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o1 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-D3,
ot 27.12.2019 N 475-®3, ot 27.12.2019 N 478-®3, ot 27.12.2019 N 481-D3,

ot 26.03.2020 N 67-®@3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-D3,
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Mnasa 1. OBLUUE MNMOJIOXKEHUA

Cratbsa 1. lpeameT perynupoBaHusi HacTosiwero PegepanbHOro 3akoHa
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1. Hacrosmmii ®enepanbHblii 3aKOH pETyJUPYET OTHOILIEHHUS, BO3HUKAIOIIME B CBSI3U C
oOpamieHueM - pa3pabOTKOH, AOKIMHUYECKHMMH HCCIEIOBAHUAMH, KIMHMYECKUMM HCCIIEIO0BAaHUAMU,
3KCIEPTU30M, FOCYIAPCTBEHHOW PErMCTpaluel B COOTBETCTBUM C HacTosuM denepaibHbIM 3aKOHOM
(ranee - rocymapCTBEHHas PETUCTpalysl) WIM pErucTpalveil B COOTBETCTBUU C MEXAYHApOJIHBIMHU
JIOTOBOpaMHM U aKTaMH, COCTABJIAIOIIMMHU IpaBo EBpa3zuiickoro »KOHOMHYECKOrO coro3a (najuee -
perucTpanus), co CTaHIapTU3alUed M ¢ KOHTPOJEM KauecTBa, INPOU3BOACTBOM, H3TOTOBIICHHEM,
XpaHeHueM, IepeBo3kou, BBo3oM B Poccuiickyro denepanuto, BeiBo30oM u3 Poccuiickoit @enepanuu,
peKJIaMOM, OTIIyCKOM, peanu3alnueil, Iepeaadye, IPUMEHEHUEM, YHHUYTOKEHHEM JIEKapCTBEHHBIX
CPEICTB.

(B pen. ®enepanbHbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

2. Hacrosmmii ®enepalibHblil 3aKOH yCTaHABJIMBACT MPUOPUTET FOCYNAPCTBEHHOTO PETYIUPOBAHHUS
0e30macHOCTH, KauecTBa 1 9(H(PEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB MPU UX OOpAIICHUH.
(B pen. ®enepanpHOro 3akona ot 25.06.2012 N 93-D3)

Cratbs 2. Cdepa npumeHeHns HacTosiwero ®enepanbLHOro 3akoHa

Hacrosmuit denepanbHplii 3aKOH NPUMEHSETCS K OTHOIICHUSAM, BO3HUKAIOIIMM MpU OOpalleHUH
JIEKAPCTBEHHBIX CPEICTB HA Tepputopuu Poccuiickonn Penepanum.

Cratbsa 3. 3akoHoagaTenbLCTBO 06 OOpaLleHun nekapCcTBeHHbIX CPpeacTB

1. 3akoHOmATENBCTBO 00 OOpamICHWHM JIGKAPCTBEHHBIX CPEJICTB COCTOUT W3 HACTOSIIETO
@denepallbHOTO 3aKOHA, APYTUX ¢efepaibHbIX 3aKOHOB M HWHBIX HOPMATHUBHBIX MPABOBBIX AaKTOB
Poccuiickoit denepanumn.

1.1. 3akoHOIaTENBbCTBO 00 OOpAIlIEHNH JIEKAPCTBEHHBIX CPEJICTB B OTHOIICHUH FOPUIUIECKUX JIHI U
WHIVWBHUIyaIbHBIX  IPEANPUHUMATENICH,  OCYIIECTBISIIOIIMX  JEATEIBHOCTH  HAa  TEPPUTOPHUH
MEXYHapOJAHOTO MEIUIIMHCKOTO KJIacTepa, MPUMEHSIETCS C YYeTOM OCOOCHHOCTEW, YCTaHOBJICHHBIX
®denepanbHbIM 3ak0HOM OT 29 utoHs 2015 roga N 160-®3 "O mexayHapOIHOM MEIUIIMHCKOM KJIacTepe
Y BHECEHUH M3MCHEHUI B OTJCNIbHBIC 3aKOHOATEbHBIC akThl Poccuiickoit @enepanuu’.

(uactp 1.1 BBenena ®exnepanbHbiM 3akoHOM OT 29.06.2015 N 160-D3; B pen. deaepanibHOro 3aK0Ha OT
04.08.2023 N 428-D03)

2. JlevictBue HacTosmiero denepaibHOTO 3aKOHA PACIPOCTPAHASTCS Ha oOpalleHne HAPKOTHIECKUX
JIEKapCTBEHHBIX CPEACTB U ICHUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB C YYE€TOM OCOOEHHOCTEH,
YCTAHOBJICHHBIX  3aKOHOAATENbCTBOM Poccuiickoii dexepaiun 0 HAPKOTUYECKUX  CPEACTBAX,
MICUXOTPOIHBIX BEIMIECTBAX M 00 UX MpeKypcopax.

3. JletictBue Hacrosimero @DeaepanbHOrO 3aKOHA  PACHpOCTPAHSCTCS Ha  OOpallicHHe
panunodapmManeBTHYECKUX JIEKApCTBEHHBIX CPEACTB C Y4Y4eTOM OCOOCHHOCTEH, YCTaHOBIJIEHHBIX
3akoHoaarenscTBOM Poccuiickoit denepannu B o01acTu o0ecredeHus paAualliOHHOW O€30MacHOCTH.

4. Ecnu MexayHapoaHbIM goroBopoM Poccuiickoit deneparuiu, MexXaAyHApPOAHBIMU TOTOBOPAMU U
aKTaMH, COCTaBIISIOMIMMH TPaBo EBpa3uiickoro sKOHOMHUYECKOTO COr03a (Jajiee - aKThl, COCTABJISIONINE
npaBo Coro3a), yCTaHOBIEHBI WHBIC TpaBUiia, YEM Te€, KOTOpbIe MPEAYCMOTPEHBl HACTOSIINM
®denepanbHbIM 3aKOHOM, TPUMEHSIOTCS TIpaBUiia MEXIYHAPOIHOTO JOTOBOPA, MPABHIIA, COACPIKAIIUECS B
aKTax, cocTaBistomux mnpaso Corosa.
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(uactp 4 B pen. @enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

4.1. PemeHuss MEXroCyJapCTBEHHBIX OpPraHOB, MPUHATHIE HAa OCHOBAaHUM  MOJIOKECHHI
MEKIYHApOAHBIX JI0roBopoB Poccuiickoit @enepauuu B UX HCTOIKOBAHUH, IIPOTUBOpEYAILEM
Konctutynuu Poccuiickoit @enepannu, He mojjexar ucnoiaHeHuto B Poccuiickorn @enepanun. Takoe
MPOTHBOPEYHE MOKET OBITh YCTAHOBJIEHO B MOPSJIKE, ONPEACICHHOM (eiepabHBIM KOHCTHTYIIMOHHBIM
3aKOHOM.

(uactsp 4.1 BBenena @enepanbHbM 3ak0HOM 0T 08.12.2020 N 429-D3)

5. B Poccniickoit @enepanuu B COOTBETCTBUM C MEXAYHApOIHBIMU JoroBopamu Poccuiickoit
@eneparu ¥ (MIM) HAa OCHOBE NPUHIMIA B3aMMHOCTU IPU3HAIOTCA PE3YJbTAaThl KIMHUYECKUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX IpErnaparoB s MEIULUHCKOIO TPUMEHEHHs, IPOBEICHHBIX 3a
npenenamu teppuropun Poccuiickoit denepanuu.

Ctatba 4. OCHOBHbIE NOHATUSA, UCNOSNb3yeMble B HacTosiwem PeneparbHOM 3aKOoHe

I[J'I}I LeJieil HacTOSIIEero (DeﬂepaJ'ILHOl"O 3aKOHa UCITOJIB3YIOTCS CIICAYIONINEC OCHOBHBIC ITOHATHA:

1) 7nexapcTBEHHBIE CpPEICTBAa - BEIIECTBA WJIM WX KOMOWHAIIMH, BCTYIMAIOIIME B KOHTAKT C
OpPraHM3MOM YEJIOBEKAa WJIM >KMBOTHOI'O, IPOHUKAIOIIME B OpraHbl, TKAHU OPraHU3Ma YeEJIOBEKa WIIU
KUBOTHOTO, TPUMEHSEMBbIC JUISI TMPOQPIIAKTHKH, IUATHOCTHUKU (32 HWCKIIOYCHHEM BEIIECTB WIH HX
KOMOHMHAIMIA, HE KOHTAaKTUPYIOLIUX C OPTaHW3MOM YeJOBEKa WJIM KUBOTHOTO), JICUeHHUsl 3a00JeBaHUS,
peadmIHuTaIyy, I COXpaHEHUs!, MPEAOTBPAIEHUs WA MPEephIBaHUs OCPEMEHHOCTH U TOJYyYCHHBIE U3
KpOBH, IJIa3Mbl KPOBH, U3 OPTaHOB, TKAHEW OPraHU3Ma YeJIOBEKA WM KUBOTHOI'O, PACTEHUN, MUHEPAJIOB
METOJIaMU CHUHTE3a WM C MPUMEHEHHEM OHMOJIOTHYECKHX TeXHOJOoruil. K nexapcTBEHHBIM cpeacTBam
OTHOCSTCS (papMalleBTUYECKUE CYOCTAHIIUU U JIEKAPCTBEHHBIE MTPETmapaThl;

2) dapmareBTHUeCcKas CyOCTaHIUS - JIGKQPCTBEHHOE CPEJCTBO B BUIC OJHOTO I HECKOJIBKUX
oOanaromux (papMaKoIOrHUECKONW aKTUBHOCTBIO JCHCTBYIOIINX BEIIECCTB BHE 3aBUCUMOCTH OT PUPOIBI
MPOUCXOXKACHUS, KOTOPOE TMpeIHA3HAYEeHO /IS TPOW3BOJCTBA, W3TOTOBIICHUS JIEKAPCTBEHHBIX
MpenaparoB U onpeneser ux 3pPeKTUBHOCTD;

(. 2 B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-03)

3) BCIIOMOTI'aTCIBbHBIC BCIICCTBA - BCIICCTBA HEOPraHN4YCCKOro 50041 OpTraHu4eCcKOoro
MPOUCXOKACHUA, UCITIOJIB3YCMbIC B IIPOLUECCCC MPOU3BOACTBA, U3TOTOBJICHUS JICKAPCTBCHHBIX MPLEIIapaToOB
I IpUAAHUS UM HeO6XO,Z[I/IMLIX (I)I/ISI/IKO'XI/IMI/I‘IGCKI/IX CBOﬁCTB;

4) nexkapcTBEHHbIE IIperapaTbl - JIEKAPCTBEHHBbIE CpPEACTBA B BUJAE JIEKApCTBEHHBIX (OpM,
MpUMEHsieMble I NPO(HUIAKTUKH, JAMATHOCTUKH, JIedeHHs 3a0oyeBaHMs, peaOWIUTalluu, IS
COXpPaHEHUs, IPEJOTBPAILCHUS WU PEPHIBaHUS OEPEMEHHOCTH;

5) nexapcTBeHHass opMa - COCTOSIHUE JICKAPCTBEHHOT'O Iperapara, COOTBETCTBYIOIIEE CIIOCoOaM
€ro BBEJCHHS M IPUMCHECHHS U 00SCIICUHBAOIICE JOCTHKCHIE HEOOX0IMMOT0 JIedeOHOTO 3 dekTa;

5.1) n03UpOBKa - COAEpKAHNUE OJTHOTO MM HECKOJIBKUX JEHCTBYIOUIMX BEIIECTB B KOJIMYECTBEHHOM
BBIPOKEHUM HA E€IUHUIYYy J03bl, WIM €JAUHULY O0beMa, WIM E€AMHUIy MacChl B COOTBETCTBHU C
JeKapcTBEHHOH ¢opmoil MO0 JUIsi HEKOTOPBIX BHMJOB  JIEKAPCTBEHHBIX (OPM  KOJIUYECTBO
BBICBOO0K1a€MOT0 U3 JIEKAPCTBEHHON (DOPMBI IEHCTBYIOIIETO BEIIECTBA 33 €AMHUILY BPEMEHU;
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(m. 5.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

6) nepeueHb JKU3HEHHO HEOOXOIUMBIX U BaXKHEHIINX JIEKapPCTBEHHBIX IPENapaToB - YTBEPHKAaeMbli
IIpaBurensctBoM Poccuiickont ®enepanyy nepedeHb JICKaPCTBEHHBIX MPENapaToB Uil MEIULUHCKOIO
IPUMEHEHHs, 00eCIIeUNBaIOIINX IPUOPUTETHBIE NOTPEOHOCTH 3APAaBOOXPAHEHNUS B LENIAX NPOPHIAKTUKU
U JleueHus: 3a00JIeBaHUM, B TOM 4uclie MpeoliajaoiuX B CTPYKType 3aboieBaeMoctu B Poccuiickoit
denepanuu;

(B pen. ®enepanbHoro 3akoHa ot 13.07.2020 N 206-D3)

6.1) opdanHbIe JIEKapCTBEHHBIE MpenapaThl - JIEKAPCTBEHHBIC Npemnaparthbl, IMpeaHa3HAYCHHBIE
UCKITIOYUTENBHO AJISl TUAarHOCTHKH, 3THOMATOr€HETUYECKOTO MIIM NMaTOTeHETHYECKOro JIeUeHus (JIeueHus,
HAIPaBJIEHHOTO Ha MEXaHW3M pa3BUTHs 3a001eBaHMs) peaKuX (opdaHHBIX) 3a00IeBaHMI;

(m. 6.1 BBenmen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepallbHOTO 3aKOHA OT
30.01.2024 N 1-®3)

6.2) Ouosoruyeckue JIeKapCTBEHHbIE IMpemnapaTbl - JIEKAPCTBEHHBbIE Npenapathl, JeHCTBYIOIIEe
BEILIECTBO KOTOPBIX MPOU3BENECHO WM BBIIEICHO W3 OMOJOTMYECKOTr0 MCTOYHMKA M JUISl OIpENeTIeHUS
CBOWCTB M KayecTBa KOTOpPHIX HeoOXoaumMa KOMOMHAIMs OHOJOTMYECKHUX M (PU3MKO-XHMHUYECKHUX
MeTooB. K Ounojormyeckum JIEKapCTBEHHBIM IpenaparaM OTHOCSTCS HMMMYHOOHOJOTHYECKHE
JIEKapCTBEHHbIE TIpernaparbl, JEKapCTBEHHbIE Ipemnaparbl, IOJyuYeHHbIE M3 KpPOBH, IJa3Mbl KpPOBU
YeJloBeKa M JKMBOTHBIX (32 HCKIIOUYEHHEM ILEIbHONH KpPOBH), OMOTEXHOJOTMYECKUE JIEKAPCTBEHHBIE
Ipernaparsl, FTeHOTEPAaNeBTUUECKUE JEKapCTBEHHbIE NpenapaThl, JEKapCTBEHHbIE MpenapaTthl Ha OCHOBE
COMATHUYECKUX KIIETOK;

(n. 6.2 BBenen denepanbHbIM 3akOoHOM OT 22.12.2014 N 429-03; B pen. denepallbHOTO 3aKOHA OT
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTUYHBIA JIEKAPCTBEHHBIN Mpenapar - reHOTEepPareBTHUECKUN JIeKapCTBEHHBIN
npenapar i MEAUIIMHCKOTO NMPUMEHEHHS, WIH JICKAPCTBEHHBIM Ipernapar Ha OCHOBE COMATHYECKUX
KJIETOK JJIi METUIIMHCKOTO MPUMEHEHUSs, WIH TKaHEeHMH)KEHEPHBII JIeKapCTBEHHBIN mpenapar (mpemnapat
TKaHEBOW MH)KEHEPHH);

(m. 6.3 BBeneH denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7) WMMYHOOMOJIOTHYECKHE JIEKapCTBEHHBIC TMpermapaTtbl -  JICKQpCTBEHHBIE  IPENaparsl,
npelHa3HaueHHble A7 (GOPMUPOBAHUSA AKTUBHOTO WM TMACCHMBHOIO MMMYHHTETa JMOO AMATHOCTUKH
HaJIN4us HMMYHUTCTA NI AUArHOCTUKHN CHGHI/I(l)I/I‘-IeCKOFO an06peTeHH0ro U3MCHCHUA
MMMYHOJIOTHYECKOTO  OTBETa Ha  aljleprusupyromue BemecTBa. K UMMyHOOHOJIOTHYECKUM
JICKApCTBCHHBIM npenaparam OTHOCATCA BAaKIIMHBI, AHAaTOKCHUHBEI, TOKCHUHBI, CBIBOPOTKH,
MMMYHOTJIOOYJTHHBI U aJUIEPTeHBI;

(. 7 B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

7.1) GUOTEXHOJIOrMYECKHE JIEKapCTBEHHbIE MPENaparhl - JI€KapCTBEHHBIE MTPEnapaThl, IPOU3BOJICTBO
KOTOPBIX OCYLIECTBIISIETCS C UCIIOJIb30BAHUEM OMOTEXHOJOTUYECKHUX MPOLIECCOB U METOJIOB (B TOM UHUCIIE
JTHK-pekoMOMHAHTHON TEXHOJIOTUH, TEXHOJIOTUU KOHTPOJIUPYEMOI 3KCIPECCHM T'€HOB, KOAUPYIOLIMX
OMOJIOTUYECKH AaKTHBHBIE OCIIKM B TPOKAPHOTaX M HYKAPHOTaX, BKIIOYAs WM3MEHEHHBIE KIIETKH
MJIEKOITUTAONINX ), THOPUIOMHOTO METOIa U METOa MOHOKJIOHAJIBHBIX aHTUTEI;

(m. 7.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

72) TCHOTCPAIICBTUYCCKUC JICKApCTBCHHBIC npenapaThbl - JICKApCTBCHHBIC npenaparsl,
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¢dapmarieBTHUECKasT CyOCTaHIMA KOTOPBIX SIBISETCS PEKOMOMHAHTHON HYKJICHMHOBOW KHCIOTOM HIIU
BKIIOYaeT B ce0s PEKOMOMHAHTHYIO HYKJICHHOBYIO KHCJIOTY, IIO3BOJISIIONIYI0  OCYIIECTBIISTh
peryIHupoBaHue, pemapaiuio, 3aMeHy, 100aBICHUE WIH YAaJEHUEe TeHETHYECKON TTOCTIeI0BATEIbHOCTH;
(. 7.2 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) HapKOTHYECKHE JICKaPCTBEHHBIE CPEJICTBA - JICKAPCTBEHHBIC IMpemapaThl U (apMaleBTHUECKUE
cyOcTaHIIMM, COJAEpXKallie HAPKOTUYECKHE CPEACTBA M BKIIOYEHHBIE B IlepedyeHh HApKOTHYECKHX
CPEACTB, IICUXOTPOIIHBIX BEIIECTB M MX MPEKypCcOpPOB, NOMIEXKAIIMX KOHTpoIO B Poccuiickon
@enepanyy, B COOTBETCTBMM C 3aKOHOAATesNbcTBOM Poccuiickoit @enepanuv, MeExXAYHAPOIHBIMU
norosopamu Poccuiickoit denepannu, B ToM 4ynciie EAMHON KOHBEHIMENH O HAPKOTHUYECKUX CPEICTBAX
1961 roxa;

9) MCUXOTPOIHBIE JEKAPCTBEHHBIE CPENCTBA - JIEKAPCTBEHHBIC MpemapaThl U (hapMaleBTHUYECKHE
cyOcTaHIIMM, COAEpXkaIllhe TCUXOTPONHBIE BEIIECTBA W BKJIIOYEHHbIE B [lepedeHb HapKOTUYECKHX
CPEACTB, ICHXOTPOIHBIX BEIIECTB M HMX MPEKypCcOpOB, NOAJEKAIIMX KOHTpoiilo B Poccuiickoi
@enepanyuy, B COOTBETCTBMM C 3aKOHOAATesNbcTBOM Poccuiickoir @enepanuu, MeExXAYHAPOIAHBIMU
noroopamu Poccuiickoit ®@enepannu, B ToM unciie KoHBEHLIMEN O NMCUXOTPONHBIX BemiecTBax 1971
roja;

10) pamumodapmaiieBTHUECKUE JIEKAPCTBEHHBIE CPEJICTBA - JIGKAPCTBEHHBIC CPEACTBA, KOTOPBIC
COJZIEp’KaT B TOTOBOM JUIsl MCIIOJI30BaHUS (HOpPME OJUH PATUOHYKIHI WIH HECKOJBKO PaJIUOHYKIIHIIOB
(paanoaKTUBHBIX U30TOIOB);

10.1) opurvHanpHBIM JIEKApCTBEHHBIM NpemapaT - JIEKapCTBEHHBI Ipernapar ¢ HOBBIM
JCHCTBYIOIUM BEILIECTBOM, KOTOPBIM NEPBBIM 3apeructpupoBaH B Poccuiickoit denepauuu Wid B
MHOCTPAHHBIX TOCYJapCTBAX HA OCHOBAHUU PE3YJIbTATOB JOKIMHUYECKUX MCCIIECIOBAHUN JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKUX HCCIENOBAHUM JIEKAPCTBEHHBIX MPENApaToB, MOATBEPKAAIOIINX €r0 KauecTBo,
3¢ (HEeKTHBHOCTE M 0€30MTaCHOCTE;

(m. 10.1 BBenen @enepanbHbIM 3aKkOHOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBII JeKapCTBEHHBIN Mpenapar - JIEKapCTBEHHBIN MpemnapaT, KOTOPBIi HCIIOIb3yeTCs
U1l OLIEHKN OMO3KBUBAJIEHTHOCTH WJIM TEPANIeBTHUECKON HKBUBAJIEHTHOCTH, KauecTBa, 3(pPEKTUBHOCTU U
0€30MMacHOCTH BOCIIPOM3BEICHHOTO JIGKAPCTBEHHOTO IMpemnapara Win OMOoaHaIoroBoro (6momomo0HOTO)
JIEKapCTBEHHOT O Ipemnapara (6uoaHanora). B kauecTBe pedepeHTHOro JeKapCTBEHHOIO IMpenapara Jyis
MEJUIIMHCKOTO TPUMEHEHHsI HCIOIb3yEeTCS OPUTMHAIBHBIN JIEKApCTBEHHBIM Mpemnapar Jaubo, eciu
OpPUTMHAJIBHBIA JICKapCTBEHHBIN Mpernapar He 3aperucTpUpOBaH WIM HE HAaXOOUTcs B 000poTe B
Poccuiickoit @enepanyu 1 He HAXOAUTCS B 000pPOTE B MHOCTPAHHBIX T'OCYIapCcTBaX, BOCIPOU3BEIECHHBIH
JIEKapCTBEHHBIN MpemnapaT Wik O1oaHaIOTOBbIN (OMOMOJ00HBIN) TIeKapCTBEHHBIN MpenapaT (6uoaHaor),
KOTOpPBIA TIEPBBIM 3apErUCTPUPOBAH W3 UMCIA HaXomsdmuxcs B obopore B Poccuiickoit denepanuu,
OMOSKBUBAJICHTHOCTh ~WJIM  TEpaleBTUYECKAas HKBUBAJIEHTHOCTb, KadecTBO, H(PPEKTUBHOCTb U
0€30MacHOCTh KOTOPOTO OIEHHBAIUCH 10 OTHOIIEHUIO K OPUTHHAILHOMY JIEKapCTBEHHOMY TIpemnapary, a
TaKXke KayecTBO, H(PQPEKTUBHOCTb M 0€30MaCHOCTh KOTOPOIO TMOATBEPKIAIOTCA Ppe3ysbTaTaMU
(dapMakoHaI30pa W MPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEICTB, HAXOISIIUXCS B TPAKIAHCKOM
000poTe, yCTaHOBJIEHHBIM TpeOOBaHMSIM K HMX KadecTBy. B kauecTBe pedepeHTHOro JeKapCTBEHHOTO
mpernapata JUisl BETEPUHAPHOTO TNPUMEHEHHMsS] HCIIOJIb3YETCS  JIEKApCTBEHHBIM  mpemapaTr Ul
BETEPUHAPHOTO IPHUMEHEHMs, 3aperucTpupoBaHHbli B Poccuiickoii dexepanuu Ha OCHOBAaHUU
pE3yJIbTaTOB JOKIMHUYECKUX HCCIIEIOBAaHUM JE€KApCTBEHHBIX CPEJACTB U KIMHHUYECKHUX MHCCIIEI0BAaHUMN
JIEKapCTBEHHBIX MPENapaToB, HOATBEPKIAIOIINX €r0 Ka4yecTBO, 3P (HEKTUBHOCTh U OE30M1aCHOCTH;
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(n. 11 B pen. ®enepanpHoro 3akoHa oT 27.12.2019 N 475-D3)

12) BocTipon3BeACHHBIN JICKAPCTBEHHBIHN Mpernapar - JISKapCTBEHHBIN Mpenapar sl MeIUIIUHCKOTO
MPUMEHEHHS, KOTOPBI WMEET OKBHUBAJICHTHBIA pedepeHTHOMY JIGKAPCTBEHHOMY Mpemnapary
Ka4eCTBEHHBI COCTaB M KOJMYECTBEHHBIM COCTAB JICMCTBYIOIIMX BEIIECTB B HKBUBAJICHTHOM
JIeKapCTBEHHON (opme, MO0 JIeKapCTBEHHBIN MpemnapaT [Uis BETEPUHAPHOTO NPUMEHEHHS, KOTOPBIN
MMEeT TaKue XKe, 4YTo W pedepeHTHBIM JIEKapCTBEHHBIM Mpernapar, KadyeCTBEHHBIH COCTaB H
KOJIMYECTBEHHBI  COCTaB  JCWCTBYIONIMX BEIIECTB B TaKOW K€ JICKQpPCTBEHHOW  ¢opme,
OMOPKBUBAJICHTHOCTh ~ WJIM  TEPAINEBTUYCCKAsh OKBHBAJICHTHOCTh  KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JeKapCTBEHHOMY IpenapaTy MOATBEPKAeHA COOTBETCTBYIOIIUMHU HUCCIEIOBAaHUSIMHU;

(n. 12 B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12.1) TepaneBTHUYECKasi S5KBUBAJIEHTHOCTh JICKAPCTBEHHBIX MPENApaToB - JOCTHKEHHUE KIMHUYECKH
COIIOCTABUMBIX TeparneBTUYecKoro s¢dexra U mnokaszareneid 3(h(HEeKTHBHOCTH W OE30MaCHOCTH TIPHU
IPUMEHEHUH JIEKAPCTBEHHBIX MpenapaToB M MEIUIMHCKOTO INPUMEHEHUs, HMEIOIIUX OIHO
MEXJYHapOAHOE HENaTEeHTOBAaHHOE (WM XMMHUYECKOE, WM TpPyNNHPOBOYHOE) HAUMEHOBAHHE, B
SKBUBAJICHTHBIX JIO3UPOBKAX IO OJAHHUM M TEM € IMOKa3aHWsIM K NPUMEHEHHIO U TPH OJWHAKOBOM
crioco0e BBE/IEHUS y OHOM U TOM K€ IpyMNIbl OONbHBIX;

(m. 12.1 B pen. @exnepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) GuoananoroBslii (0MOMOOOHBIN) JEKAPCTBEHHBIN Mpenapar (OnoaHanor) - OHOJIOTHYECKHIA
JIEKapCTBEHHBII Ipenapar, CXOXKUil M0 MapaMerpaM KadecTBa, 3()(EeKTHBHOCTH M OE€30MacHOCTH ¢
pedepeHTHBIM OHOJIOTUYECKAM JICKAPCTBEHHBIM NPENapaToM B TAaKOH )K€ JIGKAPCTBEHHOW (opme u
MMEIOIINI UJIEHTUYHBIN c110COO BBEICHMS;

(m. 12.2 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

12.3) B3aumo3aMeHseMbIi JIEKapCTBEHHBIN MpemnapaT - JEKapCTBEHHBIN MpemapaT ¢ JOoKa3aHHOU
TEpPANeBTUUECKOW HSKBUBAJICHTHOCTHIO WM OHMOAKBUBAJICHTHOCTHIO B OTHOIIECHUU pedepeHTHOTO
JIEKapCTBEHHOTO TpernapaTa, UMEIOIINNA SKBUBAJICHTHBIE €My KaueCTBEHHBIH COCTaB M KOJIWYECTBEHHBIN
COCTaB JICUCTBYIOIIMX BEILECTB, COCTAB BCIIOMOTaTEJbHBIX BEILECTB, JEKAPCTBEHHYIO (OpPMY M CHOCOO
BBEJICHUS;

(m. 12.3 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

12.4) OUOAKBUBAJCHTHOCTh JIEKAPCTBEHHBIX IMpEMapaToB - JOCTIKEHHE COMOCTAaBUMBIX
MOKa3aTeJIe CKOPOCTH BCACHIBAHUSA, CTETICHU IMOCTYIUICHUSI K MECTy JCHCTBUSA M CKOPOCTH BBIBEIICHUS
OJTHOTO WJIM HECKOJBKHUX OOManaromux (papMakoIOrniyeckoil akTUBHOCTBIO JIEHCTBYIOIIUX BEIIECTB MPH
MPUMEHEHUU JIEKAPCTBEHHBIX TMpEnapaToB JUIsi MEAUIIMHCKOTO TPUMEHEHHS, HWMEIOIIHUX OIHO
MEXIYHApOAHOE HEMaTeHTOBaHHOE (WM XHMMHUYECKOE, WU TPYNIMHPOBOYHOE) HAUMEHOBAHHE, B
SKBUBAJICHTHBIX JO3UPOBKAX U MPU OAMHAKOBOM CIIOCOOE BBE/ICHHS;

(m. 12.4 BBenen @enepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

13) nmexapCTBEHHOE PACTUTEIIBHOE CHIPhE - CBEXKHME WIIM BBICYIICHHBIC PACTEHUS JIMOO WX YaCTH,
UCTIOJNIb3yeMbIC Ul TIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB OpraHU3alMsIMU - T[POU3BOJAUTEIISIMU
JICKaPCTBCHHBIX CPEJICTB WJIM WU3TOTOBJICHHS JICKAPCTBEHHBIX NPENapaToB aNTCUHBIMH OpraHU3aIUsMHU,
BETCPUHAPHBIMU aNTEYHBIMH OpPTaHHU3AlUSIMHU, WHIUBHUIYATbHBIMU TMPEANPHUHAMATEISIME, UMEIOIIUMU
JMIICH3HIO HA (papMaIieBTUIECKYIO AESITEIbHOCTD;

14) nexapcTBEHHbBIN pacTUTENbHBIM Npernapar - JEeKapCTBEHHBIM Mpenapar, NPOU3BEAECHHBIH WIH
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HU3TOTOBJICHHBIN U3 OOHOTO BUAA JICKAPCTBCHHOTO PACTUTCIIBHOTO ChIPbA WM HCCKOJIBKUX BUIOB TaKOI'O
CBHIPbS U PEATM3yEMBIN B pacacoBaHHOM BHUEC BO BTOPUUHOM (ITOTPEOUTEITHCKON) YITaKOBKE;

15) romeonarnyeckuil JeKapCTBEHHBIN Npenapar - J€KapCTBEHHBIIN Ipenapat, IPOU3BEACHHbBIN WIH
W3TOTOBJICHHBIM W3  (papMamneBTHYECKON CyOCTaHIMM WM (papMareBTUIECKUX CyOCTaHIIMA B
COOTBETCTBUM C TpeOOBaHUAMH OOIIMX (apMaKONEHHBIX CTaTe K TOMEONMATHUYECKUM JIEKapCTBEHHBIM
mpernapaTaM WM B COOTBETCTBUU C TpeOOBaHUSMHU (apMaKoIled CTpaHbl MPOU3BOAMUTENS TaKOTO
JIEKapCTBEHHOI'O IIpeTnapara;

(m. 15 B pen. @enepanbuoro 3akoHa ot 22.12.2014 N 429-D3)

16) MexxayHapoIHOE HETaTEHTOBAaHHOE HAaMMEHOBAHME JIEKAPCTBEHHOI'O CPE/ICTBA - HAUMEHOBaHHE
ICHUCTBYIOIETO  BemiecTBa  (papMareBTHYeCKOW  CyOcTaHIMH, peKOMEeHJoBaHHOe BcemupHOi
OpraHu3aluen 31paBoOXpaHeHMS;

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17) ToproBoe HaMMEHOBAaHHE JICKAPCTBEHHOI'O CpEACTBa - HAUMEHOBAaHUE JIEKAPCTBEHHOIO
CpeACTBa, IPUCBOCHHOE €ro pa3padOTYMKOM, JAEpiKaTelleM WIM BIAJENbLEM pPETUCTPALIMOHHOTO
yJIOCTOBEpEHHS JIEKApCTBEHHOT'O Mpenapara;

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17.1) rpynmupoBOYHOE HAMMEHOBAaHUE JIEKAPCTBEHHOTO  TMpermapara - HaWMEHOBAaHHE
JIEKApCTBEHHOT'O Tperapara, He MMEIOIIET0 MEXIYHApPOJIHOTO HEMATEHTOBAHHOTO HAMMEHOBAHUS, WJIU
KOMOHMHAIIMK JIEKapCTBEHHBIX TMPENapaToB, UCHOIb3YEMOE B IENAX OOBEAMHEHUS HUX B TPYMNIY IMOA
€MHBIM HANMEHOBAaHUEM UCXO/IS U3 OJJMHAKOBOT'O COCTaBa JEHCTBYIOIIUX BEIIECTB;

(m. 17.1 BBenen @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

18) obmiast papmaxorneitHas cTaTbs - TOKYMEHT, YTBEP)KICHHBIN YIOJTHOMOYEHHBIM (penepanbHbIM
OpPraHOM HCIIOJIHUTEIBHOW BJIACTH M COJCpIKAIWi MepedeHb IMoKa3aTesieil kadecTBa W (WJIM) METOMOB
KOHTPOJISI KauecTBa KOHKPETHOW JIEKAPCTBEHHOW (DOPMBI, JIEKAPCTBEHHOTO PACTUTEIBHOTO CBHIPHS,
BCIIOMOTATENIbHBIX BEIIECTB, OIMCAaHHUSA OWOJOTMYECKUX, OHMOXMMHUYECKHX, MHKPOOHOIOTHYECKUX,
(GU3NKO-XUMHYECKUX, (PU3MUECKUX, XUMUYECKUX U IPYTHX METOIOB aHAJIHM3a JIEKAPCTBEHHOTO CPE/ICTBA,
a TaKkKe TpeOOBAaHMS K MCIOJIB3YEMBIM B LIEJIAX MPOBEACHUS TaHHOTO aHallM3a PeakTHBaM, THTPOBAHHBIM
pacTBopaM, HHIUKATOPaM;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

19) dapmakomneiiHas cTaThsi - JOKYMEHT, YTBEPXKICHHBIH YHNOJHOMOYEHHBIM (hereparbHbIM
OpraHOM HCIOJIHUTEIBHOW BIACTH U COAEPIKAILUI MepedeHb IoKa3aTeei KauecTBa 1 METOI0B KOHTPOJIS
KayecTBa JIEKAPCTBEHHOTO CPEJCTBA, JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPhS, BCIIOMOTATEIBHBIX
BEILIECTB;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-®3)

19.1) crangapTHble 00pa3lbl - BEIECTBA, MOCPEACTBOM CPAaBHEHHsI C KOTOPHIMU OCYILIECTBISETCS
KOHTPOJIb KayecTBa HCCIIEIYEMbIX JIEKAPCTBEHHBIX CPEACTB C MOMOUIbIO (PU3MKO-XUMUYECKUX MU
OMOJIOTHYECKUX METOOB B LENIAX MOATBEPIKICHUSI COOTBETCTBUS JEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
HOPMAaTUBHOM JOKYMEHTALIMM, YCTAHOBJIECHHBIM IIPH OCYIIECTBICHUHN T'OCYAAPCTBEHHOW PErMCTPALMH, U
KOTOpbIE MPUMEHSIOTCS I KaJIMOPOBKH CTaHIAPTHBIX OOpas3loB NPOU3BOIMTENS JIEKApCTBEHHBIX
CPEICTB, HCIIOJIb3YEMbIX JJIsi KOHTPOJISI KadecTBa M HHBIX L€l NpU OOpallleHUH JIEKapCTBEHHBIX
CPEICTB;
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(n. 19.1 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

19.2) ¢dapmakomneiHpli CTaHAAPTHBIM 00pa3er] - CTaHAapTHBIM o00paselr, NPOW3BEICHHBIN B
COOTBETCTBHUH C (hapMaKOIEHHON CTaTheH;
(. 19.2 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHas JOKyMEHTAlUs - JOKYMEHT, COAEpXallUi IEepeueHb OINpEeAeIsieMbIX IO
pe3yabTaTaM COOTBETCTBYIOIIMX JKCIEPTU3 IIOKa3aTeled KadecTBa JICKapCTBEHHOIO CpencTBa JUId
MEIUIIMHCKOTO IPUMEHEHMSI, METOI0B KOHTPOJISI €r0 Ka4eCTBa U YCTAHOBJIEHHBIN €r0 IPOU3BOAUTEIIEM;

21) HOPMATUBHBII JOKYMEHT - JJOKYMEHT, COJIep Kallluil MepedyeHb ONpeAeseMbIX IO pe3ybTaTaM
COOTBETCTBYIOIIMX OJKCHEPTHU3 TMOKa3aTened KayecTBa U (WJIM) METOJOB KOHTPOJS KadecTBa
JIEKapCTBEHHOW  (OpPMBI, OMHUCAHHUS  OMOJOTHYECKHX, OHMOXUMHYECKUX, MHKPOOUOIOTHYECKUX,
(bU3UKO-XUMHUYECKUX, (PU3UUECKUX, XUMUYECKUX U APYTUX METOAOB aHAIM3a JIEKAPCTBEHHBIX CPEACTB
JUIs. BETEPUHAPHOTO MPUMEHEHHUS, TPEOOBaHMSI K UCIIOJIb3YEMbIM B LENSIX MPOBEACHUS JaHHOTO aHAJINU3a
peakTuBaM, TUTPOBAHHBIM PAaCTBOPaM, HHAUKATOPAM U YCTAHOBJICHHBIN €r0 MPOU3BOIUTEIEM;

21.1) oOumii TeXHUYECKUH TOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTE€pUalioB, COCTOSIIMNA W3
HECKOJIbKMX  pa3fesNoB -  JOKYMEHTaluu  aJMHHHCTPATUBHOIO  XapakTepa,  XHMHYECKOM,
(dapmareBTHUYECKOH © OHMOJIOTHYECKON JOKYMEHTAluu, (HapMaKOJIOTHYECKOH, TOKCHKOJIOTHICCKOM
JOKYMEHTAlluW, KIMHUYECKOW JOKYMEHTALMM W MPEACTaBIsEMbIil OJIHOBPEMEHHO C 3asBICHHEM O
roCy/1apCTBEHHOW PETUCTPALINY JIEKAPCTBEHHOTO Ipernapara Juisi MEIUIIMHCKOTO IpUMeHeHus B (oopmare,
YCTaHOBJICHHOM YTIOJTHOMOUYEHHBIM (he/IepaTbHBIM OpraHOM MCTIOTHUTENBHOM BIIACTH;

(m. 21.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKAPCTBEHHOI'O CPEACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEJCTBA TPEOOBAHUIM
(bapMakoneiHo# cTaThH JINOO B CIy4ae €€ OTCYTCTBUSI HOPMATHBHOM JTOKYMEHTAIIMU WJIH HOPMAaTHBHOTO
JOKYMEHTA,;

23) 06e30macHOCTh JIEKAPCTBEHHOTO CPEICTBAa - XapaKTEPUCTUKA JIEKAPCTBEHHOTO CPEJCTBA,
OCHOBaHHAs Ha CPABHUTEIILHOM aHalu3e ero 3(()EKTUBHOCTH U PUCKA IPUIMHEHUS Bpea 3I0POBbIO;

24) 3(p(exTUBHOCTH JIEKApPCTBEHHOTO Ipernapara - XapaKTepUCTHKAa CTEHNEHH IOJIOXKUTEIbHOTO
BIMSIHASL JIEKAPCTBEHHOI'O IIpernapara Ha TEYeHHEe, MPOAOJDKUTEIBHOCTh 3a00J€BaHUsS WM  €ro
IpeAO0TBpalCHNE, PeaOMINTAINIO, HA COXPAHEHHE, TPEJOTBPAILEHHE W IIPEPhIBAaHNE OEPEMEHHOCTH;

25) CepUs JICKAPCTBCHHOI'0 CPEACTBA - KOJIMYCCTBO JICKAPCTBCHHOTO CPEACTBA, MPOU3BCACHHOC B
PE3YIBTATC OAHOTO TCXHOJOTMYCCKOro HUKJIa €TI0 IMPOU3BOAUTCIICM;

26) perucTpallioHHOE YJOCTOBEPCHHE JICKAPCTBEHHOTO Iperapara - 3aluch B TOCYIapCTBCHHOM
peecTpe  JIGKApCTBEHHBIX CPEACTB, MOATBEepXkAamomas (akT TOCYJapCTBCHHONW  pPEruCcTpaIuu
JICKApCTBEHHOTO TIpenapaTta, u (M) JOKYMEHT, TIOATBEP)KIAIOIININ (haKT roCyAapCTBEHHOW PETUCTPAIU
(peructpaium) JeKapCTBEHHOTO Mpernapara;

(. 26 B pen. ®enepanbuoro 3akoHa oT 30.01.2024 N 1-D3)

26.1) gepskarenab WU BIIaJIEEl] PETUCTPALIMOHHOTO YOCTOBEPEHHUS JICKAPCTBEHHOTO IMperapara -
pa3pabOTYMK JIEKAPCTBEHHOI'O CPEICTBA, IPOWU3BOJMUTENb JICKAPCTBEHHBIX CPEICTB WM HWHOE
IOPUINYECKOe JIMIO, OOJamaroiee MpaBoM BIIAJICHHS PETUCTPAMOHHBIM YIOCTOBEPEHHEM, KOTOPHIE
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HECYT OTBETCTBEHHOCThH 32 Ka4eCTBO, dPPEKTUBHOCTh U OE30MACHOCTH JIEKAPCTBEHHOTO Mpemapara;
(. 26.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perucTpalioHHBII HOMEp - KOJOBOEe 0003HaueHHUE, MPUCBOCHHOE JIEKAPCTBEHHOMY Ipenapary
IPU €70 TOCYIapPCTBEHHON PETUCTPAaNUy WM PETUCTPAINY;
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

28) oOpamieHne JIEKapCTBEHHBIX CPEICTB - pa3padoTKa, JOKIMHUYECKHE HCCIEIOBAHUSA,
KIIMHUYECKUE HUCCIIEOBaHMs, OKCIEpPTH3a, TIOCYJAapCTBEHHAs pPETUCTpalus WIM  perucrpanus,
CTaHJapTU3alUsl U KOHTPOJIb KayecTBa, MPOU3BOJCTBO, M3TOTOBJIEHHME, XpaHEHHE, NEPEBO3KAa, BBO3 B
Poccuiickyro denepanuro, BbiB0o3 U3 Poccuiickonn Penepannu, pexkiiama, OTIyCK, peanu3anus, nepegayva,
MIPUMEHEHNE, YHUUTOXKEHHUE JIEKAPCTBEHHBIX CPE/ICTB;

(B pen. ®enepanbHbix 3aK0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

29) cyObekTbl O0OpalleHHs JEKapCTBEHHBIX CPEACTB - (U3WYECKHE JHIla, B TOM UHUCIE
WH/IMBUYalbHbIE MPEINPUHUMATENN, M IOPUAWYECKHE JMILA, OCYLIECTBISIOIIUE AEATENIHOCTh MpHU
00palIeHny JIEKapCTBEHHBIX CPEJICTB;

30) pa3paboTuuK JEKapCTBEHHOI'O CPeJICTBA - OpraHu3anus, o0agaromias npaBaMu Ha pe3yiabTaThl
JOKIIMHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ JICKAQpCTBEHHOT'O CpeacTBa, KIIMHHUYECCKHUX I/ICCJ'IGI[OBaHI/If/'I
JIEKapCTBEHHOT'O Mpenapara u (WiM) Ha TEXHOJOTHIO POU3BOCTBA JIEKAPCTBEHHOT'O CPEICTBA;

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

31) MPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB - ACATCIBHOCTb 110 IMPOU3BOACTBY JICKAPCTBCHHBIX
CpCACTB OpraHU3alUAMU - MPOHU3BOAUTCIIAMU JICKAPCTBCHHLIX CPCIACTB Ha O[[HOI71 cTaaur, HCCKOJIBKUX
HJIM BCEX CTAAUAX TCXHOJIOTHYCCKOI'0 MpPOHECCa, a TAKIKEC MO XPAHCHUIO U pCaIn3allui MPOU3BCACHHBIX
JICKApCTBCHHBIX CPCIACTB;

31.1) mpou3BOACTBEHHAs IUIOMIAJIKA - TEPPUTOPUATHHO 000COOICHHBIN KOMIUIEKC MPOU3BOIUTENS
JIEKApCTBEHHBIX CPEICTB, TNpPEIHA3HAYCHHBIM JUIsI BBIIOJHEHUS BCEro IIpoliecca MPOU3BOJACTBA
JIEKapCTBEHHBIX CPEJICTB MJIM €T0 OMPECICHHON CTaIu;

(m. 31.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

32) mpou3BOAMTENb JIEKAPCTBEHHBIX CPEJICTB - OpraHU3alys, OCYIIECTBIISIONIAs MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TPEOOBAHUAMHU HacTosero denepalbHOrO 3aK0Ha;

33) dapmareBTHYeCKas ACATEIBHOCTD - JIEATEIBLHOCTh, BKIIOYAONIAs B ce0sl OMTOBYIO TOPTOBIIO
JICKapCTBCHHBIMU  CPEJICTBAMHU, WX XpaHCHHE, TMEpPeBO3Ky © (WIM) PO3HUYHYIO TOPTOBIIO
JICKApCTBEHHBIMH TperapaTaMi, B TOM YHCJIE IUCTAHIIMOHHBIM CIIOCOOOM, HMX OTIYCK, XpaHCHHE,
MIEPEBO3KY, U3TOTOBJICHHE JICKAPCTBCHHBIX MPETIAPATOB;

(B pen. ®enepanpHoro 3akona ot 03.04.2020 N 105-03)

34) opraHuzanus ONTOBOM TOPrOBIM  JIEKAPCTBEHHBIMM  CPEICTBAaMU -  OpraHM3alus,
OCYILECTBIIAIONIAs] ONTOBYIO TOPIOBIIIO JIEKAPCTBEHHBIMU CpPEACTBAMHU, MX XpaHEHHE, NEPEeBO3KY B
COOTBETCTBHUH C TPeOOBaHUSIMHU HACTOSIEro PeiepanbHOro 3aK0Ha,

35) anre4yHas opraHuzalMs - OpraHu3alysl, CTPYKTYpPHOE HOJpa3JeleHue MEeAULUHCKON
OpraHM3aliK, OCYLIECTBISIONIME PO3HUYHYIO TOPIOBIIIO JEKAPCTBEHHBIMH IpenaparaMu, B TOM YHCIE
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JMCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, IEPEBO3KY, U3TOTOBJIEHUE M OTIYCK JICKapCTBEHHBIX IIPENapaToB
IUIS1 MEMIIUHCKOTO MIPUMEHEHHSI B COOTBETCTBUH C TPEOOBAaHUAMH HacTosIero PeeparbHOTO 3aK0Ha;
(B pen. @enepanbbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BeTepwHapHas anTeYHas OpraHU3alds - OpTraHMW3alMs, CTPYKTypHOE IOJApa3/IeIICHHue
BETEPUHAPHOW OpraHU3aIUH, OCYIIECTBIISIONINE POZHUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU MpenapaTamu,
B TOM 4YHCJIC JUCTAHIIMOHHBIM CIIOCOOOM, XpaHCHHE, HW3TOTOBJICHHE M OTIYCK JICKAPCTBCHHBIX
MpermapaToB JJsi BETEPUHAPHOTO TIPUMEHEHHS B COOTBETCTBHH C TpPEeOOBAHHUSIMH HACTOSIIETO
denepanbHOrO 3aK0HA;

(B pen. ®enepanpHoro 3akona ot 03.04.2020 N 105-03)

37) danbcudpumupoBaHHOE JIEKAPCTBEHHOE CPENICTBO - JIEKAPCTBEHHOE CPEICTBO, COMPOBOKIAEMOE
JI0XHOM MH(pOpMaIel 0 ero cocTaBe U (UIHM) IPOU3BOJUTEIIE;

38) HemoOpOKaueCTBEHHOE JICKAPCTBEHHOE CPEACTBO - JIGKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIIEe TpeOOBaHUSAM (hapMaKOIECHHOIN cTaThu JIMOO B CiIydae €€ OTCYTCTBHS TPEOOBaHUSIM
HOpMaTHBHOfI JOKYMCHTAlIMU UJIM HOPMATUBHOI'O IOKYMCHTA,

39) xoHTpadaKTHOE JIEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEJICTBO, HAaXoAsIIeecs: B 000poTe
C HapyIIEHUEM IPaXIaHCKOTO 3aKOHOJATEIbCTBA;

40) JOKIIMHHUYCCKOC HCCIICIOBAHUC JICKApCTBCHHOT'O CpeacTBa - 6I/IOJ'IOFI/ILIGCKI/IG,
MI/IKpO6I/IOJ'IOFI/I‘-IeCKI/Ie, HUMMYHOJIOTHYECKHUEC, TOKCHUKOJIOIMYCCKHC, (bapMaKonomquKne, (i)I/I3I/I‘I€CKI/I€,
XUMHUYCCKUC U APYTrue€ UCCICAOBAHUA JICKAPCTBECHHOI'O CPEACTBA IMYTEM IIPUMCHCHUS HAYUHBIX METOJ0B
OLCHOK B LECJIAX IOJYYCHUSA NOKA3aTCIbLCTB 6630HaCHOCTI/I, KadyeCTBa U 3(1)(1)GKTI/IBHOCTI/I JICKAPpCTBCHHOT'O
CpeaAcCTBa,

4]1) KIMHUYECKOE WCCIIEIOBAaHUE JIEKAPCTBEHHOrO TMpenapara - H3y4YeHHE JIUarHOCTHYECKHX,
Je4eOHBIX, MPOPHUIAKTHIECKUX, (PapMaKOIOrHYEeCKUX CBOMCTB JICKApPCTBEHHOTO Mpernapara B Ipolecce
€ro TMPHMEHEHHs y 4YellOBeKa, >XKMBOTHOTO, B TOM YHCJIE MPOIIECCOB BCACBIBAHUS, pacCIpe/IeicHus,
U3MCHEHUs] W BBIBEACHUS, ITyTEM IPHUMEHEHUS HAay4YHBIX METOJOB OIIGHOK B LENAX IOJYyYCHUS
J0Ka3aTeIbCTB 0€30MacHOCTH, KadecTBa M 3()(HEeKTHBHOCTH JICKAPCTBEHHOTO IperapaTa, JAaHHBIX O
HE)KENATEeTbHBIX PEaKIUsAX OpraHu3Ma 4YeloBeKa, J>XMBOTHOTO Ha TPUMEHEHHE JICKapCTBEHHOTO
npernaparta 1 00 3¢pdexre ero B3aUMOICHCTBHA C JPYTUMHU JICKApPCTBEHHBIMH IpernapataMu W (WJIH)
NUIIEBBIMHA TPOYKTaMH, KOPMaMHU;

42) MHOTOLICHTPOBOE KIMHUYECKOE MCCIICIOBAHUE JICKAPCTBEHHOTO Ipernapara Jyisi MEAUIIMHCKOTO
NPUMEHEHHUS - KIMHUYECKOEe HCCIIEeIOBaHUE JIEKAapCTBEHHOTO TpemapaTta Uil METUIIMHCKOTO
PUMEHEHHS, MPOBOUMOE pa3pabOTYMKOM JIEKaPCTBEHHOT'O Tperapara B ABYX U 0ojee MEIUIIMHCKHX
OpraHM3aIysIX M0 €AUHOMY MPOTOKOIY KIMHUYECKOTO UCCIIEeIOBaHUS JIEKAPCTBEHHOTO Mpernapara;

43) MeXIyHapOJHOE MHOTOIICHTPOBOE KIMHUYECKOE HCCIICAOBAHHUE JIEKAPCTBEHHOTO Nperapara
JUIS MEIULUHCKOTO MPHUMEHEHHUS - KIMHUYECKOE HCCIEOBaHUE JIEKapCTBEHHOIO TMpemapara Jyis
MCIUIIMHCKOI'0 MPUMCHCHUA, IPOBOAUMOC paBpa6OT‘~II/IKOM JICKAPCTBCHHOT'O Ipfrapara B Pa3IMYHbIX
CTpaHax o eIMHOMY MPOTOKONY KIMHUYECKOTO HCCIEI0BaHNUS JIEKapCTBEHHOTO Mpemnapara;

44) TOCTPEruCTpallMOHHOE KIMHUYECKOE MCCIEAOBAHUE JIEKAPCTBEHHOIO Mpemnapara st
MEIMLMHCKOTO TPUMEHEHUs - KIMHUYECKOEe UCCIE0BaHUE JIEKApCTBEHHOIO TIpemnapaTta i
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MEJIULMHCKOTO MPUMEHEHHs, TPOBOAUMOE MPOU3BOAMUTENIEM JICKAPCTBEHHOTO IpenapaTa, rpaXkJ1aHCKui
000pOT KOTOPOT0 OCYHIECTBISIETCSA IMOCJIE IOCYNapCTBEHHOM PErMCTpaluy WM PEruCTpaliM, B LENAX
JOTIOJTHUTEIBHOTO cOOpa JAaHHBIX O ero 6e30macHOCTH U 3(P(PEKTUBHOCTH, PACIIUPEHUs TMOKa3aHUU K
IPUMEHEHHUIO JAHHOTO JIEKApCTBEHHOIO IIpernapara, a TaKKe BBIABICHHS HEXKeIaTelIbHbIX pPEaKLui
MaIEeHTOB Ha €ro JICHCTBHUE;

(B pen. denepanbrHoro 3akoHa ot 30.01.2024 N 1-D3)

45) wuccnaenoBaHue OMOAPKBUBAJIEHTHOCTH JICKAPCTBEHHOTO TIpemapaTa - BUA KIMHHYECKOTO
UCCIIeIOBAaHMs JIEKAPCTBEHHOTO IperapaTa, MPOBEACHUE KOTOPOTO OCYIIECTBISIETCS Ul OINPEICICHUS
CKOPOCTH BCAaChIBaHHS W BBIBEACHUS OIHOTO MM HECKOJBKHX OO0JIQJalomuX (papMaKkoIorHuecKoi
aKTUBHOCTBIO JICHCTBYIOIIMX BEIIECTB, KOJMYECTBA JIEKAPCTBEHHOTO TIpernapaTa, JJIOCTHUTArOIIEro
CHCTEMHOTO KPOBOTOKA, W PE3YJIBTaThl KOTOPOTO IO3BOJISIOT CIENaTh BHIBOA O OMOIKBUBAJICHTHOCTH
BOCITPOHM3BEICHHOTO JIEKAPCTBEHHOTO MPEnapaTa B ONPEIEICHHbBIX JIEKapCTBEHHON (opMme 1 103UPOBKE,
COOTBETCTBYIOUIHMX (hopMe 1 T03MPOBKE pe(ePEHTHOTO JIEKAPCTBEHHOTO TpeTapara;

(1. 45 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccienoBaHUWE TEpaNeBTUYECKONM OSKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX IIPENapaTtoB - BUJ
KJIIMHAYECKOT'0 MCCIIEIOBAHUS JIEKAPCTBEHHBIX MPENAPATOB, IIPOBEICHUE KOTOPOTO OCYIIECTBIISIETCS AJIS
BBISIBIICHUS OJTMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENApaToB OINpPeeIEHHON JIEKapCTBEHHOH (hOpMBI, a
TaKKe HaJIW4YUs OIMHAKOBBIX TIIOKa3zaresneld O0e30macHOCTH W I(PQPEKTHBHOCTH JIEKapCTBEHHBIX
IpenaparoB, OJIMHAKOBBIX KIMHUYECKHX 3(PPEKTOB NpU UX MPUMEHEHUHY;

47) npOTOKOJI KIMHUYECKOTO HCCIIEIOBaHMs JIEKaPCTBEHHOI'O Mpernapara - JOKYMEHT, B KOTOPOM
OIIpeNIeNAIOTCS LeH, (POpMBbI OpraHU3alMi U METOO0JIOTUS MPOBEACHUS KIMHUYECKOTO MCCIIEe0BAaHU,
CTaTUCTHYECKHE METOAbl O00pabOTKH pe3yNbTAaTOB TAaKOTO HCCIEAOBAHHS M MEphl 10 00eCredeHUIo
0e30macHOCTH (U3MYECKUX JIMI, YYAacTBYIOIIUX B KIMHUYECKOM HCCIIEJOBAHUU JIEKApPCTBEHHOTO
npernapara;

48) 6pou1}opa HCCIICAOBATCIIAA - CBOAHOC U3JIOKCHHUE PE3YJIbTATOB JOKIIMHUYCCKOI'0 UCCICAOBAHUA
JICKAPCTBECHHOT'O  CpCACTBA MW  KIIMHUYCCKOro HCCICAOBAHWA JICKAPCTBCHHOI'O IIpfriapara JId
MCIAUIUHCKOTI'O IPUMCHCHU ;

49) nHPOPMALMOHHBIN JIUCTOK MAIMEHTa - TOKYMEHT, B KOTOPOM COJEpP)KATCsl B IOCTYITHOH (opme
CBE/ICHUS, Kacaroluecs: MPOBOAMMOIO KIMHUYECKOIO HCCIEJI0BaHMs JIEKAPCTBEHHOIO Ipernapara, U B
dbopmMe DIEKTPOHHOTO JOKYMEHTA, MOAMHMCAHHOTO MAIeHTOM (€ro 3aKOHHBIM MPEICTABUTEIEM) C
UCTOJIb30BAaHUEM YCUJICHHOM KBaJU(UIMPOBAHHOW 3JIEKTPOHHOM MOIMUCH WIJIM MPOCTOM 3JIEKTPOHHOMH
MOJMCH TIOCPEIICTBOM NPUMEHEHHSI €IWHOW CHCTEMBI WACHTU(QHUKAIMH W ayTCHTU(QUKAIUH, U TI0
KEJaHWIO TMAaIeHTa B INHCbMEHHOM QopMme J0O0pOBOJIBHOE cOrjacMe NalMeHTa Ha ydacTue B
KIMHUYECKOM MCCJIEOBAHUU JIEKApCTBEHHOIO IIpernapara I10C]I€ O3HAKOMIIEHHS C OCOOEHHOCTSIMHU
KJIMHUYECKOTO UCCIIEI0BaHMs, UMEIOIMMH 3HaYCHHE JJIs1 BBIPAKEHHSI TAKOTO COTIACHUs;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

50) moboyHoe JeUCTBUE - peaKknusa oOpraHu3Ma, BO3HUKIIAA B CBA3M C [PUMCHCHUCM
JICKApCTBCHHOI'O IIpfriapata B [A03aX, PEKOMCHAYCMBIX B HWHCTPYKIHU I1I0 €Tr0 IMPUMCHCHUIO, JIA
HpO(i)I/IJ'IaKTI/IKI/I, AUardHoCTHKH, JICUCHUA 3a00/1eBaHUs WU JJIA pea6I/IJ'II/ITaI_II/II/I;

50.1) HexenaTenpHas peaklUMsl - HENpeJHAMEpEHHas HeOJaronmpusTHas peaklus OpraHu3Ma,
KOTOpast MOKET OBITh CBsI3aHa C IPUMEHEHUEM JICKapCTBEHHOT'O Mpenapara;
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(. 50.1 BBeneHn PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HexenaTrelnbHas peaklus - HeKeJaTelbHas peakius OpraHu3Ma, CBsi3aHHAs C
IIPUMEHEHUEM JIEKQpCTBEHHOI'0 IIpernapaTa, IMpHUBEAIIass K CMEpPTH, BPOXKACHHBIM AHOMAIMAM WM
MOpOKaM Ppa3BUTHs JUOO MpeACTaBIsAomas co00iM yrposy >KU3HHM, TpeOylomias roCnUTaIU3alUuu WU
MpUBE/IIAs K CTOMKON yTpaTe TPyI0CIIOCOOHOCTH U (WJIM) HHBAJIHIHOCTH;

52) HenpenBHIICHHAs HEXeNaTeIbHAs PEAKIMs - HEXKeNaTelbHAs pPEeakiys OpraHu3Ma, KOTopas
CBS3aHA C NPHUMEHEHHEM JIEKApCTBEHHOTO IMpemapara B 033X, PEKOMEHAYEMBIX B MPOTOKOJE €ro
KIMHAYECKOTO HWCCIICOBAHMs, OpOIIIOpe WCCIeNoBaTeNs, WIH C I[PUMEHEHHEM JIEKapCTBEHHOTO
mpenapara B J103aX, PEKOMCHIYEMbIX B HMHCTPYKIMH [0 €ro MPUMEHEHHWIO JUIsl MPO(UIAKTHKH,
JUArdHOoCTHUKH, JICUCHUA 3a00I€BaHUs MITH MCI[HHHHCKOﬁ pea6I/IJ'II/ITaHI/II/I MManueHTa, U CYIIHOCTD, TAXKCCTh
WIA HCXOJ KOTOPOW HE COOTBETCTBYET MH(OPMALMU O JICKAPCTBEHHOM IIpernapare, CoIepiKaiieics B
MPOTOKOJIE €ro KIMHWYECKOTO WCCIEIOBaHMS, OpOIIIOpEe HCCIIENOBATEeNs WIH B HHCTPYKIUH II0
MPUMEHEHHIO JICKAPCTBEHHOTO Mperapara;

(. 52 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

52.1) dapmakoHam30p - BHJI JEATCIBHOCTH MO MOHHTOPUHTY 3(P(GEKTUBHOCTH U 0€30MacCHOCTH
JICKapCTBCHHBIX  MPEIapaToB, HANpaBICHHBIM HAa  BBIABICHHE, OICHKY W  MPEAOTBpAICHUE
HEXKEeJIaTeNbHBIX MOCICCTBUN IPUMEHECHHUS JICKAPCTBEHHBIX MPEIapaToB;

(m. 52.1 BBenen @enepanbHBIM 3ak0oHOM OT 22.12.2014 N 429-D3)

52.2) mmaH ympaBlieHUsI PUCKaMHU - TOAPOOHOE OMHCAaHHE MEPONpUSATHI Mo (apMakoHAA30pY,
HaIpaBJICHHBIX Ha BBIABICHHUE, OIEHKY W MPEAOTBpALEHUE WM MUHUMHU3AIUIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMU TperapaTaMu, BKIIt04Yas OleHKY 3((EKTUBHOCTH JTAHHBIX MEPOIPUATHH;

(m. 52.2 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

53) peuent Ha JIEKapCTBEHHBIH Npemapar - MEIUIWHCKHHA JOKyMEHT YCTaHOBJICHHOW (hOpPMBI,
CoZlepKalii Ha3HAuYCHHE JIEKAPCTBEHHOTO TpemnapaTa s MEAMIWHCKOTO TPUMEHEHUS, BbIIAaHHBIN
MEIUIMHCKUM PAaOOTHHKOM B IIEJSIX OTITyCKa JIEKAPCTBEHHOTO Mpernapara WM €ro W3TOTOBICHUS WU
OTIyCKa Ha OyMa’kKHOM HOCHTEJIE WU C COTJIACHs MAlMeHTa WM €ro 3aKOHHOTO IpeacTaBuTeNs B opme
ANIEKTPOHHOTO JIOKYMEHTa, MOJIMCAHHOTO C HCIOJb30BAaHUEM YCHWICHHOH KBaJHU(pHUIUPOBAHHON
AJIEKTPOHHOW TOJMUCH METUIIMHCKOTO pPa0OTHHKA, JIMOO JOKYMEHT YCTaHOBIEHHOWH (HOPMBI,
COZIepJKaIllMii Ha3HAUCHHME JIEKAPCTBEHHOTO Mpenapara sl BETEPUHAPHOTO TNPUMEHEHHMs, BBIIAHHBIHN
CIEIUAINCTOM B OOJAaCTH BETEPHHAPHHM B LEIIX OTIYCKa JEKApCTBEHHOTO IIperapara WIH ero
M3TOTOBJICHHS U OTITyCKa Ha OyMa)KHOM HOCHUTEJIEC WM C COTJIACHs BIIaJIeIbIla )XKMBOTHOTO WIJIM 3aKOHHOTO
MIPEJCTaBUTEINSI BIAJEIbIIA KUBOTHOTO, O(GOPMIICHHBI B JJIEKTPOHHOW (OpMe € HCIOIB30BAHUEM
(benepanbHON ToCcyIapCTBEHHON HH(OPMALIMOHHOM CUCTEMBI B 001aCTH BETEPHHAPHY;

(B pen. @enepanbpabix 3akoHOB oT 29.07.2017 N 242-@3, ot 02.08.2019 N 297-®3, ot 30.12.2021 N
463-03)

54) tpebGoBaHME MEAMIMHCKONM OpraHu3allid, BETEPUHAPHOM OpraHM3allMd WIM OpraHu3aluu
(MHIMBUIYaNBPHOTO  TMPEANPUHUMATENS),  OCYIIECTBISIOMEH  (OCYIIECTBISIONIET0)  pa3BelcHHeE,
BHIpAIIMBAaHUE W COJEP)KAaHHE >KUBOTHBIX, - JOKYMEHT YCTaHOBJICHHOW (OPMBI, KOTOPHIH BBHIHCAH
MEIUIIMHCKUM PaOOTHUKOM HIIM CIIELUATMCTOM B O0JIACTH BETEPHUHAPUU, UMEIONIMMH Ha 3TO MPaBo, U
COJICP’)KUT B THUCHBMEHHOW (opMe yKa3zaHUE aNTeyHOW OpraHW3aldy WM BETCPUHAPHON amnTeuyHOU
opraHm3aiuu o0 OTIyCKe JIEKapCTBEHHOIO MpermapaTa HIM O €ro H3TOTOBJICHHH U 00 OTIMyCKe IS
obecrieyeHns J1e4eOHOro TMpoIriecca B MEIUIIMHCKON OpraHW3aliy, BETEPHHAPHON OpraHW3aluyd W B
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opraHM3anuy (MHAMBUAYAJIbHBIM  IPEANPUHUMATENIEM), OCYIIECTBISIIOMIEH  (OCYILIECTBIISIOLINM)
pa3BeieHuEe, BBIPAIIMBAHUE U COJEPKAHNUE )KUBOTHBIX;
(. 54 B pen. @eaepanvuoro 3akona ot 30.12.2021 N 463-D3)

55) KoMIJIeKCHas OLEHKa JICKapCTBEHHOrO TIpermapara - OIEHKAa 3aperHCTPUPOBAHHOTO
JIEKapCTBEHHOTO Iperapara, BKIoYaromas B ceds aHaau3 UHGOPMAIMH O CPAaBHUTEIHHON KIMHUYECKOM
3 PEeKTHBHOCTH 1 OE30MaCHOCTH JICKAPCTBEHHOTO Ipernapara, OIeHKY YKOHOMHUECKHUX MOCIEACTBHIA €ro
NPUMEHEHHS, HM3Y4YCHHE JOTOJIHUTENbHBIX MOCIEICTBHIA MPUMEHEHHUS JIEKapCTBEHHOIO Ipernapara B
HENAX TPHHATUS PEIIeHHH O BO3MOXKHOCTH BKIIOYCHHS JIEKAPCTBEHHOTO TIpenapara B TIepeYeHb
’KM3HEHHO HEOOXOJMMBIX M BaKHEWIIMX JICKAPCTBEHHBIX NPENapaToB, HOPMATHBHBIC MPAaBOBHIC AKTHI U
WHBIE TOKYMEHTHI, OTIPECISIOINE MOPSAIOK OKa3aHUsS MEIUIIMHCKON TTOMOIIH, WJTM UCKITFOUYEHUS €ro U3
yKa3aHHBIX IEPEUHs, aKTOB M JJOKYyMEHTOB;

(m. 55 BBeneH MeaepanbHBIM 3aKOHOM OT 22.12.2014 N 429-03)

56) cucreMa MOHUTOPUHTA JBIDKEHUS JICKAPCTBEHHBIX MpENaparoB [Uisi MEAUIMHCKOTO
NpUMEHECHHS - (elepaibHas rocydapCTBEHHAs WH(OPMAIMOHHAS CHCTEMa MOHHUTOPWHTA JBUKCHHS
JIEKapCTBEHHBIX TIPEnaparoB Il MEAUIIMHCKOTO TMPUMEHEHUS OT MPOU3BOAMUTENS [0 KOHEUYHOTO
MOTpeOUTENsT C MCIOJb30BAaHUEM B OTHOUIEHWH JIEKAPCTBEHHBIX IMPENapaToB JUIsi METUIIUHCKOTO
MPUMEHEHHUS CPEJICTB UACHTU(DUKAITIH.

(1. 56 BBenen PeaepanbHbIM 3aK0HOM OT 28.12.2017 N 425-03)

Mnaea 2. NTONTHOMO4YUA ®EOQEPANBbHbLIX OPFTAHOB UCNONMHUTENbHON
BIACTU, UCMONHUTENbHbLIX OPFTAHOB CYBBLEKTOB POCCUNCKOU
SEOQEPALUUU NPU OBPALLEHUU NNIEKAPCTBEHHbBIX CPEACTB
(B pen. @exnepanbHoro 3akoHa ot 08.08.2024 N 232-03)

Ctratba 5. lNMonHomouusa cenepanbHbIX OPraHOB WCMNOJIHUTENLHOW BacTu npu
obpalleHnmn nekapcTBeHHbIX CPeacTB

K noxnomounsm (l)ez[epaanHx OpraHoB HCIIOJIHUTEILHOHN BIACTU npu O6paHIGHI/II/I JICKApPpCTBCHHBIX
CpCACTB OTHOCATCA:

1) npoBenenue B Poccuiickoii ®Denepanuu €IUHONW TOCYJApCTBEHHON MOJMTUKH B 00JacTH
obecreyeHus JIeKapCTBEHHbIMU IIpenapaTamMu rpaxaaH B Poccuiickoit @enepannmy;
(B pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

2) ytBepxkaeHHe oOmMX ¢dapMaKONeWHbIX CcTaTel, ¢apMakomeWHbIX CTaTel, U3JaHHe
rOCy/IapCTBEHHOU (hapMaKoIeH, CO3IaHNe U BEACHHUE peecTpa papMaKoIeHHBIX CTaHIAPTHBIX 00pa3IloB;
(B pen. ®enepanbpHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocymecTBieHHe (eAepaTbHOr0 TOCYJApPCTBEHHOTO KOHTPOJs (Han3opa) B chepe oOparmieHus
JICKApCTBEHHBIX CPE/ICTB;
(B pen. ®enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-@3, ot 11.06.2021 N 170-D3)

4) JIMICH3UPOBAHUC IIPOU3BOACTBA JICKAPCTBCHHBIX CpPEACTB, B TOM YHCIIC q)eﬂepaanLIﬁ
FOCYI[apCTBeHHBIﬁ J'II/IIIGHBI/IOHHI;Iﬁ KOHTPOJIb ACATCIIBHOCTU IO MPOU3BOACTBY JICKAPCTBCHHLIX CPCACTB,
NEepuoaANYCCKOC TIOATBCPIKACHUEC COOTBCTCTBUA JIMLCH3MATA, UMCIOLICTO JIMLUCH3UIO Ha IMPOU3BOACTBO
JICKApCTBCHHBIX CPCACTB, U (bapMaHGBTI/I‘IGCKOI\/'I JACATCIIBHOCTH B COOTBCTCTBHHU C 3aKOHOAATCIBCTBOM
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Poccuiickoit denepanuu;
(B pen. deaepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

5) opranHumzanus SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB, STHUECKOM SKCIEPTU3bl BO3MOXHOCTH
NPOBECHUS KIMHUYECKOTO UCCIIeIOBAHMS JICKAPCTBEHHOTO Ipernapara sl MEJUIUHCKOTO IPUMEHEeHH,
OKCHEpPTH3bl  JTOKYMEHTOB, MPEJCTABICHHBIX [UIi ONpEACNCHHS BO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIM Npemnapar sl MEIUIMHCKOTO NPHMEHEHUS B KadeCcTBE OP(AaHHOTO JIEKApCTBEHHOTO
npernapara;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

5.1) opraHu3anusi NpPOBEAEHUS KOMIUIEKCHOW OIIGHKHM JIEKApCTBEHHOrO Ipernapara B IEJsaX
MPUHSTHUS PEIIEHUH O BO3MOYKHOCTH BKJIIOUEHHS JIEKAPCTBEHHOI'O Ipernapara B MEpedeHb XU3HEHHO
HEOOXOJMMBIX M BaKHEMIIMX JICKApCTBEHHBIX IMpenapaToB, HOPMATUBHBIE IPABOBBIE AKThl U HHbBIE
JOKYMEHTBI, OMNPEIENSIONINE MOPAJOK OKa3aHUs MEIUIMHCKOM IOMOIIM WJIM MCKIIOUEHHUS €ro u3
yKa3aHHbIX IEPEYHs, aKTOB U JIOKYMEHTOB;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

6) BbIIaya pa3pelleHuil Ha MPOBEACHUE KIMHUUYECKUX MCCIeI0BaHUN JIEKapCTBEHHBIX IPEnapaTos,
BEJICHUE PEeCTpa BBIIAHHBIX pa3pellieHUui Ha MPOBEACHUE KIMHUYECKUX UCCIEIOBAHUM JIEKapCTBEHHBIX
[pernaparos;

7) TOCymapCTBEHHasi pETHCTpallvs JIEKAPCTBEHHBIX TPEMapaToB, BEIECHHUE TOCYAapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEJICTB;

7.1) peructpaiusi, TOATBEPXKICHUE pETHCTpaluu (MepeperucTpaius), BHECECHHE H3MEHECHHUM B
PErUCTPALIMOHHOE JOChE, a TAaKXKE MPOBEACHUE MPOLIETYP, CBA3AHHBIX C PETHUCTPALIUEN, B COOTBETCTBUH C
YTBEpKACHHBIMA EBpPa3suiCKOW SKOHOMHYECKOW KOMHMCCHEH IpaBUJIaMU PETMCTPALMA M 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB Al MEAULMHCKOTO TMPUMEHEHUS U TMPaBHIAMU PEryJIUPOBaHUS OOpalleHUsS
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB HAa TaMOXKEHHOW TeppuTOopuM EBpa3zniickoro 3KOHOMHUYECKOTO
COI033;

(. 7.1 BBenen ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7.2) mpexncrtaBieHWe — MHPOPMALMKM O  PETUCTpPAllMM,  TOATBEPXKACHUH  PETUCTpaLUU
(mepeperucTpanuu), BHECEHUM H3MEHEHHH B PETUCTPALIMOHHOE JOChE, a TaKkKe O Mpoleaypax,
CBSA3aHHBIX C perucrpauued, B EBpa3HiiCKyl0 SKOHOMMYECKYI0 KOMHUCCHUIO C HCIIOJIb30BAaHUEM
WHTETPUPOBAHHON MHPOPMALIMOHHON cuCTeMBbl EBpa3niickoro 5KOHOMHUYECKOTO COI03a B COOTBETCTBHHU C
YTBEP)KJICHHBIMM EBpa3uiickoii 3KOHOMHUYECKONM KOMHUCCHEH MOpsAIKOM (OPMHPOBAHUS M BEAEHUS
€IUHOTO peecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBPa3suiiCKOro SKOHOMUYECKOTO COK03a
U NpaBWIAMU PETYJIUPOBAHUS OOpallleHHs] BETEPHUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB HAa TaMOXKEHHOMH
TeppuTOopun EBpazniicKOro 3KOHOMHYECKOTO COK03a;

(m. 7.2 BBeneH denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7.3) yTBepKIEHUE TMOpAIKAa NPUOCTAHOBJIECHMSI AEMCTBHUSI PETUCTPALMOHHOIO YIAOCTOBEPEHUS
JIEKAPCTBEHHOI'0 IIpenapara WM OrPaHMYEHUs NPUMEHEHUs JIEKapCTBEHHOIO IIpenapara Uit
MEJIMLHHCKOIO IPUMEHEHHMs B  Cilydasx, IPEJyCMOTPEHHBIX YTBEPKICHHBIMU EBpasuiickou
OKOHOMUYECKON KOMMCCHEW IMPaBWIAMHM PETUCTPALMU W DJKCIEPTU3Bl JIEKAPCTBEHHBIX CPEACTB MJIA
MEJUIIMHCKOTO MPUMEHEHHUS, W BO30OHOBJIEHUS JEUCTBUS PETUCTPALMOHHOIO YJIOCTOBEPEHMUS
JIEKAPCTBEHHOI'0 Ipelapara WM CHATUSA OIPaHUYEHUs IPUMEHEHHs JIEKapCTBEHHOIO Ipernapara Ui
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MCIUIIUHCKOI'O IPUMCHCHUA
(. 7.3 BBeneH ®enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

8) opraHuzanus ¥ (WJIM) MPOBEJCHHE WHCIEKTUPOBAHUS CYOBEKTOB OOpAIECHHUs JEKapCTBEHHBIX
CpPEACTB Ha COOTBETCTBHE YTBEP)KICHHBIM EBpa3uiicKOW 3KOHOMHYECKONW KOMHUCCHEH MpaBUIIaM
Ha/Iexamed 1a0opaTOpHON MPAKTUKM, MpaBWIIaM HAJISKaIIed KIMHUYECKOW NMPaKTHKH, MpaBHIIaM
Ha/JIexamed JUCTpUOBIOTOPCKONW TNpPaKTHKH, NpaBHjaM HaJUleKalled NpakTUKd (apmakoHaa3opa, a
TaKXKe YTBEPXKICHHBIM YIIOJHOMOYEHHBIMU (pellepaJbHBIMH OpraHaMH HCIOJIHUTEIBHOW BIACTH
IIpaBWJIaM HaJJexallell anTeuyHol MpaKkTUKY, IpaBUiaM XpaHEHUsI JIEKAPCTBEHHbBIX CPE/ICTB;

(m. 8 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

8.1) opranuzanus u (WId) MPOBEACHUE WHCIIEKTHPOBAHUS CyOBEKTOB OOpAIlCHHS JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPeOOBAHMSIM MPABHI HAJJIeKaIIed MPOU3BOACTBEHHON MPAKTUKH, BbIgada
3aKJIIOYEHUH O COOTBETCTBUM MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB TPeOOBaHMSIM IpaBUII
HaJJIeXxalield IpOu3BOACTBEHHON MPAKTHUKH;

(. 8.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

8.2) ycTaHOBJIIEHHE MOpPsIKa BEICHHS W BEICHHE TOCYNApCTBEHHOI'O peecTpa 3aKIIUeHHH O
COOTBETCTBUHM  IPOW3BOAMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBaHWSM MpaBWI  HaJUIeKalei
MPOM3BOICTBEHHOW PAKTHKH;

(. 8.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

9) TrocymapCTBEHHass PETUCTpPAIMs MPEICIbHBIX  OTIIYCKHBIX II€H TMPOWU3BOJAMTENCH Ha
JICKApCTBCHHBIC IIpCrapaTbl, BKIIOYCHHBLIC B TICPCUYCHb KWU3HCHHO H€06XOI[I/IMBIX U BaXHEUIINX
JICKApCTBEHHBIX MPENapaToB, W BEJCHHE TOCYJApCTBEHHOTO peecTpa NPEACIbHBIX OTITYCKHBIX IICH
HpOH3BOI[I/IT€J'I€I>i Ha JICKApCTBCHHBLIC NPCHapaThbl, BKIIOUCHHBIC B ICPCUYCHDL KU3HCHHO H€O6X0)II/IMI)IX n
BaXHEUIIIMX JICKAPCTBEHHBIX MIPEIapaToB;

(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

9.1) corysacoBaHue MPOEKTOB pEIICHUI MCIOJHUTEIbHBIX OpraHoB cyObekToB Poccuiickoii
@enepanii 00 yCTAaHOBJIEHUM M (WJIM) W3MEHEHUHU IMIPEAEIbHBIX pa3MEpoOB OINTOBBIX HaA0aBOK H
IPEJeNbHBIX Pa3MEpPOB PO3HUUYHBIX HAA0aBOK K (PaKTHUECKUM OTITYCKHBIM II€HAM, YCTaHOBIJIEHHBIM
MIPOM3BOJUTENIAMU JIEKAPCTBEHHBIX IpPENapaTroB, Ha JIEKAPCTBEHHbIE IpenapaThl, BKIIOUEHHBIE B
NepevyeHb KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIINX JIEKaPCTBEHHBIX MIPENapaTos;

(m. 9.1 BBenen PepepanpHbiM 3akoHOM OT 13.07.2015 N 241-®3; B pen. denepanbHOro 3akoHa OT
08.08.2024 N 232-03)

10) Bblmaya, YCTAHOBJIIEHHWE TMOpSIKA BbIJIAYM pPA3pelICHUs] HAa BBO3 KOHKPETHOW MapTHH
JICKapCTBEHHOTO cpenicTBa B Poccuiickyro denepariuio;
(. 10 B pen. @enepansuoro 3akona ot 02.08.2019 N 297-D3)

10.1) BpIgaua, yCTaHOBICHHUE MOPSIKA BbIIAYM U (POPMBI JOKYMEHTA, KOTOPBIN MOATBEPKAAET, UTO
MPOU3BOJICTBO JIEKAPCTBEHHOTO TMperapara s MEIUIHUHCKOTO TMPUMEHEHHUS OCYIIECTBICHO B
COOTBETCTBUM C TpeOOBaHHMSIMH TIPAaBUJ HaJJIeXkKalled MPOU3BOJCTBEHHON TPAKTUKH WJIH YTO
JIEKApCTBEHHBIA Tpenapar [Jisi BETEpUHAPHOTO MPUMEHEHHs AOMyIIeH K oOpamieHuto B Poccuiickoit
@denepanyivi, ¥ TOJICKUT MPEACTABICHUIO MO TPeOOBAaHUIO YMOJHOMOYEHHOTO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN Mpernapar;

(m. 10.1 BBenen denepanbHbiM 3akOHOM OT 22.12.2014 N 429-03; B pen. denepalbHOr0 3aKoHa OT
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02.08.2019 N 297-@3)

10.2) BbIIaya, ycTaHOBIEHHE MOPSIKA BbIIAYM M (OPMBI JOKYMEHTA, COAEPIKALIEr0 CBEACHUS O
CTaZuAX TEXHOJOTMYECKOr0 Ipolecca IMPOU3BOJACTBA JIEKAPCTBEHHOI'O CPEACTBA ISl MEJUIIMHCKOTO
MPUMEHEHHUS, OCYILECTBIIIEMBIX Ha TeppUTOpUH EBpazniickoro 3KOHOMHUYECKOT0 COH3a;

(n. 10.2 BBenen PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3, B pen. denepanbHOro 3akoHa OT

13.07.2015 N 241-@3)
11) co3nanue COBETOB 1O BOIPOCAM, CBS3aHHBIM C OOpaIlleHUEeM JICKapCTBEHHBIX CPE/CTB;
12) arrecTarus u cepTH(PUKAIUS CIICIIHATUCTOB;
13) yrpatun cuiy ¢ 1 centsiops 2013 roga. - @enepanbhbiit 3akoH ot 02.07.2013 N 185-D3;

14) ocymiecTBienue hapMakoHaI30pa;
(m. 14 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yyactue B MeX1yHapOAHOM COTPYIHUYECTBE;

16) nosryueHue 1o 3anpocaM yrnoJIHOMOYEHHOTO (heZiepaIbHOTO OpraHa UCIOJIHUTEIBHOM BIACTH OT
WCTIOJTHUTENIBHBIX OpraHoB cyOBekToB Poccuiickoit ®exnepanmu, a TakkKe OT CyOBEKTOB OOpaIIeHUs
JIEKapCTBEHHBIX CPEJICTB AJIS MEAUIUHCKOIO MPUMEHEHHUsI MH(QOpMAaIK 110 BONPOCAM YCTAHOBJIEHUS U
NPUMEHEHHS [IeH Ha JIEKapCTBEHHBIE TIpenapaThl M HaZ0aBOK K HUM;

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

17) npumeHeHue Mep OTBETCTBEHHOCTH 3a HapyllIeHUE 3aKOHOJaTenbcTBa Poccutickoit deneparui;

18) yTBepikIeHHE MpaBHJ HAAJICKAIICH aNTeYHON MPAKTUKH, MPABWI XPAHCHHS JICKApCTBEHHBIX
CPEICTB;
(m. 18 B pen. ®enepanbuoro 3akoHa oT 30.01.2024 N 1-D3)

19) ycranoBnenue nopsiaka GOpMUPOBAHUS PETUCTPAIMOHHOTO JIOChE HA JICKAPCTBEHHBIN Mpenapar
IUTs BETCPUHAPHOTO TIPUMEHEHUSI M TPEOOBAHUH K JIOKYyMEHTaM B €r0 COCTaBE;
(n. 19 BBenen denpepanbHbiM 3akoHOM OT 22.12.2014 N 429-®D3; B pen. denepalbHOrO 3aKOHA OT
30.01.2024 N 1-®3)

20) - 21) yrpatunu cuiy. - Denepanbhblii 3akoH ot 30.01.2024 N 1-O3;
22) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbhblii 3akoH oT 27.12.2019 N 475-D3;

23) yTBepxkaeHUEe TpeOOBaHUI K MHCTPYKLUHU O BETEPUHAPHOMY NPHUMEHEHHUIO JIEKaPCTBEHHBIX
[pernaparos;
(n. 23 BBenen denpepanbHbiM 3akoHOM OT 22.12.2014 N 429-®D3; B pen. denepaibHOrO 3aKOHA OT
30.01.2024 N 1-®3)

24) npuHATHE PEIICHUH, SBISIOUIUXCS OCHOBAHMSIMH JJISl BKJIIOUEHHUS JOMEHHBIX MMEH WU (WJIH)
yKaszaTeneil cTpaHull cailToB B HMH(pOpPMaIMOHHO-TEJIEKOMMYHUKAMOHHOW ceTn "HHTepHeT", a Takxke
CETEeBBIX aJPEecOB B EAMHYI0 aBTOMAaTH3UPOBaHHYIO WH(pOpMAIMOHHYIO cucteMmy "EnumHbli peectp
JOMEHHBIX HMEH, yKa3aTelell CTpaHull CcalToB B HMH(OPMAIMOHHO-TEICKOMMYHHUKAIIMOHHON ceTu
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"Unrepuer" u CETEBBIX aJpECOB, MO3BOJISIOIIHUX UICHTHPUIPOBATH CaUThI B
WH(pOPMAITMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu "UnTepuer"”, comepxamue  WH(popmaIuio,
pactipocTpaHeHne Kotopoil B Poccuiickoit ®expepanuu 3amnpemieHo”, B OTHOUICHHHM HHGOpPMAIHH,
coZepkKallel MNpPeIIoKEHHE O PO3HUYHOW TOProBJE€ JIEKAPCTBEHHBIMHU IIpenaparamMu, B TOM YHCIIE
JTUCTAHIIMOHHBIM CIOCOOOM, pPO3HMYHAST TOPTOBI KOTOPHIMH OTpaHWYCHA WJIM 3alpelieHa B
COOTBETCTBUH ¢ HacTosiuM DenepaabHbIM 3aKOHOM, U (UJIH) MHPOPMAIUH, COEpKalleil mpeIoxKeHe
O PO3HMYHOW TOProOBJE JIEKAPCTBEHHBIMU MpenaparaMd, B TOM YHUCIE JAMCTAHIIMOHHBIM CIIOCOOOM,
JTUIAMHA, HE WMEIOIIUMH JIMIEH3UH WM pa3pelieHdss Ha OCYIIECTBIEHHWE TaKOW IESTEIBbHOCTH, €CIU
MONlyYeHUE JIMLEH3MM W  Pa3pelieHUs MPeayCMOTPEHO 3aKOHOJATeNbCTBOM 00  oOpalieHuu
JIEKapCTBEHHBIX CPEJICTB;

(. 24 B pen. ®enepanshoro 3akoHa ot 03.04.2020 N 105-D3)

25) BpIIaua pa3pelieHruid Ha BBOJ B TPAXKAAHCKUNA 000POT HIMMYHOOUOJIOTHYECKUX JIEKAPCTBEHHBIX
MpemnapaTos;
(. 25 BBenen PeaepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

26) perynupoBaHHE BOMPOCOB, CBSI3aHHBIX C B3aMMO3aMEHSEMOCTHIO JIEKAPCTBEHHBIX MpPEmapaToB
JUTSI MEAUITMHCKOTO TTPUMEHEHUS.
(. 26 BBeneH denepanbHbiM 3aKk0HOM 0T 19.10.2023 N 503-03)

Cratba 5.1. llepemaua ocyuwecTBneHus nonHomouun enepanbHbIX OpPraHoB
MUCMNOJSIHUTENIbHOW BRacTyU Npu obpalleHUn feKapCTBEeHHbIX CPeACTB UCMNOSTHUTENbHbIM
opraHam cy6bekToB Poccunckon ®enepaumm

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

[TorHoMoums (enepanbHBIX OPraHOB HCIOJIHUTENHHOM BIACTU MPHU OOpalleHHUU JEKapCTBEHHBIX
CPEICTB, TMPEAYCMOTPEHHBIC HacTosmuM @DenepalibHBIM  3aKOHOM, MOTYT IE€pelaBaTbCs IS
OCYIIECTBIICHUSI HUCIOJHUTENBHBIM oOpraHaM cyOwnekToB Poccuiickoit denepanuu MOCTaHOBICHUSIMU
[IpaBurensctBa Poccuiickoit denepanuu B mopsiake, ycTaHOBICHHOM DenepalibHbIM 3aKOHOM OT 21
nexadbpsa 2021 roma N 414-®3 "OO6 o0muxX MPUHIMIIAX OPTraHU3ALWU MyOIWYHON BIIACTH B CyOBEKTax
Poccuiickoit ®eneparun’.

Cratba 6. [llonHOMO4YMA UCNONHUTENbHbLIX OpPraHoB cybbekrta Poccunuckon
depepaumnm npu odbpaLLeHNn NeKapCTBEeHHbIX CPeacTB
(B pen. ®enepanbHoro 3axkoHa ot 08.08.2024 N 232-D3)

K monHomouunsiM MCHOTHUTENBHBIX OpraHoB cyObekTa Poccuiickoit ®@enepanuu npu oOpaiieHuu
JIEKapCTBEHHBIX CPEICTB OTHOCATCS:
(B pen. ®enepanbuoro 3axkoHa ot 08.08.2024 N 232-D3)

1) pa3zpaboTka u peanu3anus pernOHAIbHBIX NPOrpaMM OOeCIIeYeHUsI HaceJIeHUs JeKapCTBEHHBIMU
npenapaTamy;

2) YCTaHOBJICHHUC IPEACIIBHBIX PA3MEPOB OIITOBBIX Ha,[[6aBOK U IpCACIbHBIX Pa3MEPOB PO3HUYHBIX
Ha[[6aBOK K (i)aKTI/I‘-IeCKI/IM OTIIYCKHBIM I[CHaM, YCTAHOBJICHHBIM IIPOU3BOAUTCIIAMU JICKAPCTBCHHBIX
npenaparoB, Ha JICKAPCTBCHHBIC IMPCIIApaThl, BKIKOUYCHHBIC B TEPCUYCHL KXU3HCHHO HCO6XOI[I/IMLIX nu
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BAJKHEHIIINX JICKAPCTBEHHBIX IIPENapaToB;

3) OCYIIECTBICHUE PETHOHAIBHOTO TOCYJAPCTBEHHOTO KOHTPOJS 3a NPHUMEHEHHWEM IIeH Ha
JIEKapCTBCHHBIE TIpEeraparhl, BKJIIOYCHHBIC B IEPEUYCHb JKU3HEHHO HEOOXOMUMBIX M BaKHEHIIMX
JIEKApCTBEHHBIX TMPENapaToB, OPTraHU3aAIllMsSIMH ONTOBOM TOPTOBIHM JIEKAPCTBEHHBIMU CPEICTBAMH,
anTEeYHbIMM OPTaHM3ALMAMH, WHJIUBUAYAJIbHBIMU NPEANPUHUMATEISAIMUA, WMEIOIIMMH JIMIICH3UI0 Ha
(hapManeBTHUECKYIO JCSATEIHHOCTh, MEAMIMHCKUMH OPTaHHW3alUsAMH, HMMEIONIUMU JIMIEH3WIO Ha
(bapMareBTHYECKYIO JESATEIbHOCTh, U HMX OOOCOOJICHHBIMH IOAPA3ICICHUSIMH, PACHOJOKEHHBIMU B
CEeIBCKUX HACEJICHHBIX MyHKTaX, B KOTOPHIX OTCYTCTBYIOT aliTeUHbIC OpTraHU3aINH;

(B pen. @enepanbHbix 3ak0HOB OT 25.06.2012 N 93-®3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
323-03)

4) npuHsTHE pelieHus 00 HMCMOJB30BaHHHM Ha TeppUTOpUH cyObekra Poccuiickoit demeparmn
HapsTy ¢ pelienTaMy Ha JICKApCTBEHHBIC MTPenapaThl, 0POPMIICHHBIMH Ha OyMa)KHOM HOCHUTEIIE, PEIICIITOB
Ha JIEKapCTBEHHbIE MpernapaThl, CHOPMUPOBAHHBIX B ()OPME FIEKTPOHHBIX IOKYMEHTOB.

(1. 4 BBenen denepaibHbIM 3aKOHOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYOAPCTBEHHAA ®APMAKOIEA

Cratba 7. PaspaboTka u usgaHume rocypapcTtBeHHou hapmakoneu, pasmellueHue
OaHHbIX O Hen

1. Tlog rocymapcTBeHHOW (apmakoreel MOHMUMAeTcs CBOJ OOImHUX (hapMaKOMEHHBIX CTaTeld H
(hapMaKoMeHbBIX CTaTCH.

2. Pazpabotka o0mux ¢apmakomeHbIx cTtated U ¢dapMaKoNeWHbIX cTaTelf, B TOM YHUCIE
(dapMmakomeHbIX cTared Ha (QapMaKoleWHbIe CTaHIAPTHBIE O0Opaslbl, W BKIIOYCHHE WX B
rOCy/IapCTBEHHYI0 (hapMaKONerd OCYIIECTBISAIOTCS B TMOPSJIKE, YCTAaHOBIEHHOM YIOJTHOMOYEHHBIM
(beneparbHBIM OPraHOM HCTIOJIHUTEITLHON BIIACTH.

(B pen. ®enepanbpHOro 3akoHa ot 22.12.2014 N 429-03)

3. Pa3pabotka (apMakoneifHo# ctaTb Ha peepeHTHBIN JIEKAPCTBEHHBIN penapaT U BKIIOYCHHE
ee B roCylapCTBEHHYIO (apMakoler0 B TEUYEHHE CPOKa NEHCTBHS 3alllUThl MCKIIOYMUTENBHOTO IpaBa,
YIOCTOBEPEHHOT'O MAaTEHTOM Ha pedepeHTHBIN JIEKAPCTBEHHBIN Mpenapar, OCYMECTBISIOTCS C COTIacHs
ero pa3zpaboTyHKa.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. TocynapctBeHHass (apMakones H3IaeTCs YHIOJHOMOYCHHBIM  (eepaibHbIM  OPraHOM
WCTIOJTHUTEIIHOW BJIACTH 32 CUET CPEACTB (pellepaabHOTro OOKETa M MOUICKHT TIEPEH3IaHusIM HE Peke
YeM OJMH pa3 B IATh JIET, B MEPUOJ MEXKIY KOTOPBIMU H3JAIOTCS MPHIIOKEHHUS K TOCYIapCTBEHHOMN
dapmakoriee, coaepkamme ooOmue QapMakoneldHsie cTaThl W (WIM) (papMaKoIleHHBIC CTaThH,
YTBEPKJICHHBIC MTOCIIC M3IaHUS WK MIEPEen3IaHus TOCYIapCTBEHHOHN apMaKoriey.

5. YmomHoMOYeHHBIH (enepanbHblii OpraH HWCIOJHUTEIBHON BJIACTH pa3MemacT JaHHBIC O
rocyaapcTBEHHOU (hapmakoriee v MPUIOKEHHUSIX K Hel Ha cBoeM oduinaabHOM caiite B ceT "MHTepHer"
B YCTAHOBJIEHHOM WM MOPSJIKE.

Mnasa 4. IMLUEH3UPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB
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U ®APMALIEBTUYECKOW OEATENBHOCTU, TOCYOAPCTBEHHBLIW KOHTPOJIb
(HAOQ30P) B COEPE OBPALLEHUA NEKAPCTBEHHbBIX CPELOCTB
(B pen. @enepanbroro 3akoHa ot 11.06.2021 N 170-D3)

Cratbss 8. JluueH3upoBaHMe nNpPOM3BOACTBA JIeKApPCTBEHHbIX CpeacTB W
dapmaueBTUYECKON AeATENbLHOCTHU

1. JlneH3upoBaHue MPOM3BOJICTBA JEKAPCTBEHHBIX CPEICTB W (papMameBTUYECKOH AESTEeIbHOCTH
OCYILECTBIISAETCA B COOTBETCTBUHU € 3aKOHOATeNbCTBOM Pocculickon Penepanum.

2. O0s3aTeIBHBIM YCIOBHEM IIPEIOCTABICHHUS JINIIEH3UU Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB
ABJISICTCS TPUIOKEHUE K 3asBJICHUIO COUCKATEJNs JIMLIEH3UM NEepedHs JIEKapCTBEHHBIX (opM M (MIIH)
BUJOB (papMalleBTUUECKUX CYOCTaHIMM, KOTOpbIE MPOU3BOAMTENb JIEKAPCTBEHHBIX CPEACTB HaMepeH
IIPOU3BOJUTD.

3. B cirydae HEOOXOIUMOCTH pacIIMpEeHUs MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB 332 CYET HOBBIX
JICKapCTBEHHBIX (OPM W BUAOB (PapMaleBTUYECKUX CYOCTAHIMH NPOU3BOIUTENH JIEKAPCTBEHHBIX
CpeACTB JOJDKEH I0/aTh B JUICH3WPYIONIUI OpraH 3asBICHHE O BHECEHHWHM W3MEHEHHH B peEecTp
JMLIEH3UH Ha IPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB.

(B pen. ®enepanbHbix 3aKk0HOB 0T 02.08.2019 N 297-®3, ot 11.06.2021 N 170-D3)

4. JIuueH3us Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CpelCTB ((papmaneBTHUECKOH cyOcTaHIMK CHHpTa
ATWJIOBOTO (3TaHOJa) BbIAAETCS MpPH YCJIOBUM HAJIWYUS y OpraHU3alMd Ha IpaBe COOCTBEHHOCTH,
XO39WCTBEHHOTO BEJCHUS UM ONEPATUBHOTO YIPABICHHUS OCHOBHOTO TEXHOJOTHUECKOr0 000PY0BaHUS
JUIS TPOU3BOJACTBA ATHJIOBOTO CIUPTA, 3apETUCTPUPOBAHHOTO B COOTBETCTBUU €O craTheil 14.1
®enepanbHOro 3akoHa oT 22 HoA0ps 1995 roma N 171-®3 "O rocyqapCTBEHHOM PpEryJIMpPOBaHUHU
IIPOM3BOJCTBA U 000pOTa 3TUJIOBOIO CHHMPTA, AJKOTOJIBHOM M CIHUPTOCOAEpKAIEH MPOIyKUUU U 00
OrpaHUYEHUM NMOTpeOIeHNs (PaCUTHUS) aJIKOTOIBHON MPOIyKIMK".

(dactp 4 BBennena denepaibHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Ctatba 8.1. OCOGEHHOCTM nUUEH3NPOBaHUA NPOU3BOACTBA JI€KAPCTBEHHbIX
cpencTB (hapmMaueBTMYECKON CyOCTaHLMM cnupTa 3TUNIOBOro (3TaHona)

(BBenena denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

1. JleiicTBue JHIIEH3MM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPeICTB ((apMaleBTUIECKOM
cyOCTaHIIMM CHUpTa STUJIOBOrO (3TaHOJNA) TMPUOCTAHABIMBAETCS B YaCTH MpaBa Ha TMPOU3BOJICTBO
(dapmaneBTHUECKON CyOCTaHIIMKM CHHPTA STHIOBOTO (3TAaHOINA) JHIEH3UPYIOIMIMM OPraHOM B CIydasx,
onpenenaeHHbIX cratbeit 20 denepanpHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nureH3upoBaHUU
OTIENbHBIX BHUJIOB JEATEIHHOCTU", a TakXKe Ha CpPOK TMPUOCTAHOBJICHHS [EHCTBUS JIHMIECH3UH Ha
MTPOM3BOJICTBO 3TUIIOBOTO CITUPTA JIJISl TPOM3BOJICTBA (hapMaIleBTHUECKON CyOCTaHINK CIIHPTA STHIIOBOTO
(7TaHONa), BEIIAHHOM B COOTBETCTBUU ¢ DenepanbHbIM 3aKOHOM OT 22 Hog0ps 1995 roga N 171-03 "O
TOCY/IapCTBEHHOM PETYJIMPOBAHUM TIPOM3BOJCTBA M 000pPOTa ATWIOBOTO CIHPTA, AJIKOTOJBLHOW W
CHUPTOCOEpIKAIICH MPOIYKIIMH U 00 OrpaHNYEeHUU TOTPeOIeHH (PACIUTHSA) AIKOTOIBFHOM MPOYKITUH'".

2. JlelicTBHe JMIIEH3UM HA TPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((hapManeBTHIECKOM
cyOCTaHIIMM cIUpTa STWIOBOrO (3TaHOJa) B YacTW IpaBa Ha MPOU3BOACTBO (apMalleBTUYECKOH
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CyOCTaHIIMM CIHMpTa JTHIOBOTO (dTaHONA) MPEKpaIlaeTcs ITUICH3UPYIONUM OpPraHOM B CIydasX,
onpeaeneHHbIX ctatbeil 20 denepanbHoro 3akoHa oT 4 Mag 2011 roga N 99-@3 "O nuieH3upoBaHUU
OTJIETIbHBIX BHJIOB JIEATEIBHOCTH", a TaKXe C JaThbl MNPEKpallleHWs WIA aHHYJIUPOBAHMS JEUCTBUS
JUIEH3UU Ha MPOU3BOJCTBO 3TUJIOBOTO CIHPTa AJS MPOU3BOJACTBA (hapMmalleBTHUECKON CyOcTaHIIUU
CIUpTa ITUIOBOTO (3TAHONA), BBIJAHHOW B COOTBETCTBUU ¢ DenepaabHbIM 3aKOHOM OT 22 HOs0pst 1995
roma N 171-®3 "O rocymnapCTBEHHOM pETYJIMPOBAHUM MPOU3BOJACTBA M 000pPOTa ATHIIOBOTO CIUPTA,
QJIKOTONILHOM ¥ CIHUPTOCOJEPIKAIEH MPOAYKIMM W 00 OrpaHUYeHUH TMOTPeONCHUs (pacTUTHS)
QJIKOTOJILHOM MPOAYKITHH".

Cratbsa 8.2. Oco6eHHOCTU NuuUeH3npoBaHusa hpapmaueBTUYECKON AOeATesNIbHOCTU B
YyacTu ocyLeCTBNEeHUA ONTOBOM TOProBnu JieKapCTBEHHbIMU cpeacTBaMu

(BBenena dexnepanbHbIM 3akoHOM OT 04.08.2023 N 428-D3)

1. JleiicTBue nMLEH3MU Ha (hapMalEeBTHUECKYIO NESATEIbHOCTh B YaCTU OCYLIECTBIEHHS ONTOBOU
TOPrOBJIM  JIEKAPCTBEHHBIMU  CPEJICTBAMU Ui  MEIUMLIUHCKOTO NPUMEHEHHS  IpeKpalaercs
JIMLEH3UPYIOIIUM OPraHOM B Ciy4asix, onpeaeneHHbix crtateel 20 denepanbHoro 3akoHa ot 4 mas 2011
rora N 99-®3 "O nuIeH3UpOBaHUU OTIENBHBIX BHJIOB JAEIATEIBHOCTU", a TaKkkKe IO pPEIHICHUIO
JIMIIEH3UPYIOLIEr0 OpraHa, IpUHATOMY B COOTBETCTBUHU C HACTOSIICH 4acThio. B ciyuae BbIsIBIEHUS npu
OCYIIECTBJIEHUN (eAepalbHOIO TOCYyAapCTBEHHOrO0 KOHTpoJds (Ham3opa) B cdepe oOpalieHus
JIEKapCTBEHHBIX CPEJCTB HApyIIEHHUs OpraHu3aluedl ONTOBOM TOPIOBJIM JEKAPCTBEHHBIMHM CPEICTBAMU
TpeboBanuit ywacreid 1 - 3 cratem 53 Hactosmero denepanbHOTO 3aKOHA JEHCTBUE JHUIICH3WM HA
(bapMaleBTUYECKYI0 JESITEeIbHOCTh B YacTH OCYILIECTBICHHMS ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU
CPEICTBAaMU JJIsl MEIULIMHCKOTO MPUMEHEHUS PUOCTAHABIMBAETCS B TEUEHUE JIECATH paboUYnX AHEH co
JIHS BBISBJICHUS YKa3aHHOTO HapyluleHus. JleficTBue NUIEeH3MHM Ha (papMaleBTUYECKYIO NEsITEeIbHOCTh B
4acTH OCYIIECTBJIIEHHUS ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEJICTBAMHU JJII  MEIUIIMHCKOTO
IIPUMEHEHHS MTPUOCTAHABIMBAETCS Ha CPOK, KOTOPBIN OIpeesseTcs JIMIEH3UPYIOIUM OpraHoM (HO He
MEHee 4YeM Ha OJMH MECSI), [0 HCTEYEHUH KOTOPOro JEHCTBUE MAAHHOM JIMIEH3UM TOJIEKUT
IIPEKpAIEHUI0 Ha OCHOBAHUY PEIICHUS JIMLEH3UPYIOIIEro OpraHa, 3a UCKIIOUEHHEM CITydas, yKa3aHHOTO
B YaCTH 2 HACTOSILEN CTaThbH.

2. JleficTBHe JMIEH3UM Ha (DapMaleBTHUECKYIO JEATENbHOCTh B YAaCTH OCYILECTBIEHUS ONTOBOIi
TOProBJIM JICKAPCTBCHHBIMHU CPCACTBAMH I MCIHULOHWHCKOrO IIPHMCHCHUA, [[GflCTBI/IC KOTOpOfI
IIPUOCTAHOBJICHO B COOTBETCTBUHU C YacThiO0 1 HacTosIEeH cTaTbU, MOAJIEKUT BO3OOHOBIEHUIO B CiIydYae,
€CJIM B IMEPHOJ MPUOCTAHOBJICHUS NEUCTBUS JAaHHOM JIMIIEH3UM B paMKax J0CYIeOHOro 00kajloBaHUA
peleHre KOHTPOJIBHOrO (Ha30pHOr0) OpraHa B YacTH BBISIBIEHHOI'O HapylleHUs TpeboBaHMii yacTelt 1 -
3 crarpu 53 Hacrosimero denepanbHOrO 3aKOHAa OTMEHEHO. B yka3aHHOM ciyuae AeiicTBHE JMIEH3UN Ha
(bapMaleBTUUECKYI0 JESITEeIbHOCTh B YacTH OCYLIECTBICHHMS ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU
CPEICTBAaMU JUIsl MEAULIMHCKOIO PUMEHEHHUSI BO3OOHOBIISIETCS] HE MO3/JHEE OJIHOTO paboyvero AHs CO JHA
OTMEHBI PEIIeHUs] KOHTPOJIBHOTO (Ha30pHOT0) OpraHa.

Cratba 9. [locypapcTBeHHbIW KOHTponb (Hag3op) B cdepe obOpaweHus
neKapcTBEHHbIX CPeacTB

(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIH KOHTpOIb (Hag30p) B cdepe oOpallleHus JEKApCTBEHHBIX CPEACTB
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OCYIIECTBIISIETCS TOCPEICTBOM (peepabHOTO TOCYAapCTBEHHOTO KOHTpoist (Haa3opa) B cdepe
oOpallleHusl JEeKapCTBEHHBIX CPEACTB U (PeepalibHOTO TOCYNAapCTBEHHOIO JIHUIIEH3MOHHOTO KOHTPOJIS
ACATCIIBHOCTU IO MPOU3BOJACTBY JICKAPCTBCHHBIX CPCACTB, OCYIICCTBIISICMbBIX Q)eﬂepaﬂbHBIMI/I opraHaMu
WCTIOJIHUTENILHOM BJIACTH, yoJTHOMOUYEeHHBIMU [IpaButenscTBoM Poccuiickoi denepanuu.

2. Ilpeamerom (enepanbHOr0 TOCYIApPCTBEHHOTO KOHTponis (Ham3opa) B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJICTB SBIISIOTCS:

1) cobironenue o0s3aTeNbHBIX TpeOOBaHUH B cepe oOpallieHus JIeKapCTBEHHBIX CPEICTB, B TOM
qucIe:

a) TpeOOBaHUM K MJOKIMHUYECKHM HCCICIOBAaHUAM JIEKAPCTBEHHBIX CPEJCTB, KIMHUYECKHM
UCCIIEIOBAaHUSIM  JIEKAPCTBEHHBIX IIPENapaToB, M3TOTOBJIECHUIO, XPAaHEHWIO, IIEPEBO3KE, BBO3Yy B
Poccuiickyto ®enepanuio, OTIyCKy, peanu3aluM, Iepeaadye, MNpoJake JEKAPCTBEHHBIX CPEICTB,
IIPUMEHEHUIO JIEKAPCTBEHHBIX IPENapaToB, YHUYTOXKEHUIO JIEKAPCTBEHHBIX CPEJICTB, YCTAHOBIIEHUIO
IIPOM3BOJIUTENSAMU JIEKAPCTBEHHBIX IpenapaToB L€H Ha JICKApCTBEHHbIC IMpernapaThl, BKIIOUEHHBIE B
NepeyeHb )KU3HEHHO HEOOXOMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaTos;

6) Tpe6OBaHI/II\/’I K COOTBCTCTBHUIO JICKAPCTBCHHBIX CpPCACTB, HAXOIAIIUXCA B O6paH_[eHI/II/I,
IIOoKa3aTciIsaM KadycCTBa, 3(1)(1)€KTI/IBHOCTI/I u 6C3OHaCHOCTI/I, YCTAaHOBJICHHBIM B COOTBETCTBUU C HACTOSAIIUM
CDeIlepaJ'IBHLIM 3aKOHOM,

B) TpeOoBaHMUI K COONIOACHUIO CyOBEKTaMHU OOpallleHUs! JEKapCTBEHHBIX CPEJICTB, YKA3aHHBIX B
yactu 1 ctateu 67.1 Hactosmero MexepaabHOro 3aKOHA, OTPaHUYCHHM, HajaraeMbIX cTaThsiMu 67.1 u
67.2 nactosiero deaepaibHOTO 3aKOHA;

2) cobmrofeHne JTUICH3UOHHBIX TPeOOBaHMI K OCYIIECTBICHHUIO (papMalleBTUYECKON NeTEIbHOCTH;

3) coOuoieHne TpeObOBaHUH K MPEIOCTABICHUIO CyOBEeKTaMU OOpAIeHUS JICKAPCTBCHHBIX CPEJIICTB
uH(pOpMaIllUd O JEKapCTBEHHBIX CpEeACTBaX W (WJIM) JIGKAPCTBEHHBIX Mperaparax, MpeayCMOTPEHHOM
crathsimMu 9.1, 52.1, 52.2 u 64 Hacrosiiero deaepanbHOrO 3aK0HA;

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

[Ipumeuanue.
C 01.03.2026 1. 4 4. 2 c1. 9 yrpauusaet cuiy (P3 ot 20.10.2022 N 405-D3).

4) coOuroieHre PeTyCMOTPEHHBIX cTaThel 55.1 Hacrosmero denepanbHOro 3aKkoHa TPEOOBAHUN K
MIPOBEJICHUIO AKCIIEPUMEHTA 110 OCYIIECTBICHUIO PO3ZHUYHON TOPrOBIIM JICKAPCTBCHHBIMH TNpernapaTaMu
JUISS  MEIHUIWHCKOTO TPUMEHECHHS, OTIYCKaeMBIMH 110 PEIEeNTy Ha JIEKAPCTBCHHBIH Iperapar,
JMCTAHIIMOHHBIM CIIOCOOOM.

(. 4 BBenen denepanbHbIM 3aKk0HOM OT 20.10.2022 N 405-D3)

2.1. B menax oOecnedeHus TOCYyIapCTBEHHOTO KOHTpods (Hag3opa) B cdepe obOparieHus
JIEKapCTBEHHBIX  CPEICTB  (elepaidbHBIi OpraH HCIIOJHUTENFHOW  BJACTH, OCYIIECTBISIONIMNA
TOCYZapCTBEHHYIO PETHCTPAIMIO JICKAPCTBEHHBIX IPENapaToB, MPEJOCTaBIsAET (elepatbHOMYy OpraHy
UCTIOJIHUTENBHONW BJIACTH, OCYIIECTBISIONIEMY (YHKIMM 10 KOHTPOJIIO M Haa3opy B cdepe
3paBOOXPAaHEHHUS, MO €TO 3aMpoCy B PaMKaX MEXBEIOMCTBEHHOTO MH(POPMAIIHOHHOTO B3aMMOICHCTBUS
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B TOps/IKe, YCTAHOBJICHHOM YKa3aHHBIMU (hefepaibHBIMU OpraHaMH HCIOJHHUTEIbHON BIIACTH,
CIIEAYIOUIME CBEAECHUS O JIEKAPCTBEHHBIX CPEICTBaX, B TOM YHUCIE B CIyyae, €ClIM TaKUe CBEACHUS
COCTaBJISIIOT KOMMEPUECKYIO TalHYy:

1) cBenenust o (hapMaleBTHUECKOM CyOCTaHITUH:

a) HauMeHOBaHKe (hapMaleBTHUECKOM CyOCTaHIIUH, €€ CTPYKTYypa, 0OIIIe CBOCTBA;
0) HAaMMEHOBAHUE U aIPeC IPOU3BOAUTEIIS,

B) CBOWCTBA U CTPYKTypa ACUCTBYIOLINX BELIECTB;

') XapaKTepUCTUKA IPUMECEI;

n) crienrdukanys Ha hapMareBTHUECKYI0 CyOCTaHIUIO U €€ 000CHOBAHHE;

€) AaHaJIUTUYECKHE METOIHMKH, WCIOIb3yeMble TPH OCYIIECTBICHHH KOHTPOJII KadyecTBa
(dapmaneBTHUECKON CyOCTaHIINY;

) pe3yJIbTaThl aHAJTU30B CepHid (hapMaleBTHUECKOW CyOCTaHITNM;

3) mepeyYeHb CTaHIAPTHBIX 00PA3IOB MM BEUIECTB, UCMOIb3YEMbIX MPU OCYIIECTBICHUH KOHTPOJIS
KadecTBa (papMareBTUICCKON CyOCTaHINY;

1) OMHMCAaHUE XaPAKTEPUCTHK M CBOMCTB YIIAaKOBOYHBIX MATECPUAIIOB M YKYTIOPOUHBIX CPEJICTB;
K) JJAaHHBIC O CTAOMIBLHOCTH (hapMaIEeBTHYECKON CyOCTaHIINM;

J) CPOK TOJTHOCTH;

2) cBeJIeHUS O JICKApPCTBEHHOM Ipernapare Uil MEAUIIMHCKOTO TPUMCHCHUS

a) OMHMCaHUE U COCTAB JICKAPCTBEHHOTO TIpenapaTa Uik MEUIUHCKOTO IPUMEHCHUS;

0) ommcanue (apmareBTHUECKOH pa3paboTku (00OCHOBaHHME BBIOOpA COCTaBa, IEPBHYHOM
YIaKOBKH);

B) HalMEHOBAHUE U aJPEC MECTa OCYILIECTBICHMs MPOU3BOJCTBA JIEKAPCTBEHHOIO Ipenapara Jyis
MEIMLMHCKOTO TNPUMEHEHUs (B Cilydyae HaJM4YUsl HECKOJIbKMX YYacTHMKOB IIpoliecca IMPOU3BOJCTBA
HE00X0IMMO yKa3aTh HAMMEHOBAHHE U aJIpec KaKI0To U3 HUX);

I') MUKPOOHOJIOTHYECKHE XapaKTEPUCTUKH;
1) OMCaHHUE XapaKTEPUCTHK U CBOMCTB YIIAKOBOYHBIX MaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;
€) TpeOOBaHUs K KaueCTBY BCIOMOTaTeIbHBIX BELIECTB;

)K) AHAIIMUTUYCCKUC MCTOAUKH, HUCIHOJLB3YEMBIC TIIPU OCYHICCTBICHUMU KOHTPOJA KadCeCTBa
BCIIOMOTI'aTCIbHBIX BCIICCTB,
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3) CBCACHUA 00 HCHOJIB30BAHMH BCIIOMOTaTEIbHBIX BCIICCTB YCIOBCUYCCKOI'O MW JXHWBOTHOI'O
IMPOHUCXOKIACHUA,

I/I) CBCIACHHUA 00 HCII0JIB30BAaHMH HOBBIX BCIIOMOTaTEIbHBIX BCIICCTB,

K) TpeOOBaHUS K KadyecTBY JIEKAPCTBEHHOTO IIperapaTra Uil MEAUIMHCKOTO IPUMEHEHUS
(ceptudukar, crienuduKanys Ha JIEKapCTBEHHBIN MpernapaT U uX 000CHOBAaHHUE);

J'I) AHAIIUTUYCCKUEC MCETOAUKH, MCIIOJIB3YEMBIC IIPU OCYHICCTBJICHHH KOHTPOJA Kad€CTBa
JICKApCTBCHHOTO ITpeCriapaTa AJI1 MCAUIHUHCKOT'O NIPUMCHCHUS

M) pe3yJbTaThl aHAJU30B CEpUH JIEKAPCTBEHHOTO Mpenapara A MEAUIMHCKOTO IPUMEHEHMUS,
H) XapaKTepUCTHUKa IIpUMeceii;

0) NEPCUCHb CTAHAAPTHBIX 06pa3u03, HCIIOJIB3YCMBIX IIPU OCYHICCTBJICHHUH KOHTPOJII Kad€CTBa
JICKApCTBCHHOTO IIperiapaTa 4JI1 MCAUIHUHCKOTI'O IPUMCHCHUS

1) JAaHHBIE O CTAaOMIIPHOCTH JICKAPCTBEHHOTO Mperapara Jisi METUIIMHCKOTO IPUMEHEHUS;
3) OT4eTHI O JOKIMHUYECKUX UCCIICT0BaHMSIX;

4) oT4eTHl O KIMHUYECKUX UCCIIEI0BaHUSAX;

5) mactep-daiin cuctemsl hapMaKoOHaI30pa;

6) TJ1aH yNpaBIeHUs PUCKAMH.
(uacts 2.1 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

3. Ilpm ocymectBaeHnn (eaepaTbHOro TOCYAapCTBEHHOrO KOHTpoyis (Ham3opa) B cdepe
oOpallleHusi JIeKapCTBEHHBIX CPEACTB MPOBOAATCS CJEAYIONIME BUIbI KOHTPOJBHBIX (HAI30PHBIX)
MEpONPHUATHMN:

1) nokyMeHTapHas IPOBEPKaA;

2) BBIE3/IHAS TIPOBEPKA;

3) BEIOOPOYHBIN KOHTPOJIb KaYeCTBa;
4) KOHTpOJIbHAS 3aKYyIIKa;

5) UHCTIEKITMOHHBINA BU3UT;

6) HaONIOJCHHWE 3a COOJIIOJICHUEM O00S3aTebHBIX TpeOOBaHM (MOHUTOPUHT OE30ITACHOCTH)
(papmakonanzop).

4. Opranu3zanus U OCyIIecTBICHHE (elepalbHOrO TOCYAapCTBEHHOTO KOHTPOJIA (Haa30pa) B chepe
oOpallieHus1 JJeKapCTBEHHBIX CPEACTB peryiupytorcss PeaepanbHbiM 3akoHOM oT 31 uronsa 2020 roma N
248-®3 "O rocymapcTBEHHOM KOHTpOJie (HAI30pe) W MYHHUIMIAIBHOM KOHTposie B Poccuiickoii
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Oenepanunn".

5. BHemiaHOBBIN BBIOOPOYHBIN KOHTPOJIh KadeCTBAa MPOBOIUTCS B TOM YHCJI€ Ha OCHOBAaHUH
IIpOrpaMMEI IIPOBEPOK.

6. [InaHOBBIN BEIOOPOYHBIN KOHTPOJIH KAYECTBA HE TTPOBOIUTCA.

7. Ilo pesynbTatam QenepalibHOTO TOCYIAapCTBEHHOTO KOHTpOJs (Ham3opa) B cdepe obOparieHus
JIEKapCTBEHHBIX CPEACTB Hapsily C peHIeHUIMH, IperycMoTpeHHbIMU DenepanbHbiM 3akoHOM OT 31
ntons 2020 rona N 248-D3 "O rocynapCTBEHHOM KOHTpPOJ€ (HaA30p€) U MYyHHUIMIAIBHOM KOHTPOJIE B
Poccuiickoit @enepannu", GpeaepaabHBIMU OpraHaMH WCIIOJTHUTEIIBHOW BJIACTH, YIOJHOMOYECHHBIMU Ha
ocymiecTBlieHHe (eaepalbHOro TroCyJapCTBEHHOTO KOHTposs (Hag3opa) B cdepe oOparieHus
JIEKapCTBEHHBIX CPE/ICTB, IPUHUMAIOTCS CIIEAYIOUINE PEIICHHUS:

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-O3)

1) o nmanmpHeHIIeM TrpakIaHCKOM OOOpOTE CEpHH, MAPTUU COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
CpeICTBa B CiIy4ae MOATBEPXKACHUS IO pe3yibTaTaM MPOBEIECHHBIX UCIBITAHUI COOTBETCTBHS KaduecTBa
JICKapCTBECHHOT'O CPEJICTBA YCTAHOBJIICHHBIM TPEOOBAHUSM;

2) 00 U3BATHH U3 TpaXxAaHCKOT' O 060p0Ta CCpUH, MAPTHU COOTBCTCTBYIOLICTO JICKAPCTBECHHOI'O
CpeacTtBa B CJIydac€ BBIABJICHUA IIO PE3yJibTaTaM IMPOBCICHHBIX HCIIBITAHUN HECOOTBETCTBHS KadeCTBa
JICKApCTBCHHOT'O CPEACTBA YCTAHOBJICHHBIM Tpe6OBaHI/IHM;

3) o mepeBoje JEKAPCTBEHHOTO CPEJCTBA HA IMOCEPUNHBIN BHIOOPOUYHBIN KOHTPOJH KauecTBa
JIEKapCTBEHHBIX CPEJCTB B Cllydae NMOBTOPHOTO BBISBIEHUS HECOOTBETCTBHS KayecTBa JIEKAPCTBEHHOI'O
CPEJCTBA YCTaHOBJIEHHBIM TpeOOBaHUSIM U (MpU HEOOXOAMMOCTH) O MpPOBEpPKE CyOBbEKTa OOpaIleHUs
JIEKapCTBEHHBIX CPeACTB. Pacxobl, CBsI3aHHbIE C MPOBEIEHUEM MOCEPUIHHOIO BHIOOPOUYHOTO KOHTPOJI,
OIJIAYMBAIOTCSl TPOU3BOAMTEIEM JIEKAPCTBEHHOIO CpEeACTBa JIMOO JepKaTeslieM WM BIaJeNblEeM
PErUCTPaAIIMOHHOIO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO MIPEnapara;

4) O CHATUM JEKAapCTBEHHOI'O CpPEJICTBAa C IOCEPUHHOr0 BBIOOPOYHOIO KOHTPOJSI KadecTBa
JICKapCTBEHHBIX CPEJICTB HAa OCHOBAHWUU IOJIOKUTEIbHBIX SKCIEPTHBIX 3aKJIIOYEHUH, BbIJIAHHBIX
(benepaTbHBIM TOCYJAPCTBEHHBIM OOJUKETHBIM YUPESKIACHUEM, TIOABEIOMCTBEHHBIM (heaeparbHOMY
OpraHy MCIIOJHHUTEIbHON BIIACTH, OCYLIECTBIAIOMIEMY (GYHKLIHMU MO KOHTPOJIIO M Haa30py B cdepe
3[IpaBOOXpaHEHHS, WK (hefepalbHOMY OpPraHy MCHOJHHUTEIBHOW BIIACTH, OCYIIECTBIIAIONIEMY (YHKIUU
10 KOHTPOJIIO U HAJ[30py B cpepe 0OpalieHus JIeKapCTBEHHBIX CPEICTB AJIsl BETEPUHAPHOTO IPUMEHEHHUS,
Ha OCHOBAaHMHU NPOTOKOJIA MCTIBITAHUM JIEKAPCTBEHHOT'O CPEJCTBA, MPOBEACHHBIX 0 BCEM IOKa3aTENIsIM
YTBEP)KJCHHON HOPMAaTHBHOM JOKyMEHTAllMd (HOPMATHBHOTO JOKYMEHTa) B OTHOIIEHUH TPEX cepuit
JIEKapCTBEHHOI'O CPEJICTBA.

(. 4 BBenen OenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

8. denepanbHbli TOCYIapCTBEHHBIN JIMIIEH3UOHHBIA KOHTPOJIb JEATEIBHOCTH IO MPOU3BOJCTBY
JIEKapCTBEHHBIX CPEICTB OCYLIECTBIIETCS B COOTBETCTBMM C 3aKOHOJATEIbCTBOM Poccuiickon
denepanuu.

Cratbs 9.1. Nporpamma npoBepokK

(BBeneHa ®PexnepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)
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1. B nensix opraHu3anuy BHIOOPOYHOTO KOHTPOJISL Ka4eCTBa JIEKAPCTBEHHBIX CPEICTB (hopMupyercs
Iporpamma mpoBepOK.

2. Jlna menedl pealn3alid MPOTrpaMMBbl IPOBEPOK IPOU3BOAUTENN JIEKAPCTBCHHBIX CPEICTB H
OpraHu3alnyy, OCYIIECTBISIOIIME BBO3 JIEKAPCTBEHHBIX cpeAacTB B Poccuiickyro ®enepaunuro,
IIPEIOCTABIIAIOT B OTHOIICHWM JICKAPCTBCHHBIX CPEACTB I MEIULIUHCKOTO IIPUMEHEHHUS B
YIOJIHOMOYEHHBIH (peepanbHblii OpraH HMCIOJHUTENFHONW BIACTH, OCYILECTBISIOUIMA (QYHKIUH IO
KOHTPOJIIO W HaJI30py B cdepe 3IpaBOOXpAaHEHUS, B OTHOILIEHUU JIEKAPCTBEHHBIX CPEIACTB JUIs
BETEPUHAPHOTO MPHUMEHEHHsI B YIOJIHOMOYEHHBIM (enepanbHblii OpraH HCHOJHHUTENBHOM BIACTH,
OCYIIECTBIISIONINIA (PYHKIIMU IO KOHTPOJIIO M HA30py B chepe oOpalieHus JIEeKapCTBEHHBIX CPEICTB s
BETEPUHAPHOI'O IIPUMEHEHHUS, CBEACHUS O CEPUAX, NMAPTHUSX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAIOIINX B
rpaxmaanckuii 06opot B Poccuiickoit dexpeparuu, B TOpsAIKe, COCTaBe W 00BEMe, YCTAHOBICHHBIX
yKa3aHHBIMH (elepaJIbHbIMI OpraHaMH MCIIOJHUTEIbHOM BIACTH B OTHOILIEHUM JIEKAPCTBEHHBIX CPE/ICTB
JUIsT MEIMLMHCKOIO IPUMEHEHHs W B OTHOLICHHUH JIEKAPCTBEHHBIX CPEICTB I BETEPUHAPHOIO
IIPUMEHEHHS COOTBETCTBEHHO.

3. Ilporpamma mnpoBepok ¢opMHUpyeTcss Ha KalleHIapHbBIM roa B cpok no 30 mexaOpst rona,
MPE/IIIECTBYIOMIETO Oy POBEICHUS BHIOOPOYHOTO KOHTPOJIS.

4. B ciydae HacTymjieHHS COOBITHH, yKa3aHHBIX B moAmyHkrax "O" m "B" myHKkTa 2 yactu 6
HacTosiel cTaTbi, (hefepalbHbIM OPraHOM HCHOJIHUTENIBHOM BJIACTH, OCYLIECTBISIOIUM (DYHKIMH 10
KOHTPOJIIO M HAaI30py B cdepe 3ApaBOOXpaHEHus, (enepalbHbIM OPraHOM MHCIOIHUTEIBHOW BIIACTH,
OCYILECTBIIAIOUIMM (PYHKIUH IO KOHTPOJIIO U HAA30pY B cpepe oOpalleHus JeKapCTBEHHbBIX CPEICTB A
BETEPUHAPHOTO TPUMEHEHUs, NpPU HEOOXOAMMOCTH BHOCITCS COOTBETCTBYIOLME HW3MEHEHUS B
IporpamMmy IMpOBEPOK.

5. B nporpammy npoBepoK MOT'YT BKJIFOUAThCSI MEPOIIPUSITHSI C YUETOM HapYLICHHM, BHISIBICHHBIX B
paMKax KOHTPOJIbHBIX (HaJ30pHBIX) MEPONPUATUI 32 MPEAbLAYIINI KaJleHAapHbI rof.

6. [IporpaMma mMpoBepOK COJCPIKUT:

1) mepeueHb JIGKAPCTBEHHBIX CPEICTB, 0TOOP 00Pa3IOB KOTOPBIX OYIET OCYIIECTBISATHCS B paMKax
BBEIOOPOYHOTO KOHTPOJIS, (POPMUPYEMEBI ¢ yU4ETOM Pe3yJIbTaTOB TOCYAaPCTBEHHOTO KOHTpOJIS (Haa30pa)
B cepe o0paleHUs JICKApCTBCHHBIX CPEACTB 33 KaJCHIAPHBIN TO, MPEIIICCTBYOUINI FOly TPOBEACHUS
BBIOOPOYHOT'O KOHTPOJIS;

2) yka3zaHHEe Ha COOBITHE, HACTYIUICHHE KOTOPOTO SIBISICTCS OCHOBAHUEM JIJISl OCYIIECTBIICHHUSI
BBIOOPOYHOTO KOHTPOJIS:

a) MOJIyuYeHHE CBEJCHMH, MPEACTaBIsIEMbIX B COCTaBe M 00beMe, YCTAHOBIICHHBIX (pelepanibHbIM
OpPTraHOM HCIIOJHHUTENBHOW BIACTH, OCYMIECTBISIONMM (DYHKIMH IO KOHTPOJIIO W HAI30py B cdepe
3IpaBOOXpaHEHMs, (pefepaibHbIM OPraHOM HCIOJHHUTEIbHOM BIIACTH, OCYIIECTBIISIONMM (DYHKIUH I10
KOHTPOJIIO U Haa30py B cepe oOpamieHns JIeKapcTBEHHBIX CPEJCTB ISl BETEPUHAPHOTO MPUMEHEHHUS, O
cepusix, NapTUSAX JEKapCTBEHHBIX CPEJCTB, IMOCTYMAIOUIMX B TpaxIaHCKUM o6opoT B Poccuiickoit
dDez[epauHH, YKa3aHHBIX B IIYHKTC 1 Hacrosuueﬁ YacTu, oOpraHusalaMu, OCYIICCTBIIAIOINMU
IIPOM3BOJICTBO JIEKAPCTBEHHBIX cpeAcTB B Poccuiickoil denepanun U BBO3 JIEKAPCTBEHHBIX CPENICTB B
Poccuiickyro @enepanmio, 3a UCKIIOUYEHUEM CEPUN WIN MAPTUHN JIEKAPCTBEHHBIX IIPENApaToB, YKa3aHHbBIX
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B yacTu 4 cratbu 52.1 u yactu 6 ctathu 52.2 Hactosuero denepanbHOro 3aKOHA;
(B pen. DeaepanbrHoro 3akoHa ot 30.01.2024 N 1-D3)

0) MmoyrydeHHe MOCTYIAIOUIEH B MOPsIKe, YCTAHOBICHHOM CTaThell 64 Hactosimero denepanbHOro
3aKOHa, HH(OPMALUK O MOOOYHBIX NEHUCTBUAX, HEXKEIATEIbHBIX PEAKIUAX, CEPhE3HBIX HEXeJlaTelbHbIX
peaKIusaX, HETPEBUICHHBIX HEKEIATEIbHBIX PeakUusX MpU NPUMEHEHUU JIEKaPCTBEHHBIX MPENapaToB,
00 MHIMBUIYabHOM HENEPEHOCHUMOCTH, OTCYTCTBUU 3(PPEKTUBHOCTU JIEKAPCTBEHHBIX MpENaparoB, a
Takke 00 MHBIX (haKTax U 0OCTOSTENBCTBAX, MPEACTABISIONINX YIPO3y KU3HHU WU 3J0POBBIO YETOBEKA
00 >KMBOTHOTO TIPH TPUMEHEHWHU JIEKApCTBEHHBIX MPENapaTOB U BBISIBJICHHBIX HAa BCEX JTarax
oOparlieHus JIeKapCTBEHHBIX IpenapaTtoB B Poccuiickoit deaepanuu 1 Ipyrux rocy1apcTBax;

B) noiyuyeHue B coorBercTBUu ¢ denepanbHpiM 3akoHOM oT 31 urong 2020 roma N 248-d3 "O
rOCYZapCTBEHHOM KOHTpOJe (Haa30pe) M MYHHLUNAIbHOM KOHTpojde B Poccuiickoit dDeneparn”
CBEJICHUI O NMPUYMHEHWU Bpelda Win 00 yrpose NMPUYMHEHHS Bpena KHU3HH, 30POBBIO TPAKIAH HITH
’KHBOTHBIX.

Cratba 9.2. TlocynapCTBEeHHbIM KOHTponb (Hag3op) 3a  peanusauuen
MUCNOJNHUTENbHbLIMU OpraHamm cyo6bektoB Poccumnckon Pepepaumm MNOSIHOMOYMA B
ccepe obpaLleHMA NeKapCTBEHHbIX CPeACTB ANA MeAULIMHCKOro NnpuMeHeHus
(B pen. ®enepanbuHoro 3akoHa ot 08.08.2024 N 232-D3)

(BBeneHa ®PexnepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. T'ocynapcTBeHHBIN KOHTPOJIb (HAA30p) 3a pean3aliieil UCIIOTHUTEIIbHBIMUA OpTraHaMu CyObEKTOB
Poccuiickoit ®enepannu noaHoMounii B chepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB IS METUIIMTHCKOTO
IIPUMEHEHHUsI OCYLIECTBIsIETCA YynoiaHoMoueHHbIM [IpaBurensctBoM Poccuiickorn denepanny OopraHom
WCIIOJTHUTEIBHON BJIACTH.

(B pen. ®enepanbuoro 3axkoHa ot 08.08.2024 N 232-D3)

2. IlpenMeToM roCyIapCTBEHHOIO KOHTpOJs (Hax3opa) 3a peanu3alieidl HMCIOJHUTEIbHBIMU
opranamu cyowsekToB Poccuiickoit @enepanum momHOMo4HMid B cdepe oOpamieHus: JIeKapCTBEHHBIX
CPEACTB JUI MEAULIMHCKOTO MIPUMEHEHUS SIBJIETCS COOIOICHNE YITOJIHOMOYEHHBIMU UCTIOIHUTEbHBIMU
opranamu cyOnrexToB Poccuiickoit @enepannu METOIUKN YCTAaHOBJICHUS IPEICITBHBIX Pa3MEPOB ONTOBBIX
Ha/J10aBOK M MPENENIbHBIX pPa3MEpPOB PO3HUUYHBIX HaA0aBOK K (PAKTMUECKUM OTIYCKHBIM LEHAM,
YCTAQHOBJICHHBIM IIPOW3BOJMUTEISIMHM JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IIpemnaparsl,
BKJIIOYEHHBIE B IIEPEUYEHb )KU3HEHHO HEOOXOIUMBIX U BaXKHEHIINX JICKAPCTBEHHBIX MTPENapaToB.

(B pen. ®enepanbHoro 3axkoHa ot 08.08.2024 N 232-D3)

3. Ilpu ocylecTBIEHMH TOCYyJapCTBEHHOIO  KOHTpoJs  (Hajg3opa) 3a  peanu3anuei
WCTIOJTHUTENIEHBIMU OpraHaMu cyObekToB Poccuiickoit denepanum momHoMounii B cepe oOparieHus
JIEKapCTBEHHBIX CPEACTB Ul MEULMHCKOTO IPUMEHEHUS IIPOBOJATCS CIECAYIOIINE BUIBI MEPOIIPHUSITHIA:
(B pen. ®enepanbroro 3axkoHa ot 08.08.2024 N 232-D3)

1) HOKyMeHTapHbIe IPOBEPKH;
2) BBIE3/IHBIC TIPOBEPKH.

4. OpraHuzanusi W OCYIIECTBICHHE TOCYJAapCTBEHHOIO KOHTpOJs (Haa30pa) 3a pealn3alueit
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UCTIOJIHUTENIBHBIMU OpraHaMu cyObekToB Poccuiickoit denepanyuu nonmHomounii B cepe oOparieHus
JIEKapCTBEHHBIX CPEJCTB U MEJUIMHCKOTO MPUMEHEHHS perynupyorcs denepanbHbIM 3aKOHOM OT 21
nexabpst 2021 roga N 414-03 "OO0 o0muX NpUHIMINAX OpPraHU3alMU IMyOJIMYHONW BIIACTH B CyOBEKTax
Poccuiickoit deneparun'.

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

5. TlonoxkxeHne O TOCYIapCTBEHHOM KOHTpOJIe (HaI30pe) 3a peaau3aluei HCTOJHUTEIbHBIMHU
opranamu cyowsekToB Poccuiickoit ®enepanun monmHomMounid B cdepe oOpalleHHs JIeKapCTBEHHBIX
CPEICTB I MEJUILIMHCKOrO PUMEHEHMs yTBepxkaaercs IIpaBurensctBom Pocculickonn @enepanum.

(B pen. ®enepanpHoro 3akoHa ot 08.08.2024 N 232-03)

Cratbsa 9.3. PermoHanbHbIN rocyaapCTBeHHbIN KOHTPONb (Hag3op) 3a NnpuMeHeHMeM
LeH Ha fiekapCcTBeHHbIe npenapartbl, BKIIOYEHHbIe B NepeyeHb XXU3HEHHO Heob6xoaAnMbIX
M BaXXHEeMLUUX NIeKapCTBEHHbIX NpenapaTtoB

(BBenena dexnepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. PernoHasnbHbIi rocy1apcTBEHHBIH KOHTPOJIb (HAaA30p) 3a MPUMEHEHUEM LIEH Ha JIEKAPCTBEHHBIE
IpernapaThl, BKIIOYEHHbIE B IE€PEUYEHb HKU3HEHHO HEOOXOAUMBIX M BaXXHEMIINMX JIEKaPCTBEHHBIX
IpenaparoB, OCYLIECTBISETCS MHCIOMHUTEIbHBIM oOpraHoM cyowekra Poccuiickoit ®eneparuu,
YIOJHOMOYEHHBIM BBICIIUM HCIOJIHUTEIbHBIM OpraHoM cyObsekTa Poccuiickoit denepariuu.

(B pen. ®enepanpHoro 3akona ot 08.08.2024 N 232-03)

2. IlpenMeTomM pernoHaIBLHOTO TOCYIapCTBEHHOT'O KOHTPOJIS (Haa30pa) 3a MPUMEHEHUEM IIeH Ha
JIEKapCTBEHHBIC Tpenaparbl, BKJIIOYEHHbIE B IEPEUYCHb JKU3HEHHO HEOOXOMUMBIX M Ba)KHEHIIMX
JIEKApCTBEHHBIX  TPEMapaTroB,  SBIAETCS  COONIOJCHHWE  OpraHU3AlMsIMU  ONTOBOW  TOPTOBJIH
JIEKapCTBEHHBIMU CPEACTBAMHM, ANTEUYHBIMH OpPTaHU3AIMSIMH, WHAUBHIYAIbHBIMH MPEeANPUHUMATENISIMH,
UMEIONUMH  JINIICH3UI0 Ha (apMaIeBTUYCCKYIO JIEATEIBHOCTh, MEIUIMHCKAMH OpTaHU3aIUsIMHU,
MMEIOLIUMHU JIMIIEH3HUI0 Ha (DapMalieBTHUECKYIO AEATEeIbHOCTh, U UX 000COOJICHHBIMH TOpa3AeIeHUsIMH,
PacTONIOKEHHBIMA B CEJIbCKMX HACEIIEHHBIX MMYHKTaX, B KOTOPHIX OTCYTCTBYIOT alTCYHBIC OpraHU3aIlnHy,
IpH pean3aliy JEeKAaPCTBEHHBIX MpernapaToB TpeOOBaHUI K MPUMEHEHUIO II€H, YPOBEHb KOTOPBIX HE
JOJDKCH TMPEBBINIATh CYMMY (DaKTHYECKOW OTITYCKHOW IICHBI, YCTAHOBJICHHOW IPOHM3BOJUTEICM
JIEKapCTBEHHBIX MPEMapaToB, U KOTOPHIE HE MPEBBIIIAIOT 3aPETUCTPUPOBAHHBIX MPEIEIbHBIX OTITYCKHBIX
IIEH, ¥ Pa3MEpPOB ONTOBLIX HAA0aBOK W (WMJIM) pa3MEpPOB PO3HUYHBIX HAI0ABOK, HE IPEBBHINIAIOIINX
COOTBETCTBEHHO Pa3MEpPOB MPEEIbHBIX ONTOBLIX HAJA0ABOK U (MJIU) pa3MepoB MpeleabHbIX PO3HUYHBIX
HaJ0aBOK, YCTAaHOBIICHHBIX B cyOBekTe Poccuiickoit denepanuu.

(B pen. ®enepanpHoro 3akona ot 08.08.2024 N 323-03)

3. Opranuzamusi U OCYIIECTBICHHE PETHMOHAJIBLHOTO TOCYJApPCTBEHHOTO KOHTpOJIS (Haa30pa) 3a
NPUMEHEHHEM [ICH Ha JIEKapCTBEHHBIE MpenapaThl, BKIIOYEHHBIE B IEpeUeHb )KU3HEHHO HEOOXOIUMBIX U
BaYKHEHIINX JIEKApCTBEHHBIX IIpenapaTos, perynupytorcs denepanbubiM 3akoHoM oT 31 uronst 2020 roga
N 248-®3 "O rocynapcTBEHHOM KOHTpoje (HaA30pe) W MYHULUNATIBLHOM KOHTposie B Poccuiickoii
Oenepanyn".

4, TTonoxxeHnue o PEruoHaJIbHOM TOCYyAapCTBCHHOM KOHTPOJIC (HaHBOpC) 3a IIPUMCHCHHUEM IICH Ha
JICKApCTBCHHBIC IIpCrapaTbl, BKIIOYCHHBIC B TICPCUYCHb KWU3HCHHO H606XOI[I/IMI)IX M BaXHEHUIIUX
JICKApCTBCHHBIX NPCNIapaTOB, YTBCPIKAACTCSA BBICIIUM HCIIOJHUTCIIbBHBIM OPraHOM CY6I>6KT3 Poccuiickoit
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denepauuu.
(B pen. denepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

Cratba 9.4. ®epepanbHbil roCcyfapCTBEHHbIN  JIMLEH3NOHHbIA  KOHTPOIb
AeATeNbHOCTUN NO NPOU3BOACTBY NIeKapCTBEHHbIX CPeACTB

(BBeneHna PenepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. ®enepanbHbIil rOCyAapCTBEHHBIM JMIECH3UOHHBIM KOHTPOJb IEATEIBHOCTH IO IPOU3BOICTBY
JIEKapCTBEHHBIX CPEJICTB OCYIIECTBISETCS (enepalibHbIMU OpraHaMH HCIIOJIHUTENbHOM  BIIACTH,
ynosHoMoueHHbIMU [IpaButensctBoM Poccuiickon ®@enepanuu.

2. @enepanbHblil TOCYJApCTBEHHBIN JUIEH3MOHHBIA KOHTPOJIb AESITEIbHOCTH IO IMPOU3BOJCTBY
JIEKapCTBEHHBIX CPEJICTB OCYLIECTBISAETCS B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM oT 4 Mas 2011 roxa
N 99-®3 "O nureH3upoBaHUN OTAEIBHBIX BHIOB AesTelbHOCTH" 1 DenepanbHbIM 3aKOHOM OT 31 uions
2020 roma N 248-®@3 "O rocyaapcTBEHHOM KOHTpoje (Haa30pe) M MYHUIMIAIBLHOM KOHTpOJIE B
Poccuiickoit ®enepannu". B pamkax denepanbHOro rocyJapCTBEHHOTO JIUIEH3UOHHOTO KOHTPOJIS
NESTeIbHOCTH IO TPOU3BOACTBY JICKAPCTBEHHBIX CPEACTB IUIAHOBBIE KOHTPOJbHBIE (HAA30pHBIC)
MEpPOIPUATHST HE MPOBOJATCS, NMPU STOM IPOBOAMUTCA NEPUOAMYECKOE IMOATBEPIKICHHUE COOTBETCTBUS
JIMIIEH3UATOB JIMLEH3UOHHBIM TpeOOBaHUAM B cOOTBeTCTBUU ¢ PDenepanbHbIM 3akoHOM OT 4 Mas 2011
roga N 99-®3 "O nuueH3upoBaHUM OTAEIbHBIX BUIOB ACSITEIBHOCTH" .

Mnasa 5. PASPABOTKA, OKITMHUYECKUE UCCNEOOBAHUA
NNEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB ANnA BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapCcTBeHHbIX CpeacTB

1. Pa3paboTka JeKapCTBEHHBIX CPEACTB BKIIOYACT B ce0s IMOWCK HOBBIX (PapMaKOIOTHICCKH
aKTHBHBIX BEIIECTB, IOCJIEAYIOIIee H3yuYeHHEe UX JIeKapCTBEHHbIX CBOWCTB, JOKJIMHHUYECKUE
WCCIICZIOBAHMs, Pa3pabOTKy TEXHOJIOTUH MPOM3BOJACTBA (hapMaleBTHUECKUX CyOCTaHIWH, pa3paboTKy
COCTaBOB M TEXHOJIOI'U IPOU3BOJICTBA JEKAPCTBEHHBIX MpenapaToB.

2. ®uHaHCOBOE O0eCTIcUeHNE pa3padOTKH JIEKAPCTBECHHBIX CPEICTB OCYIIECTBIISICTCS 32 CUCT:
1) cpenctB denepanbHOroO OOIKETA;
2) cpeacTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CpelICTB IPOU3BOAUTENEH JIeKapCTBEHHBIX CpeAcTB npu BBINTOJIHEHUN
HAy4HO-UCCIIE0BATENbCKUX paboT MO JOrOBOPY MEXAy pa3pabOTUMKOM JIEKAPCTBEHHBIX CPEICTB U
IIPOM3BOJIUTENIEM JIEKAPCTBEHHBIX CPEJICTB;

4) MHBIX HE 3aIpPELIEHHBIX 3aKOHOaTeNIbcTBOM Poccuiickoit denepanyivi HICTOUHUKOB.

3. HpaBa p33pa60T‘lI/IKa JICKAPCTBCHHOT'O CPCACTBA OXPAHAIOTCA I'PAKIAHCKHUM 3aKOHOAATCIBCTBOM.

Cratba 11. [JOKNUHMYECKOEe MUcCCrefoBaHUe JeKapCTBEHHOro cpeacrtea Ans
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MeaAULUUHCKOro npuMmeHeHusA

1. JlokIuHHYECKOE HCCIEeOBaHUE JICKAPCTBEHHOTO CPENCTBA JIi MEIUIIMHCKOTO NpPUMEHEHHUS
NPOBOAWTCS IyTeM NPUMEHEHHS HAyYHBIX METOJOB OLEHOK B MENAX MOIyYeHHs J0Ka3aTelbCTB
6e30macHOCTH, KauecTBa 1 3((PEKTUBHOCTH JICKAPCTBEHHOT'O CPE/ICTBA.

2. JIOKIMHUYECKOE HCCIEIOBAaHUE JICKAPCTBEHHOTO CPEJCTBA JUISI MEIUIMHCKOTO MPUMEHEHHS
MPOBOANTCS B COOTBETCTBUU C TMpaBWJIAMH HaJUIekKallel 1ab0opaTOpHOW MPAKTUKU, YTBEP KICHHBIMH
EBpa3niickoil 3KOHOMHYECKON KOMUCCHEN.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

3. Jlnst opraHu3anuu U MpoBeeHUs TOKIMHUYECKOTO UCCIIEIOBAHUS JICKAPCTBEHHOTO CPEACTBA JIs
MEIUIIMHCKOTO TPUMEHEHUs pa3pabOTUMKH JIEKAPCTBEHHBIX CPEJICTB BIpaBe MPUBJICKATh HAy4YHBIC
OopraHu3anuu, o0pa3oBaTeIbHbIE OPraHU3ALUN BBICIIETO 00PAa30BaHUs U MHBIC OpraHU3aIlud, UMEIOIINe
HEOOXOMUMYI0  MaTepHUaTbHO-TEXHMYECKYI0 0asy M KBaJU(UIMPOBAHHBIX  CIEHIUAINCTOB B
COOTBETCTBYIOIICH 00JIACTH HCCIIEIOBAHUS.

(uacts 3 B pen. @enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

4, ,Z[OKJ'II/IHI/I‘-ICCKOG HCCIICOOBAHUC JICKAPCTBCHHOI'O CpeACTBa I MCAUIMHCKOI'O IMPUMCHCHUA
MMpOBOAUTCA IIO0 YTBCPXKIACHHOMY pa3pa6OT‘{I/IKOM JICKAPCTBCHHOTO CPCEACTBA IIJIaHYy C BCIACHUCM
IMPOTOKOJIA 3TOr0 MCCICAOBAHUA M COCTABJICHHEM OTYCTA, B KOTOPOM COACPIKATCA PE3YyJIbTATbl 3TOIO
HCCIICAOBaHUMA MW 3aKIIOYCHUC (6] BO3MOJXHOCTH  HPOBCACHHUA  KIIMHUYCCKOTO  HCCICAOBAHUA
JICKApCTBCHHOT'O IperapaTta AJid MEAUINHCKOTIO NPpUMCHCHM.

5. [IpoBenenue mpoBepok COOMIOACHUS MPABUI HaAJexKalel 1a00paTOpHON MPAKTUKH U TPaBOBBIX
HOPM HCIIOJIb30BaHUsl JKMBOTHBIX TPH IPOBEICHUU JOKIMHUYCCKHX HCCIICIOBAHUA JICKAPCTBCHHBIX
CPEICTB Al MEAMIIMHCKOTO MPUMEHEHHUs OCYIIECTBISCTCS YIMOJTHOMOUYEHHBIM (peiepalbHbIM OpraHOM
HWCIIOTHUTEIbHOM BIIACTH.

(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-03)

6. Pe3ynbraThl JOKIMHUYECKOTO WCCIICOBAHMS JICKAPCTBEHHOTO CPEACTBA I MEIHIIMHCKOTO
NPUMEHEHHST MOTYT OBITh TPEICTABJICHBI B YIOJHOMOYCHHBIN (elepalibHbIi OpraH HMCIOJHUTEIBHON
BJIACTH B YCTAHOBJICHHOM TOPSIIKE B IEJISIX PETUCTPAIINH JICKAPCTBEHHOTO Mpernapara.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

Cratba 12. [oknuMHuYeckoe wuccriegoBaHUE JeKapCTBEHHOro cpeacrtBa M
KNMMHMYECKOe wuccreaoBaHWe JfieKapCTBEHHOro npenapata Ans  BeTepUHapHOro
npUMeHeHus

1. Z[OKJ'II/IHI/I‘IGCKOG HCCIICAOBAHUC JICKAPCTBCHHOI'O CpCACTBA JIsI BCTCPUHAPHOI'O IMPUMCHCHUA
MMPOBOAUTCA IMYTEM HNPUMCHCHHA HAYYHBIX MCTOAOB OICHOK B MHOCIAX IOJIYYCHHA OOKAa3aTCIbCTB
6630HaCHOCTI/I, KadycCTBa U 9(1)(1)6KTI/IBHOCTI/I JICKAPCTBCHHOTO CPEACTBA, B TOM YUCIIC OIPCACIICHUA CPOKaA
€TI0 BBIBCACHUA U3 OPraHu3Ma XKMBOTHOI'O, B LEIAX oOecneyeHns OC30IaCHOCTH MNpoAyKIUH JKUBOTHOI'O
MPOUCXOKACHUA TTOCJIC NTPUMEHCHUS COOTBCTCTBYIOLICTO JICKAPCTBCHHOI'O IIpCIIapara.

2. I[OKJ'II/IHI/I‘ICCKOG HCCIICOAOBAHUEC JICKAPCTBCHHOIO CpeACTBA MW KIMHUYCCKOC MCCICIOBAHUC
JICKApCTBCHHOT'O IIpCliapaTa IAJId BCTCPUHAPHOI'O IPHUMCHCHUSA, HCCIICAOBAHUC OMOSKBUBAJIEHTHOCTH
YKa3aHHOTO JICKaAPCTBCHHOI'O IIpfrapara MpoBOAATCA B COOTBCTCTBUH C IIpaBUJIaMH, YTBCPKICHHBIMU
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YIOOJIHOMOYCHHBIM (I)eﬂepaHLHBIM OopraHomM HMCIOTHUTEILHOM BIIACTH.

3. JIOKJIIMHHUYECKOE HCCICNOBAHUE JIEKAPCTBEHHOIO CpPEACTBA M KJIMHHYECKOE MCCIEIOBAHNE
JIEKapCTBEHHOI'O IIpernapaTa JUlsi BETEPUHAPHOIO IPUMEHEHHUS NPOBOAATCA 110 YTBEPKICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CpEICTBA IUIAaHY C BEAECHUEM IPOTOKOJIOB 3TUX HCCIEIOBAaHUN MU
COCTaBJIEHUEM OTYETOB, B KOTOPBIX COAEPKATCS PE3YJIBTAThI ITUX UCCIEIOBaHUM.

4. JIns opraHu3alMy U NMPOBEJNEHUS JOKIMHUYECKOTO HCCIEeI0BaHUS JIEKAPCTBEHHOI'O CPEJICTBA U
KIIMHUYECKOT'O UCCIIEI0BaHMS JICKAPCTBEHHOTO Mperapara JJisi BETEPHHAPHOT0 MPUMEHEHUS pa3paboTuuK
JIEKapCTBEHHOI'O  CPEJICTBAa  MOXET  MpPUBJIEKAaTh  OpPraHM3alMM, UMEIOUIME  HEO0OXOIUMYIO
MaTepHaIbHO-TEXHUUECKYI0 0a3y U KBaJM(UIMPOBAHHBIX CHELHMATMCTOB B COOTBETCTBYIOIIEH 001acTH
UCCIICIOBAHMS.

5. Knuauueckue HUCCIICAOBAaHUA JICKAPCTBCHHBIX IMPEIApaTOB JII BETCPHUHAPHOI'O IMNPUMCHCHUA
MMPpOBOAATCA B BCTCPUHAPHBIX OpraHU3aliuaX W B OpraHu3alusax, OCYHICCTBIAIOIMIUX Pa3BCACHUC,
BbIpalllTUBaAHUEC U COLACPIKAHUC KUBOTHBIX, B ICJIAX:

1) ycTaHOBIIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX IPETIapaTOB 3/10POBBIMH KUBOTHBIMU;

2) mombopa ONTHUMANBHBIX JO3MPOBOK JIGKAPCTBEHHBIX IMPEMapaToB M Kypca JIEYEHHUS Ha
KOHKPETHOM TPYIITE KUBOTHBIX C OMPE/ICICHHBIM 3a00JICBAHUEM;

3) ycraHOBiIeHHUs 6€30MacCHOCTH U 3((HEKTUBHOCTH JIEKAPCTBEHHOIO IIpernapara, NpeHa3HaueHHOTO
ISl JICYCHUST ONPECTICHHBIX 3a00JIeBaHUI KUBOTHBIX, MU 3()(HEKTUBHOCTH JICKAPCTBEHHOTO Iperapara
U1 TPO(UIAKTUKY 3a00JIeBaHUH 310pPOBBIX KHBOTHBIX;

4) wn3y4yeHHs] BO3MOXKHOCTEH pACIIMPEHUs IOKa3aHWNW K MPUMEHEHUIO 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOT'O MpenapaTa 1 BbISBICHUS PaHee HEU3BECTHBIX MOOOUHBIX JIEHCTBUH.

6. KnuHuueckoe wuccieqoBaHHME JIEKapCTBEHHOI'O Ipernapara JUisi BETEpMHAPHOIO NPUMEHEHUs
OCYILECTBIISICTCS 32 CUET CPEACTB Pa3pabOTUMKa JIEKAPCTBEHHOTO CPE/ICTBA.

7. Otuerl O pe3ylbTaTaXx JOKIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOI'O CpEICTBAa U
KIIMHUYECKOTO  HCCJIEOBAaHUSl  JICKAPCTBEHHOTO Tperapara Uil BETEPUHAPHOTO  MPUMEHEHHS
COCTaBJISIIOTCA pa3pabOTUMKOM JIEKAPCTBEHHOT'O CpEACTBA C YYETOM 3aKJIIOUEHUIl OpraHusaluii,
MPUHUMABIINX YYacTHE B OPraHU3aIMH U MTPOBEICHUH 3TUX UCCIEAOBaHUN.

8. KoHTposipb 3a mnpoBeAeHHEM JOKIMHUYECKUX MCCIEAOBAaHUN JIEKApCTBEHHBIX CPEJICTB U
KJIMHUYECKUX  MCCIEOBAaHUN  JIGKAPCTBEHHBIX IpEnapaToB s BETEPUHAPHOIO NPUMEHEHUS
OCYIIECTBIISICTCS YIIOJTHOMOYCHHBIM (heZiepalbHbIM OPTaHOM HCTIOTHUTEIILHOW BIACTH.

Masa 6. OCYWECTBIEHUE FOCYOAPCTBEHHON PETUCTPALIUWN,
PET’MCTPAUUUN NEKAPCTBEHHbIX NMPEMNAPATOB
(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

[Ipumeuanue.
[lo 3asBnenusiM, nomanHbiM g0 01.01.2021, nexapcTBeHHblEe mpenaparbl A MEAUIMHCKOIO

CrpaHuua 30 u3 162



®epepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pea. oT 26.12.2024)

MIPUMEHEHUS PETUCTPUPYIOTCS B COOTBETCTBUHU C TpeOoBaHUsAMH, AeiicTBoBaBmumu 10 30.01.2024. O
MPUBEJICHUU B cOOTBeTCTBHE ¢ akTaMu EADC Takux u paHee 3aperucTpUpPOBAHHBIX MPENAPATOB CM.
@3 o1 30.01.2024 N 1-D3.

Cratba 13. [locypnapcTBeHHas peructpauusi, perucTpaumsi JeKapCTBEHHbIX
npenapaTtoB
(B pen. @enepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B Poccuiickoit ®enepaunn [I0MyCKalOTCS NPOU3BOACTBO, XPAaHEHUE, IIEpPEBO3KAa, BBO3 B
Poccuiickyro ®@enepanuto, BbiB03 U3 Poccuiickoit denepanun, pekiiama, OTIYCK, peaau3anus, nepeaayva,
IIPUMEHEHHUE  JIEKAPCTBEHHBIX IPENapaTroB, €CIM OHU  3apEerMCTPUPOBAaHbl  YIOJIHOMOYEHHBIM
benepaibHBIM OPraHOM HCTIOJHUTENBHOM BIACTU B COOTBETCTBUU ¢ HacTosuM DenepaabHbIM 3aKOHOM
1100 B COOTBETCTBUU C aKTaMH, COCTaBIIIOIUMHE 11paBo Coro3a.

(B pen. denepanbHbix 3akoHOB OT 13.07.2015 N 241-03, ot 30.01.2024 N 1-D3)

2. I'ocynapCTBEHHOM perucTpanuy Moiexar:

1) Bce nexkapCTBEHHBIE TpeMapathl, BIEPBbIC MOJIEKAIIHE BBOAY B oOpamieHue B Poccuiickoit
denepaunu;

2) InekapcTBEHHbIE Ipenaparhbl, 3aperUCTPUPOBAHHBIE paHee, HO MPOU3BEICHHbIE B JAPYTUX
JIEKapCTBEHHBIX (pOpMax B COOTBETCTBUU C MEPEYHEM HAWMEHOBAHUH JIEKapCTBEHHBIX (OPM, B HOBOU
JO3UPOBKE MPH JOKA3aTEIbCTBE €€ KIMHNUYECKON 3HAYMMOCTH U () PEKTUBHOCTH;

3) HOBBbIE KOMOMHAIIMY 3aPETUCTPHUPOBAHHBIX paHee JEKapCTBEHHBIX MpenapaToB.

3. T'ocynmapcTBeHHAst perucTpanus JEKapCTBEHHBIX IPENapaToB OCYIIECTBISIETCS 0 pe3ysibTaTaM
AKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB.
(dactb 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. 'ocynapcTBeHHasl perucTpanys JeKapCTBEHHOTO MpenapaTa OCyIIeCTBISIETCS COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM (eIepabHBIM OPTaHOM HCIOJHHUTEIBHON BIACTH B CPOK, HE IMPEBBIMIAIONINNA CTa
HIECTUAECATH paboyux JHEH co JHS NPUHATHS 3asiBICHUA O TOCYAAPCTBEHHOM pErucTpanuu
JIEKapCTBEHHOI'O MpernapaTa sl MEAUIIMHCKOIO IPUMEHEHHUS, U B CPOK, HE IPEBBIIIAIOIINN CTa ABaILATH
pabounx JHEH co AHA TNPHUHATUS 3adBJICHUS O TOCYJApCTBEHHOM PpEerucTpaluu JIeKapCTBEHHOI'O
npernapaTa Juisi BETEpUHAPHOT0 MPUMEHEHUS. B yKa3aHHBIN CpOK BKJIIOYAETCSI BpeMs, HEOOXOIUMOE ISl
MOBTOPHOTO TMPOBEIEHUS SKCIEPTU3bl JIEKAPCTBEHHOIO CPEJACTBA B COOTBETCTBMM CO cTaTheil 25
Hacrosero denepanbHoro 3akoHa. Cpok rocyAapCTBEHHOW PErucTpaluy JEKapCTBEHHOIO Ipenapara
UCUHCIISIETCS CO JIHA TNPUHATHS COOTBETCTBYIOIIMM YIIOJHOMOUYEHHBIM (ellepajbHbIM OpraHoM
UCIIOJIHUTENIbHOM  BJIaCTH  COOTBETCTBYIOILETO  3asiBICHHUS O TOCYJApCTBEHHON  peructpanuu
JIEKapCTBEHHOTO Ipernapara ¢ MPHIOKEHHEM HEOOXOJUMBIX JIOKYMEHTOB IO JIeHb BbIJaud
PErUCTPALIMIOHHOIO YIOCTOBEPEHMS JIEKapCTBEHHOT O TpenapaTa. Bpemsi, HeoOxoauMoe Uil HalpaBIeHUs
YIIOJIHOMOYEHHBIM  (heZiepalibHbIM OpPraHOM MCIIOJHUTEIBHOM BIIACTH 3ampoca O IPeACTaBICHUU
HEOOXOIMMBIX MAaTEPUATIOB U MIPEICTABICHHS 3asSBUTENIEM OTBETA HA JAHHBIM 3alIPOC B COOTBETCTBHHU CO
crtatbsiMu 16, 19 u 23 nHactosiero ®eaepanbHOrO 3aKOHA, HE YUYUTBHIBAETCS NPU HMCUUCIECHUU CpPOKa
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rOCy/IapCTBEHHOW PETUCTPAIINH JICKAPCTBEHHOTO Mpernapara.
(B pen. Denepanbraoro 3akoHa ot 30.01.2024 N 1-D3)

5. 'ocynapcTBEHHOM pEruCTpaLvy HE IMOJIEXKAT:

1) nekapCTBEHHBIC NperapaThl, W3TOTOBJICHHBIC aNTCUYHBIMH OPTraHU3alMSIMH, BETCPUHAPHBIMH
anTeUYHBIMH OPTaHU3AIMSIMY, WHIWBUIYATbHBIMHA MPEANPUHAMATEISIMHA, KOTOPbIE UMEIOT JHUICH3UIO Ha
(dapMareBTHYECKYIO JCSITeILHOCT, IO pEIenTaM Ha JIGKAPCTBEHHBIC IpernapaThl W TPeOOBAHHSIM
MEIUIIMHCKUX OpraHW3aluii, BETEPUHAPHBIX OpraHU3alMil WIM OpraHu3alil (MHIUBUAYATHHBIX
MPEIPUHUMATEIICH ), OCYIIIECTBISIONNX Pa3Be/ICHUE, BRIPAIIUBAHUE U COACPKAHKIE KUBOTHBIX;

(B pen. ®enepanpHoro 3akona ot 30.12.2021 N 463-03)

2) JIeKapCTBEHHBIC TIPENaparThl, MPUOOpEeTeHHbIC (U3MYSCKUMU JINIIAMU 3a TpeaenamMu Poccuiickoit
denepauny U NpeIHA3HAYCHHBIE I JIMYHOTIO UCTIOJIb30BAHUS;

3) nekapcTBeHHBIE TIpenapathl, BBO3UMbIe B Poccuiickyro denepanuio st OKa3aHUsI MEIUIIMHCKOMN
MOMOIIM O KU3HEHHBIM MOKa3aHMSIM KOHKPETHOTO MAallMeHTa Ha OCHOBAaHUHU Pa3pPEILICHUS, BbIIAHHOIO
YIIOJITHOMOYEHHBIM (PeiepaIbHbIM OPraHOM MCTIOJHUTEIHLHOM BIIACTH;

4) JICKApCTBCHHBIC CpCACTBA, BBO3UMBLIC B POCCHﬁCKym d)ezlepaumo Ha OCHOBAaHHMH BBIJAHHOI'O
YIOOJIHOMOYCHHBIM (bezlepam)HHM OopraHom HCIIOJIHUTEILHOM BIIACTH paspCiCcHrud U NPCAHASHAYCHHBIC
AJIL OPOBCACHUS KIMHUYCCKUX PICCJ'IC,I[OBB.HPII’I JICKApCTBCHHBIX MPCIapaToB U (I/IJ'II/I) IMPOBCACHU A
OKCIICPTU3LI JICKAPCTBCHHBIX CpCacCTB JJIA OCYHICCTBJICHUA FOCYI[apCTBGHHOfI perucTpanmuun
JICKApCTBCHHBIX ITPCIIAPATOB;

5) dbapmaneBTHUecKue CyOCTaHIINM;

6) pa,Z[I/IO(l)apMaI_ICBTI/IquKI/Ie JICKApPCTBCHHBIC IMpEMapaTbl, HU3TOTOBJICHHBIC HCENOCPCACTBCHHO B
MCIUIMHCKUX OpraHu3alnudax B IMOPAAKE, YCTAHOBJICHHOM YIIOJHOMOYCHHBIM q)eI[epaJ'IBHI)IM OopraHomMm
HUCIOJIHUTEIbHOM BJIaCTH,

7) nekapCTBEHHBIE MTpenapaThl, IPOU3BOAUMBIE JJIsl IKCIIOPTA;

8) OMOTEeXHOJIIOTMYECKUE JIEKapCTBEHHBIC TMpenaparbl, MNpeAHA3HAUYCHHBIE [JIs1 TPUMEHEHUs B
COOTBETCTBUU C WHAMBUIYAJIbHBIM MEIULIMHCKHUM HA3HAYCHUEM M CIEIUAJIbHO H3FOTOBJIEHHBIE IS
KOHKPETHOI'O MallM€HTa HEMOCPEICTBEHHO B MEUIIMHCKOW OPraHU3allii, B KOTOPOl IPUMEHSETCS TaKOU
OMOTEXHOJIOTMUSCKUN  JICKAPCTBCHHBIA IpernapaT, HWMEIONMEe B CBOEM COCTaBE COCIUHCHUSI,
CUHTE3MPOBAHHBIE MO pe3yJIbTaTaM F€HETUYECKUX UCCIIEAOBAHUIN MaTepHalia, OJIy4YeHHOr O OT MalMeHTa,
JUISS  KOTOPOTO HW3TOTOBJICH TaKOH OWOTEXHOJOTWYCCKUN JIEKapCTBCHHBIM mpemnapar. [lepedcHb
MEIUIIMHCKUX OpPTaHU3alUN, UMEIOIINX MIPABO M3TOTABIMBATh U MPUMEHSTh TaKue OMOTEXHOJIOTHYECKHE
JIEKapCTBEHHBIEC Tpemnapatsl, yrBepxkaaercs [IpaButensctBom Poccuiickoit @enepaunn. Paspenienue Ha
MPUMEHEHHE TaKUX OMOTEXHOJOTHMYECKHX JIEKapCTBEHHBIX IPEMapaToOB BBIAACTCA YIMOJTHOMOUYEHHBIM
denepaabHBIM OpPraHOM WCIIOTHHUTEIBHOW BJIACTH B TIOPSIKE, YyCTaHABIMBacMOM [IpaBHTEILCTBOM
Poccuiickoit ®enepauuu. I[lopsamox oOpamieHus TakuxX OHOTEXHOJOTHYECKHX —JIEKaPCTBEHHBIX
MPENapaToB, BKIKOYas MOPAJOK UX M3TOTOBIICHUS, MPOBEICHUS SKCIEPTU3BI, OCYLIECTBICHUS KOHTPOJIS
KauecTBa TaKWX OHOTEXHOJOTMYECKHX JICKapCTBEHHBIX MpEenapaTtoB, NPUMEHEHUs, XpaHEHUs,
TPAHCIIOPTUPOBKH U YTWIM3AIMUA TAaKUX OMOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX TMPEMApaToB, a TaAKKE
TpeOOBaHUS K TakUM OHOTEXHOJOTHYECKHM JICKAPCTBEHHBIM TMpenaparaM H  MEIUIIMHCKUM
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OpraHu3alMsM, WX M3rOTABJIMBAIONIUM M NPUMEHSIONIUM, YyCTaHaBiuBailoTcs [IpaBuTenbcTBOM
Poccuiickoit deneparnumu.
(n. 8 BBennen denepanbubiM 3ak0HOM OT 30.01.2024 N 1-03)

5.1. 3agBieHue O perucTpalv BOCIPOM3BEICHHOTO JIEKAPCTBEHHOrO Ipenapara  Jjist
MEIUIIMHCKOTO TIPUMEHEHHS MOXET OBITh TOJaHO B YIOJHOMOYCHHBINH (enepalbHbIi Opra
WCIIOJIHUTENIBHOW  BJACTH, OCYIIECTBIIAIOIIMI TOCYJAapCTBEHHYIO PETUCTPALMIO  JIEKAPCTBEHHBIX
MpenaparoB, MO0 UCTEYEHUH YETHIPEX JIET C JaThl TOCYAapCTBEHHOM PEruCTpalli WA PErucTpaluu
pedepeHTHOTO JIEKAPCTBEHHOTO Mperapata Jijisi MeIUIMHCKOTO IpuMeHeHus B Poccuiickoii demeparium.
(uacts 5.1 BBenena ®@enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5.2. 3asBIeHHE O pErucTpauud OHOAHAIOTOBOTO (OMOIOIOOHOT0) JIEKAPCTBEHHOTO IIperapara
(Omoananora) it MEAUIIMHCKOTO IPUMEHEHHUS MOXKET OBbITh MOJJAHO B YIOJIHOMOYEHHBIH (enepanbHbIit
OpraH WCIIOJHUTEIHHON BIIACTH, OCYIIECTBIIONINA TOCYJApCTBEHHYIO PETHCTPALMUIO JIEKAPCTBEHHBIX
IpenapaTroB JUIsi MEIUIMHCKOTO TNPUMEHEHUs, M0 MCTEYEHUH TpeX JET C JaThl IoCyJapCTBEHHOMH
pEeTUCTpaIK WK PETHCTPalny peepeHTHOTO JIEKapcTBEHHOTo npenapata B Poccuiickoit denepannu.
(uacts 5.2 BBenena OenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5.3. He pmomyckaeTcst WMCIONBb30BaHHE B KOMMEPUECKMX IENsAX HHPOpPMAIUU O pe3yibTraTax
JOKJIMHUYECKUX UCCIIEJOBAHUH JIEKApCTBEHHBIX CPEJCTB U KIMHUUYECKUX UCCIIEOBAHUN JEKapCTBEHHBIX
[IpenapaToB A MEIUIMHCKOTO NPUMEHEHUs, NPEJICTaBICHHON 3asBUTENEM Uil TOCYAapCTBEHHOU
perucTpanyy Wik perucTpaliy JeKapCTBEHHOIo mpemnapara, 0e3 ero corjiacusi B TeUeHHE LIECTH JIET C
JaThl TOCYAApCTBEHHOW PETUCTPAIlMHM HJIM PErHCTpalud pedepeHTHOro JEKapCTBEHHOTO Npenaparta B
Poccuiickoit denepanumu.

(uactp 5.3 BBereHa @enepanbHbM 3akoHOM OT 30.01.2024 N 1-D3)

6. He nomyckaercst rocy1apcTBeHHasi perucTpaLys:

1) 7nexapcTBEHHBIX IMpeNapaToB, OTIMYAIOUIMXCA JpPYr OT JApyra KauyeCTBEHHBIM COCTaBOM
JEUCTBYIOLIUX BELIECTB, 10 OAMHAKOBBIM TOPrOBbIM HAUMEHOBAHUEM;

2) OIHOTO JIEKApCTBEHHOTO Mpernapara, MPeICTaBICHHOT0 Ha TOCYIApCTBEHHYIO PETHCTPALUIO B
OTHOILICHHM OJHOTO W TOTO JK€ JEpKaTeNlss WM BJIAJENblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JICKapCTBCHHOT'O TMpermapaTa B BHUAC JBYX H 0oJiee JICKQPCTBEHHBIX IPEMapaToB IO Pa3IUIHBIMHU
TOPrOBBIMH HAMMEHOBAHUSIMHU.

(. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy B SJCKTPOHHOH Qopme cyObekTa OOpalleHusl JIEKAPCTBEHHBIX CPEJICTB
COOTBCTCTBYIOIIIUM YIOOJIHOMOYCHHBIM @eaepaanHM OopraHomM HUCIIOJIHUTEILHOU BJIaCTH,
OCYIIECTBIISIONIMM TOCYJJAPCTBCHHYIO PETHCTPAIUIO JIEKAPCTBEHHBIX MPENapaToB, B YCTAHOBJICHHOM UM
MOPSIIKE OCYIIECTRISICTCS HAYYHOE KOHCYJIBTHPOBAHUE IO BOMPOCAM, CBSI3aHHBIM C TPOBEIACHHEM
JTOKITMHHYECKUX UCCIICTOBAHMM, KIMHUYCCKUX HCCIICIOBAHUMN JIGKAPCTBEHHBIX MPENapaToB, SKCIIEPTU3HI
KauecTBa JICKAPCTBCHHBIX  CPEACTB, dJ(PQPEKTUBHOCTH U  OE30MACHOCTH, C OCYIIECTBICHHEM
rOCYJJapCTBEHHON PErHCTPallMU JIGKAPCTBEHHBIX TpenapaToB. KOHCYJIBTUPOBAHHE OCYIIECTBISIETCS C
npuBJedYeHHEM (elepalbHbIX TOCYJapCTBEHHBIX OIO/DKETHBIX  YUPEKACHUH, MOIBEIOMCTBEHHBIX
TaHHOMY (enepanibHOMY OpraHy HCIOJHUTEILHOW BIACTH M HE YYacTBYIOIIMX B OpraHHU3alUuU
IMPOBCACHUA 9KCIICPTU3BL KaduecTBa JICKAPCTBCHHBIX CpeacTB B oesax OCYHICCTBJIICHUA nux
rOCYJIapCTBEHHON PETUCTpaIlii B COOTBETCTBHM CO CTaThed 16 Hacrosimero depepalbHOrO 3aKOHA, B
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BUJIC OTBETA B NMUCHMEHHOH (OpME YHOIHOMOYEHHOTO (ellepaIbHOr0 OpraHa MCIOJHUTEILHON BIACTH
Ha 3anpoc. PazMep B3uMaeMon C 3aBUTENS ILIATHI ONIPEIEISCTCS B COOTBETCTBUH C 3aKOHOAATEILCTBOM
Poccuiickoit deaeparnyu 00 opraHU3alyuy MPEJOCTABICHUS TOCYIAPCTBEHHBIX U MYHUITUIAIBHBIX YCIIYT.
Nudpopmanus 00 OCYIIECTBICHUHM HAy4YHOTO KOHCYJBTUPOBaHMSA, B TOM YHUCIE CTaTbu, OO30pHI,
CIpaBOYHBIC MaTepuanbl W WHas WHpopMaIMig 00 OCYIIECTBICHHH HAYyYHOTO KOHCYJIbTHPOBAHUS,
pasmeraercd Ha OQUIMAIBLHOM CalTe YIOJHOMOUYEHHOIro (eepanbHOro OpraHa HCIOJHUTEIbHON
Biractu B cetn "HMHTepHeT" ¢ coONOaeHMEM OrpaHHYEHHH, YCTaHOBJIEHHBIX 3aKOHOIATEIBCTBOM O
MIEPCOHANBHBIX JaHHBIX, KOMMEPUECKOHN U (UJIM) FOCyAapCTBEHHOMN TailHe.

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

8. Tl'ocymapcTBeHHast perucrpanusi JEKapCTBEHHBIX MpENapaTroB, KOTOpPbHIE IMpeIHa3HAYEHbl s
IIPUMEHEHHS B YCIOBHMSX BOEHHBIX [JCHCTBHM, YpE3BBIYAWHBIX CHUTyallMd, MNpeRynpeKICHUs
Ype3BbIUANHBIX CUTYAIMid, TPOPHUIAKTHKN W JICYCHUs 3a00JIeBaHUH, MPEICTABISIONIMX OMACHOCTD IS
OKpY’KaloIIMX, 3a00J€BaHUN U TOPAKEHUH, MOTYYEHHBIX B pe3yJibTaTe BO3JCHCTBUS HEOIArompUATHBIX
XUMHAYECKHX, OMOJOTMYECKHX, PaJUallMOHHBIX (PaKTOPOB, M KOTOpPHIE pa3pabOTaHbl B TOM YHUCIE TIO
3aJJaHuI0 (heZiepalIbHBIX OpPraHOB MCIIOJHUTEIbHON BIIACTH, YIOJHOMOYEHHBIX B 00JacTH OOOpPOHBI
CTpaHbl U 0€30MaCHOCTH TOCYJapCTBa, a TAK)KE JIEKAPCTBEHHBIX CPEACTB B Cilydae WX Ae()EeKTyphl WU
pUCKa BO3HHMKHOBEHMs Je(EeKTypbl B CBSI3M C BBeJeHHEM B oTHowmeHuH Poccuiickoit depepanuu
OTPAaHUYMUTENIBHBIX MEpP JKOHOMMYECKOIO XapaKTepa OCYIIECTBISIETCS B IMOPSAKE, YCTAHOBICHHOM
[IpaBurenscTBOM Poccuiickon Penepauuu.

(B pen. ®enepanbubix 3akoHOB OT 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Cratba 14. NMpUHUMNDbI 3KCNEepTU3bl NEeKapCTBEHHbIX CpeacTB
(B pen. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1. 3KCHepTI/IBa JICKApCTBCHHBIX CPCACTB OCHOBBIBACTCA HAa IMPHUHIMIIAX 3aKOHHOCTH, C06J'IIO[[€HI/I$I
npaB Hu CBO60,Z[ YCJIOBCKAa U TpaXJaHUHA, IIpaB KPpHAWYCCKOI0 JiKId, HC3aBUCUMOCTHU JSKCIICPTa,
O6’I)GKTI/IBHOCTI/I, BCCCTOPOHHOCTU U IIOJTHOTBI HCCJIG[[OBaHI/Iﬁ, MMPOBOAMMBIX C HCIIOJIb30BAHUCM
COBPCMCHHBIX ,Z[OCTI/I)KCHI/Iﬁ HAYKH W TCXHUKH, OTBCTCTBCHHOCTU Q)ez(epanLHoro ToCy1apCTBEHHOI'O
6IOI[)K€THOFO YUPCIKACHUA 110 MPOBCACHUIO ISKCICPTU3BLI JICKAPCTBCHHBLIX CPEACTB U OKCIICPTOB 3a
MMPOBCACHUC U KaUCCTBO 3KCIICPTU3DI.

2. DKcnepTu3a JeKapCTBEHHbIX MIPENapaToB ISl MEIULMHCKOTO IPUMEHEHUS BKIIIOYAET B ce0sl:

1) skcnepTH3y JOKYMEHTOB, MPEACTABICHHBIX JUIS ONPEACNICHHS BO3MOXKHOCTH PaccMaTpHUBaTh
HeKapCTBeHHBIﬁ npemnapar ajdd MCOAUIUHCKOIO IMPUMCHCHHSA B KadYCCTBC Op(i)aHHOFO JICKAPCTBCHHOT' O
npenapara;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

2) BKCTepTU3y MPEAJIOKECHHBIX METOJOB KOHTPOJS KauecTBa JIGKAPCTBEHHOTO CPEACTBA M (WIIH)
Ka4yecTBa MPEACTABICHHBIX OOPa3LOB JIEKAPCTBEHHOTO CPEACTBA C HCIOJIb30BAaHHEM OSTHX METOAOB
(manee - sKCcHepTH3a Ka4eCTBA JIGKAPCTBEHHOTO CPE/ICTBA);

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3) OSKCcmepTH3y OTHOIICHHS OXXKHIACMOH TMOJIb3BI K BO3MOXHOMY PHCKY TpPUMEHCHHUS
JICKapCTBEHHOTO IperapaTra;
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4) sKcIepTU3y pPErucTPallMOHHOTO JIOChe Ha JICKApCTBEHHBIM MpemapaTr B IENAX ONpeesICHHs
B3aMMO3aMEHSEMOCTH JICKAPCTBEHHBIX MIPENapaToB I MEIUINHCKOTO TPUMEHEHUSL.
(. 4 BBeneH PenepanbHbIM 3ak0HOM 0T 27.12.2019 N 475-D3)

3. DkcnepTr3a JIEKapCTBEHHBIX MpPENapaToB JJIsi BETEPUHAPHOTO MPUMEHEHUs BKIIIOYaeT B cels
JKCMEPTU3Y KadyecTBa JICKAPCTBEHHOT'O CPEACTBA M HKCIEPTU3Y OTHOILICHUS OXUIAAEMOM MOJb3bl K
BO3MO>XHOMY PUCKY MPUMEHEHUS JIEKApCTBEHHOTO Mpernapara.

Cratba 15. ®depepanbHoe rocyAapCTBEHHOe OMKeTHOoe yupexaeHue no
NpPoBeAEHNIO0 IKCNEepPTU3bl NIEKapPCTBEHHbIX CPeacTB

DKcnepTu3a JIeKapCTBEHHBIX CPEACTB MPOBOAUTCA (eAepalbHBIM TOCYAapCTBEHHBIM OIOIKETHBIM
YVUPEKICHUEM COOTBETCTBYIONIETO YIOJHOMOYCHHOTO ()eIepaIbHOTO OpraHa HCIIOJIHUTEIIBHON BIIACTH,
CO3/IaHHBIM Ml 0o0OecredyeHHs] HCIONMHEHUS TOJHOMOYUN ATOro (enepaqbHOTO OpraHa Mo BbIgAYe
paspelnieHuii Ha TPOBEACHHE KIMHUYECKUX HCCIICIOBAHMM JICKAPCTBEHHBIX MpenaparoB U (WJM) IO
rOCy/IapCTBEHHOW pErucTpaluu (pPEerucTpallii) JIEKApCTBEHHBIX MIpernapaToB (fajiee - JKCHEPTHOE
yUpexIeHue).

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

[Ipumeuanue.

[Tonoxxenus ct. 16 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromqiecsi IpeI0CTaBICHUS FOC. YCIYT TIpU
oOpaleHny JIKAPCTBEHHBIX CPECTB JIJISI MEIUIMHCKOTO ¥ BETEPUHAPHOTO IPUMEHEHHS TIOCPEICTBOM
€IUHOM CHCTEeMBI U (WJIH) eTUHOTO TopTaia, mpuMenstores ¢ 01.01.2026.

Crtatba 16. OpraHusauusa npoBeAeHNA IKCNEPTU3bI NeKapCTBEHHbIX CPpeacTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DxkcnepTusza JIEKAPCTBEHHBIX CPEICTB MPOBOAUTCS KOMHUCCHUEH JKCIEPTOB SKCIEPTHOTO
YUpEeX/IEeHUs, HA3HAYECHHON €ro pyKOBOJUTENEM, Ha OCHOBAaHUMU 3aJaHUSl HAa IPOBEJICHHUE SKCIEPTU3bI
JIEKapCTBEHHOTO CPEJCTBA, BBIIAHHOTO YIOIHOMOYEHHBIM (eAepaibHbIM OPraHOM HCIIOJHUTEIBHON
BJIacTH. PykoBoaMTE b SKCIEPTHOTO YUPEKACHUS 0O0ECIeunBaeT HaAJeKallee MPOBEACHUE SKCIIEPTU3BI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUHM C 3aJaHHEM, BBIAAHHBIM YIOJTHOMOYEHHBIM (eaepanibHbIM
OpPraHOM HCITOJIHUTENBHOMN BJIACTH, U OPraHU3yeT MOJArOTOBKY CBOJHOIO 3aKJIIOUYEHUS 3TOM KoMuccuu. B
COCTaB 3TOI KOMUCCHH TIO PEUICHUIO PYKOBOAMUTENS SKCIIEPTHOTO YUPEKACHUS MOTYT OBITH BKIIIOUYCHBI B
KauyecTBE JKCIEPTOB JIMIla, HE padOTAIOINE B JAHHOM 3KCIEPTHOM YUPEKJICHUH, €CIIM UX CHEIHaIbHbIE
3HaHHUA HEOOXOJWMMBI HJsi TPOBEACHHUS OJKCHEPTU3bl U TaKue OHKCIEPThl OTCYTCTBYIOT B JIaHHOM
AKCIIEPTHOM YUPEKICHUMU.

2. DKCHepTOM IO INPOBENEHUIO DKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB SIBIISIETCA ATTECTOBAHHBIN
pabOTHUK 3KCIEPTHOTO YUPEKICHUs, KOTOPbIH MMEET BBICIIEE MEAMIIMHCKOE, (hapMaleBTHUECKOE,
OMO0JIOTNYECKOe, BETEPUHAPHOE WIIM XUMHUECKOe 00pa30BaHUE U MPOBOAMUT SKCIEPTU3Y JIEKAPCTBEHHBIX
CPEJCTB B MOPSAKE UCIIOIHEHHS CBOMX JOJIKHOCTHBIX 0053aHHOCTEH (Hasiee - SKCIepT).

3. Ilpu mpoBeAE€HUH SKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB SKCIEPT HE MOXET HaXOIUThCS B
KaKoW-1nO0 3aBHCHMOCTH OT JIMIIA, HA3HAYMBIIErO 3Ty SKCHEPTH3Yy, pa3paboTyhKa JIEKapCTBEHHOI'O
CpeACTBa WU IPYT'HX 3aMHTEPECOBAHHBIX B Pe3yJIbTaTaX SKCIEPTU3bI JIUII.
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4. Ilpu mnpoBeOEeHMM OSKCIEPTHU3Bl JICKAPCTBEHHBIX CPEACTB HE JOMYCKAeTCsl HCTpeOOoBaHUE
AKCIIEPTOM Y 3asiBUTENs MO0 MHBIX JIUL MaTepUaOB, HEOOXOAUMBIX AJISl MPOBEACHUS IKCHEpTU3bl. B
cllydyae HEIOCTaTOYHOCTH TPEACTABICHHBIX JKCIEPTY MaTepUAIOB B JIMUHBIA KaOWMHET 3asBUTENS B
€IMHOM TOCYJapCTBEHHOW HMH(POPMAIMOHHON cucTeMe B cdepe 3apaBooxpaHeHUs (manee - eauHas
chucTeMa) OHKCHEPTHBIM YUYPEKICHHEM HAIpaBiseTcsd 3ampoc O MPEJICTaBICHHM HEOOXOIUMBIX
MaTepUajIoB, MOJMUCAHHBIA PYKOBOIUTENEM (YMOJHOMOYEHHBIM JIMIIOM) 3KCHEPTHOTO YUPEXKIEHUS C
MCTIOJIb30BAHUEM YCHIICHHON KBAIU(UITUPOBAHHOMN 3JI€KTPOHHON MOIHCH.

(dactpb 4 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. 3asBuTenb 00513aH HANIPABUTH B JIMYHBINA KAOMHET 3KCIIEPTHOTO YUPEKICHHUS B €JMHON cucTeMe
MOJNMCAHHBIA YCUJICHHON KBaJIU(PUIIMPOBAHHON 3JIEKTPOHHOM MOANMCHIO OTBET HA 3aIPOC IKCIEPTHOTO
YUPEXKACHUS B CPOK, HE IMPEBBIMIAIONINN AEBSIHOCTa pabO4YMX THEW CO JIHS TMOJyYeHHUs! SKCHEPTHBIM
YUpPEKICHUEM JJIEKTPOHHOIO YBEIOMIIEHMS O IIOJIyYEHUHM 3asBUTENEM 3ampoca. Bpems co naHs
HaNpaBJICHUsl SKCIEPTHBIM YUPEKICHUEM B JIMUHBIM KaOWHET 3asBUTENs B €IMHOU CHUCTEME 3ampoca O
MIPEJICTABICHUH JONOJHUTENBHBIX MAaTepHaIOB JI0 JHS HANpPaBJICHUS 3asBUTEJIEM B JIMYHBIN KaOWMHET
9KCIIEPTHOTO YUPEXKACHUS B €AMHON CUCTEME OTBETA HA 3aIIPOC HE YUUTHIBACTCS IIPU UCUUCIIEHUN CPOKa
IIPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA.

(uacts 4.1 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

4.2. Ecimm 3asButeiieM B cOOTBeTcTBUMU ¢ 4acTbio 1.1 cratem 30 wiam yacTteio 2 crathu 34
HacTosmero deaepaabHOro 3aKOHA MPEJCTaBICHA KOMHs PEIICHUS YMOJIHOMOYEHHOTO (henepanbHOro
opraHa HCIHOJHUTEIFHON BJIACTH O TPOBEACHUHM (PapMaIeBTUYECKON HMHCIEKIMA TPOU3BOJICTBA
JIEKapCTBEHHBIX CPEACTB I MEIUIUHCKOTO MPHUMEHEHHS Ha COOTBETCTBHE TpPEOOBAHMSIM TIPaBUI
HaJUIeKAIIEH TNPOU3BOJICTBEHHOW MPAKTUKH EBPa3suiiCKOr0 HKOHOMHYECKOTO CO03a, JKCIEPTy 10
odopMIIeHHs pe3yIbTaTOB SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA MPEACTABISETCS KOMHUS 3aKIIOYEHHS O
COOTBETCTBUHM  TIPOU3BOIUTEINS  JICKAPCTBCHHBIX CPEJACTB TPEOOBAaHUSAM TPABWI  HAJICKAIICH
MIPOU3BOJCTBEHHON MPAKTUKH, BBIJAHHOTO YIOTHOMOYEHHBIM (efepatbHbIM OPraHOM UCTIOTHUTEIHHOM
BJIACTH, WM KONUS CepTU(UKATa COOTBETCTBUS IPOM3BOJMUTENIS JICKAPCTBECHHBIX CPEJACTB  JUIS
MEIUIIMHCKOTO TPHUMEHEHUsS TpeOOBaHMSIM TMpaBWJI HaJJIeXKalled MPOU3BOACTBEHHON MPAKTUKH
EBpa3uiickoro 5KOHOMHUYECKOTO COHO3A.

(uacts 4.2 B pea. @eaepanbHoro 3akona ot 30.01.2024 N 1-03)

4.3. 3asBuUTenb 00513aH HANIPABHUTH B JIMYHBIA KAOMHET SKCIIEPTHOTO YUPEKICHHS B SJMHON CHCTEME
KOIMIO 3aKJIIOUYEHUS WIN KONMIO cepTH(UKaTa, yKa3aHHbIX B 4acTH 4.2 HACTOsAIIEH CTaTbU, B CPOK, HE
MPEBBILIAIONINI CTa BOCBMHUAECATH pabOuMX AHEW €O JHSA IMOJIyYEHHS SKCIEPTHBIM YUYPEKICHUEM
JIEKTPOHHOTO  YBEJAOMJIEHUS O  TOJIy4€HUM  3asiBUTENEM  MOJNMCAHHOIO  PYKOBOJAUTENEM
(YIOJIHOMOYEHHBIM ~ JIMLIOM)  JKCHEPTHOTO  YUYPEXKJIEHUS  C  HCIOJIb30BAaHHUEM  YCHJIEHHOU
KBAJM(HUIMPOBAHHON 3JIEKTPOHHOW MOAMUCH 3ampoca O IMPeloCTaBICHUU JOKyMeHTa. Bpems co nHs
HAIpPAaBJICHUSI HKCIIEPTHBIM YUPEKACHUEM 3alpoca B JUYHbBIN KaOMHET 3asBUTENS B €UHON CHUCTEME 0
JIHSI HalIpaBJICHUs 3asBUTEJIEM B JIMYHBIM KaOMHET SKCHEPTHOIO YUPEXAECHUS B €IMHON CHCTEME KOIUHU
3aKITIOYCHUST MM KOTIMU cepTu(UKaTa, yKa3aHHBIX B 4acTH 4.2 HACTOSIIEH CTaThH, HE YUYUTBHIBACTCS TPU
MCUHCIIEHUH CPOKA IPOBEIECHUS IKCIIEPTU3bI JIEKAPCTBEHHOI'O CPE/ICTBA.

(dactpb 4.3 B pen. Denepanpuoro 3akona ot 30.01.2024 N 1-03)

5. DkcnepT mnpu NpPOBEIEHUM TMOPYYEHHOW €My PpYKOBOAMTEIEM SKCIEPTHOTO YUPEKICHUS
HKCHEPTHU3BI JIEKAPCTBEHHOI'O CPEACTBA 00s3aH:

1) IMPOBECTH IIOJIHOC HCCICAOBAHUC TMPCACTABICHHBIX CMY O6I>€KTOB, MaTepruajlIoB, HOaTb
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000CHOBaHHOE H OOBEKTHBHOE 3aKIIOYEHUE [0 TIOCTABICHHBIM TIEpell HUM BOIPOCAM WM
MOTHUBHUPOBAHHOE 3aKIIOYEHHE O HEBO3MOXXHOCTH TMPOBEJACHUS WM OKCIEPTU3Bl JIEKAPCTBEHHOTO
CpPEJICTBA, €CJIH TIOCTABJICHHBIE BOMPOCKHI BBIXOMAT 32 MPEAebl CIICUaIbHBIX 3HAHUN SKCTIEpPTa, O0BEKTHI
WCCTIEOBAaHUN U MaTepHalibl HEMPUTOIHBI WJIM HEAOCTATOYHBI /I MIPOBEICHHS WCCICIOBAaHUN U Ja4d
3aKJIFOUEHUs] JIUOO COBPEMEHHBIN YpOBEHBb Pa3BUTHs HAyKW HE IMO3BOJISIET OTBETUTh HA MOCTABIICHHBIC
BOIIPOCHI;

2) He pasrialaTh CBEICHMS, KOTOPbIE CTAIM €MY HU3BECTHBI B CBSI3U C IPOBEAECHUEM JKCIIEPTH3BI
JIEKapCTBEHHOT'O CPEJCTBA, a TaKiKE CBEACHUS, COCTABIIAIONIUE I'OCYJAPCTBEHHYI0, KOMMEPUECKYIO WIIH
MHYIO OXPaHsEMYIO 3aKOHOM TaiiHy;

3) obecnieunTh COXpPAHHOCTh MPEACTABICHHBIX OOBEKTOB UCCIEOBAaHUN U MAaTEPHAJIOB.
6. DKcnepT He BIIpaBe:

1) npoBOOUTH SKCHEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA MO OOpAILEHUI0 HENOCPEACTBEHHO K HEMY
OpraHu3anuii Wi GU3NYeCKux JIuil;

2) caMOCTOSITEIIEHO COOMPATh MaTepUaIbl AJIs TPOBEICHUS SKCIICPTU3HI JIEKAPCTBEHHOTO CPEJICTBA;
3) IpOBOAUTH IKCMIEPTU3Y JIEKAPCTBEHHOTO CPECTBA B KAUeCTBE HETOCYIaPCTBEHHOTO KCIIEPTA.

7. B cnaydae HeoOXOAMMOCTH OJKCHEPT BIPaBE XOJATaliCTBOBATh IEpel] PYKOBOAMUTEIEM
HKCHEPTHOTO YUPEXKIEHHs O MPUBJICUCHNUHN K IPOBEJICHHUIO SKCIIEPTU3bI JICKAPCTBEHHOI'O CPEACTBA IPYTHX
JKCIEPTOB.

8. Kaxnplil sKkcriepT, BXOAALIMA B COCTaB KOMUCCHM 3KCIIEPTOB, KOTOPOIl MOPYYEHO MpPOBEACHUE
9KCHEPTHU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO M CAMOCTOSTENIBHO IPOBOJAUT HCCIEIOBAHHUA,
OLIEHMBAET PE3YyJbTAThl, MOJYYEHHbIE UM JIMYHO U JAPYTMMM SKCHEpTaMH, U (OPMYJIHPYET BBIBOAbBI
OTHOCHTEJILHO ITOCTABJIEHHBIX BOIPOCOB B MPE/EaX CBOUX CIIEUANbHBIX 3HAHUM.

9. P €3yJIbTaThl 3KCHCPTU3BI JICKAPCTBECHHOI'O CPCACTBA O(I)OpMJ'IFIIOTCH 3aKJIIFOYCHHUECM KOMHMCCHH
OKCIICPTOB. B 3axmioyeHMH KOMHMCCHU OKCIICPTOB YKa3bIBAIOTCA TIICPCUCHDL PICCJ'ICI[OB&HI/IfI, 00BeM
IMPOBCACHHBIX KAXKABIM 3KCIICPTOM PICCJ'IC,Z[OB&HPIIZ, YCTaHOBJICHHBIC KAXKIbIM U3 HUX (1)aKTLI Hn COCIaHHBIC
B pC3yJIbTaTe I/ICCJ'IGI[OBaHI/Iﬁ BBIBOJbI. 3KCHepT, MHCHHUC KOTOPOIr0 HE COBIAAACT C pCIICHUECM KOMUCCUU
9KCIICPTOB, BIIPABC BbIPA3UTh CBOC MHCHUC B MHUCHEMEHHOMN Q)opMe, KOTOpPOC an/I06u1aeTc;1 K 3aK/IIIOYCHHUIO
KOMHCCHUH OKCIICPTOB.

10. DkcmepThl, BXONAIIME B COCTaB KOMHCCHH, MPEAYNPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJATenbCcTBOM Poccuiickoin denepanmu 3a Aady 3aKIIOUYEHUS, COIAEPKAIIETO
He00OCHOBaHHbIE MU (anbcU(PUIIMPOBAHHBIE BBIBOJIBI, O YEM OHU JAIOT MOAIMHUCKY.

11. Onpenenenne ypoBHs NpohecCUOHATBLHON MOATOTOBKH SKCIEPTOB M aTTECTAIMS WX Ha MPaBO
MIPOBEJICHUST DKCIEPTH3bI JICKAPCTBEHHBIX CPEICTB OCYIIECTBISIOTCS IKCIEPTHO-KBATH(DUKAMOHHBIMU
KOMHUCCHUSIMHU B TIOPSIZIKE, YCTAHOBJICHHOM COOTBETCTBYIOIINM YIIOJTHOMOYCHHBIM (heliepaabHbIM OPTaHOM
UCTIOJTHUTENILHOM BIacTU. YPOBEHb NMPOQPECCHOHANBHON MOATOTOBKU JKCIEPTOB MOUICKUT MEPECMOTPY
YKa3aHHBIMU KOMHUCCHSIMH HE PEKE YeM OJIUH Pa3 B ITSATH JICT.
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12. IlpaBuia TpPOBEAEHUS SKCIEPTH3Bl JIEKAPCTBEHHBIX CPEIACTB U OCOOCHHOCTH HKCHEPTH3BI
OTHENbHBIX BUJOB JIEKAPCTBEHHBIX IMpemapaToB (pedepeHTHBIX JIEKapCTBEHHBIX IPErnapaTos,
BOCIIPOU3BE/ICHHBIX JIEKAPCTBEHHBIX IPEMapaToB, OMOJOTHYECKUX JIEKAPCTBEHHBIX IPENapaToB,
O0MOaHAIOTOBBIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IMpernapaToB (O0MOAHAIOTOB), TOMEONATHUYECKHUX
JIEKapCTBEHHBIX MPETNapaToB, JEKAPCTBEHHBIX PACTHTEIBHBIX MPENapaToB, KOMOWHAIIUHN JIEKAPCTBEHHBIX
npemnapaToB), (GOpMBI 3aKIIOYEHUH KOMHUCCHHM JKCIEPTOB YCTaHABJIMBAIOTCS COOTBETCTBYIOIIMM
YIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM HCIIOTHUTETHHON BIACTH.

(uactp 12 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

[Ipumeuanue.

Ho 31.12.2025 nna npemapatoB, MNPOU3BEACHHBIX B P® B HemsiXx HMMIOPTO3aMEIICHUS,
YCTAHABJIMBAECTCA PEXKHUM  YCKOPEHHOW MPOLEAYpPbl TOCPETUCTPAllMM B  COOTBETCTBUU €
[TocranoBnenuem [IpaBurenscta PO ot 12.03.2022 N 353.

Cratba 17. Nogavya M paccMoTpeHue 3asiBrieHUs O rocyfapCTBEHHOW perucrpauuu
neKapcTBEHHOro npenapara Afnsi BeTepuHapHoOro NnpuMeHeHus

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

[Ipumeuanue.

[Tonoxenus ct. 17 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs IpeaoCTaBIECHUS TOC. YCIYT MPU
oOpalleHuu JIeKapCTBEHHBIX CPEACTB MJIi BETEPUHAPHOTO MPUMEHEHHS IOCPEICTBOM EIMHOTO
noptania, npumensitores ¢ 01.01.2026.

1. Jlns TrocymapCTBEHHOM perucTpaluu JIEKapCTBEHHOIO Ipenapara il BETEPUHApPHOTO
IPUMEHEHHUs pPa3pabOTUUK TAaKOro JIEKAPCTBEHHOrO IIpernapara WM YIHOJIHOMOYEHHOE UM JIpyroe
IOPUIMYECKOE JIMLO (Jlajiee B HACTOALICH CTaThe - 3asBUTEIIb) HANPABISIET IMOCPEACTBOM (erepaabHOi
rocyJIapCTBEHHON MH(pOpManMoOHHON crucTteMbl "EAMHBIA TOpTaa rocyJapCTBEHHBIX M MYHHUIIUITATBHBIX
yenyr (QyHkiuil)" (nanee - eAMHBINA MOPTa) B YIIOJIHOMOYEHHBIN (hefiepanbHblii OpraH UCIIOJTHUTEIBHON
BJIACTH 3asBJICHUE O TOCYJAapPCTBEHHOM PETUCTPALMM JIEKAPCTBEHHOTrO Ipernapara il BETEPUHAPHOTO
NPUMEHEHHS, TOANUCAHHOE YCHJICHHON KBaJU(UIIMPOBAHHOW HIIEKTPOHHOM TMOAIMMUCHIO, a TaKkKe
JOKYMEHTBI, U3 KOTOpBIX (OPMHUPYETCS PETUCTPALIMOHHOE JOChE Ha JICKApPCTBEHHBIN mpenapaTr Ais
BETEPUHAPHOTO IPUMEHEHMS.

(gactp 1 B pen. @enepanbaoro 3akoHa ot 30.01.2024 N 1-D3)

2. B 3asBieHUN 0 rocyJapCTBEHHOM PETMCTPAllMU JIEKAPCTBEHHOTO IIpenapaTa Jyls BETEPUHAPHOTO
IIPUMEHEHMS YKa3bIBAIOTCA:

1) HauMeHOBaHUE U aJpec 3asABUTEINS, pa3pabOTIHKa U MTPOU3BOIUTEIS JIEGKAPCTBEHHOTO Tperapara
JUIS BETEPHHAPHOTO MPHUMEHEHHS W aJpeC MeCTa OCYIISCTBICHHS IPOU3BOJICTBA JICKAPCTBESHHOTO
IpenapaTta JUisi BETEpUHAPHOIO NPUMEHEHUs (B Clydyae HaJW4Msl HECKOJIBKUX YYAaCTHHUKOB IIpolecca
MIPOM3BOICTBA HEOOXOAMMO YKa3aTh KaKI0TO U3 HUX);

2) HauMEHOBaHME JIEKAPCTBEHHOIO IpernapaTa A BETEPUHAPHOTO MPUMEHEHUS (MEKIYyHapOIHOE
HEMAaTeHTOBAHHOE, WU IPYNIIMPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);
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3) MEpCUCHDb HGﬁCTByIOH.[HX N BCIIOMOTAaTCIIbHBIX BCHICCTB, BXOAAIIHUX B COCTAB JICKAPCTBCHHOI'O
npenapara ajid BETCPUHAPHOI'0 IPUMEHCHUS, C YKa3aHUEM KOJIMYECTBA KaXKJ10I'0 U3 HUX;

4) nexapctBeHHas (opma, JTO3UPOBKA, CIIOCOOBI BBEACHUS M TNPUMEHEHHUS, CPOK T'OJHOCTH
JIEKapCTBEHHOTI'O MpenapaTta i BeTEpUHAPHOIO IPUMEHEHNS;

5) papmakoreparneBTHUECKas TPYIIIa;

6) He0OXOIMMOCTh MPUMEHEHHUSI YCKOPEHHOH MpoLeayphl 3KCIEPTU3bI JIEKApCTBEHHBIX CPEACTB B
LEJISIX TOCYIapCTBEHHON PETUCTPALINY JIEKAPCTBEHHOTO Ipenapara;

7) KOIMK TOKYMEHTOB, MOATBEPKAAIOIINX YIIJIaTy TOCY1apCTBEHHOMN MOLUUIUHBI:

a) 3a IPOBEJECHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOTO CPEICTBA M HKCHEPTU3bl OTHOLICHHS
OKUJAaeMOH I0JIb3bl K BO3MOKHOMY PUCKY MPUMEHEHHUS JIEKAPCTBEHHOTO Tpernapara Jijisi BETEpUHAPHOTO
NPUMEHEHMS IIPU €0 roCy1apCTBEHHON PEruCTpalny;

0) 3a BbAAUy PErHCTPAIIMOHHOIO YAOCTOBEPEHNUS JIEKapCTBEHHOTO Mpenapara;

8) HammuWe corjacusi, NPETyCMOTPEHHOTO 4YacThl0 7 HACTOALIEH CTaTbu, €CIM C MOMEHTa
peructpanu peepeHTHOrO JIEKAPCTBEHHOTO TpemnapaTa I BETEPHHAPHOTO IMPHUMEHEHHs MPOIIIO0
MEHee YeM IIECTh JIET.

(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PerucrtpanmoHHoe 10Che B LENSIX AKCHEPTH3bI JCKAPCTBEHHOTO Mpernapara JJisi BETCPUHAPHOTO
MPUMEHECHHS (POPMHUPYETCS U3 CICAYIONINX JOKYMEHTOB M CBEJICHUI:
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBemeHust 0 Jare MPEAOCTABICHHUS M PETUCTPAIMOHHOM HOMEpE JHUIICH3WU Ha IMPOU3BOJICTBO
JICKApPCTBEHHBIX CPEJICTB, MPEJOCTABICHHOW MPOU3BOAMUTEII0 PETHCTPHPYEMOrO JIEKAPCTBEHHOTO
mperapara Jiuisi BETCpUHAPHOTO IPUMEHEHUS, 11l POCCHICKUX MTPOU3BOIUTEIICH;

(B pen. ®enepanbHbix 3aK0HOB OT 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) cBeneHus O Jare MPEAOCTaBICHMUSI M PETUCTPALMOHHOM HOMEpE JUIEH3UM Ha IMPOU3BOJCTBO
JICKapCTBEHHBIX CPEICTB, IPEJOCTABICHHOW IPOM3BOAMUTENIO (papMaleBTUYECKOH CyOCTaHIMH,
BXOJIALIEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpenapara AJisi BETEpUHAPHOTO IPUMEHEHUS, [Tt
POCCHUMCKHX MTPOU3BOAUTENEH;

(B pen. ®enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

2.1) xomMs OKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OpPTraHOM CTpaHbl MPOU3BOIAUTENS IS
KOKJIOM  IPOW3BOACTBEHHOM  IUIOIIAJKM  PETHCTPUPYEMOIO  JIEKAaPCTBEHHOIO  Ipenapara i
BETEPUHAPHOTO NPHUMEHEHUS U TOJITBEPKAAIOLIEIO0 COOTBETCTBUE MPOU3BOAMTEINS JIEKAPCTBEHHOIO
npenapaTa TpeOOBaHUAM MPaBUII HAJUIEKAIIEH MPOU3BOACTBEHHON PAKTUKH, U €T0 MEPEBOJI Ha PYCCKUIM
S3bIK, 3aBEPEHHBbIE B YCTAHOBJICHHOM TMOPSAAKE, a TAaKXKE KOMNUS 3aKIIOYEHHS O COOTBETCTBUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM NpPaBWJ HaJUIEkKalled IMPOU3BOJICTBEHHOM
MPAKTUKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM (peiepaibHBIM OPraHOM HCTIOJHUTENBHOM BIACTH AJISL KaXI0M
IIPOU3BOACTBEHHON IUIOIIAJKM PETMCTPUPYEMOrO JIEKApCTBEHHOIO IIpemnapara il BETEPUHAPHOIO
MPUMEHEHHUS, MO0 KOMUS PEIIeHUs O MPOBEACHUH WHCIEKTUPOBAHUS MPOU3BOAMUTENS JIEKAPCTBEHHBIX
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CPEeZACTB, MPUHITOTO YIMOJIHOMOYEHHBIM (eiepaTbHbIM OpPraHOM HMCIIOJHHUTEIBHON BIACTH M KaXKIOH
MIPOM3BOJCTBEHHON IUIOMIAJKH PETUCTPUPYEMOrO JIEKAPCTBEHHOIO TMpernapara sl BETEPUHAPHOTO
IIPUMEHEHHA. YKa3aHHbIE JOKYMEHTBI IPEJCTABIIAIOTCS B CIy4ae, €CJIM MPOU3BOJCTBO JIEKAPCTBEHHOTO
npemnapara ocyuecTBisieTcs 3a npeaenamu Poccuiickoit deneparuy;

(m. 2.1 BBenen @enepanbHbpiM 3aK0HOM 0T 04.06.2018 N 140-D3)

2.2) Komus JOKYMEHTa, BBIAAHHOTO YIOJHOMOYEHHBIM OPTraHOM CTPaHBI TPOWU3BOIHUTEIIS
bapmareBTHUECKON cyOcTaHIuN 51 IIOATBEPIKIAIOIETO COOTBETCTBUE IIPOU3BOIUTENA
(dapmareBTHIECKON CyOCTaHITNH, BXOISINEH B COCTAB PETUCTPHPYEMOTO JIEKAPCTBEHHOTO Mpemnapara Jyist
BETCPUHAPHOTO MPUMCHEHUS, TPEOOBAHMIM TPABWII HAJUICKANICH MPOU3BOJCTBCHHOW MPAKTUKH, U €0
MEPEBOJ] HA PYCCKHH SI3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSJIKE, B CiIydae, €CJIH IMPOU3BOJCTBO
(bapMareBTHUECKOW CyOCTaHIIUK OCYIIECTBISIETCs 3a npeaeiamu Poccutickoii deneparum;

(. 2.2 BBeneH ®enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

3) NpoeKkT HOPMATUBHOIO JOKYMEHTAa Ha JIEKAPCTBEHHBIM TNpenapaT [yl BeTEepUHAPHOTO
IPUMEHEHHS;

4) NOKYyMEHT, coJepxXaluil cieayrouyo MHPOpManuo o (GapManeBTHYeCKOH CyOCTaHLIMU WIIH
(bapManeBTHYECKUX CyOCTaHIIUAX, BXOASIIUX B COCTaB JIKAPCTBEHHOTO Mperapara Jjisl BETEPHHAPHOTO
IIPUMEHEHHUS:

a) HauMeHOBaHHE (apMaleBTUYECKOH CyOCTaHIMH, €€ CTPyKTypa, oOmme cBoicTBa (IpH
TOCYAapCTBEHHOW  pETMCTpallil ~ MMMYHOOMOJOTMYECKMX  JICKAPCTBEHHBIX  IpEmapaToB IS
BETEPUHAPHOTO TPHUMEHEHHs IPEICTABIISIOTCS CBEIEHUS O MITaMMe, BKIIIOYash €ro HAauMEHOBAaHHE,
UH(OPMAIIHIO O IPOUCXOKACHUH, €TO CBOMCTBAX, XapaKTEPUCTUKAX M MECTE ICTIOHMPOBAHHS);

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) HAaNMMCHOBAHUC U aApCC NPOU3BOJUTECIIA,

B) TCXHOJIOTHA IMPOMU3BOACTBA C OIMMMCAHUCM crazmﬁ MMPONU3BOACTBA U MCTOAOB KOHTPOJII Ha BCEX
CTagugX IMPOU3BOACTBA,

r) uHpopmanus o TMpuMecsX (He TPEeACTaBIsAETCS TMpPU TOCYJAPCTBEHHOM perucTpanuu
MMMYHOOHOJIOTMUECKUX JIEKAPCTBEHHBIX MpenapaToB AJIsl BETEPUHAPHOIO IPUMEHEHUS);
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) crienuduKaiys Ha GpapMalieBTUICCKy0 CyOCTaHIIHIO (HE MPEICTABISETCS MPH TOCYIapCTBEHHOM
peTHCTpai IMMYHOOHOJIOTHICCKUX JICKAPCTBCHHBIX MTPETIAPATOB JIJISl BETCPUHAPHOTO IPUMCHEHU );
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

€) OIUCcaHue METOUK KOHTPOJISl Ka4eCTBa;

) pe3yibTaTbl aHanmM3a cepuil (QapManeBTHYECKOH CyOCTaHIMHM (HE TPEICTABISIOTCS TPU
FOCYI[&pCTBGHHOfI perucTpanun I/IMMYHO6I/IOJ'[OFI/I‘~I€CKI/IX JICKApPCTBCHHBIX npemnapaTron JIIA
BETEPHHAPHOTO TIPUMEHEHUS );

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3) NEepCUYCHb CTAHAAPTHBIX 06pa3u0B HJIN BCIICCTB, UCIIOJIB3YyCMBIX IIPU OCYIICCTBJICHUN KOHTPOJIA
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KauecTBa;
M) OMUCaHUe XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MaTEPUAIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHBIE O CTAOMJIBHOCTH (HE MPEACTABISAIOTCS TMpPH TOCYJAapCTBEHHON perucTpaiuu
MMMYHOOHOJIOTHYECKUX JIEKAPCTBECHHBIX MTPENapaToB U BETEPHHAPHOTO IPUMEHEHN);
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

J) CPOK F'OJTHOCTH, YCIIOBUSI XpaHEHMUS;

[Ipumeuanue.

[Ipu yckopeHHON TMpolLeaype PEerucTpaldyd BOCIHPOM3BENEHHOTO IIpernapara JIOIMycKaeTcs
HEMpPEJICTABJICHUE OMHMCAHUS METOJOB U WX JOKYMEHTAJIBHOTO TOITBEPKIACHHS, MPH MHUCHMEHHOM
00s13aTeNbCTBE UX MpEeACTaBUTh B TeueHue 12 wmecsmeB co aHs peructpauuu (IlocranoBnenue
[IpaBurensctBa PO ot 12.03.2022 N 353).

5) or4eT o0 pe3yibTaTax JOKIMHHYECKOTO WCCIICOBAHMS JICKAPCTBCHHOTO CPEICTBA IS
BeTepI/IHapHOFO HpI/IMeHeHI/ISI, BKHIO‘-IaIOH_[I/Iﬁ OIIMCAaHUEC METOO0B OHpeI[eJICHI/I}I OCTAaTOYHBIX KOJIMYECTB
JEHCTBYIOIIETO BEMIeCTBA (ACHCTBYIONIMX BEIIECTB), JAOCTUTAIOMIETO (JOCTUTAIOIINX) CHCTEMHOTO
KPOBOTOKa, B MPOAYKIIMH >KMUBOTHOTO TPOUCXOXKICHHUS IOCIE MPUMEHEHHUS TaKOro JIEKAPCTBEHHOTO
CPEJICTBA, a TAK)KE JIOKYMEHTAILHOE IMMOATBEPKACHHE (BATHIAINS) YKa3aHHBIX METOJIOB;

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) oTuer O pe3yabTaTaXx KJIMHUYECKOTO HCCIENIOBaHMUSA JIEKAPCTBEHHOIO IIpenapara JJis
BETEPUHAPHOTO0 IPUMEHEHHUS Y Ka)KJIOr0 BHUJA KUBOTHBIX, YKa3aHHBIX B MHCTPYKIMH 10 BETEPUHAPHOMY
IIPUMEHEHHIO;

7) IPOEKT MHCTPYKLUHU 110 BETEPUHAPHOMY ITPUMEHEHHIO JIEKAPCTBEHHOIO IIpenapara, coaepxalien
CJICAYIOLINE CBEICHUS:

a) HaMEHOBAHUE JIEKapCTBEHHOT'O IIpenapaTa Ajsi BETEPUHAPHOTO MPUMEHEHUS (MEXKTyHAPOIHOE
HENaTEeHTOBAHHOE, WM IPYNIIUPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

6) JICKApCTBCHHAsA (bopMa C YKa3aHUECM HAaMMEHOBAHMI U KOJMYECTBEHHOT'O COCTaBa ﬂeﬁCTBYIOLHHX
BC€IICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOI'aTCIIbHBIX BCIIICCTB,

B) OINMMCAHUC BHCIIHET'O B A JICKAPCTBCHHOI'O IIpCIiapara AJisk BETCPUHAPHOTO IPUMCHCHUA

r) ¢papmakoTepaneBTHUECKas TPYMIa JIEKApCTBEHHOrO IpernapaTa JJil BETEpUHAPHOIO MPUMEHEHUS
WJIM YKa3aHHe "'TOMEONaTUYeCKHil IeKapCTBEHHBIN mpenapar’;

n)  (dapmakogumHamMuKa W (apMaKOKMHETHKA (32  WCKIIOYCHHEM  (apMaKOKUHETHKHU
rOMEOIIATHYECKUX JICKAPCTBCHHBIX TPENapaTOB W PACTHTEIbHBIX JICKAPCTBEHHBIX MPENapaToB) HIU
OIMCaHNE UMMYHOOHOJIOTMYECKUX CBOMCTB JICKAPCTBECHHOTO TIperiapara;

e) IMOKa3aHus JJIs1 MIPUMCHCHU A,

) IPOTUBOIIOKA3aHUs I IPUMEHEHUS;
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3) MepbI IPEJOCTOPOKHOCTU MPU IPUMEHEHNN;

1) yKa3aHHe BO3MOXXHOCTU U OCOOCHHOCTEH NMpUMEHEHHS Y O€pEMEHHBIX )KMBOTHBIX, Y dKUBOTHBIX B
MIEPHOJ] IAKTAIIMH, Y TOTOMCTBA KUBOTHBIX;

K) PeKHUM JO3UPOBaHUs, CIOCOO BBEACHMSI M NMPUMEHEHHS, MpU HEOOXOIUMOCTHU BpeMs IMpHema
JIEKapCTBEHHOTO MperapaTa JJisi BETePUHAPHOTO TPUMEHEHUS, TPOIOJKUTEILHOCTD JICUCHUS,

J) BO3MOXHbBIE MMOOOYHbIE JACUCTBUS, HEXKellaTeIbHbIE PEaKIMK NMPU NPUMEHEHUHU JEKapCTBEHHOTO
mpermapara Jiisi BETEpUHAPHOTO TPUMEHEHUS;

M) CUMIITOMBI IEPEIO3UPOBKH, MEPHI IO OKA3aHUIO ITOMOIY MPU NEPETO03UPOBKE;
H) B3aMMOJIEHCTBHE C IPYTMMH JIEKAPCTBEHHBIMHU NpenapaTamMy U (WiIn) KOpMamu;
0) (hopMBbI BBINTYCKa JIEKAPCTBEHHOTO Mpernapara JJisi BETEpUHAPHOTO IPUMEHEHMUS;

1) ykazaHue (MpH HEOOXOIUMOCTH) OCOOEHHOCTEH AEWCTBUS JIEKApCTBEHHOTO Ipernapara Juls
BETEPUHAPHOTO MIPUMEHEHMSI IPU TIEPBOM IPUEME WIIH IIPU €r0 OTMEHE;

p) onmcanue (Ipu HEOOXOJMMOCTH) NEHCTBHUIl crienuaincTa B 00JacTH BETEpUHAPUH, BIaJIENbla
KMBOTHOTO TIPHU TMPOMYCKE IpHEMa OJHOW WM HECKOJBKHX /03 JIEKapCTBEHHOTO Mperapara s
BETEPHHAPHOTO IPHMEHEHUS;

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CpPOK TOHHOCTH M YKa3zaHHC Ha 3alpeT IMPUMCHCHUA JICKAPCTBCHHOI'O IIpcliapaTa I
BCTCPHUHAPHOI'O IMTPUMCECHCHUA 110 UCTCUCHUH CPOKA 'OJHOCTH,

T) YCIIOBHSI XpaHEHMUS;

y) yKa3aHMe€ Ha HEOOXOAMMOCTh XpaHEHMsI JIEKapCTBEHHOI'O IpernapaTa [Uisi BETEpUHAPHOTO
NPUMEHEHMS B MECTax, HEIOCTYIHbIX AJIS 1eTel;

¢) ykazanue (Mpu HEOOXOAMMOCTH) CIEHHAIBHBIX MEpP MPEIOCTOPOKHOCTU TPH YHHUTOKCHUHU
HEHCIIO0JIb30BaHHBIX JICKAPCTBCHHBIX MPENapaToB Jisi BETCPUHAPHOTO IPUMEHCHUS;

X) CpPOKH BO3MOXHOTI'O HCIIOJB30BaHUA MPOAYKIHUH JXUBOTHOT'O IMPOHUCXOXKACHUA IOCIIC BBCACHUA
JKUBOTHOMY JICKAPCTBCHHOTO IIpCIiapaTa JJIs1 BETCPUHAPHOI'O MPUMCHCHU A,

11) YCIIOBUS OTITYCKa;

Y) HaWMEHOBAaHHS M ajpeca MPOM3BOACTBEHHBIX IUIOMIAJOK MPOU3BOJUTENS JIEKAPCTBEHHOTO
npenapara Jijisi BETepUHAPHOTO MPUMEHEHUS;

II) HAVMMEHOBaHME, aJpEC OpraHW3alMd, YIOJHOMOYEHHOH JepikaTeleM WM BIIAJCIbLEM
PETUCTPAIIMIOHHOTO  YAOCTOBEPEHUSI JICKAPCTBEHHOTO IMperapara Ha MPHHATHE MPETEeH3WH OT
MOTpeOUTENS;

8) MpOEKThl MAKETOB NIEPBUYHON YIIAaKOBKU U BTOPUYHON YIAKOBKH JIEKAPCTBEHHOTO Mpenapara Ajs
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BCTCPUHAPHOI'O IMTPUMCHCHUS,
9) cremyromye CBEICHUS O JIKAPCTBEHHOM TperapaTe JUisi BETEPUHAPHOTO MTPUMEHEHHS:
a) OMUCaHKE U COCTaB JIEKAPCTBEHHOTO TIperapaTa Jjisi BETEPUHAPHOTO TIPUMEHEHUST;
0) onucanue (papMareBTUIECKOM pa3paboTKH;

B) OIIMCaHue Hpouecca HpOI/I3BOI[CTBa " cro KOHTpOHH, IIOAIIMCAHHOC B HOpH,Z[KC, YCTaHOBJICHHOM B
COOTBETCTBHH C YacThbIO 1 HacToAIIEH CTATHH;
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

I) ONHCAaHHWE KOHTPOJS KPUTUYECKUX CTaJui NPOU3BOACTBA U IPOMEXKYTOUHOM MPOIYKIUH,
MIOJINMCAaHHOE B MOPSAKE, YCTAHOBICHHOM B COOTBETCTBHH C YacThIO | HACTOSILEH CTAaThH;
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

J) HaMMEHOBaHHMA M ajapeca pa3paboT4yMKa, Aep)KaTeis WIM BJaJelblla pPEruCTPallMOHHOTO
YIOCTOBEPEHUS]  JICKAPCTBEHHOTO  TIpenapaTa, IPOW3BOACTBEHHBIX  IUIOMAJOK  MPOU3BOAUTEIS
JIEKapCTBEHHOTO Tpernapara JUisi BETEPUHAPHOTO NMPUMEHEHHsS C YKa3aHHEM CTaJuil TeXHOJIOTHYECKOTO
mporecca, OCYIIECTBISIEMBIX Ha MPOU3BOJCTBEHHBIX IUIOMIAIKAX MPOU3BOIUTENS JICKApPCTBEHHOTO
npenapara Juisi BETePHHAPHOTO IPUMEHECHNS;

(B pen. ®enepanbHbix 3aKk0HOB OT 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

e) (hapmarieBTHUECKAsi COBMECTUMOCTb;
) MUKPOOHOJIOTUIECKHIE XaPaKTePUCTHKH;
3) MaTepHaIbHbIN OanaHc sl MPOU3BOICTBA CEPUH FOTOBOTO NMPOIYKTA;

M) OIMCaHHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MaT€pUAJIOB U YKYIIOPOUHBIX CPEJICTB;

[Ipumeuanue.
[Ipu peructpauyi 1O YCKOPEHHOW MPOLENYypE MJOMYCKAETCS HEMPEICTABIECHUE JIOKYMEHTOB,
n_..n

npenycMoTpeHHbix . "K' m. 9 4. 3 cr. 17, mpu ycnoBHM THCHBMEHHOTO 0053aTelnbCcTBA HUX

IIpeoCTaBUTh B TeueHue 12 mecsueB co aHs peructpauuu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

K) JOKYMEHTaJIbHOE MOATBEPKACHHE (BalMIalusl) MPOLIECCOB U (UJIN) UX OLIEHKA;

) TpeOoBaHMsS K KayecTBY BCIIOMOTATENbHBIX BeEIIeCTB (cepTHU(HKAT, crernudpukanus Ha
BCIIOMOTATEJIbHBIC BEIIECTBA M X 00OCHOBAHUE);

[Ipumeuanue.
[Ipm perucrtpanmm N0 YCKOPEHHOM NPOLEAYype MOMYCKAeTCs HEMPEACTABICHUE JIOKYMEHTOB,
npeaycMoTpeHHbIX mm. "M" m. 9 4. 3 cr. 17, mpu yCIOBHM THUCBMEHHOTO O0s3aTeNbCTBA HX

MIpeloCTaBUTh B TeueHue 12 mecsueB co aHs peructpauuu (Ilocranosienue IlpaBurensctBa PO ot
12.03.2022 N 353).
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M) AHATIUTUYCCKUC MCTOJUKH, HUCIOJIB3YCMbIC TIpU OCYHICCTBJICHHUN KOHTPOJIA Ka4YCCTBa
BCIIOMOT'aTCIbHBIX BEIICCTB,

[Ipumeuanue.

[Ipm perucrtpanmm N0 YCKOPEHHOM NPOLEAYype MOMYCKAeTCs HENPEACTABICHUE JIOKYMEHTOB,
npeaycMOTpeHHBIX mm. "H" m. 9 4. 3 cr. 17, npH YyCIOBUM HIHCBMEHHOIO O00s3aTCIbCTBA HX
MpeaoCTaBUTh B TeueHue 12 mecsieB co aus peructpanuu (IlocranoBnenue IIpaButensctBa PD ot
12.03.2022 N 353).

H) IOKyMEHTaJbHOE MOJATBEP)KIEHUE (BaTUIAIMsI) aHATUTUYECKUX METOAMK, HUCIIOJIb3YEMbIX MpPH
OCYIIECTBJICHUU KOHTPOJIS KaueCTBA BCIIOMOTATEIbHBIX BEILIECTB;

0) I/IH(I)OpMaHI/IH 00 MCIIOJB30BAHUM BCIIOMOTIaTEILHBIX BCIICCTB YCJIOBCYCCKOI'O M XHUBOTHOI'O
MMPOUCXOKIACHUA,

) yrpatun cuiy. - @enepanbubiii 3akoH oT 02.08.2019 N 297-D3;

p) TpeOoBaHMsS K KauecCTBY JIGKAPCTBEHHOTO Tperapara il BETEPUHAPHOTO TMPUMEHEHUS
(ceprudukar, cnenudukaiys Ha JEKapCTBEHHBIN ITpenapar U uX 000CHOBaHUE);

C) AaHATUTUYECKUE METOAMKH, HWCIOJIb3YyEMbIE TMPU OCYLIECTBICHUU KOHTPOJIS KadyecTBa
JIEKapCTBEHHOI'O IIpernapaTa Jijisl BETEpUHAPHOTO PUMEHEHUS;

[Ipumeuanue.

[Ipn perucrtpanum N0 YCKOPEHHOM NPOLEAYypE MOMYCKAeTCs HENPEACTABICHUE JIOKYMEHTOB,
npeaycMoTpeHHpx mm. "t m. 9 4. 3 cr. 17, mpu yCIOBHM NHCBMEHHOTO O00s3aTCNIbCTBA HX
MpeAoCTaBUTh B TeueHue 12 mecsieB co anas peructpanuu (IlocranoBnenue IIpaButensctBa PO ot

12.03.2022 N 353).

T) JOKyMEHTAJIbHOE MOATBEPXKACHHE (BadWAallvs) aHAIUTUYECKUX METOAMK, HCIIONb3YyEeMbIX MPHU
OCYIIECTBJIEHUU KOHTPOJISl KaUeCTBa JIEKAPCTBEHHOIO IIpenapaTa Jiisl BETEpUHAPHOIO IPUMEHEHUS;

y) IOKYMEHT, MOATBEPXAAIOIINUNA KayecTBO JIEKAPCTBEHHOTO Ipenapara TpeX MNPOMBIIIICHHBIX
cepuil (IMPOTOKOJI aHAJIN3A WK CEPTU(HUKAT aHAIN3A), OHA CEpUsi KOTOPOTO JIOJKHA COBIAATh C cepueit
oOpa31a JIekapCTBEHHOT 0 Mpenapara, MoAaHHOTO Ha PEeruCTPaIHio;

¢) xapakTepucTHKa MpUMeceH;

X) MepeuyeHb CTaHAapPTHBIX 00pa3loB, MCHOJIb3YEMBIX MPU OCYIIECTBICHUU KOHTPOJS KayecTBa
JIEKapCTBEHHOI'O IIpernapaTa Jiisl BETEpUHAPHOIO IIPUMEHEHUS;

[Ipumeuanue.

[Ipu yckopeHHOHl Tmpoleaype pEerucTpaldd BOCHPOW3BEAEHHOTO Ipernapara JOMyCKaeTcs
HEMPE/ICTABICHUE CBEACHUM, MNPEAYCMOTPEeHHBIX mm. "m" m. 9 4. 3 cr. 17, mpu OUCBMEHHOM
00s13aTeNLCTBE MX MPEAOCTaBUTh B TeueHue 12 mecsiieB co nHs perucrpaiuu (IlocranoBienue
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[TpaBurensctBa PO ot 12.03.2022 N 353).

I1) JaHHbIE O CTAOUIIBLHOCTH JICKAPCTBEHHOTO Mperapara Jjisi BETEPUHAPHOTO PUMEHEHUS;

10) xomus DOKyMEHTa, COAEp)Kamero WH(POPMAIMIO O HAJWYUU WIH 00 OTCYTCTBHU (HaKTOB
pEerucTpanyy JIEKAPCTBEHHOTO Tperapara JIjsi BeTepHHAPHOTO MPUMEHEHHUs 3a mpeaenamu Poccuiickoi
denepanuu;

11) cormacue B MUCHBMEHHOH (hopMme, MperyCMOTPEHHOE YacThi0 7 HACTOSIIEH CTAaThu, B CIydae
perucTparyy BOCIPOU3BEICHHOIO JIEKAPCTBEHHOIO IIpenapara;
(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) xomms JOKyMEHTa Ha pPYCCKOM S3bIKE, 3aBEPCHHOTO0 B YCTAHOBIICHHOM TMOPSIKE W
MNOATBCPIKAAOIICTO MPAaBOMOYHOCTL 3adBJIICHHUA O FOCYI[apCTBCHHOﬁ peructpanvu JICKApCTBECHHOI'O
npenapara Jijisi BEeTepUHAPHOTO MPUMEHEHUS (JIOBEPEHHOCTH);

[Ipumeuanue.

Jo 31.12.2030 poccCUiCKUM TPOU3BOIUTEIISIM PA3PEIICHO HE MPEACTABIATh CBEJCHUS B COOTBETCTBUU
c m 13 u. 3 cr. 17 npu perucrtpauud HMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX IPENapaToB
(ITocranosnenue [IpaBurensctBa PO ot 12.03.2022 N 353).

13) cBemeHuss O TOCYJApCTBEHHOH pErHCTpallid T'e€HHO-MHXEHEPHO-MOAM(PUINPOBAHHBIX
OpPraHU3MOB, IpEAHAa3HAYEHHBIX JUIs BBIIyCKAa B OKPYXKAalOIIyl cpexy (IpU TocyJapCTBEHHOMN
perucTpan JIEKapCTBEHHBIX IpEnapaToB [UId BETEPHUHAPHOTO NPUMEHEHHS, MOJYYEHHBIX C
IPUMEHEHUEM TI€HHO-MHXEHEPHO-MOAU(DHULUPOBAHHBIX OPraHU3MOB WM  COAEPXKAIIMX  TaKue
OpPIraHU3MBlI).

(n. 13 BBenen deaepanbubiM 3akoHOM OT 02.08.2019 N 297-D3)

4. Ilpm mnpoBeAeHUM YCKOPEHHOW MPOLEAYpPhl AKCIEPTU3bl JIEKAPCTBEHHOrO Ipenapara s
BETEPUHAPHOTO TMPUMEHEHMsI (32 HUCKIIOYEHHEM JIEKapCTBEHHOIO Ipernapara i BETEPUHAPHOTO
IIPUMEHEHHUS, YKa3aHHOTO B 4acTu 4.1 HacTosmel cTaTbu) B LENAX €ro rocyJapCTBEHHOM perucrpanuu
BMECTO OTuUeTa pa3paboTuuka O pe3ysibTaTax AOKIMHUYECKOTO MCCIIEOBaHMs JEKaPCTBEHHOTO CpeACTBa
IUIE BETEPUHAPHOTO TNPHUMEHEHHUS] MOXET OBITh MpPEJCTaBICH 0030p Hay4HbIX paboT O pe3yibraTax
JOKJIIMHUYECKOTO HCCIeIoBaHusl pedepeHTHOro JIeKapCTBEHHOTO TMpemapara i BEeTEpPUHAPHOTO
MIPUMEHEHHUS, @ BMECTO OTUETa O Pe3yJbTaTaX KIMHUYECKOTO UCCIEI0BAHMS JIEKAPCTBEHHOIO Mpenapara
JUIS  BETEpUHApPHOTO TMPUMEHEHUS OTYeT O pe3yJbTaTaX HCCIeA0BaHUNH OHMOIKBUBAICHTHOCTH
BOCITPOM3BEJICHHOIO JIEKAPCTBEHHOI'O Mpernapara Jjisi BETepUHAPHOTO IPUMEHEHUSI.

(B pen. Denepanbubix 3akoHOB 0T 02.08.2019 N 297-03, ot 28.04.2023 N 171-D3)

4.1. Tlpu npoBeaeHUH YCKOPEHHOM MpOLEIypbl SKCHEPTU3bl JIEKAPCTBEHHOTO IMpenapara ajis
BETEPHUHAPHOTO NMPUMEHEHUs, MPEAHA3HAYECHHOTO ISl JICUCHUST JOMAIIHUX JKUBOTHBIX, OMPEIEICHHBIX
@enepanbHbiM 3ak0oHOM 0T 27 gexalpst 2018 roma N 498-@3 "OO OTBETCTBEHHOM OOpallleHUH C
JKMBOTHBIMM M O BHECEHMHM M3MEHEHUU B OTIEIbHBIC 3aKOHOAATeNbHbIe akThl Poccuiickoit deneparun’,
U 3aperucTPUPOBAHHOTO B KAayECTBE JICKAPCTBEHHOTO Mpenapara JJii MEIULUHCKOTO MPUMEHEHHUs], B
LEJISAX €T0 TOCYAapCTBEHHOW PETUCTpAIlii BMECTO OTUeTa pa3paboTurKa O pe3ybTaTax JOKIMHUYECKOTO
WCCIICIOBaHMS JICKQPCTBEHHOTO CPEJICTBA IS BETCPUHAPHOTO MPUMEHEHHSI MOTYT OBITH MPEACTABIICHBI
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PE3YIbTAaThl JOKIIMHHUYCCKOI0 HCCICAOBAHUA COOTBCTCTBYIOLICTO JICKAPCTBCHHOTO CpCACTBA JIA
MEIMIMHCKOTO TIPUMEHEHHUS, a BMECTO OT4eTa O pe3yiabTaTaX KIMHUYECKOTO HCCIIEOBaHUS
JICKapCTBEHHOTO Tpernapara il BETCPUHAPHOTO MPUMEHEHHUs - 0030p Hay4yHBIX paboT O pe3yibTarax
KIIMHAYECKUX WCCIICIOBAHUN JICKAPCTBEHHOTO Mperapara s MEAWIMHCKOTO NMPUMEHEHHsS Ha BUAAX
JKUBOTHBIX, KOTOPBIM IIPEIHA3HAYACTCS UCCIIELYEMBIH JIEKAPCTBEHHBIN IIpernapar.

(dactp 4.1 BBeneHa denepanbHbIM 3akoHOM OT 28.04.2023 N 171-D3)

5. Ha skcrniepTusy pa3nudHbIX JEKapCTBEHHBIX (JOPM OJTHOTO M TOTO XKE JICKApPCTBEHHOTO Tperapara
JUTSE BETCPUHAPHOTO TMPUMEHEHUS 3asIBUTEIb MPECTABIISCT OTACIbHBIC 3asBICHUS U PETHCTPAI[HOHHBIC
J0ChE Ha KaXIYI0 JieKapcTBeHHYI0 (popmy. [Ipu yciaoBUU OTHOBPEMEHHOM 1MOIa4 Ha SKCIIEPTU3Y OTHOU
JIEKapCTBCHHON (DOPMBI C Pa3IMYHBIMH JIO3UPOBKOM, KOHIIEHTpAIIUEH, 00BEMOM 3asIBUTEIb MPEACTABIISCT
OJTHO 3asIBJICHUE W PETUCTPAIIIOHHOE JIOChE C TIPUIIOKEHUEM MAKETOB IEPBUYHON YITAKOBKUA U BTOPUYHOMN
ynakoBkd. Ha MakeTax NMepBUYHON YIMAaKOBKH M BTOPHYHOW YITAKOBKH YKa3BbIBAIOTCSI BCE TIPOU3BOAMMBIC
JO3UPOBKH, KOHIICHTpAIUU, 00BEMBI M KOJIMYECTBO JI03 B YIAKOBKE JICKAPCTBCHHOTO Mpenapara s
BETEPUHAPHOTO MMPUMCHCHHS.
(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-03)

6. B ciryuae HempencTaBieHHs C 3aiBICHHEM O TOCYJApCTBEHHON PETHUCTPALUH JIEKaPCTBEHHOTO
npenapara Juisi BETEPHHAPHOTO MPHUMEHEHHUS TOKYMEHTOB, ITOATBEPKIAIOIINX YIUIATy TOCyIapCTBEHHON
IMONIJIMHBI U YKAa3aHHBIX B ITYHKTC 7 gactH 2 HaCTOSIHIeI\/JI CTaThu, CBGI[GHI/Iﬁ O JIMICH3UAX, YKa3aHHBIX B
nyHkTax | w2 dYactm 3 HacTosIIeH CTaThd, a TaKKe BbBIIABACMbIX (IPEIOCTABIISEMBIX)
YIOJTHOMOYEHHBIMU (pefiepalbHbIMA  OpraHaMH HWCIIOJHHUTENBHOW BIIACTH JTOKYMEHTOB (CBEICHUH),
yKa3aHHBIX B MyHKTe 2.1 dYactu 3 HacTOsIIEH CTaThH, YIOJHOMOYEHHBIH (enepanbHblii opraH
UCIIOJHUTENIbHOM ~ BJIACTH  3alpallliBaeT  yKa3aHHbIE  JIOKyMEHTHl  (CBEIECHHs])) B  IOPSIKE
MEKBEIOMCTBEHHOTO MH()OPMAIIMOHHOTO B3aMMO/ICHCTBUSL.

(vactp 6 B pen. @enepanibHOro 3akoHa ot 27.12.2019 N 478-D3)

7. He pnomyckaercs HCIONB30BaHME B KOMMEPYECKHMX LENAX HHPOpMalUU O pe3yibTarax
JOKJIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX UCCIIET0BAHUMN JIEKaPCTBEHHBIX
IpenapaToB JUis BETEPUHAPHOIO NPUMEHEHHs, NPEACTaBICHHOW 3asBUTENEM JUIsl TOCYJapCTBEHHOMN
perucTpalMy JIEKapCTBEHHBIX IIpernaparoB, 0e3 ero corjacusi B TEYEHHE IIECTH JIET C JAaThl
rOCyJJapCTBEHHOH perucTpanuu pegepeHTHOro JeKkapcTBEHHOro npenapara B Poccuiickoit deneparui.

8. Jlepkatenp wim Biajeliel] PETUCTPAIMOHHOTO yJAOCTOBEPEHUS JIEKAPCTBEHHOTO Tpemnapara AJis
BETEPUHAPHOTO MPUMEHEHUS MPECTABISIET B YIIOJIHOMOYEHHBIN (heaepanbHblii OpraH UCHOTHUTEIBHOM
BJIACTH OTYET TI0 pe3yJsibTaTaM (papMakoHaA30pa OJUH pa3 B MIECTh MECAIEB B TCUCHUE JBYX JIET MOCIEC
roCy/IapCTBEHHOU pEruCTpaliy JIEKapcTBEHHOTo npemnapara B Poccuiickoit @enepaiiuu, 3aTeM €KeroIHO
B T€UEHHUE TOCJICIYIONIUX TPEX JIET U B JAJIbHEHIIIEM OJIUH pa3 B TPH Troja.

(uacts 8 BBeneHa denepanbHbiM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratbsa 18. YTpatuna cuny c 1 ceHtabpsa 2024 ropa. - ®epepanbHbIA 3aKOH OT
30.01.2024 N 1-®3.

[Ipumeuanue.

[Tonoxenus ct. 19 (B pen. @3 ot 30.01.2024 N 1-®3), kacarouiecs: IpeI0CTaBIECHUS rOC. YCIyT IpU
00palleHN! JIEKAPCTBEHHBIX CPEJICTB JUIsl MEAUIIMHCKOTO U BETEPUHAPHOT'O IPUMEHEHNUS TIOCPECTBOM
€MHOM CHCTEMBI U (WJIM) €AUMHOro nopTaina, npumenstores ¢ 01.01.2026.
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Ctatbs 19. MpuHATHE pelleHUs O Bbldaye IKCMEPTHOMY YUYpPeXAEHUI0 3afaHus Ha
npoBeAeHne 3KCNepTU3bl NeKapcTBEeHHOro cpeacTBa

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B Teuenue necstu pabovux JHEH CO JAHS MPUHATHS 3asBICHUS O TOCYAAPCTBEHHOW PEeTUCTpaIluu
JIEKapCTBEHHOTO Tpernapara WX 3asBICHHS O NPHU3HAHWM JICKAPCTBEHHOTO IMpemapata op(aHHBIM
JEKapCTBEHHBIM  TIPEnapaToM  COOTBETCTBYIOIIMH  YIOJHOMOYEHHBIH  (efepalbHBId  OpraH
WCTIOJTHUTENILHOM BIACTU MPOBOJIUT MPOBEPKY MOTHOTHI, JOCTOBEPHOCTH M MPABUIBLHOCTUA OGOPMIICHHS
MNPpEACTABJICHHBIX AJOKYMCHTOB PCETHUCTPALIMOHHOI0 AOCHBC Ha HeKapCTBGHHBIﬁ npemnapat U NpUHHUMACT
pellIeHre O BbIAaue 3aJaHus Ha TPOBEICHUE:

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) skcnepTH3bl JOKYMEHTOB, MPEACTABICHHBIX JUIS ONpPEACTICHUS BO3MOXKHOCTH PaccMaTpHUBaTh
HeKapCTBeHHBIﬁ npemnapar ajad MCOAUIUHCKOIO IMPUMCHCHHSA B KadC€CTBC Op(i)aHHOFO JICKAPCTBCHHOT' O
npenapara;

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

[Tpumeuanue.
C01.01.2026 1. 2 4. 1 ct. 19 yrpauusaer cuiy (P3 ot 30.01.2024 N 1-D3).

2) OKCIICPTU3BI JICKAPCTBCHHOI'O CPCACTBA B HACTH 3KCIICPTU3LI KAYCCTBA JICKAPCTBCHHOI'O CPCACTBA
M JSKCIICPTU3bl OTHOLICHUSA O)I(H,HaeMOﬁ IMOJIB3bl K BO3MOXXHOMY PHUCKY IPHUMCHCHHA JICKAPCTBCHHOI'O
npenapara st MCAUIUHCKOTO IIPUMCHCHUA

3) sKcrepTHU3BI JIEKAPCTBEHHOTO CPEACTBA B YACTU HKCIEPTH3bI KAUECTBA JICKAPCTBEHHOI'O CPEJCTBA
U 3KCHEPTU3bl OTHOUIEHMSI OKMIAEMOW IOJb3bl K BO3MOXXHOMY PHCKY IPHMEHEHHUS JIEKApCTBEHHOTO
mpernapata sl MEAMLMHCKOTO NPUMEHEHHS B TMOPAJKE YCKOPEHHOM MpoLeaypbl SKCIEPTH3BI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO CTaThell 26 HacTosmero deaepanbHOro 3aK0Ha;

4) HSKCHepTU3bl JIEKAPCTBEHHOTO CPEACTBA B OTHOIICHWU JIEKAPCTBEHHOTO TIpermapara s
BETEPUHAPHOTO MMPUMEHEHHS.

2. YnomHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTEIBHON BIACTH HAINPABISET B JIMYHBIHA
KaOMHET SKCIEPTHOIO YUYPEKJICHHUA B €IMHOM cHCTEeMe MOANMCAHHOE YCUJICHHOM KBalu(ULIUpPOBAaHHOMN
9JIEKTPOHHOM MOJIMUCHIO 3a/IaHUE Ha MPOBEACHUE JKCIEPTU3, IPEAYCMOTPEHHBIX YacThiO | HacTosIen
CTaTbM, B JIMYHbIM KaOWHET 3asBUTENs] B €IUHOM CHCTeME€ - TIOJANUCAHHOE YCHJICHHOMN
KBaJIN(ULIMPOBAHHOMN JIEKTPOHHOM IMOJANUCHIO YBEIOMJIEHUE O MPUHATOM DPELIEHUH O BbIJAY€ 3aJaHUS
Ha MPOBEJICHUE IKCIEPTU3, IPEAYCMOTPEHHBIX YacThi0 1 HacTosIIEel CcTaThy, U B CIy4ae HEOOXOAUMOCTH
0 BbIIaue paspemieHuss Ha BBO3 B Poccumiickyro @enepanuio KOHKPETHOM NapTHH, CEPUH
3apETUCTPUPOBAHHBIX W (MJIM) HE3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WIM 00 OTKa3e B
IIPOBEACHUM TAKUX SKCIIEPTU3 C YKAa3aHUEM IIPUYHH OTKA3a.

(uacts 2 B pen. @enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

3. B ciydae BBIABICHHS OTCYTCTBHS WJIM HEIOCTOBEPHOCTH HWH(OpPMAINHU, COAEp)KalIeics B
IIPEJCTABICHHBIX 3asABUTENEM JOKYMEHTaX, YIOJHOMOUYEHHBIN (eaepanbHblii OpraH HCIOJHUTEIbHON
BJIACTH HANPABJISIET 3asBUTEIIO MOCPEICTBOM €IUHOTO MOpTaJia WIM B €r0 JIMYHBINH KaOMHET B €IWHOU
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cucreMe 3ampoc 00 YTOYHEHMH 3TOH HMH(pOpMAIMM, MOIAMMCAHHBIA YCHIEHHOW KBaTH(pUIMPOBAHHOMN
ANIEKTPOHHON TOANHUCHIO (7ajee - 3ampoc YIMOTHOMOYEHHOTO (enepasbHOro OpraHa HCIIOJHHUTEIBHON
BJIACTH).

(dactpb 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. 3asBuTeNb 0053aH HAPABUTH MTOCPEACTBOM €AMHOTO MOpPTaJia B YIIOJTHOMOUYEHHBIH (eepatbHbIi
OpraH HCIHOJHMTENBbHOM BIACTH WIM B JIMYHBIA KAaOMHET YHNOJHOMOYEHHOIO (heJepasbHOro OpraHa
UCTIOJIHUTENIBHOW BJIACTH B E€AMHOM CHCTEME TIIOANMCAHHBIM YCHUJICHHOM KBaJU(HUIMPOBAHHON
AJIEKTPOHHOHN TOANHKCHI0 OTBET HA 3alpOC YIOJIHOMOYEHHOTO (helepallbHOTO OpraHa HMCIIOJHUTEIHHON
BJACTU B CPOK, HE NPEBBIMIAIOIIMNA NEBSHOCTA PabOYMX THEH CO JHS MOJYy4YEHHs YIOJTHOMOUYEHHBIM
(benepaTbHBIM OPraHOM HCITOTHUTEIHHOHN BIIACTH 3JIEKTPOHHOTO YBEJOMJICHHUS O TIOTYYCHUH 3asSBUTEIIEM
naHHoro 3ampoca. Cpok, yKa3aHHBIMI B 4YacTH | HAcTOALIEH CTaTbu, NMPUOCTAHABIMBAETCS CO IHS
HaIpaBJICHUSI MOCPEICTBOM EIMHOTO TOpTaja WM B JIMYHBIA KaOMHET 3asBUTENS B €IUHON CHCTEME
3ampoca YIMOJHOMOUYEHHOIo (efepabHOrO OpraHa HCHOJIHUTENBbHOM BIACTH 1O JHS HalpaBlICHUS
3asBUTEJIEM TMOCPEJICTBOM €IMHOTO TOpTala WM B JIMYHBIM KaOWHET YHOJHOMOYEHHOTO (enepaabHOro
OpraHa UCIOJHUTEIIBHOM BJIACTU B €IMHOM CUCTEME OTBETA.

(dactb 4 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHUEM 71l OTKa3a B OpPraHU3allid 3KCIEepPTU3, MPEAYCMOTPEHHBIX 4acThio 1 HacTosIen
CTaThH, SBISIETCA TMPEACTABICHUE HEOOXOMUMBIX Jis TPOBEACHHUS TMPEIYCMOTPEHHBIX OJKCIEPTHU3
JOKYMEHTOB B HEIOJIIHOM 00beMe WJIM HENpEeJCTaBICHHUE 3asiBUTEJIEM B YCTAHOBICHHBIA CPOK OTBETa Ha
3arpoc yHOJIHOMOYEHHOTO (elepalbHOrO OpraHa HCIOJHUTEIBbHOM BIACTH, a TaKXKe IpEICTaBICHHE
JOKYMEHTOB, HE COJIEPKall[X NCUYEPITBIBAIOIIETO MEePeUHs HEOOXOJUMBIX CBEICHUN.

6. Ilpu oTkase B opraHu3alUM 3KCHEPTU3bI, MPEIYCMOTPEHHOM MyHKTOM 4 yacTu | Hacrosiuen
CTaTbM, JOKYMEHTBI, BXOJSIIME B COCTaB PErMCTPALMOHHOIO JOChE HA JICKAPCTBEHHBIN Ipenapar Juis
BETEPUHAPHOTO TPUMEHEHHsI, MOTYT OBbITh BO3BpAILEHbl 3asBUTENII0 HAa OCHOBAaHUU €ro 3ampoca,
MOJNMCAHHOTO  YCWJIEHHOM KBaJU(UIMPOBAHHOW 3JEKTPOHHOM TMOANMUCBIO U HAIPABICHHOTO
MIOCPEACTBOM €AMHOI0 MOopTajia B YIIOJIHOMOUYEHHBIN (efepanbHblii OpraH UCTIOJHUTEIbHOW BIACTH WU
JIMYHBIA KaOMHET yIOJIHOMOYEHHOTO (peiepaibHOro opraHa UCIOJIHUTEIbHOM BIACTH B €AMHON cucTeMe,
B TEUCHHE TPUALATH paboumx JHEH CO THS TPHUHATHS YIOJTHOMOYECHHBIM (elepalbHbIM OpraHoM
UCTIOJIHUTEJIBHOW BJIACTH pelIeHuss 00 OTKa3e B OpraHM3alUU TaKOW SKCIEPTU3bl. YTIOJIHOMOYEHHBIN
(benepabHBIN OpraH HUCIIOJHUTEIHHON BIACTH BO3BpAIACT 3asBUTEIIO YKa3aHHbBIC JOKYMEHTHI B TCUCHUE
JecaTu pabouux JTHEH co JHS MOJTyueHHsI COOTBETCTBYIOIIETO 3aIpOca 3assBUTEIIS.

(gactp 6 BBeaeHa DenepabHbIM 3akoHOM 0T 02.08.2019 N 297-@3; B pen. denepaabHOro 3akoHa OT
30.01.2024 N 1-®3)

[Ipumeuanue.

[Tonoxenus ct. 20 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromiecs: IpeI0CTaBIECHUS TOC. YCIYT TpU
oOpalleHuu JICKapCTBEHHBIX CPEJACTB I MEAWIIMHCKOTO TNPUMEHEHHS TOCPEACTBOM EIMHON
cuctemsl, npumenstoTes ¢ 01.01.2026.

Ctratba 20. 3kcnepTusa [AOKYMEHTOB, TMpeAcTaBlieHHbIX AN onpegerneHus
BO3MOXHOCTM paccMaTpuBaTb JieKapCTBEHHbIA npenapatr Agnss  MeOULMHCKOro
npUMeHeHUA B KayecTBe opd)aHHOro NeKapcTBEHHOro npenapara
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(B pen. denepanphoro 3akoHa oT 30.01.2024 N 1-D3)

1. Ilpouenypa omnpeneneHusi BO3MOXKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM IpemapaTr Juis
MEJMLUHCKOIO MPUMEHEHHs B KauecTBe Op(h)aHHOIrO JEKAapCTBEHHOIO IMpernapaTra MOKET MPOBOAMTHCS
KaK B OTHOILECHHMM JICKAPCTBEHHOI'O IpeIapara, 3aperuCTPUPOBAHHOIO B COOTBETCTBUM C HACTOSILIHAM
denepanbHbIM 3aKOHOM JIMOO B COOTBETCTBMM C aKTaMH, cOCTaBisiomuMmMu mnpaBo Coro3a, Tak U B
OTHOIIEHHUU  HE3apErMCTPUPOBAHHOIO  JIEKAPCTBEHHOIO  IIpernapara. OKCIEpTH3a  JOKYMEHTOB,
MIPEACTABICHHBIX [UISl ONpPEAENICHUsS BO3MOXHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIM IIpenapar Uit
MEIMLMHCKOTO TPUMEHEHHsT B KadecTBe Op(aHHOrO JIEKAPCTBEHHOro IIpernapara, COCTaBJICHUE
KOMHCCHEM DKCIIEPTOB  3aKIIOYEHUS O BO3MOKHOCTH WM  HEBO3MOXXHOCTH  pacCMaTpuBaTh
JIEKapCTBEHHBIN Ipenapar A MEIUIMHCKOTO NMPUMEHEHUs B KauecTBe Op(aHHOTO JIEKApCTBEHHOIO
mperapara ¥ HampaBlieHHE B JIMYHBIM KaOWHET YMOJHOMOYEHHOTO (eAepabHOrO OpraHa
WCTIOJIHUTEJIBHOM BJIACTU B €MHOM CHCTEME JaHHOTO 3aKII0UeHUs B (OopMe 3JIEKTPOHHOTO JTOKYMEHTA,
MOJIMMCAHHOTO YCUJICHHOW KBaJHU(HUIIMPOBAHHON JIEKTPOHHOM MOAIMUCHIO, OCYIIECTBISIOTCS B CPOK, HE
NPEBBILAIOIIMNA TPUALATH PAOOYMX JHEW €O JHS HamNpaBlE€HUS B JIMYHBIA KaOMHET 3KCIEPTHOTO
VUPESKICHUS B €IWHOW CHUCTEME 3a/laHUs YIOIHOMOYEHHOTO (penepasbHOTO OpraHa MCIOJTHUTEILHON
BJIACTH U CJIEIYIOIIMX JOKYMEHTOB U CBEJCHUI:

1) 3asBNIEeHHE O MPU3HAHUH JIEKAPCTBEHHOTO IMpenapara ophaHHBIM JIEKAPCTBEHHBIM IMPETIapaToM,
COCTaBJIEHHOE 1O (popMe, YTBEpKJIEHHON YHNOJIHOMOYEHHBIM (efepabHbIM OpPraHOM HMCIOJHUTEIbHOMN
BJIACTH, TOJNHMCAHHOE YCHJICHHON KBaTH()UIMPOBAHHON HIIEKTPOHHON MOINHMCHIO YITOJTHOMOUYEHHOTO
IPEJCTaBUTEIIS FOPUANYECKOTO JIMIIA, JEHCTBYIOIEro B COOCTBEHHBIX HHTEpEcaxX WM YIOJTHOMOUYEHHOTO
MIPEACTABIATh HHTEPECHI APYrOro FOPUANYECKOTO JINLA;

2) KkomMsl JIOKYMEHTa Ha pPYCCKOM f3bIKE, 3aBEPEHHOIO0 B YCTAHOBJIIEHHOM IMOpSAKE H
MOJITBEPKIAIOIIET0 PAaBOMOYHOCTh 3asiBUTEJNS I10/1aBaTh 3asBICHHUE O IPU3HAHUU JIEKAPCTBEHHOTO
npemnapara op(paHHbIM JEKapCTBEHHBIM MIpenapaToM (Ipu HEOOXOAUMOCTH);

3) obocHoBaHue opdaHHOCTH 3a00JIeBaHWs, HE OTHECCHHOTO B COOTBETCTBUH ¢ DeaepaibHBIM
3akoHOM OT 21 Hosa6ps 2011 roma N 323-®3 "O6 ocHOBax OXpaHbl 370pOBbsl IpaxaaH B Poccuiickoit
@eneparun” K penkuM (opdaHHBIM) 3a00JEBaHMSAM, B TOM 4YHCIIE MOAPOOHAas HWHQOpMaLuUs o
JMAarHOCTHKE, MPOGUIAKTUKE WU JICYEHUHU TaKoTo 3a00JIeBaHMS;

4) yTBep)KIE€HHAs WHCTPYKLUMS MO MEIUIUHCKOMY IMPUMEHEHHUIO JIEKapCTBEHHOIO IIpemnapara,
3apEeTUCTPUPOBAHHOTO B COOTBETCTBUM ¢ HacTosAmuM DepepaqbHbIM  3aKOHOM, WM  00mas
XapaKTEPUCTHKA JIEKaPCTBEHHOIO IIpernapara, 3aperHCTPUPOBAHHOIO B COOTBETCTBUM C aKTaMH,
cocTaBsoIMMH paBo Coro3a (Ipu HaJTMYKK);

5) MHCTPYKUHUS MO MEIULMHCKOMY NPUMEHEHHUIO WJIM KpaTKas XapaKTEpUCTUKA JIEKAPCTBEHHOI'O
npernapara, yTBep kKJICHHbIE B CTpaHe MPOU3BOAUTENS (IPU HAJIMYUK);

6) KOmMM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM IMOpSAKE M MOATBEPXKIAIOMMX (aKT
perucTpanuy JeKapCTBEHHOIO IpenapaTa B MHOCTPaHHBIX TIOCyJapcTBaX B KauyecTBe Op(aHHOro
JIEKapCTBEHHOI'0 IpemnapaTa (IIpy HaJIu4un);

7) MPOEKT XapaKTEePUCTHKH HE3aperHCTPUPOBAHHOTO JIEKAPCTBEHHOIO IpernapaTa, COAEpIKallero
CIEIyIOIINE MUHUMAJlbHbIE CBEACHMS O HE3apETUCTPUPOBAHHOM JIEKAPCTBEHHOM  IIperapare
(omyckaeTcs NpeACTaBICHHE MPOEKTa XapaKTEPUCTHKH HE3apeTUCTPUPOBAHHOTO JIEKApPCTBEHHOI'O
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rpenapara, COCTaBJICHHOIO B COOTBETCTBUU C JOCTYIHBIMM JAHHBIMU 10 IIPOBEICHHBIM KIMHUYECKUM
UCCIIEIOBAaHUAM JIEKAPCTBEHHOIO TIpenapara M JOKIMHUYECKUM HCCIECJOBAHMAM JIEKAPCTBEHHOTO
CpeAcTBa Ha MOMEHT TOJaud 3asBICHHUS O NPU3HAHUM JIEKAPCTBEHHOro TNpenapata ophaHHBIM
JIEKapCTBEHHBIM MIPENAPATOM):

a) HAaUMEHOBAaHHUE JIEKAPCTBEHHOIO IIpemnapaTa (MEXAYHapOOHOE HENAaTEeHTOBAHHOE, WIH
IpyNIIMPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

0) nexapcTBeHHast popMa C yKazaHHEM HaUMEHOBAaHHHM M KOJMYECTBEHHOT'O COCTaBa JCHCTBYIOIINX
BELIECTB U KAUECTBEHHOI'O COCTaBa BCIIOMOTaTENIbHBIX BEIIECTB (MPU HEOOXOAUMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOT'aTEJIbHBIX BEILECTB);

B) (papmakouHaMUKa U papMaKOKHHETHKA;
I') IOKa3aHMsA 11 IPUMEHEHUS;
1) TPOTUBOIIOKA3aHUs JJI IPUMEHEHNUS;

e) BO3MO>KHEIE TOOOYHBIE JICUCTBUS U HEXKeNaTeJIbHbIC peaknuuu 1pu MPUMEHCHUHA JICKAPCTBCHHOI'O
npemnapara st MEAUIUHCKOTO IPUMCHCHU

’K) HAaWMMEHOBaHUS W ajpeca TPOHM3BOJCTBCHHBIX IUIOMIAJOK MPOM3BOJUTENS JIEKAPCTBECHHOTO
nperapara;

3) cBedeHHs O pa3paboTuMKe JIEKapCTBEHHOTO CpeAcTBa (AepaTele pPEerucTparioHHOTO
YIOCTOBEpPEHUS );

8) cBeneHUs O TEKyILEeM CTaTyce pa3pabOTKHU He3aperucTpUPOBAHHOTO JIEKAPCTBEHHOTO Mpenapara,
a TakKe IJIaH ero pa3paboTKy;

9) 0030pbI AOKIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX CPEJCTB U KIMHUYECKUX UCCIIETOBAHHIMA
HE3apeTUCTPUPOBAHHOTO JIEKAPCTBEHHOTO MperapaTa, 10CTyITHbIC Ha IeHb TTO/1a4 3asiBJICHUS;

10) oT4eTrsl O MPOBEIECHHBIX IOKIMHUYECKUX MCCIEOBAHUAX JIEKAPCTBEHHOIO CpEeACTBAa U
KIIMHUYECKUX UCCIIEIOBAaHMIX HE3apErnCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara (Ipy HaIU4Yum);

11) pekBU3UTHI TOKYMEHTA, OTBEPHKAAIOLIETO YIIATy TOCYAaPCTBEHHOM MOIUINHBI.

2. B ciiydyae HEIOCTaTOUHOCTH MPEACTABIEHHBIX MAaTEPUAJIOB B IEJIAX MPOBEACHUS IKCIEPTU3BI JIS
OIIpeZeNIEHUs] BO3MOKHOCTH PACCMATPUBaTh JIEKaPCTBEHHBIN Ipenapar Uil MEJUIIMHCKOTO PUMEHEHHUS
B KadecTBe Op(haHHOTO JIEKAPCTBEHHOTO Iperapara 3KCIEPTHOE YUYPEXKIECHUE HANpaBisIeT B JMYHBIN
KaOMHET 3asBUTENI B €OUHOM CHCTEME 3ampoc O NPEACTAaBICHUHM HEOOXOAUMBIX MaTepuasos,
MOJANUCAHHBIA  pyKOBOAMUTENEM  (YIOJIHOMOYEHHBIM  JIMIIOM)  3KCHEPTHOTO  YUPEXKICHHS  C
UCTOJIb30BAHUEM YCWJIEHHOM KBaJIM(PUUUPOBAHHOM SJIEKTPOHHON mMOANUCH. 3asgBUTENb 00s3aH
HAIpPaBUTh B JMYHBIA KaOMHET 3KCIIEPTHOTO YUPEKICHUS B €IWHOW CHUCTEME TOANMUCAHHBIN YCHUICHHON
KBAJTM(HUIUPOBAHHON 3JIEKTPOHHOH MOANUCHIO OTBET Ha 3allPOC B CPOK, HE NMPEBBIIIAIONINH IECTUACCATH
paboumx JHEH CO THS MOJIyYEHUS SKCIEPTHBIM YUPEKACHUEM 3JIEKTPOHHOTO YBEIOMIICHUS O TOJyUYEHUU
3asgBuTeneM 3amnpoca. Cpok, yka3aHHBIM B 4acTH | HacToOsIEH CTaTbu, NMPUOCTAHABIMBACTCS CO IHS
HAIpPAaBJICHUS 3aBUTEIIO B €0 JIMYHbIA KaOMHET B €AMHON CHCTEME 3alpoca HKCHEPTHOTO YUPEKACHUS
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70 JTHS HAmpaBJCHUs 3asABUTENIEM B JIMYHBIA KAOMHET SKCHEPTHOTO YUPEKICHHS B €IMHOM cHcTeMe
OTBETa Ha 3alpOC ¥ HE YYUTHIBACTCA NPU HCYUCIECHUU CPOKA NMPOBEACHHS SKCIEPTU3BI JOKYMEHTOB,
IIPEJICTABICHHBIX JJIsl ONPEIENIEHUS BO3MOXHOCTH pPAacCMaTpUBaTh JIEKApCTBEHHBIM mpenapar it
MEAMLUHCKOrO IPUMEHEHHUS B Ka4eCTBE OP(PAHHOrO JEKApCTBEHHOTO Npernapara.

3. B cpok, He MpEeBBIIIAIOMUI MATH pabouuMx THEH cO JHS HAmpaBieHUS B JIMYHBIM KaOWMHET
YIOJIHOMOYEHHOr0 (heZiepaIbHOrO OpraHa MCIOJHUTEIbHON BJIACTH B €IMHOW CHCTEME 3aKJIIOUCHMS,
YKa3aHHOTO B 4YacTH | HACTOAIICH CTaThbH, YIMOJHOMOYEHHBIN (enepanbHblii OpraH HCIOJHUTEIHHON
BJIACTH OCYILECTBISAET OLECHKY 3aKIIOYCHHA ISl ONPEACICHUS €ro COOTBETCTBUSA 3aJaHHI0 Ha
IIPOBE/ICHUE SKCIIEPTU3bl U HANpaBiIsSeT B JUYHBIA KaOMHET 3asBUTENS B €MHOM CUCTeMe MOMHMCAaHHOe
YCHJICHHON KBaJIM(UIIMPOBAHHON AJIEKTPOHHOW TOJMHCHI0 yYBEIOMIICHHE O pe3yJbTaTax MpPOBEICHHOU
HKCHEPTHU3bl C MPUIOKEHUEM KOIUHU HKCIEPTHOIO 3aKIIOYEHUs (C COXpaHEHHEM KOH(UACHIUAIBHOCTH
nH(pOpPMAaLIMU O COCTaBE KOMMCCHU JKCIIEPTOB) U BO3MOYKHOCTHU WJIM HEBO3MOXKHOCTH paccMaTpHUBaTh
JIEKapCTBEHHBIN Ipenapar A MEIULMHCKOTO NMPUMEHEHUs B KauecTBe Op(aHHOIO JIEKAPCTBEHHOI'O
mpernapara.

Cratba 21. YTpatuna cuny ¢ 1 ceHtaopa 2024 ropa. - deaepanbHbIA 3aKOH OT
30.01.2024 N 1-P3.

Cratbsa 22. YTpatuna cuny ¢ 1 nronsa 2015 roga. - PenepanbHbIv 3aKoH oT 22.12.2014
N 429-®3.

[Ipumeuanue.

[Tonoxenus ct. 23 (B pen. @3 ot 30.01.2024 N 1-®3), kacarouiecs: IpeI0CTaBIECHUS rOC. YCIyT IpU
OOpallleHnu JIEKAPCTBEHHBIX CPEACTB I MEAMLMHCKOIO MPUMEHEHHMs IOCPEACTBOM EIUHOMN
cuctembl, npumenstores ¢ 01.01.2026.

Cratba 23. JKcnepTu3a KauyecTBa JieKapCTBEHHOro cpeAcTBa M 3KcnepTusa
OTHOLUEHUA OXMAaeMou NOSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUA NeKapCTBEHHOro
npenapara Ans MeQULUMHCKOro NpuMeHeHuUs

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. DKkcnepTH3a KayecTBa JIEKAPCTBEHHOT'O CPEACTBA M HKCIEPTH3a OTHOIIEHUS 0KUAAEMOM MOJIb3bI
K BO3MOXHOMY PHUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O IIpfriapata IAJd MCEAWIMUMHCKOTO IHNPUMCHCHMHA,
COCTaBJICHHE KOMHCCHSMH OKCIIEPTOB 3aKJIIOYCHUH II0 pe3ysbTaTaM NpPOBEJACHHBIX O3KCIEPTH3 U
HAIpaBJICHHUEC JTUX 33KJ’IIO‘~I€HHI7[, MOATIMCAHHBIX YCHUJICHHBIMUA KBaJ'II/I(l)I/IIII/IPOBaHHI)IMI/I OJICKTPOHHBIMUA
NOJMHUCSMH, B JIMYHBIH KaOWHET YHNOJIHOMOYEHHOTO (eIepalbHOrO OpraHa MCIOJHUTEIbHOH BIACTH B
€IMHOW CHCTEME OCYIIECTBISIOTCS B CPOK, HE MPEBBINAIONIMNA cTa JecaTd pabouumx IHEH co THS
HalpaBJCHUsl B JIMYHBII KaOMHET SKCIEPTHOTO YYPEKICHUS B €AMHOW CHCTEME COOTBETCTBYIOIIEIO
3aJJaHis  YIIOJHOMOYEHHOTO (penepanbHOTO oOpraHa WCHOJHHUTENBHOM BIACTH W HEOOXOIMMBIX
JIOKYMEHTOB.
(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

[Ipumeuanue.
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[To 3asBnenuto, nomanHomy B MunznapaB Poccum o 11.04.2022, npu HEBO3MOKHOCTH MPOBEICHUS
SKCIEPTU3bl KadeCTBa JICKAPCTBEHHBIX CPEICTB B OKCIEPTHOM YUPEKICHUH, JOIYCKAETCS €€
MPOBEACHUE TIOCPEJCTBOM JUCTAHIIMOHHOTO B3aMMOJICUCTBUS, TIOPSAIOK U (OPMBI KOTOPOTO

OonpCACIIAIOTCA OKCICPTHBIM VYUYPCKIACHHUCM II0 COINIaCOBAHHMIO C 3adBUTCIISIMU (HOCTaHOBHCHI/IG
[TpaBurensctBa PO ot 05.04.2022 N 593).

2. B TeueHue neBsHOCTA JHEH CO JHS TOJyYEHUS YIOJHOMOUYEHHBIM (peiepaIbHBIM OpPraHOM
WCTIOJTHUTEIIEHOW BJIACTH yBEIOMJICHHS B JJCKTPOHHOW (popMe O MONyueHHH 3asiBUTEIEM PEIICHHS O
MPOBCACHUUN ISKCICPTU3, NMPCAYCMOTPCHHBIX YaCTBIO 1 HaCTOSIH_[eﬁ CTaTbH, 3asABUTCIIb MPCACTABIISACT B
AKCHEPTHOE YUPEIKACHUE Il MPOBEACHUS SKCIEPTU3bI KAa4yecTBa JIGKAPCTBEHHOTO CPEACTBA 00pa3Ilbl
JICKAPpCTBCHHOT'O IIpfriapata AJd MCAUINUHCKOTO IMPUMCHCHHSA, HNPOU3SBCACHHOI'O B COOTBCTCTBUU C
TpeOOBAHUSMHU OIBITHO-TIPOMBIIIICHHOTO ¥ (WJIM) TPOMBIIIICHHOTO PETJIaMEHTOB, YTBEP)KICHHBIX
PYKOBOIUTENEM IMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBYIOIIUX CIIy4asx
o0pasipl (hapManeBTUIECKOW CyOCTaHIINHU, TECT-IIITAMMa MUKPOOPTAaHU3MOB, KYJIbTYPhI KJIETOK, 00pa3Iibl
BCHICCTB, MPUMCHACMBIX JII KOHTPOJIA KAa4YCCTBA JICKAPCTBCHHOI'0 CPCACTBA MIYTCM CPAaBHCHUSA C HUMU
HCCIIEyEMOTO JICKAPCTBEHHOTO CPEJICTBA, CICIU(PUYECKUE PEareHThl, HEOOXOIUMBIE IS MPOBEACHUS
HUCHBITAHUHU 06pa3u0B JICKAPCTBCHHBIX npemnaparos, B KOJINYCCTBAXx, HCOGXOIII/IMBIX JJIA
BOCTIPOU3BEICHHSI METOJIOB KOHTPOJISI KA4eCTBa.

(B pen. denepanbuoro 3akoHa ot 30.01.2024 N 1-03)

3. Ilpu momyueHun o0Opa3IOB JICKAPCTBEHHOTO TIpemapara W ¢apMareBTUYECKOH CyOCTaHITUU
HKCHEPTHOE YUPEKICHHUE HANpAaBISET B JIMYHBIA KaOMHET 3asBUTENS B €MHON CHCTEME yBeIOMIICHHE,
MOATBEP K IaloIIee MOTyYeHHE YKa3aHHBIX 00pas1ioB.

(uacts 3 B pen. @enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

4. Vka3aHHBIA B YacTH 2 HACTOAIIEH CTAaTbU CPOK JUIsl TPEICTABIICHUS 3asBUTEIIEM OOpa3IoB
JIEKapCTBEHHOTO TMpernapata ¥ (apMaleBTHUECKON CYOCTaHIIMM HE BKJIIOYAETCS B CPOK IMPOBEICHUS
JKCIEPTHU3, PEyCMOTPEHHBIX YaCThIO 1 HACTOSIIEN CTATHH.

(uacts 4 B pen. ®enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

5. ¥YTparun cuny. - @eaepanbubiii 3akoH oT 30.01.2024 N 1-03.

[Ipumeuanue.

[Tonoxenus ct. 24 (B pea. @3 or 30.01.2024 N 1-d3), kacaromuecs Ipea0CTaBICHUS TOC. YCIYT MPH
oOpalleHuu JIeKapCTBEHHBIX CPEACTB MJIi BETEPUHAPHOTO MPUMEHEHHS IOCPEICTBOM EIMHOTO
noptana, npumensitores ¢ 01.01.2026.

Ctatba 24. JKcnepTu3a KavecTBa JIeKapCTBEHHOro cpeacTBa M 3KcnepTu3a
OTHOLIEHUA OXUAAaeMOW MOoJib3bl K BO3MOXHOMY PUCKY MPUMEHEHUs JNeKapCTBEeHHOro
npenapara Ans BeTepMHaApPHOro NpMMeHeHus

1. DxcnepTU3a KauecTBa JEKAPCTBEHHOI'O CPEACTBA U AKCIEPTH3a OTHOIICHUS OXKUAAEMOM MOIb3bI
K BO3MOXXHOMY pHCKY NPUMEHEHMs JIEKApCTBEHHOrO Ipemnapara AJii BETEPUHAPHOTO MPUMEHEHUS,
COCTABJICHME KOMHCCHSIMU SKCHEPTOB 3aKJIIOUEHHM 10 pe3ysbTaTaM YyKa3aHHBIX »JKCHEPTU3 U
HalpaBJieHWE TaKUX 3aKIIOYECHUN B AJIEKTPOHHOW (opMe B YIIOJHOMOYCHHBIM (eaepaibHbIii OpraH
WCTIOJTHUTEJIHOM BJIACTH OCYLIECTBIISIIOTCS B CPOK, HE MPEBBIIIAIOIINI CTa IECATH pabOUYMX AHEH CO IHSA
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MOJyYeHHUS OKCHEPTHBIM  YUYPEXKIEHHEM B JJIEKTPOHHOW (opMe 3aJaHusl  YIMOJTHOMOYEHHOTO
(dbenepasbHOTO OpraHa HMCIOJHUTEILHON BJIACTH C JOKYMEHTAMH, yKa3aHHBIMH B 4acTH 3 crartbu 17
Hacrosiiero deaepanbHOro 3aKOHa.

(B pen. @enepanbhbix 3akoHOB OT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-®3, ot 30.01.2024 N
1-®3)

2. B Tteuenme Tpuamaté pabouMx IHEH €O JAHSA MOJIYYEHHsS YHNOJTHOMOYEHHBIM (ereparbHbIM
OpPraHoOM HCIIOJHUTEIBHON BIACTH YBEJAOMIIEHUS B 3JEKTPOHHOM (opMe O TMONy4YEeHUH 3asBUTENIEM
peuicHud O MPOBCACHUHN YKa3aHHBIX B YaCTHU 1 HaCTOHHIeﬁ CTaTbU SKCIICPTU3 3aABUTCIIb ITPEACTABIIACT B
IKCIIEPTHOE YUYPEXKICHHUE IS TPOBEICHUS DKCIEPTU3Bl KadecTBa JIEKAPCTBEHHOTO CpPEACTBa OOpasIibl
JIEKapCTBEHHOTO TIpernapaTa Ui BETEPUHAPHOTO TNPHUMEHEHUS, MPOU3BEICHHOTO B COOTBETCTBHH C
TpeOOBaHMUSAMH TEXHOJOTMYECKUX PETJIAMEHTOB, YTBEPXKICHHBIX DPYKOBOIUTEIEM IPOHM3BOAUTEINS
JICKAPCTBCHHBIX CPCACTB, a4 TAKIKC B COOTBCTCTBYIOIIUMX CJIy4dasdaX TECT-IITaMMbl MHKPOOPTraHHU3MOB,
KyJIBTYpHl KJIETOK, 00pa3ibl (hapMareBTHUECKON CyOCTaHIMM, 00paslbl BEUIECTB, NPUMEHSEMBIC IS
KOHTPOJISI KadecTBa JICKAPCTBEHHOTO CPEACTBA, B KOJIMYECTBAX, HEOOXOIUMBIX JUISI BOCIPOM3BEACHUS
METO/IOB KOHTPOJISL Ka4eCTBa.

(B pen. @enepanbHbix 3ak0HOB OT 02.08.2019 N 297-®3, ot 30.01.2024 N 1-D3)

3. Tlpu momydeHun oOpa3IOB JICKAPCTBCHHOTO IMpemapara U (apMaieBTUYeCKONH CyOCTaHIIMU
AKCIIEPTHOE YUPEXKICHHUE B JICHH TOJTYYCHHUS OOpa3IlOB HAMPABISET B AJICKTPOHHOH (QopMe 3asBUTEITIO
yBEIIOMJICHHE, TIOATBEPIKIAIOIIEe MTOTyYCHUE YKa3aHHBIX 00pa3IloB.

(dactb 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. Yka3aHHBId B 4acTH 2 HACTOAILIEH CTaTbU CPOK IJIsl TMPEICTAaBICHHUS 3asBUTENeM 00pa3ioB
JICKapCTBCHHOTO Tpernapata ¥ (apMareBTHYECKON CYOCTaHIIMM HE BKIIIOYACTCS B CPOK IPOBEICHUS
IKCIEPTH3, MPEIyCMOTPEHHBIX YaCThIO | HACTOSIIIEH CTAThH.

(dactb 4 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. Yrpartun cuny. - ®enepanbusiii 3akoH o1 30.01.2024 N 1-P3.

CraTtba 25. [loBTOpHOE NpoBeAeHNe IKCNEepPTU3bI NIeKaPCTBEHHbIX CPeACcTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B ciy4asx HeroCcTaTOYHOH 000OCHOBAaHHOCTH HITM HETIOJIHOTHI 3aKITFOUEHHS] KOMUCCHH SKCIIEPTOB,
HQJINYMS B HEM INPOTUBOPEYMBBIX JAHHBIX, (anbCU(UKAMK BBIBOJOB HKCHEPTH3bI JIEKAPCTBEHHOI'O
CpeACTBa, COKPBITUS OT YIIOJHOMOYEHHOTO (peliepaibHOTO OpraHa MCIOJHUTEIHHON BIACTH OCHOBAHUM
IUIi  OTBOAA DSKCIEepTa BCJIEACTBUE €ro 3auHTEPECOBAHHOCTH B PpE3yslbTaTaX COOTBETCTBYIOILEH
OKCIICPTHU3HI, Haiu4yusga  JaHHBIX O mpaIMoM 1100 KOCBCHHOM  BMCHIATCJIbBCTBEC B mponecc
COOTBETCTBYIOLIEH SKCHEPTU3bI JIMI, HE YYaCTBYIOLIMX B €€ MPOBEACHUHM, HO OKAa3aBIIMX BIUSHHE Ha
MPOIIECC U PE3YyJIbTAThl €€ TMPOBEACHHS, YIMOJIHOMOYCHHBIM (hellepabHbIM OPTraHOM HMCIOJHUTEIHHOU
BJIACTU HAa3HAYaeTCs MOBTOPHAs SKCIIEPTU3a JIEKAPCTBEHHOT'O CPEJCTBA U (WJIM) 3THYECKAsl SIKCIEPTH3a.

(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

[Ipumeuanue.

[Tonoxenus ct. 25 (B pea. @3 ot 30.01.2024 N 1-d3), kacarouiecs: IpeI0CTaBIECHUS rOC. YCIyT IpU
00palleHN! JIEKAPCTBEHHBIX CPEJICTB JUIsl MEAUIIMHCKOTO U BETEPUHAPHOT'O IPUMEHEHHUS TIOCPEICTBOM
€IMHOM CHCTEMBI U (W) €AUMHOro nopTaia, npuMmenstores ¢ 01.01.2026.

CrpaHuua 53 u3 162



®epepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pea. oT 26.12.2024)

2. TloBTOpHAas 3KCIEpPTH3a JIEKAPCTBEHHOTO CPEACTBA IMPOBOJUTCA C YUYETOM pEe3yJIbTaTOB paHee
MIPOBEJICHHOW HKCIEPTU3bl B CPOK, YCTAHOBJICHHBIM YHOJHOMOYEHHBIM (efepalbHbIM OpPraHoM
WCTIOJTHUTEJILHOW BJIACTH M HE MPEBBIIAIONIUI TPUALIATH PaOOYNX THEH CO JHS MOIY4YEHUS SKCIEPTHBIM
yupexXJIeHHEM B JIMYHOM KaOWHETe B €IMHOI cucTeMe 3aJaHus Ha MPOBEIEHUE TTOBTOPHOM SKCIEPTU3HI
JIEKapCTBEHHOTO CPE/ICTBA, TOAMUCAHHOTO YCUIICHHON KBAM(UIIMPOBAHHOM JIEKTPOHHON TOAMHUCHIO.

(B pen. denepanbHbiX 3ak0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3. ®unaHcoBoe oOecreyeHNe BBIMONHECHUS 3aJaHHUs Ha TPOBEIACHHE TOBTOPHON AKCIEPTHU3BI
JICKaPCTBECHHOT'O CPEJICTBA HE OCYIIECTBIISCTCS.
(B pen. ®enepanbpHOro 3akona ot 22.12.2014 N 429-03)

[Ipumeuanue.
C 01.01.2026 cr. 26 He pacmpocTpaHseTCsS Ha TMPABOOTHOIICHHUS, BO3HHUKAIOUINE IMPH OOpalleHuu
JIEKapCTBEHHBIX CPENCTB MyIst MeauimHckoro npuMenenus (O3 ot 30.01.2024 N 1-D3).

Cratbs 26. chopeHHaﬂ npoueaypa 3IKCnepTusbl JIeKapCTBeHHbIX CpeacTB

1. YckopeHHass mpoueaypa 3KCIEpPTH3bl JICKAPCTBEHHBIX CPEACTB B IENSAX TOCYAapCTBEHHOU
perucTpanyy JICKapCTBEHHBIX IPENapaToB NPUMEHSETCs B OTHOIIEHWH OpQaHHbBIX JEKapCTBEHHBIX
[IpenaparoB, MEPBBIX TPEX JIEKAPCTBEHHBIX IMPENapaToB, perucrtpupyeMsix B Pocculickon denepanuu B
KayecTBE BOCIPOU3BEJCHHBIX JIEKAPCTBEHHBIX IMPENapaToB, OYEPEAHOCTb KOTOPHIX OIpeneNsercs B
COOTBETCTBMM C HOMEPOM M JaTOH BXOAAIIMX 3asBICHUA O TOCYNAapCTBEHHON pErucTpanuu
JIEKapCTBEHHBIX IPENapaToB B PaMKaX OJHOIO MEXKIyHapOAHOTO HEMaTeHTOBAaHHOI'O HAaMMEHOBAHHUS
JICKapCTBEHHOTO TMpernapara WId TPYNIHUPOBOYHOIO HAWMEHOBAaHUS JICKAPCTBEHHOIO Ipernapata,
JIEKapCTBEHHBIX IPENapaToB s BETEPUHAPHOTO NPUMEHEHMs, NPEJHA3HAYCHHBIX Ui JICYCHMS
JOMAIIIHUX KUBOTHBIX, onpezeneHHbIX PenepanbHbiM 3akoHOM 0T 27 nexadps 2018 rona N 498-03 "O6
OTBETCTBEHHOM OOpAIEHUH C XUBOTHHIMH W O BHECEHHWH W3MEHEHHH B OT/EJIBbHBIC 3aKOHOIATEIHHBIE
akThl Poccuiickoii @enepanun', U 3aperucTpUpoOBaHHBIX B KayeCTBE JIEKAPCTBEHHBIX MpenapaToB s
MEIHUIIMHCKOTO TPUMEHEHUS, M JICKAPCTBEHHBIX IPENapaToB, MpPeAHA3HAYCHHBIX HCKIIOYHUTEIBHO IS
MPUMEHEHHS HECOBEPILICHHOIETHUMHU I'pakJaHAMHU.

(B pen. @enepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-®3, ot 28.04.2023 N
171-®3)

2. YckopeHHas TpoLEaypa HSKCIEPTU3bl JICKAPCTBEHHBIX CPEACTB B LEISAX TOCYJAapPCTBEHHOM
pErucTpalyy JeKapCTBEHHBIX MIPENapaToB HE MPUMEHSIETCS B OTHOIIICHHUH:

1) 6roananoroBeix (OMOMOIOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (0M0aHAIOTOB);

2) pedepeHTHBIX JEKapCTBEHHBIX MpENapaToB (3a HCKIIOYCHHEM OpQaHHBIX JIEKapPCTBEHHBIX
IIpenapaToB);

[Ipumeuanue.

Jo 31.12.2025 poccuiickuM NpPOU3BOAMTENSM JIEKAPCTBEHHBIX IPEMApaToB i BETEPUHAPHOIO
IIPUMEHEHMs Pa3pelieHo MOAaBaTh PErHMCTPAllMOHHOE JI0ChE MO YCKOPEHHOH mpoueaype 0e3 yuera
TpeboBanuii 1. 3 4. 2 cT. 26 (ITocranosnenue [IpasurensctBa PO ot 12.03.2022 N 353).

CrpaHuua 54 u3 162



®epepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pea. oT 26.12.2024)

3) BOCHpPOM3BEIEHHBIX JIEKAPCTBEHHBIX IpenapaTroB (3a HCKIIOYEHHEM IEPBBIX  TpeX
peructpupyeMbix B Poccuiickoit ®enepauny B KAayeCTBE BOCHPOU3BEICHHBIX JIEKAPCTBEHHBIX
IIPEMNapaToB M JIEKAPCTBEHHBIX IIPENApaTOB, IPEIHA3HAYEHHBIX MCKIIOUUTEIBHO IS NPUMEHEHMS
HECOBEPIICHHOJIETHUMH TPaXKAaHAMH, a TAKKe JIEKapCTBEHHBIX IPENaparoB, MpeAHAa3HAYEHHBIX IS
JIeUEHHs] TOMAIIIHUX XUBOTHBIX, OIpeneneHHbIx DenepanbHbIM 3aKk0oHOM OT 27 nekabps 2018 roma N
498-®3 "OO6 OTBETCTBEHHOM OOpAIICHUU C >KUBOTHHIMM M O BHECCHMH W3MEHCHHUHM B OTICIbHBIC
3aKOHoAaTenbHble akThl Poccuiickoil denepanuun, U 3aperuCTPUPOBAHHBIX B Ka4€CTBE JIEKAPCTBEHHBIX
[IPEnapaToB JUIsl MEAUIUHCKOTO PUMEHEHUS);

(B pen. ®enepanpHoro 3akona ot 28.04.2023 N 171-03)

4) HOBBIX KOMOMHALIUN 3apETUCTPUPOBAHHBIX paHEE JIEKAPCTBEHHBIX MPENapaToB;

5) nexapcTBEHHBIX NpENapaToB, 3aperMCTPUPOBAHHBIX paHEe, HO MPOU3BEACHHBIX B JAPYTUX
JIeKapCTBEHHBIX (hopMax B COOTBETCTBUU C MEPEUYHEM HAMMEHOBAHHH JICKApPCTBEHHBIX ()OpPM M B HOBOU
JO3UPOBKE;

6) JEKapCTBEHHBIX MpENapaToB A MEIUIUHCKOTO MPUMEHEHHS, TOCYIapCTBEHHAs] PETUCTPAIIHs
KOTOPBIX OTMEHEHA, MPH MX PETHCTpallMH B Ka4eCTBE JICKAPCTBEHHBIX IMPEMapaToB AJS BETEPUHAPHOTO
MIPUMCHCHHS.

(. 6 BBeneH DenepanbHbIM 3aKOHOM OT 28.04.2023 N 171-D3)
(vacts 2 B pen. @enepasibHOro 3akoHa ot 22.12.2014 N 429-D3)

3. VYckopeHHas Mpoueaypa 3KCIEpPTU3bl JEKapCTBEHHBIX CPEACTB HPOBOJUTCA IO PELICHUIO
COOTBETCTBYIOLIETO YIOJIHOMOUYEHHOTO (he/IepaIbHOTO OpraHa MCIIOJIHUTEIBHONW BIACTH HA OCHOBAHUH
3asBJICHUS 3asBUTENSI B CPOK, HE MPEBBIMIAIONINA BOCBMUACCATH padounx nHel. [Ipu sTom skcrepTusa
AOKYMCHTOB, COACPKAIIUXCA B PErUCTPAlMOHHOM JOCHE HaA HeKapCTBeHHBIﬁ npemnapar, NpoBOJUTCA B
CPOK, HE TPEBBINAIOIUI AeCATH PadounX JHEH, SKCIepTH3a KayecTBa JIGKAPCTBEHHOTO CPENICTBA M
OKCIICPTHU3a OTHOIICHHA O)KI/IILaeMOI\/JI IIOJIB3BI K BO3MOXXHOMY PHCKY HNPUMCHCHHA JICKAPCTBCHHOI'O
npenapara mpoBOJATCS B CPOK, HE TIPEBBIIAIOIINI IIECTHICCITH pabOoYmX THEH.

(uactp 3 B pen. @enepanibHOro 3akoHa oT 22.12.2014 N 429-D3)

3.1. Yrparun cumy. - @enepanpusbiii 3akoH o1 30.01.2024 N 1-03.

4. VYckopeHHas Tpoleaypa O3KCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB TMPOBOAUTCS B TOPSIKE,
yCTaHOBJIEHHOM cTtatbsimu 17, 19, 20, 23 u 24 nactosiuero denepanbHOro 3akoHa, U HE O3HAYAET
CHIDKCHHUS TpeOOBaHMI K 0€301TaCHOCTH, Ka4eCTBY U 3(PPEKTUBHOCTH JICKAPCTBEHHBIX MTPETIAPATOB.

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

Cratbs 27. PeweHune o rocyaapCTBEHHON perncTpaumm nekapcTBeHHOro npenapara

1. B cpok, He mpeBbILAIOMNN JeciITH pabounux AHEH CO AHA MONYYEHUS 3aKIIOYEHUH KOMHUCCHU
JKCIIEPTOB 110 pe3yJIbTaTaM JKCIIEPTU3bl KAYECTBA JIEKAPCTBEHHOI'O CPEJICTBA U HKCIEPTU3bI OTHOLICHHUS
OKUJAEMOH TOJIb3bI K BO3MOXXHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOIO Mpenapara, COOTBETCTBYIOIINN
YIOJHOMOYEHHBIN (peiepaibHbII OpraH UCIOIHUTEIBbHON BIACTH:

(B pen. ®enepanbpHOro 3akoHa ot 22.12.2014 N 429-03)

1) ocymiecTBIsieT OLIEHKY 3aKIIOUYEHUHA KOMHUCCHUM HKCIIEPTOB MJIsi OMPENETCHUSI COOTBETCTBHS
3aJIaHUI0 Ha MPOBEACHUE ITHX IKCIEPTHU3;
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(n. 1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2) TpUHUMAET pEIICHUE O TOCYNAPCTBEHHOW PETHUCTpAIllMH JICKApPCTBEHHOTO Iperapara Hiu 00
OTKa3€ B TOCYJJapCTBEHHOI pEruCTpaIiy JEKapCTBEHHOTO Mpenapara;

[Ipumeuanue.

[Tonoxenus ct. 27 (B pea. @3 or 30.01.2024 N 1-®3), kacaromuecs nIpeI0CTaBIECHUs TOC. YCIYT MPU
00palIieHn! JIEKaPCTBEHHBIX CPEICTB TSI MEAUIIMHCKOTO U BETEPHHAPHOTO IIPUMEHEHUS TIOCPEACTBOM
€IMHOM CHCTEeMBI 1 (WIH) eIMHOTO TopTaina, mpuMeHsitores ¢ 01.01.2026.

3) BHOCHUT NpHU NPUHATHUU PEIIEHUS O TOCYJAapCTBEHHOM perucTpaluy JIEKapCTBEHHOTO Mpernapara
JaHHBIE O 3apETHCTPUPOBAHHOM JICKAPCTBEHHOM TIperapare, B TOM 4HcIe O ¢apMaieBTHUECKOM
cyOCTaHIIMM, BXOZSIIEH B COCTaB JIEKQpPCTBEHHOTO IIpermapata, B TOCYIJapCTBEHHBIM peecTp
JICKAPpCTBCHHBIX CPCACTB MW BbBIAACT 3adBUTCIIIO PCTUCTPALIMOHHOC YAOCTOBCPCHHUC JICKAPCTBCHHOI'O
mpernapaTa MyTeM HampaBlIEHUS 3asSBUTENIO MOCPEJICTBOM €AMHOIO MOpTaja WM B JIMYHBIA KaOUHET
3asBUTENS B €AUHOM CHUCTEME BBIIIMCKHM W3 TOCYAAPCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEICTB,
MOAMMCAaHHOW YCUJIEHHOM KBaTM(DUITMPOBAHHON 3JIEKTPOHHOU MOAMHUCKI0, (hopMa KOTOPOH yTBEPIKIAaeTCs
YIOOJIHOMOYCHHBIM (beﬂepaanHM OopraHomM HUCIOJIHUTEIBHOMU BJIaCTHU, COIJIAaCOBAHHLIC HOPMATUBHYIO
JOKYMEHTAIMI0, HOPMATUBHBIN JTOKYMEHT, HHCTPYKIHUIO [0 MPUMEHEHHIO JIEKAPCTBEHHOTO Ipernapara U
MaKeThl MIEPBUYHON YIAKOBKM U BTOPUYHOHN (MOTPEOUTENHCKOM) YIAKOBKH C YKa3aHHEM Ha HUX HOMeEpa
PETUCTPALIMOHHOTO YJOCTOBEPEHMs JIEKAPCTBEHHOTO TMperapara M JaThl €ro TroCyJapCTBEHHOMN
perucTpany WId B CclOy4yae MpPUHATHS pelieHuss o0 OTKa3e B TOCYIapCTBEHHOM perucTpanuu
JIEKapCTBEHHOI'O IpernapaTa HamnpaBisieT 3asBUTEII0 MOCPEIACTBOM €IUHOrO IMopTaja WIA B JUYHBIN
KaOWHET 3asBHUTENSI B €IMHOM CHUCTeME YBeIOMIIEHHE 00 3TOM C yKa3aHHWEM IMPHUYMH TAaKOro OTKasa. 3a
BbIIaYy PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipernapara B3UMAaeTcsi I'OCylapCTBEHHAs

MOIIJTMHA B COOTBETCTBUU C 3aKOHOIATENbCTBOM Poccuiickoit deneparuu 0 Hamorax u coopax.
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

2. OcHoBaHHMeM [UIs OTKa3a B TOCYIapCTBEHHOW pErucTpanuy JEKapCTBEHHOTO MperapaTa it
MEIUIIMHCKOTO  TPHUMCHCHUS  SBISCTCS  3aKIIOYCHHE  COOTBETCTBYIOMIETO  YIIOJITHOMOUYEHHOTO
(denepabHOTO OpraHa WCIOJHUTEIFHOW BJIACTH O TOM, 4YTO KadecTBO W (wiu) 3(P(EKTUBHOCTH
pETUCTPUPYEMOrO JIEKAPCTBEHHOI'O Ipenapara i MEQUIIMHCKOTO IMPUMEHEHUS HE IOATBEPKACHBI
MOJYYCHHBIMH JTAHHBIMH WJIM YTO PUCK MPUYMHEHHUS Bpella 30POBBI0 UEIOBEKa BCIICICTBHE MpHEMa
JIEKapCTBEHHOTO TIpenapaTa Ui MEIWIIMHCKOTO TPHUMEHEHHUS TpeBBIIIaeT APPEKTHBHOCTh €r0
PUMCHCHUSI.

(dactb 2 B pea. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. TloBTOpHOE mpenCcTaBIEHUE B COOTBETCTBYIOUIMH YIOJHOMOYEHHBIH (hefepaibHblii OpraH
HWCIIOTHUTEIbHON BIACTH JICKAPpCTBCHHOT'O Ipfriapara, B OTHOIICHHWH KOTOPOro IIOJYYCH OTKa3 B
rOCYapCTBEHHOW PErHCTpaly U KOTOPBI BIOCIEACTBUH MOJBEPICS M3MEHEHUIO B YaCTH €r0 COCTAaBa,
paccmaTpuBaeTCs Kak IPECTABICHHE HOBOTO JIEKAPCTBEHHOIO Iperapara Ha €ro rocyJapCTBEHHYIO
PETHCTPAIMIO HE3aBHCUMO OT COXPAaHEHHUS €r0 IEPBHYHOTO HAMMEHOBAHHMS.

(vactp 3 B pen. @enepanibHOro 3akoHa ot 22.12.2014 N 429-D3)

4. Ilpu npenocTaBlIeHHH 3asBUTEJIEM B COCTABE€ PErMCTPALMOHHOTO JOCHE HA JICKAPCTBEHHBIN
npenapaT Juisi BETEpUHAPHOTO NPUMEHEHUsl KOMHUU PEUICHHs] YIOJIHOMOYEHHOTO (peliepaibHOro opraHa
UCIIOJIHUTEIIBHON BJIACTH O INPOBEACHUM HMHCIICKTUPOBAHUS IPOU3BOIAUTENS JICKAPCTBEHHBIX CPEICTB
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CPOK TPHUHATHS pELICHHS O TOCYJapCTBEHHON pErucTpaluy JEKapCTBEHHOTO TNpenapara s
BETEPHHAPHOTO NMPUMEHEHUS IPUOCTAHABINBACTCS CO JHS MOJYUYCHUS 3aKIIOUCHHUH, YKa3aHHBIX B YacTH
1 HacTosmel cTaTbM, A0 AHS NPHUHATUS YINOJHOMOYEHHBIM (hefepaibHbIM OPraHOM HCIIOJHUTEIHHON
BJIACTH pEIICHHS O BbAAa4de WIM 00 OTKa3e B BbIIAYE 3aKIIOYECHUS O COOTBETCTBHH IPOM3BOANUTENS
JICKapCTBEHHBIX CPEJICTB TPEOOBAHUAM NPABUII HAJUIeKAIIEH MPOU3BOJCTBEHHOM MPAKTHKHU, HO HE Ooiee
9YeM Ha CTO BOCEMBAECAT padOYHX THEH.

(uactp 4 BBeneHa DenepanbHbIM 3aKk0HOM 0T 04.06.2018 N 140-D3)

5. OcHOBaHMEM Jis OTKa3a B TOCYAApCTBEHHOM PEruCTpallH JIEKApCTBEHHOTO TMperapara ist
BETEPUHAPHOTO TPUMEHEHHUsl SBIAETCA 3aKIIOYCHHE YIMOJIHOMOYEHHOro (QelepalibHOTO opraHa
WCTIOTHUTENIbHOW BJIACTH O TOM, 4YTO KadecTBO © (uiu) 3P(EKTUBHOCTh PETUCTPUPYEMOTO
JIEKApCTBEHHOT'O0 Tpenapara s BETEPUHAPHOTO NPHUMEHEHUsT HE TMOATBEPKICHBI MOJTYYEHHBIMU
JTAHHBIMHU WJIM YTO PUCK NMPUYMHEHUS BpPeaa 3I0POBbIO JKMBOTHOT'O BCIIEJCTBUE MpHEMa JIEKAPCTBEHHOTO
mpemapaTa Afs BETEPUHAPHOTO MPHUMEHEHHUs TMpeBbImaeT 3(G(GEeKTUBHOCTh €ro MPUMEHEHMs, OTKa3
YIOJHOMOYCHHOTO (De/lepalbHOTO OpraHa HWCIOJHUTEIBHOW BIACTH B BbIIaYe 3aKJIIOYCHUS O
COOTBETCTBUM TPOU3BOAUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM TMpaBWJI  HaJJIeKallen
MPOU3BOJCTBEHHON TMPAKTUKUA IS KaKIOHW TMPOU3BOJICTBEHHOW TUIOMIAKU PETUCTPUPYEMOTO
JIEKApCTBEHHOT'0 Ipenapara [Uisl BETEPUHAPHOIO NPUMEHEHUS B Cllydyae, €cClId MPOU3BOICTBO
JIEKApCTBEHHOT'O TMpernapaTta il BETEPUHAPHOTO TMPUMEHEHUS OCYIIECTBIACTCS 3a MpeaernamMu
Poccuitckoit denepanuu, i OTCYTCTBUE TAKOTO 3aKJIFOUEHUS.

(dactp 5 BBenena denepanbabiM 3aKk0HOM OT 04.06.2018 N 140-D3)

[Ipumeuanue.
O mopsiike W CpOKax OIpeaeTeHUs] B3aUMO3aMEHSIEMOCTH JIEKapCTB JICKAPCTBEHHBIX IPENapaToB,
3apeructpupoBansbix 10 01.03.2020, cm. ct. 3 @3 o1 27.12.2019 N 475-D3.

Cratba  27.1. B3anmo3amMeHAeMOCTb  FleKapCTBEHHbIX npenapaTtoB  Ans
MeAULMUHCKOro NnpMmMmeHeHus

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. B3zanmMo3aMeHS€MOCTb JIEKAPCTBEHHBIX MpPENapaToB i1 MEIULUHCKOTO IHPUMEHEHHUS
OTIpe/eIsAeTCS YIOJTHOMOYEHHBIM (DeIepajbHBIM OPTaHOM HCIOJHUTENBHOM BIACTH, OCYIIECTBIISIIOIINM
rOCYy/JapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IPENaparoB I MEJUIMHCKOTO INPUMEHEHMS, B
paMKax OJHOTO MEXIYHapOJHOTO HEMaTeHTOBAHHOTO (WJIM XUMHUYECKOro, WM TPYHNIUPOBOYHOIO)
HAaUMEHOBAHMsS HA OCHOBE 3aK/IIOUYEHHS KOMHUCCHM OKCIEPTOB DKCIEPTHOTO YYPEXKACHUA O
B3alMO3aMEHSIEMOCTH JIEKapCTBEHHOTO IpernapaTa A MEIUIMHCKOrO NPUMEHEHHUs MO0 O TOM, YTO
JIEKapCTBEHHBIN Mpenapar uisi MEJULMHCKOrO NIPUMEHEHUS HE SBIIETCS B3auMo3aMeHseMbIM. [lopsanox
OTpe/ieNIeHUs] B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MIPENapaToB JUIsl MEAMLIMHCKOIO MPUMEHEHUS U
dopma 3aKIIOYEHHS KOMHUCCHM OSKCIIEPTOB SKCIEPTHOTO YUYPEXKIEHUS O B3aWMO3aMEHSEMOCTH
JIEKapCTBEHHBIX MPENapaToB I MEAUIUHCKOTO MPUMEHEHHUS JIMOO O TOM, UTO JICKApCTBEHHBIH Mpernapar
IUIE MEIUIMHCKOTO NPHMEHEHUs HE SBISAETCS B3aMMO3aMEHSEMBIM, YCTaHABIMBAIOTCA (enepalbHbIM
OpPTaHOM HWCIOJHHUTEIBHON BIIACTH, OCYIICCTBISIONIMM (YHKIMU TIO BEIPAOOTKE U pealn3anuu
rOCyJJapCTBEHHOH MOJUTHKH U HOPMAaTHUBHO-IIPAaBOBOMY PErYJIMPOBAHUIO B chepe 3paBOOXpAaHEHHUS, 110
COTJIACOBAaHUIO C (pelepajbHBIM OPraHOM HCIIOJHUTEIBHON BIIACTH, OCYIICCTBISIOIUM (QYHKIUHU II0
JULEH3UPOBAHNUIO [TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB.
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(B pen. @enepanbHoro 3akoHa ot 19.10.2023 N 503-D3)

2. Komuccus 3KCIepToB 3KCIEPTHOTO YUPEXKAEHUS AAeT 3aKI0YEHHE O B3aMMO3aMEHSEMOCTH
JIEKapCTBEHHOTO IpenapaTa Jjsl MeIUIIMHCKOTO IPUMEHEHHS TUO0 O TOM, YTO JIEKapCTBEHHBIN Mpemnapar
V11 MEIUIMHCKOTO IPUMEHEHHs] HE SBISETCS B3aMMO3AMEHSEMBbIM, HA OCHOBAaHUM CIEIYIOLIMX
KpUTEPUEB (XapaKTEPUCTHUK):

1) »SKBUBaJEHTHOCTh (11 OMOAHAIOTOBBHIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IMpenapaToB
(OmoaHamoroB) -  CONOCTaBMMOCTb)  KayeCTBEHHBIX M  KOJHYECTBEHHBIX  XapaKTEPUCTHK
(bapManeBTHUECKUX CyOCTaHIIMI MM COIIOCTABUMOCTh aHTUTCHHOTO COCTaBa BakiuH. Vcmonbp3oBaHue
Pa3IUYHBIX coliel, 3(hUPOB, KOMIUIEKCOB, U30MEPOB, KPUCTATUIMYECKUX (HOPM U APYTUX MPOU3BOTHBIX
OJHOTO M TOTO JK€ JEHCTBYIOLIETO BEIIECTBA HE SBISACTCS MPEMATCTBHEM JUISI OINpPEIEICHUS
B3aMIMO3aMEHSIEMOCTH  JICKAPCTBEHHBIX  MPEMapaToB, €CIM TpU  TPOBEACHHUH  HCCIEIOBAHHSI
OMODKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Mperapara  WJIM  WCCIEHOBAaHUS  TEpareBTUYECKON
SKBHUBAJIEHTHOCTH JIEKAPCTBEHHOTO Mpernapara J0Ka3aHO OTCYTCTBUE KIMHUYECKU 3HAUYUMBIX Pa3lUdHi
dapmakokuHeTHKH # (Wwin) dSddekTHBHOCTH W 0€30MacHOCTH JISKAPCTBEHHOI'O TIperapara Jyis
MEIUIIMHCKOTO TPUMEHECHHS,

2) SKBHUBAJIEHTHOCTb JIEKapCTBEHHON (opmbl. loJ 3KBHBaIEHTHBIMU JIEKAPCTBEHHBIMH (popmMamu
MIOHUMAIOTCSI Pa3Hble JIEKApCTBEHHBbIE (POPMBI, MMEIOILUE OJUHAKOBBIE CIOCOO BBEACHHMS M CIOCOO
IIPUMEHEHHS, O00JaZjalolie  CONOCTaBUMbIMU  (DAapMAKOKMHETUUYECKHMMHM  XapaKTEpPUCTUKAMHU U
(bapMakoIIOrH4eckuM JieiicTBHEM U 00ecreunBaloIINe TakkKe JOCTHKEHHE He00X0AUMOro KIMHUYECKOTr O
spdekra. Paznmums JekapCcTBEHHBIX (GOpPM HE SBISIOTCS NPEMSATCTBHEM JUISL  ONIPENEICHUs
B3aMMO3aMEHAEMOCTH  JICKQpCTBEHHBIX  IpernapaTroB, €CIM IpU  TNPOBEJCHUM  MCCIEIOBAHUSA
OMODKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Tperapara  WJIM  HWCCIEAOBAaHUS  TEpareBTUYECKON
SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'0 MpernapaTa J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAUYUMBIX PazIUuuit
dapmakokuHeTHKH # (Wwin) dSddekTHBHOCTH W 0€30MacHOCTH JISKAPCTBEHHOT'O TIperapara Jyis
MEAULUHCKOTO NPUMEHEHHUS;

3) SKBUBAJIEHTHOCTh WJIM COIIOCTABHMOCTH COCTaBa BCIIOMOTATEIILHBIX BEIIECTB JIEKAPCTBEHHOTO
npenapara Ui MEOUIMHCKOTO NpPUMEHEHHs. Pa3nmuums coctaBa BCIIOMOTATENBHBIX — BELIECTB
JICKApCTBEHHOTO TIpernapaTa He SBIAIOTCS NPEMSATCTBHEM IS OIpPEIeNICHUS B3aMMO3aMEHSIEMOCTH
JEKapCTBEHHBIX  MpENapaTroB, €CIM MpPH TNPOBEACHHH  HCCICAOBAHUS  OHOIKBHBAJICHTHOCTH
JICKApCTBEHHOTO TIperapaTa WM HWCCIEAOBAaHHS TEPareBTUUYECKON SKBHBAJCHTHOCTH JIEKAPCTBEHHOTO
mpernapara JJOKa3aHO OTCYTCTBHE KIMHMYECKH 3HAYMMBIX pazauyuid (papMakOKMHETHKH | (WIJIN)
3G GEKTUBHOCTH M 0€30MaCHOCTH JIEKApPCTBEHHOTO Iperapara il MEJUIIMHCKOTO MpuMeHeHus. [lpu
HATMYUU KIMHUYECKH 3HAYUMBIX Pa3nuduil apMakoKUHETHKH U (MK) 3((HEKTUBHOCTH U OE30MaCHOCTH
JICKapCTBEHHOTO TMperapara i MEAMIWHCKOTO TPUMEHEHHUS B3aWMO3aMEHSEMOCTh OIPEACISeTCS C
yKa3aHUEeM Ha UCKJIIOYCHUE OTJEIBHBIX TPYIII NalUeHTOB;

4) HIEHTUYHOCTh CII0CO0a BBEICHUSI U CTIOCO0a MPUMEHEHHS;

5) COOTBCTCTBUC HNPOU3ZBOAUTECIIS JICKAPCTBCHHOI'O CPCACTBA TpC6OBaHI/I$IM paBuJI HaJJIexKaniei
HpOHBBOI[CTBeHHOfI IMPAKTHUKH.

3. bes H606XOI[I/IMOCTI/I J0Ka3aTcJIbCTBa OMOSKBUBAJIEHTHOCTHU OCYHICCTBJIIACTCA ONPCACIICHUC
B3aMMO3aMCHACMOCTHU BOCIIPOU3BCACHHLBIX JICKAPCTBCHHBIX MPCIIaApaTOB, KOTOPLIC:
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1) mpeaHasHa4yeHbl [UIS MAPEHTEPATBbHOTO (MOJKOKHOTO, BHYTPHUMBIIICYHOTO, BHYTPHBEHHOTO,
BHYTPHIVIA3HOTO,  BHYTPUIIOJOCTHOIO, BHYTPHCYCTaBHOIO, BHYTPUKOPOHApHOIO) BBEAEHUS U
MPEJCTABISAIOT cO00I1 BOAHbBIE PAaCTBOPHI,

2) IpeACTaBISFOT CO00M PACTBOPHI AJISl TIEPOPATLHOTO IPUMEHEHHS;
3) npousBenieHbI B OpME MOPOLIKOB WK JTHO(PUIN3ATOB I IPUTOTOBICHHS PACTBOPOB;
4) SIBASIOTCS Ta3aMHU;

5) ABNSAIOTCS YIIHBIMU WJIU TJIA3HBIMHU JIEKAPCTBEHHBIMU IIperapaTaMu, MPOU3BEICHHBIMU B (popme
BOJIHBIX PaCTBOPOB;

6) mpegHa3HauyeHb! Ui MECTHOTO W (WJIM) Hapy>KHOIO NPUMEHEHUs M IPUTOTOBIEHBI B (opme
BOJIHBIX PaCTBOPOB;

7) MpPeaCTaBIAIOT COO0H BOIHBIE PACTBOPHI ISl MCTIONB30BaHUS B (POPME MHTAISLHUI C TIOMOIIBIO
HeOynaiizepa WM B Ka4yeCTBE HA3aJIBHBIX CIIPEEB, NMPUMEHSEMBIX C TIOMOUIBIO CXOJIHBIX (ITOXOXKHUX,
aHAJIOTUYHBIX ) YCTPOICTB (MprOOPOB, anmapaTos).

(dactb 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. Oco0eHHOCTH OmpeIeIeHHs B3aUMO3aMEHIEMOCTH OUOJIOTMYECKUX JIEKApPCTBEHHBIX MPENnaparos,
KOMOMHHMPOBAHHBIX JICKAPCTBEHHBIX MpenapaTroB (coaepkKamux KOMOWHAIMIO JBYX H OoJjee
JCHCTBYIOIIMX  BEIIECTB), JIGKAPCTBEHHBIX MpPEMaparoB JUid MAapEHTEPAIbHOTO  IMHTaHWS U
HEJO3MPOBAHHBIX  JIGKAPCTBEHHBIX  TIPEMapaToB  yCTaHABIWBAIOTCA  (emepalbHBIM  OpPraHoM
WCTIOJTHUTEJILHOW BIIACTH, OCYIIECTBISIONIMM (DYHKIMH 1O BBIPAOOTKE M peau3allii IoCy1apCTBEHHOMN
MOJIMTUKA M HOPMATHBHO-TIPABOBOMY PETYJIUPOBAHUIO B cepe 37ApaBOOXPAHCHHUS, 110 COTIACOBAHUIO C
(benepabHBIM OPraHOM HCIOJHHUTEIBHON BJIACTH, OCYIIECTBIISIONIMM (YHKIIMU IO JMIICH3UPOBAHUIO
MIPOM3BO/ICTBA JICKAPCTBEHHBIX CPEJICTB.

(B pen. ®enepanpHoro 3akona ot 19.10.2023 N 503-03)

5. OHpGI[eJ'IGHI/Ie B3aUMO3aMCHACMOCTH HEC OCYHICCTBIACTCA B OTHOIICHHU JICKAPCTBCHHBIX
PaCTUTCIIBHBIX MTPEIIapaTOB, TOMCOIIATHYCCKUX JICKAPCTBCHHBIX ITPCIIApATOB.

6. (DOpMI/IPOBaHI/Ie NEpCUHSA B3aNMMO3aMCHACMBIX JICKAPCTBCHHBLIX IMPCHapaToB I MCIUIHUHCKOI'O
MPUMCHCHUA OCYIICCTBIISICTCS SKCICPTHBIM YUPCKIACHUCM IMOCPECACTBOM O6’L€I[I/IH6HI/IH JICKApCTBCHHBIX
npernaparoB B OTACIBHLIC TI'PYIIIIbI, B Ka)I(ZIOfI M3 KOTOPLIX JICKAPCTBCHHBIC IIPCIapaThbl SABJIAIOTCA
B3aMMO3aMCHACMBIMU.

7. B cimydae BKIIOYEHUS B HMHCTPYKLHIO [0 MEIMLIHUHCKOMY IPUMEHEHHIO JIEKapCTBEHHOI'O
rpenapara Ha OCHOBAHMM PE3YJIbTaTOB COOTBETCTBYIOLIUX HCCIICIOBAHUN MOKa3aHUN NI IPUMEHEHHS,
KOTOPBIE OTJIIMYAOTCS OT MOKA3aHUM U1 IPUMEHEHHs APYTHX JIEKAPCTBEHHBIX IMPENapaToB U3 T'PYIIIBI
B3aMMO3aMEHACMBIX JICKAPCTBEHHBIX IIPENApaToB, B IIEpEYHE B3aMMO3AMEHAEMBIX JICKAPCTBEHHBIX
[IpEnapaToB JUIsl MEIUIIUHCKOTO PUMEHEHUS 10JI)KHA ObITh YKa3aHa COOTBETCTBYIOIIast MH(POpMAaIHsL.

8. IlepeueHp B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX MPEMApaToB A MEIUIUHCKOTO MPUMEHEHUS
pa3MeIIaeTcsi YIoJHOMOYEHHBIM (peAepaibHBIM OPraHOM HMCTOJHUTEIBHON BJIACTH, OCYIIECTBIISIOIINM
FOCYJIApCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IpPEnaparoB [Jis MEAULHUHCKOIO IPUMEHEHUS, Ha
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cBoeM odunuanbHoM caiite B cetw "HMHrepuer". WHpopmarnms B mepeyHe B3aUMO3aMEHSEMBIX
JIEKapCTBEHHBIX IpPEnapaToB A MEJUIMHCKOTO NMPUMEHEHHs] OOHOBISETCS yKa3aHHBIM (helepanbHbIM
OpPraHOM HCIIOJIHUTENIBHON BJIACTH C YYETOM HOBBIX 3apETMCTPHUPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaTOB
V11 MEIUIMHCKOIO TPUMEHEHUS M BHECCHHBIX HW3MEHEHHMH B JIOKYMEHTBI, COJAEp)Kalluecs B
PETUCTPALIMOHHBIX JOChE€ Ha 3apETrMCTPUPOBAHHBIE JIEKAPCTBEHHBIE IMpenaparbl A MEIULUHCKOTO
IIPUMEHEHHUS.

9. Iopsok UCTONB30BaHUS MH(POPMAILIUN O B3aUMO3aMEHSEMBIX JIEKAPCTBEHHBIX Iperaparax Jyls
MCAUIMHCKOI0O MNPHUMCHCHHA MW TIOpAAOK Odadu paB"bf[CHeHI/Iﬁ Imo BOIpOCaM B3aUMO3aMCHACMOCTH
JIEKapCTBEHHBIX MPENapaToB Ui MEAUIIMHCKOTO MPUMEHEHUS YCTaHABINBAIOTCS (heiepaIbHBIM OPraHOM
WCTIOJTHUTENIHOW BIIACTH, OCYIIECTBISIONIMM (DYHKIIMH 1O BBIPAOOTKE M peau3allii roCy1apCTBEHHON
MOJIMUTUKN ¥ HOPMAaTHUBHO-TIPABOBOMY PETYJIHPOBAHHIO B chepe 31paBOOXpaHEHHS, IO COTJIACOBAHHUIO C
q)eﬂepaﬂbHI)IM OopraHom HUCTIOTHUTEITbHOM BJIaCTH, OCYLICCTBJIAIOIIHNM q)YHKHI/II/I o JIMOCH3HUPOBAHUTIO
MPOM3BO/ICTBA JEKAPCTBEHHBIX CPE/CTB.

(B pen. ®enepanbHoro 3akoHa ot 19.10.2023 N 503-03)

[Tpumeuanue.

Cpoxu AEMCTBUSL PETUCTPAIMOHHBIX YIOCTOBEPEHUI JIEKAPCTBEHHBIX MPENapaToB UIsl MEIUIIMHCKOTO
MpUMEHEHUsI, KOTOpble ucTekatoT B 2024 r. npojyieHsl Ha 12 mecanes, a B 2025 r. - o 31.12.2025
(ITocranosnenue [IpaBurensctBa PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaumoHHoe yaoCTOBEepEeHUe fieKapCTBEHHOro npenapara

[Ipumeuanue.

Paspemmaercs obpamenne B PD 3apeructpupoBaHHBIX JIEKAPCTBEHHBIX MPENapaToB, CPOK JCUCTBUS
PETUCTPALIMOHHOTO YJOCTOBEPEHUSI KOTOPBIX MCTEK B cllydae, NmpeaycMoTpeHHOM 4. 11 cT. 4 @3 or
30.01.2024 N 1-@3.

[Ipumeuanue.
C 01.01.2026 4. 1 - 3 cT. 28 He pPacHpOCTPAHSIOTCS Ha MPABOOTHOIICHUS, BO3HHKAIOUIUE MPHU
oOpaIlleHuu JIEKapCTBEHHBIX CPEACTB st MeaunuHckoro npumenenus (O3 ot 30.01.2024 N 1-D3).

1. PeructpanmoHHOE YIOCTOBEPEHHE JICKAPCTBEHHOI'O IIpernapaTa C yKa3aHHEM JICKapCTBEHHBIX
dbopM U J03MPOBOK BBIAAECTCS OECCPOYHO, 33 MCKIIOYCHHEM PETUCTPAIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O IpEenapara, BBIAABAEMOIO CO CPOKOM JIEUCTBUSA IIATh JIET, HA BIIEPBBIC PETUCTPUPYEMBIE
B Poccniickoit denepanuu JIEKapCTBEHHBIE IPENIAPATHI.

2. Ilo wucredyeHnn yKa3aHHOTO B YacTU | HACTOSIIEH CTaThbM CpOKa BBIIACTCS OeccpouHOe
PEruCTPallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOrO Mperapara IpU YCIOBHUM MOATBEPKIEHUS €ro
roCy/1apCTBEHHOW PETUCTPALIUU.

3. B ciydyae BHeceHMsI B cooTBeTCcTBUU cO cTaThsiMu 30 u 31 HacTosmero ®denepanbHOro 3aKOHA
U3MEHEHUH B COJEprKalllMecsl B PErHCTPALMOHHOM JI0Ch€ Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIN
IpernapaT JOKYMEHTBI, 3aTparuBalolllUX CBEICHUS, OTPAXEHHbIE B PETUCTPALIMOHHOM YJIOCTOBEPEHHUU
JIEKapCTBEHHOT'O Ipernapara, YIOJHOMOUYEHHBIN (enepaiabHblil OpraH MCIOJIHUTENIBHOM BIAcTU BbIIAET
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HOBOE PETUCTPALMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOI'O Ipenapara, COAEpIKalllee BHECEHHBIE B HETO
M3MEHEHHUS.
(uacte 3 BBeneHa DenepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

[Ipumeuanue.
C 01.01.2026 4. 4 ct. 28 yrpaunBaet cuiy (D3 ot 30.01.2024 N 1-D3).

4. B cinywae yTparbl WJIH TOBPEKICHHS PETUCTPALMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpermapaTa 1o 3asBICHUI0 B TNHCHBMEHHOW QopMme aepikKareis WX BIIaJelblla PETUCTPALMOHHOTO
YJIOCTOBEPEHHUS JIEKAPCTBEHHOIO MIpernapara Wik YIOJHOMOYEHHOTO UMM APYroro IPUANYECKOrO JUla O
BbIIaue AyOJIMKaTa PEruCcTPAlMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO IMpemnapara yImoTHOMOYEHHBIH
dbenepabHBI OpraH MCTIOJHUTEIHLHON BJIACTH B CPOK, HE TPEBBIMAIOIINNA AECATH pabOunX JHEH CO JTHA
MOCTYIUICHUS 3asBICHUS, BBINACT IyOIMKAT PETUCTPANMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpenapara. 3a BblJady AyOJIMKaTa PErHCTPAIMOHHOTO YJIOCTOBEPEHHS JIEKAPCTBEHHOTO IIpemapara
B3UMAETCS rOCYyAapCTBEHHAS MOLIJIMHA B COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickon denepanuu o
Hajorax u coopax.

(dactb 4 BBenneHa denepabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

[Ipumeuanue.
C 01.01.2026 cr. 29 He pacmpocTpaHsieTCs Ha TMPABOOTHOIICHHUS, BO3HHUKAIOUINE IMPH OOpalieHuu
JIEKapCTBEHHBIX CPENCTB Myist MeauimHckoro nmpuMenenus (O3 ot 30.01.2024 N 1-D3).

[Ipumeuanue.
Cpox peructpanuu JICKapCTBEHHOTO Mpernapara s BETEPUHAPHOTO MPUMEHEHHMsI, MCTEKAloUui B
2025 romy, mpoyieH Ha 12 mecsiueB ([ToctanoBnenue [paButensctBa PO ot 12.03.2022 N 353).

[Ipumeuanue.

[Tonoxenus ct. 29 (B pea. @3 or 30.01.2024 N 1-®3), kacarouuecs IpeI0CTaBIEHUS TOC. YCIYT MPU
oOpallleHUH JIEKAPCTBEHHBIX CPECTB JIJISI MEAULIMHCKOTO M BETEPUHAPHOTO IPUMEHEHUS TIOCPEICTBOM
eauHOM cuctemMbl W (Wiau) eguHoro mnoprana, npumensitores ¢ 01.01.2026. PeructpannoHHbie
YAOCTOBEPEHHUSI JIEKAPCTBEHHBIX IIpernaparoB s MEAMIMHCKOIO NPUMEHEHHs, Ha OyMakHOM
Hocutene u gyonukatel ¢ 01.01.2026 He BbITaOTCS.

Cratba 29. [MoaTBepXxaeHMe rocynapCTBEHHOW peructTpaumm neKkapCTBEHHOro
npenapara

(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. ITonTBepkieHNE TOCYJApCTBEHHON pEerucTpanuu JIEKapCTBEHHOIO IIpernapaTa OCYLIECTBIISIETCS
IpU BblAaue OECCPOYHOr0 PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOrO Ipernapara B clyyae,
YKa3aHHOM B 4acTu 2 cTatbu 28 HacTodAuero denepaabHOro 3ak0Ha, B CPOK, HE IMPEBBIIIAIOIINN COpOKa
pabounx AHEW co JHS HampaBJICHUS IMOCPEICTBOM E€IMHOrO MopTaja B YHOJHOMOYEHHBIN (eaepanbHbIi
OpraH HCIIOJHUTEIbHON BJIACTH MM JMYHBIA KaOMHET YIOJHOMOUYEHHOTO (¢enepaabHOro opraHa
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UCIIOJIHUTEIIBHOM BJIACTM B E€IUHOM CUCTEME 3asBJICHHUA O MOATBEPXKACHUM TIOCYyAapCTBEHHOU
perucTpalMi  JIEKApCTBEHHOrO0  Mpemapara, MOJANKWCAHHOTO  YCHUJICHHOW  KBaJIM(UIMPOBAHHON
JJIEKTPOHHOM MNOANuUChl0. He ocylecTBisieTcss NOATBEPKICHHE TOCYNAPCTBEHHOW PpETUCTpaluu B
OTHOLIEHUM JIEKAPCTBEHHOI'O IpernapaTta JUisi BETEPUHAPHOIO NPHUMEHEHMs, HE HaXOJMBILIErocs B
obpamenun B Poccuiickoit @Denepanmu B TedeHHE Tpex U Ooyiee €T, a TakkKe B OTHOIICHHUH
JIEKapCTBEHHOT'O CPEJCTBA, MPOU3BEIEHHOIO C HapylleHWeM TpeOOBaHUS, YCTAHOBJIECHHOI'O 4acThio 3.7
ctathu 71 Hacrosiero deaepanbHOTO 3aKOHA.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2. 3asBieHUE O MOATBEPKACHUM T'OCYJAapCTBEHHOM PEruCTpaldy JIEKapCTBEHHOTO Ipernapara
HaIpaBJsieTCA  MOCPEACTBOM  €IMHOTO TOpTaja B  YINOJHOMOYEHHBIH  (denepanbHBId  OpraH
UCMIOHUTENILHON  BNACTH WM JUYHBIH KaOMHET YHNOJHOMOYEHHOro (eaepalbHOro  opraHa
WCTIOTHUTEJIbHOW BJIACTU B €IMHOW CHCTEME HE paHEe YeM 3a CTO BOCEMbJIECAT JTHEH /IO UCTECUCHHS CpOKa
JEHCTBHUSL PETHUCTPAIMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO Tperapara U He MO3JHee OKOHYAHHS
CpOKa €ro JeMCTBHS.

(uacts 2 B pen. @enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

2.1. Yrparun cuny. - ®enepanbubiii 3akoH oT 30.01.2024 N 1-D3.

3. IloaTBepkaeHUE TOCYAAPCTBEHHOM pEruCTpalMy JIEKApCTBEHHOTO Mperapara OCyLIeCTBISETCs
[0 pe3yJibTaTaM 3KCHEPTU3bl OTHOLIEHUS O0XHIaeMOM MOJb3bl K BO3MOXXKHOMY PHCKY HNPUMEHEHMS
JIEKapCTBEHHOT'O MpenapaTra Ha OCHOBAaHMU PE3yJIbTaTOB MOHUTOPHHIA 3(()EeKTUBHOCTH U 0€30IaCHOCTH
JEKapCTBEHHOIO Ipernapara, MPOBOAMMOIO JepiKaTeleM WIM BIAJEIbLEM PErUCTPAOHHOIO
yJIOCTOBEpEHHsI JICKApCTBEHHOTO Mpenapara 100 yIOJIHOMOYEHHBIM UMM IOPUINYECKUM JIMLIOM, a TaKKe
COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (e/IepalbHBIM OPTaHOM HCITOJTHUTEIHHON BIIACTH B COOTBETCTBUHU
¢ TpeboBaHUsAMU cTaThi 64 HacTosero denepanbHOro 3aKoHa.

4. K 3asB1€HMIO O OATBEPKICHUHU IOCYJapCTBEHHON perucTpanuy JeKapcTBEHHOIO Mpernapara s
MEAULMHCKOTO NPUMEHEHUS IPUIararoTCs:

1) IOKYMEHTBI, CoOJepXalue pe3yibTaThl MOHHUTOpUHTAa d3(PQPEeKTHBHOCTH H 0€30MacHOCTH
JICKapCTBEHHOT'O TMpernapara A MEJUIMHCKOTO IPUMEHEHMs, IPOBEIEHHOIO JepKaTeleM WiIH
BJIAJIENIBLIEM PETUCTPALIMOHHOTO YJIOCTOBEPEHMs JIEKAPCTBEHHOIO Ipemapara Julsl MEIULMHCKOIOo
IPUMEHEHHUS JIMOO YNOJHOMOYEHHBIM UM IOPUAMYECKMM JIMLOM, IO (opmMe, yTBEpKIECHHOH
YIOJHOMOYEHHBIM (eiepaibHbIM OPIaHOM HCIIOTHUTEIbHON BIACTH;

2) cBeneHusl O JaTe MPEAOCTABICHHUS M PETUCTPALMOHHOM HOMEpE JHUIICH3UU Ha MPOU3BOJCTBO
JICKapCTBEHHBIX CPENICTB, WJIM CBEACHUSA O JaTe MPEIOCTaBICHUS W PETUCTPALIMIOHHOM HOMEpe
3aKJIIOUYEHUST O COOTBETCTBHM TPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEIACTB TPEOOBAHUAM TPaBUII
HaJJIeXKAaIIeld MPOU3BOJCTBEHHOW MPAKTUKH, WM KOMHs CepTU(UKATA COOTBETCTBUS IPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEACTB JJII MEIUIMHCKOTO TMPHUMEHEHHUS TpeOOBaHUSAM TMpaBWil HaAleKalen
MPOU3BOJACTBCHHOW  MPAKTUKK  EBpa3sMHCKOrO  SKOHOMHYECKOTO  COKO3a,  MNPEJOCTABIEHHBIX
YIOJHOMOYEHHBIM (hefiepadbHbIM OPTaHOM HCIIONHUTENBHON BIACTH B OTHOILIEHUU MPOU3BOJICTBEHHOM
IJTOMIAJKH JIEKAPCTBEHHOIO Mpemnapara JJjisi MEIUIIMHCKOTO MPUMEHEHHUS, TOCYIapCTBEHHAS PETUCTPALIHS
KOTOpPOro TMOATBEP)KIAETCS B CiIyyae, €Cld MPOU3BOJACTBO JICKAPCTBEHHOI'O IHpemnapara i
MEIMIMHCKOTO MPUMEHEHU OcylecTBIIsieTcsl B Poccuiickoit @enepannu;

(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)
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3) xomus NpPeNOCTaBICHHON YNOJIHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOAMUTENS JIMIIEH3UM Ha
IIPOU3BOJCTBO JIEKAPCTBEHHOI'O Ipernapara A1 MEIULIUHCKOTO NMPUMEHEHHS U €€ MEPEBOJ Ha PYCCKUHI
A3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IIOpSAAKE, a TaKXKe KOMMS 3aKIYEHHS O COOTBETCTBUU
IIPOM3BOJUTENS JIEKAPCTBEHHBIX CpPEACTB TpeOOBAHUSAM NPaBUII HaJJIeXKalled IMPOU3BOACTBEHHOMN
NPAaKTUKHA, WIA KOMHS cepTU(UKaTa COOTBETCTBHUS IMPOU3BOIAMTENS JICKAPCTBEHHBIX CPEICTB IS
MEIMLUHCKOIO TPUMEHEHUs TpeOOBAaHUAM MpaBWI HaJJIEXalled NPOU3BOJACTBEHHOW NPaKTHUKU
EBpa3uiickoro SKOHOMHYECKOTO COI032, BBIJIAHHBIX YIOJHOMOYEHHBIM (elepaabHbIM  OpraHoM
WCIIOJIHUTEJIbHOM BIAcCTU B OTHOLIEHUU IPOM3BOJCTBEHHOM IJIOLIAJKH JIEKAPCTBEHHOrO Mpernapara Juist
MEIUIMHCKOTO INPUMEHEHMS], TOCYAAPCTBEHHAsl PETUCTpalUs KOTOPOrO MOATBEPKIAACTCS, WMIM KOIMS
pelIeHusl  YIOJTHOMOUYEHHOTO (hefepallbHOTO OpraHa HCIIOJHUTEIBHOH BJIACTH O TIPOBEICHHUH
(bapMareBTUUECKONW HHCTIEKIIMU POU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB JIs1 MEUILIMHCKOTO IPUMEHEHUS
Ha COOTBETCTBUE TPeOOBAaHUSAM IMpaBWJI HaAJEXKalleld MPOU3BOJACTBEHHOW MNpakTUKU EBpasuiickoro
SKOHOMMYECKOT'O COI03a B CIIydae, €CJIM NPOU3BOACTBO JIEKAPCTBEHHOTO Ipenapara A MEJULIMHCKOTO
IIPUMEHEHHUs OCYILEeCTBIISIETCS 3a peaenaMu Poccniickoit denepanun.

(m. 3 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)
(dactb 4 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOIICHNH OMOJOTHYECKUX JICKAPCTBEHHBIX MPEMapaToB JJIsi MEAUIUHCKOTO MPHUMEHEHHUSI
3asiBUTEIb JOIOJIHUTEIBHO TIPEICTABISICT PE3yJIbTAThl MEPONPUSATHH, MPETYCMOTPEHHBIX IUIAHOM
yIpaBJICHUS] PUCKAMH, YTBEPXJICHHBIM YIOJHOMOYCHHBIM ()efepalibHbIM OPraHOM HCIIOJHUTEIBHON
BJIACTH TIPH OCYIICCTBICHUU TOCYIApCTBEHHOW PETUCTPAIMM JIGKAPCTBEHHOTO TIpermapara Jyis
MEJIHMIUHCKOTO TPUMEHCHHSI.

(dactp 4.1 BBenena ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. K 3a9BJICHHUIO O MOATBEPKIACHUH TOCYJAapPCTBEHHON PETUCTpaIlMU JEKapCTBEHHOTO MpenapaTa
JUTsl BETEPUHAPHOTO TMPUMEHEHMsS TPUJIATAIOTCS JOKYMEHTBI, COJACpIKaIUEe pPe3yJbTaTbl MOHHUTOPUHTA
3¢ dekTUBHOCTH U 0€30MacCHOCTH JIEKapCTBEHHOIO IMpemapara i BETePUHAPHOTO MPUMEHEHUS,
MPOBOJIUMOTO JIep>KaTelieM WM BJIAACNIBIIEM PETUCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npemnapaTta A BETEPUHAPHOTO MPUMEHEHHS JTUOO YMOTHOMOYEHHBIM UM IOPUAMYECKHM JUIIOM, IO
dbopMe, YTBEPKICHHOW YIIOJTHOMOUYEHHBIM (heepadbHbIM OPraHOM HWCIIOJTHHTEIBHOW BJIACTH, W
JOKYMEHTBI, YKa3aHHbIE B MyHKTax 1, 2 - 2.2, moanmynkrax "a", "6", "k", "n" nmynkra 4 yactu 3 ctarbu 17
Hacrosiero denepanpHoro 3akoHa. B oTHOIIEHNH IMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MTPENapaToB
JUIS. BETEPUHAPHOTO MPUMEHEHUS HE MPEACTABIAIOTCS CBEJCHUS, YKa3aHHbIE B MOANYHKTEe "K" myHKTa 4
yactu 3 cratbu 17 Hacrosimero deaepaibHOrO 3aKOHA. B OTHOIIEHWHN JIEKapCTBEHHBIX MPENapaToB IS
BETEPUHAPHOTO TMPUMEHEHHsI, MOJYYCHHBIX C MPUMEHEHHEM Te€HHO-WHKEHEPHO-MOAUPUIIMPOBAHHBIX
OPraHU3MOB WM COJEpXKAIIUX TaKUE OPraHU3MBbl, JOMOJHHUTEIBHO TPEICTABISIOTCS CBEIICHUS,
yKa3zaHHbIe B myHKTe 13 vactu 3 ctathu 17 HacTosimero @enepaibHOTO 3aKOHA.
(uactp 4.2 BBeneHa dexnepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. deaepanibHOro 3aK0HA OT
02.08.2019 N 297-®3)

4.3. 3asgBuTenp BIpaBe IMPEACTaBUTh C 3adBICHUEM O TMOATBEPKACHUHU TOCYJapCTBEHHOMN
perucTpanyy JIEKapCTBEHHOI'O IpernapaTa peKBU3UTHI JOKYMEHTAa, IOATBEPXKIAIOIIEr0 YIUIATy
roCy/1JapCTBEHHOW TMOLUIMHBI 3a MOATBEPKACHUE TIOCYJapCTBEHHOW pPETUCTPALMU JIEKAPCTBEHHOTO
mpernapara, a Takke BblaBaeMble (IIPEJOCTaBIIIEMbIE) YIOJIHOMOYEHHBIMU (hefiepalbHbIMU OpraHaMu
WCIIOJTHUTENIbHON BIIACTH JOKYMEHTHI (CBEAEHHS), yKa3aHHbIE B NMYyHKTaX 2 W 3 yactu 4 Hacrosuieu
cTaThu. B ciryuae ux HempeacTaBieHUs YIIOJHOMOUYEHHBIH (eiepabHbIil OpraH UCIIOJIHUTEIbHON BIACTH
3anpamvBaeT yKa3aHHbIE JIOKYMEHTHI (CBEIEHHUS) B MOPSAIAKE MEXBEIOMCTBEHHOTO HMH(OPMALMOHHOTO
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B3aUMO/ICHCTBUA.
(B pen. Pemepanbubix 3aK0HOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

5. B Teuenuwe mnATH pabouumx OHEH €O JTHSA HANpaBlICHHUs IOCPEACTBOM E€IMHOTO IOpTana B
YIIOJITHOMOYCHHBIM  (e/lepaibHBId  OpraH  HMCIOJHUTEIBHOW  BIACTH  WJIM  JIMYHBIA  KaOWHET
YIOJHOMOYEHHOTO (hefiepaibHOr0 OpraHa HCIIOJHUTEIBHOW BIACTH B €JUHOW CUCTEME 3asBJICHHUS O
MOATBEPKJIECHUNA TOCYAAPCTBEHHOW pPETHCTpalUu JIEKQpCTBEHHOIO Ipenaparta W JOKYMEHTOB,
COJIEpIKalINX Pe3yIbTaThl MOHUTOPUHTA 3PPEKTUBHOCTH U 0€30MACHOCTH JIEKAPCTBEHHOTO Iperaparta,
IIPOBOJMMOIO JIep>KAaTelIeM MWW BIAACIBLIEM PErMCTPALMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOIO
npemnapaTta 1u00 YIOJIHOMOYEHHBIM UMHU IOPUINYECKUM JIUIIOM, YIIOJTHOMOYCHHBIN (henepanbHblii opra
WCTIOJIHUTEJIbHOM BJIACTHU:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) mpoBOOUT HPOBEPKY IOJHOTHI CBEIEHUI, COJAEP)KAIIMXCS B IPEICTABICHHBIX 3asBUTEIEM
JNOKYMEHTaX;

2) NpUHUMAET pEIIEHUE O IMPOBEJIECHUU WM 00 OTKa3e B MPOBEACHUU SKCIEPTU3bI OTHOIICHMS
OKUJAEMON MOJIb3bl K BO3MOXXHOMY PHUCKY IPHMMEHEHHs JIEKAPCTBEHHOI'O IIpernapaTa Ha OCHOBAaHWM
pe3yabTaTOB MOHUTOPUHTA 3(PPEKTUBHOCTH M OE30MACHOCTH JIEKAPCTBEHHOTO Tperapara, MpoBOJIUMOTO
JepKaTeeM WIM BIAAEIbIEM PEruCTPAlMOHHOIO YAOCTOBEPEHHUS JIEKapCTBEHHOro IMpemnapaTta oo
YIOJHOMOYEHHBIM UMU IOPUIHMYECKUM JIUIIOM, a TaKkKe (eepaTbHbIM OPraHOM HUCTIOTHUTEIBHON BIIACTH
B COOTBETCTBHUM C TPeOOBAaHUAMM CTaThu 64 HacTosiero OenepaabHOro 3aKOHa;

3) HampaBisIeT B JMYHBIA KaOWHET JKCIEPTHOTO YYPESKICHUS B CIMHON CHUCTEME TOJIUCAHHOE
YCUJICHHOW KBaTH(DUIIMPOBAHHON JIIEKTPOHHON TMOJINUCHIO 3aJaHWE Ha MPOBEIACHUE DKCICPTH3BI,
MPETyCMOTPSHHON ITYHKTOM 2 HACTOSIICH YaCTH, a TAK)KE HAIIPABIISCT 3asIBUTEIIO MTOCPEICTBOM €TUHOTO
noprajla WIM B JIMYHBIA KaOWHET 3asBUTENs B CIUHOH CHUCTEME [MOJIHCAHHOE YCHIICHHOMN
KBUTH(DUIIMPOBAHHOHN DJICKTPOHHOMN IMOJANUCHI0 YBEIOMIICHHUE O TIPUHSATOM PEIICHUH O BBITAYC 3aTaHHS
Ha TIPOBEJCHUE YKA3aHHOW SKCIEPTU3bl JINOO 00 OTKa3e B MPOBEACHUM YKa3aHHOW SKCIEPTU3BI C
yKa3aHHeM MPUYMH 0TKAa3a.

(m. 3 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

6. B ciyuae BbIsIBIEHHS HETOCTOBEPHOCTH U (MJIM) HELOCTATOYHOCTH MH(POPMALUH, CoAepKalencs
B IIPEJCTABICHHBIX 3asBUTEIEM TOKYMEHTAX, YIOJHOMOUYEHHBIN (eleparabHblil OpraH MCIOJIHUTEIbHON
BJIACTH HAIpPABJISIET 3asBUTENIO MOCPEACTBOM E€AMHOIO IMOpTala WM B JMYHBIM KaOMHET 3asBUTENS B
eIMHOW cucteMe 3ampoc 00 YTOYHEHUHM YKa3aHHOM MHQOpManuM, MOAMUCAHHBIM YCHICHHON
KBaJIN(ULIPOBAHHOM 3JIEKTPOHHOM MOAMUCHIO.
(uacts 6 B pen. @enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

7. 3asBUTENH 0053aH HAIIPABUTH TIOCPEICTBOM €IMHOTO MOPTajia B YIOJIHOMOYCHHBIH (hefepabHbINA
OpraH HCIOJIHUTEIbHON BJIACTH MM JIMYHBIA KaOMHET YIOJHOMOUYEHHOIo (enepaJbHOro opraHa
WCTIOJIHUTENIGHOW BJIACTH B E€IAMHOW CHCTEME TIIOANMCAHHBIM YCHJICHHOW KBaTHU(HUIIMPOBAHHON
3JIEKTPOHHON MOAMHUCHI0 OTBET HA 3alpOC YMOJIHOMOYEHHOrO (hefiepalbHOr0 OpraHa HCIIOJHUTEIbHON
BJIACTH, YKa3aHHOTO B YacTH 6 HACTOAILIEH CTaThH, B CPOK, HE MPEBBIILIAIONIUN JEBIHOCTA pabounX JHEH
CO JIHS MOJyYEHHs YIOJHOMOUYEHHBIM (hefiepaibHbIM OpPraHOM HCHOJIHUTENBHOM BIIACTH 3JIEKTPOHHOTO
YBEIOMJIEHUSI O TIOJTyYEHUH 3asBUTENIEM Takoro 3arpoca. Cpok, yKa3aHHBIM B 4aCTH 5 HacTOSAIIEH cTaThy,
IIPUOCTaHABIMBACTCA CO JHS HAIPaBJICHUS 3asBUTEII0 IOCPEACTBOM €IMHOIO INOpTaja WU B JIUYHBIN
KaOMHeT 3asBUTENS B €AMHOM CHUCTEME TAaKOro 3ampoca /10 JHs HallpaBJICHUs 3asBUTEJIEM MOCPEICTBOM
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€IMHOTO TOpTajlia B YNOJHOMOYEHHBIN (enepanbHblii OpraH HCHOJHHUTENIBHOM BIACTH WM JMYHBIN
KaOMHET yNMOJIHOMOYEHHOTrO (peiepanbHOro opraHa MCIOJHUTEIbHON BIACTH B €AMHOM CHCTEME OTBETa
Ha TakOM 3alpoC M HE YYUTBHIBACTCA IIPU HCYUCICHUM CpPOKAa IIOATBEPKIACHUS TIOCYAApPCTBECHHOU
pETUCTpaLMH JIEKaPCTBEHHOI O IIpernapara.

(uactp 7 B pen. @enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

8. OcHOBaHMEM /s OTKa3a B IPOBEACHHUU SKCHEPTU3bl OTHOUICHUS OXXHJAEMOH MOJb3bl K
BO3MOXHOMY PHUCKY IMPUMCHCHUA JICKAPCTBCHHOI'O IMpfcriapara ABJIACTCA NPCACTABJICHUC JOKYMCHTOB,
COJIEPIKAIINX PE3yJIbTaThl MOHUTOPUHTA dPPEKTUBHOCTH M OC30IMACHOCTH JICKAPCTBEHHOTO TIperapara, u
(M) B OTHOLIEHWM OMOJIOTMYECKMX JIEKAPCTBEHHBIX NPENapaToB pe3yJbTaTOB OCYIIECTBICHUS
Meponpmm/lﬁ B COOTBCTCTBUH C INIAHOM YIIPABJICHUA PHUCKaAMH, YTBCPXKIACHHBIM YIIOJJTHOMOYCHHBIM
(benepaqbHBIM OPraHOM HCIOJHUTENIBHONW BJIACTH NMPHU OCYILECTBIEHUH T'OCYIApCTBEHHOM perucrpanuu
JIEKapCTBEHHOI'O IpernapaTa, B HEMOJIHOM 0o0beMe, OTCYTCTBHE MH(OpMalWU, MOJATBEpKIAOUIE (akT
yImjgaThl  TOCYAApCTBEHHOM  MONIIMHBI 32  TOATBEPXKIEHHE  TIOCYyIapCTBEHHOW  perucTpaunuu
JEKapCTBEHHOI'O IIpenapara, JuOO HENpPEICTABICHHE 3asBUTEIIEM B YCTAHOBIICHHBIM CPOK OTBETa Ha
yKa3aHHbII B YacTM 6 HAacCTOALIEH CTaTbU 3alpoc YIMOJHOMOUYEHHOIro (eaepalbHOro OpraHa
HUCTIOTHUTEIbHOMN BJIACTH, a TAKIKC OTCYTCTBHUC B YKa3aHHBIX JOKYMCHTAX I/IH(1)OpMaIII/II/I, KOTOpas JOJIKHA
OBITh B HUX OTpa)KeHa.

9. DkcnepTu3a OTHOLIEHUS OXUAAEMOM TOJB3bI K BO3MOXHOMY PHUCKY IPUMEHEHUS
JIEKapCTBEHHOTO Tpernapara B IENsIX MOATBEPKICHUS TOCYJapCTBEHHON PErHCTpaliy JICKapCTBEHHOTO
mmpenapara IpOBOJUTCS KOMHCCHUEH JKCIEPTOB JKCIEPTHOIO YUYPEXKACHHS B CPOK, HE NPEBBIIIAIOIIAN
TPUALATH PadOYNX JHEH.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

10. B cinyyae HEZOCTATOYHOCTU MPEACTABICHHBIX 3KCIEPTY MATEPUANIOB JUIS AAud 3aKJIIOUYEHUS B
JUYHBIN KaOMHET 3asBUTENS B €AMHON CUCTEME HAIpPaBJISETCS 3aIpOC O MPEACTABIEHUU HEOOXOIUMBIX
MaTepHasioB, MOAMHUCAHHBIN PyKOBOIUTENEM (YHOJHOMOYEHHBIM JIMLIOM) 3KCIIEPTHOTO YUYPEXKIEHHUs C
HCIOJIb30BaHNEM YCUJICHHON KBaM(ULIHUPOBAHHOMN 3JIEKTPOHHOM MOANHUCH.

(uacts 10 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

11. 3asBuTenp 00s13aH HANIPaBUTh B JIUYHBINA KAOMHET HKCIEPTHOTO YUPEXKJIECHUS B €IMHOIN CUCTEME
MOJNMCAHHBIA YCHUIIEHHON KBaJM(UIIMPOBAHHON 3JIEKTPOHHOM MOJMUCHIO OTBET HA 3aIPOC IKCIEPTHOTO
YUpEXJIECHUS B CPOK, HE NMPEBBIIIAIOMINN IECTUACCITH padOyuX AHEW CO JIHS MOIYUYEHHs SKCIEPTHHIM
YUPEXKAECHUEM 3JIEKTPOHHOI'O YBEIOMIIEHHUS O TMOJIyYE€HUM 3asBUTENIEM yKa3aHHOro 3ampoca. Bpems co
JIHSI HaNpaBJICHUs B JIMYHBIA KaOWMHET 3asBUTEIS B €AUHON CHCTEME 3alpoca 3KCHEPTHOTO YUPEKACHUS
70 JTHS HANpaBJeHMs 3asBUTEJEM B JIMUHBIM KaOMHET SKCHEPTHOrO YUPEXKICHHS B €IMHOM cucreme
OTBETa Ha YKa3aHHbBIN 3allpoC HE YYWUTHIBACTCS NPU HCUYUCIEHUU CPOKAa IPOBENEHUS SKCIEPTHU3BI
OTHOLICHUS OXKHJIaeMOW IMOJb3bl K BO3MOKHOMY PHCKY NPUMEHEHHUs JIEKapCTBEHHOI'O IpernapaTra Ha
OCHOBAaHMHU JOKYMEHTA, COAEPXKAIIET0 pe3yJbTaThl MOHHTOPUHTA S(P(GEKTUBHOCTH W O€30ITacCHOCTH
JIEKapCTBEHHOT'O Mpenapara.

(actp 11 B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

12. B cpok, He TpEeBHIIAIIUNA MSATH paboyuX AHEW CO JHSA HANpaBiICHHUS B JIMYHBIA KaOWHET
YIOJHOMOYEHHOTO (Pe/lepabHOTO OpraHa HCIOJHUTEIHHONH BIIACTH B €IMHOW CHUCTEME 3aKIIOUYCHHUS
KOMHCCHM 3KCHEPTOB MO pE3yJbTaTaM 3KCIEPTU3bl OTHOUIEHUS O0XXHJAEMOW MOJb3bl K BO3MOKHOMY
PHUCKY NPUMEHEHUS JEKapCTBEHHOTO Mperapara, COOTBETCTBYIOUIMH YITOJTHOMOUYEHHBIN (heaeparbHbIi
OpraH UCHOJIHUTEIbHOMN BIACTH:
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(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) ocymIecTBIsSET OLIEHKY ATOTO 3aKJIIOUCHHUS JUIsl ONMPENENICHUs €ro COOTBETCTBHS 3aJaHHUI0 Ha
MPOBEACHUE YKa3aHHOW HKCIIEPTU3BL;

2) mpUHHMMaeT peUIeHHE O TMOATBEPXKACHUHU TOCYJapCTBEHHOW pETHUCTpPALMU JIEKAPCTBEHHOTO
npernapara win 00 OTKaze B MOATBEPKIECHUH TOCYAapCTBEHHOW PETUCTpAIMU JIEKapCTBEHHOTO
npernapara;

3) BHOCHUT TpU TMPHUHITHH PEIICHUS O TMOATBEPKACHUU TOCYJApCTBEHHON pEerucTpanuu
JICKapCTBCHHOT'O TperapaTa CBEJACHUS B TOCYAAPCTBEHHBIA PEECTp JICKAPCTBEHHBIX CPEJICTB W BHIIACT
3asBUTENI0 OECCPOYHOE PETUCTPAIIMOHHOE YIOCTOBEPEHHE JICKApPCTBEHHOTO Mpernapara MOCPEICTBOM
HAIPABIICHUS Yepe3 CIUHBIA TOPTAJl WM JUYHBIH KaOWHET 3asSBUTENS B €IUHOW CUCTEME BBIMHCKHU U3
TOCYJIapCTBEHHOTO PEecTpa JIEKAPCTBEHHBIX CPECTB, MOANMUCAHHON YCHJICHHON KBaTHU(HUIIMPOBAHHOU
3JIEKTPOHHOW MOJIHCHIO.

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

13. OcHOoBaHuEM JUIsl OTKa3a B MOATBEP)KICHUHM IOCYAAPCTBEHHOW PETUCTPALUU JIEKAPCTBEHHOTO
npernapara SBJSIETCS 3aKIIOUYCHHE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (elepanbHOro OpraHa
WCTIOJTHUTEIIFHOW BJIACTH O TOM, YTO PHCK NMPHUYMHEHHUS BpEAa 3I0POBBIO0 UEIOBEKA WIIM YKHMBOTHOTO
BCJICAICTBUE MIPUEMa JIGKaPCTBEHHOTO TIpernapara npeBbimaet 3G QekTHBHOCTh ero NpuMEeHEHHS.

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

14. B mepuwon mpoBeneHUs TMPOIEAYypbl TOATBEPKACHUS TOCYJAPCTBEHHON pErucTparuu
JIEKapCTBCHHOTO TIperapaTa ero ooparmienue B Poccuiickoii Depepanui He MPUOCTAHABIHBACTCS.

15. Homyckaercsi oOpalmieHue JIEKapCTBEHHBIX IpErapaToB /0 HMCTEUCHHs CpOKa TOIHOCTH,
MPOU3BCACHHBLIX B TCYCHUC CTa BOCHBMUACCATH KAJICHIAAPHBIX I[Hefl ocCJIC JaTbl TIPHUHATHA
YIIOTHOMOYEHHBIM  (peziepabHbIM OpPTaHOM HCIHOJHUTEIBHOW BJIACTH PEUICHUS O IOJATBEP)KICHUU
TOCYJapCTBEHHON pPETUCTpAIlMK, B COOTBETCTBUHM C HWH(pOpMAIMEH, colepKameicss B JTOKYMEHTax
PETHCTPAIOHHOTO JI0ChE Ha JIEKAPCTBEHHBIN Mpernapar 10 AaThl HPUHATHUS TAKOTO PEIICHHS.

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

[Tpumeuanue.
[Tonoxenus cr. 30 (B pea. @3 ot 30.01.2024 N 1-®3), xacarommuecs: IpeIoCTaBIECHUS TOC. YCIYT
MMOCPEICTBOM €IMHOM CUCTEMBI U (WJIH) €IUHOTO mopTaia, mpuMmeHstores ¢ 01.01.2026.

Cratba 30. BHeceHMe wu3MeHEeHMW B [AOOKYMEeHTbl, coaepxawueca B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JeKapCTBEHHbIN npenapat ansa
MeAULMHCKOro NpMMeHeHus

1. B mensx BHECEHHUS M3MEHEHUW B JOKYMEHTBI, COACpKAIMECs B PETHCTPAIMOHHOM J0ChEe Ha
3apETUCTPUPOBAHHBINA JIEKAPCTBEHHBIA Mpenapar s MEIULUUHCKOTrO MPUMEHEHHUd, JepkKaTellb WIH
BJIQJIENIEL] PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOI'O Iperapara WM YIOJHOMOYEHHOE WM
Jpyroe IopUANYEcKoe JHIO (Jalee B HACTOSIIEH CTaThe - 3asIBUTENb) HAMPABISET MOCPEACTBOM €IUHOTO
ropTajia B yNOJHOMOYCHHBIH (pefepalbHbIil OpraH HMCIOJHUTEIHLHOM BIACTH WU B JIMUHBIA KaOWHET
YIOJHOMOYEHHOTO (peiepalbHOrO OpraHa WCHOJHUTENBHON BIACTH B €IMHON CHUCTEME MOAMUCAHHOE
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YCHJICHHOH KBaJU(HUIIMPOBAHHON 3JIEKTPOHHOMN MOAMUCHIO 3asBICHHE O BHECEHUU TaKUX W3MEHEHHH IO
(dopme, yCTaHOBJIEHHOM YIIOJHOMOUYEHHBIM (eepalbHbIM OpPraHOM HCIHOJHUTENBHOM BIIACTH, U
IIpUIaraeMble K HEMY HU3MEHEHMS B YKA3aHHBIC JOKYMEHTBI, a TAaKXKe JOKYMEHTBI, ITOATBEPKIAIOIINE
HE00XOIMMOCTh BHECEHUS TAKUX U3MEHEHUI.

(B pen. @enepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 04.06.2018 N 140-®3, ot 30.01.2024 N
1-®3)

1.1. IIpu HEOOXOAMMOCTH BHECEHHS B JIOKYMEHTBI, COACPIKAIIMECsS B PETUCTPALIMOHHOM JO0ChEe Ha
3apETUCTPUPOBAHHBIN  JIEKAPCTBEHHBIN IpenapaTr il  MEAMIMHCKOIO IPUMEHEHMs, W3MEHEHMU
OTHOCHUTEIIBHO MECTa IPOM3BOJACTBA JICKAPCTBEHHOIO Ipenapara il MEJULUHCKOrO IPUMEHEHHs,
TpeOYIONMX TPOBEICHHS SKCHEPTU3bI KAa4eCcTBA JICKAPCTBEHHBIX CPEJCTB, 3asSBUTENb JIOTIOJHUTEIHHO
HanpasisieT MOCPEACTBOM €MHOTO MopTaja B YIOJIHOMOYEHHBIN (elepaiabHblil OpraH UCIOJIHUTEIbHON
BJIACTH WJIM JIMYHBIA KaOWHET YTOJIHOMOYEHHOro (elepalbHOr0 OpraHa HCIIOJIHUTENbHOM BJIAacTH B
€IUHOU CUCTEME:

1) cBeneHust o Aare NMpEeAOCTaBICHUS M PETUCTPALMOHHOM HOMEpE JUIEH3UU Ha IMPOU3BOJCTBO
JIEKAPCTBEHHBIX CPEJICTB, @ TAKKE KOMUIO 3aKIIOUYEHHUSI O COOTBETCTBUU MPOU3BOIAUTEINS JIEKAPCTBEHHBIX
CPeACTB Il MEIWIMHCKOTO TPUMEHEHHUS TpPeOOBaHWMSM MPaBHJ HaJJICKAIEH MPOU3BOICTBEHHON
MPAKTUKU, WM KOMHIO cepTU(UKAaTa COOTBETCTBHUS TMPOU3BOAUTENS JEKAPCTBEHHBIX CPEACTB IS
MEJIMIUHCKOTO TPUMEHEHHUS TpeOOBAaHUAM TMPABHII HAJJICKAIIed MPOU3BOACTBEHHON TMPAKTUKU
EBpa3uiickoro 3KOHOMHYECKOTO COI03a, BBIJIAHHBIX YMOJTHOMOYEHHBIM (eepalbHbIM  OpPraHoOM
WCIIOJTHUTENIbHOW BJIACTH B OTHOIICHUM W3MEHEHHOW U (WJM) JIOTOJHEHHOW TMPOW3BOJICTBEHHOM
IUIOIIAJKH JIEKAPCTBEHHOTO TMpenapara Juisi MEAUIMHCKOIO MPUMEHEHHMs, WM KOIUIO PEIICHUS
YIOJIHOMOYEHHOTO (heepabHOTO OpraHa MCIOJHUTEIFHOW BJIACTH O MPOBEICHUH (apMaleBTHUECKOM
MHCIIEKIIUU TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO NMPUMEHEHUS HAa COOTBETCTBUE
TpeOOBaHMSAM TIpaBWJI HAJUICKAIIEH TNPOU3BOACTBEHHOW TPAKTUKK EBpasuiicKoro 3KOHOMHYECKOTO
CO03a B OTHOILICHUH U3MEHEHHOW U (MJIH) JOTIOTHEHHON MPOU3BOACTBEHHOMN IIJIOIAKH JIEKAPCTBEHHOTO
npenapara JAJjisi MEAUIMHCKOIO NMPUMEHEHUS B Cllydae, €CJIM IMPOU3BOJCTBO JIEKAPCTBEHHOIO IIpenapara
ocyuectsisercs B Poccniickont denepanuu;

2) KOIHUIO TMPEIOCTABJICHHONW YIMOJHOMOYEHHBIM OPraHOM CTpaHbl MPOWU3BOAMTENS JIMIICH3UU Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOTO MpernapaTa Al MEIUIUHCKOTO MPUMEHEHHUS U €€ MEepeBOJ Ha PYCCKUil
SI3bIK, 3aBEPECHHBIC B YCTAHOBJICHHOM TMOPSKE, a TAaKXE KOMHUIO 3aKIIOUEHHS O COOTBETCTBUH
MIPOU3BOIUTENSA JIEKAPCTBEHHBIX CPEICTB TpeOOBaHMSAM TPABHI HaJJIekKalled MPOU3BOJICTBEHHOM
MPAKTUKH, WJIM KOMHIO CEpPTH(HUKATA COOTBETCTBUS TMPOU3ZBOIUTENS JICKAPCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO TPHUMEHEHUS TpeOOBaHMSIM TMpaBWJI HaJJIeXKalled MPOU3BOACTBEHHON MPAKTUKH
EBpa3uiickoro SKOHOMHUYECKOTO COI032, BBIIAHHBIX YIOJHOMOYEHHBIM (penepaibHbIM  OpraHOM
WCTIOJTHUTENIbHOM BIACTH B OTHOIICHWHM W3MEHEHHOW U (WJIM) [OTMOJHEHHON MPOU3BOJICTBEHHOM
TJIOMIAIKK JIEKAPCTBEHHOTO TpernapaTa, Wi KOMUI0 PElIeHUsT YIOJTHOMOUYEHHOTO (heepaibHOro opraHa
WCIIOJTHUTENILHOM BJIAacTU O MPOBEACHUU (hapMalleBTHUECKONH MHCTIEKIIUU MPOU3BOACTBA JIEKAPCTBEHHBIX
CPEeACTB HJisi MEIUIIMHCKOTO TPUMEHEHHS Ha COOTBETCTBHE TpEOOBAaHUSM TMpaBWI HaJIeKaIen
MIPOM3BOJCTBEHHONW MPAKTHUKU EBpPa3sHilcKOro SKOHOMHYECKOTO COK03a B CIIydae, €CJIHU IMPOU3BOJCTBO
JIEKapCTBEHHOTO Ipernapara OCyulecTBIAEeTCs 3a npeaenamu Poccuiickoit denepanmi.

(uacts 1.1 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1.2. Tlpn HEOOXOIMMOCTH BHECCHHUS B JIOKYMEHTBI, COJIEPKAIINECS B PETUCTPAIMOHHOM JIOChE Ha
3apETMCTPUPOBAHHBIN  JICKAPCTBEHHBIM IIpenapar Uil MEIULMHCKOINO IPUMEHEHHUs, W3MEHEHUM
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OTHOCHUTECIBHO HOKaSaTeﬂeﬁ KadycCTBa HeKapCTBeHHOFO HpenapaTa IJIA MECOUIIMHCKOT'O HpI/IMeHGHI/IH n
(W) METONOB KOHTPOJIS KayecTBa JICKAPCTBEHHOTO Tperapara i METUIIMHCKOTO TMPUMEHEHUS,
TPCGYIOH_II/IX HpOBC,Z[eHI/IH 3KCH€pTI/I3I>I KadyeCcTBa HeKapCTBeHHI:IX CpeIICTB, 3asBUTCIb HOIIOJIHHUTCIIBHO
HaIpaBJIsieT TOCPEICTBOM €AMHOTO MOPTaJia B YIOJHOMOYCHHBIN (heJiepaibHbIi OpraH MCTIOTHUTETHHOM
BJACTU WM JIMYHBIM KaOWHET YIOJIHOMOYEHHOro (helepallbHOrO OpraHa HWCIOJHUTENFHOW BJIAacTH B
€IUHOI CUCTEME:

1) cBegeHust 0 JaTe MPEAOCTABICHUS UM PErHMCTPALIMOHHOM HOMEpE JUIEH3MH Ha MPOU3BOICTBO
JICKapCTBEHHBIX CPEACTB WM CBEACHUSA O JaTe TMPEIOCTAaBICHUS M PETUCTPAMOHHOM HOMEpe
3aKJIIOUYEHUST O COOTBETCTBHM TPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEIACTB TPEOOBAHUSM TPaBUII
HaJIeXKAIIeld MPOU3BOJCTBEHHONW IMPAKTUKA WM KOMHIO CepTU(UKATA COOTBETCTBUS IMPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEACTB JJII MEIUIMHCKOTO TMPHUMEHEHHUS TpeOOBaHUSAM TMpaBWil HaAlexKalen
MIPOU3BOJICTBEHHON MpakTUKU EBpazMiicKOro 3KOHOMHUYECKOTO CO03a, BBIAAHHBIX (MIPEAOCTABIICHHBIX )
YIOJHOMOYEHHBIM (heiepaabHbIM OPTaHOM HCIIOIHUTENBHON BIACTH B OTHOILIEGHUHU MPOU3BOJICTBEHHOM
IJIOMIAJKHA JICKAPCTBEHHOTO IMpernapara, B CIydae, €CIM IPOU3BOJCTBO JIEKAPCTBEHHOI'O Mpenapara
ocyuectsisercs B Poccuiickont denepanuu;

2) KOIHUIO TMPEIOCTABJICHHONW YIMOJHOMOUYEHHBIM OPraHOM CTpaHbl MPOWU3BOAMTENS JIMIICH3UM Ha
MIPOU3BOJCTBO JIEKAPCTBEHHOI'O Ipenapara A MEAUIMHCKOIO NPUMEHEHUSI U €€ MEpPEBOJ Ha PYCCKHMl
SI3bIK, 3aBEPCHHBIE B YCTAHOBJIEHHOM TMOPSAKE, a TaKXE CBEICHUS O J1aTe€ IMPEIOCTABICHUS U
PErUCTPALIMOHHOM HOMEpPE 3aKJIIOUEHHsS O COOTBETCTBHM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSM TIPABWJI HAUICKANICH MPOW3BOJCTBCHHON TIPAKTHKW, WM KOIHUIO CcepTU(UKaTa
COOTBETCTBUS MPOU3BOJUTENSI JEKAPCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO MPUMEHEHUs TpeOOBaHUSIM
MpaBWI HaJUIekKaeHd MPOU3BOACTBEHHON MPAaKTUKU EBpPa3sMiiCKOrO0 3KOHOMHUYECKOTO COK03a, BBIJAHHBIX
YIOJHOMOYEHHBIM (hefiepaabHbIM OPTaHOM HCIIOIHUTENBHON BIACTH B OTHOILIEHUU MPOU3BOJICTBEHHOM
IJIOMIAJKHA JIEKAPCTBEHHOrO Ipernapara, Wi CBEICHUS O JaTe MPEAOCTABIEHUS W PETUCTPALIMOHHOM
HOMEpE peUIeHHs] YMOJTHOMOYEHHOTro (efepaibHOr0 OpraHa HCHOJHUTENIBHON BIIACTH O MPOBEIACHHUU
(dhapmareBTHIECKON MHCTICKITUH TIPOM3BOICTBA JICKAPCTBECHHBIX CPEACTB JIJISI MEAUIIMHCKOTO TPUMCHCHHS
Ha COOTBETCTBUME TpeOOBaHUSM MpaBWJI HaANEXKaIeH MPOU3BOJACTBEHHONW MpakTUKU EBpasuiickoro
SKOHOMHUYECKOTO COK03a, €CIIU MTPOU3BOJICTBO JIEKAPCTBEHHOIO MpenapaTa OCyIIECTBISAETCS 3a MpeIelaMu
Poccuiickoit denepanumu.

(dactp 1.2 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-03)

1.3. [lpuHsATHE pelICHUS O BHECEHWM HM3MCHEHUH WM 00 OTKa3e BO BHECCHUU W3MCHCHHU B
JOKYMEHTBI, COJIEpKaIfecss B PETUCTPAMOHHOM JOChE Ha 3apETHCTPUPOBAHHBIA JICKAPCTBEHHBIH
npernapar Jisi MEIUIIMHCKOTO TIPUMEHEHUS, B ClTydae HEOOXOIMMOCTH MTPOBEICHUS IKCIIEPTH3bI Ka4eCTBa
JICKApCTBCHHBIX CPCACTB U (I/IJ'II/I) OKCIICPTU3BI OTHOIICHHA omnnaeMoﬁ MMOJIB3bI K BO3MOXHOMY PHCKY
NPUMEHEHHS JICKAPCTBEHHOTO Tpernapara Jjisi MEIUIIUHCKOTO MPUMEHEHHS OCYIIECTBIISIETCS B CPOK, HE
HpeBI)IIHaIOHII/Iﬁ IATUOACCATU pa60q1/1x )IHefI, a B OCTAJIBHBIX ClIy4dasaX B CpPOK, HC HpeBI)IHIaIOHII/Iﬁ ACCATHU
pabouux JHEW CO JIHs HalpaBJICHUS MMOCPEACTBOM €IMHOTO MOpTalia B YIOJTHOMOYCHHBIH (hefepaibHbIi
OpraH HCIIOJIHUTEIIbHOW BIIACTU WM JUYHBIM KAOWHET YMOJHOMOYEHHOTO (eAepalbHOTO OpraHa
WCTIOJTHUTEJILHOM BJIACTH B €IUHON CHCTEME 3asiBIICHHSI O BHECEHUM TaKUX W3MEHCHHIA.

(gactp 1.3 BBenena @exnepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. deaepanibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.4. YnomHoMmoueHHBIH (enepanbHblid OpraH WCHOJTHHUTEIBHOW BIIACTH C YYE€TOM PpE3yJIbTaTOB
(dapMakoHa30pa U MPOBEPOK COOTBETCTBHSI JIGKAPCTBEHHBIX CPEICTB, HAXOMSIIUXCA B TPAKIAHCKOM
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000pOTe, YCTAaHOBJIICHHBIM TpPEOOBaHUSAM K UX KayeCTBY B TEUYCHHE ACCITH pabOuMX IHEH CO JHA
MOCTYIUIEHHUS COOTBETCTBYIOUIEH HHQOpMAIMM pa3MellaeT Ha CBOeM OQUIUAIbHOM CalTe B CETH
"NuTepHeT" cBefeHUS O HEOOXOAMMOCTH BHECEHHMS B MHCTPYKLHMIO 1O MEAMLIMHCKOMY MPUMEHEHHIO
JIEKAPCTBEHHOI'0 TpernapaTta W3MEHEHUH B OTHOLIEHUM CBEJICHHUW O MOKa3aHUAX M1 NPUMEHEHUS U
MIPOTUBOTIOKA3AHUSIX JUISI IPUMEHEHHS JICKAPCTBEHHOTO Tperapara, BhISIBICHHBIX TOOOYHBIX JACHCTBHUSX,
HEXEJaTeNIbHbIX PEAKUUAX NPHU MPUMEHEHUH JIEKapCTBEHHOTO Ipernapara W HalpapBiseT MOANNCAHHOE
YCWICHHOU KBaTU(PUIIMPOBAHHON IEKTPOHHON MOAMKUCHIO YBEOMIICHUE B INYHBINA KAOWHET 3asSBUTESI B
€IMHOM CHUCTEME, a TakKe B JMYHbIE KaOWHETHl 3asBUTEICH B €IUHOW CHUCTEME, SIBISIOIIUXCS
NEepKaTes MM WM BIAAENbLIAMU  PETUCTPALMOHHBIX  YJIOCTOBEPEHHMH  B3aMMO3aMEHSEMbIX
JIEKApCTBEHHBIX MPEMapaToB (WM YIIOJIHOMOYEHHBIX UMHU APYTUX IOPUIAYECKHUX JIHIT).

(uactp 1.4 BBenena denepanbHbIM 3akOHOM OT 27.12.2019 N 475-D3; B pen. PeaepanbHOro 3aKkoHa OT
30.01.2024 N 1-®3)

1.5. [depxarenp win BiaAesiel] peruCTPAllMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOrO Ipemnapara, a
TAKXKEC ACPIKATCIIN UJIN BJIAACIbIbI PETUCTPALIMOHHBIX YILOCTOBepeHI/Iﬁ JICKApCTBCHHLBIX ITPCIIapaToB (I/IJ'II/I
YIOJIHOMOYEHHbIE UMH JAPYTUE IOPUANUYECKUE JUIA), KOTOPBIE SIBISIFOTCS B3aMMO3aMEHSIEMbBIMH, 00s3aHbI
HANpaBUTh B JIMYHBIM KaOWHET YIOJHOMOYEHHOTO (eneparbHOro opraHa WCIIOTHHTEIHLHOW BIACTH
MOJMUCAHHBIC YCUJICHHBIMU KBAIU(DUIIMPOBAHHBIMU 3JIEKTPOHHBIMH MOAMHUCSIMHE 3asBICHUS O BHECCHHH
N3MEHEHUH B AOKYMCHTBI, COACPXKAIIUCCA B PETUCTPALMOHHBIX JO0CHBE Ha 3apCruCTpUPOBAHHLBIC
JIEKapCTBEHHbIE Mpenapathl JUisi MEIULHUHCKOTO NPUMEHEHMs, B OTHOUIEHUU CBEACHMI, yKa3aHHBIX B
MHCTPYKLUUU IO MEIUIIMHCKOMY IPUMEHEHHUIO JIEKapCTBEHHBIX MIPENapaToB, B TEUEHUE COPOKa pabounx
OHEH €O JHS TONy4YeHHs] YHOJHOMOYEHHBIM (enepalbHbIM OpraHOM HCTIOJHUTENBHOM BJIACTH
JJIEKTPOHHOI'O  YBEIOMJICHUS O TIOJY4EHMHM JEpKaTeleM WIM BIAACIbLEM PETrUCTPALMOHHOIO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara (Wiu YIOJIHOMOYEHHBIM UM APYTUM IOPUAUYECKUM JTHIIOM)
nH(opmanuu, ykazaHHou B yactu 1.4 Hactosmen ctatbu. [lanHoe TpeOoBaHUE HE pacIpOoCTpaHsIeTCs Ha
Cllyyal BHECEHHMsS B HMHCTPYKIHUIO [0 MEIUIMHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOrO Ipernapara
W3MEHEHHWH B OTHOIIICHWH HOBBIX ITOKa3aHMI AJI MPUMCHCHUS JICKAPCTBCHHOI'O MpCIiapaTa Ha OCHOBAHUN
pe3yabTaTOB COOTBETCTBYIOIIMX UCCIEAOBAHUM.

(gactp 1.5 BBenena denepanbHbiM 3akoHOM OT 27.12.2019 N 475-03; B pen. DeaepanibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

2. Pemienne o mpoBeNEHUM SKCHEPTU3bI KA4eCTBA JIEKAPCTBEHHBIX CPEACTB M (MJIM) SKCIEPTHU3BI
OTHOIICHHS OXKUIACMOM IOJIb3bI K BO3MOXXHOMY PHUCKY NMPHUMEHEHHS JIEKAPCTBEHHOI'O Mperapara s
MCAUIIUHCKOr0 IIPHUMCHCHUA MNPHHHUMACTCA B COOTBCTCTBHUU C YTBep)I([IeHHOﬁ YIOOJIHOMOYCHHBIM
denepabHBIM  OPraHOM  HCIIOJHUTEIBHONH BIACTH KiIaccH(UKAIMeH W3MEHCHHWH, BHOCHMBIX B
JOKYMEHTBI, COJIEpKaliecss B PETUCTPAMOHHOM JOChE Ha 3apETHCTPUPOBAHHBIA JICKAPCTBEHHBIH
npernapar.

(dactb 2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. 3asBuTeNb BIpaBe NPECTaBUTh O COOCTBEHHON MHHUIIMATUBE BMECTE C 3asiBIICHUEM O BHECEHUU
U3MEHEHUH B JOKYMEHTBI, COJEpXKaIIMecs B PETUCTPAMOHHOM JOChE Ha 3apETHCTPUPOBAHHBIN
JIEKApCTBEHHBIN Ipernapar Uil MEAULUHCKOTO IPUMEHEHUS, PEKBU3UTHI JOKYMEHTOB, ITOATBEPKAAIOLINX
yIUIaTy TOCYJapCTBEHHOM ITOLUIMHBI 3a BHECEHHE B JOKYMEHTBI, COAEPIKAIINECS B PETHMCTPALOHHOM
J0ChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBECHHBIN IIpenapar 1 MEIULMHCKOTO IPUMEHEHHUs, U3MEHECHMUI,
TpeOYIOMMX TMPOBEICHUS OSKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YaCTH OJKCIEPTH3Bl KauyecTBa
JIEKapCTBEHHOT'O CPEACTBA U (MJIM) SKCIEPTU3bl OTHOLICHUS OKUAAEMON IMOJIB3bl K BO3MOXXHOMY PHUCKY
IIPUMEHEHHUs JIEKAapCTBEHHOIO IIpenapara Juisi MEAUIIMHCKOTO IPUMEHEHUS, TOCY1apCTBEHHOMN MOIIINHBI
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3a BHECEHHE B JOKYMEHTBI, COJEpP)KAIUECs B PETHCTPALMOHHOM JOChE Ha 3apErHCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar Uil MEAMLUHCKOrO NMPUMEHEHHsI, U3MEHEHUH, He TpeOyroIuX MpOBEACHUs
9KCIIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA, a TAK)KE BbIIABAEMbIE (IIPELOCTABIISIEMbIE) YIIOJTHOMOUYEHHBIMU
(benepaqbHBIMU OpraHaMH UCIIOJHUTENIBHON BIIACTH TOKYMEHTBI (CBEJCHM), yKa3aHHbIE B yacTsix 1.1 u
1.2 Hactosmel crtatbu. B cimyuyae MX HENpeACTaBICHHMS YIOJIHOMOYEHHBIH (eaepanbHblii OpraH
UCTIOJIHUTEJIBHOM ~ BJIACTH  3alpallliBaeT  yKa3aHHble  JOKYMEHTHl  (CBEIEHMs) B  IOpsAIKe
MEXBEJOMCTBEHHOT'O HH(OPMAITMOHHOTO B3aUMOJICHCTBHUS.

(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 478-®3, o1 30.01.2024 N 1-D3)

4. B TeyeHnue nATH pabodux JHEH CO JHS MOCTYIUICHUS YKAa3aHHOTO B YacTH | HACTOSIIEH CTaTbu
3asBICHUS W HEOOXOIMMBIX JTIOKYMEHTOB YIIOJIHOMOYEHHBIH (efepaabHblii OpraH HCIOJHUTEIHHON
BJIACTH:

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) MMPpOBOAUT IMPOBEPKY MNOJHOTBI U JOCTOBECPHOCTU CBC,I[GHI/II\/'I, COACPKaUXCA B MPEACTABICHHBIX
3asABUTCIICEM MaTCpUaJIax;

2) IpUHUMAET peIlleHUe O MPOBEICHNN YKa3aHHBIX B YaCTU 2 HACTOSIICH CTaThU COOTBETCTBYIOIINX
AKCIEPTH3 JIEKAPCTBEHHOT'O CPECTBA MIIM 00 OTKa3€ B MX IMPOBEICHHM;

3) HampaBiseT B JIMYHBIA KaOWHET 3asBUTEN B CIMHOM CHCTEME IOANMUCAHHOE YCHUICHHOU
KBUTH()UIIUPOBAHHON SJICKTPOHHOW TMOMIMMUCHI0 YBEJAOMIICHHE O TPHHITOM PEIICHHH WIH B CIIydac
NPUHATHS pelieHusi 00 OTKa3e B TPOBEICHUM COOTBETCTBYIOIIEH SKCIEPTHU3BI C yKa3aHHEM MPUYHUH
TaKOI'0 OTKAa3a.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

4.1. B CJIydac BBIABJICHUA HCIOCTOBCPHOCTHU CBC[[GHI/If/'I, CoAcpKamuxca B MPEACTABICHHBIX
3asBUTEJIEM MaTepHrajax, yoJHOMOUYCHHBIH (eaepanbHbIi OpraH UCTIOTHUTEILHOM BJIACTH HAMPABJISET B
JUYHBI KaOWHET 3asBUTENs] B €JUHOW CHCTEME 3ampoc 00 YTOYHEHHMH YKa3aHHBIX CBEJIEHUH,
MOJIMMCAHHBIA YCUIICHHOW KBaTH(PHUIIMPOBAHHON 3JICKTPOHHOH MOAIMHUCHIO.

(dactp 4.1 B pen. Denepanpuoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asButenb 00s3aH HaNpaBUTh B JIMYHBII KaOWMHET YNOJHOMOYEHHOIrO (efepaJbHOro opraHa
WCTIOJIHUTENIGHOW BJIACTH B E€IMHOW CHCTEME TIIOANMCAHHBIM YCHJICHHOW KBaJHU(HUIIMPOBAHHON
3JIEKTPOHHON MOAMUCHI0 OTBET HA 3alpOC YMOJIHOMOYEHHOro (heliepaJlbHOrO0 OpraHa HCIOJHUTEIbHON
BJIACTH B CPOK, HE NPEBBIMAIOIINN IEBSHOCTA PaOOYMX THEH CO IHS TMONYyYEHHS YIOJTHOMOUYEHHBIM
(benepaqbHBIM OPraHOM MCIIOJHUTEIBHOMN BIACTH 3JEKTPOHHOTO YBEJOMJICHHUS O TIOJTYYEHUH 3asBUTENIEM
naHHoro 3ampoca. Cpok, yKa3aHHbI B 4yacTH 4 HACTOALIEH CTaThu, MPUOCTAHABIMBAETCS CO JHS
HamnpaBjlICHUs B JIMYHbIM KaOMHET 3asBUTENs B €IMHOM CHCTEME 3amnpoca YHNOJHOMOYEHHOI'O
denepambHOTO OpraHa HWCIOJHUTEIBHONM BIACTH 1O JHS HampaBlIeHHS B JIMYHBIA KaOWHET
YIIOJIHOMOYEHHOTO (heiepalbHOTO OpraHa UCIOJHUTEIbHOM BIACTH B €IMHOM CUCTEME OTBETA Ha JaHHBIN
3aIpoC M HE YYMTHIBACTCS IIPM HCYUCICHUM CPOKA IPUHATHS PELICHHs O BHECEHWM W3MEHEHUHN B
JOKYMEHTBI, COJEp)Kallecss B PETUCTPALIMOHHOM JOChE Ha 3apErMCTPUPOBAHHBINA JIEKapCTBEHHBIN
rpenapar s MEJUIUHCKOrO IIPUMEHEHMS.

(uacts 4.2 B pea. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHoBaHMEM [UIsl OTKa3a B NMPOBEJECHHUU YKa3aHHBIX B 4acTU 2 HACTOSIIENW CTaTbU JKCIEPTHU3
SBJISICTCS TPEACTaBICHUE JOKYMEHTOB, IEPEUMCICHHBIX B 4acTAX 1 U 3 HacTosIIEeH CTaTbu, B HEMTOJIHOM
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o0beMe, HEpe/CTaBlIeHHE 3asBUTEJIEM B YCTAHOBIICHHBIH CPOK OTBETa Ha yKa3aHHbIM B uacTu 4.1
HACTOAIIEH CTaThU 3allpoC YIOJTHOMOUYEHHOTO (e/lepalibHOTO OpraHa MCIOJIHUTEIbHOW BIACTH, a TaKXkKe
OTCYTCTBHC B MMpEACTAaBJICHHBIX JOKYMCHTAax JOCTAaTOYHBIX CBCHGHHﬁ, MOATBCPKAAOIIUX
He0OXOMMOCTh BHECEHUSI M3MEHEHUH, WM OTCYTCTBHE MH(OpPMAIMH, MOATBEpKAaomel (HaKkT yIiaThl
rocyaapCTBCHHbBIX MONUUJIMH, YKA3daHHBIX B YaCTHU 3 HaCTOSIH_Ieﬁ CTaThu.

(B pen. denepanbHbix 3ak0oHOB 0T 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)

6. Yka3aHHbIE B 4acCTU 2 HACTOSIIEH CTAThbU 3KCIEPTU3BI IPOBOAATCS B MOPSIIKE, YCTAHOBICHHOM
craThelt 23 Hacrosiero OeaepanbHOTO 3aKOHA.

7. B cpok, He mpeBbIAMUi Mt pabounx JHEW CO JHS HAMpaBICHUS MOCPEICTBOM EIHMHOTO
moprajia B YIOJHOMOYECHHBIM (enepanbHbli OpraH HCIOIHUTEIHHOM BIACTH WM JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (heepaabHOr0 OpraHa HCIOIHUTENBHON BIACTH B €AMHOW CHUCTEME MOJMUCAaHHBIX
YCUJICHHBIMH KBaJTU(UIIMPOBAHHBIMU 3JIEKTPOHHBIMU TOJMUCIMH 3aKJIFOUCHU KOMHCCHI SKCIIEPTOB IO
pe3ynbTaTaM YKa3aHHBIX B YacTH 2 HACTOSIICH CTaThbH SKCIEPTH3, YMOJHOMOYECHHBIN (eaepanbHbIi
OpraH UCIOJIHUTEIbLHOMN BIIACTH:

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

1) npuHUMaeT peleHNe O BHECEHUU U3MEHEHUH B IOKYMEHTHI, COEPKAIIUECS B PETUCTPALIMOHHOM
J0ChE Ha 3aperuCTPUPOBAHHBIN JICKApPCTBEHHBIN Mpenapar JUisi MEAMLMHCKOrO MPUMEHEHHUs, Wih o0
OTKa3€ BO BHECEHUH TAKUX U3MECHEHMI;

2) BHOCHT B TOCYJAapCTBEHHBIA PEECTp JIEKAPCTBEHHBIX CPEACTB Ha OCHOBAaHUM PEIICHUS O
BHECEHWW W3MCHCHHM B  JIOKYMCHTBHI, COJIEpXKalWecss B  PETHCTPAIlMOHHOM  JOChbe  Ha
3apETUCTPUPOBAHHBIA JICKAPCTBCHHBIM TpenapaT JUii MEIUIIMHCKOTO TPHUMEHEHHs, HEoOXOIUMbIe
A3MEHEHN,

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

3) BBIIAET 3asBUTEII0 HOBOE PETUCTPAIMOHHOE YAOCTOBEPEHHE JIEKApCTBEHHOTO IMperapara B
Cllydae W3MEHEHHUs CBEJCHHM, COJIEp)KaluXxcs B HEM, IyTEM HAMpaBJiICHHs 3asSBUTENIO MOCPEICTBOM
€IMHOTO TOPTAJia WU B JIMYHBIA KAOWHET 3asIBUTEIIS B €IMHOW CUCTEME BBIMIMCKU M3 TOCYAapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEACTB, MOJIMUCAHHOW YCHUJICHHON KBaTH(PUIIMPOBAHHOW 3IIEKTPOHHOMN
MOAIHCKIO.

(n. 3 BBemen PexpepanbHbIM 3akOoHOM OT 22.12.2014 N 429-@3; B pen. denepanpHOro 3akoHa OT
30.01.2024 N 1-®3)

8. OcHoBaHMEM /i1 OTKa3a BO BHECEHMM W3MEHEHUW B JOKYMEHTBHI, COJEp)Kallhecs B
PErMCTPAllMOHHOM [JIOChE Ha 3apEeTHCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipernapar Ui MEIULHUHCKOrO
MIPUMEHEHHUS, SBJISIETCS 3aKIIOUEHUE YIOTHOMOYEHHOTO (efepaibHOro OpraHa UCIOJHUTENLHOW BIACTH
O BO3MOYKHOCTH CHW)XCHHUSI O€30IaCHOCTH, KadecTBa, S(P(EKTUBHOCTH JIEKAPCTBEHHOTO CpEICTBA B
CJIy4yae BHECEHMS TAKUX U3MEHEHHUM.

9. Homyckaercsi oOpalieHHe JEKapCTBEHHBIX IPEMapaToB Ui MEIHIIMHCKOTO TPUMEHEHHUS [0
UCTEYCHHUS CPOKA TOJHOCTH, MPOU3BEACHHBIX B TEUEHUE CTa BOCBMUAECATU JAHEH MOCIE aThl MPUHSITUS
YIOJTHOMOYEHHBIM (e/IepaIbHBIM OPTaHOM HCIIOJHUTEIHHON BIACTH PEIICHHUS O BHECEHUH N3MEHEHUH B
JOKYMEHTBI, COJepXKalluecs B PETUCTPAlMOHHOM JOChE, B COOTBETCTBMM C UH(pOpMaIueH,
coJiepkalleiicss B JOKyMEHTaX pETruCTPAallMOHHOIO JO0Ch€ Ha JIEKapCTBEHHBIM NpernapaTr [0 JaThl
MPUHSTHUS TAKOTO PEIICHUS.
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(dactp 9 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. TIIpaButensctBo Poccuiickoit @denepanuu BOpaBe YCTAaHOBUTh OCOOCHHOCTH BHECECHHS
W3MEHEHUH B JOKYMEHTBI, COJEpXkallhecss B PETUCTPAMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN TMpemapaT A MEIUIUHCKOTO TPHUMEHEHHUs, B ciaydae JAeQeKTypbl WM pHCKa
BO3HUKHOBEHHUsI Je(EeKTyphl JIEKAPCTBEHHBIX TMPEMapaTOB B CBS3M C BBEJCHHEM B OTHOUICHHUH
Poccuiickoit deneparuy orpaHUIUTENBHBIX MEP IKOHOMHUUYECKOTO XapaKTepa.

(uactp 10 BBeneHa @enepanbHbiM 3akoHOM OT 08.03.2022 N 46-D3)

[Ipumeuanue.
ITonoxxennsa cr. 31 (B pea. @3 or 30.01.2024 N 1-®3), xacarougyecs: NpeaoCTaBICHHUs TOC. yCIyT
MOCPEACTBOM €AMHOTO nopTana, npumenstorces ¢ 01.01.2026.

Cratba 31. BHeceHue U3MeHeHUn B  AOKYMEHThI, cogepxawmecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JeKapCTBEHHbIW npenapat Aans
BEeTePMHAPHOIro NPMMeHeHUsA

1. B nenax BHeceHUs M3MEHEHUH B JIOKYMEHTHI, COJAEpPIKAIMECS B PETUCTPALMOHHOM JOChE Ha
3apErMCTPUPOBAHHBINA JICKAPCTBEHHBIM Ipenapar A BETEPUHAPHOTO INPUMEHEHMsS, IEpKaTeNb WU
BJIAJIEJICL] PETUCTPALMOHHOIO YIOCTOBEPEHMS JICKAPCTBEHHOI'O IIperapara WU YIOJHOMOYEHHOE WM
ApYyroe IpUANYECKOE JHLO (Jlajiee B HACTOSIIEH CTaThe - 3assBUTEIb) HAPABISIET IOCPEACTBOM €JMHOTO
nopTaja B yNOJHOMOYEHHBIH (peliepaibHbIii OpraH HCIOJHUTEIHHON BIACTH MOJNMCAHHOE YCHJICHHOU
KBAJIM(HUIIMPOBAHHON 3JIEKTPOHHOM NOJMNMCHIO 3asBJICHHE O BHECEHMM TAKMX HM3MEHEHHWHl 1o ¢opme,
YCTaHOBJICHHON YIOJHOMOYEHHBIM (peiepanbHbIM OPraHOM MCIOJIHUTENBHOW BIACTH, U TpUJIaraeMble K
HEMY W3MEHEHMs B yKa3aHHbIE JOKYMEHTHI, a TaKkKe JOKYMEHTHI, MOATBEPKIAIOIINE HEOOXOIUMOCTh
BHECEHMA TaKUX U3MeHeHUH. [Ipr HeoOXOAMMOCTH BHECEHUSI M3MEHEHUH B IOKYMEHTHI, CO/IEpIKaIIecs B
PErMCTPAallMOHHOM JI0OCh€ HA 3apETUCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpenapaTr s BETEPUHAPHOTO
OPUMEHEHMs, B ClIy4asxXx U3MEHeHHs U (WIM) JOMOJIHEHUS TMPOMU3BOJCTBEHHOW  IJIOIAIKU
JIEKapCTBEHHOI'O CPECTBA, a TAK)KE M3MEHEHHs IOKAa3aTeJIel KadecTBa JICKapCTBEHHOIO IIpernapara s
BETEpPUHAPHOTO MPUMEHEHHs U (MJIM) METOJOB KOHTPOJIS KadecTBa JIEKAPCTBEHHOrO Ipernapara s
BETEPUHAPHOTO NPUMEHEHHUs 3asiBUTENb JOMOJHUTENBHO HAIPABIISIET MTOCPEIACTBOM €IMHOIO IOpTajia B
YIOJIHOMOYEHHBIN (eiepabHblil OpraH UCIOJHUTENBHOM BIACTH CIIEAYIOUINE JOKYMEHTHI (CBEICHUS):

(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

1) cBemeHMst O Jare MPEIOCTABICHHS W PETHCTPAIIMOHHOM HOMEpE JIMICH3MU Ha MPOM3BOJCTBO
JIEKapCTBEHHBIX CPEACTB, IPEIOCTaBICHHOM NPOM3BOIUTENIO JICKAPCTBEHHOTO Mpemapara st
BETEPHHAPHOTO PUMEHEHUS, ISl POCCUMCKUX MPOU3BOANTENCH;

(B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

2) cBeneHusi O JaTe MPEAOCTaBICHHUS M PETUCTPALMOHHOM HOMEpE JHUIICH3UU Ha MPOU3BOJCTBO
JICKaPCTBCHHBIX ~ CPEJCTB, NPEIOCTABICHHOW IPOW3BOAUTEIIO (DapMareBTHYECKOW CyOCTaHIIUH,
BXOJIAIICH B COCTaB JIGKAPCTBEHHOTO Ipemapara A BETEPUHAPHOTO MPUMEHEHUs, A POCCUICKUX
MPOU3BOJAUTENEH;

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

3) KOImusA AOKYMCHTA, BBIAAHHOTO YIIOJJHOMOYCHHBIM OPraHOM CTPaHbl IIPOU3BOAUTECIIA I Ka)KI[OfI
HpOI/I3BO,HCTBeHHOI>’I Ijiomaaky JICKApCTBCHHOI'O IIpCllapaTa ik BETCPUHAPHOIO INPHUMCHCHUA U
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MOITBEPKIAIOIIETO COOTBETCTBUE IMPOU3BOIUTENS JIEKAPCTBEHHOTO TMpernapara TpeOOBaHUSM IPaBUIT
HaJJIe)Kallled MpPOU3BOJCTBEHHON TMPAKTUKH, M €ro TMepeBOJ Ha PYCCKHM S3bIK, 3aBEPEHHbIC B
YCTAHOBJICHHOM TOPSJKE, a TAKXKE KOIHUS 3aKIOUYEHHS] O COOTBETCTBUHU MPOU3BOAUTENS JEKAPCTBEHHBIX
CpencTB  TpeOOBaHUSM  TpaBWJ  HAJIEXKaIleH  MPOW3BOJICTBEHHOW  MPAKTUKH,  BBIJAHHOTO
YIOJHOMOYEHHBIM (peiepaibHbIM OpPTaHOM HCIIOJIHUTEIHHOW BJIACTH ISl KXKIOW MPOM3BOJACTBEHHOMN
IJIOMIAKK JIEKAPCTBEHHOTO TMperapaTta i BETCPUHAPHOTO MPUMEHEHHUs, JUO0 KOIMHUS PEHICHUs O
MPOBEICHUU MHCIIEKTUPOBAHUS TPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPEICTB, MPUHITOTO YIOJIHOMOYECHHBIM
dbenepaabHBIM OPraHOM HCIIOJIHUTEIBHOW BJIACTH IS KaXKJIOH IPOU3BOJICTBEHHOW IUIOMIAJIKH
JIEKapCTBEHHOT'O IIpernapara Uisi BETEpUHAPHOTO IMPUMEHEHUS. Y Ka3aHHbIE JOKYMEHTHI IIPEICTABISAIOTCS
B Clly4ae, €CJIM MPOU3BOJCTBO JIEKAPCTBEHHOrO Mpemnapara sl BETEPUHAPHOIO TMPUMEHECHHS
OCyILECTBIsAETCS 3a npenenamu Poccuiickon @enepanny;

4) KOmmusgd JOKYMCHTA, BBIJJAHHOT'O YIOJHOMOUYCHHBIM OPraHoM CTpaHbl MPOU3BOIHUTECIIA
(bapMareBTHYECKON cyOcTaHIIuU u MIOJITBEPKTIAIOIIECTO COOTBETCTBHE MIPOU3BOIUTEIIS
(dapmareBTHUECKON CyOCTaHIIMU, BXOJMSIICH B COCTaB JICKAPCTBEHHOI'O TperapaTa Jisi BETEPHHAPHOTO
NPUMEHECHHS, TPEOOBAaHUSAM TPABWII HAJUICKAIICH MPOU3BOJCTBCHHOW TNMPAKTHKH, W €ro IMEPeBOJ Ha
PYCCKHMIl  sI3BIK, 3aBEPCHHBIC B YCTAaHOBJICHHOM TIOpSAJKE, B CiIydae, €Cld IPOHU3BOJICTBO
(bapMareBTHYECKOM CyOCTaHIIUK OCYIIECTBISICTCs 3a npeaeiaamu Poccutickoit denepariuu.

(gactp 1 B pen. @enepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cnyuae w3MeHeHUs W (WMJIM) JOMOJHEHHS MPOW3BOJICTBEHHON IUIOIIAAKH JIEKAPCTBEHHOTO
cpeacrtBa OOKYMCHTBI, YKAa3aHHBLIC B 4YaCTU 1 HaCTOHHIeﬁ CTaTbHu, MNPCACTABIAIOTCA 3asdBUTCICM B
OTHOILICHUM W3MEHIeMOW U (WIM) JOMOJHSICMON MPOU3BOJICTBEHHON IUIOMIAJKK JICKAPCTBEHHOTO
cpeacrTna. Pemrenve o BHeceHUN U3MEHEHUN B AOKYMCHTBI, COACPIKAINECCA B PETrUCTPAIMOHHOM O0CHC HA
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mperapar 1Jis BETCPUHAPHOTO MPUMEHEHHUS, HIIM 00 OTKa3e B MX
BHECEHUU MPUHUMACTCS B CIIy94ae HEOOXOIUMOCTH TPOBEACHHS dKCIICPTU3HI JICKAPCTBEHHOTO CPEIICTBA B
CPOK, HE MPEBBIMIAIONIHIA JEBIHOCTa pA0OYHX JHEH, a B OCTAJBHBIX CIydasiX B CPOK, HE MPEBBIIIAOIINI
TPUAIATH pabouMX MHEH CO JHS HAIpaBJICHUS MOCPEICTBOM EIWHOTO TopTaja B YIMOJIHOMOYEHHBIN
(benepanbHBIN OpraH UCIIOJHUTEIBHOM BIIACTH 3asBJICHUS O BHECCHHU TAKMX U3MCHCHUH.

(gactp 1.1 BBenena ®exnepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. deaepanbHOro 3aK0Ha OT

30.01.2024 N 1-®3)

1.2. B cinydae peopraHuzalMy JepKaTeliss WIM BIAJeiblla PErUCTPALMOHHOTO YIOCTOBEPECHHS
JIEKapCTBEHHOTO TIperapaTta Jisi BETEPUHAPHOTO MPUMEHEHUs, pa3paboTdyMka WU MPOU3BOAUTENS
JICKapCTBEHHOT'O Mpenapara JJisi BETEPUHAPHOTO MPUMEHEHUS B 3asBJICHUM O BHECEHHHM W3MEHEHHU B
JOKYMEHTBI, COJAEpKAUIUECs B PETUCTPAMOHHOM JIOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKApCTBEHHBIN
Mpenapar g BETEPUHAPHOIO NPUMEHEHMS, YKA3bIBAIOTCA MAHHBIE JOKYMEHTA, MOATBEPKAAIOIIETO
BHECEHHE COOTBETCTBYIOIINX M3MEHEHUH B EMuHBINA rocyaapCTBEHHBINH peecTp FOPUANYECKUX JHIL (s
OpraHM3aluii, 3aperucTpUupoBaHHbIX Ha TeppuTopuu Poccuiickoit denepannn), Wi UHOrO JOKyMEHTA,
MOATBEPKIAIOIIETO PEOPraHU3AINI0 IOPUINYECKOTr0 JUla (Ui OpraHU3aluii, HE 3aperUCTPUPOBAHHBIX
Ha Ttepputopun Poccuiickoit ®enepanuu). 3asBICHHE O BHECEHHMH W3MEHEHUN B JOKYMEHTHI,
coJepXkalirecss B PEruCTPalMOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIM Npenapar ajs
BETEPUHAPHOTO IPUMEHEHUS, U NTPUJIAraeMble K HEMY JTJOKYMEHTBI HAIPaBJISIIOTCS MMOCPEICTBOM €IMHOTO
noprana B yMOJHOMOYEHHBIN (enepalbHblii OpraH HMCIONMHUTEIHHOW BJIACTH HE TO3/HEE YeM dYepes
TpUAIATh pabo4YnX JHEH CO HS BHECEHHUS! COOTBETCTBYIOIIMX M3MEHEHUN B EAMHBIN rocyaapcTBEHHBIN
peecTp HOPUAMYECKUX JUIl (IIs1 OpraHHM3alfii, 3aperuCTPUPOBAHHBIX Ha Tepputopuu Poccuiickoit
denepannn) WIA CO THS TPUHATHS COOTBETCTBYIOIIETO JOKYMEHTA, MOJTBEPKAAIOIIETO PEOPTraHU3aIII0
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IOPUAMYECKOTO JIMLa (A7 OpraHu3alMid, HE 3aperuCTPUPOBAHHBIX Ha Tepputopun Poccuiickoit
@enepanun). B cioyyae peopraHuzanuu aepkaTeis WIK BIaJeiblla PETUCTPALMIOHHOIO yI0CTOBEPEHUS
JIEKapCTBEHHOI'O Ipenapara Uil BETEpPUHAPHOIO INPUMEHEHMs 3asBJICHHUE O BHECEHMHM WM3MEHEHMH B
JOKYMEHTBI, COIEpP)KallMecs B PETUCTPALMOHHOM JOChE HA 3apErMCTPUPOBAHHBINA JIEKAPCTBEHHBIN
IpernapaTr A BETEPUHAPHOIO INPUMEHEHUS, MOJAECTCs IOPUIUYECKHM JIMLOM, KOTOPOMY B XOAE
pPEOpraHnu3alyy EPEaHo MPaBo BIALCHHUS TAKMM PErHCTPALMOHHBIM yAOCTOBEPEHUEM.

(uacte 1.2 BBenena ®enepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3; B pen. DeaepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

2. B ciayyae BHeCeHHsS M3MEHEHUH B JOKYMEHTBHI, COJEpIKAIIUecs B PETUCTPALMOHHOM JOChE Ha
3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIA TMpemnapaTr il BETEPUHAPHOTO TMPUMEHEHHUS, B OTHOIICHHUH
CBEJICHUH, yKa3aHHbIX B moamyHkrax "e", "x", "k", "n", "H", "c", "X" nynkra 7 uwactu 3 crarbu 17
Hactosuero denepanbHOro 3akoHa, U3MEHEHUS W (WIM) IOMOJHEHHsI MPOU3BOJCTBEHHOW IUIOMIAIKU
JIEKapCTBEHHOTO CPEJACTBA, a TaKXe B CiIydae HM3MEHEHHs TOKa3aTelled KauecTBa JIEKapCTBEHHOTO
npenapara i BETEPUHAPHOTO NMPUMEHEHHS U (WIM) METOJO0B KOHTPOJIA KadecTBa JIEKAPCTBEHHOTO
mpemnapaTta Juisi BETEPHHAPHOTO MPUMEHEHHS MPOBOAMTCA IKCIEPTHU3a JEKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO TNpUMEHEHUs. B ciydae HEOOXOAMMOCTH BHECEHUS WHBIX W3MEHEHUW B JOKYMEHTHI,
CoJlepKalIfecss B PErHCTPAlMOHHOM JOChE Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpemnapar s
BETEPUHAPHOTO MPUMEHEHUS, IKCIIEPTU3A JIEKAPCTBEHHOT'O CPEJICTBA JUIsl BETEPUHAPHOTO MPUMEHEHHUSI HE
MIPOBOUTCA.

(B pen. @enepanpHbIX 3aK0HOB OT 22.10.2014 N 313-D3, ot 22.12.2014 N 429-D3)

3. 3asBUTENb BIIPaBEe MPEACTABUTH MO0 COOCTBEHHON MHUIIMATUBE BMECTE C 3asBJICHUEM O BHECEHHU
U3MEHEHUN B JOKYMEHTBI, COJEpXKaIIMecs B PETUCTPAMOHHOM JOChE Ha 3apETHCTPUPOBAHHBIN
JIeKapCTBEHHBII penapar Ajsi BETEPUHAPHOTO MIPUMEHEHHUS, PEKBU3UTHI JOKYMEHTOB, OATBEPIKIAIOIINX
ymiary FOCYI[apCTBeHHOﬁ MOUIIMHBI 3a BHCCCHUC B JOKYMCHTBI, COACPIKAIMECCA B PECTUCTPALIMOHHOM
JI0Che Ha 3apETHCTPUPOBAHHBIN JICKAPCTBEHHBIH MpernapaT Uil BETCPHHAPHOTO MPUMEHEHUsI, H3MCHCHHUI,
TpeOYIOMMX TPOBEICHHUS SKCIEPTU3bI JICKAPCTBEHHOTO CPEJCTBA, WM H3MEHEHWH, HE TPeOYHOIUX
HPOBE/ICHHST IKCIIEPTHU3bI JIEKAPCTBEHHOTO CpeCTBa. B ciiydae HEOOXOIUMOCTH M3MEHEHUs CBEICHHIA,
COACPKANXCA B PErUCTPAIHUOHHOM YIAOCTOBCPCHUHN JICKAPCTBCHHOI'O IIpf€riapara AJid BETCPUHAPHOIO
NPUMEHEHUS, C 3asBJICHUCM, YKa3aHHBIM B 4acTH | HACTOSIICH CTaThH, 3asBUTEIb BIOpPAaBE MPEICTABUThH
[0 COOCTBEHHOW WMHHLIMATUBE PEKBU3UTHI JOKYMEHTA, MOJATBEP)KIAIOLIET0 YIJIATy TroCyAapCTBEHHOU
MONUIMHEI 33 BbIJIa4y PETUCTPALMOHHOTO YAOCTOBEPEHNUS JIGKaPCTBEHHOTO Mpenapara. 3asBUTENb BIIPaBe
MnpeaACTaBUThH 110 COOCTBEHHOI WHUIUATHUBC CBCACHUA O JIMLUCH3UAX, YKA3AHHBIC B ITYHKTAX 1 u 2 yactu 1
HACTOSIECH CTaTbh, a TaKKe BbIIABAEMbIC YIOJHOMOYCHHBIMH  (peAepalbHbIMU  OpraHaMu
WCIIOJIHUTENIbHOM BJIACTU JOKYMEHTHI, YKa3aHHble B MyHKTe 3 uyacTu | Hacrosiued craTeu. B ciyuae
HETIPE/ICTABJICHHS YyKa3aHHbIX JIOKYMEHTOB (CBEICHHIT) YIOJHOMOYEHHBIH (enepaabHblii  OpraH
WCIIOJHUTENIbHOM  BJIACTH  3alpallliBaeT  yKa3aHHbIE  JIOKyMEHTHl  (CBEIEHHsS])) B  IOPSIKE
MEKBEJOMCTBEHHOT'O HH()OPMAIIIOHHOTO B3aUMO/ICHCTBHSI.

(B pen. denepanbHbIX 3aK0HOB OT 27.12.2019 N 478-03, ot 30.01.2024 N 1-03)

4. B cpok, He MpeBbIIIAIOMUI 1ecATH pabounx THEH co IHSA MOCTYIUIEHHS yKa3aHHOTO B YacTH 1
HACTOAIIEH CTaThbU 3asBJICHUS U HEOOXOAMMBIX JOKYMEHTOB, YIIOJIHOMOYEHHBIH (erepalibHblil opra
UCIIOJIHUTEIIHOH BJIACTH!

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEJIEHUH, COAEPKAIIUXCS B MPEICTABICHHbBIX
3asBUTEJIEM JOKYMEHTAX;

CrtpaHuua 74 u3 162



®epepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pea. oT 26.12.2024)

2) NIpUHUMAET PELIECHUE O MTPOBEIEHUH IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA JIJIsl BETEPUHAPHOTO
IIPUMEHEHMS WK 00 OTKa3e B €€ IPOBEACHUH;

3) HampaBisieT IOCPEACTBOM €JUHOIO IOpTaja 3asBUTENI0 IOJNUCAHHOE YCHIIEHHOU
KBATH(UIIMPOBAHHOM 3JIEKTPOHHON MHOINMCHIO yBEJOMIJIEHHE O IPHUHSATOM pELICHUH HIM B CiIydae
MPUHATHA PCHICHUA 00 OoTKa3e B MPOBCACHUHN SKCIICPTU3BI JICKAPCTBCHHOTO CPCACTBA JIA BECTCPUHAPHOT'O
NPUMEHEHHS C YKa3aHWEM ITPUYHH TaKOTo OTKa3a.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.1. B ciyyae BBISIBIICHUSI HEIOCTOBEPHOCTHU U (MJIM) HEOCTATOUHOCTH CBEJICHUM, COACPKALITUXCS B
MIPE/ICTABJICHHBIX 3asBUTEIEM MaTepHalaxX, yHOJHOMOYEHHBIM (enepalbHblii OpraH UCHOTHUTEIBHOU
BJIACTH HAIpaBJIsieT TMOCPEICTBOM EIWHOTO TopTaja 3asBUTENI0 3alpoc 00 YTOYHEHHHM YKa3aHHBIX
CBEICHMIA, TOIMMCAHHBIA YCUIICHHOW KBAIM(DUIIMPOBAHHOMN 3JIEKTPOHHOM MOAMKCHIO.

(dactp 4.1 B pen. Denepanpuoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asButenb 00s3aH HANpPaBUTh IIOCPEICTBOM €IMHOIO MOpTaja B YHOJIHOMOYCHHBIH
benepanpHBIE  OpraH WCIOJHHUTEIBHON BJIACTH TOJNHMCAHHBIA YCHJICHHON KBamH(pHUIIMPOBAHHOMN
3JIEKTPOHHON MOAMHUCHI0 OTBET HA 3aIpOC YMOJIHOMOYEHHOro (heliepalbHOr0 OpraHa HCIOJHUTEIbHON
BJIACTH B CPOK, HE NPEBBIMAIOMINN IEBSHOCTA PabOYMX THEH CO IHS TMOJNYyYEHHS YIOJTHOMOUYEHHBIM
(benepaqbHBIM OPraHOM MCIIOJHUTEIBHOMN BIACTH 3JIEKTPOHHOTO YBEJOMJICHHUS O TIOJTY4YEHUH 3asBUTENIEM
naHHoro 3amnpoca. Cpoku, yka3zaHHble B 4acTh 1.1 HacTosimied craTbu, NMPUOCTAHABIMBAIOTCS CO JHS
HampaBJIeHUsl MOCPEJCTBOM €IMHOI0 IOopTaja 3asBUTENIO0 3alpoca YINOJHOMOYEHHOTO (enepaabHOro
OpraHa MCIOJHUTEIBHOM BJIACTH 1O [JHSA HAIpPaBICHUS IOCPEACTBOM €IMHOrO IOpTaja B
YIIOJIHOMOYEHHBIN (eliepaibHblil OpraH MCIOJHUTEIbHON BIacTW OTBETa Ha JAHHBIA 3ampoc U He
YUMUTBHIBAIOTCS TPU HCUYHUCIEHUU CpPOKAa MPHUHATHS PELIEHUS O BHECEHWU WM3MEHEHHH B JIOKYMEHTHI,
coJlep/Kalliecs B PETHCTPALIMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBINA JIEKAPCTBEHHBIN Ipenapar yis
BETEPUHAPHOTO IPUMEHEHUSI.

(uacts 4.2 B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

5. OcHoBaHHMeM M OTKa3a B NPOBEJCHUH OKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA JUIA
BETEPHHAPHOTO MPUMEHEHHs SIBISICTCS NpEACTaBICHWE JIOKYMEHTOB, YKa3aHHBIX B 4YacTsx | u 3
HaCTOﬂIHGﬁ CcTaTbu, B HCIIOJIHOM 00BbeEME WIIH OTCYTCTBHC B IPEACTABIICHHBIX JOKYMCHTAX JOCTATOYHBIX
CBEJICHHUH, TOATBEPXKIAIOIINX HEOOXOAMMOCTh BHECEHUS W3MEHEHHH, JM0O0 HENpelICTaBICHUE
3asiBUTEJIEM B YCTAHOBJIEHHBI CPOK OTBETa Ha yKa3aHHBIM B yacTH 4.1 HacTosIed CTaTbU 3ampoc
YIIOJTHOMOYEHHOTO (peZiepabHOTO OpraHa UCTIOIHUTEIBHON BIACTH.

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

6. DKkcnepTH3a JIEKapCTBEHHOI'O CPEACTBA JUIsl BETEPUHAPHOIO NPHUMEHEHMs B IIENSAX BHECEHHUs
W3MEHEHUH B JOKYMEHTBI, COJEpXKaIIMecs B PETUCTPAMOHHOM JOChE Ha 3apErHCTPUPOBAHHBIN
JEKapCTBEHHBI Tpemapar Ui BETEPHHAPHOTO TPHMEHEHHUS, OCYIIECTBISACTCS B  IOPSAKE,
YCTaHOBJIEHHOM cTaThell 24 HacTosiero denepajbHOrO 3aKOHa.

6.1. B cpok, He MpeBBIIAIONINI AeCATH padOUYNX JHEW CO JHS HAIpPaBICHUS IMOCPEACTBOM €IUHOTO
ropTaja B YIOJTHOMOYEHHBIN (eepaibHbI OpraH UCTIOTHUTEIBHONW BJIACTHU MOIMUCAHHOTO YCUJICHHOU
KBAJM(HUIUPOBAHHON 3JIEKTPOHHON MNOJNMCHIO 3aKIIOUEHUs] KOMUCCHUM 3KCIIEPTOB IO pe3yJbTaTaM
yKa3aHHOM B 4YacTM 2 HAacTOALIEH CTaThbW SKCIEPTHU3bl, YIOJHOMOYEHHBIH (enepanbHblii opraH
VCIIOJIHUTEJILHOH BJIACTH:

(B pen. @enepanbHbix 3ak0HOB OT 02.08.2019 N 297-®3, o1 30.01.2024 N 1-D3)
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1) mpuHUMaeT perieHre 0 BHECEHUU U3MEHEHHI B JOKYMEHTBI, COJIEpKAIINECs B PETUCTPALIUOHHOM
JI0OCb€ Ha 3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIN INpemnapar JUisi BETEPUHAPHOTO MPUMEHEHHUS, WU 00
OTKa3€ BO BHECEHUU TaKHUX U3MEHECHHI;

2) BHOCHT B TOCYJapCTBEHHBIH peecTp JEKAPCTBEHHBIX CPEACTB HA OCHOBAHUH PEIICHHUSA O
BHCCCHUH W3MEHECHHH B AOKYMCHTEI, COACpKaIuUecCAa B PEruCcTpaiioOHHOM JOCBEC Ha
3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIH TNpemapar s BETEPUHAPHOTO NPUMEHEHHS, HEOOXOANMBIC
M3MEHEHHS,

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3) BBIZACT 3asBHTEIIO HOBOE PETUCTPAIIMOHHOE YJOCTOBEPCHHE JICKAPCTBEHHOTO Iperapara Jyis
BETEPUHAPHOTO MPUMEHEHHS B CJIydae HEOOXOIUMOCTH M3MCHCHHS CBEIICHUH, COICPKAIIUXCS B HEM, C
COXpaHCHHEM HOMEpa paHee BBIJAHHOTO PErHCTPAMOHHOTO YAOCTOBEPECHHUS JICKAPCTBCHHOTO Tpenapara
JUTSL BETEPUHAPHOTO MPUMEHEHUSI.

(m. 3 BBenen OenepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)
(dactp 6.1 BBeneHa denepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B ciiydyae BHeceHUsI U3BMEHEHUN B JOKYMEHTBI, COJIEpIKAIIMECs B PETUCTPALIMOHHOM JTOChE Ha
3apEeTUCTPUPOBAHHBINA  JICKAPCTBEHHBIM TMpenapaT s BETEPUHAPHOTO MPUMEHEHUS, B YacTH,
KacaoIeicss W3MEHEHUuss W (WUIu) [OMOJHEHHUS TMPOU3BOJICTBEHHOW IIJIOMIAAKU JIEKAPCTBEHHOTO
npenapara, Ipu MPeICTABICHUN 3asBUTEIEM B COOTBETCTBUHU C MYHKTOM 3 YacTu | HacTosIed CTaTbu
KOMUU PEIIEeHUsI YMOIHOMOYEHHOrO (elepanibHOr0 OpraHa HCIOJHUTENBHON BIACTH O MPOBEICHHUH
WHCIIEKTUPOBAHMS TPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIM B yacTu 6.1 HacTosIe
CTaThH, MPUOCTAHABIMBACTCS CO JHS MOTYYEHUS 3aKIIOYCHHS] KOMUCCHUU SKCIEPTOB 10 JHS MPHHITHUS
YIOJHOMOYCHHBIM (hefiepaibHBIM OPTaHOM HCIIOJHUTEIIHHOM BIIACTH PEIICHUS O BBIJade WM 00 OTKa3e B
BbIIaue 3aKJIIOYEHHUS O COOTBETCTBHM MPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSM IMPaBUI
HaJJIeKaIel MPOu3BOACTBEHHON IPAKTUKH, HO HE 0O0JIee YeM Ha CTO BOCEMBJIECAT paboUnX JTHEH.

(uacts 6.2 BBeeHa OenepanbHbM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHoBaHHMEM [UIsi OTKa3a BO BHECEHHMHM WM3MEHEHHMM B JOKYMEHTBI, COJEpXaIlluecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3apEeTMCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpemapaT [Jisi BETEPUHAPHOTO
MIPUMEHEHHUS, B CIydasiX, HE TPEOYIOIUX MPOBEICHUS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA, SIBIISCTCS
MpeJICTaBJICHUE TOKYMEHTOB, YKa3aHHBIX B 4acTAX | M 3 HAcTOsIIEH CTaThbd, B HEMOJHOM OOBEME WIH
OTCYTCTBHC B IPEICTABICHHBIX TIOKYMEHTAX CBEJCHUN, KOTOPHIC JOJKHBI OBITh B HUX OTPaXKEHBI, JIHOO
HEMpEe/ICTaBICHUE 3asBUTENIEM B YCTAHOBIIEHHBIM CpPOK OTBETa Ha yKa3aHHBIM B yactu 4.1 Hacrosiei
CTaThH 3aMPOC YIOTHOMOYEHHOTO (eIepaIbHOTO OpPraHa UCIIOTHUTEILHON BIIACTH.

(uacts 7 B pen. @enepanbroro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM [UId OTKa3a BO BHECEHUH MW3MEHEHMH B JOKYMEHTHI, COJEprKaliuecs B
PETrUCTPAIlMOHHOM JI0Ch€ Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIM Npenapar i BeTEpUHAPHOIO
IIPUMEHEHHUS, B Cllydasx, TPeOyIOIIMX MPOBEACHUS SKCIEPTU3bl JIEKAPCTBEHHOTO CPEACTBA, SIBISIETCS
3aKJIIOYEHHE YTOJIHOMOYEHHOrO (hefiepanbHOro OpraHa MCIOJHUTEIbHON BJIACTH O BO3MOYKHOCTH
CHIDKEHHsI 0€30MacHOCTH, KayecTBa, 3(pPEeKTUBHOCTH JIGKAPCTBEHHOTO Tperapara BCIEACTBUE BHECEHUS
M3MEHEHMH B yKa3aHHbIE JOKYMEHTBI, 0TKa3 YIOJIHOMOYEHHOro (eiepaJbHOI0 OpraHa UCIOJIHUTEIbHON
BJIACTH B BBIJAu€ 3aKIIOYCHUS O COOTBETCTBUHU MPOU3BOIUTEIS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSM
NpaBUi HaJUIeKalled NpPOM3BOJICTBEHHOM NpPAaKTUKUM B cioydyae HM3MEHEHUS U (WIM) JOMOJHEHUs
IIPOM3BOJICTBEHHON IIJIOMIAJKA JIEKAPCTBEHHOI'O IIpernapara, €ciad IPOU3BOACTBO JIEKApPCTBEHHOIO
npemnapara Juis BETEpUHAPHOIO NMPUMEHEHUs OocyluecTBisercs 3a npenenamu Poccuiickoit deneparyu,
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HJIU OTCYTCTBUC 3TOI'0 3aKJIFOYCHU.
(gactp 7.1 BBenena ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

8. JlomyckaeTcsi oOpallleHue JICKAPCTBEHHBIX MPEMapaToB MJsi BETEPHUHAPHOTO MPUMEHEHUS 0
HCTEUYEHHUSI CPOKa TOAHOCTHU, TPOU3BEJCHHBIX B TEUYCHUE CTAa BOCBMHJICCITH JTHEH MOCIE JAThl MPUHSATHS
YIOJTHOMOYEHHBIM (heJiepaabHbIM OPraHOM UCTIOTHUTEILHOM BIACTH PEIICHHSI O BHECEHUN W3MEHEHUH B
JIOKYMEHTBI, COJIEPIKAIIHNECS] B PETUCTPAIIMOHHOM J0ChE Ha JIEKAPCTBEHHBIN MpEmapar, B COOTBETCTBUU C
nH(popMaIueH, coaepKaieics B TOKyMEHTaX PETUCTPAMOHHOTO JJOChE Ha JICKapCTBEHHBIN Mpemnapar 10
JAThI IPUHATUS TAKOTO PEIICHUS.

(uacts 8 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

[Ipumeuanue.
O BO3MOXHOCTH oOpateHusi B PO JiekapCTBEHHBIX MPEMapaToB MOCJE MPUHATHS PEIICHUsS 00 OTMEHE

TOCPETUCTPAIlMM ¥ HWCKIIOYCHHBIX W3 peecTpa (papmaneBTHUECKUX cyOcTtanmumii cMm. cT. 4 @3 or
30.01.2024 N 1-@3.

CraTtba 32. OTMeHa rocyaapCTBEHHOW perucTpaumm rieKkapcTBeHHOro npenapara

Pemenne 00 oTMeHe rocyJapCTBEHHOH pEerucTpalyy JIEKapCTBEHHOTO IMpernapara U UCKIIOYEHUH
JIEKapCTBEHHOI'O Ipernapara M3 TrOCYJapCTBEHHOI'O pEECTpa JIEKAPCTBEHHBIX CPEACTB IPUHHUMAETCS
YIOJHOMOYEHHBIM (eiepaibHbIM OPraHOM HCTIOJIHUTEIHHOM BIACTH B CIydae:

1) npeacTaBiaeHUs: COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (e/iepaaIbHbIM OPraHOM UCTIOIHUTEbHON
BJIACTU 3aKJIOYEHUS O PUCKE WIM 00 Yrpo3e 3J0pOBbIO, *KM3HM YEJIOBEKAa WM JKUBOTHOIO IIpU
NPUMEHEHUH JIEKapCTBEHHOI'O TMperapara, MPeBBIIAINMX ero 3(PQeKTUBHOCTh, IO pe3yjbTaTaM
OCYILECTBIIIEMOT0 UM MOHUTOPUHTa O€30I1aCHOCTH JIEKAPCTBEHHOTO IIpenapara;

IIpumeuanue.

[Tonoxenus ct. 32 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs Ipea0CTaBICHUS TOC. YCIYT MPU
06paH_[€HI/II/I JICKApPCTBCHHLIX CPCACTB AJII MCAUIIMHCKOI'O 1 BETCPUHAPHOI'O IPUMCHCHUSA IMOCPEACTBOM
€IMHOM CHCTEMBI U (WJIH) eIUHOTO TIopTajia, mpuMmenstores ¢ 01.01.2026.

2) mojauyM JeprKaTelieM WIM BIAAEIbLIEM PETUCTPALMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara Wi YHOJHOMOYEHHBIM MM JAPYTMM IOPUAMYECKMM JIMIIOM 3asBJIEHUS 00 OTMEHe
rOCYJAapCTBEHHOM  PErucTpany  JIGKapCTBEHHOIO  IIpernapara,  MNOANKMCAHHOIO  YCHUJICHHOM
KBAJIM(PUIIMPOBAHHON 3JIEKTPOHHON MOAINHUCHIO, IyTEM €ro HalpaBJeHUs TOCPEACTBOM €IMHOIO MopTaia
B YIOJHOMOYEHHBIH (enepanbHbIi OpraH HCIOJHUTEIbHOM BIACTH WJIM JIMYHBIM  KaOMHET
YIOJHOMOYEHHOTO (heIepanbHOro opraHa UCIIOJIHUTENIbHON BIACTH B €JUHON CUCTEME;

(B pen. @enepanbHbix 3aKOHOB 0T 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

[Ipumeuanue.
C 01.01.2026 m. 3 - 6 cr. 32 He pacHpPOCTPAHSIIOTCS HA MPABOOTHOIICHHS, BO3HUKAIOIIME TPHU
oOpareHuu JICKapCTBEHHBIX CPEACTB I MenuiuHcKoro npuMmeHeHus (O3 ot 30.01.2024 N 1-03).
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3) HENOATBEPKACHUS TOCYAAPCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOI'O Ipenapara o UCTEYEHUU
CPOKa JCHCTBHsI PETUCTPALIMOHHOTO YOCTOBEPEHHUS, BBIIAHHOTO HA IIATH JIET;

4) HenpeCTaBICHUS 3asiBUTEIEM HH(GOpPMAIMH, KOTOPas MOXKET MOBJIeUb 32 cO00H HEOOXOJUMOCTb
BHECEHUSI N3MEHEHUH B JOKYMEHTBHI, COJIEp)KaIINeCs B PETHCTPAIIMOHHOM JI0Che Ha 3apEeTrHCTPUPOBAHHBIN
JIeKapCTBEHHBIH Mpernapar, B TeYeHUE TPUALATH pabounx JHEH co JHS HACTYIUICHUS STUX U3MEHEHUH;

5) OCyIIECTBJIICHHS TOCYAapCTBEHHOW pPETHUCTpaIlMy JIEKAPCTBEHHOTO Nperapara IMoJi TOPTOBBIM
HAaWMEHOBAHHEM 3apEerHCTPUPOBAHHOTO paHEE IOJ] 3TUM TOPrOBbIM HAWMEHOBAHHMEM JIEKAPCTBEHHOIO
npenapara, OTJIMYaIOIIerocsi KaueCTBEHHBIM COCTABOM JCHCTBYIOUIUX BEIICCTB;

(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

6) OCYIIECTBICHHS TOCYJAPCTBEHHON PETUCTPAIIUH OJHOTO U TOTO YK€ JIEKApCTBEHHOTO Mperapara B
OTHOLICHHH OJHOTO W TOTO JK€ JEpXKaTeNlss WM BIAJeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JICKapCTBCHHOT'O TMperapaTa B BHUAC JBYX H 0oJiee JICKQPCTBEHHBIX IPEMapaToB IOJ Pa3IUIHBIMU
TOPrOBBIMU HAMMEHOBAHUSIMU;

(. 6 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHS CyJIOM PELICHUs O HapYIICHUH MPaB MPaBooOIaaTenst 00bEKTOB HHTEIUIEKTYaTbHON
COOCTBEHHOCTHU IIPU 0OpAIIEHNUH JEKapPCTBEHHBIX CPEJICTB;

[Tpumeuanue.
C 01.01.2026 . 8 cT. 32 He pacmpocTpaHsieTCs Ha MPABOOTHOIICHUS, BO3HUKAIONIUE MPU OOpaIICHUN
JIEKapCTBEHHBIX CPEeACTB i MeauuHcKoro npuMeHeHus (O3 ot 30.01.2024 N 1-D3).

8) OTCYTCTBHS JIEKapCTBEHHOT'O Tpermapara B obOpamieHuun B Poccuiickoit denepariuu B TeUCHHE
Tpex u bonee Jer;
(n. 8 BBenen denepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HeBBINOJHEHMS  JEpKaTelieM WIM  BIAJCNbIEM  PETrUCTPALMOHHOIO  YJIOCTOBEPEHUS
JIEKApCTBEHHOT'O Tpernapara JM00 YINOJIHOMOYEHHBIM UMHU JIPYTUM IOPUAMYECKUM JIUIIOM MEPOTPHUITHI
no oOecrneyeHno Oe30MacHOCTH JIEKapCTBEHHBIX IMPEMapaToB, YCTAHOBJICHHBIX YIOJTHOMOYEHHBIM
denepaabHBIM OPraHOM HCIIOJIHUTEIPHOW BJIACTH B COOTBETCTBUM C dYacTasMu 3 W 4 crateu 64
HacTosiero denepalbHOr0 3aK0Ha, B paMKax OCYIIECTBICHUs (papMaKkoHaA30pa;

(. 9 BBenen denepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) oTkaza [nepkarensi WIM BiaJeiblla PETUCTPALMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara JHOO YHMOJIHOMOYEHHOTO WMH JIPYroro HOPHIAMYECKOrO JIMIa OT BHECEHUS W3MEHEHHI B
WHCTPYKLHIO IO TPUMEHEHHUIO0 JIEKaPCTBEHHOTO IMperapaTa, KacarolIMXCS HOBBIX TMOATBEPKICHHBIX
JTAHHBIX O TOM, YTO PUCK NMPUYMHEHHUS BpEla 37J0POBBIO UEIOBEKA WJIM KMBOTHOTO BCJICICTBHE NpHEMa
JIEKapCTBEHHOTO TIpernapaTa MpeBbImaeT 3PpPeKTUBHOCTD €ro MPUMEHEHUS.

(. 10 BBenen PeaepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

CraTtba 33. FlocyaapcTBeHHbIN peecTp NieKapCTBeHHbIX CpeacTB

1. TocynmapcTBeHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB COAECPKUT NEPEeUeHb JIEKAPCTBEHHBIX
IpenaparoB, MPOIIEAIINX FOCYyIapCTBEHHYIO PETUCTPALHIO, NepeueHb (papMaleBTUYeCKUX CyOCTaHIIHM,
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BXOJISIINX B COCTAB JIEKAPCTBEHHBIX MPEMAPATOB, U CICIYIONIYI0 HH()OPMAIIHIO:
1) B OTHOIIEHUH JIEKAPCTBEHHBIX IIPETapaToB:

a) HAMMEHOBAaHHWE JIEKAPCTBEHHOro mpemapara (MEXAYHApOJAHOE HEMAaTeHTOBAHHOE, WU
TPYIIIAPOBOYHOE, WIIH XUMHUYECKOE U TOPTOBOE€ HAMMEHOBAHUS );
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) nexapcTBeHHas GopMa C yKazaHUEM JIO3UPOBKH JICKAPCTBEHHOTO MperapaTa U ero KOJIW4ecTBa B
MOTPEOUTENHCKON YIIaKOBKE;

B) HAaIMEHOBAHUE JepiKaTelsl WIM BIaJeNblla PETUCTPALMOHHOIO yIOCTOBEPEHUS JIEKAPCTBEHHOTO
IpernapaTa U CBEACHHUs O PETUCTPALMU JAep KaTels WM BIIAJENblia PETUCTPALMOHHOIO YJOCTOBEPEHHUS
JIEKapCTBEHHOI'O Ipernapara JUisi MEAUIUHCKOTO MPUMEHEHUS] B KaUeCTBE HAJOrOIJIaTENbIINKa B CTpaHE
peructpanuu (A7 pOCCUHCKUX IOPUANYECKHX JIUI] - WACHTU(DUKAMOHHBIA HOMEpP HaJIOroIiaTesbInuKa
(MHH), nnst muHOCTpaHHBIX IOPUIANYECKUX JIULL - CTpaHa pEerucTpalui, HAMMEHOBAHNUE PETUCTPUPYIOIIETO
OpraHa, perucTpalMOHHBIH HOMEp, KOJ HaJOroIUIaTeNbIIMKa B CTpaHe PErucTpaluu (MHKOPIOpAIUH)
WJTU €TO aHaJor);

(nm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAUMEHOBAHUE U aJpec MPOU3BOAUTENS JIEKAPCTBEHHOIO IpenapaTa U CBEICHUS O PErUCTpaluu
NPOM3BOAMTENS  JICKAPCTBEHHOTO  Tpermapara sl MEAWIMHCKOTO IMPUMEHEHUS B  KadyecTBe
HAJIOTOIUIATENbIIMKA B CTPaHE  pEeTUCTpanmuu  (UII  POCCHHCKUX  IOPUAMYECKHX — JIMI[ -
ueHTH(UKAIIMOHHBIH HOMep Hanoromiarensimuka (MHH), mis wHOCTpaHHBIX IOPHIMYECKHX JIHI -
CTpaHa pETHCTpallii, HANMEHOBAaHHME PETHCTPUPYIOIIETO OpraHa, pPErHCTPAMOHHBIA HOMEp, KOJ
HaJIOTOIUIATENbIIMKA B CTPAHE pErucTpanuy (MHKOPIIOPAIMH) UK €T0 aHaJIoT);

(nm. "r" B pea. @exnepanbHOro 3akoHa ot 28.12.2017 N 425-03)

1) (bapMakoTepaneBTH4eCcKas rpynmna, KOJ JIEKapCTBEHHOI'O npenapara 1o
aHaTOMO-TEpaNeBTHUECKO-XUMHUYECKON KilacCupUKalluu, peKOMEeH10BaHHOW BcemupHol opranusarueit
3IpaBOOXPAHEHUS;

(mm. "n" B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)
€) OKa3aHHs U MPOTHBOIIOKA3aHMs K PUMEHECHHUIO JIEKAPCTBEHHOTO TpeTnapara;
) MMOOOYHBIC JICUCTBHS JICKAPCTBEHHOTO TIperapara;
3) CPOK TOTHOCTH JIEKAPCTBEHHOTO Mpernapara;
M) YCIIOBHS XpaHEHHS JICKAPCTBEHHOTO MTpeTapara;
K) YCIIOBHS OTITyCKa JIEKapCTBEHHOTO Iperapara;

J) HoMmep (¢apMakoNneWHOM cTaTbl MM B CIydyae €€ OTCYTCTBUS HOMEpP HOpPMAaTHBHOMN
JOKyMEHTAIMH JT100 HOPMATUBHOTO IOKYMEHTA;

M) JaTa TOCYJapCTBEHHOM PETHUCTpAallMU JIEKAPCTBEHHOTO Mpernapara M €ro perucTpaloHHBIN
HOMEp, JlaTa 3aMEeHbl PErUCTPALMIOHHOIO YAOCTOBEPEHHUS JIEKapCTBEHHOIO Ipernapara Ha OeccpoyHoe
pPETUCTPAIMOHHOE  YJOCTOBEPEHHE JIEKAPCTBEHHOI'O IIpenapara, Jara IOoJadd  3asBJIECHUSA O
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MOATBEPXKJICHUU TOCYJAAPCTBEHHOW pPETUCTpalMu  JIEKQpCTBEHHOTO Ipemapara, Jara OTMEHBI
rOCYJIapCTBEHHOM PEeTrUCTpaIiH JICKAPCTBEHHOTO IIpernapara;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

H) Ka4eCTBEHHBI COCTaB W KOJUYCCTBEHHBIM COCTaB JEHCTBYIOIIMX BEIICCTB M KAaYECTBEHHBIN
COCTaB BCIIOMOTATENbHBIX BEIIECTB JIEKAPCTBEHHOTO MpEenapara;
(. "H" BBenmeH DeaepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) uHpopMarrs 000 BCceX pa3pelieHHBIX BUIaX BTOPUYHOH (MOTPEOUTENHCKON) YIAaKOBKH;
(nm. "o" BBeaeH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1) JaTa TMPHHATUS PEIICHHS O BO3MOXKHOCTH pPacCMaTpUBaTh JICKAPCTBEHHBIN MpemnapaTr MpH
rOCy/IapCTBEHHOW PETUCTPAIMK B KauecTBE Op(aHHOTO JICKapCTBEHHOTO Tperaparta (Iist JIEKapCTBEHHBIX
MPEenapaToB Ik MEAUIMHCKOTO IPUMEHCHHUS );

(mm. "n" BBemen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. @enepanbHOTO 3aKOHA OT
27.12.2019 N 475-03)

p) HaJuW4Me JIEKApCTBEHHOrO Ipenapara B IEpPEYHE MXU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX
JICKapCTBEHHBIX TIPEnapaToB (s IEKAPCTBEHHBIX MPENapaToB IS MEAUIIMHCKOTO IPUMEHECHHS );
(mm. "p" BBemen denepanbHbBIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOro 3aKoHa OT
27.12.2019 N 475-03)

C) HaJgu4He B JIGKAPCTBEHHOM Ipenapare HapKOTHUYECKUX CPEICTB, ICUXOTPOMHBIX BEIIECTB U HUX
MPEKypCcoOpoOB,  MOJUIeKalIMX KOHTpolmto B  Poccwuiickoit ®denepanuu, B  COOTBETCTBHH  C
3aKoHOaTenbCcTBOM Poccuiickon denepanuu, MexxIyHapOogHbIMU JoroBopamu Poccuiickoit @enepannu,
B TOM uucine EnuHON KOHBEHIMEN O HapkoTHUeckux cpenctBax 1961 roma u KouBeHuwmeit o
NICUXOTPONHBIX BemecTBax 1971 roaa;

(mm. "c" BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

T) wuHQOpMAIMsI O TOM, SIBJISICTCS JIM JaHHBIA JICKAPCTBEHHBIA TmpemapaT pedepeHTHBIM
JIEKapCTBEHHBIM IpErapaToM;
(nm. "1" BBeneHn deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

y) CBelIeHUs O TMojaue 3asBICHUS O BHECEHWU HW3MEHEHUW B JOKYMEHTHI, COJEpKalluecs B
PErUCTPalIMOHHOM J0Ch€ Ha JIEKAPCTBEHHBIN TIpemnapar;
(nm. "y" BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

¢) yrpatun cuny ¢ 1 mapta 2020 rona. - @enepanbHblii 3akoH oT 27.12.2019 N 475-D3;

X) CpPOK BBEJCHHUS JICKAPCTBEHHOTO Mpernapara i BEeTEPHHAPHOTO MPUMEHEHHs B TPaKIaHCKUIN
obopor;
(mm. "x" BBemeH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-®3; B pen. @enepalibHOTO 3aKOHA OT
30.01.2024 N 1-®3)

11) “HGOpMaIUs O TOM, SBJISIETCS JIM JaHHBIN JIEKAPCTBEHHBIN IpenapaTt oppaHHbIM JeKapCTBEHHBIM
npernaparoM, HMMMYHOOHOJIOTHMYECKHMM  JICKAPCTBEHHBIM  IPErapaTtoM, paauodapManeBTHIeCKUM
JICKapCTBEHHBIM  IIpenapaToM, TIOMEONAaTHYEeCKUM JIEKAPCTBEHHBIM IPErnapaTroM, OHOJIOTHYECKUM
JIEKapCTBEHHBIM  IPENapaToM, BbICOKOTEXHOJOTHYHBIM  JIEKAPCTBEHHBIM IpErapaToM, BIEpPBbIE
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3aperucTpupoBaHHbIM B Poccuiickont denepanuu B COOTBETCTBUU C HACTOSIUM DenepaibHbIM 3aKOHOM
WJIM aKTaMH, COCTaBJIAIOIKMH 1paBo Coro3a;
(nm. "u" BBenen denepanbubiM 3akoHOM OT 30.01.2024 N 1-03)

2) B OTHOIICHUH (hapMaIleBTUUECKUX CyOCTAHIIHIA:

a) HauMEHOBaHHE (apMalleBTUYECKON CyOCTaHIMH (MEXIyHApOAHOE HEMATeHTOBAaHHOE, WIIH
IpyNIMPOBOYHOE, MM XMMHYECKOE M TOProBOE€ HAMMEHOBaHUsA), (opMma BbIIyCKa (C YyKa3aHHEM
JO3UPOBKH (TIPY HAIMYWH ), PACOBKH U YIIAKOBKH);

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

0) HauMEHOBaHHE M aJpec MPOU3BOAUTENA (PapMalleBTUUECKON CyOCTaHIUM (JUIsI POCCUHCKUX
IOPUAMYECKUX JIUI - WMJEHTU(UKAUMOHHBIM HoMep Hanoromiarensimuka (MHH), miga mHOCTpaHHBIX
IOPUANYECKHUX JIAL - CTPaHA PETUCTPAaLii, HAMMEHOBAHNE PETUCTPUPYIOILErO OpraHa, perucTpaliOHHbIN
HOMeEp, KOJI HAJIOrOIIaTENbIINKa B CTPAHE pEerucTpauy (MHKOPIOpaluK) WIK €ro aHaJlor);

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

B) CPOK TOAHOCTH (hapMaIeBTHYECKON CYyOCTaHIINN;
T') YCIIOBUSI XpaHEHUs (hapMaIleBTHYCCKON CYyOCTaHIIHNH;

1) Homep ¢apMakoNeWHON cTaTbu WM B ClIydyae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOMN
JOKyMEHTAIMH JT100 HOPMATUBHOTO JOKYMEHTA;

€) Hamumune (hapmManeBTUUECKOH CyOCTaHIIMHM B MEpeyHe HAPKOTHYECKHX CPENICTB, ICHXOTPOIHBIX
BEIIECTB M UX MPEKYpPCOPOB, MOJISKAIINX KOHTpodto B Poccuiickoit denepaiivu, B COOTBETCTBUU C
3aKoHOaTenbCcTBOM Poccuiickon denepanuu, MexIyHapOAHbIMU JoroBopamu Poccuiickoit @enepannu,
B TOM uucie EnuHON KOHBEHIMEN O HapkoTHueckux cpenctBax 1961 roma u KouBeHuwmeit o
MICUXOTPONHBIX BemecTax 1971 roxa.
(nm. "e" BBeneH denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-03)

2. ®dapmarieBTHUECKass CYOCTAaHIIHS, MMPOU3BEACHHAS IS PEallu3allii, MOKET OBITh BKJIFOUYCHA B
TOCYJApPCTBEHHBIN peecTp JICKApCTBEHHBIX CPEJICTB Ha OCHOBAHMHW 3asBJICHUS pa3pabOTUMKa MU
MIPOU3BOUTEIIS JICKAPCTBEHHOTO CPEACTBA JUOO YITOJIHOMOYEHHOTO WMHU IOPHIMYCCKOTO JIHIA IPH
YCIOBHM TIPOBEICHUS B OTHOIICHWUHM TaKOH (papMaleBTUYeCKON CyOCTaHIIMM JKCIEPTH3bl KayecTBa
(dbapmareBTHIECKON CyOCTaHIIMM B TOPSJIKE, YCTAaHOBJICHHOM cTaTheil 34 Hacrosimero demepaabHOTO
3akoHa. B oTHomeHWHM (apMaleBTUYECKUX CYyOCTaHIMKA, TMPOM3BEICHHBIX U peaju3alud, B
TOCYJJapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEJICTB COMEPIKUTCS CIeAyIomIast nH(OpMAIHs:

1) HammeHoBaHWE (hapMaIeBTUUECKONH CYyOCTaHIMH (MEXIyHapOJHOE HEMaTeHTOBAaHHOE, WIIH
TpYNIIUPOBOYHOE, WM XHUMHYECKOE M TOPrOBOE€ HAMMEHOBaHWs), (opMa BBINyCKa (C YyKa3aHHEM
JO3UPOBKHU (TIpU HATMYUH), (DACOBKU U YIIaKOBKH);

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2) HaMMEHOBAaHUE, apPec MPOU3BOJUTENS (papMalleBTUUECKON CyOCTAaHIMU, a TAaKKe B OTHOILIECHUH
JIEKAPCTBEHHBIX CPEACTB I MEIWLIHUHCKOTO NPUMEHEHUS CBEICHHS O PErMCTPAlUU INPOM3BOIUTENS
¢dapmarieBTHUECKOW CyOCTaHIIMM B KayecTBE HAJOTOIUIATENbIIMKa B CTpaHe perucrpanuu (ams
POCCUICKMX IOPUAWYECKUX JIUI - HWACHTH(PHUKAIMOHHBIM HoMep Hamoromiarensiumka (MHH), s
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WHOCTPAHHBIX FOPUIUYECKHUX JIMI[ - CTPaHa PETUCTPALMM, HANMEHOBAaHUE PETHCTPUPYIOLIETO OpraHa,
PErUCTPAIlMOHHBI HOMEp, KOJ HaJOroruiaTeibliika B CTpaHe perucTpanuu (MHKOPIOpalWK) WKW €ro
aHaJjor);

(. 2 B pen. @enepanbpHOTo 3aK0oHa OT 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMaIeBTUYECKON CyOCTaHIINM;
4) ycnoBus XpaHeHusl papMarieBTHIECKON CyOCTaHIINM;

5) Homep ¢apmakomneiiHON cTaThM MO0 B Ciydae €€ OTCYTCTBHS HOMEpP HOPMAaTUBHOU
JOKYMEHTAIMU WM HOPMAaTUBHOIO JOKYMEHTA;

6) Hanuuue QapMaleBTUYECKOW CyOCTaHIIMM B MEpeuHe HAPKOTHUECKHUX CPEACTB, MCUXOTPOITHBIX
BEIIECTB M HMX IPEKYpPCOPOB, MOJJIEKAIMX KOHTpoJtO B Poccuiickoit ®Denepanniv, B COOTBETCTBUU C
3akoHoJaTenbCcTBOM Poccuiickon denepanuu, MexayHapoIHbIMU JoroBopamu Poccuiickoit denepanuu,
B ToM uuciae EnuHoil koHBeHIMeW o HapkoTrhyeckux cpeacrBax 1961 roma um KouBeHuuein o
MICUXOTPONHBIX BemecTBax 1971 roaa;

7) nata BKIIOYEHHs (apMalleBTUUECKON CyOCTaHIIMM B TOCYNAapCTBEHHBIH PEECTp JEKApPCTBEHHBIX
CpEeACTB, JaTa BHECEHHUsS M3MEHEHUH B JOKYMEHTH! (hapMaleBTUUECKO CyOCTaHIMM, JaTa UCKIIOUEHUs
(bapMareBTHYECKON CyOCTaHIINH U3 TOCYJAPCTBEHHOTO peecTpa JIeKapCTBEHHBIX CPEICTB.

(uacts 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Tlopsimox BeAeHUs TOCYJIApCTBEHHOTO peecTpa JEKAPCTBEHHBIX CPEACTB [JISi MEIUIIMHCKOTO
NPUMEHEHUS W TOPSAOK BEICHUS TOCYIJapCTBEHHOTO peecTpa JIeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO TPUMEHEHHUS YTBEPKAAIOTCS COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (penepaibHbIM
OpPraHOM HCTIOJTHUTEIbHON BIACTH.

[Ipumeuanue.

[Tonoxxenus ct. 34 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromiecs: IpeIOCTaBICHUS FOC. YCIYT IpU
oOpaleHny JICKAPCTBEHHBIX CPECTB JIJISI MEIUIIMHCKOTO ¥ BETCPUHAPHOTO IPUMEHEHHS TIOCPEICTBOM
€IMHOM CHCTEMBI U (WIJIH) eIUHOTO TopTajia, mpuMenstores ¢ 01.01.2026.

Cratba 34. BknroyeHne B rocyfapCTBEHHbIA peecTp JIeKapCTBEHHbIX CPeAcCTB U
MUCKNIYeHne u3 rocynapcTBeHHOro peecTtpa NeKapCTBEHHbIX cpeacTs
c¢phapmaLeBTUYECKON CyO6CTaHL MK, NPOU3BEAEHHON ANA peann3auum
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jns BxmrodeHus ¢apMaleBTUYECKON CyOCTaHIMM, TPOU3BEACHHON MJid peanu3aliu, B
rOCYJapCTBEHHBIN peecTp JICKaPCTBEHHBIX CPEACTB, MPOBOJAUTCS IKCIIEPTH3a €€ KauecTBa.
(B pen. ®enepanbpHoro 3akona ot 22.12.2014 N 429-03)

2. DKcrepTH3a KauecTBa YKa3aHHOW B 4acTH | HACTOSIIEH cTaThil (papMaIieBTUIECKON CyOCTaHITUH,
COCTaBJICHUE KOMHMCCHEW JKCIIEPTOB 3aKJIIOYEHMM IO pe3yJbTaTaM 3TOM DKCIEPTHU3bl, NOIINUCAHUE HX
YCHJICHHBIMH KBaJTU(UIIMPOBAHHBIMU 3JICKTPOHHBIMH TOJIHMCSIMH, HAMIPABICHHE HAHHBIX 3aKITIOUCHHUN B
JMYHBIA KaOMHET YIOJHOMOUYEHHOTO (peiepanibHOro opraHa MCHOJIHUTENBHOM BIACTH B €IMHON CUCTEME
OCYIIECTBIISIIOTCA B CPOK, HE MPEBBIIAIOMINN TPUALATH padouuX AHEW CO AHS HaNpaBiICHUS B JMUYHBIN
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Ka6I/IH€T OKCIICPTHOI'O0 YUPCIKIACHHA B CHHHOﬁ CUCTCMC COOTBCTCTBYIOIICTO 3alaHUA YIIOJIHOMOYCHHOI'O
(denepaTbHOTO OpraHa HCIOJHHUTEIBHON BJIACTH, TMOIMHCAHHOTO YCHJICHHOH KBalH(pHUIIMPOBAHHOMN
AJEKTPOHHOMN NOJIMUCHIO, U CAEAYIOIUX JOKYMEHTOB (CBEIEHUN):

(B pen. DeaepanbrHoro 3akoHa ot 30.01.2024 N 1-D3)

1) cBemeHust 0 Aare MPEAOCTABICHHUS M PETHUCTPAIMOHHOM HOMEpE JHUIICH3UU Ha MPOU3BOJCTBO
JICKapCTBCHHBIX CPEACTB WM CBEJICHHUS O JaTe TPEJOCTaBICHUS M PETHUCTPAIlMOHHOM HOMeEpe
3aKJIIIOUYEHUST O COOTBETCTBHHM TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEIACTB TPEOOBAHUSM TPABUI
HaJJIeXKAlIed TMPOW3BOJACTBCHHON TMPAKTUKU, BBIJAHHBIX (TPEIOCTABICHHBIX) YIIOJTHOMOYCHHBIM
(benepabHBIM OPraHOM HCIIOJIHUTEIBHON BJACTH, B ClIydae, €CIU TPOHM3BOJCTBO JICKAPCTBEHHOTO
cpeacTBa ocyuiectBisieTcss B Pocculickoit @enepannu;

(B pen. ®enepanbHbix 3aK0HOB OT 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) KOmmusgd JOKYMCHTA, BBIJJAHHOT'O YIOJHOMOUYCHHBIM OPraHoM CTpaHbl MPOU3BOIHUTECIIA
JIEKapCTBEHHOTO CPEZCTBA M TOATBEPIKIAIOIIETO pa3pelleHHe MPON3BOJICTBA JIEKAPCTBEHHOTO CPE/ICTBA,
" €T0 NnEpeBO/ HA pYCCKI/IfI A3BIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IMOPAJKE, 4 TAKKE KOIHUA 3aKIIOYCHHUA O
COOTBETCTBUHM TPOHM3BOAMTENS JICKAPCTBEHHBIX CPEACTB TPeOOBAaHHMSAM TPaBHI  HaJISKaIICH
HpOI/ISBOI[CTBeHHOfl IMMPAKTHUKH, BBIJAHHOT'O YIIOJITHOMOYCHHBIM @enepam,HHM OopraHomM HUCTIOTHUTEIbHOMN
BJIaCTH, OO KOMUS PEUICHUS YIMOJHOMOYEHHOro (eaepajabHOr0 OpraHa HMCHOJHUTEIbHOW BIIACTH O
IMPOBCACHNN Q)apMaHeBTHHGCKOﬁ HWHCIICKIOWHA MMPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB AJIA MCAUIIMHCKOT'O
NPUMEHEHHS Ha COOTBETCTBHE TPEOOBAaHHMSIM MPaBWJI Ha/JIeXKamled MPOM3BOACTBEHHOW IPAKTUKU
EBpa3uiickoro 3KOHOMHYECKOTO COI03a. YKAa3aHHBIC JOKYMEHTHI IPEACTABISIOTCS B Cllydae, €cClu
MPOM3BO/ICTBO JIEKAPCTBEHHOTO CPEJICTBA OCYIIECTBIAETCS 3a mpenenamu Poccuiickoit @enepanmu;

(B pen. @enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-D3, ot 30.01.2024 N 1-D3)

3) IOKyMEHT, CO/Iep KaIllil CIIeAYIONINe CBEACHHS O (hapMalleBTUYECKON CyOCTaHIINu:
a) HAaMMEHOBaHHUE (PapMaIeBTUICCKON CyOCTaHINH, €€ CTPYKTypa, OOIIHe CBOMCTBA;
0) HaMMEHOBAaHKE U aIPEC MPON3BOAUTEIIS;

B) TCXHOJIOTHA IMPOMU3BOACTBA C OIMMMCAHUCM crazmﬁ MMPONU3BOACTBA U MCTOAOB KOHTPOJII Ha BCCX
CTagugX IMPOU3BOACTBA,

T') ONKUCaHKUE Pa3pabOTKH Mpoliecca MPOU3BOJICTBA;

) ONHUCAHHWE KOHTPOJS KPUTUYECKUX CTaguil Mpoiecca MPOU3BOACTBA M IMPOMEKYTOUHOMN
MPOAYKIHNH;

€) IOKyMEHTaJIbHOE MOATBEPKIeHUE (BaUAIIN ) TPOLIECCOB U (MJIM) UX OIICHKA;
’K) CBOMCTBA U CTPYKTypa ACHCTBYIOIINX BEIIECTB;

3) XapaKTepUCTHKa MPUMeECei;

1) cnenudukanys Ha (papManeBTHIECKYIO CyOCTaHIIMIO U ee 000CHOBaHHE;

K) aHaJUTHYeCKUe METOAMKH, HCIOJIb3yeMble TMPH OCYIIECTBICHUU KOHTPOJSI KayecTBa
(dhapmareBTHIECKON CyOCTaHIINN;
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J) NOKYMEHTaJIbHOE MOJATBEpKIeHUE (Bajduaals) aHAIMTHUUYECKUX METOJUK, HUCIOIb3YEMbIX MpU
OCYIIECTBIICHUN KOHTPOJIA KauecTBa (hapMaIieBTUIECKOU CyOCTaHITNH;

M) pe3yJIbTaThl aHAJIN3a cepuil papmManeBTHUECKO cyOCTaHIINN;

H) MepeueHb CTaHAapTHBIX 00pa3loB WK BEIIECTB, UCIONb3YEMbIX IIPU OCYIIECTBICHUH KOHTPOJIS
KauecTBa;

0) ONKMCAHNE XaPAKTEPUCTHK M CBOHCTB YITAKOBOYHBIX MAaTEPHAJIOB M YKYIIOPOUYHBIX CPEJICTB;
1) TaHHBIC O CTA0MIBHOCTH (papMaIieBTUIECKOM CyOCTaHINY;
P) CPOK TOJTHOCTH;

4) MOKYMEHT, COJICPIKaIlMid CBEJICHHUS O PETUCTPAIMH POU3BOAMUTEINS JIEKAPCTBEHHBIX CPEACTB TSI
MEIUIIMHCKOTO TIPUMEHEHUSI B Ka4eCTBE HAJIOTOIUIATENBIINKA B CTPAHE PETHCTPAIMH (I POCCUHUCKUX
IOPUIIMYECKUX JIMIl - HWIeHTH()UKAIMOHHBIM HOMep Hanoromtarenbimka (MHH), ams wHOCTpaHHBIX
IOPUIMYECKUX JIUIL - CTPaHa PETUCTPALNU, HANMCHOBAHNE PETUCTPUPYIOIIETO OpraHa, PerHCTPAIlHOHHBIHI
HOMEp, KOJI HAJIOTOIIATEIIbIINKA B CTPAHE PErUCTPAIUU (MHKOPIIOPAIIMH) HITH €T0 aHAJIOT).

(1. 4 BBenen denepaibHBIM 3aKOHOM OT 28.12.2017 N 425-D3)
(uacts 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3 (pex. 13.07.2015))

3. Jna mpoBeneHuss SKCIEPTH3bl KayecTBa YyKa3aHHOM B dactu 1 Hacrosiued crarbu
(dapmanieBTHUECKON CyOCTaHLIMM 3asBUTENh HAMpaBIseT TIOCPEICTBOM €OUHOTO TMopTaia B
YIOJHOMOYCHHBIH  (eliepalbHBId  OpraH  WCIOJHUTEIBHONW  BIACTH WM  JIMYHBIA ~ KaOWHET
YIOJHOMOYEHHOTO (heIepaibHOro OpraHa UCIOIHUTENBHON BIACTH B €IMHOMN CHCTEME:

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) 3asBiIeHME O BKJIIOYEHUH B TOCYAAPCTBEHHBIH peecTp JEKapCTBEHHBIX CPEACTB JaHHOU
(bapManeBTHUECKOW CyOCTaHIIMM, MOMMUCAHHOE YCWJICHHOW KBAIM(UIIMPOBAHHON DIIEKTPOHHOMN
MOJIHUCHIO;

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2) PEeKBH3HTHI JOKYMEHTA, MOATBEPKAAIOIIETO YIUIATy TOCYAapCTBCHHOM MONUIMHBI 33 BKIFOUCHUE
B FOCYJapCTBEHHBIA PEeCTp JIEKAPCTBEHHBIX CPEICTB (hapMarieBTHUECKON CyOCTaHIINHU, IPOU3BEICHHOM
JUIS peanu3anuu, Ju00 MO COOCTBEHHOW WHHIIMATUBE YKAa3aHHBIA JOKYMEHT. YTOJIHOMOYEHHBIH
denepaabHBId OpraH HMCIOTHUTEIBLHOW BJIACTH TPOBEpSeT (DAKT yIUIAThI TOCYNAPCTBCHHOW ITONUTAHBI
3asBUTEJIEM C UCIIOJIb30BaHUEM HMH(pOpMAIMU 00 yIlaTe TOCYJapCTBCHHON MONUIMHBI, COACpIKAIICHCs B
locynapcTBeHHON MH(DOPMAIIMOHHOW CHCTEME O TOCYAAPCTBEHHBIX W MYHHUIIMITAIBHBIX IIATEKaX, Ha
OCHOBAaHMHW TIPEACTABJICHHBIX 3asABUTEJICM PEKBU3UTOB JOKYMEHTa, TOATBEPXKIAIOIIETO YIUIATY
roCy1apCTBEHHOMW MOIIJIUHBIL;
(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

3) IOKYMEHTBI, yKa3aHHBIC B YaCTH 2 HACTOAILEH CTAaThU;
(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-03)

4) 3asBneHUE O BblJaye paspelieHuss Ha BBO3 B Poccuiickyto ®Denepanyio KOHKPETHOW MapTUU
HE3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPEJCTBA, INPEJHA3HAYEHHOIO [UIsl NPOBEICHMS yKa3aHHOU
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AKCIIEPTU3HL.
(. 4 BBenen denepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3.1. B ciy4yae HempencTaBiCHHs C 3asBICHHEM O BKJIIOYCHHH B TOCYJIApPCTBEHHBIH peecTp
JIEKApCTBEHHBIX  CPENCTB  (papMameBTUYECKONM  CyOCTaHIIMM  BBIJABaeMbIX  (MPEIOCTABISICMBIX)
YIOJHOMOYECHHBIMU (DelepalbHBIMU OpPTaHaMU HCIIOJIHUTEIHHONW BIIACTH JOKYMEHTOB (CBEICHMIA),
yYKa3aHHBIX B MyHKTaX | W 2 4YacTu 2 HACTOAIICH CTAaThH, YIMOJHOMOYEHHBIN (enepanbHbIi opraH
WCTIOJNHUTENILHON  BIACTH  3alpaliuBaeT  yKa3aHHBIE  JIOKYMEHTHl  (CBEICHHs])) B  IOPSIKE
MEXBEJOMCTBEHHOTO HH(POPMAITMOHHOTO B3aUMO/ICHCTBUS.

(uactp 3.1 BBenena DenepanbHbIM 3akOHOM OT 27.12.2019 N 478-D3; B pen. PeaepanbHOro 3aKkoHa OT
30.01.2024 N 1-®3)

4. B TeueHue nATH pabounX AHEH CO THS MPUHATHS 3asBICHUS O BKIIOUEHUHU YKa3aHHOM B yacTH |
HACTOSIIEH cTaThu (hapMarleBTHUECKON CyOCTaHIIMK B TOCYIaPCTBEHHBIN PeeCTp JIEKAPCTBECHHBIX CPEACTB
U TOKYMEHTOB, TIEPEUUCICHHBIX B YacTU | W MyHKTe 2 4acTU 3 HACTOSIIEW CTAaThH, YIOTHOMOYEHHBIH
denepaabHBIA OPraH UCIIOJHUTEIIBHON BIIACTH:

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH JIaHHBIX, COJAEPKAIIMXCS B MPEJICTaBICHHBIX
3asBUTEJIEM JIOKYMEHTAX;
(B pen. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) mpuUHUMAET pEeIIeHHEe O HANpaBICHUH B SKCIEPTHOE YUPEKACHHE 3aJaHHUS Ha TPOBEICHHE
AKCIIEPTH3BI KAYeCTBA YKA3aHHOUM B 4acTh | HACTOSIICH CTaThu (hapMaleBTHUECKON CyOCTaHIIMU WU 00
OTKa3€ B TAKOM HaIPABJICHUU;

3) HampaBieT B JIMYHBIA KaOWHET 3asBUTENS B €IMHOM CHCTeME MOANMCAHHOE YCHUJICHHOU
KBAJTM(HUIUPOBAHHON 3JIEKTPOHHOM MOAMUCHIO YBEIOMIICHHE O MPUHITOM PEIIEHUH WU B Cllyyae OTKa3a
C YKa3aHUEM MPUYMH TaKOI'0 OTKa3a.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

4.1. B ciyuae BBISIBIICHUSI HEIOCTOBEPHOCTHU U (MJIM) HEOCTATOUHOCTH CBEJICHUM, COACPKALIUXCS B
MIPEJICTABJICHHBIX 3asBUTEIIEM MaTepualaxX, yIOJIHOMOYEHHBIM (enepalbHblii OpraH UCHOTHUTEIHHOU
BJIACTH HAIpPABIISIET 3asSBUTEIIO0 MOCPEJCTBOM EIUHOTO TMOpTajia WU B JIMYHBIM KaOWHET 3asBUTENS B
€IMHON CcucTeMe 3ampoc 00 YTOYHEHUM YyKa3aHHBIX CBEICHUH, TMOJNUCAHHBIA yCHICHHOU
KBaJIN()ULIPOBAHHOM 3JIEKTPOHHOM MOANKCHIO.

(uacts 4.1 B pea. @eaepanbHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asButenp 00s3aH HaNpaBUTh IOCPEACTBOM €IMHOTO TOpTaja B YHOJHOMOYEHHBIN
(benepanbHbIl OpraH UCIOJHUTENBLHON BIACTH WM JIMYHBIN KaOWHET YyHOJIHOMOYEHHOTO (erepaabHOro
OpraHa HUCHOJHHUTEIbHOM BJIACTH B €IMHOM CHUCTEME IMOANMCAHHBIM yCUJIEHHOW KBaJU(UIUPOBAHHOU
3JIEKTPOHHON MOAMUCHI0 OTBET HA 3alpOC YMOJIHOMOYEHHOrO (heliepalbHOrO0 OpraHa HCIOJHUTEIbHON
BJIACTH B CpPOK, HE NPEBBIMIAIOMINAN JEBSHOCTA PaOOYMX THEH CO IHS TMONYyYEHHS YIOJTHOMOUYEHHBIM
(benepaabHBIM OPraHOM MCIIOJHUTEIBHOMN BIACTH 3JEKTPOHHOTO YBEJOMJICHHUS O TIOJTYYEHUH 3asBUTENIEM
naHHoro 3ampoca. Cpok, yKa3aHHbII B 4yacTH 4 HACTOALIEH CTaThbu, MPUOCTAHABIMBAETCS CO JHS
HaNpaBJICHUs 3asBUTEINIO MOCPEACTBOM €IMHOIO MOpTaja WM B JMYHBIA KaOMHET 3asBUTENS B €IUHOMN
CHCTEME 3apoca YIMOJHOMOYEHHOrO (DeAepalbHOTO OpraHa HCIOJIHUTEIbHON BIACTH 10 [JHS
HampaBJICHUsl 3asBUTENIEM IOCPEACTBOM E€IMHOrO IMOpTajla B YHOJIHOMOYEHHBIM (efepasbHbId OpraH
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UCTIOJIHUTENIbHOM  BJACTH MM JUYHBIA KaOMHET YHOJHOMOYEHHOro (eaepanbHOro  oprana
UCTIOJIHUTEJIBHOW BIACTW B €AMHOM CHUCTEME OTBETa Ha JaHHBIM 3alpoc W HE YYMTBHIBAECTCS IIpU
WCYHCIICHUU CpOKa OJKCIEePTH3bl KadecTBa (papmaleBTUUECKOH CyOCTaHLMHU, MPOU3BEACHHOW s
peanu3anui.

(uactp 4.2 B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHOBaHMEM Ui OTKa3a B HAIPABJICHHU B DKCIEPTHOE YYPEKICHHUE 3aJaHHs Ha IPOBEACHUE
HKCHEpPTH3bl KauecTBa YyKa3aHHOM B yacTh 1 HacTosmed craTbu (QapMaleBTUYecKOl CyOCTaHIUU
SBJIIETCS HENPEJCTaBICHUE JOKYMEHTOB, YKa3aHHbIX B 4YacTU 2 HACTOSILEH CTaTbH, OTCYTCTBHUE
uHpOpMalMY, MOATBEpXKAAOWEeH (akT ymiatel TOCYJapCTBEHHON MONUIMHBI 33  BKIIOYEHUE
(dapmareBTHUECKON CyOCTaHIMK, TPOU3BEACHHON IS pealn3alfii, B TOCYIJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJCTB, HENPEICTABICHNUE 3asBUTEJIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKa3aHHBIA B
yacTu 4.1 HacTosIIeN CTaThu 3aMpoC YIOJIHOMOUYEHHOr0 (efepaibHOr0 OpraHa NCIOJHUTEIBHON BIacTH
WJIN Tpe/ICTaBIeHNE JOKYMEHTOB, HE COJIEprKaIllUX NCUEPIBIBAIOIIETO IIepeUHsl HEOOXOIUMBIX CBEJCHUH.
(gactp 5 B pen. deaepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

6. B Teuenme nsATHagUATH PpabOUYMX JHEM CO JHSA MOJYYEHHUS pPELIeHHs YIOJIHOMOYEHHOIO
(benepaTbHOTO OpraHa MCIOJHUTEIBHON BIACTH O HANPABJICHUHU B SKCIEPTHOE YUPEXKICHHUE 3aJaHHs Ha
IIPOBE/IEHUE HKCIEPTH3bl KauecTBa yKa3aHHOM B wacTh 1 HacTosmed craTbM (apMaleBTUYECKON
cyOCTaHIIMM 3asBUTENb MPEACTABISAET B AKCIIEPTHOE YUPEKICHHUE JUIsl MPOBEACHUS TaHHOM SKCIIEPTHU3BI
o0pa3ibl (hapMaleBTUUECKOH CyOCTaHIIMM B KOJIMUYECTBE, HEOOXOIUMOM JUIsl BOCIIPOU3BECHUS METO/I0B
KOHTpPOJISI KauecTBa. OKCIEPTHOE YUPEXKACHHE NpHU MOJyUYEHUH O00pa3loB yKa3aHHOM B wyactu |
HacTosiled craTby (apMaleBTUYECKOH cyOCTaHIMU B TOT JK€ J€Hb HAlpaBiseT B JIMYHbII KaOMHET
3asBUTEINI B €JUHON CHCTEME YBEIOMIICHHUE, IMOATBEPKAAIOLIEE MOIyYEHUE 3TUX 00pa3LoB. DT CPOKHU
HE BKJIIOYAIOTCS B CPOK MIPOBEICHUS TaHHON SKCIIEPTU3BI.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

7. YTpatun cuiy. - ®enepanbubiil 3akoH o1 30.01.2024 N 1-03.

8. B cpok, He mpeBblIAIOUINI MATH padouMx JTHEH CO JHS HaIllpaBJICHHUs MOCPEICTBOM E€IHMHOIO
noprana B YHNOJTHOMOYECHHBIN (enepanbHblii OpraH HCIOTHUTEIBHOW BJIACTH WM JIMYHBIM KaOWHET
YIOJTHOMOYEHHOTO (Pe/lepabHOTO OpraHa WCIOJHUTEIHHONH BIIACTH B €IMHOW CHUCTEME 3aKIIOYCHHUS
KOMHCCHH 3KCHEPTOB MO PE3YJIbTaTaM SKCHEPTHU3bl KAUECTBA YKA3aHHOW B YacTH | HacTosuied cratbu
(dapmareBTHIECKON CyOCTaHIINH, YIIOJITHOMOUEHHBIN (heepaabHbId OpraH UCIIOJHUTEIIBHON BIIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) OCYHICCTBJIACT OLCHKY TAaKOI'O 3aKIIOYCHUSA OJId ONPCACICHHUA €ro COOTBCTCTBUA 3aJaHUIO HaA
IMPOBCACHUC JaHHOM 9KCIICPTU3BI;

2) NpUHMMAET PEIlIEHUE O BKJIIOYEHNHN YKa3aHHOM B yacTu 1 HacTosiel cTaTbi papMalieBTUYECKOM
CyOCTaHIIMM B TOCYIapCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEJACTB WM pelleHHe 00 OTKa3e B TaKoM
BKJIFOUEHUU;

3) BHOCHUT MpM NPUHATUM pPEIIEHUs O BKIIOYEHUHM YKa3aHHOM B 4acTu | HacTosiued cTaTbu
dapMareBTHUECKOW ~ CyOCTaHIIMM B TOCYIApCTBEHHBIM  peecTp  JIEKAPCTBEHHBIX  CPENCTB
IPeSyCMOTPEHHYIO 4acThio 2 cTaThi 33 HacTosuero depepanbHOro 3aKoHa MH(MOPMALIUIO U HAlpaBIIseT
3asBUTENIO TOCPEACTBOM €IMHOTO TMOpTajia WIM B JHYHBIA KaOMHET 3asBUTEN B €IUHON CHCTEME
BBIIMCKY U3 F'OCYJapCTBEHHOT'O PEECTPa JIEKaPCTBEHHBIX CPENICTB.
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(B pen. @enepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N
1-®3)

9. OcHoBaHMeM [UJIsi OTKa3a BO BKJIIOYEHHMM YKa3aHHOW B dYacTH | Hacrosed cTaTbu
(hapManeBTHUECKOM CYOCTaHIIMM B TOCYJAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEICTB SIBISETCS
3aKJIFOYEHHE COOTBETCTBYIOILIETO YMOJHOMOYEHHOTO (eAepaibHOr0 OpraHa MCTOTHUTEIHHOU BIACTH O
TOM, YTO KauecTBO (hapMaleBTHUECKOW CyOCTaHIIMN HE TTOATBEPIKIECHO MOJYyUYCHHBIMU JaHHBIMHU.

(dactp 9 BBegeHa denepanbHbiM 3akoHOM 0T 22.10.2014 N 313-@D3; B pen. denepaibHOro 3akoHa OT
04.06.2018 N 140-D3)

10. He nmomyckaercs BKJIIOYEHHE B TOCYAAPCTBEHHBIM pPEECTp JIEKAPCTBEHHBIX CPEACTB OJIHOM
(dbapmareBTHUECKON CyOCTaHIMH, MMPOU3BEACHHOMN I pealli3allid W BBITYCKAGMOW OJHUM U TEM XKe
MIPOM3BOIUTENIEM, B BUE IBYX U O0JIee PEeCTPOBBIX 3AMUCEI.

(gactp 10 BBenena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. BHeceHnue u3MeHeHu# B IOKyMEHTHI Ha (hapMalleBTHUECKYIO CyOCTaHIUIO, TPOU3BEACHHYIO JUIS
peayiv3allii U BKJIIOYEHHYIO B TOCYJApCTBEHHBIM pEecTp JEKapCTBEHHBIX CPENCTB, OCYIIECTBISETCS B
nopsiake, ycraHoBieHHOM cTathsiMu 30 u 31 Hacrosmero denepanbHOro 3aKOoHa, C YIUIATOM
roCyIapCTBEHHOM MOLUIMHBI, TPEAYCMOTPEHHOM 3aKOHOAATENBCTBOM Poccuiickoi denepanuu o Hajgorax
u cobopax.

(uactp 11 BBenena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

[Ipumeuanue.
O BO3MOXXHOCTH OOpamieHust (apMareBTHUECKOW CyOCTaHIIMHM, WCKIIOYEHHOW M3 TOCpeecTpa, CM.
taxxke @3 ot 30.01.2024 N 1-D3.

12. lomyckaetcsi oOparmieHue ¢apMaleBTUUeCKOW CyOCTaHIIMU 10 HUCTEUEHHUs CpPOKa TOJIHOCTH,
MPOM3BEICHHON /I peali3allid B TEUEHHWE CTa BOCBMUACCATH JHEH TOcle JaThl TPHHSITHS
YIOJHOMOYCHHBIM (he/lepalbHbIM OPTaHOM HCITOJTHUTEIBHON BIIACTH PEIICHUS O BHECEHUH M3MCHCHHN B
JOKYMEHTHI Ha (hapMalrleBTHUECKYI0 CyOCTaHIMIO, B COOTBETCTBHH C HWH(OpMalMel, coaepKamieics B
JOKYMEHTaX Ha (hapMareBTHYECKYIO CyOCTaHITHIO IO IAThl PUHATHS TAKOTO PEIICHUS.

(uacts 12 B pen. enepanbHoro 3akona ot 30.01.2024 N 1-D3)

13. Pemenume 00 WCKIIOYEHHMH W3 TOCYJapCTBEHHOTO pEECTpa JIEKApPCTBEHHBIX CPENCTB
(bapmarieBTHUECKOW CyOCTaHLIMU, NMPOU3BEICHHON AJIs pealu3alyd, NPUHUMAETCS YIOJTHOMOYEHHBIM
(beneparbHBIM OPraHOM HCTIOJIHUTEITLHON BIIACTH B CITy4Yae:

1) MMpEaACTaBJICHUA COOTBCTCTBYIOIUM YIIOJTHOMOYCHHBIM (I)G,I[CpaJ'IBHLIM OpraHoM HUCIIOJTHUTEIbHOM
BJIACTHU 3aKIIIOYCHHA O PHUCKEC HIIN 00 YIpo3€ KHU3HHU WKW 300POBBIO YCJIIOBCKA 00 KUBOTHOI'O npu
HCIIOJIb30BAaHNHU JICKAPCTBCHHOI'O CPCACTBA,

2) HanpaBieHUs pa3pabOTUNKOM JIEKAPCTBEHHOT'O CPEJCTBA WUJIM MPOU3BOJUTENIEM JIEKAPCTBEHHOTO
CpeacTBa MO0 YIOJIHOMOUYEHHBIM MU JIPYTUM IOPUIUYECKUM JTUIIOM MOCPEACTBOM €IMHOTO MopTaja B
YIOJHOMOYCHHBIH  (efiepalbHBIi  OpraH  WCIOJHUTEIBHOW  BIACTH WM  JIMYHBIA ~ KaOWHET
YIOJIHOMOYEHHOTO (eepanibHOr0 OpraHa HCIOJHUTENBHON BJIACTH B €AMHON CHCTEME MOJANHUCAHHOTO
YCUJICHHOW  KBAIM(PUIIUPOBAHHOM  DJIEKTPOHHOM TOAMHCHIO  3asBICHUs 00 HCKIIOYEHUH U3
rOCy/IapCTBEHHOTO peecTpa JEKApPCTBEHHBIX CPEICTB (apMalleBTUYECKOM CyOCTaHIMH, MPOU3BEICHHOM
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IUIs pean3aluy;
(. 2 B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

[Ipumeuanue.
C 01.01.2026 n. 3 4. 13 cr. 34 He pacnpoCTpaHsIETCd Ha MPAaBOOTHOIICHUS, BO3HUKAIOIIWE MPHU
oOpalleHuu JIEKapCTBEHHBIX CPEACTB st MeaunuHckoro npumenenus (O3 ot 30.01.2024 N 1-D3).

3) orcyTrcTBUS (papMaeBTHYECKON CyOCTaHIINHU, MPOU3BEACHHON /ISl peaan3ainu, B oOpaIieHuu B
Poccuiickoif @enepannu B TeUeHUE TpeX U OoJiee JeT.
(gactp 13 BBenena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

CraTtba 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PegepanbHbiv 3aKOH oT 22.12.2014
N 429-®3.

Cratba 36. OOGxanoBaHue peweHUs 06 oOTKase B Bblgavye paspeleHus Ha
npoBeAeHMe KIIMHMYECKOro uccrnefoBaHUsi JIEKapCTBEHHOro npenapara, pewieHuss o6
OTKase B rocyfapCTBEHHOM perucTpaumu reKkapcTBEHHOro npenapara, 3aknio4eHus
KOMMUCCUM IKCMEPTOB IKCNEPTHOIrO yUYpeXAeHUsl U 3aKNOYeHNA coBeTa Mo 3TUKe

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Pemienne cOOTBETCTBYIOIIErO YHNOJIHOMOYEHHOTO (heAepabHOIO OpraHa MCIOJHUTENIBHONW BIIACTH
00 OTKa3e B BbAaye pa3peIICHUs] Ha MPOBEACHUE KIMHUYECKOTO MCCIIEOBAHUS JIEKApPCTBEHHOTO
mpernapara, pelleHHe YyKa3aHHOro (eepalbHOro oOpraHa HCIOJHUTENIBHOW BIACTH 00 OTKase B
rOCy/IapCTBEHHOW PETUCTPAllMM JIEKAPCTBEHHOI'O IIperapara, 3aKJIIOUEHHE KOMHCCHM SKCIIEPTOB
OKCHCPTHOI'0 YYPCKIACHUA HJIM 3aKIIOYCHHUEC COBETA IIO 3THUKC MOXKET OBITE 00XKaJIOBAaHO B IopAIKe,
YCTQHOBJICHHOM 3aKOHOAATelnbcTBOM Poccuiickoit @Denepanun. 3akiroueHHE KOMHUCCHHM 3KCIIEPTOB
OKCIICPTHOI'O0 YUYPCKIACHUA O B3aUMO3aMCHACMOCTH JICKAPCTBCHHBIX IMPCIapaToB A MCAUIUMHCKOI'O
IPUMEHEHHs JH00 O TOM, YTO JIEKAapCTBEHHBINH Mpenapar il MEAULUHCKOIO MPUMEHEHUs He SBIISETCS
B3alMO3aMEHSIEMbIM, MOXET OBITh O00XaJIOBAaHO JepXKaTelieM WWIM BIAJEIbIEM PETUCTPALIMOHHOTO
yJIOCTOBEpEHHsI JIEKApCTBEHHOTO Ipenapara B YIOJIHOMOUYEHHBIH (efepanbHblii OpraH MCIOJHUTEIbHON
BJIaCTH, KOTOpI)IfI IMPUBJICKACT K PaCCMOTPCHHIO YKa3aHHOﬁ JKaJIOOBI MOoABCAOMCTBCHHBLIC €MY HAYYHBIC
OpraHuzanMy M oOpa3oBaTeNbHbIE OpPraHM3alMM  BBICHIETO  O0pa3oBaHMs, OCYLIECTBISIOIIUE
HeSITeNbHOCTh B c(hepe o0OpalleHus JIEKapCTBEHHBIX CPEACTB. 3aKIOYEHUE KOMHCCUHM DJKCIEPTOB
HKCHEPTHOTO YyupexaeHus, O(OpPMIEHHOE II0 HTOraM IepecMoTpa O0KaJOBAaHHOIO 3aKIIOYEHUS
JKCIEPTa, MOKET OBITh OCHOPEHO JAEp:KaTesIeM WM BIAAEIbLIEM PErHMCTPALIMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI0 Ipernapara JMOO YHOJHOMOYEHHBIM HMH JIMIIOM B TIOpSKE, YCTaHOBJIEHHOM
3akoHoaarenbcTBOM Poccuiickoit @Denepanuu. Ilpu oOxaloBaHUM pEIIEHUS YIOJIHOMOYEHHOTO
(benepaqbHOrO OpraHa HCIOJHUTENBHONW BJIACTH, 3aKIIOYEHHsI SKCIEpTa WIM KOMHMCCUHU 3KCIEpPTOB
9KCHEPTHOTO YUPEXKACHU, 3aKIIIOUEHHs COBETA 0 ITHKE JepXKaTeab WM BIAAEIEl] PETUCTPALIMOHHOTIO
yIIOCTOBEpEHHsI JICKapCTBEHHOI'O IpenapaTta 00 YMOJIHOMOYEHHOE HMMH JIMIO BIpPaBE NPEICTaBUTh
PE3YIbTATHI SKCIICPTU3BI JICKAPCTBCHHOI'O Ipfcrapara, IMPOTOKOJbI IMOMYYCHHBIX AaKKPCAWTOBAHHLIMU
UCTIBITATEIbHBIMU Ja00paTOpUAMH (LIEHTPAaMH) PE3yIbTaTOB UCCIIEOBAHUI, UCTIBITAHUN.
(B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. WHdopmaumsa, cBA3aHHas C OCyLeCTBIIEHWEeM TrocyaapCTBeHHOU
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perucTtpauMm wnuM  perucTpauum rieKapCcTBeHHbIX npenapaTtoB, uWHdopmauusa o
3aperMcTpuMpoBaHHbIX JleKapCTBEHHbIX rMpenapatax W JieKapCTBEHHbIX Mpenaparax,
MCKJTIOUYEeHHbIX U3 rocyapCTBEHHOro peecTpa NneKkapCTBeHHbIX CpeaAcTB

(B pen. DeaepanbrHoro 3akoHa ot 30.01.2024 N 1-D3)

1. CoOTBETCTBYIOIIHMK YITOTHOMOYEHHBIN (he/iepaIbHbIN OpraH UCIIOJIHUTEIBHON BIACTH Pa3MeIaeT
Ha cBoeM o¢uimanbHoOM caiite B ceTd "HMHTepHeT" wuH(pOpMAaIMIO, CBSI3aHHYIO C OCYIIECTBICHHUEM
rOCy/IapCTBEHHOW PETUCTPAllMM WM PErucTpaliy JIEKAPCTBEHHBIX IIpernaparoB, B TOM YHUCIE
IIPOBEICHUEM HKCHEpPTH3bl JIEKAPCTBEHHBIX CPEJCTB (BK/IIOYas pe3yjbTaThl €€ MpPOBEACHUS),
MH(OPMALIMI0O O 3apEerMCTPUPOBAHHBIX JIEKAPCTBEHHBIX Ipenaparax M JIEKApCTBEHHBIX Ipernaparax,
HCKJIIOUEHHBIX M3 I'OCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEACTB, HE IMO3JHEE 4YeM dYepe3 IATh
paboumx JHEH cO AHS MOJIYYEHHs YIOJIHOMOYEHHBIM (efepalbHbIM OpPraHOM HMCIIOJHUTEIBHON BIIACTU
COOTBETCTBYIOLIEH HH(pOPMAIHH.
(B pen. @enepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N
1-®3)

2. Cpokd W TOPSAOK pa3MEIICHUs yKa3aHHOM B 4YacTu | HacTosimiedl craTtbu WHGOpMAIIN
yCTaHABIMBAIOTCA YIMOJIHOMOYEHHBIM (pe/iepallbHbIM OpPraHOM HCIIOJHUTENBbHON Biactu. MHpopmarus,
yKa3aHHas B 4acTU | HACTOSIIICH CTAaThH, SIBISETCS OTKPHITOM M OOIIEIOCTYIMHOW U MPEIOCTABIISICTCS
3aMHTEPECOBAHHBIM JIMI[AaM B COOTBETCTBUU C 3aKOHOJATEIbCTBOM Poccuiickoii @eneparuu.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Masa 7. KMIMHWYECKUE UCCNEOOBAHUA JIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULMHCKOIo NPMUMEHEHUA, OrOBOP
Ob UX NPOBEAEHUW, NPABA NALUMEHTOB, YYHACTBYIOLLUX
B 3TUX UCCIIEQOBAHUAX

Cratba 38. KnuHuyeckme wuccrnegoBaHuUsi JieKapCTBEHHbIX rMpenapatoB Ans
MeAULUHCKOro NpUMeHeHus

1. Knuaudeckue McCClenoBaHMs JIEGKAPCTBEHHBIX IMPENapaToB JJIi MEIUIIMHCKOTO MPUMEHEHHUS, B
TOM YHCIIE MEXIYHAPOJAHbIE MHOTOIIEHTPOBBIE, MHOTOIIEHTPOBBIE, TOCTPETUCTPALIMOHHBIE, TPOBOASTCS B
OJTHOM WJIM HECKOJIBKUX MEAUIIMHCKUX OPTaHU3AIMAX B CICTYIONIUX HEIISX:
(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

1) ycranoBieHue 0€30MaCHOCTH JIEKAaPCTBEHHBIX MIPEMapaToB JIJIsl 3J0POBBIX JOOPOBOJIBIIEB U (HITH)
MEPEHOCUMOCTHU UX 3JI0POBBIMU JT00POBOIIBIIAMH, 32 UCKIIOYCHHEM TaKHX UCCIIETOBAHHUM JIEKapCTBEHHBIX
MpenaparoB, NPOU3BEICHHBIX 3a peaenamu Poccuiickoit denepanuu;

2) HOI[60p ONTUMAJIBHBIX JO3UPOBOK JICKAPCTBCHHOI'O IIpCTIapaTa U Kypca JICUHCHUS AJId IMAallUCHTOB
C ONpCaACJICHHBIM 3360J’I€BaHI/IeM, OIITUMAJIBHBIX 03 W CXEM BaKIMHAIIUH I/IMMYH06I/IOJ'IOFI/I‘IGCKI/IMI/I
JICKApCTBCHHBIMHU IIpeIIapaTaMu 310POBBIX ,Z[O6pOBOJ'IBI_ICB;

3) ycTaHOBIEHHE OE30MMACHOCTH JICKAPCTBEHHOTO TIperapara 1 ero 3G (GeKTHBHOCTH TSl TAIIICHTOB
C ONpeJCiCHHBIM 3a00JieBaHHEM, NPOPHIAKTHUCCKOW A(P(EKTUBHOCTH HMMMYHOOHOJIOTUYECKUX
JICKapCTBCHHBIX MPETIAPATOB JIJIS 37J0POBBIX TOOPOBOJIBIICE;

4) N3YUCHUC BO3MOKHOCTU pACIHIHUPCHUSA MoKa3aHui 17151 MEeIUITUHCKOTO NPUMCHCHUSA U BBISIBJICHUA
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paHee HEM3BECTHBIX MOOOYHBIX JACHCTBHM 3apeTUCTPUPOBAHHBIX JIGKAPCTBEHHBIX MPETIapaToB.

1.1. Knunuueckue uccienoBaHMs JIEKAPCTBEHHBIX NPENapaToB A MEAMLUHCKOIO NMPUMEHEHUS
IIPOBOASTCS. B COOTBETCTBMM C IpaBWJIAMHU HAIJIEKAIEH KIMHUYECKOW NPAKTHUKH, YTBEP)KIECHHBIMU
EBpasuiickoii 5KOHOMUYECKOW KOMUCCHEH.

(uactp 1.1 BBenena @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

2. B oTHOIIIEHWH BOCTIPOM3BEICHHBIX JICKAPCTBEHHBIX MIPEMAapaToB JIIS MEJIUIIMHCKOTO TPUMCHCHHS
MPOBOMSTCS MCCIENOBAaHUS OMODKBUBAJICHTHOCTH M (WMJIM) TEPANEeBTUYECKON OSKBUBAJICHTHOCTH B
MOPSIIKE, YCTAHOBJICHHOM aKTaMH, COCTABIISIOIIUMU TIpaBo Coro3a.

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

3. OpFaHI/I3aHI/IIO MPOBCACHUA KIIMHHUYCCKUX I/ICCJ'ICZIOBaHI/Iﬁ JICKApCTBCHHOT'O IIpfrapara i
MCIUIUHCKOI'O IPUMCHCHUS BIIPABC OCYLICCTBIIATD!:

1) pa3paboTumK JIeKapCTBEHHOTO IpernapaTa Uik YIIOJTHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTelbHBIC OpraHW3allMd BBICHIETO OOpPa30BaHUs, OpPraHW3AIMU JIOTOJHHUTEIBHOTO
poecCHOHATEHOTO 00pa30BaHNS;
(m. 2 B pea. @exnepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4HBIC OpraHU3AIIH.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4. KnuHMuyeckue HCCIeIOBaHUS JIEKapCTBEHHOTO NpernapaTta A MEIUIMHCKOTO NPUMEHEHUS
IIPOBOJATCS. HA OCHOBAHUM pa3pelleHHs Ha MPOBEACHUE KIMHUYECKOTO MCCIEIO0BaHMS JICKapCTBEHHOTO
npenapaTa, BBIJAHHOTO YIOJHOMOYEHHBIM (eaepaJbHbIM OpPraHoM  HCIOJIHUTEIBHOW  BIJIACTH.
VYTOIHOMOYEHHBIN (enepaabHbIil OpraH MCIOJHUTEIBHON BIACTH BEJET PEECTP BBLAAHHBIX pa3pelIeHui
Ha MPOBEJICHNUE KIMHUYECKUX MCCIIE0BAaHUMN JIEKAPCTBEHHOTO IpenapaTa, CoJepKalliil yKa3aHue Ha Ux
1eJIb WIN 1IeJIM, B YCTAHOBJICHHOM 3THUM OPTaHOM IOPsJIKE.

(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-03)

5. Vrpatun cuny c 1 urons 2015 ropa. - @enepanpublii 3akoH o1 22.12.2014 N 429-03.

6. K opranumzanuu npoBeNeHHUs KIMHUYECKUX HCCIIEIOBAaHUM JIEKapCTBEHHOIO Mpernapara ajs
MEIMLUHCKOTO TIPUMEHEHHUs pa3pabOTYMKOM JIEKAPCTBEHHOI'O TpenapaTa MOTYT IPHBIIEKATHCS
IOpUAMYECKHE JIMIa JI000W  OpraHU3allMOHHO-NPABOBOM  (QOpMBI  MpH  YCIOBUHM  OOECIIEUEHUS
COOTBETCTBUS 3TUX UCCIIEI0BaHUN TpeOOBaHUAM HacTosmero denepaibHOro 3aKOHa.

7. YTpatun cuny. - @eaepanbubiii 3akoH oT 30.01.2024 N 1-03.

8. IlepeueHb MEOUIMHCKUX OpraHU3alMi, MPOBOASIIUX  KIMHUYECKHE  HCCIIEOBAHUS
JIEKapCTBEHHBIX IPENapaToB Il MEIULUHCKOTO MPUMEHEHUS, U PEECTp BBIJAHHBIX pa3pelIeHUN Ha
IPOBEICHUE KIMHUYECKMX HCCIIEJJOBAaHUI JIEKApCTBEHHBIX IPENapaTroB OMyOJUKOBBIBAIOTCS U
pa3MenarTcs YIIOJIHOMOUYEHHBIM (peiepabHbIM OPraHOM HCIIOJIHUTENIBHOM BIACTH B YCTAHOBJIEHHOM UM
MOpsIKE HAa CBOeM OUIMAILHOM caiite B ceTH "HMHTepHeT".

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)
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[Ipumeuanue.
[Tonoxenus cr. 39 (B pen. @3 ot 30.01.2024 N 1-®3), xacaromuecs: OpeIOCTaBIECHUS TOC. YCIYT
MMOCPEICTBOM €IMHOM CUCTEMBI U (WJIM) €IUHOTO TopTaia, mpuMmenstores ¢ 01.01.2026.

Cratbsa 39. PeweHue o npoBeAeHUU KNMHUYECKOro UCCriefoBaHUA NeKapCTBEHHOro
npenapara Ans MegUUMHCKOro NpuMeHeHusA

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Kinunnyeckoe wuccieoBaHHUE JEKapCTBEHHOIO Ipemnapara Ui MEIULUHCKOTO MPUMEHEHUS
MPOBOJIUTCA HA OCHOBAHHMH PA3PEIICHUs] HA MPOBEACHUE KIMHUYECKOIO UCCIEIOBaHUS JIEKAPCTBEHHOIO
npenapaTta, BBIJAHHOTO YIMOJHOMOYEHHBIM (heepaqbHBIM OpPraHoOM HCHOJHUTEIBHOM BIIACTH IO
pe3ysbTaTaM JSKCIEePTH3bl JTOKYMEHTOB, HEOOXOMMUMBIX JUIsI TIOJYUYEHHUS pa3pelieHUs Ha IPOBEICHUE
KIIMHUYECKOTO UCCIIeI0BaHUS JIEKAPCTBEHHOTO Mpernapara U 3THYECKON IKCIIEPTHU3BIL.

2. Jlnd mosyyeHus paspelleHHs] Ha IPOBEJEHHE KIMHUYECKOTO HCCIIENOBAaHUS JIEKAPCTBEHHOTO
Impenapara s MEAMIAHCKOTO IPUMEHEHHs 3asBUTENb HAIPABIACT NOCPEACTBOM E€AMHOIO MOpTala B
YIIOJIHOMOYEHHBIH  (efepaibHblid  OpraH  UCHOJHUTENBHOW  BIACTM WIM  JMYHBIA ~ KaOMHET
YIOJHOMOYEHHOTO (heJiepabHOro OpraHa UCIIOJIHUTENbHON BIIACTH B €JMHOM cUCTEME:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) 3asiBjIeHME O BbIa4e pa3pelieHNs Ha MPOBEICHHE KIMHUYECKOTO NCCIIE0BAaHUS JIEKAPCTBEHHOIO
mpenapara JAis  MEIUIMHCKOTO TNPUMEHEHHUs, IOANUCAHHOE YCWIEHHOW KBaTH(PHUIHUPOBAHHOMN
3JIEKTPOHHOMU MOJIUCHIO;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2) ytpatuin cuiy. - ®enepanbHbiii 3akoH ot 30.01.2024 N 1-D3;

3) MIPOTOKOJ KIMHHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOTIO TIp€riaparta IAjid MCAUIUHCKOI'O
IMMPUMCHCHUSA

4) Opourtopy uccienoBatens (Ui 3aperuCTPUPOBAHHOIO JEKApCTBEHHOTO Ipernapara JIOMyCTHMO
3aMEHUTh O0J0OpeHHOW OOIIell XapakTEepUCTUKOM JIEKQpCTBEHHOrO Ipenapara, €clid  TaKou
JIEKapCTBEHHBIH Mpenapar 3aperucTpUpoBaH B COOTBETCTBUU C aKTaMH, cocTaBisomumu npaso Corosa,
U €ero TNpUMEHEHHE B KIMHUYECKOM UCCJICJAOBAHHM HE MPOTUBOPEYUT OJIOOPEHHOW OOIIei
XapaKTepUCTHUKE JIEKApCTBEHHOTO Npenapara il MeIUIMHCKOI0 IPUMEHEHUS);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

5) uHGOPMAITMOHHBIH TUCTOK MAallUEHTA;

6) cBemeHus 00 ombITe PabOTHI MCCIETOBATENCH MO COOTBETCTBYIOIIMM CIECIHAIBHOCTAM U UX
OIBITE Pa0OTHI TIO IPOBEICHUIO KIIMHUYECKUX UCCIICIOBAaHUI,

7) - 8) yrparunu cuny. - @enepanbHbiii 3akon ot 30.01.2024 N 1-D3;

9) KOIIMKO AOOTOBOpa 0053aTeNLHOr0 CTpaxOBaHUs, 3aKJIKOUYCHHOTO B COOTBCTCTBHU C TUIIOBBIMU
npaBujiaMu 00513aTEIILHOTO CTpaxoBaHusd, C YKa3aHUCM HpGI[CJ'IBHOﬁ YHUCJICHHOCTHU ITAallMCHTOB,
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Y4aCTBYKOIIUX B KIWMHUYCCKOM HCCICIOBAHUU JICKAPCTBCHHOI'0 mpfcrapara 1 MCIUIHUHCKOIO
IMIPUMECHCHUSA

10) unpopmanmio O cOCTaBe JEKApCTBEHHOIO NpenapaTta JUIsi MEIHIMHCKOTO IMPHUMEHEHUs (3a
UCKJIFOUE€HHEM OMOJIOIMYECKHX JIEKAPCTBEHHBIX IIPENapaToB);
(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

11) nOKyMEHT, COCTaBJICHHBIA MPOM3BOAMUTENEM JICKApPCTBEHHOTO Iperapara Jjis MEIUIUHCKOTO
NPUMEHEHHUS M COJEpKaIllMi TOKa3zaTeNlu (XapaKTepUCTHKH), a TaKKe CBEIEHHUs O JICKapCTBEHHOM
npemnapare ajdd MCIUOHUHCKOrO IMPUMCHCHUA, TIMPOHU3BCACHHOM [JII HTPOBCACHUSA KIIMHUYCCKUX
UCCIIeIOBaHMH (32 HCKIIIOYCHUEM OMOJIOTHYECKHX JICKAPCTBEHHBIX MPETapaToB);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

11.1) nOKyMeHTBl W CBEAEHHUS, MNPEAyCMOTPEHHbIE NPAaBUJIAMU MPOBEAEHUS HCCIEI0BaHUN
OMOJIOTUYECKUX JIEKAPCTBEHHBIX CPEICTB EBPa3WiiCKOro SKOHOMHYECKOTO COI03a, YTBEPKICHHBIMHU
EBpasuiickoii 5KOHOMHUYECKON KOMUCCHEN;

(n. 11.1 BBenen denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

12) cBemeHust 0 naTe MPEAOCTABICHHS W PETUCTPAIMOHHOM HOMEpE JIMIICH3MHM Ha TPOM3BOJCTBO
JICKapCTBCHHBIX CPEJICTB B CIlIydae, €CJIM MPOU3BOJACTBO JICKAPCTBEHHOIO IMpernapara OCYIIECTBISICTCS B
Poccuiickoit ®denepanuu, WIM JTOKYMEHT, COICpXKAIIMA CBEJACHUS O JaTe NPEIAOCTABICHUS U
PETHCTPAIIMOHHOM HOMEpE 3aKIIOYCHHUS O COOTBETCTBHH IPOW3BOJUTEIS JICKAPCTBEHHOTO Ipernapara
TpeOOBaHUAM TpaBUJI HaJUJIeKaIeH TIPOM3BOJICTBEHHOM NPaKTUKH, MPEIOCTABICHHOTO
YIOJTHOMOYCHHBIM OPTaHOM CTPaHBI TPOU3BOIUTEIIS JICKAPCTBEHHOTO Tperapara.

(B pen. ®enepanbubix 3akoHOB 0T 04.06.2018 N 140-®3, ot 27.12.2019 N 478-®3, ot 30.01.2024 N
1-d3)

2.1. Csenenus, moAaTBepkAarolmue (akT ymiaaTbl rOCYyJapCTBEHHOM MONUIMHBI 332 MpPOBEIEHUE
OTUYECKOM DKCIEPTHU3bl, IKCIEPTU3bl JTOKYMEHTOB Ha JIEKapCTBEHHBIM Ipenapar Uil IOJIy4YEHUs
paspellleHuss Ha NPOBEICHHE KIMHUYECKOTO MCCIEAOBaHUs JIEKapCTBEHHOIO IIpernapara Ul
MEJIMLHAHCKOrO IPUMEHEHHUs, 3a BbIJAaYy pPa3pelleHUs Ha NPOBEICHHUE KIMHUYECKOIO MCCIIEIOBAHHUS
JIEKapCTBEHHOI'O Ipenapara Ul MEIULUHCKOIO MPUMEHEHHUs, 3a IPOBEICHUE IKCIEPTU3bI JOKYMEHTOB
Ha JICKAPCTBEHHBIM IIpernapaTr Uil TOJYyYEHMs pAa3pellieHHs Ha IPOBEACHUE MEXIYHAPOJHOIO
MHOTOLICHTPOBOTO KJIMHMYECKOTO HCCIIENOBaHMs JIEKapCTBEHHOIO IIpernapara Al MEIULMHCKOrO
IIPUMEHEHHUs, 34 BblJAYy pa3pelleHUs Ha MPOBEICHHE MEXIYHAapOJHOIO MHOTOLEHTPOBOIO
KIIMHUYECKOIO0 HCCIIEIOBaHMUs JIEKAPCTBEHHOIO IIpemapaTta JUlsli MEIULUHCKOTO IPUMEHEHMs, 3a
MIPOBEACHUE JTHUYECKOM DKCIEPTHU3bI, JKCHEPTHU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM mpenapar st
IIOJIyYEHUsI Ppa3pelicHUs] Ha MPOBEACHHE IOCTPETUCTPALMOHHOIO KIMHUYECKOIO HCCIICJOBAHMS
JIEKApCTBEHHOT0 IpernapaTa il MEIULIHUHCKOrO NMPUMEHEHMS, 3a BbIIAYy PA3pELICHHs] HA MPOBEIACHUE
MIOCTPETUCTPALIMOHHOIO KIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOIO IpernapaTta A MEIULMHCKOTO
IIPUMEHEHHUS, a TAK)KE CBEJICHUS O BbIAABAEMBIX (IIPEIOCTABISIEMbIX) YIIOTHOMOUYEHHBIMU (peiepaibHbIMU
OpraHamMH HCIIOJIHUTEIbHONW BIACTH JIOKYMEHTax (CBEIEHUSX), yKa3aHHbIX B MyHKTe 12 wyactu 2
HACTOSIIIEH CTAaThbW, YIMOJHOMOYEHHBIN (efepabHBIi OpraH WCIOJIHHUTEIBHOW BIIACTH 3alpalinBacT B
MOPSAJKE MEXBEAOMCTBEHHOTI'O 3JIEKTPOHHOI'O B3aUMOICHCTBUS.

(dactp 2.1 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-03)

3. B cpok, He mpeBbIIAIOIUN Tpex pabouux AHEH CO JHS HaNpaBICHUS B JIMYHBIM KaOUHET
YIOJIHOMOYEHHOTO (heIepabHOr0 OpraHa HMCHOJTHUTEIBHOM BIACTH B €IMHOM CHCTEME YKa3aHHOTO B
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nyHKTe | dYacTu 2 HACTOAIMICH CTaThW 3asBICHUS W HEOOXOIUMBIX TOKYMEHTOB, YIOJTHOMOUYCHHBIH
(dbenepanbHBINA OpraH UCIIOJTHUTEIIBHON BIACTH:
(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEIEHUM, COACPKAIIUXCS B MPEICTABICHHBIX
3asBUTEJIEM JOKYMEHTaX;

2) NpUHUMAET pelIeHHE O MPOBEACHUU SKCIEPTU3bl JOKYMEHTOB JJISl MMOJIYyYEHUs pa3pelieHus Ha
MPOBEACHUE KIMHUYECKOTO MCCIIEI0OBAHUS JIEKAPCTBEHHOTO IMpernapaTa s MEIUIIMHCKOTO MPUMEHEHUS
Y ATUYECKOMN DKCIIEPTU3BI WK 00 0TKa3e B MPOBEJACHUN YKA3AHHBIX IKCIIEPTHU3;

3) HampaBnseT 3aABUTENIO MOCPEICTBOM €IWHOTO MOpTaja UM B JIMYHBIA KAaOMHET 3asBUTENS B
€IMHOM CUCTEeME TOANMUCAHHOE YCUJIEHHON KBaTU(UIIMPOBAHHOMN 3JIEKTPOHHOM MOAMKUCHIO YBEIOMIICHUE
O TPUHSATOM pPELIeHUH JH00 B cliyyae MPUHATHS pelieHus 00 0TKa3e TakkKe ¢ YKa3aHHeM MPUYHH TaKOTo
OTKa3a;

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

4) HampaBJIsSIeT B JTMYHBIN KAOMHET SKCIIEPTHOTO YUPEIKICHUS B €IMHOW CHCTEME U JIMYHBIA KaOUHET
COBeTa 1O ITHKE 3aJlaHUsl Ha MPOBEIACHUE COOTBETCTBYIOIIUX SKCIEPTH3, MOAMHUCAHHBIC YCHUICHHBIMHU
KBUTH()UIIMPOBAHHBIMU 3JICKTPOHHBIMHE TTOIITHCSIMH.

(m. 4 B pen. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4. B cinyvae BbIBIEHUS HENOJHOTHI M (MJIM) HEIOCTOBEPHOCTU MH(pOpMAlUHU, COJEpKalieiics B
IPEJCTABICHHBIX 3asABUTEJEM JOKYMEHTaX, YIOJHOMOUYEHHBIN (eaepanbHblii OpraH HCIOJHUTEIbHON
BJIACTH HAIIPABIISET B JIMYHBIN KaOWHET 3asBUTEINS B €IWHOW CHCTEME 3arpoc 00 YTOYHEHUH yKa3aHHON
uHpOpMaLUY, TOANUCAHHBIM YCHUJICHHOM KBaNU(UIMPOBAHHOW 3JIEKTPOHHOM IOANUCHIO. 3asBUTEIb
00si3aH HAINPaBUTh B JMYHBIA KAaOWHET YHOJIHOMOYEHHOTO (helepasbHOr0 OpraHa HCIIOJHUTEIHHON
BJACTH B €JMHON cUCTeMe MOANMCAHHBIN YCHJICHHON KBaJU(UIMPOBAHHOW 3JIEKTPOHHOHN MOAMUCHIO
OTBET Ha 3alpoc YIMOJHOMOYEHHOro (eAepalbHOI0 OpraHa MCIOJHUTEIbHONW BIIACTU B CPOK, HE
IPEBBIIAIOIINN EBIHOCTa pab0UYMX JHEH CO THS MOJTY4YEeHHUs YIOIHOMOYEHHBIM (pefiepanbHbIM OpraHoM
WCIIOJIHUTEJIBHOM BJIACTU JJIEKTPOHHOTO YBEJOMIJIEHHS O TMOJIy4YeHUM 3asBuTesneM 3ampoca. Cpok,
yKa3aHHbII B 4acTu 3 HACTOsIIEH CTaThU, MPUOCTAHABIMBACTCS CO AHS HAINPABJICHUS B JIMYHBIN KaOMHET
3asBUTENS B €IWHOW CHCTEME 3ampoca YHOJHOMOYEHHOTO (enepasbHOr0 OpraHa HCIIOJHUTEIbHON
BJaCTW JO JHS HalpaBlICHUs B JIMYHbIM KaOWHET YHOJHOMOYEHHOTO (elepalbHOro Oprasa
WCIIOJIHUTEJILHOM BJIACTH B €IMHON CHCTEME OTBETA HA 3allPpOC U HE YUUTHIBAECTCS MPU UCUUCICHUH CPOKa
IPUHATHS YIOJTHOMOYEHHBIM (hefiepalibHbIM OPraHOM HCIIOJIHUTENbHON BIIACTH PELICHHs O MPOBEACHUHU
AKCIEPTU3Bl JOKYMEHTOB JUIsl IMOJIyYEHHUs DPa3peLICHHs] Ha MPOBEACHHE KIMHUYECKOI'O HCCIIEOBAHMS
JIEKapCTBEHHOT'O Mpenaparta it MeIUIMHCKOTO IPUMEHEHUS.

(dactb 4 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHMEM JUIsl OTKa3a B MPOBEIACHUU HKCHEPTH3bl JOKYMEHTOB Il MOJYUYCHUS pa3pelieHus
Ha [POBEJEHUE KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOrO TMpenapara s MEIUIMHCKOTO
INPUMEHEHUS M ATUYECKOW SKCIEPTU3bl SIBISETCA INPEACTaBICHUE JOKYMEHTOB, MPEIyCMOTPEHHBIX
YacThI0 2 HACTOSIICH CTaTbU, B HEMOJHOM OOBEME, HENpEACTABJICHUE 3asSBUTEIEM B YCTaHOBJICHHBIN
CpPOK OTBETa Ha yKa3aHHBbIH B 4acTH 4 HACTOALIEH CTAaThU 3allpOC YIMOJIHOMOYEHHOrO (enepaabHOro
OpraHa WCHOJHHUTEIBHON BJIAcTH JMOO OTCYTCTBHE B IPEICTABICHHBIX JOKYMEHTAX HCUEPITBIBAIOIIETO
nepevyHs HeoOxonuMmon MHGopManM Win HH(OPMAIMM, KOTOpass JOJDKHA OBITh OTpakeHa B HUX, a
TaKK€ OTCYTCTBHE  CBEJECHUH, KOTOpblE B  JaJbHEHIIEM  MOATBEPKAAIOTCS  MOCPEICTBOM
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MEXBEJIOMCTBEHHOTO 3JIEKTPOHHOTO B3aMMOJICHCTBUS, O (paKkTe ymiaaTel TOCYAapCTBEHHON IMOILIUHBI 32
MPOBEJICHUE STUYCCKOW AKCIEPTH3BI, IKCIEPTU3Bl JIOKYMEHTOB Ha JIGKAPCTBEHHBIM IIpermapar Juls
MOJTyYEHHUsI pa3pelleHUs Ha MPOBEICHNE KIIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOTO Mpernapara Jjist
MEUIIMHCKOTO TPUMEHEHUS, 3a BBIJAYy pa3pelleHhs Ha IMPOBEICHUE KIMHUYCCKOTO HCCIICIOBAHHMS
JIEKapCTBEHHOTO TMpemnapara JUisi MEIUIMHCKOTO MIPUMEHEHHS, 32 POBEJCHUE IKCIEPTU3BI JOKYMEHTOB
Ha JICKQpCTBEHHBIM TMpemnapar JUid IOJYYCHHS pa3pelleHds Ha MPOBEJACHHE MEKIYHAPOIHOTO
MHOTOIICHTPOBOTO KJIMHHYECKOTO HCCIICIOBaHMS JICKQPCTBEHHOTO TpermapaTra i METUIIMHCKOTO
NPUMCHCHHS, 3a BBIJA4y pa3pellieHdss Ha MPOBEICHUE MEXKIYHAPOJIHOTO MHOTOIICHTPOBOTO
KIMHHYECKOTO KCCJICIOBAHUS JIGKAPCTBEHHOTO TIpenaparta Ui MEIUIIMHCKOTO TPHMEHEHHs, 3a
MIPOBEJICHUE OSTUYCCKOW AKCIEPTH3BI, IKCIEPTU3BI JOKYMEHTOB Ha JIGKAPCTBEHHBIM TMIpemapar Uit
MOJYYCHHSI pa3pellieHrss Ha MPOBEICHUE TMOCTPErHMCTPALMOHHOTO KIMHUYECKOTO HCCIICIOBAHUS
JICKapCTBCHHOT'O TIperapara Ui MEIUIIMHCKOTO MPUMEHCHHSI, 32 BbIIady pa3pelleHus] Ha MPOBEICHUE
MOCTPETUCTPAIIMOHHOTO KJIIMHUYECKOTO HMCCIICIOBAHUS JIEKAPCTBEHHOTO Mperapara Jjis MEIUIIMHCKOTO
MIPUMCHCHHS.

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

6. IlpoBegeHme OKCMEPTU3bl JOKYMEHTOB [UJIsi TIOJNYYEHHsS] pa3pelleHus Ha TMPOBEACHUE
KIIMHUYECKOTO MCCIEAOBaHUS JIEKAPCTBEHHOTO Mpernapara s MEJUIIMHCKOTO IPUMEHEHUS U 3TUYECKOU
9KCTEPTU3BI, COCTABIICHUE KOMUCCHUEH IKCIIEPTOB U COBETOM IO ITHUKE 3aKIFOUCHUN O BO3ZMOXKHOCTH WIJIH
HEBO3MOXXHOCTH TPOBEICHUS TaKOTO KIWHUYECKOTO HCCIIEIOBAaHUS, TOIMNCAHUE 3aKIIOYCHHM
YCWICHHBIMH KBATH(PUIIMPOBAHHBIMU MICKTPOHHBIMH TIOJIITUCIMHU U HAIPABJICHUE TAHHBIX 3aKIIIOUCHUN B
JUYHBIN KaOWHET YIOJTHOMOYEHHOTO (peiepalbHOTO OpraHa MCIOIHUTENBHON BIACTH B €IMHON CHUCTEME
OCYIIECTBISIIOTCSI B CPOK, HE TMPEBBIIAIONIMNA ABAAIATH TSATA pabOouMx IHEW CO JHS HampaBliCHUS B
JUYHBI KaOWHET »SKCHEePTHOTO VYYPEXKACHUS B €IWHOM CHUCTEME 3aJaHHud  YIOJTHOMOYEHHOTO
(denepaabHOro OpraHa UCIOJHUTEIIBHOMN BIIACTH C TMIPHIIOKEHHUEM JIOKYMEHTOB, YKa3aHHBIX B ITyHKTax 3,
4, 10, 11 u 11.1 gactu 2 HacTosied CTaTbU, U HAIMpPABJICHUS B JIMYHBIM KaOWHET COBETa MO 3THUKE B
CIMHON CHCTEeME 3aJaHds YIOJTHOMOYECHHOTO (enepaqbHOro opraHa WCIIOJHUTEIBHON BIIACTH C
MPUIIOKEHUEM JOKYMEHTOB, YKAa3aHHBIX B MMyHKTaX 3 - 6 1 9 yacT 2 HACTOSAIICH CTaThU.

(dactb 6 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

7. B CpoK, HE TpEBBIMIAOININNA TpeX pabOuYMX JHEH CO JIHS HANpaBICHUS B JIMYHBIA KaOWHET
YIOJHOMOYCHHOTO (eAepaTbHOIO OpraHa HWCIOJHUTEIHLHOW BIACTH B €IUHOW CHCTEME 3aKIIFOUCHUH,
yKa3aHHBIX B YacTH 6 HACTOSINEH CTaThH, YIOJHOMOYCHHBIN (enepanbHbIii OpraH HCIOJHUTEIBLHON
BJIACTH:

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

1) OCYHECCTBIACT OUCHKY NOCTYIIUBIINUX 3aKJIF0YCHUM AJI OMPEACIICHUA UX COOTBETCTBUA 3alaHUAM
Ha NIPOBCACHUEC COOTBCTCTBYIOIIUX 3KCIICPTHU3;

2) MpUHUMAET PENICHWE O BbIJaYe pa3peliCHUs Ha IMPOBEJCHHWE KIMHUYCCKOTO WCCIICOBAHHUS
JICKQpCTBEHHOTO Tperapara Jjisi MEIUIIMHCKOTO MPUMEHEHUS, BHOCUT B PEECTP BBIAAHHBIX pa3pelICHHI
HAa TIPOBEJCHHE KIMHUYECKUX WCCIEAOBAHMUN JICKQPCTBEHHOTO TIperapara COOTBETCTBYIOIIYIO
WHPOPMAIIMIO W HAIMPABIISET IMOCPEACTBOM CIUHOTO TOpTaja 3asBUTEII0 WM B JIMYHBIA KaOWHET
3asIBUTENIS B €JMHON CUCTEME BBIITUCKY M3 PEECTpa BBIJAHHBIX Pa3pelICHUI HA TPOBEICHUC KITMHIYECKUX
UCCIIC/IOBAaHUI  JICKAPCTBEHHOTO  TpernapaTra, MOIINHCAHHYK  YCHICHHOHW  KBalH(pHUIIMPOBAaHHOMN
3JIEKTPOHHOU MOJIUCHIO;

(m. 2 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)
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3) mpuHHMMaeT pemieHHe OO0 OTKa3e B BbIaye pa3pellicHHs Ha MPOBEICHHUE KIUHHUYECKOTO
WCCIICZIOBAHHMSI JIEKAPCTBEHHOTO Tperapara JUisi MeIUIIMHCKOTO IPUMEHEHHSI M HAIIPABIISIET TIOCPEICTBOM
CAUHOI'0 mnopTajia 3asiBUTCIIIO UJIK B JINYHBIN KaGI/IHeT 3asABUTCIIA B CHHHOﬁ CUCTCMC NAaHHOC PCUICHUC,
MOJITMCAHHOE YCUIICHHOW KBATM(UIIMPOBAHHON 3JIEKTPOHHOH MOAIUCHIO, C YKa3aHHEM IPUYHH O0TKa3a.
(n. 3 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHOBaHHEM Ul OTKa3a B BbIIA4Y€ pa3pellCHUs HA NPOBEIACHHE KIMHUYECKOIO MCCIEAOBAaHUS
JIEKAPCTBEHHOI'0 IIpernapara sl MEAULUHCKOIO IIPUMEHEHHUs SIBJIICTCS HAIMYUE 3aKJIFOYCHHUS] KOMUCCUU
JKCIIEPTOB WM 3aKJIIOYEHUs COBETa [0 JTHUKE O HEBO3MOXKHOCTH IPOBEICHUS KIMHUYECKOIO
UCCIENOBaHUs JICKApCTBEHHOIO IIpenapara Uil MEOULUHCKOIO INPHUMEHEHHS II0 Ppe3yJibTaraMm
MIPOBEIEHHBIX 3KCIEPTU3, IPETYCMOTPEHHBIX YacThiO 6 HACTOSIIEH CTaThU.

9. Pemenne 06 oTKaze B MPOBEIECHUU SKCIEPTU3BI JTOKYMEHTOB JUIS MOJYYCHUS pa3pelieHus Ha
MPOBEJICHUE KIMHUYECKOIO UCCIIENOBAHUS JEKAPCTBEHHOrO Mpenapara sl MEAUIUHCKOTO MPUMEHEHHUS
U STUYECKOM HKCIEPTU3bl M B BbIJAYE PA3PEIICHHUs Ha MPOBEJICHUE KIMHUYECKOTO HCCIEI0BAHUS
JICKapCTBCHHOTO TIperapaTta Ui MEIUIIMHCKOTO MPUMEHEHUS MOXKET OBITh 00XKAJIOBAaHO B TOPSIKE,
YCTaHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoint @enepauuu.

[Ipumeuanue.
[Tonoxenus ct. 39.1 (B pea. @3 ot 30.01.2024 N 1-®3), kacarouiyecs: TpeIOCTaBIECHUS TOC. YCIYyT
MIOCPEACTBOM €AMHOM cucTeMbl, mpumenstores ¢ 01.01.2026.

CraTtbsa 39.1. 3Tnyeckasa akcnepTusa
(BBeneHa DenepanibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

1. OtHueckas 9KCIICPTU3a MPOBOAUTCA COBECTOM IO 3THKE, CO3AHHBIM B IMOPAAKE, YCTAHOBJIICHHOM
YIOOJIHOMOYCHHBIM q)eI[epaJ'IBHI)IM OopraHomM HCIIOJIHUTEILHOMN BJIaCTH, B ICIAX BBIAAYH 3aKJIFOUYCHUSA 00
ITHYECKOH 000CHOBAHHOCTH BO3MOXKHOCTH MMPOBCACHUA KIIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara i MCAUIUHCKOTr O NPUMCHCHH.

2. DKcmepTaMy COBETa MO ATHKE MOTYT OBITh MPEICTABUTEIN MEAULIMHCKUX OpTaHU3aIUi, HayYHbIX
OopraHmsanuii, o0pa30BaTEIbHBIX OpraHM3alMil BbICIIErO0 00pa30BaHUs, a TaKXKe IPEACTaBUTEIH
OOIIIECTBEHHBIX OpraHU3alUi, PEeIMTHO3HBIX OpraHU3aluil U CPeACTB MaccoBOM MHQpopmauuu. JlaHHbIE
AKCIIEPTHl HE JIOJDKHBI HAXOAWUTHCA B KAaKOW-TMOO 3aBHCHUMOCTH OT pPa3padOTUMKOB JIEKAPCTBEHHBIX
IpEenapaToB U APYTHX JIUL, 3aMHTEPECOBAHHBIX B pe3yJIbTaTaX 3THUECKON HKCIEPTHU3HI.

3. Omnata yciayr SKCIEPTOB COBETa IO AITHKE OCYILIECTBISIETCS HAa OCHOBAaHUHU JOrOBOpA,
3aKIJIFOYEHHOTO0 MEXJy YHNOJHOMOYEHHBIM (peliepaibHbIM OpPraHOM HCIIOJHUTEIbHON BIIACTH, KOTOPBIM
CO3/1aH COBET IO O3TUKE, W OKCIEPTOM COBETa IO OSTHKE, 3a CYET OIOJKETHBIX aCCUTHOBaHHI,
IPEJYCMOTPEHHBIX YHOJIHOMOYEHHOMY (elepaJbHOMYy OpraHy HWCIHOJIHUTENBHOM BJIACTH, KOTOPBIM
CO3lIaH COBET MO JTHKE, B (elepaibHOM OIO/KETe Ha COOTBETCTBYIOUIMI TOJ Ha oOecredeHue ero
NesITeIbHOCTH, B pa3Mepax, ycraHoBleHHbIX [IpaButensctBoM Poccuiickoii denepanun.

4. DKcmepThl COBETa MO 3THUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanumu.
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4.1. Tlpu mpoBeneHUM ATHUECKOH SKCIEPTH3bI HE JOIMYCKAETCS HCTPEOOBAHHE OJKCIEPTOM Yy
3asBUTENS JTMOO WHBIX JIMII MaT€pUAoOB, HEOOXOAMMBIX IJI MPOBEACHHUS ITHUYECKOM SKCHepTH3bl. B
Clly4ae HEIOCTATOYHOCTH MPEICTaBICHHBIX JKCIEPTy MaTepuajoB B JUYHBIH KaOWHET 3asBHUTENS B
€IMHOM CHCTEME YIOJHOMOYEHHBIM JIMIIOM COBETAa MO JTHUKE HAIpPaBIIETCS 3alpoC O MPECTaBICHUU
HEO0OXOIUMBIX MAaTEPHUAJIOB, MOANMCAHHBIN PyKOBOAUTEEM (YIIOJIHOMOUYEHHBIM JTUI[OM) COBETA IO ITHUKE
C HCTOJIb30BaHUEM YCHJICHHOW KBAJIU(DHUITUPOBAHHOW AJICKTPOHHOW TOMIMKCH, a TAK)Ke HaIpaBJIseTCs
yBeZOMJICHHE 00 YKa3aHHOM 3ampoce B JMYHBIA KaOWHET YMOJHOMOYEHHOro (eaepanbHOro opraHa
HCIIOJIHUTEILHOMN BIACTH B €IMHOM CUCTEME.

(uacts 4.1 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

4.2. 3asButens o0s3aH HANMpPaBUTh B JIMYHBIA KaOWHET COBETAa MO STHUKE B EIUHOW CHUCTEME
MOJAMUCAHHBIA YCUJICHHON KBaTU(UIIMPOBAHHOW SIEKTPOHHOM TMOAMUCHIO OTBET Ha 3ampoc O
MIPEACTABICHUN HEOOXOJMMBIX MAaTE€pPUAJIOB COBETY MO ATHKE B CPOK, HE MPEBBLIMIAIONINI JIEBHOCTA
pabounx OHEW co AHS TMOJY4YEHHs] COBETOM IO ATHKE JJIEKTPOHHOTO YBEAOMIICHHS O TOIYyYEHUU
3asBUTEJIEM YKA3aHHOTO 3ampoca. BpeMs co 1HS HampaBiieHHs COBETOM IO STHUKE B JIMYHBIM KaOWHET
3asBUTENsT B €IWHOM CHUCTEME 3ampoca O TNPEICTaBICHUM HEOOXOIUMBIX MAaTEpHUaIoB 10 MJHS
HaIpaBJICHUs 3aBUTEJIEM B JIMUYHBIA KAOMHET COBETA MO ITHKE B €IMHON CHCTEME OTBETa Ha yKa3aHHBIN
3ampoc He YYUTHIBACTCS MIPU UCUYUCICHUU CPOKA MPOBEACHHS STUYECKON HKCIIEPTU3HI.

(dactb 4.2 BBeneHa OenepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

5. CocTaB coBeTa M0 3THKE, MOJIOKEHHE 00 3TOM COBETE, MOPSA0K €ro AeSTEIbHOCTH, TPeOOBaHUS K
KBATU(UKAIIMU U ONBITY Pa0OTHI MO AKCIIEPTHOM OIICHKE HAYYHBIX, METUIIMHCKUX U STUYECKUX aCMEKTOB
KIIMHUYECKUX MCCIIEJOBAaHUN JIEKAPCTBEHHBIX IMpenaparoB s MEAMIMHCKOTO IMPUMEHEHHS,
NPEIBbABISIEMbIE K JKCIEPTAM COBETa MO 3THUKE, MOPSJOK OpPraHu3allu W MPOBEICHUS ATUYECKOMN
AKCIEePTHU3bI, (hOpMa 3aKITIOUYEHHS COBETA MO 3TUKE YCTAHABIMUBAIOTCS YIOJIHOMOYEHHBIM (herepanbHbIM
OpPraHOM MCIOJHUTEILHOM BIIACTH. YHCIIO MNpencTaBUTENEH MEAUUMHCKUAX OpPraHU3alMid HE MOMKET
MPEBBILIATH MOJOBUHY OT OOIIETO YUCIIa SKCIIEPTOB COBETA IO 3THKE.

6. Uudopmanus o cocraBe coBeTa IO 3TUKE, IJIAHAX €ro paboThl M TEKyHIeH HEATEIbHOCTH
pa3meraeTcs Ha OQUIMAIBLHOM CaiTe YIOJHOMOUYEHHOro (eepanbHOro OpraHa HCIOJHUTEIbHON
BJacTH B ceTu "MIHTepHET" B yCTaHOBIEHHOM UM IOPSIJIKE.

[Tpumeuanue.
[Tonoxenus ct. 40 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommuecs: IpeIoCTaBIECHUS TOC. YCIYT
MOCPEICTBOM €AMHOM cuctemsl, npumenstoTcs ¢ 01.01.2026.

CraTtba 40. NMpoBeaeHMe KNMHUYECKOro UCCrie[OBaHUSA NeKapCTBEHHOro npenapara
AN MeAULMHCKOro NPUMeHeHus

1. PykoBoauTenb MEAMLMHCKOW OpraHM3allud, KOTOpas MPOBOAMUT KIMHUYECKOE HCCIIEI0BaHHE
JIEKapCTBEHHOI'0  IpemapaTa s  MEIUIMHCKOrO0  TNPUMEHEHMs, Ha3HayaeT  UCClIeoBaTels,
OTBETCTBEHHOI'0 3a IPOBEJIEHHE TAKOTO MCCIEIOBAaHUA U HMEIOIIEro JeyeOHYI0 CIEeHUabHOCTD,
COOTBETCTBYIOLIYIO TMPOBOAMMOMY KIMHHUYECKOMY HCCIIEIOBAaHUIO JIEKAPCTBEHHOIO IIpenapara, co
CTakeM paboThl MO MporpaMMaM KIMHUYECKMX HCCIEOBAaHUIN JIEKAPCTBEHHBIX INpEnapaToB HE MEHee
YeM TpU ToJa M IO €ro NpPEIJOKCHHMI0 Ha3HA4aeT COMCCIIENOBAaTEIed W3 4YUCiIa Bpadell HTou
MEAULMHCKON OpraHu3aliH.
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(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. HccnenoBaTenb OCYMIECTBISAET BBHIOOP MAIlMEHTOB, KOTOPBIE MO MEIUIIMHCKUM TTOKa3aHHSIM
MOTYT OBITh MPUBJICUEHBI K YYACTHIO B KIMHHYECKOM HCCIEIOBAHUU JICKAPCTBEHHOTO Tpernapara Jyis
MEJIUIIMHCKOTO TIPUMCHCHHUS.

3. HccnemoBarenb W COUCCIENOBATENH JOJKHBI OBITh O3HAKOMIICHBI C  pe3yibTaTaMu
JTOKJIMHUYECKOTO  HWCCJICJOBAHMS  JICKAPDCTBEHHOTO  CPEJICTBA, COACPKAIMMUCS B Oporrope
HcCcIeoBaTells, MPOEKTOM MPOTOKOJIA KIMHHUYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOTO MperapaTta AJis
MEIUIIMHCKOTO TPUMEHEHUS, Pa3pabOTaHHBIM Pa3pa0OTIMKOM JICKAPCTBEHHOTO Tperapara WId WHBIM
IOPUIMYECKUM JIMLIOM, MPHUBJIEKAEMbIM K OpPraHU3alWdd MPOBEACHUS KIMHUYECKOTO MCCIIEIOBAHUS
JIEKApCTBEHHOT'0 TMpernapaTta s METUIMHCKOTO TPUMEHEHHs, U JPYTUMH MaTepHallaMH TaKOro
HCCIIEJOBAHNUS.

3.1. PykoBoauTesb MEAULIMHCKON OpraHu3allii B CPOK, HE MPEBBIIAIOLINI TpeX pabouux AHEN co
IHS Hadajla [IPOBEIEHUS KIMHUYECKOTO MCCIENOBAHUS JIEKAPCTBEHHOIO Ipernapara I MEJUIIMHCKOTO
MPUMEHEHHs, coo0IaeT 00 3TOM B YHNOJHOMOYECHHBIN (peepanbHbIi OpraH WCHOJHUTEIBHOW BIIACTH,
BBIJIaBIINN pa3pellieHue Ha MPOBeICHHE TAKOTO UCCIIE0BAaHMs, IO YCTAaHOBICHHON UM (opMme.
(dactp 3.1 BBenena denepanbHbIM 3akoHOM OT 29.11.2010 N 313-D3)

4. Opranuzaluy, OCYIIECTBISIONINE OPTaHU3AIMIO MPOBEICHUS KIMHUYECKOTO HCCIIEeIOBaHUS
JICKapCTBCHHOT'O TperapaTta Jjisi MEAWIIMHCKOTO TPHUMCHCHHS W yKa3aHHbIE B 4YacTh 3 craThu 38
Hactosimero denepaibHOTO 3aKOHA, B Cllydae HEOOXOIUMOCTH BHECEHHUS HM3MCHEHUH B IPOTOKOJ
KIIMHUYIECKOTO UCCJICIOBAHMSI JICKAPCTBEHHOTO Tpernapara Jisi MEIUIMHCKOTO MPUMEHEHHUS COOOMIA0T
00 3TOM B YIOJIHOMOYCHHBIN (heepanbHblii OpraH UCTIOJTHUTEIIBHOM BIIACTH, BBIJIABIIUIN pa3pelieHre Ha
MIPOBEJICHUE TAKOTO UCCIICIOBAHUS, 110 YCTAHOBJICHHOH UM (popme.

(B pen. ®enepanpHoro 3akona ot 11.10.2010 N 271-03)

4.1. ®opma cooOLIEHUS O BHECEHUH H3MEHEHUH B IPOTOKOJ KIMHUYECKOTO HCCIIEI0BAaHUS
JIEKapCTBEHHOT'O Mpenaparta il MeIUIMHCKOr0 IPUMEHEHUS 10JKHA COJepXkKaTh CIEAYIOLINe CBEACHU:

1) HaumMeHOBaHMe, WICHTU(UKAIIMOHHBIA HOMEP U JIaTa MPOTOKOJIa KIIMHUYECKOTO HCCIICI0BAHNS;
2) naTta BHECEHUSI U3MEHEHUH B MPOTOKOJ KIMHUYECKOTO HCCIEIOBaHNUS;
3) HaMMEHOBAaHKME U MECTO HAXOXKJCHUS 3asIBUTEIIS;

4) HaNMCHOBAHUC OpraHu3alvuiu, anBnequHoﬁ p8.3pa6OT‘II/IKOM JICKAPCTBCHHOI'O IIpeliapaTa K
opraHn3anyu MMPOBCACHUA KIIMHUYCCKOTO UCCICAOBAHUSA (HpI/I HaJ'II/IIII/II/I);

5) HAauMMCHOBaHHUA M MCECTa HAXOXACHHA MCIHNIMHCKHUX OpFaHI/ISaLII/Iﬁ, B KOTOpPBIX IMPOBOAUTCSA
KIMHHUYCCKOC NCCIICIOBAaHUC,

6) nmaTa BBIJAYM pa3pelieHHs Ha TPOBEACHHE KIMHUYECKOTO HCCIECIOBAaHHS W HOMEp 3TOro
pa3penIeHus;

7) ©U3MECHEHUS!, BHOCHMBIC B TPOTOKOJI KIIMHHYECKOTO UCCIICTOBAHHSI.
(dactp 4.1 BBengena ®enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)
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5. B cpok, He MpeBHIIAIONINIA BAAIATH BOCBMHU pabO4MX JHEH CO JHS MOJYy4YeHHs yKa3aHHOTO B
yacTH 4 HACTOAIIEH CTaTbu COOOIIEHHWs, YIMOJHOMOYCHHBIH (enepanbHblii OpPraH HMCTOJHUTEIHHOM
BIIACTH PAcCMATPUBAET 3TO COOOIICHHE B YCTAHOBICHHOM WM TMOPSJKE W TPUHUMAET PEIICHHE O
BHECECHUM WM3MEHEHHMHM B MPOTOKOJ KIMHUYECKOIO HCCIEAOBAHMUS JIEKAPCTBEHHOIO Mpernapara aJis
MEUIIMHCKOTO TPUMEHEHUSI WM 00 OTKa3e BO BHECCHHH TaKUX M3MEHEHUH, MOJIMUCAHHOE YCHIICHHOU
KBIM(UIIMPOBAHHON  AJIEKTPOHHOW TMOJMKMCHIO, MOCPEIACTBOM HAMpaBICHUS COOTBETCTBYIOIIETO
pelieHuss B JIMYHBIA KAaOWHET 3asBHUTENs B €OUHONW cucteme. llpu paccMOTpeHUH COOOLIeHUS O
HEOOXO/IMMOCTH BHECCHHS HM3MEHEHHH B TPOTOKON KIMHHYECKOTO HCCICIOBAHUS JICKAPCTBEHHOTO
mpemapata JJis  MEIWIMHCKOTO TMPUMEHEHHMs B LEJsIX OLEHKHM OOOCHOBAaHHOCTU MpeAJiaraeMbIX
W3MEHEHUN WU ONPENENICHUS] CTENEHU PUCKA I MAalUMEHTOB, NPUHUMAIOIIUX YYaCTHE B KIMHUYECKUX
UCCIIEIOBAaHMAX, YIOJIHOMOYEHHBIM (efepadbHbIM OpPraHOM  HCIOJTHHUTEIBHOW BJIACTH  MOTYT
MIPUBJIEKATHCSI KCIIEPTHI COBETA 10 3TUKE U (MJIN) 3KCHEPTHI IKCIIEPTHOTO YUPEKICHUSI.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

6. KinHuyeckoe wuccnenoBaHue JIEKapCTBEHHOIO IpernapaTa A MEIUIUHCKOTO NPUMEHEHUs
MOXKET OBITh MPHOCTAHOBIEHO WM MPEKpalIeHO, €CIU B TMpollecce €ro MpoBelIeHUs oOHapyx eHa
OMACHOCTH JUIS KU3HH, 3J0POBbS ITALIMEHTOB. B cilyyae BOZHUKHOBEHUS ONACHOCTH IS KU3HH, 310POBBS
MalKUeHTa, Y4YacTBYIOIIETO B KJIMHUYECKOM MCCIEJOBAaHWU JIEKAPCTBEHHOIO Ipemapara  Juist
MEIHUIIMHCKOTO TPUMEHEHHUs, HMCCIIEN0BAaTeNM 005M3aHbl MPOMH(OPMHUPOBATH 00 3TOM PYKOBOIUTEIS
MEIMLUMHCKOM OpraHu3alid M OpPraHu3alyio, T[OJYYMBIIYIO pa3pelieHHue yHOJIHOMOYEHHOIO
(benepaTbHOTO OpraHa WCIOJHUTEIBHONW BIACTH Ha OpPraHW3alMI0 TPOBEICHHUS KIMHUYECKOTO
HCCIe0BaHus JIEKApCTBEHHOTO Mpenapara. Pemenrne o npruoCTaHOBIEHUN KIMHUYECKOTO MCCIIEIOBAHUS
JIEKApCTBEHHOIO Mperapara Juisi MEAULMHCKOIO MPUMEHEHHS IPUHUMAIOT PYKOBOAMTENb MEIUIIMHCKON
OpraHM3aIyy 1 (WJIK) OpraHu3alvsl, MOTYYUBIIAs pa3pelieHne YIOIHOMOYEHHOTO (elepalbHOTO OpraHa
VCIIOJTHUTEJIBHOM BJIACTH HA OPraHHU3aLMIO IIPOBEACHUS KIMHUYECKOTO MCCIIEIOBAaHUS JIEKAPCTBEHHOIO
npenapara sl MEAMLMHCKOTO NPUMEHEHUs, pELIEHWE O MPEKPAlICHUU TAKOTO MCCIEIOBAHUS
IIPUHUMAET YIIOJIHOMOYEHHBIN (peiepalibHbIi OpraH UCIOJHUTEIbHOM BJIAaCTH HA OCHOBAHUU COOOIICHMUS
B TMHUCHBMEHHOW (opMe pyKOBOIUTENS MEIUIIMHCKOW OpraHU3alliy WM OpTaHHu3als, MOTYyYHBIIAS
paspelieHrue YIMOJIHOMOYEHHOro (hefepaJbHOro OpraHa HCIOJHUTENbHON BIACTM Ha OpraHMU3aliio
MPOBEACHUS KIIMHUYECKOTO NCCIEAOBAHUS JIEKAPCTBEHHOTO IIpenapara sl MEAUIMHCKOTO IPUMEHEHHUS.

7. B cpok, HE MPEBBIMIAIONINNA MATH pabounX JHEW CO JHS 3aBEPIICHHs, TPUOCTAHOBICHHUS WIIH
IIPEKPALLEHUS]  KJIMHUYECKOTO HCCIIENOBaHMUsS JICKapCTBEHHOIO Ipenapara Uil  MEJUIMHCKOIO
MIPUMEHEHHUS, COO0IIeHne 00 3TOM HAaNpaBIsAETCS OpPraHMU3AlMsIMH, YKa3aHHBIMU B 4acTu 3 craThu 38
Hacrosero denepanbHOro 3akoHa, B YIIOJIHOMOYEHHBIN (enepaabHblil OpraH UCHOJIHUTEBHONW BIACTH
10 YCTaHOBJIEHHOU UM (dopMme.

8. d)opMa COO6H.I€HI/IH O 3aBCpUICHHH, IPUOCTAHOBJIICHHUU WJIM HNPCKPAIICHHUU KINHUYCCKOTO
HCCIICA0OBAHM JICKAPCTBCHHOI'O Ipfriapara A MCAUIMHCKOTO ITPUMCHCHUA JOJIKHA COACPKATD:

1) uadopmanuo 0 MEIUIIMHCKOW OpPTaHU3alMHd WA MEIUIUHCKUX OPraHU3aIUsX, MPOBOIUBIINX
JIAaHHO€E MCCIIEI0BAHUE;

2) OIMHUCaHUC JaHHOI'O UCCIICJOBAHMA,

3) nmanHbIe uccienoBarens (haMuaus, UMs, OTYECTBO, MECTO PAaOOTHI, 3aHMMaeMas JIOJDKHOCTD,
CHEUUANIBHOCTh, CTaX pabOThl IO MporpaMmaM KIMHMYECKHX KCCICIOBAHUN JIEKaPCTBEHHBIX
MPermapaToB, IMEPeUeHb KIMHUYECKHX WCCICIOBAHUN JICKAPCTBEHHBIX IPETMapaToB, B KOTOPHIX OH
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IIPUHUMAJl yyacTHe (IEPUOABI YUacTHsI) B KAUECTBE MCCIEA0BATENS UM COUCCIIEI0BATENsA);
(B pen. deaepanbrHoro 3akoHa ot 11.10.2010 N 271-D3)

4) pe3yapTaT JaHHOI'O MCCIIEJOBaHMs (3aBEpIIECHUE, IPUOCTAHOBIIEHNE WIN MPEKPAIIEHUE TaHHOTO
HCCTIE0BaHMS ¢ YKa3aHUEM MX MPUUYMH M BIUSHUS Ha OICHKY €ro pe3yJbTaToB, OOIIYIO OIICHKY PUCKa H
OKMJIA€MOM TMOJNB3bl OT TNPUMEHEHUs HCCIEAYyeMOro JIEKapCTBEHHOTO IIpemapara, a Takke
npeArnoaracMbie TaabHEHITHE TCHCTBUA).

8.1. Ilpu BbIABICHMM (QenepaabHBIM OpPraHOM HCIIOJIHUTEIBHOW BIIACTH, OCYLIECTBIISIOMINM
(GYHKIMM TI0 KOHTPOJII0O M Ham30py B cdepe 3IpaBooXpaHeHHs, HApYIICHHH NpaBWI HaJJIeKalei
KIIMHUYECKOW NPAKTUKU NPU NPOBEICHUM KIMHUYECKOTO HCCIIENOBAaHUS JIEKAPCTBEHHOIO IIpernapara,
BIUSIIOUIMX Ha MOJHOTY U (WJIM) JOCTOBEPHOCTh JAHHOIO KIMHUYECKOIO HMCCIIEOBAHMS, yKa3aHHBIN
(benepanbHbIl OpraH MCIOJHUTEIBHON BIACTU MPUOCTAHABIMBAET MPOBEACHUE JAHHOTO KIMHUYECKOIO
UCCJIEIOBAaHUSI M BBIHOCUT MEIMLIMHCKON OpraHu3alli, B KOTOPOH HPOBOAMTCSA JTAHHOE KIMHUYECKOE
UCClIeIOBAaHKUE, IMpeanucaHue o0 YCTpaHEHUM BbIABICHHbIX HapymeHuil. [Ipu HeycTtpaHeHuu
MEJIMLIMHCKOW OpraHM3alMedl BBIABICHHBIX HAPYIICHWM B YCTAHOBICHHBIA B IPEAIMCAHUNA CPOK
yKa3aHHbII (enepanbHblii OpraH MCIOJHUTEIBHOM BIACTH NPUHUMAET pEIIEHUE O MpeKpalieHuu
MIPOBE/ICHUST KIIMHUYECKOTO HMCCIIEIOBAHMUS JIGKAPCTBEHHOTO Tperapara W HampasisieT B (eaeparbHbIi
OpraH MCIIOJHUTEIbHOM BIIACTH, OCYIIECTBIAIOUIMA (YHKIMH 10 BBIpaOOTKE U peanu3aluu
rOCYJApPCTBEHHOHN TOJIMTUKH W HOPMATHBHO-TIPABOBOMY PETYJIMPOBAHHIO B chepe 3apaBOOXpaHEHHS,
3aKJIFOUYEHUE O BBIABIICHUU NPU NMPOBEACHUN JAHHOTO KIMHUYECKOTO UCCIIEN0BAaHUS HAPYIIEHUH NpaBUIl
HaJuIeXalleld KIMHUYECKON MPAaKTUKYU JUIsl IPUHATHS pelieHusl 00 OTMEHE pa3pelleHus] Ha OpraHu3aluio
IIPOBEJEHUS JAaHHOTO KIMHMYECKOIO MCCJIENOBAaHUS C JaThl NPUHATUS PELICHHsS O NPUOCTAHOBICHHUU
MIPOBEIECHUS KJIMHUYECKOTO UCCIIEJOBAHUS JIEKAPCTBEHHOIO IIpernapara.

(uacts 8.1 B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

8.2. Ilpu mnpoBeneHUM KIMHUYECKOTO HCCIEIOBaHMS JIEKAPCTBEHHOIO Mpemnapara s
MEJMLMHCKOTO NPUMEHEHHS B Cllydyae YTOYHEHHUs (M3MEHEHUs) JaHHBIX, COAEPIKAIINXCS B pa3pelIeHun
Ha IPOBEJCHUE JAHHOTO KIMHUYECKOrO0 MCCIIEIOBAaHMs, HA OCHOBAHMM HAIPABICHHOTO B JIMYHBIN
KaOMHET YMOJIHOMOYEHHOro (elepabHOr0 OpraHa MHCIOJHHUTENbHOM BIAcCTH B €QUHON cHcTeMe
oOpamieHust 3asBUTEINS, MOIIHCAHHOTO YCHJICHHON KBaTM(DUIMPOBAHHON SJIEKTPOHHOH MOAIMKCHIO, C
NPUIOKEHUEM MOTHUBUPOBAHHOTO OOOCHOBAaHUS U JIOKYMEHTOB, MOJTBEPXKAAIOUIMX HEOOXOIUMOCTh
YTOYHEHUS] JAaHHBIX, YINOJIHOMOYEHHBIM (QenepanbHblii OpraH HCIIOJIHUTENbHON BJIAcTH B CpPOK, HE
NPEBBILAIONIMNA ABaAaTH BOCBMHU pabO4MX JHEW CO JHA MOCTYIUIEHHS TaKOro oOpalleHusi, BHOCHUT
M3MEHEHUS B PA3peIICHUE Ha MIPOBEACHUE KIIMHUYECKOr0 UCCIIEI0BAHUsI JICKAPCTBEHHOTO IIpenapara aJis
MEIUIMHCKOTO TIPUMEHEHMsI M PpEeCTp BbIAAHHBIX pa3pelleHUil Ha NPOBEICHUE KIMHUYECKUX
HCCIIEIOBAaHUM JIEKapCTBEHHBIX IpPENapaToB, a TAaK)Ke HaIpaBiIseT B JIMYHbIM KaOMHET 3asBUTENS B
€IMHOM CHUCTEME BBIIMCKY M3 peEecTpa BBINAHHBIX pa3pelleHUi Ha IPOBEIEHUE KIMHUYECKUX
WCCIICZIOBAaHUI  JIEKAPCTBEHHBIX  IPENapaToB, IOANUCAHHYIO YCHJICHHOW KBaTH(pUIMPOBAHHOMN
3JIEKTPOHHOM MOAINUCHIO, TM00 MPUHUMAET pelleHrne 00 0TKa3e BO BHECEHHM U3MEHEHUH B pa3pelieHue
Ha TPOBEJICHHUE KIMHUYECKOIO MCCIENOBAHMs JIEKApCTBEHHOIO IIpemnapara il MEJUIUHCKOIO
IIPUMEHEHMS U HaIpaBJIseT B IMYHBIA KaOMHET 3asBUTENS B €IMHON CHCTEME 3TO pelleHHe, MOANNCAaHHOe
YCWJIEHHOM KBaNU(PUIMPOBAHHON AJIEKTPOHHOM MOJIUCHIO, C YKa3aHUEM IIPUUYMH OTKa3a.

(uacts 8.2 BBenena OenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

9. VYmonHOMOYCHHBIH (QelepaNibHbIi OpraH WCIHOJHUTEILHOW BIACTH ONMyOJMKOBBIBACT W
pa3Memniaer Ha cBoeM oOQuIMaTbHOM caiite B cetd "HMHrepHer" cooOlieHHe O 3aBepIleHUH,
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MIPUOCTAHOBIICHUH WJIM TMPEKPAIICHUU KIMHUYECKOrO0 MCCIEIOBAaHUs JIEKAPCTBEHHOIO Iperapara AJis
MEJIMIIMHCKOTO TTPUMEHEHHUSI B CPOK, HE MPEBBIMIAIOIINKA MATH paboYuX JHEH CO JHS €ro IMOJy4YeHUs, B
YCTaHOBJICHHOM MM MOPSJIKE.

10. YmomHOMOYeHHBIH (enepanbHbIii OpPraH HMCIOJHUTEIBLHOW BJIACTH OCYIIECTBISICT BEACHHUE
peecTpa ucciaenoBaTeNel, MPOBOAAIIMX UM IPOBOAMBIINX KIMHUYECKHE UCCIIEOBAHUS JIEKAPCTBEHHBIX
MpernapaToB Uil MEAUIMHCKOIO NMPUMEHEHHUS, B COOTBETCTBUU C YTBEPKIACHHBIMU UM MpaBHJIAMU U
pasMeIaeT ero Ha cBoeM OQHIMaIbHOM caiite B ceTu "HHTepHET" B YCTAaHOBICHHOM UM IMOpSKE.
VYkazaHHBIN peecTp COACPKUT HH(POPMAITHIO, TPEyCMOTPEHHYIO ITYHKTOM 3 4acTh 8 HACTOSIIEH CTaThH.

11. Otyer o pe3ynpTaTax KIMHUYECKOIO MCCIEJOBAHUS JIEKApCTBEHHOTO Ipenapara Jis
MEUIIMHCKOTO MPUMEHEHHS COCTABIIAETCS OpraHMU3aliel, yKa3aHHOM B 4yacTH 3 cTtaThu 38 HACTOSIIETO
denepanbHOT0 3aKOHA, W MPEICTABISIETCS B YINOJIHOMOYEHHBIH (helepanbHblii OpraH HCIOTHUTEIBHOM
BJIACTH, BBIJABIIMK pa3pelIeHHe Ha MPOBEACHUE ATOTO HMCCIEAOBAHHS, B CPOK, HE NPEBBIMIAIOIINI
IBEHA/ILUATH MECAEB CO JHS €ro 3aBepIICHHs, NPHOCTAHOBJICHUS WIM TPEKpaIleHHs, B MOPSIIKE,
YCTaHOBJICHHOM YITOJTHOMOUYEHHBIM (pe/iepaibHbIM OPTraHOM HCIIOJTHUTEIHHOM BIACTH.

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

12. Hapymenue mpaBui Hajiekalled KIMHUYECKOH TNpakTHKH, (ambcuduKanus pe3yibTaToB
KJIMHUYECKOI'0 HCCIIEI0BaHMs JIEKApCTBEHHOTO INpenapara Ui MEAULUHCKOIO NPUMEHEHHs BJIEKYT 3a
co00i1 OTBETCTBEHHOCTh B COOTBETCTBHH € 3aKOHOAATENbCTBOM Poccuiickoit deneparun.

(B pen. ®enepanpHOro 3akoHa ot 22.12.2014 N 429-03)

13. Ilpu nmpoBeieHUN KIMHUYECKOTO UCCIIEJOBAHMSI JIEKAPCTBEHHOTO Mpenapara A MEJUIIMHCKOTO
NPUMEHEHMS JIOIMyCKaeTcsl 3a00p y MAalMEHTOB OMOJIOTMYECKUX MaTepuasioB (00pa3lbl OMOIOIHMYECKHX
KHUJIKOCTEH, TKaHEW, CEKPETOB U MPOAYKTOB >KU3HEIEATEIBHOCTH 4YEJIOBEKa, (U3MOIOTMUECKUX H
MaTOJIOTMYECKUX BbIJIETICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OMONCUIHBIA MaTepua)
i ux usyuyenus B Poccuiickoit ®@enepauuu u (uin) 3a npegenamu Poccuiickoit @enepariu.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

14. Tlopsimok BBO3a B Poccuiickyto ®deneparnuio u BbIBO3a 3a mpezensl Poccuiickoin deneparu
OMOJOTMYECKUX  MaTepuasioB, TMONYYEHHBIX TPU MPOBEACHUH  KIMHUYECKOTO  HCCIEIOBAHUS
JIEKApCTBEHHOT'0 TMperapaTta Uil MEIUIMHCKOTO TMPUMEHEHHS, YCTaHaBiIuBaeTcs I[IpaBUTEIHCTBOM
Poccuiickoit denepanumu.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 41. [loroBop 0 NnpoBeAeHUU KITMHNYECKOro uccnenoBaHUA NeKapCTBEHHOro
npenapara ans MegUuUUHCKOro NpuMeHeHUsA

1. KnuHuyeckoe wuccineoBaHHE JEKapCTBEHHOTO Mpemapara Ui MEIULIUHCKOTO MPUMEHEHUS
MIPOBOJIUTCS B COOTBETCTBHUH C JIOTOBOPOM O MPOBEJACHUH KIIMHUYECKOTO MCCIIEAOBAHUS JIEKAPCTBEHHOTO
mpemapata Jis MEAULMWHCKOTO TMPUMEHEHHs, 3aKII0YaeMbIM MEXIy OpraHu3aliei, MOoIy4duBIIeH
paspellieHrue YIMOJIHOMOYEHHOro (hefepaJbHOr0 OpraHa HCIOJHUTENIbHON BIACTH Ha OpraHU3allHio
MPOBEJICHUSI TAKOTO HCCIEIOBAHUSA, W MEAWIIMHCKOW OpTraHu3aliel, OCYIIECTBIISIONICH NpOBEICHHE
TaKOI'0 UCCJIETOBAHMSL.

2. I[OFOBOp O MNPOBCACHUU KIMHUYCCKOI'O MUCCICIHOBAHUSA JICKAPCTBCHHOI'O IIpCllapaTa IJid
MCIUIUHCKOI'0 IPpUMCHCHUS JOJKCH COACPIKATD!:
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1) yCIIOBHSI ¥ CPOKH MPOBECHHS JAHHOTO UCCIICIOBAHUS;

2) ompeneneHue oOIIeH CTOMMOCTH MPOrpaMMbl JAHHOTO HCCJEIOBAaHUS C YKa3aHHEM CYMMBI,
MpeAHa3Havaromencs s BBIIIAT UCCIEA0BATENISIM, COUCCIIE0BATEIISAM;

3) ompenenenue HopMbl MPEACTABICHUS PE3yIbTaTOB JAHHOTO MCCIEAOBAaHUS B YIIOJIHOMOYEHHBIN
(benepanbHBI OPraH UCTIOTHUTEILHON BIIACTH.

CraTtbs 42, duHaHcoBoe obecneyeHue KIMMHUYEeCKoro nccnenoBaHus
NeKapCTBEHHOro npenapara ansa MeauULUHCKOro NnpuMeHeHus

duHaHCOBOE O0ECICUECHUE KIMHHYECKOTO HCCICAOBaHUA JICKAPCTBCHHOI'O IMpfrapara i
MCIAUIUHCKOI'O IPUMCHCHUS OCYIICCTBIISICTCS 3a CUCT:

1) cpencTB penepanbHOro OOIKETA;

2) CpeacCTB OpFaHHSaHHﬁ, MOJIYYMBIIUX Pa3pCHICHUC HaA OpPraHU3aluio MOPOBCACHUSA HAHHOI'O
HCCIICA0BaHMA, B COOTBCTCTBHUU C YCIIOBUAMU OOTOBOpPA O €TI0 IMMPOBCACHUH,

3) UHBIX HE 3aMpelIeHHbIX 3aKOHOAaTeIbCTBOM Poccuiickoit denepaiiuu HCTOYHUKOB.

Cratba 43. [paBa nauueHTOB, Yy4YaCTBYHOLIMX B KIUHMYECKOM uUCCneaoBaHUU
NeKapCTBEHHOro npenapara gnsa MeauUUHCKOro NnpuMeHeHuns

1. VYuactue mnamueHTOB B KJIMHUYECKOM HCCICAOBAHUM JICKAPCTBEHHOIO TMperapara i
MEIUIIMHCKOTO MPUMEHEHHUS SBIISETCS JOOPOBOIBHBIM.

[Ipumeuanue.
C 01.01.2026 B a63. 1 u. 2 ct1. 43 BHOCaTCS W3mMeHeHHs (D3 ot 30.01.2024 N 1-®3). Cm. Oyaymiyio
penaKuuio.

2. TlanueHT WM €ro 3aKOHHBIA MPEACTABUTENb MO/DKEH ObITh MH(DOPMHPOBAH B MHUCHMEHHOM
dopme:

1) 0 JICKApCTBCHHOM IIpeniapaTre IAjid MCAUNHUHCKOI'O IMPUMCHCHUA W CYIIHOCTH KIIMHHUYECKOI'O
HCCICA0OBAHMA 3TOT'O JICKAPCTBCHHOI'O IIpCIiapara,

2) o 6e30MacHOCTH JIEKAPCTBEHHOI'O Mpernapara sl MEIULMHCKOTO MPUMEHEHUs], ero 0KUAaeMOi
3¢ GEKTUBHOCTH U CTETIEHH PUCKA [T MAIEHTA;

3) 00 YCIIOBUAX YUACTUA MMALIUCHTA B KIIMHUYCECKOM HCCJICIOBAHUU JICKAPCTBCHHOTO IIpCIiapara IJIsd
MCIUIUHCKOI'O IPUMCHCHUA

4) 0 e Wir nejldx W HOPOAOJDKUTCIBHOCTH KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara ajisd MECAUIUHCKOTO IIPUMCHCHN

5) 0 JCUCTBUSAX IIallMCHTA B CJIydac HCIPECABUIACHHBIX Sq)(l)eKTOB BJIUSAHUSA JICKAPCTBEHHOT'O
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mpermapara JiUisl MeIUIIUHCKOTO TPUMEHEHUS Ha COCTOSIHUE €T0 37I0POBbS;
6) 00 yCIOBHSIX 0053aTEILHOTO CTPaXOBAHMS KM3HU, 3/I0POBbsI MAIUCHTA;

7) 0 TapaHTHUAX KOH(I)I/IILCHI_II/IEUILHOCTI/I ydacTtusa TMaluceHTa B KIMHUYCCKOM HCCIICAOBAHUU
JICKApCTBECHHOT'O IMpCrapaTta JJid MEAUINHCKOI'O IIPUMCHCHMUS.

[Ipumeuanue.
C 01.01.2026 4. 3 ct. 43 uznaraercs B HoBor pemakiuu (D3 ot 30.01.2024 N 1-®3). Cm. Oyaymryro
PEMAKITHIO.

3. ﬂO6pOBOJ'IBHOC coriraCue nmanyveHTa Ha y4aCTHUC B KIIMHUYCCKOM HUCCIICAOBAHUHN JICKAPCTBECHHOT'O
npenapara M1 MCIUIHUHCKOIO MPUMCHCHUA TMOATBCPIKAACTCA CTr0o IOAINMUCHIO WKW IOAINUCBIO €TI0
3aKOHHOI'O MPCACTaBUTCIIA Ha I/IH(i)OpMaHI/IOHHOM JIMCTKEC IMallKUCHTA.

4. TlanmeHT WM €ro 3aKOHHBIM IpPEACTaBUTENb HMEET IpPaBO OTKa3aTbCcsd OT ydacTus B
KJIMHUYECKOM HCCIIEIOBAaHMM JIEKApCTBEHHOI'O IpernapaTa JUlsi MEJUIMHCKOTO NMPUMEHEHUs Ha JIH0O0H
CTaJUH MPOBEIECHUS TAKOIO UCCIICIOBAHHUS.

[Ipumeuanue.
C 01.01.2026 B 4. 5 cr. 43 BHOcarcs uaMeHeHus (D3 or 30.01.2024 N 1-®3). Cm. Oyayuryro
PEeIAKITHIO.

5. ITlpoBeneHune KIMHUYECKOTO HCCIEIOBAHMS JIGKAPCTBEHHOTO Mperapara Uil MEAULUHCKOTO
NPUMEHEHHS C Y9aCTHEM B Ka4eCTBE IMAIIMEHTOB JIETEH OMyCKAETCS TOJBKO C COTJIACHs B MHCHMEHHOMN
dopme ux poautenei, ycblHOBUTENEH. JleTH MOTyT paccMaTpuBaThCsl B KauyeCTBE IMOTEHIIUMAIBHBIX
MAIMEHTOB TaKOTO HCCIICTOBAHNUS, TOJIBKO €CJIN €T0 MPOBEICHHE HEOOXOMMO JUTS YKPEIUICHHS 3/I0POBbS
neTel Wi Mpo(UIAKTUKY UHPEKIIMOHHBIX 3a00JeBaHUN B JIETCKOM BO3pacTe JHOO0 €ClIU IETbI0 TaKOTro
WCCIIEIOBAaHMS SBIISIETCS TIOJyYCHHE JAaHHBIX O HAWIyYIIei O03MPOBKE JIEKAPCTBECHHOTO IMpenapara s
jedeHust jAereil. B 3THX ciydasx TakoMy HCCIEIOBAaHMIO JIOJKHO MPEIIIECTBOBATh KIMHHYECKOE
HCCIIeIOBaHNE JICKAPCTBEHHOTO Iperapara ISl MEIUIHMHCKOrO NPUMEHEHHS Ha COBEPUICHHOJETHHX
rpaxaaHax, 3a HCKIIOYEHHUEM CIIyuyaeB, €CIIM HCCIEAyeMBbI JIeKapCTBEHHBIM mpemnapaTr ajs
MEIUIIMHCKOTO NPUMEHEHHS npeaHa3HauCH UCKITIOYUTEITEHO TSt UCTIONTb30BAHUS
HECOBEPIICHHOJIETHUMH I'PakIaHAMH.

(B pen. deaepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

6. 3anpemaeTCS{ MNPOBCACHUC KIIMHHUYCCKOr0 HCCICAOBAHUA JICKAPCTBCHHOI'O IMpenapara I
MCIUIHUHCKOI'O IPUMECHCHUS C YHAaCTUEM B KQYCCTBE MaAlUCHTOB!

1) nereit-cupot u gerei, octaBIIMXCs 0€3 MOMEUYEeHUs! pOIUTENeH;

2) KEHIIMH B TMepuoJ OEpeMEeHHOCTH, JKEHIIMH B TMEpPHOJ TPYyJHOrO0 BCKapMJIMBaHUS, 3a
HCKIIIOYEHHEM CIy4aeB, €CJIM MPOBOJUTCA KIMHUYECKOE HCCIEJOBAaHUE JIEKAPCTBEHHOrO Ipemnapara,
MpeIHa3HAYEHHOTO ISl YKa3aHHBIX KEHIIWH, IPU YCIOBUU HEOOXOAMMOCTH MOJY4YEHHs] HUHQOpMAIUH
TOJIBKO BO BpEMsl MPOBEIACHUS COOTBETCTBYIOIIMX KIMHUYECKUX HCCIECJAOBAHMN W TPHUHATUS BCEX
HEOOXOJUMBIX MEp IO HCKIIOYEHHUIO pUCKAa HAHECEHMs Bpela >KEeHIIMHE B Mepuoj OepeMEeHHOCTH,
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KCHIIMHE B TIEPUO/] TPYAHOTO BCKAPMIIMBAHUS, IJIOAY MU PEOCHKY;

3) BOEHHOCHY’)KalMX, 3a HUCKIIOYEHHEM CIIy4aeB MPOBEACHHS KIMHUYECKOIO HCCIEA0BaHUS
JICKApCTBCHHOI'O IIpfriapaTra, CICHHUAJIBbHO p33p2160TaHHOF0 41 IpUMCHCHHA B YCJIOBHUAX BOCHHBIX
JEUCTBUM, 4YPE3BBIYAMHBIX CHUTyallud, NpOQHIAKTHKA U JiedeHUs 3a00JeBaHUN W TOPAKCHHH,
IMOJIYUCHHBIX B pPE3yabTaTe BO3I[CI>1CTBH$I HCGHaFOHpI/IﬂTHLIX XUMHNYCCKHUX, 6HOHOFI/I‘-I€CKI/IX,
paauanuoHHbIX (akTopoB. KimHudeckoe uccienoBaHHEe TaKOro JIEKAPCTBEHHOTO Ipenapara MOKET
MPOBOAUTHCA C YHACTUCM B KQUCCTBC MALIMCHTOB BOCHHOCIYKAIIUX, 3a UCKIIFTOYCHUECM BOCHHOCITYKAIUX,
MIPOXOIATINX BOCHHYIO CITY’KOY TI0 TIPU3BIBY, C COOITIO/ICHUEM TPeOOBaHUH, YCTAHOBICHHBIX HACTOSIIIM
®denepallbHBIM 3aKOHOM B OTHOIICHUH TPaXTaHCKHX JIHII;

4) cOTpyIHHUKOB MTPaBOOXPAHUTEIIbHBIX OPraHoOB;

5) nui, oTOBIBAIOIIMX HAKa3aHUE B MECTAX JIMIIECHUS CBOOOJBI, a TAKXKE JIMI, HAXOIAIIUXCS IO
CTpa)Kei B CJICJICTBEHHBIX M30JIATOPaX.

[Ipumeuanue.
C 01.01.2026 B 4. 7 cr. 43 BHOcarcs u3MeneHus (D3 ot 30.01.2024 N 1-®3). Cm. Oyayuryro
PEAAKIIHIO.

7. [omyckaercsi HpOBENEHUE KIMHUYECKOIO HCCICNOBAaHUS JICKapCTBEHHOIO IIpernapara Ajs
MEIULMHCKOTO MPUMEHEHHSI, TPEeTHA3HAUYCHHOT O JJIs JICUYCHHS ICUXUYECKUX 3a00JIeBaHUM, C y4acTHEM B
Ka4yecTBE MAIMEHTOB JIUL[ C ICUXUYECKUMU 3a00JI€BaHUAMU, IPU3HAHHBIX HEJCECIIOCOOHBIMU B TOPSIZIKE,
YCTaHOBJIEHHOM  3aKoHojarenbcTBOM  Poccuiickoii  ®enepauuu. KnuHuueckoe  HcciaenoBaHue
JIEKapCTBEHHOI'0 IpenapaTta B 3TOM Cilydae MPOBOJUTCA MPH HAJIUYMHU COIVIACUSl B MUCBbMEHHOU (opme
3aKOHHBIX IIPEACTABUTENIEH YKA3aHHBIX JIULL.

Cratba 44. OO6GsAsaTenbHoOe CTpaxoBaHWe XXWU3HU, 300POBbA  NaLMEHTa,
yyacTBywLWero B KIMHUYECKOM MUCCRefoBaHUM JieKapCTBEHHOro npenapara Ans
MeAULMUHCKOro npMmMmeHeHus

(B pen. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpFaHI/ISaHI/IH, noJiyuuBlias paspelicHUE Ha OpraHu3aluio MOPOBCACHUS KIMHHUYCECKOI'O
HCCIICA0OBAHNA JICKAPCTBCHHOI'O IIpcrapara IajJd MCIAUIMHCKOIO MNPHUMCHCHUS, o0s13aHa B KaudecTBe
CTpaxoBaTeJIsl CTPaxoBaTb PUCK IMPUYUHCHUSA BpEAa XKU3HU, 3A0POBBIO IMAIIUCHTA B PE3YJIbTATC
MPOBCACHUA KIIMHUYCCKOTO MCCICAOBAHUSA JICKAPCTBCHHOIO IMperiapaTta Ajisd MEAULIUHCKOTO IMTPUMCHCHU A
3a CBOM cUeT IIyTEM 3aKIIOYCHHUA JOTOBOpA 00513aTEJILHOIO CTpaxOBaHUH.

2. OOBEeKTOM 00s3aTETPHOTO CTPAXOBaHHS SIBIISETCS HMMYIIECTBCHHBI WMHTEpEC MAalMeHTa,
CBSI3aHHBIN C MPUYMHEHHEM BpEIa €ro XH3HU WM 370POBBIO B PE3yJIbTaTe MPOBEIACHUS KIMHHYECKOTO
MCCIIeZIOBAHMS JICKAPCTBEHHOTO TpemnapaTa Uit MeIUIITHCKOTO IPUMEHEHUSI.

3. CTpaxoBbIM CllydaeM IO JOTOBOpPY 0053aTEIbHOTO CTPAXOBAHUS SABISETCA CMEPTh MallUeHTa WIH
YXYZILIEHUE €ro 3/10pOBbs, B TOM YHCJIE BJIEKYyIIee 3a COO0M YCTaHOBJIEHNE MHBAIUIHOCTH, IPU HATUYUU
IPUYMHHO-CIEICTBEHHON CBA3M MEXJy HACTYIUIGHHEM 3TOro CcOOBITUS M Yy4YacTHEM IMalleHTa B
KJIMHUYECKOM HUCCIIEI0BAaHUH JIEKAPCTBEHHOTO IIpenapara.
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4. TpeOoBaHus O BO3MEINEHUH Bpela, NPUUYMHEHHOTO S>KW3HM WM 3J0POBBIO MAIMEHTA,
IPEIBABIAIOTCS B TEUYEHHE  CPOKOB  MCKOBOM  JABHOCTH, YCTaHOBIEHHBIX  I'Pa)KIaHCKUM
3aKOHOJIaTEIbCTBOM.

5. Pa3mep cTpaxoBoif BEIIIATHI 11O JOTOBOPY 00S3aTEIHFHOTO CTPAXOBAHUS COCTABJISCT:

1) B cnmyyae cMepTH MalMEHTa JBa MIJIMOHA PyOJiel Ha Ka)XIOro MalueHTa, Y4acTBOBABIIETO B
KJIIMHUYECKOM HCCIIEJOBAaHUU JIEKAPCTBEHHOTO IIPETapara;

2) npu yXyALIEHUH 30POBbs MALIUEHTA!

a) TOBJIEKILIEM 3a cO0OI yCTaHOBJIEHHE MHBAIMIHOCTU | IpyMNIibl, OMUH MUJUIMOH MATHCOT THICAY
pyOsielf Ha KaXIOro TMalUeHTa, y4YacTBOBABIIET0 B KIMHUYECKOM HCCIEAOBAaHUM JIEKAPCTBEHHOIO
npenapara;

0) moBiekmeM 3a coboil ycTaHOBIEHHE MHBAIMAHOCTU Il Tpymnmbl, OAMH MWIUIMOH pyOsedl Ha
Ka)KJI0T0 MalMeHTa, y4aCTBOBABLIETO B KIIMHUYECKOM HCCIIE0BAHNH JIEKAPCTBEHHOTO Mpenapara;

B) MOBJEKIIEM 3a co00il ycraHoBieHHe MHBanugHocTH III rpynmbl, msaTbcoT ThICSY pyOsel Ha
Ka)KJI0r0 MalyeHTa, y4aCTBOBABLIETO B KIIMHUYECKOM HCCIIE0BAHNH JIEKAPCTBEHHOTO Mpenapara;

') HE TIOBJICKIIEM 3a cOOO¥ yCTAaHOBJICHHS WHBAIUIHOCTH, HE 0OJiee YeM TPUCTA THICSY pyOJiei Ha
KOKJIOr0 TMaIlMeHTa, yYacTBOBABIICTO B KIMHHYECKOM HCCIEIOBAHUN JIGKAPCTBEHHOTO Ipernapara,
UCXONs W3 HOPMATHUBOB, OTPAXKAIOIIUX XapaKTep W CTENCHb IOBPEKICHUS 30POBbS, a TaKKe
(baKTI/ILIeCKI/I IIOHCCCHHBIX MNanuceHTOM  Pacxoo0B, BbI3BAHHBIX MOBPCIKACHUEM 300pPOBbA, Ha
MEJIHUIUHCKYIO TOMOIIlb, PUOOPETEHHE JICKAPCTBEHHBIX MPETIAPaTOB.

(. "r" B pen. denepanpHoOro 3akona ot 22.12.2014 N 429-03)

6. Ypatun cuiy ¢ 1 urons 2015 ropa. - @enepanpublii 3akoH o1 22.12.2014 N 429-03.

7. Cpok JoroBOpa 00S3aTEIBHOTO CTPaxOBaHUS HE MOXKET OBITh MEHEE, YeM CPOK IMPOBEICHUS
KIIMHHYECKOTO UCCIIEIOBaHMS JICKAPCTBEHHOTO Mperapara.

8. VYcioBus moroBopa 00s3aTEILHOTO CTPaxOBAaHHS, B TOM YHCIIE CTPaxOBbIe TapuU(bl IO
00513aTEILHOMY CTPaXOBaHHIO, TEPEUYCHb HEOOXOJUMBIX JOKYMEHTOB JUIS OCYHICCTBICHHS CTPaxOBOH
BBITUIATHI, TIOPSJOK YCTAHOBJICHHS CTpaxoBaTeJIeM WHAWBHIYAILHOTO HWACHTH(DUKAIIMOHHOTO KOoja
MaIKMeHTa, NOPSII0K HHOOPMUPOBAHUSI CTPAXOBATEIEM CTPAXOBIIMKA O TPUBJICYCHHBIX K KIMHUYECKOMY
WCCIICIOBAHUIO JICKAPCTBCHHOTO TMpernapara JJjis METUIIMHCKOTO MPUMCHCHHS TNAlMeHTaX, MOPSIoK
yILIaThl CTPAXOBOW MPEMUH, MOPSIOK pealIn3alluyl ONMPEIeIICHHBIX HacTOAIMM DeepaibHbIM 3aKOHOM U
npyrumu - (penepalbHBIME 3aKOHAMHM TIpaB MW OOS3aHHOCTEH CTOPOH IO JIOTOBOPY 00s3aTeIhHOTO
CTpaxOBaHHs, a TaKXEe HOPMATHBBI, OTPAXKAIOIIME XapaKTep M CTCICHb TMOBPESKIACHUS 37I0POBbS,
YCTaHABJIMBAIOTCS TUTTOBBIMH MTPABMIIAMH 00S3aTEIILHOTO CTPaXOBAHUSI.

(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-03)

9.B CJIydac NpUYMHCHUA BPCAa XU3HU IMAIUCHTA, YUaCTBOBABIICTO B KIIMHUYCCKOM HUCCIICAOBAHUN
JICKApCTBCHHOI'O IIpfriapara, BLIFO,Z[OHpI/IO6peTaTeJ'IHMI/I o JoroBopy 00513aTEJILHOIO CTpaxOBaHUA
SABJIOTCA TpaxJgaHC, HMCIONIMC IIPpaBO HaA BO3MCHICHUC Bpcaa B ClIyda€ CMCEPTH KOpMWIIbIa B
COOTBCTCTBUU C TPAKAAHCKUM 3dKOHOAATCIBLCTBOM, IIPU OTCYTCTBUHU TaKUX TpaXJaH - POAUTCIIH,
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cynpyr, TN yMepmero IIarmucHTa, y‘-IaCTBOBaBLHCFO B KIIMHHUYCCKOM HUCCIICAJOBAHUU HeKapCTBeHHOFO
mpermapata, B ClIydae CMEpPTH TAIlMEHTa, YYacTBOBABIIETO B  KJIMHHYECKOM  HCCIICOBAHHH
JICKQpCTBEHHOT'O TIperapaTa ¥ HE MMEBIIETO CaMOCTOSTEIBHOIO J0XO/a, - TPakJIaHe, Ha WKIUBCHHUU
KOTOPBIX OH HAaXOIWJICS, B OTHOIICHWH BO3MEIICHHWS pACcXOJOB Ha IOrpeOCHHE IalHMeHTa,
YYaCTBOBABIIIETO B KIMHMYECKOM HCCIICIOBAHUU JICKAPCTBEHHOTO TpernapaTta, - JHII0, MOHECIIee TaKKhe
pacxopl.

10. CrpaxoBasi BbIIJIaTAa B CYET BO3MEUICHUS Bpela, MNPUYMHEHHOTO JKU3HU MAallUeHTAa,
Y4aCTBOBABILIETO B KJIMHHUYECKOM HCCJIEAOBAHUH JICKAPCTBEHHOI'O Iperapara, pachpeesieTcss MEexXIy
BBITOIONIPHOOPETATESIMH MPOTIOPIIMOHANIBHO UX KOJTMYECTBY B PABHBIX JOJSIX.

11. Tlpm HacTymjeHHUHM CTPAXOBOTO CiIy4yasi TMAIMEeHT, YYacTBOBABIIMK B KIMHUYECKOM
HCCIEOBaHUM  JICKAPCTBEHHOI'O  Ipemnapara, BBIFOIONpPUOOpETaTEeNlb ~ BIIpaBe  MPEAbIBHUTH
HETOCPEJACTBEHHO CTPaXOBIIUKY TpeOOBaHUE O BO3MEIICHUH MPUYMHEHHOTO Bpena. CTpaxoBas BhIILUIaTa
OCYIIECTBIISICTCS CTPaxXOBIIMKOM B TEUEHUE TPHUALATH JHEH CO IHS MPEACTaBICHUS HEOOXOIUMBIX
JOKYMEHTOB. [lalieHT, y4acTBOBaBIIMI B KIIMHUYECKOM MCCIIEAOBAHUH JIEKAPCTBEHHOTO Mpenapara, Win
BBITOIONIPHOOpETaTENh O005f3aH COOOIIUTH CTPAXOBIIMKY HJSi OCYIIECTBJICHHS CTPAXOBOM BBHITLIATHI
WHIVNBUIYATBHBIN MICHTU(UKAIIMOHHBINA KO/ IMAIMEHTa, YCTAHOBIICHHBINA CTPAXOBaTEJIeM B COOTBETCTBHH
C TUMOBBIMH MPaBUIIAMH 00SI3aTEILHOTO CTPAXOBaHUSI.

12. Jlo TONHOro OmpeleNicHHs pa3Mepa IOJUICKAIIEro BO3MEIICHUIO Bpela CTPAXOBIIMK 10
3asBJICHHIO MALMEHTA, YYaCTBOBABIICTO B KJIMHUYECKOM HCCIICIOBAHUH JIEKAPCTBEHHOTO Mperapara, uiu
3asABJICHUIO BI)IFO[[OHpI/IO6peTaTeJ'I$[ BIIpaBC OCYHICCTBUTH 4aCTb CTanOBOﬁ BbIIJIATBI, COOTBETCTBYIOIITY IO
(aKTHYECKHU ONPEICIICHHON YaCTH MPUYMHEHHOTO Bpea.

13. CrpaxoBas BbIILIaTAa B COOTBETCTBUU C JOTOBOPOM  OOSI3aTEIILHOTO  CTPaXxOBAHMS
OCYILIECTBIISICTCS] HE3aBUCUMO OT BBIILIAT, MPUUUTAIOIIUXCS MO JPYTUM BHJIaM CTPaXOBAHUS.

14. He JOIMYCKACTCsA y4aCcTUC TITaMCHTAa B HPOBCACHUN KIMHHYCECKOI0 HCCICAOBAHUA
JICKApCTBCHHOT'O IIpeIiapaTa nmpu OTCYTCTBUU JOTOBOpaA 00513aTENILHOTO CTpaxOBaHUA.

15. KoHTponp 3a HCHIOJNHEHHEM OpraHM3alMel, MOJy4yMBIIEH pa3pelieHHe Ha OpraHu3aluio
MIPOBEICHUS KIMHUYECKOT'O UCCIIEJOBAHUS JIEKApCTBEHHOT0 MpenapaTa sl MeIUIMHCKOTO IPUMEHEHHUS,
YCTaHOBJICHHOW HAaCTOALIEH cTaTbell O0S3aHHOCTH MO 005S3aTE€IbHOMY CTPAaXOBaHUIO KU3HU, 370POBbs
NalMeHTa, Y4acTBYMOIIEro (y4acTBOBABILEro) B KJIMHUYECKOM HCCIEIOBAaHMM JIEKApCTBEHHOTO
mpernapara, OCYLIECTBIISIETCS YIOJHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HCIIOJHHUTENBHON BIIACTH,
BBIJIABIIMM pa3pellieHre Ha MpOBeIeHUe KIMHUYECKUX HCCIeOBaHUN JIEKapCTBEHHBIX MPENapaToB A
MCIUIIUHCKOI'0 IPpUMCHCHUS.

Mnaea 8. MPON3BOOCTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB
Cratbs 45. [lpon3BoACTBO NEKapCTBEHHbIX CpeacTB

1. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEJCTB JOHKHO COOTBETCTBOBATH TPEOOBAHUSAM IPaBUI
HaJJIeXxalleld MpONu3BOACTBEHHON MPAKTUKH, YTBEPKIACHHBIM YIOJTHOMOYEHHBIM (pe/iepalbHBIM OpPTraHOM
WCTIOTHUTENIbHON BiacTU. OCOOEHHOCTH Mepexo/ia MPOU3BOACTBA OTACIBHBIX JIEKAPCTBEHHBIX CPENICTB K
WX MPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSAMHU MPABHUI HaAJNEXKAIIEH MPOU3BOJACTBEHHON MPAKTUKH
ycranaBnuatorcs [IpaButensctBoMm Poccuiickoin deneparuu. Bpimada 3akitoueHHil O COOTBETCTBUU
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MPOM3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBAaHUSAM TPaBWII HaJJIXKalled MPOU3BOICTBEHHOMN
IIPAKTUKKA OCYLIECTBIIACTCA II0 PE3yJbTaTaM HWHCICKTUPOBAHUSA IPOU3BOJUTEIIECH JIEKAPCTBCHHBIX
CpPEeACTB B Iopsake, ycraHoBieHHOM lIpaBurensctBom Poccuiickont ®denepanuu. Pasmep muiatsl 3a
BbIJIa4y 3aKJIOYEHUS O COOTBETCTBUM MPOMU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM IPABMI
HaJUIeKAIled  IPOMU3BOACTBEHHOM  IpaKkTUKU  ycraHasiuBaeTcss  [IpaBurensctBom — Poccuiickoi
Oenepanuu. [lopsanok opraHn3anuy U NpOBENCHHUS UHCIIEKTUPOBAHMS IPOU3BOAUTENCH JIEKaPCTBCHHBIX
CpPEACTB Ha COOTBETCTBHE TpeOOBAHUSAM TpPaBWI HaJUIekKallell MPOM3BOJACTBEHHOM TMPaKTHKU
ycraHnasinusaercs [IpaBurensctBom Poceniickoit denepannn.

(B pen. denepanpHbix 3akoHOB OT 25.06.2012 N 93-@3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N
429-03)

2. llpou3BoAcCTBO JIeKapCTBEHHBIX cpeacTB B Poccuiickoir ®enepauuu  OCyIIECTBISIETCS
MPOU3BOAUTENSIMH JIEKAPCTBEHHBIX CPEJCTB, UMEIOIIUMU JIMIIEH3UIO HA MPOU3BOACTBO JIEKAPCTBEHHBIX
cpeactB. IloaTBepkneHHe COOTBETCTBUS JIMIEH3MAaTa MpPaBWIaM HaJJIeXkalled MpOU3BOJCTBEHHON
MPAKTUKHU OCYIIECTBISIETCS B paMKaxX JIMIIEH3UOHHOTO KOHTPOJIA B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit @eneparuu ¢ yaeToM 0COOCHHOCTEH, YKa3aHHBIX B 4aCTU | HACTOAIIEH CTAaThU.

(B pen. @enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 22.12.2014 N 429-D3)

2.1. Jlna uened NHMIIEH3UPOBAHUS MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB I MEIULHUHCKOrO
MPUMEHEHUS W HWHCIIEKTUPOBAHUSI CYOBEKTOB OOpaIlleHUs! JEKAPCTBEHHBIX CPEJICTB HAa COOTBETCTBUE
TpeOOBaHUSAM MPABHUII HAJUIEKAIICH MPOU3BOICTBEHHOM MPAKTUKK (peiepalibHbIi OpraH UCIOIHUTEIBHON
BJIACTH, OCYILECTBIISIOIIMI TOCYJAapCTBEHHYIO PETHUCTPALMIO JIEKAPCTBEHHBIX MpenapaToB IS
MEIUIIMHCKOTO TMPUMEHEHHs, TMpeaocTaBisieT (enepaqibHOMY OpraHy HUCHOJHUTENbHOM BIIAcTH,
OCYIIECTBISIOMEMY (efepalibHbIi TOCYIapCTBEHHBIN JIMIIEH3UOHHBIA KOHTPOJb JIEATEIBHOCTH T10
MIPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJACTB JIsI MEIUWLMHCKOrO NMPUMEHEHHMs, [0 €ro 3ampocy B paMKax
MEKBEJIOMCTBEHHOTO WH(OPMAIMOHHOTO B3aUMOJCHCTBUS B TMOPSAKE, YCTAaHOBICHHOM (enepanbHbIM
OpraHOM HCIIOJIHUTEJIbHOM BJIACTH, OCYILECTBIISIONINM JUIEH3UPOBAHUE MPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB I MEIUIIMHCKOTO TMpPUMEHEHUS, W (enepalbHbIM OpPraHOM WCIIOJTHHUTEIBLHOW BIIACTH,
OCYLIECTBISIIOIIUM TOCY/apCTBEHHYIO PErHMCTPALMIO JEKAPCTBEHHBIX MPENapaToB sl MEAUIMHCKOTO
MIPUMEHEHHUS, CJIEIYIONME CBEACHUS O JIEKAPCTBEHHBIX CPEJCTBax (B TOM YHCIE B Cllydae, €CJIM TaKHhe
CBEICHHSI COCTABIJIIOT KOMMEPYECKYIO TalHY):

1) B oTHOIIEHUH (hapMalleBTHYECKON CyOCTaHIIMU WK (DapMaleBTHUECKUX CyOCTaHIIMNA, BXOSIINX
B COCTAaB JIEKAPCTBEHHOTO Ipernapara (3a UCKI0YeHnEeM (GapMaleBTUYECKUX CyOCTaHIMM, BKIIOYEHHBIX B
rOCy/IapCTBEHHBI PEECTp JIEKApPCTBEHHBIX CPEICTB B COOTBETCTBUM CO CTaTbel 34 HacTosIIero
denepanbHOTo 3aKOHA):

a) HAaNMEHOBaHUE (PapMaIeBTUICCKON CyOCTaHINH, €e CTPYKTypa, OOIIHe CBONCTBA;
0) HaMMEHOBAaHHE U aIPEC MPOU3BOAUTEIIS;

B) TCXHOJIOTHA IMPOMU3BOACTBA C OIMMMCAHUCM crazmﬁ MMPONU3BOACTBA U MCTOAOB KOHTPOJII Ha BCEX
CTagugX IMPOU3BOACTBA,

I') onyMcaHue pa3paboTKu Mpolecca MPOU3BOJICTBA;

,I[) OINMMCAHUC KOHTPOJIA KPUTUICCKUX cTaauu IIPpOU3BOACTBA U HpOMe)I(YTO‘IHOﬁ MMPpOAYKIUHU;
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€) IOKYMEHTaJIbHOE TOATBEP KAEHUE (BaTUAALMs) MPOLECCOB U (MJIM) UX OLICHKA;
’K) CBOMCTBA U CTPYKTYypa ACHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKA MPUMECEH;

1) cnerudukanus Ha (apMaleBTHUECKYI0 CyOCTaHIIUIO ¥ €€ 000CHOBAHHUE;

K) AHAJIUTUYCCKUC MCTOAWKHU, HCHOJB3YCMbBIC TIpU OCYHICCTBJICHUHU KOHTPOJIA KA4YCCTBaA
(dhapManeBTHUECKON CyOCTaHITNH;

J) TOKYMEHTaJIbHOE MOATBEP)KJEHHUE (BaJMJalMsl) aHATUTHUUECKUX METOAMK, MCIOJIb3YyEMBIX INPU
OCYIIECTBJIEHUH KOHTPOJIS KauecTBa (papMarieBTHIEeCKOH CyOCcTaHIN Y,

M) pe3yJIbTaThl aHAJIN3a cepuil papmaneBTHUECKON cyOCcTaHIINN;

H) NEPCUCHb CTaHAAPTHBIX O6p33HOB WJIN BCIICCTB, UCIIOJB3YCMbIX MPU OCYIICCTBIICHUNU KOHTPOJIA
Ka4dycCCTBa,

0) OTIMCAHNE XaPAKTEPUCTHK M CBOHCTB YITAKOBOYHBIX MAaTEPHAJIOB M YKYIOPOUYHBIX CPEICTB;
1) TJaHHBIE O CTA0MIBHOCTH (papMaleBTUUYECKO CyOCTaHIUY;
P) CPOK T'OTHOCTH;

2) B OTHOIIEHUH (hapMalleBTHUECKUX CyOCTaHIMMA, BXOSIIMX B COCTaB JIEKAPCTBEHHOI'O MpenapaTa
U BKJIIOUEHHBIX B TOCYJapCTBEHHBIM pEecTp JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUU CO CTaTbhel 34
Hacrosuero PenepanbHOro 3aKOHa:

a) HAaNMEHOBaHUE (PapMaIeBTUICCKON CyOCTaHINH, €€ CTPYKTypa, OOIIHe CBOMCTBA;
0) HaMMEHOBAaHKE U aIPEC MPON3BOAUTEIIS;

B) PE3yJIbTATHl aHAIN3a Cepuil hapMaleBTUUECKON CyOCTaHIINY;

') CPOK T'OJTHOCTH;

3) B OTHOIIIEHUH JIEKAPCTBEHHOTO MpernapaTa i MeIUIUHCKOTO MPUMEHEHHUS:

a) OMUCaHKe U COCTaB JIEKAPCTBEHHOT'O Ipernaparta Jisi METUIIMHCKOTO MPUMEHEHHUS;

0) ommcanue (apmareBTHUECKOH pa3paboTku (00OCHOBaHHME BBIOOpA COCTaBa, NEPBHYHOM
YIaKOBKH);

B) TCXHOJIOTHA IMPOMU3BOACTBA C OIMMMCAHUCM crazmﬁ MMPONU3BOACTBA U MCTOAOB KOHTPOJII Ha BCEX
CTagugX IMPOU3BOACTBA,

I) ONUCaHWE KOHTPOJS KPUTHMUECKUX CTaJud mpolecca MNPOU3BOACTBA U IMPOMEKYTOUHOMN
POy KLY,
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J1) HaUMEHOBAaHUE U aJIpeC MECTa OCYIIECTBIEHUS MTPOU3BOJICTBA JEKAPCTBEHHOIO Mpenapara Juist
MEJMLUHCKOIO0 TIPUMEHEHUs (B Cilydyae HaJM4Yusl HECKOJIbKMX YYacTHHMKOB IIpoliecca MPOU3BOJACTBA
YKa3bIBaeTCs KaXAbli U3 HUX);

e) ¢apmareBTHYeCKasi COBMECTUMOCTb;

) MUKPOOHOJIOTHUECKHE XapaKTePUCTHUKH;

3) MaTepuaIbHbIN OaJaHC IS MPOU3BOICTBA CEPUM FOTOBOTO MPOJIYKTA;

1) ONHMCAHNE XapaKTEPUCTUK U CBOMCTB YIIAaKOBOUYHBIX MATEPUAJIOB U YKYTIOPOUHBIX CPEJICTB;

K) TOKyMEHTAJIHHOE MOATBEPKICHHE (BaJIMIAIMs) TPOLIECCOB MPOU3BOJICTBA U (MJIHM) UX OILICHKA;
1) TpeOOBaHUS K KaYECTBY BCTIOMOTATENIbHBIX BEIIECTB;

M) AHATIUTUYCCKUC MCTOJUKH, HUCIOJB3YECMbBIC TIIPpH OCYHICCTBJICHHH KOHTPOJIA KadCCTBa
BCIIOMOTI'aTCJIbHBIX BCIICCTB,

H) JIOKyMEHTaJbHOE MOJATBEPXKJEHUE (BaTUIalMsl) aHATUTUYECKUX METOAMK, HUCIIOJIb3YEMbIX IpPH
OCYILECTBICHUU KOHTPOJIA Ka4eCTBA BCIIOMOraTEIbHbIX BEILLECTB;

0) I/IH(l)OpMaIII/IH 00 MHCIIOJIB30BAHUH BCIIOMOTIaTCILHBIX BCIICCTB YCIOBCUYCCKOI'O M XHUBOTHOI'O
MMPOUCXOKIACHUA,

1) nHpopManus 00 MCIIOIb30BaHIH HOBBIX BCIIOMOTATEIILHBIX BEIIECTB;

p) TpeOoBaHMS K KadecTBY JIEKAPCTBEHHOrO TMpemnapaTa s MEAUIUHCKOrO IMPUMEHEHHs
(cepTudukar, cnenudukanus Ha JEKapCTBEHHbIN Ipenapar U uX 000CHOBAaHUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HUCIHOJB3YCMbIC IIpU OCYIICCTBIICHUMU KOHTPOJISI KadeCTBa
JICKApCTBCHHOTO IplriapaTa JJId MCAUIHUHCKOI'O IPUMCHCHUS

T) AOKYMCHTAJIbHOC NOATBCPIKACHHUC (BaJ'II/II[aI_II/IH) AHAIIUTHYCCKUX MCETOJUK, HCIIOJIBb3YCMBIX IIPU
OCYHICCTBJICHNHN KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOI'O IMperiaparta Ajisd MCAULIUHCKOTO MIPUMCHCHU

y) pe3yibTaThl aHAJIM30B CEPUI JIEKAPCTBEHHOTO Mpernapara JUisi MEJUIUHCKOTO PUMEHEHMS;
¢) xapakTepucTHKa IpUMecei;

X) NEpCUCHb CTAHAAPTHBIX 06pa3u0B, HCIOJIb3YCMBIX IIPU OCYHICCTBJICHUUN KOHTPOJII KAa4Y€CTBa
JICKApCTBCHHOTO IpriapaTta JJI1 MCAUIHUHCKOI'O IPUMCHCHUS

1) JAaHHBIC O CTAOMJIBHOCTH JICKAPCTBEHHOTO Mperapara Jjisi MeIUIIMHCKOTO TPUMEHEHHSL.
(dactp 2.1 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-03)

3. HpOI/IBBOI[CTBO JICKAPCTBCHHBIX CPCACTB OCYHICCTBIIACTCA C CO6J'II-OI[CHI/ICM Tpe60BaHPII>i
MPOMBIIIJICHHOI'O pCTiIaMCHTA, KOTOpBIﬁ YTBCPKAACTCSA PYKOBOJUTCIICM IMPOU3BOAUTECIIA JICKAPCTBCHHBIX
CpeaACTB MW BKIOYaCT B cebs NEepeUCHb HUCIHOJIb3YEMbBIX (I)apMaI_[eBTI/I‘{CCKI/IX CY6CT8.HI_II/II71 u
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BCIIOMOT'aTCJIbHBIX BCHICCTB C YKA3dHUCM KOJMYCCTBA KaAXKIAOI'0 M3 HHUX, NAHHBIC 00 HCIOJIb3yCMOM
O60py,I[OBaHI/II/I, OIMMCAHUEC TCEXHOJOIMYECKOIro Iponecca MW MCETOAOB KOHTPOJII Ha BCEX JTalax
MMPONU3BOACTBA JICKAPCTBCHHBIX CPCIACTB.

4. IIpn npon3BOJCTBE JIEKAPCTBEHHBIX MPENAPATOB Il MEAULIMHCKOTO IPUMEHEHUS UCTIOIb3YOTCS
¢dapmarieBTHUECKHE CyOCTaHLIMM, CBEIACHUS O KOTOPBIX COJIEpKATCAd B TOCYNAapPCTBEHHOM peecTpe
JEKapCTBEHHBIX  CPEJICTB IS MEIULUUHCKOIO  INpPUMEHeHMs U (WIM) €IMHOM  peecTpe
3apETrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3suiiCKOro 5JKOHOMHUYECKOI0 COK03a, 3a UCKIIIOUEHUEM
(bapManeBTHYECKUX CYOCTaHIIMNA, TPON3BOJAUMBIX JUIS TIPOBEICHHS KIMHUYECKIX HCCIIEOBAaHUHN U (WIIN)
g oKkcropra. IIpm TNpou3BOACTBE JEKAPCTBEHHBIX CPEACTB I  BETEPUHAPHOTO IPUMEHEHMS
UCHOJIB3YIOTCS (papManeBTUUECKHE CYOCTaHIIMU, CBEIEHHSI O KOTOPBIX COJAEPKATCA B rOCYJapCTBEHHOM
peecTpe JeKapCTBEHHBIX CPEJCTB JUIsl BETEPUHAPHOTO NMPUMEHEHUs, U (WIN) rOCyAapCTBEHHOM peecTpe
JIEKapCTBEHHbIX  CPEACTB M  MEAMIMHCKOIO  IMpPUMEHEHMs, U  (WIM) €JUHOM  peecTpe
3apErMCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpenapaToB EBpa3suiickoro 3KOHOMUYECKOTO
cor3a, M (WIM) €AMHOM pEecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACcTB EBpasuiickoro
HSKOHOMHMUYECKOT0 COI03a, 3a MCKIIOYeHHEM (hapMaleBTUUECKUX CYyOCTaHIMHA, MPOU3BOAUMBIX IS
MPOBEACHUS KIMHUYECKUX HCCIeNoBaHMA W (uiau) i skcmopra. K mpolieccy mpou3BOJICTBA
(bapMareBTHUECKON CyOCTaHIIMU OTHOCSTCS JIOObIe CTAaMM TEXHOJIOTHYECKOTo Mpoliecca, NO3BOISIOIUe
MOJIYYUTh TOTOBBIM MPOIYKT, COOTBETCTBYIOUIMI TpeOOBaHUSM (apMaKONeHHOW CTaThh, B TOM YHCIE
(bepMeHTanus, SKCTPaKIUs, OUUCTKA, BbIJENICHHE, IEPEKPUCTAIIN3ALM, BEICYIIIMBAHNE, U3MelbueHue. B
cilly4ae HEOOXOJUMOCTH MCIOJNb30BaHUSI STWJIOBOTO CIHpPTa, B TOM 4Hcie (papMaleBTUYECKON
CyOCTaHIIMM CHIMPTa 3TWIOBOIO (3TaHOJA), NMPH MPOU3BOJCTBE JIEKAPCTBEHHBIX CPEACTB B KaueCTBE
JEHCTBYIONIETO U (MJIM) BCIIOMOTaTENbHOIO BEILIECTBA, @ TAKKE B MHBIX TEXHOJIOTMUYECKHUX LIESAX JTOJIKHA
OBITh UCIOJIB30BAHA TOJIBKO (hapMalieBTUUYECKasi CyOCTaHIMs CIIMPTa STHUJIOBOTO (3TaHO).

(B pen. ®enepanbHbix 3ak0oHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-03, ot 24.07.2023 N 341-D3)

4.1. TlepedeHb JIEKApCTBEHHBIX IMPENapaToB JUIsi MEIUIMHCKOTO TNPUMEHEHHS, B OTHOIIECHUU
KOTOPBIX YCTaHABIMBAIOTCS TpeOOBaHMS K OObEMY Tapbl, yYMaKOBKE M KOMIUIEKTHOCTH, MEpPEYCHb
JIEKapCTBEHHBIX MPEMapaToB UIsl BETEPUHAPHOTO MPUMEHEHHUSI, B OTHOIICHUH KOTOPBIX yCTAaHABIMNBAIOTCS
TpeboBaHus K 00OBEMY Tapbl, a Takke TpeOOBaHHA K 00BEMYy Taphl, YNAKOBKE U KOMIUIEKTHOCTH
JIEKApCTBEHHBIX TMpPEnapaToB JUId MEAMIIMHCKOTO TPUMEHEHMs, TpeOOBaHUA K OO0bEMy Taphl
JIEKAPCTBEHHBIX IMPEMapaToB sl BETEPUHAPHOIO IMPUMEHEHHUS OIPEAENIAIOTCS COOTBETCTBYIOIMIMMHU
YIIOJITHOMOYEHHBIMH (pefepaIbHBIMU OpraHaMH MCTIOJHUTEIHHOM BJIACTH B TIOPAJIKE, YCTAaHOBJICHHOM
[IpaBurenscTBOoM Poccuiickon Penepanuu.

(uactp 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. Opranuzanuy, OCYIIECTBISIONIME MPOU3BOJACTBO (apMaleBTUYECKON CYOCTaHIIMHU CIHUPTa
STHJIOBOTO (STaHONA) /sl TPOM3BOJCTBA CIUPTOCOACPKAIINX JIEKAPCTBEHHBIX IPEIapaToB, OO0s3aHbBI
OCYIIECTBIISATh YUYET B TOPSJIKE, YCTAHOBICHHOM cTaThsiMu 8 u 14 denepanbHOro 3aKoHa OT 22 HOSOps
1995 roga N 171-®3 "O rocyaapcTBEHHOM pEryIMpPOBAHUH MPOU3BOICTBA U 000POTA ITHIIOBOTO CITUPTA,
QJIKOTOJIBHOM ¥ CIIMPTOCOJCPXKAIICH TPOMYKIIMM H 00 OrpaHWYCHUH TOTpeOseHus: (pachuTus)
aJIKOTOJIbHOM TTpoayKuuu'". IIpon3BoaCTBO (hapMalieBTHUECKOM CyOCTaHIIMU CIIUPTA STHIIOBOTO (3TAaHOIA)
JOMYCKAeTCsl TOJBKO OpraHW3alMed, OCYIIECTBISIONICH MPOU3BOACTBO PEKTU(OUKOBAHHOTO ATHIIOBOTO
CIIMpTa W3 IMMUIOCBOIO CbIPbA Ha OCHOBAHHWMU JIMICH3WKW HaA MHOPOU3BOACTBO 3TUJIOBOIO CIIMpPTA IJIA
MPOU3BOJICTBA (hapMalEBTHUECKOW CYOCTaHIIMM CIHPTa JTUJIOBOTO (3TaHOJA) B COOTBETCTBUHU C
TpeboBanmsimu DexnepanbHoro 3akoHa oT 22 HosiOpst 1995 roma N 171-®@3 "O rocymapcTBeHHOM

Crpanuua 109 n3 162



®epepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pea. oT 26.12.2024)

peryIupoBaHUM TPOM3BOJACTBA W 00OpPOTa STHIOBOTO CIHPTA, AJKOTOJBHOW M CIUPTOCOAEpIKaIIeh
MPOAYKIIMK W 00 OTrpaHWYeHUW TMOTpeOseHus (pacruThs) AaJKOTOJIBHOM MPOAYKIUU", METOIAOM
pa3BeAcHUS BOJOM OYMILEHHOW TaKOI'O 3TUIIOBOTO CIIMPTA, MPOU3BEACHHOIO JAHHOW OpraHU3alueil Mo
MECTY OCYIIECTBJICHUS MTPOU3BOACTBA (hapMalleBTHUECKOW CYOCTaHIIMU CITUPTA STUIIOBOTO (3TAHOJA).
(uactp 4.2 BBeneHa ®enepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. PeaepanibHOro 3aKoHa OT
27.12.2019 N 481-03)

4.3. NnauBuayanpHble NPEJIPUHUMATENN U IOPUIUYECKHE JIMIA, OCYIIECTBISIOLUIME 3aKyNKy M
WCTIOJIb30BaHUE (papMaIleBTHYECKON CYOCTaHIIMHU CIIMPTA STHIIOBOTO (3TAaHOJA), a TAKKE MPOU3BOJICTBO,
U3rOTOBIEHHE W (MiaM) 00OpOT (32 MCKIIOYEHHEM PO3HUYHON MNpOoJaku) CIHUPTOCOAEPIKALINX
JIEKapCTBEHHBIX IpEenapaTroB, O0S3aHbl OCYIIECTBIATh MX Yy4YeT M JEKJIapUpOBaHUE B TOpPSIKE,
YCTAHOBJICHHOM cTaThsiMi 8 u 14 denepanpHoro 3akoHa oT 22 HosOps 1995 roma N 171-®3 "O
roCy/IapCTBEHHOM pEryJIMpOBaHUM TMPOU3BOACTBA U 000pOTa STWIOBOTO CHHPTA, AJIKOTOJBHOM H
CIMPTOCOAEpKAIEH MPOAYKINU U 00 OrpaHUYEHUH NOTpeOIeHNs (PaCUTHUS) aJIKOTOIbHON MPOyKIMK".
(dactpb 4.3 BBeneHa DenepanbHbIM 3akoHOM OT 29.07.2017 N 278-D3)

44. Tlpu TpPOU3BOJICTBE JIEKAPCTBCHHBIX MPENApaToOB ISl BETCPUHAPHOTO IMPHUMEHEHHUS
JIOITYCKAeTCsl HMCIOJB30BaHUE IPOM3BEACHHBIX [UIS peanu3anuu  (apManeBTHYECKHX CyOCTaHIUH,
BKJIIOYCHHBIX B TOCYJAPCTBEHHBIN PEECTp JIGKAPCTBEHHBIX CPEICTB YIOJIHOMOYCHHBIM (eaepaibHbIM
OpPraHOM  HWCIOJHHUTENBHOW  BIACTH, OCYMISCTBISIONIMM BEJICHHE TOCYJapCTBEHHOTO peecTpa
JICKaApCTBEHHBIX CPEJICTB VI MEAUIIUHCKOTO IPUMEHCHUSI.

(dactpb 4.4 BBeneHa ®enepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

5. 3ampemaercss IPOU3BOICTBO:

1) nmexapCTBEHHBIX CPEICTB, CBEICHUS O KOTOPBIX HE COACPXKATCS B TOCYIJApCTBEHHOM pPEecTpe
JICKApPCTBEHHBIX CPEICTB IS MEIUIMHCKOTO MpPHUMEHEHHs, W (WIM) TOCyIapCTBEHHOM peecTpe
JIEKapCTBCHHBIX ~ CPEJICTB  JUIS  BETEPUHAPHOTO  MPUMEHEHHs, W  (WIM) eIUHOM  peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBPa3uiickoro SKOHOMUYECKOTO COr03a, U (WJIH) SITUHOM
peecTpe  3apeTUCTPUPOBAHHBIX  BETEPHHAPHBIX  JICKAPCTBCHHBIX  IpemapaToB  EBpasuiickoro
HKOHOMHYECKOTO COI03a, 32 MCKIIOYCHHEM JIGKAPCTBEHHBIX CPEJICTB, MPOM3BOJUMBIX JUIS MPOBEACHUS
KITMHUYIECKUX UCCIICIOBAHMMA W JIJISl SKCTIOPTA;

(m. 1 B pea. @exnepanbHoro 3akoHa ot 24.07.2023 N 341-03)

2) danbcudUIMPOBaHHBIX JIEKAPCTBEHHBIX CPE/CTB;
3) nexapcTBEHHBIX CPEJCTB 0€3 JIMLEH3UN Ha POU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) neKapCTBEHHBIX CPEACTB C HAPYIICHUEM NPAaBWJI OPTaHU3allMd TMPOU3BOACTBA U KOHTPOJIS
Ka4yeCTBa JICKAPCTBEHHBIX CPEJICTB;

5) yrpatun cuiy. - ®enepanbHbiii 3akoH ot 27.12.2019 N 481-D3;

6) crnupToCcOAEpXKAIIMX JICKAPCTBEHHBIX MPENapaToB MO MECTy OCYIIECTBICHUS MPOU3BOJICTBA
(bapManeBTHYECKOW CyOCTaHIIMU CIHPTa STHIOBOTO (9TaHONA) W (MJIM) MO MECTY OCYIIECTBIICHUS
IIPOM3BOJICTBA 3THUJIOBOTO CIMPTA;

(. 6 BBennen denepasibHBIM 3aKOHOM OT 27.12.2019 N 481-D3)
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[Ipumeuanue.

®denepanbHbIM 3aKOHOM OT 22.12.2020 N 436-®3 ct. 14.1 @3 ot 22.11.1995 N 171-®3 uznoxxena B
HOBOW penakiuu, HopMma 1. 1.1 cT. 14.1 crapoii penakiuun @3 cooTBeTCTBYET HOpME 1. 2 cT. 14.1
HOBOW peIaKH.

7) dapmareBTHYECKON CyOCTaHIIMM CHUPTa ITHIOBOTO (dTaHONA) W (MJIM) CIHUPTOCOIAEPIKAIINX
JICKapCTBEHHBIX MPENapaToB HAa OCHOBHOM TEXHOJOTHYECKOM O00OpyJOBaHMM MJIsi TPOU3BOJCTBA
STUJIOBOTO CIIUPTA, YKa3aHHOM B myHKTe 1.1 cratbm 14.1 denepanpHoro 3akoHa ot 22 HOs0pst 1995 roxa
N 171-®3 "O rocynapcTBEHHOM pETyJIHUPOBAaHUM IPOU3BOJACTBA W 000pOTa STHIOBOTO CHHPTAa,
QIKOTOJIBHOM W CHOUPTOCOAEpKAIEH TPOAYKIIMM W 00 OrpaHWUYeHHH TOTpeOaeHus (pacruTusi)
AJIKOTOJILHOM MTPOTYKIUH'".

(. 7 BBenen denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOJE IJIEKAPCTBEHHBIX CPEACTB B TIPAXKAAHCKUNA O00OpPOT YIHOJIHOMOYEHHOE JIUIO
MIPOU3BOUTENIS JIEKAPCTBEHHBIX CPEACTB OCYILECTBISET MOATBEPKACHUE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBAHUSAM, YCTAHOBJICHHBIM IPHU HUX TOCYAAPCTBEHHOW PETUCTpAIMM, W TapaHTUPYET, YTO
JIEKapCTBEHHbIE CPEACTBA IPOU3BEJIEHH B COOTBETCTBMM C TpeOOBAaHUSMHU TMpaBWII HajJexalen
IIPOU3BOJCTBEHHOM IIPAKTUKH.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. YIOJHOMOYEHHBIM JIULIOM TPOU3BOIMTENS JIEKAPCTBEHHBIX CPEICTB SBISETCS €ro pabOTHUK,
aTTECTOBAaHHBIA B YCTAaHOBJIICHHOM YTIOJTHOMOYEHHBIM (eiepalbHbIM OPraHOM HCIIOJIHUTENbHON BIACTH
MOps/IKE M UMEIOIINN CTaX pabOThl HE MEHEEe YeM ISTh JIET B 00JIaCTH MPOU3BOJICTBA U (WJIN) KOHTPOJIS
KauyecTBa JIEKapCTBEHHBIX CPEJICTB, BhICIIEE 0Opa30BaHUE COOTBETCTBEHHO MO OJIHOM M3 CHEUAIbHOCTEH
U (WIM) OJHOMY W3 HAmNpaBJICHUH TOATOTOBKU: OWOJIOTHS, OMOTEXHOJIOTHS, BETEPUHAPHUA,
BETEPUHAPHO-CAHUTAPHAsA JKCIEPTU3a, KIWHUYECKas MEAMIMHA, paJualuoOHHas, XUMHYECKas H

Ouosiornueckas 3ammra, papmanus, GyHIaMeHTalIbHAs MEIUIIMHA, XUMHYECKas TEXHOJIOT U, XUMHUSL.
(B pen. @enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

8. Ilpon3BomuTenH JIEKapCTBEHHBIX CPEICTB (32 MCKIIOYCHUEM (PapMaleBTUYECKOH CyOCTaHIMH
CIIHPTa 3TUIIOBOTO (3TAHOJIA) MOTYT OCYIIECTBIIATH MPOAAXy JIEKAPCTBEHHBIX CPEACTB WJIHM TEpPEIaBaTh
UX B YCTaHOBJICHHOM 3aKOHOJATeNbCTBOM Poccuiickoit denepariu nopsiake:

(B pen. ®enepanbHoro 3akoHa ot 29.07.2017 N 278-03)

1) ApyruM pOU3BOJUTENSIM JIEKAPCTBEHHBIX CPENICTB AJIsl IPOU3BOCTBA JIEKAPCTBEHHBIX CPECTB;
2) opranu3aiusiMm ONTOBOM TOPTOBJIH JICKAPCTBEHHBIMU CPEJICTBAMU;

3) AIllTCUHBIM OpraHu3aluvsaM, BCTCPUHAPHBIM alTCUHBIM OpraHu3anusM, HWHIAWUBUAYAJIbHBIM
npeaApruHUMATCIAIM, UMCIOIIMUM JIMICH3WIO Ha Q)apMaHeBTI/I‘IeCKYIO JACATCIIBHOCTh HWJIN JIMICH3WIO Ha
MCIOUINHCKYHO NCATCIIbHOCTD,

4) Hay4HBIM OpraHU3aLUAM JUIsl HAYYHO-HCCIIEA0BaTENbCKON paboThI;
(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

5) MCIUIIMHCKUM OpraHu3alviaM U BETCPHUHAPHBIM OpraHU3aluiaM,
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6) opraHu3alvsM HW HWHIAWUBUAYAJIBHBIM [MPCANPHUHUMATCIIAM, OCYHICCTBIAIONIUM pPAa3BCACHUC,
BHIpAIIMBAaHUE W COJEP)KAHHWE JKUBOTHBIX (32 WCKIIOYCHHEM TMPOJAKH WM  (PapMarieBTUICCKUX
CyOCTaHIIMI WU UX TIEpeIauHn);

(. 6 B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-03)

7) WCHBITaTeIBHBIM JTA0OpaTOpHsiM (IICHTpaM), TMPOBOISAIINM HCIBITAHUS B 00JACTH KOHTPOIS
Ka4yeCcTBa JICKAPCTBEHHBIX CPEICTB, AKKPEAUTOBAHHBIM B COOTBETCTBMM C 3aKOHOJATEIHLCTBOM
Poccwuiickoit @eneparuu 00 aKKpeAUTAIIMU B HAIIMOHAIBHON CHCTEME aKKPETUTAIIHH.

(n. 7 BBenen denepanbHbIM 3aKk0HOM OT 04.08.2023 N 428-D3)

9. TlpousBoaurtenu ¢dapManeBTHYSCKOW CYOCTaHIIMM CIHUPTa STUIOBOTO (dTaHONA) OOS3aHBI
OCYIIECTBIISITh pean3anuio (mepeaady B YCTaHOBIIEHHOM 3aKOHOJATeIhcTBOM Poccuiickoit denepannn
nopsiike)  (apmaneBTUYECKOH  CyOCTaHIIMM  CIIUPTAa  ATHIOBOTO  (9TaHONA)  MPOU3BOIUTEISM
JIEKapCTBEHHBIX CPEJCTB JUISI MPOMU3BOICTBA JICKAPCTBEHHBIX CPEACTB, POU3BOIUTEISIM (M3TOTOBUTEIISIM)
MEJIUIUHCKUX U3JICIUI ISl POU3BOCTBA U U3TOTOBJICHUS MEAUIIMHCKUX U3JICITUI B eMKOCTSIX 00BEMOM
He Oonee 1 nutpa n (wm) He Menee 1000 aUTPOB, a OpraHM3aNUsAM, YKa3aHHBIM B IyHKTax 3 - 5 u 7
4acTu 8 HACTOSIICH cTaThH, B Tape 00beMOM He OoJiee 1 autpa.

(uactp 9 BBenmena denepanbHbiM 3akoHOM OT 29.07.2017 N 278-D3; B pen. deaepanbHbIX 3aKOHOB OT

27.12.2019 N 481-®3, ot 22.12.2020 N 444-03, ot 04.08.2023 N 428-D3)

10. Peammzanusa (mepemaya B YCTaHOBJICHHOM 3aKOHOJATeNbCTBOM Poccuiickoit ®eneparumn
nopsake) (apmareBTUUECKOW CyOCTaHIIMM CHHpPTa STUIOBOTO (3TaHOJA) OPTaHU3AlMSIM ONTOBOM
TOPTOBIIN JICKAPCTBEHHBIMH CPEJICTBAMH HE JIOITYCKACTCS.

(uacts 10 BBegeHa denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

11. TlepeBo3ku (apMarieBTUIECKONH CyOCTaHIIMU CIIMPTA STHIIOBOTO (3TaHOJA) OCYIIECTBISIFOTCS C
coOioieHeM TpeOOBaHMM, YCTAaHOBJICHHBIX a03alleM 4eTBEpThIM MyHKTa 3 cTtatbu 9 DenepaiabHOro
3akoHa oT 22 Hos0pa 1995 roma N 171-®3 "O rocynapcTBEHHOM peryjivpOBaHUM IPOU3BOJCTBA U
o0opoTa 3TUJIOBOTO CHHMPTA, AJKOTOJBHOM M CHUPTOCOJAEpKalled MNpOAYKIUH M 00 OrpaHUYEeHUH
notpebieHus (pacuTHs) aJIKOTrOJIbHOM MpOoAyKIUU".

(uacts 11 BBegena denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapknpoBKa fekapCTBeHHbIX CpeacTB

1. JlexapcTBeHHBIC TIpemapathl, MPOUICAIINE TOCYJApPCTBEHHYIO PErHCTPAIMI0 B COOTBETCTBUU C
TpeboBaHMAMHU HacTosimero PenepaqbHOrO 3aKOHA, 3a MCKIIOUCHHEM JICKApCTBEHHBIX IIPETaparos,
M3rOTOBIICHHBIX  aNTEYHBIMH  OPraHM3alMsIMH, BETEPUHAPHBIMH  ANTEYHBIMH  OPraHM3aLMSIMHU,
WHINBUIYTBHBIMU TIPS IITPUHUMATEISIME, IMCIOIIUMHU JIMIICH3HUIO Ha (PapMaIieBTHIECKYIO JIeATEITbHOCTD,
JOJDKHBI ITOCTYNATh B 0OpaleHne, eciu:

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) Ha WX TEPBUYHON yIMAaKOBKE (3a HCKIIOYCHUEM IMEPBHYHON YIAKOBKU JICKAPCTBEHHBIX
PaCTHTEIHHBIX MPEMAapaTOB) XOPOIIO YMUTAEMBIM MIPU(TOM Ha PYCCKOM SI3BIKEC YKa3aHbI HAMMCHOBAHUE
JICKQpCTBEHHOTO Tpenaparta (MEXIyHapOJHOE HEMAaTeHTOBAaHHOE, WM TPYNIUPOBOYHOS, WU
XUMHYECKOE, WM TOPrOBOC HAUMEHOBAHKE), HOMEP CEpHUH, JlaTa BBITyCKa (11 HMMYHOOHUOJIOTHYECKUX
JICKApCTBEHHBIX IpENapaToB), CPOK TOJHOCTH, JO3UPOBKA WU KOHIICHTpAlUs, 0OBEM, aKTHBHOCTh B
€IMHULIAX NENCTBUA WIH KOJIMYECTBO 03,

(B pen. ®enepanpabix 3ak0HOB OT 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D3)
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2) Ha UX BTOPHYHOUN (MOTPEOUTENHCKOW) YIMAKOBKE XOPOIIO YUTAEMBIM IIPUPTOM HA PYCCKOM
S3bIKE YKa3aHbl HAMMEHOBAaHHWE JICKAPCTBEHHOTO Mpemnapara (MEeXIyHapOJHOE HEIaTeHTOBAaHHOE, WIIH
TPYNIUPOBOYHOE, WJIM XHMHYECKOE U TOPrOBOE HAUMEHOBAHWS), HAWMMEHOBAHUE IPOU3BOIUTEIS
JICKApCTBEHHOTO Tperapara, HOMep CepuH, AaTa BBIMTYCKa (I IMMYHOOHMOJIOTHYECKUX JICKApCTBEHHBIX
MpermapaToB), HOMEpP PETHUCTPAIMOHHOTO YAOCTOBEPEHUS, CPOK TOMAHOCTH, CIOCOO TpUMEHEHUs,
JO3UPOBKA WIJIM KOHIIEHTpAIus, 00beM, aKTUBHOCTh B EIMHHUIAX JCWCTBUS JTMOO KOJMYECTBO JI03 B
YIaKOBKe, JIEKapCcTBEHHAs (hopMa, YCIOBHSI OTITYCKa, YCIOBUS XPaHEHHUsI, IPeAyIPEIUTEIIbHBIC HATITUCH.
(B pen. @eaepanpHbix 3ak0HOB OT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2. dapmaneBTHUECKUE CYyOCTaHIIMU JOJDKHBI TIOCTYINAaTh B OOpAalleHUE, €CIU Ha WX THEPBUYHOM
YIaKOBKE XOPOIIIO YUTAEMbBIM MIPU(TOM Ha PYCCKOM SI3BIKE YKa3aHbI HANMEHOBAaHUE (hapMarleBTHISCKON
cyOcTaHK (MEXIyHApOJIHOE HEMATEHTOBAHHOE, WIHM TPYNITUPOBOYHOE, WM XMMHUYECKOE M TOPrOBOE
HAaUMEHOBAHMS), HANMEHOBAHHUE MPOU3BOIUTENS (PapMaleBTUICCKOW CyOCTaHIIMM, HOMEp CEpHU U JaTa
W3TOTOBJICHHSI, KOJIMYECTBO B YIAKOBKE M €JIMHUIIBI U3MEPEHUS KOJMYECTBA, CPOK TOAHOCTU U YCIIOBUS
XpaHCHUSI.

(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-03)

3. JlekapcTBEHHBIE CPECTBAa B KAYECTBE CHIBOPOTOK JIOJIKHBI ITOCTYIIATh B 00OpaIleHNUE ¢ yKa3aHUEM
’KMBOTHOT'0, U3 KPOBH, IJIa3Mbl KPOBH, OPIaHOB M TKAHEH KOTOPOI'O OHU MOIYyYEHBI.

4. Ha BTOpHUHYIO (HOTPEOUTEIBCKYIO) YIIAKOBKY JEKAPCTBEHHBIX CPEJCTB, MOJYUYEHHBIX U3 KPOBH,
IUIa3Mbl KPOBH, OpPraHOB M TKaHEH uesoBeKa, JOJKHAa HAHOCUThbCS Haimuch: "AHtutena k. BUY-1,
BU1U-2, x Bupycy renatura C 1 NOBEpXHOCTHBIM aHTUTE€H BUpyca remnaruta B orcytcTByror".

5. Ha  nepBuuyHyl0O  ymakoBKy M BTOpPUYHYIO  (IOTPEOUTENBCKYI0)  YHAKOBKY
paanogdapMalieBTHUECKUX JIEKAPCTBEHHBIX CPEJCTB JIOJKEH HAHOCUTHCS 3HAK PalMalluOHHOMN OMACHOCTH.

6. Ha BTOpHuHYyI0 (OTPEOUTENBCKYIO) YIIAKOBKY TOMEOMATHUYECKHUX JICKAPCTBEHHBIX MpEnapaTroB
IIOJDKHA HAHOCUTHCS HAAMmuCh: "'['oMeonarudeckuii”.

7. Ha BropuuHyr0 (MOTPEeOUTENBCKYI0) YIAKOBKY JIEKAPCTBEHHBIX PACTUTEIBHBIX IMpErnapaTroB
JOJDKHA HAHOCUTHCS HaANUCh: "TIpoayKius npoiia paauaiiMoOHHbIH KOHTPOJE" .

8. Ha mnepBuuHyl0 ymakoBKy (€ciu sl 3TOr0 CYLIECTBYeT TEXHHYECKas BO3MOXHOCTb) M
BTOPUYHYIO (TIOTPEOUTEIBCKYI0) YIAKOBKY JIEKAPCTBEHHBIX IIPETapaToB, IpeIHa3HAUYCHHBIX IS
KJIMHUYECKUX UCCIIEI0BaHUM, 10JIKHA HAHOCUThCS HAANMUCH: "I KIIMHUYECKUX UCCIIeJOBaHuM".

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. VYmnakoBka JI€KapCTBEHHBIX CpPEICTB, IPEIHA3HAYEHHBIX WCKIIOYUTEIBHO U1 JKCIOpPTa,
MapKUpPYeTCsl B COOTBETCTBHHM € TPEOOBaHUSIMU CTPaHbI-UMIIOPTEPA.

10. Ha tpancnopTHyio Tapy, KOTOpas He IpeJHa3HaueHa sl MOoTpeduTened W B KOTOPYIO
MIOMEILIEHO JIEKapCTBEHHOE CPEJICTBO, JODKHA HAHOCUTHCS HH(GOpMalus O HAMMEHOBAaHUHU, CEPHUU
JICKapCTBEHHOT'O CPEJACTBA, JaTe€ BBIIYCKA, KOJUYECTBE BTOPUYHBIX (MOTPEOMTEIBCKMX) YHAKOBOK
JIEKapCTBEHHOTO CPEJCTBA, MPOU3BOAUTENE JICKAPCTBEHHOIO CPEJACTBA C YKAa3aHWEM HAUMEHOBAHUS U
MECTOHAXO0KACHUS IPOU3BOUTES JIEKAPCTBEHHOI'O CPEZCTBA (aJipec, B TOM UUCIIe CTpaHa U (M) MECTO
IIPOM3BOJICTBA JIEKAPCTBEHHOI'O CPE/CTBA), a TAKKE O CPOKE T'OAHOCTH JICKAPCTBEHHOI'O CPEICTBA M 00
YCIIOBUSX €r0 XpaHEHUs U MEPEeBO3KU, HEOOXOAUMBIE MpelyNpeIuTeNIbHbIe HAANUCH U MaHUITYJIATOPHBIE
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3HaKH.

11. Ha nepBuuHyr0 ymnakoBKy M BTOPUYHYIO (TIOTPEOUTENHCKYIO) YMAKOBKY JIEKaPCTBEHHBIX
CpCACTB [JI1 BCTCPUHAPHOI'O IMPUMCHCHUA HOOJDKHA HAHOCHUTHLCA HAAIUCH!: "I[JISI BCTCPUHAPHOI'O
MPUMEHEHHUS "

12. Ha BropuuHylo (MOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHOIO IIpernapara HaHOCHTCS
ITPUXOBOM KOJI.

Mmasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYHO ®EQEPALIUIO U BbIBO3 NEKAPCTBEHHbLIX CPEACTB
N3 POCCUNCKON ®EOEPALUNA
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbsa 47. Nopsaaok BBO3a NeKapCcTBeHHbIX cpeactB B Poccumnckyro Penepauumio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB U3 Poccunckon ®epgepauum
(B pen. ®enepanpHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHBIX cpencTtB B Poccuiickyro Denepainio OCYLIECTBISETCS B MOPSIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickoit deaepanuu, B COOTBETCTBUM C AKTAMH, COCTABIISIOIINMUA
npaBo Coro3a, u (11n) 3akoHoaTeIbcTBOM Poccuiickoit denepaiyiv 0 TaAMOKEHHOM PETyITUPOBaHUU.

(B pen. denepanbubix 3ak0HOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

[Ipumeuanue.

Jo 31.12.2025 poccuilckuM MPOU3BOAMTENSAM Pa3pelIeHO B YBEIOMHUTEIBHOM IOPSIIKE BBO3UTH HE
BHECEHHBIE B peecTp (¢apmaleBTUUECKue CyOCTaHIIMM [JIs BETEPUHAPHOTO MNPUMEHEHHUS IUIs
MIPOM3BOJICTBA 3aPETUCTPUPOBAHHBIX JiekapcTBeHHBIX cpeAcTB (IlocranoBnenue IlpaButenscrBa PO
ot 12.03.2022 N 353).

2. BBosumbie B Poccuiickyro denepannio JeKapcTBEHHbBIE CPEACTBA JOJDKHBI COAEPKATHCS B
rOCy/JapCTBEHHOM PpEECTpE JIEKapCTBEHHBIX CPEIACTB, WIM €OUHOM pEecTpe 3apernCTpUpPOBaHHBIX
JIEKAPCTBEHHBIX  CpeACTB  EBpa3suiiCKOro  S5KOHOMHMYECKOTO  COK3a, WIH €IHMHOM  peecTpe
3apErMCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpenapaToB EBpa3suiickoro 3KOHOMUYECKOTO
COI03a.

(B pen. ®enepanbHbix 3akoHOB OT 06.12.2011 N 409-@3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N
1-03)

3. Jomyckaercs BB03 B Poccuiickyro ®Denepaiinio KOHKPETHON MapTHH 3apErHCTPUPOBAHHBIX U
(uM)  HE3apETHCTPUPOBAHHBIX  JIGKAPCTBEHHBIX CPEICTB, NPEAHA3HAYCHHBIX UISI  Pa3pabOTKH
JIEKapCTBEHHBIX CPEJICTB, MPOBEJICHUS HAYYHBIX W HMHBIX HCCIIEJOBAHM, MPOBEACHUS KIMHHUUECKHX
I/ICCJ'IGI[OBaHI/Iﬁ JICKApCTBCHHBIX MNpCrapaToB, MNPOBCACHUA OKCICPTU3BI JICKAPCTBCHHBIX CPEACTB JId
OCYIIECTBIICHUS TOCYAAPCTBEHHON PErucTpalliil WIH PErUCTPAIlUH JEKAPCTBEHHBIX MPEnapaToB Ui s
OKa3aHUuA MGI[I/IHI/IHCKOﬁ MMOMOIIHN IO XKU3HCHHBIM ITOKA3aHUAM KOHKPCTHOI'O IMAallMCHTA Ha OCHOBAHWH
paspellieHus, BbIIAHHOTO YIOJHOMOYEHHBIM (eaepaabHbIM OPraHOM HCIIOJHUTEIBHON BJIACTH IO
3asABJICHUSIM JIUII, YKa3aHHBIX B cTathe 48 Hacrosimiero deaepanbHOro 3akoHa. PaccMoTpeHue Takoro
3asBJICHHS W TPHUHITHE PEIIeHHUs O BbIJAYe pa3pelieHds Ha BBO3 KOHKPETHOW MmapTUH
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3apErMCTPUPOBAHHBIX U (WJIN) HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, IPEIHA3HAYEHHBIX IS
pa3paboTKK JIEKAPCTBEHHBIX CPEACTB, MPOBEACHMS HAYYHBIX M HWHBIX HCCIEIOBaHUM, MPOBEICHUS
KIIMHUYECKUX MCCIEA0BAaHUN JIEKAPCTBEHHBIX IIPENApaTOB, MPOBEACHUS JKCIEPTU3bI JIEKAPCTBEHHBIX
CPEACTB il OCYLIECTBIECHHUS TOCYJAapCTBEHHOM pETUCTpalUy WIM PETUCTPALMU  JIEKAPCTBEHHBIX
[IPEMNapaToB WM JUIsl OKa3aHWs MEIUIIMHCKOM ITOMOLIM M0 JKU3HEHHBIM II0Ka3aHHUSM KOHKDPETHOTO
nanueHTa 0o 06 oTKa3e B Bblaue YKa3aHHOTO pa3pelIeHHs IPOU3BOSATCS B CPOK, HE MPEBBILIAIOIIHIMA

nsaTH pabounx aHe. [lnaTa 3a BbIauy yKa3aHHOTO pa3pelIeHus] He B3UMAaeTCsl.
(B pen. ®enepanbHbix 3ak0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3.1. Yrparun cuny c¢ | suBaps 2024 roga. - @enepanbHsblii 3akoH ot 27.12.2019 N 475-D3.

3.2. lo 31 nexaGpst 2025 ronma nomyckaroTcs BBO3 Ha Teppuroputo Poccuiickoit denepanuu u
oOpamenue B Poccuiickoit denmepannu ¢ yd4eToM OCOOEHHOCTEH, yCTaHOBJICHHBIX [IpaBUTETHCTBOM
Poccuiickoit ®enepanuu, 3aperuCTpUPOBAHHBIX JIEKAPCTBEHHBIX IMPENapaToB sl MEIUIIMHCKOTO
NPUMEHEHHS B YIAKOBKaX, MPEJAHA3HAYCHHBIX JUIs 0OpalleHus B MHOCTPaHHbBIX TOCYAApCTBAX, B Cllydae
neeKTypbl JIEKapCTBEHHBIX IpENapaToB WIM pPHUCKAa €€ BO3HUKHOBEHHUS B CBSA3M C BBEJICHUEM B
oTHowmeHnn Poccuiickoin Peaepanuy OrpaHUYUTENBHBIX MEP SKOHOMHMUYECKOTO XapakTepa MpU YCIOBUH
COOTBETCTBUSI BBO3MMBIX JIEKAPCTBEHHBIX IIPENapaToB TpeOOBAHMUSM, YCTAHOBIEHHBIM IIPH UX
perucTpanyy, 3a MCKIYEHHEM TpeOOBaHUM K MEpBUYHON YyMaKOBKE, BTOPUYHOM (IIOTPEOUTENHCKOM)
YVIaKOBKe, a TaKKe IPH HaJMYUM HAa BTOPUYHOHN (ITOTPEOUTENBCKOW) YIAaKOBKE JIEKapCTBEHHBIX
IPEenapaToB, HaXOAALIMXCS B OOpaIlleHHWH, CaMOKJIEAIIEHCS STUKETKH, cojepxkaliedl nHpopMmaiuo o
JIEKapCTBEHHOM IIperapaTe Ha PyCCKOM SI3bIKE.

(uactp 3.2 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2022 N 64-D3; B pen. denepanbHbIX 3aKOHOB OT
19.12.2022 N 519-@3, ot 26.12.2024 N 494-03)

3.3. Hdomyckatotcs BBo3 B Poccuiickyto @eneparnuio u obpamienue B Poccuiickoit @enepanuu ¢
y4eTOM 0COOEHHOCTEH, YCTaHOBJICHHBIX IIpaBuTENBECTBOM Poccniickoit denepanuy,
3apETUCTPUPOBAHHBIX ~ OPUTMHAJIBHBIX  Op(AHHBIX  JIGKAPCTBEHHBIX  MpemapatoB M (WiIM)
BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX INPENapaToB JUIsi MEAMIMHCKOIO IPUMEHEHHS] B TEUYEHHE
IBEHAALATH MECALEB IIOCiIe JaThl HX perucrpauuu B Poccuiickoii denepanunn B yIakoOBKax,
NpeJHa3HAuYeHHBIX JJIs OOpamieHHs B HMHOCTPAHHBIX TOCYAapCTBaX, NPU YCIOBHH COOTBETCTBUS
BBO3UMBIX JIEKAPCTBEHHBIX MPENapaToB sl MEAULUHCKOTO IPUMEHEHHs TpeOOBaHUSIM, YCTaHOBICHHBIM
IpU UX perucTpanuy, 3a HCKIIOYEHHEM TpeOOBaHUM K TEpBUYHOM YHNAKOBKE, BTOPUYHOU
(moTpeOuTENbCKOM) yHMakoBKEe, M TPH HAIWYUM HA BTOPUYHON (TOTPeOUTENHCKOM) YIMAKOBKE
JIEKapCTBEHHBIX IMPENapaToB s MEAULUHCKOTO TPUMEHEHMs, HaxXoAsIuXcsi B oOpallleHuw,
caMOKJIesIIeiicsl 3TUKETKH, coJepxkKalel HHPOpPMaIUIo 0 JIEKApCTBEHHOM Ipenaparte JUisi MeIULIMHCKOT O
IIPUMEHEHHS Ha PYCCKOM sI3bIKE. B OTHOILIEHMU JAHHBIX JIEKAPCTBEHHBIX MPENapaToB HE MPUMEHSIOTCS
MOJIOXKEHUS yacTu 7 ctatbu 9 u vacte 1 u 2 crateu 52.1 Hactosmero denepanbHOro 3akoHa.

(uactp 3.3 BBeeHa @enepanbHbIM 3akoHOM OT 30.01.2024 N 1-D3)

4. B Poccuiickyro Denepannio MOXXHO BBO3HTH JICKAPCTBEHHBIC CPEJICTBA, KAYECTBO KOTOPBIX
MOATBEPKICHO  CEpTU(PUKATOM  TPOM3BOJMUTENS  JICKAPCTBEHHBIX  CPEICTB,  YIOCTOBEPSIONINM
COOTBETCTBUE BBO3HMBIX JICKAPCTBCHHBIX CPEJICTB TPEOOBAHUSIM, YCTAHOBICHHBIM TPU MX PETHCTPALUU
WJIH TIPOBEICHUH TIPOIICAYP, CBI3AHHBIX C PETUCTpALICH.

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

5. 3anpemaercs BBo3 B Poccuiickyro deneparmro GpanbCuPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
HeTI0OPOKauYeCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPA()aKTHBIX JIEKAPCTBEHHBIX CPEACTB.
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(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. danbcuduuupoBaHHbIE JIEKAPCTBEHHbBIE CPEJCTBA, HEIOOPOKAYECTBEHHBIE JIEKAPCTBEHHBIE
CpEICTBa MOJIEKAT U3BATUIO U TIOCIEAYIOIEMY YHUUTOKCHHUIO WU BBIBO3Y U3 Poccuiickon denepauuu,
KOHTpa(aKTHbIC JIEKAPCTBEHHBIE CPEICTBA - U3BATHIO U MOCIEAYIOIIEMY YHUUTOKEHUIO. Y HUUTOXKEHUE
w1 BbIBO3 U3 Poccuiickoit ®enepanun  GanbCUPUIMPOBAHHBIX  JIGKAPCTBEHHBIX  CPEJCTB,
HEI00pOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEACTB, KOHTpa(akTHBIX  JICKAPCTBEHHBIX  CPENCTB
OCYILIECTBISICTCA 3a CYeT JIMLA, OCYILIECTBHUBIIETO MX BBO3. IIOpsAIOK YHHUYTOXKEHHS W3BATHIX
(banbCcuUIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB, HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JEKapCTBEHHBIX CpeACTB ycraHaBnuBaeTcs [IpaBurensctBom Poccuiickoit denepannu.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluma, ocymectBustonie BBo3 B Poccmiickyro ®@epepanuio  panbcupuupoBaHHBIX
JIEKApCTBEHHBIX  CPEACTB, HEAOOPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTpadaKTHBIX
JIEKAPCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBMHU C 3aKOHOAATENbCTBOM Poccuiickoit
denepanyu.

(B pen. ®enepanbHbix 3aK0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

8. BrIB03 NlekapcTBEHHBIX cpeacTB u3 Poccuiickoit depepanuy OCymIeCTBISETCS B COOTBETCTBHHU C
aKkTamM, cocraBsomumMu npaBo Coro3a, W (wim) 3akoHozaarenbcTBoM Poccuiickoit denepanuu o
rOCyJapCTBEHHOM PETyJIMPOBAHNUN BHEIIHETOPTrOBOM JESTEIBHOCTH.

(uacts 8 B pen. ®enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

9. BBox B rpakIaHCKuii 00OpOT JIEKAPCTBEHHBIX MPENapaTroB I MEIUIIMHCKOTO MPUMEHEHUS,
BBe3eHHBIX B Poccuiickyro ®deneparuio, OCymEeCTBISIETCS ¢ COOM0IeHuEM TpeOOBaHUM, YCTAHOBICHHBIX
crateeit 52.1 Hactosmero denepaabHOro 3aKOHA.

(uactp 9 BBenena denepanbHbIM 3aKOHOM OT 28.11.2018 N 449-D3)

[Ipumeuanue.

Y. 10 ct. 47 He pacnpocTpaHseTcsl Ha CEpUU JICKApCTB Il BETEPUHAPHOTO IPUMEHEHUSI, BBEJICHHBIC B
rpaxmaanckuii o6opor g0 01.09.2023, xoTopble MOMISKAT MPUMEHEHHUIO 0 MCTCYCHHUS CpPOKa X
rogHoctd (D3 ot 02.07.2021 N 317-D3).

10. BBog B rpakJaHCKHil 000pPOT JEKAPCTBEHHBIX IMPENapaToB isi BETEPUHAPHOTO MPUMEHEHHUS,
BBE3CHHBIX (mepeMenieHHbix) B Poccuiickyto ®enepanuio, OCyIIECTBISETCS C COOMIOACHHEM
TpeOOBaHUH, YCTAaHOBIICHHBIX CTaThel 52.2 HacTosmiero denepaabHOro 3aKOHA.

(uacts 10 BBegena denepanbabiM 3akoHOM OT 02.07.2021 N 317-D3)

CraTtbsa 48. lOpugnyeckume nuua, KOTOpbIM paspelleH BBO3 NleKapCTBEHHbIX CPeAcTB
B Poccuickyro ®epepauuio
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

JlekapcTBeHHBIE cpesicTBa B Poccuiickyro @eneparifio MOTyT BBO3UTS:
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1 ) NPOU3BOAUTCIIN  JICKAPCTBCHHBIX  CPCACTB  JIA nenemn COOCTBEHHOTO IIpOU3BOACTBA
JICKApCTBCHHBIX CPCIACTB;
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2) WHOCTpaHHBIE Pa3paOOTUYMKKU JIEKAPCTBEHHBIX CPEJACTB M WHOCTPAHHBIC MPOU3BOIUTEIH
JIEKApCTBEHHBIX CPEACTB WJIH APYTHE IOPUINICCKUE JIUIIA 110 MOPYUYSHUIO pa3paboTYMKa JIeKapCTBEHHOTO
CpeicTBa sl Pa3pabOTKH JIEKAPCTBEHHBIX CPEICTB, MPOBEICHHUS HAYYHBIX M WHBIX HCCIICIOBaHUM,
MIPOBEACHUS KITHHAYECKHX HCCIICIOBAHUH JIEKapCTBEHHOTO npenapara, OCYIIECTBIICHUS
FOCYJapCTBEHHOM  pPErucTpallii WM  PETUCTpallMU  JIEKapCTBEHHOTO  Mpernapara, BKIIOUYEHUS
(dhapMmaneBTHUECKOM CyOCTaHIIMM B TOCYJIApCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEACTB, KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEACTB MPHU HATUYHH PA3pEIICHUs] YIIOJHOMOUYEHHOTO (heeparbHOro opraHa
WCTIOTHUTEJIbHON BJIACTH HA BBO3 KOHKPETHOM MapTHUHU JIEKAPCTBEHHBIX CPEJICTB;

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-O3)

3) opranu3anuy ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMU CPEJCTBAMM;

4) Hay4yHBIC OpPTaHU3aIMK, 00Pa30BATEIbHBIC OPTaHU3AIMU BBICIIIETO 00pa30BaHUs, TIPOU3BOTUTEIIH
JICKapCTBCHHBIX CPEJCTB JUIS PpPa3pa0dOTKH, HWCCICAOBAaHUN, KOHTPOJII O€30MacHOCTH, KadecTna,
3P HEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB MPHU HATMYUK PA3pPCIICHHS YIOJIHOMOYCHHOTO (elnepaabHOro
OpraHa UCIOJIHUTEIbHOMN BJIACTH;

(B pen. ®enepanbHbix 3ak0HOB OT 02.07.2013 N 185-D3, ot 30.01.2024 N 1-D3)

5) MEIMIMHCKUE OpraHu3alluy, UHbIE YKa3aHHbIE B MyHKTaX | - 4 HacTOsIIEN cTaTby OpraHu3aluu
IUIS OKa3aHWsI MEIULMHCKON TIOMOIIM I10 )KMU3HEHHBIM [TOKA3aHUAM KOHKPETHOI'O MAalMEeHTa IPU HATMYUH
pas3pelieHrst yIoJIHOMOYEHHOTO (hefepalbHOTO OpraHa MCIIOJHUTENFHONW BIACTH HAa BBO3 KOHKPETHOU
NapTUM JIEKAPCTBEHHOI0 IpenapaTa, BBIJAHHOTO B YCTaHOBJIEHHOM MOpsJKe B (opMe 3JIEKTPOHHOTO
JOKYMEHTA, TIOANMCAaHHOTO YCHIICHHON KBATU(UITUPOBAHHOM JIEKTPOHHON TOIHCHIO;
(B pen. ®enepanpHoro 3akona ot 12.03.2014 N 33-D3)

6) yrpatun cuiy ¢ 1 ssaBaps 2024 rona. - ®enepanbHbiii 3akoH ot 27.12.2019 N 475-03.

7) IPOU3BOAMTETH MEAUIIMHCKUX U3CIUI IS 1IeJIeH TIPOU3BOICTBA MEIUITUHCKUX U3ICITHIA.
(n. 7 BBenen denepanbabiM 3aKk0HOM OT 30.01.2024 N 1-D3)

Cratba 49. [1oKyMeHTbl, nNpeAcTaBnsieMble B TaMOXeHHble opraHbl Poccunckoun
denepaumm nNpm BBO3e NeKapCcTBeHHbIX cpeacTB B Poccumckyro ®eagepaumio
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. IIpu BBO3e nekapcTBeHHbIX cpeAcTB B Poccuiickyro ®denepanuio B TaMOKEHHBIE OpraHbl
Poccuiickoit denepanuu Hapsgay ¢ JAOKyMEHTaMHM, MPEACTaBICHUE KOTOPHIX MPEAYCMOTPEHO aKTaMH,
coctaBisitonuMu ipaBo Coro3a, U (Win) 3akoHoAaTeNbcTBOM Poccuiickoit denepanuii 0 TaMOKEHHOM
peryJIupoBaHUHU, MPEACTABISIOTCS CIEAYIONINE JOKYMEHTHI B 3JIEKTPOHHOM (opme:

(B pen. ®enepanbHbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

1) ceptudukaT TPOM3BOAWTENS JIEKAPCTBEHHOTO CPEJCTBA Ui BETCPHHAPHOTO TPHMEHEHUS,
YIOCTOBEPSIONINI COOTBETCTBHE BBOUMOTO JIEKAPCTBEHHOT'O CPEJCTBA ISl BETEPHHAPHOTO IPUMEHEHUS
TpeOoBaHMAM (papMaKOIEeHHOH cTaTbu MO0 B Cllydae €e OTCYTCTBHSI HOPMAaTHBHOTO JIOKYMEHTA;

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2) paspeleHue YHNOJHOMOYEHHOIo (enepanbHOro OpraHa MHCHOJHHUTENbHOM BJIacTH Ha BBO3
KOHKpPETHOW MapTHM JIEKAPCTBEHHOTO CpEACTBa B CIIydasX, yYCTaHOBJEHHBIX YacTblo 3 cTarbu 47
Hacrosuero PeaepaabHOro 3aK0Ha.
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2. JIOKyMEHTBI, yKa3aHHble B IyHKTax | M 2 yactu 1 HacTosmiedl craThu, NMPEACTaBISAIOTCA B
TaMOXXeHHbIE opraHbl Poccuiickoit Deaepanuu npu NpHOBITHN JEKapCTBEHHBIX CpelcTB B Poccuiickyro
denepauuro.

(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 50. BB0O3 nekapcTBeHHbIX npenapatoB B Poccumnckywo ®Pepepauuro ans
JINYHOIrO UCMOSIb30BaHUA U UHbIX HEKOMMEPYECKUX Liefnien, a Takke Ansi UCNoNb30BaHUA
Ha TeppUTOPUN MeXAYHapPOAHOro MeAULIMHCKOro Krnacrtepa
(B pen. ®eaepanbHbix 3aK0HOB OT 06.12.2011 N 409-D3, o1 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIE mpemapatbl MOTYT ObITh BBe3eHBbl B Poccuiickyro denepanuio 06e3 ydera
TpeOOBaHUH, IPEyCMOTPEHHBIX YacTsMu | - 4 crateu 47, ctathsimu 48 u 49 HacTosmiero denepabHOTO
3aKOHa, €CIIM OHU TMpeIHA3HAYCHBI JIS:

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) nuyHOrO MCHOIB30BaHUS (PU3MUYECKUMH JullamMu, TpuOsBImIMMU B Poccuiickyro denepanuio.
IIpu »sTom BBO3 B Poccuiickyto @eaepanuio JIEKAPCTBEHHBIX  IPEMAPATOB,  COJACPHKAIIUX
CWIBHOACHUCTBYIOIIME U (WJIM) SIOBUTHIE BEIIECTBA, BKIIOUYEHHBIE COOTBETCTBEHHO B CIIMCOK
CHWJIBHOJECHUCTBYIOIIMX BEIIECTB IS LIEJIEW YrOJIOBHOTO 3aKOHonarenscTBa Poccuiickon @enepannu U B
CIIMCOK SIIOBUTBIX BEILECTB JJIA II€JIe YroJIOBHOTO 3aKoHojaTenbcTBa Poccuiickoit ®epepaunu,
yrBepxkacHHbIe [IpaBurenscTBoM Poccuiickon ®@enepannn, OCymEeCTBIAETCS IPU HAINYUU JOKYMEHTOB
(3aBEepeHHBIX KOMUN JOKYMEHTOB WJIHM 3aBEPEHHBIX BBIMHCOK M3 HHUX), TMOATBEPKIAIONINX HAa3HAYCHHE
¢u3n4YecKOMy JIHMIy YKa3aHHBIX JIEKAPCTBEHHBIX TMPETapaToB (3a WCKIIOYCHHEM JIEKapCTBEHHBIX
MpemapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit ®exeparun 1100 3aperuCTpUPOBAHHBIX B
COOTBETCTBHUH C aKTaMH, cocTaBistomuMu paBo Coro3a, u oTmyckaeMbix B Poccuiickoit @enepanmn 6€3
perienta Ha JeKapcTBeHHbIH mpemnapar). [loaTBepxkmarome TOKyMEHTHl (MX 3aBEPEHHBIE KOMUU WU
3aBEpEHHBbIE BBIMUCKM U3 HHUX) JODKHBI COJAEPKATh CBEACHHWS O HAMMEHOBAaHUU U KOJUYECTBE
HA3HAYEHHOTO JIEKapCTBEHHOTO TMpemapara. B ciydae, eciv TOATBEpKIAIOUINE TOKYMEHTHI (KX
3aBEpEHHbIE KOMHMM WJIM 3aBEPEHHBIC BBIMMCKU W3 HUX) COCTABJIEHbl HA MHOCTPAHHOM SI3bIKE, K HHUM
MpUJIaraeTcs HOTapuaJlbHO 3aBEPEHHBIN MEPEBO] HA PYCCKUM SI3bIK;
(B pen. @enepanbHbix 3ak0HOB 0T 02.06.2016 N 163-D3, or 30.01.2024 N 1-D3)

2) UCHONb30BaHUS PpaOOTHUKAMM  AUIUIOMATHMYECKOTO KOpIyca WIH  MPEICTaBUTEISIMH
MEXIYHAPOIHBIX OpraHu3alnii, akKpeIuToBaHHbIX B Poccuiickoit deneparnuu;

3) 5edeHHs NACCAKUPOB M WIEHOB SKMUIIAXKEW TPAaHCHOPTHBIX CPEICTB, IMOE3IHBIX Opuraa u
BOAMTENIEH TPAHCIIOPTHBIX CPEACTB, MPpUOBIBIINX B Poccuiickyto denepanuio;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) nedeHus y4aCTHUKOB MEXIyHAPOIHBIX KyJIbTYPHBIX, CIOPTUBHBIX MEPONPUITUNA U YYACTHUKOB
MEXIYHapOIHbIX dKCIIEIULIU;

5) 7nedeHHs KOHKPETHBIX JKMBOTHBIX B 300IapKaxX, 300CaJax, LUpKaX, OKeaHapuyMax,
nenb(UHApUSAX, JIEYEHUS AMKUX >KUBOTHBIX, IOCTOSHHO WJIM BPEMEHHO HACEINSIOUIMX TEPPUTOPHIO
Poccuiickoit ®denepanny, HaXOASIIUMXCS B COCTOSIHUM €CTECTBEHHOW CBOOOJBI M MPHUHAIEKALNINX K
BUaM, 3aHeceHHbIM B KpacHyto kuury Poccuiickoit @enepaumu M (MiaM) KpacHble KHUTH CYyOBEKTOB
Poccniickoit denepannn, a Takke >KMBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuro ais y4acTus B
CIIOPTUBHBIX U 3PEIUIIHBIX MEPOIPUITHSIX;
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(B pen. @enepanbbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCTIOIB30BaHNS Ha TEPPUTOPUH MEKIYHAPOIHOTO MEIUIIMHCKOTO KIIacTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM 0T 29.06.2015 N 160-D3)

2. B ciyyasix, mpeAyCMOTPEHHBIX 4acThl0 1 HAcTOAIIEH CTaThH, OMyCKaeTcsa BBO3 B Poccuiickyro
deneparuio JIEKapCTBEHHBIX MPENapaToB, HE 3aperUCTPUPOBaHHBIX B Poccuiickoit denepanyu 1m1bo He
3apErUCTPUPOBAHHBIX B COOTBETCTBUM C aKTaMH, COCTaBJIAIONIMMHU ITpaBo Coro3a.

(B pen. @enepanbHbix 3ak0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3. JlekapcTBEeHHBIE TpenapaThl, MpeAHa3HAYEHHbIC I TyMaHUTaApHOU MOMOIIH (COACHCTBUSA) WU
MOMOIIM TIPU Ype3BbIUYAWHBIX CHUTyalMsX, BBO3sITcs B Poccuiickyro ®exepanuio B MOpPSAKE,
yctanoBieHHOM IIpaButensctBoM Poccuiickoit ®enepamnuu. 3ampemniaetcss BBo3 B Poccuiickyio
Qdenepaliio  HE3apETHCTPUPOBAHHBIX  JICKAPCTBEHHBIX  MpENaparoB, MpeIHa3HAYEHHBIX  JJIA
TYMaHUTApHON MOMOIIHN (COACHCTBUS) WIIM TIOMOIIH TPU YPE3BBIYANHBIX CUTYAIHSX.

(B pen. ®enepanpHoro 3akona ot 06.12.2011 N 409-03)

Cratba 51. CoTpyaHuuyecTBO dheaepanbLHOro opraHa MUCMNOJSIHUTENIbHOW BRNacTH,
ocylwecTBnsAOwWero oyHKUUM No KOHTPOSKO U HaA30py B 06fiacTtv TaMOXEeHHOro aena, u
APYrMX ynoriHOMOYeHHbIX (heaepanbHbIX OPraHOB UCMNOSTHUTENIbHOW BNacTu
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1. VYnonHoMoueHHble (enepaabHble OpraHbl HCIOJHUTEIBHON BIACTH IPEAOCTaBISIIOT B
pacniopsbkeHue (eaepaJbHOrO0 OpraHa MCIOJHUTENBHOW BJIACTH, OCYLIECTBISIOIIErO (YHKIHMU IO
KOHTPOJIIO ¥ Ha/130py B 00JIaCTH TaMOKEHHOTO JI€Ja, TOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB,
a Taxke MH(GOPMALIMIO O BBIIAHHBIX Pa3pelleHUsIX Ha BBO3 KOHKPETHOM MapTUH JIEKApPCTBEHHBIX CPENICTB
B CJIy4asiX, yCTaHOBJIEHHBIX 4acTbhio 3 cTaThu 47 HacTosero denepajbHOTO 3aKOHa.

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

2. ®enepanbHBI OpraH HCIIOJHUTEIFHOW BIACTH, OCYHIECTBISIONMNA (DYHKIUH 11O KOHTPOIIO H
Ha/J30py B 00JacTH TaMOXXEHHOIO Jeia, MH(GOpPMUpYyeT yKa3aHHble B 4acTW 1 HacTosled cTaTbu
YIOJHOMOYEHHbIE (e/iepalIbHble OpraHbl MCIOJHUTENBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepaiinio 1 BbIBO3€ JIEKAPCTBEHHBIX cpeAcTB u3 Poccuiickoit denepannu o ¢popme U B
opsiiKe, KOTophle ycraHoBieHsl [IpaBurensctBoM Poccniickoit denepanun.

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

Nasa 10. PAPMALEBTUYECKAA OEATENIbHOCTb
Cratbsa 52. OcyuwecTBneHme chapmMaueBTUHECKON AEATEeNIbHOCTU

1. CDapMaLIeBTI/ILICCKaH ACATCIBHOCTD OCYIICCTBIIICTCA OpPraHu3alusaIMU OINTOBOM TOProBJIN
JICKApCTBCHHBIMU CpcacTBaMu, aIlITCYHBIMH OopraHu3alnusaMu, BCTCPUHAPHBIMU alITCYHbIMHU
OopraHnu3anusimu, HHAWBUYaJIbHBIMU npeaAlIpUHUMATCIISAMU, HUMCIOIIIUMHA JIMIICH3HUIO Ha
q)apMaueBTquCKon ACATCIIBHOCTb, MCOAWUIUWHCKHMMU OpraHu3alusaMi, HWMCIONIMMH JIMICH3UIO Ha
(l)apMaI_ICBTI/IquKy'I-O ACATCIIBHOCTh, U HX 000CO0IEHHBIMU noApa3aciiCHUsIMHA, PpPaACIIOJIOKCHHBIMAU B
CCJIbCKUX HACCJICHHBIX ITYHKTAX, B KOTOPBIX OTCYTCTBYIOT AIITCUHBLIC OpraHU3allud, U BCTCPUHAPHBIMU
opraHu3atusiMu, UMCHOIMHUMHU JIMICH3UIO HA (I)apMaI_[eBTI/ILICCKYIO ACATCIIbHOCTBD.
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(B pen. @enepanbbix 3akoHOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

[Ipumeuanue.

Y. 2 ct. 52 (B pen. @3 ot 28.04.2023 N 149-D3) B yacTu aKKpeIUTALMU CIIEHUATMUCTOB C BBICIINM HIIN
CpPEIHUM BETEPUHAPHBIM O00pa30BaHUEM, OCYUIECTBIAIOMKX (hapManeBTUUECKYIO AESITENbHOCTb,
npumensiercs ¢ 01.03.2026. Ceptudukarsl Takum JmiaM BeiaaroTes mo 28.02.2026 u neicTBYIOT He
6ozee 5 ner.

2. Ou3MyYecKue JIMIAa MOTYT OCYLIECTBIATh (PApMalleBTUUYECKYIO ICATEIbHOCTh IMPH HATHYHH
BBICIIIETO WKW CpeaHero ¢apmareBTHYeCcKoro oOpa3oBaHMs W cepTu(dUKaTa CIenHaInucTa Jnuoo
NPOIIEHHON AaKKPEeIUTALWU CIEIHATNCTa, BBICIIEI0 WM CPEJHEro BETEpUHAPHOIO OOpa3oBaHHS U
cepTu(uKaTa CHENUAINCTA JNOO0 TPOWICHHON aKKPEIWTAIMH CIELHHANNCTa, a TaKKe BBICIICTO WU
CPeIHEro MEIUIIMHCKOTO 00pa30BaHUs, CepTHU(HKATa CIEHUATUCTa JIMOO MPONACHHOW aKKpeIUTaluu
CTIEIMATIICTa U JOTOJHUTEIBHOTO Npo(ecCHOHaIbHOT0 00pa3oBaHMS B YAaCTH PO3HUYHOM TOPTOBIH
JICKapCTBEHHBIMHM TIpenapaTamMu Il MEAWIUHCKOIO TPHUMEHEHUs NpU YCIOBHM HX paboThl B
000COOICHHBIX MOPA3ICICHNAX METUIIMHCKIX OPraHN3aliii, yKa3aHHBIX B YaCTH | HACTOSIIEH CTAaThH.
(dacts 2 B pen. @enepanbHoro 3akoHa oT 28.04.2023 N 149-D3)

[Ipumeuanue.

JlexapcTBeHHBIE MpenapaThl 1 MEAUIIMHCKOTO TPUMEHEHUSI, BBEJACHHBIE B TPAXKITAHCKUI 000POT 110
29.11.2019, nmopnexaT XpaHEHHIO, MEPEBO3KE, OTMYCKY, peajau3aluu, Nepenade, MPUMEHECHHUIO 10
ucreyeHus cpoka ux rogHoctu (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT neKapCTBEeHHbIX CpeacTB Ans
MeAULIMHCKOro NpMMeHeHus
(B pen. DenepanbrHoro 3akoHa ot 30.01.2024 N 1-D3)

(BBeneHna deaepanbHbIM 3aKk0HOM OT 28.11.2018 N 449-D3)

1. Tlepen BBOIOM B IpakIaHCKUK 000POT KaKIOW CEPUU WM KaXKIOW MapTUU MPOU3BEICHHOTO B
Poccuiickoit @enepannu JIEKapCTBEHHOIO IIpenapara Al MEAULIUHCKOIO IIPUMEHEHUS, 3a UCKIIIOYEHUEM
MMMYHOOHOJIOTHUECKUX  JICKAPCTBEHHBIX IpENapaTroB, MPOU3BOJUTENb TAKOIO JIEKApCTBEHHOI'O
mpernapara IpeJICTaBlIseT B AIIEKTPOHHOH (opme B (elnepanbHbIl OpraH HCIOJHUTEIBHON BIIACTH,
OCYIIECTBIIIONMNA (QYHKIMM 1O KOHTPOJIK U Haa3opy B cdepe 3ApaBOOXPAHEHUS, IOKYMEHT
IIPOU3BOJUTENIS JIEKAPCTBEHHOI'O CPEACTBA, MOATBEP)KIAIOIIMI KauyeCTBO JIEKAPCTBEHHOI'O IIpenapara, u
IIOATBEP)KICHUE YIIOJIHOMOYEHHOIO JIMIAa IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBHS
JIEKapCTBEHHOTO Mpernapara TpeOOBaHUAM, YCTAaHOBICHHBIM IIPH €r0 PEerUCTPaLlUH.

(B pen. Denepanbroro 3akoHa ot 30.01.2024 N 1-D3)

1.1. Ilepen BBOIOM B Ipa’kAaHCKUNA O0OPOT KaXKAOH CEpUM MM KaXKIOH MapTUU MPOU3BEICHHON B
Poccuiickoit ®eneparuu  dapmaineBTUUECKOW CyOCTaHIIMH TPOU3BOJUTENIb TAKOTO JIEKAPCTBEHHOTO
CpeACTBa TMpPEJCTAaBIISET B JJICKTPOHHOW Qopme B ¢eaepalbHbIi OpraH HCIOJHUTEIBHOM BIACTH,
OCYIIECTBIIIONMNA (QYHKIMM IO KOHTPOJIK UM Haa30py B cdepe 3ApaBOOXPAHEHUS, IOKYMEHT
NPOM3BOJUTENS  JIGKAPCTBEHHOT'O  CPEACTBA, IOATBEPXKAAIOMIMI  KayecTBO  (papMalleBTUYECKOM
CyOCTaHIIMM, U JOKYMEHT, MOATBEPKAAIOIINNA COOTBETCTBUE JIEKAPCTBEHHOI'O CPEACTBA TPEOOBAHMSIM,
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YCTaHOBIICHHBIM TIPU €r0 TOCYJAapCTBEHHON pPETUCTpallMd WM PErucTpauud, u O(OpMICHHBIN
YIOJHOMOYEHHBIM JIMLIOM ITPOU3BOANUTEIS JIEKAPCTBEHHBIX CPE/ICTB.
(uactp 1.1 BBenena ®@enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

2. Tlepen BBOAOM B TpakAaHCKUK OOOPOT KAXKIOM CEpUH WM KaXKIOW IMapTUU BBO3UMOTO B
Poccuiickyro ®enepanuio JIGKapCTBEHHOTO IIpenapara Uil MEIMLMHCKOTO IPUMEHEHMs, 3a
UCKJIFOUEHUEM HMMYHOOHOJOIMUYECKUX JIEKAPCTBEHHBIX IPENapaToB, OPraHM3alUs, OCYIIECTBIISIONMIAs
BBO3 JIEKapCTBEHHOI0 MpenapaTta B Poccuiickyto @enepanuio, MpeacTaBiseT B AJIEKTPOHHOH (opme B
(benepanbHBI OpraH UCIOTHUTEIBHON BIACTH, OCYIIECTBISIONMNA (YHKIIMHA IO KOHTPOJIIO W HA/A30pY B
cepe 3IpaBOOXpAaHEHMs, JOKYMEHT INPOU3BOAMTENS JIEKAPCTBEHHOTO CPENCTBA, MOATBEPKIAOIINI
KaueCcTBO  JICKAPCTBEHHOIO  Mpernapara, W  IOATBEPKIACHUE  INPEICTABUTENs  OpraHU3aLNH,
OCYIIECTBIISIOIIEN BBO3 JIEKaPCTBEHHOTO Ipenapara B Poccuiickyro Penepanuio M yINOJIHOMOYEHHOU
MHOCTPAHHBIM MPOU3BOJUTEIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUS BBO3UMOIO JIEKAPCTBEHHOIO
npemnapara TpeOOBaHUAM, YCTAHOBJIEHHBIM IPU €r0 PETUCTPALUH.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2.1. Tlepen BBOJOM B TpaKJAaHCKUN OOOpPOT KaKIOW CEpUHM WM KaXKIOH MapTUU BBO3UMOU B
Poccuiickyro deneparmro GpapmMarieBTHIecKoi CyOCTaHIIUN OpraHU3aIys, OCYIIECTBIIIONIAast BBO3 TAKOTO
JeKapCcTBEHHOTO cpeactBa B Poccuiickyro @Denmepanuio, NpeaCcTaBIsieT B AJIEKTPOHHOW (opme B
denepaabHBIA OPraH WUCIIOJHUTEIBHON BIIACTH, OCYIICCTBISIONINN (YHKIIMH 10 KOHTPOIIO U HAJA30pY B
chepe 3ApaBOOXpaHEHMsSI, JOKYMEHT MPOU3BOIUTENS JIEKaPCTBEHHOIO CPEACTBA, MOATBEPKIAIOIIHIA
Ka4decTBO (papMarieBTUIECKON CyOCTaHITHH.

(uacts 2.1 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

3. Tlopsimok mpencTaBieHUsT B COOTBETCTBUU C uacTtamu 1, 1.1, 2 m 2.1 Hacrosmiedt cTaThbu
JOKYMEHTOB U CBEICHHH O JEKapCTBEHHBIX CpPEICTBaX, BBOJUMBIX B TpakJaHCKUH 000pOT,
ycraHasnusaercs [IpaBurensctBom Poceniickoit denepannu.

(uacts 3 B pen. @enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

4. B oOTHOUIEHMM MEpPBbIX TPEX CEpUN WIM MNApTUHl JIEKApCTBEHHOTO IIperapaTa, BIEpPBbHIE
npousBeneHHOro B Poccuiickoit denepannu unu Brepssie BBo3uMoro B Poccuiickyro ®enepanuio (6e3
ydyeTa JO03MpPOBKH) B paMKax OJHOIO PErMCTPAllMOHHOIO YJOCTOBEPEHHs, B (enepalbHbIil opraH
UCTIOJIHUTEJIBHOW  BJIACTH, OCYLIECTBISIOMMNA (YHKIMH 1O KOHTPOJIIO U Haa3opy B cdepe
31paBOOXPAHEHHUs, JOIOJIHUTEIBHO MPEICTABIACTCS MPOTOKO HUCIBITAHUNA O COOTBETCTBUHU CEPUU WIH
IIapTUH JIEKapCTBEHHOTO Ipenapara i MEAMLIHMHCKOIO TPUMEHEHHUs II0Ka3aTesssM KadecTBa,
IIPEyCMOTPEHHBIM HOPMAaTUBHOM  JIOKyMEHTAallMEW, WIM TpeOOBaHUSAM, YCTAaHOBJIEHHBIM IIpH
perucTpaiyy B COOTBETCTBUU C aKTaMH, COCTABIAIOIIMME IpaBo Coro3a (Jaee - MpOTOKOJ UCTIBITaHuil),
MIPOBOJIUMBIX AaKKPEIUTOBAHHBIMH B COOTBETCTBHUHU C 3aKOHOMAATeNbcTBOM Poccuiickoit denepannu 06
aKKpeIuTallud B HAIMOHAJIBHOMW CHCTEME aKKpeOuTauuu (QenepaabHbIMH TOCyAapCTBEHHBIMU
OIOJDKETHBIMU YUPEXKICHUSIMH, MOJIBEIOMCTBEHHBIMH (elepaJbHOMY OpraHy HCIOJHUTEIHHON BIACTH,
OCYIIECTBIIAIONIEMY (YHKLMM IO BbIpaOOTKE M peanu3alid TOCyJapCTBEHHOM TOJIMTUKUA U
HOPMATHBHO-TIPABOBOMY PETYJIHPOBAaHHIO B cdepe 3ApaBOOXpaHEHHs, H QenepaabHOMy OpraHy
UCTIOJIHUTEJIBHOW ~ BJIACTH, OCYUIECTBIAIOMIEMY (YHKIMM [0 KOHTPOJIO U HaA30py B cdepe
31paBooXpaHeHusd. JlomyckaeTcs — NpeAcTaBiI€HUE  IIPOTOKOJA  MCHBITAHWM, TNPOBEIEHHBIX C
UCIIOJIb30BAHUEM CPEICTB JIHUCTAaHLUMOHHOTO B3auMonencTBusa. llopsAnok BblgauM  yKa3aHHBIMU
(benepaTbHBIMU TOCYJAPCTBEHHBIMH OIO/DKETHBIMHU YUPEKICHUSMH JaHHOTO MPOTOKOJIA M pa3Mep TUIaThI
3a ero BblIauy ycraHaBiuBaroTcs [IpaBurenscTBom Poccuiickon denepannu.
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(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.1. IIpencrapieHue NPOTOKOIA UCIIBITAHUN JOMYCKAETCSI TOJIBKO B OTHOILICHUH MEPBOM CEPUU WITU
[IEpBOM NApPTUH JIEKAPCTBEHHOI'O IIpernapara, BIEpPBbIE IPOU3BEAECHHOTO B Poccuiickon Penepauyu win
BriepBble BBO3UMOTO B Poccuiickyro ®enmepanuio (3a HCKIIOYCHHEM JICKAPCTBEHHBIX IIPENapaToB,
yKa3aHHBIX B yacTax 4.2 u 4.3 HacTosIIeH cTaThy), B Cllydae MPeOCTaBICHUS CBEICHUN O 1aTe BbIJAYU U
PErUCTPAllMOHHOM HOMEpE 3aKJIIOYEHUs COOTBETCTBHS IPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB
TpeOOBaHUSM TPaBUJ HAJUICKAIICH NPOU3BOJACTBEHHONW MPAKTUKH, BBIIAHHOTO YIOJTHOMOYECHHBIM
benepaTbHBIM OpPraHOM HCIIOJNIHUTEIBHON BIIACTH, WM CepTH(UKATa COOTBETCTBHS MPOHM3BOJICTBA
JEKapCTBEHHBIX  CPEJICTB TpPeOOBaHMSAM TMPAaBHJI  HAAJEXKAIIEH MPOU3BOJICTBEHHOM  MPAKTHKH
EBpa3uiickoro 5KOHOMHUYECKOI'O CO03a, BBIIAHHOTO YIIOJTHOMOYEHHBIM OpPraHOM TOCYAAapCTBA - 4ieHa
EBpa3uiickoro = SKOHOMHYECKOrO0  COK03a, B  OTHOUIEHMM  IPOU3BOACTBEHHOM  IUIOLIAJKU
(IpOU3BOACTBEHHBIX IUIOLIA/I0K), OCYIIECTBIISIIOIIEH MPOU3BOJACTBO FOTOBOM JIEKAPCTBEHHON (OPMBI U
BBIITYCKAIOIIMI KOHTPOJb KauyecTBa JIEKAPCTBEHHOT'O Ipernapara, IpH YCIOBUU OTCYTCTBUS B TEUCHHE
TpeX JIeT, IPEIIECTBYIOIIUX AaTe BbIJa4H MPOTOKOJIA UCIIBITAHUH, CIIy4aeB BbISIBJICHHSI HECOOTBETCTBHS
YCTaHOBJCHHBIM TpPEeOOBAHMUAM KauecTBa JIGKAPCTBEHHBIX CPEACTB, HH(MOpMamus O KOTOPBIX
ormyOJIMKOBaHa Ha caiiTe (enepatbHOTO OpraHa MCIOJHUTEIHHON BIIACTH, OCYIIECTBIISIOMIETO (PYHKIUU
0 KOHTPOJIIO U HAJ30py B cdepe 3ApaBOOXpPaHEHHS, B OTHOIICHHH BCEX MPOU3BOACTBEHHBIX IUIOMIAJIOK,
OCYIIECTBISIONMX HPOU3BOACTBO JIEKAPCTBEHHOIO IMperapara M BbIIYCKAIOMIUKA KOHTPOJb KadyecTBa
JIEKapCTBEHHOIO Ipernapara.

(dactb 4.1 BBenena ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

4.2. He TtpeOyercs mpeacTaBieHUE NPOTOKOJA HCHBITAHWM, yKa3aHHOro B 4actu 4 wumm 4.1
HACTOAIIEH CTaTbd, B OTHOLIEHUU OPQaHHBIX JIEKAPCTBEHHBIX IPENApaToB, BBICOKOTEXHOJOTUYHBIX
JIEKapCTBEHHBIX IPENnapaToB, MOJTYYEHHBIX U3 OMOJIOrMYECKOro MaTepuaya ONpeAeeHHOTO YeloBeKa U
IIpeIHa3HAYEHHBIX JIJISl IPUMEHEHUS 3TOMY KE UEJIOBEKY.

(uacts 4.2 BBeena OenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

4.3. B OTHOIIEHHH OTHOW CEpUU WM OJHON TMAPTUM BBICOKOTEXHOJOTHYHOTO JIEKAPCTBEHHOTO
mpemnapaTta (3a HMCKIIIOUEHHUEM BBICOKOTEXHOJOTHYHBIX JIEKAPCTBEHHBIX IPEMapaToB, MOTYYEHHBIX W3
OHMOJIOTMYECKOro MaTepraa ONPEACIICHHOTO YeJIOBEKA U MPEAHA3HAYCHHBIX JIJIS TIPUMEHEHUS 3TOMY Ke
YelioBeKy), BIEpBbIE Mpous3BeAeHHOTO B Poccuiickoii denepanuu wuiu BIEpBble BBO3UMOTO B
Poccuiickyro @enepannio, NpencTaBiIseTCss MPOTOKOJ HMCHBITAHWUW, MPOBEACHHBIX C HCIOJIb30BAHUEM
CPEICTB ITUCTAHIIMOHHOTO B3aMMOJICHCTBHUS B TEUEHUE MEPBHIX TpeX JET Mocie BBOJA TaKOTro Mpernapara
B I'PaX/1aHCKHUI 000pOT.

(uacts 4.3 BBeiena OenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5. Exxeromno He mo3gHee 1 ampens MpOW3BOAMTENTH JIEKAPCTBEHHBIX CPEICTB WIIM OpPTaHH3AIIHH,
OCYILIECTBIISIONINE BBO3 JICKAPCTBEHHBIX TMpenapaToB B Poccuiickyro dexpepaiiuio, MpEACTaBISIOT B
denepaabHBIA OPraH HUCIIOJIHUTEIBHON BIIACTH, OCYIICCTBISIONIUNN (PYHKIMH 10 KOHTPOIIO U HAA30pY B
chepe 3ApaBOOXPAHEHUS, TPOTOKOJ HMCIBITAHUH TMOCTYNUBIIETO B TEYCHHUE MPEIIICCTBYIOIIETO
KaJICHJAPHOTO TO/Ia B TPAXIAHCKHIA 00OPOT JIEKApCTBEHHOTO IMperapara COTIACHO PErHCTPALMOHHOMY
yIIOCTOBEPEHHIO (Ha OJHY CEPHI0 TOPrOBOTO HAUMECHOBAHHS C YYETOM JIEKAPCTBEHHOW (OPMBI OJHOM
JO3UPOBKH), TPOBOJUMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBHH C 3aKOHOJATEILCTBOM Poccuiickoii
deneparu 00 aKKpeIUTAIlMA B  HALNMOHAJIBHONH CHCTEME aKKPEAWUTAIlMH  HCIBITATSIbHBIMU
naboparopusimu (1ientpamu). I[lpeacraBienre mpoOTOKOIA UCIBITAaHUHM, MPEAYCMOTPEHHOTO HACTOSIICH
YacThlO, B OTHOILICHHWU JICKAPCTBCHHBIX NPENapaToB, yKa3aHHbIX B 4acTu 4.2 HACTOALICH CTaThH,
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JIOMyCKaeTCsl OIMH pa3 B TPH Tofa MpHU YCIOBHM MX BBOZA B rpaxxaaHckuil o0oport. [Ipu npeacraBienun
MIPOTOKOJIA UCTIBITAHUN, TIPETyCMOTPEHHOTO YacTsMu 4 1 4.1 HAcTOsIIEH cTaThu, B (eAepalbHbIN OpraH
WCTIONHUTEIIbHON BJACTH, OCYHISCTBIAIOIMNNA (QYHKIMH 1O KOHTPONIO U Ham3opy B cdepe
31paBOOXPAHEHUS, MPOTOKOJ MCIBITAHUM, MPETyCMOTPEHHBIA HACTOSIIEH YacThiO, B YKa3aHHBIN OpraH
HC NPCACTABIISACTCH.

(dactpb 5 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5.1. TlpousBoauTenu JIEKAPCTBEHHBIX CPEJCTB WM OpraHU3AlMH, OCYIIECTBIISIIOIIME BBO3 B
Poccuiickyro ®depepanuio BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX NPENAapaToB, BMECTO MPOTOKOJIA
UCIBITAHUH, MPEIyCMOTPEHHOTO YacCThI0 5 HACTOSIIEW CTaThd, BIpaBe MPEACTaBUTH B (perepalibHbIHI
OpraH WCIOJHHUTEIHLHOW BJIACTH, OCYIISCTBILIIONIMKA (YHKIIMM IO KOHTPOJIO W HAI30py B cdepe
3IpaBOOXPAHEHHUSA, CBEACHUS O JaTe€ W PErucTPAllMOHHOM HOMEpE 3aKJIIOYEHUs O COOTBETCTBUU
MIPOU3BOJUTENSI JICKAPCTBEHHBIX CPEACTB TPEeOOBaHMSIM TPABUJ HAJJICKAIIEH MPOU3BOICTBEHHOM
MIPAKTUKU WK cepTU(UKAaTa COOTBETCTBUS MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABUIT
HaJJIe)Kalled NPOU3BOJCTBEHHOW MPAKTUKK EBpa3HiicCKOro 3KOHOMHYECKOIO COK3a, BBIJAHHOTO
YIOJHOMOYEHHBIM OpraHOM TrocyAapcTBa - wieHa EBpa3uiickoro 3KOHOMHMYECKOTO COr03a, MJIs
MIPOU3BOJCTBEHHON TUIOMAAKU (MIPOU3BOJACTBEHHBIX TUIOMIAZ0K), OCYIIECTBISIIOIICH MPOU3BOACTBO
TOTOBOI JIEKAPCTBEHHOM ()OPMBI U BHIMYCKAIOIINUN KOHTPOJIb KaueCTBa JICKAPCTBEHHOTO Mpemnapara.
(dactp 5.1 BBenena denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

6. IlpousBoauTenu JEKAPCTBEHHBIX CPEACTB MM OpPraHU3ALUHU, OCYIIECTBISIONIME BBO3
JIEKapCTBEHHBIX npenapatoB B Pocculickyto denepaiuio, He MEHEE YEM 3a OJHMH TOJ JI0 MJIAHUPYEMBIX
NPUOCTAHOBIICHHUSI WM IPEKpAIleHUs] MPOU3BOJICTBA JIEKAPCTBEHHBIX IpenapaToB WIM UX BBO3a B
Poccuiickyro ®enepanuio yBeJOMIISIIOT 00 3TOM B DJJIEKTPOHHOH ¢opme QenepaiabHbIii opraH
UCTIOJIHUTEJIBHOW  BJIACTH, OCYLIECTBISAIOMMKA (YHKIMH 1O KOHTPOJIIO U Haa3opy B cdepe
3PaBOOXpaHEHUS M (eepabHBII OpraH WCIOJHUTEIHLHOW BIIACTH, OCYIISCTBISIIONMA (DYHKIHUU TIO
JIMLIEH3UPOBAHUIO MIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

7. BBoa B TpaxkIaHCKHUN OOOpPOT KaXKIOW CEpUU WM KaXKIO0M MapTUH UMMYHOOHOJIOTHYECKOTo
JIEKApCTBEHHOI0 IIpenapara, npous3BeeHHoro B Poccuiickoin @enepannn wim BBO3UMoro B Poccuiickyro
deneparyio, OCYIIECTBIAETCS Ha OCHOBAHWU pAa3pelICHUs, BBIJAHHOTO (elepaibHbIM OpraHOM
UCIIOJIHUTENIbHOM BJIACTH, OCYIIECTBISAIOIMM (YHKIMM 10O KOHTPOJIIO U Haa3opy B cdepe
3paBOOXPAHEHMs, HAa OCHOBAHUHU BBIJAHHOTO (elepalbHbIMU TIOCYIAapPCTBEHHBIMU OIOKETHBIMU
YUpEXKICHUSAMHU, YKa3aHHbIMU B 4acTU 4 HACTOAILIEH CTAaTbU, 3aKIIOYEHHS] O COOTBETCTBUM CEPUM WU
NapTUM UMMYHOOMOJIOTHYECKOIO JIEKAPCTBEHHOTO Ipernapara TpeOOBaHUSM, YCTAaHOBJIEHHBIM HpPU €ro
rocyapcTBeHHON peructpauuu. [Topsaok BelauM pasperieHns Ha BBOJ B IPa)IaHCKHI 000poT cepuu
WX NapTUM UMMYHOOMOJIOTHYECKOT0 JIEKAPCTBEHHOI'0 Ipernapara, a Takke MOpsI0K BblJaul yKa3aHHOTO
3aKJIIOYEHUs W pasMep IUIaTel 3a €ro Bblgady ycra”aBiauBarorcs [IpaBurensctBoMm Poccuiickoit
denepanuu.

7.1. ®opma u TOPAIOK MPOBEJCHUS HCIBITAHUM, YKa3aHHbIX B 4yacTsax 4, 4.1, 4.3 u 5 Hacrosmei
CTaThH, B TOM YHUCJIE€ C UCIOJIB30BAaHUEM CPEICTB JAUCTAHIIMOHHOTO B3aUMOJICHCTBHUSI, YCTAHABINBAIOTCS
IIpaBurenscTBOM Poccuiickoit denepanuu.

(uacts 7.1 BBenena @exnepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

8. 3a HempeACTaBJICHUE WJIM HECBOEBPEMEHHOE IMPEACTaBICHUE JOKYMEHTOB U CBEICHH,
npeaycMoTpeHHslx vactsamu 1, 2, 4, 4.1, 43, 5, 5.1 m 6 HacrosmeN cTaTbu, MPOU3BOAUTEIH
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JICKapCTBeHHBIX CpGIICTB 158 opraHmauI/m, OcyIJ_IeCTBJIHIOH_[I/IG BBO3 HeKapCTBeHHI:IX npenapaTOB B
Poccuiickyro denepanuto, HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATEIbLCTBOM Poccuiickoit
denepauuu.

(B pen. denepanbroro 3akoHa ot 30.01.2024 N 1-D3)

9. llpencraBieHne NOKyMEHTOB M CBEIEHUI, NPEIyCMOTPEHHBIX 4YacTsAMU 1, 2 u 4 Hacrosuen
CTaTbU, W TIOJIyY€HHE NPEAYyCMOTPEHHOIO0 YacThbl0 7 HACTOSIIEH CTAaThM PA3pEIICHUs Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JICKapCTBEHHOTO TpenapaTa B TpaKIaHCKUKA 000OpoT He TpeOyloTcs B
OTHOILICHUM JIEKAPCTBEHHBIX MPENapaToB, TMPEIHA3HAYCHHBIX U TPOBEACHHUS KIMHUYECKHUX
HCCIIEZIOBAaHUM JIEKAPCTBEHHBIX IpenapaTroB, MPOBEACHUS 3KCIEPTU3bl JICKAPCTBEHHBIX CPEACTB IS
OCYIIECTBIICHHUS] TOCYIapCTBEHHOW PErHCTPallM JICKAPCTBEHHBIX IMPENapaToB, a TAKKe B OTHONICHUH
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX INpPENapaToB, MpeJHa3HAUEHHBIX U OKa3aHUS MEAUIUHCKON
MOMOIIIM IO KU3HEHHBIM MOKAa3aHUSAM KOHKPETHOTO MAIMEHTa WM TPYIIIHl IMallueHTOB, BBO3UMBIX B
Poccuiickyro ®denepanuio B cooTBeTCTBUU ¢ YacTsMH 3 u 3.1 cratbu 47 Hactosmero PenepaabHOro
3aKOHa.

(B pen. ®enepanbHOro 3akona ot 27.12.2019 N 475-03)

10. IIpu BbISBIEHUM B Tpa)<IaHCKOM OOOpOTE CEpUM WJIM NApTHUU JIEKAPCTBEHHOrO IIpernapara,
JOKYMEHTBI U CBEACHHUS O KOTOPBIX, MpPeayCMOTpeHHbIe yacTsamu 1, 2, 4, 4.1, 4.3, 5 u 5.1 nacTosuei
CTaThH, HE TIPEJICTABJICHBI B (peIepalIbHbIN OpraH UCTIOTHUTEIHLHOW BIACTH, OCYIIECTRIISFOIIAN ()YHKITHH
M0 KOHTPOJIO M HAJ30pY B cdepe 3ApaBOOXpaHeHus], TMOO0 CepUM WM MapTHH UMMYHOOHUOIOTHYECKOTO
JIEKApCTBEHHOTO TIpemnapara, HE HWMEIOIIMX pa3pelieHus Ha BBOJA B TPaXIAHCKUKA 00OpOT,
MPEeIyCMOTPEHHOTO YacThl0 7 HACTOSIIeH cTaThd, (eAepanbHbIi OpraH HCIOJHUTENBHON BIIACTH,
OCYIIECTBISIOMUM (YHKIIMM TI0 KOHTPOJIO W Haa30py B cdepe 3ApaBOOXpaHEHHs, B TOPAIKE,
ycraHoBieHHOM [IpaButenbctBoM Poccuiickoit @eneparyiy, NpUHUMAET pEIICHUE O MpPEKpalleHUH
IPaXTaHCKOTO 000pOTa TaKWX CEPUH WJIH TAPTUU 10 TMPEACTABICHUS YKa3aHHBIX JIOKYMCHTOB H
CBeICHMI 1100 MOTYUYEHHs YKa3aHHOTO pa3peiieHusl.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

[Tpumeuanue.

Cr. 52.2 He pacmpocTpaHsieTcs Ha CEpHUM JIEKapCTB AJIi BETEPUHAPHOI'O MPUMEHEHUS, BBEICHHBIE B
rpaxaaHckuii o6opor g0 01.09.2023, KoTOphIe MOIEKAT MPUMEHEHHIO J0 HMCTCUCHHUS CpPOKa HX
rogHoctu (®3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBoa B rpaxaaHCKun OOOpPOT neKapCTBEHHbIX npenapaTtoB Ans
BETEPMHAPHOro NpUMeHeHus

(BBenena ®PexnepanbHbIM 3akoHOM OT 02.07.2021 N 317-D3)

1. Tlepem BBOAOM B TPaXIaHCKHA OOOPOT KaXJOH Cepuu TPOM3BeIecHHOrO0 B Poccuiickoii
@enepaiuy  JIEKapCTBEHHOI'O Mperapara s BETEpUHAPHOTO IPHMEHEHMs, 3a MCKIIOYEHHEM
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TIperapara Jjisl BETEPHHAPHOTO MPUMEHEHHsI, TPON3BOIUTEIH
TaKOro JIEKAPCTBEHHOI'0 IpernapaTta MpPeJCTaBIsSeT B YBEAOMHUTEIBHOM IOpsAAKE B (enepaabHblil OpraH
WCIIOJTHUTEJIBHOM BJAacTH, OCYLIECTBISIIOIIMA (YHKIMM MO KOHTPOJIIO (Haa3o0py) B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPECTB Il BETEPUHAPHOI'O IPUMEHEHUS:
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1) TOKyMEHT MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, MOATBEPKAAONINI COOTBETCTBHE KauecTBa
JIEKapCTBEHHOI'O Tpernapara A BETEpUHAPHOIO NPHUMEHEHHUs, BBOJMMOIO B TIpaKIaHCKUI 000pOT,
TpeOOBaHUSM, YCTAHOBIIEHHBIM IIPH €T0 TOCYAAPCTBEHHOU PETUCTPALINY;

2) TOATBEp)KIACHHE YMOJIHOMOYEHHOTO JIMIa MPOU3BOJAUTENS  JIEKAPCTBEHHBIX  CPEICTB
COOTBETCTBHUSI  JICKAPCTBEHHOTO IMperapara JUIi BETEPUHAPHOIO TNPUMEHEHHUs  TpeOOBaHUSM,
YCTaHOBJIEHHBIM IIPU €r0 FOCYJaPCTBEHHOMN pEruCTpaliu.

2. Tlepen BBOAOM B Tpa)xAaHCKHA OOOPOT KaxJAOH CEpUU BBO3UMOTO (IIEPEMEIIAeMOro) B
Poccuiickyro @enepanuio JEKapCTBEHHOIO Ipernapara JUulsi BETEPUHAPHOIO NPUMEHEHUs, 34
UCKITIOYEHHEM MMMYHOOUOJIOTUYECKOTO JIEKAPCTBEHHOIO TMperapaTa Il BETEpUHAPHOTO MPUMEHEHUS,
OpraHM3alysi, OCyIIeCTBISAIONIas BBO3 (MepeMEIICHNE) JEKapCTBEHHOIO Mpenapara Jisi BETEpUHAPHOTO
npuMmeHenus B Poccuiickyto @enepanuio, NpeAcTaBiIseT B YBEIOMUTEIHHOM TOPSAKE B (perepanbHbIii
OpraH HWCIIOJIHUTEIHHOW BIACTH, OCYIISCTBILSIIONMA (QYHKIMH IO KOHTPOJIO (Ham3opy) B cdepe
oOpallleHus JIEKapCTBEHHBIX CPEJCTB AJIsl BETEPUHAPHOTO MPUMEHEHHUS:

1) AOKyMEHT NMpPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEJICTB, MOATBEPKAAIOIINNA COOTBETCTBUE KaueCTBa
JIEKapCTBEHHOT'O IMpernapara Uil BETEepUHAPHOIO NPUMEHEHUs, BBOAMMOIO B TPaXKAAHCKUH 000poT,
TpeOOBaHMUSM, YCTAHOBIIEHHBIM TIPH €T0 TOCYJApPCTBEHHOHN PETUCTPAIIHH;

2) MOATBEp)KICHHE JMLA, YHOJHOMOYEHHOIO JepKaTeleM WM BiaJlelblieM pPEerucTpaliOHHOTO
YIAOCTOBEPEHHUsI JIEKAPCTBEHHOI'O Ipernapara s BETEPUHAPHOIO IIPUMEHEHHUs, COOTBETCTBUS
JIEKapCTBEHHOT'0 Ipernapara Al BETEPUHAPHOTO NMPUMEHEHUs] TpeOOBAHUSAM, YCTAHOBJIEHHBIM IPU €rO
rOCyJapCTBEHHOM pErucTparuy.

3. BBoa B rpaxkmaHckuii o6opoT BBo3uMoro (mepemeniaemoro) B Poccuiickyro ®Depeparuio
JICKapCTBEHHOT0 TMpenapara JJisi BETEPUHAPHOTO MPHUMEHEHHUS OCYUIECTBIAETCS TMPHU HAIUYUU
3aKJIIOUEHUST O COOTBETCTBHM MPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEIACTB TPEOOBAHUAM TPaBUII
HaJJIeXKAIIeld MPOU3BOJCTBEHHOW MPAKTUKH, BBIIAHHOTO YIIOJIHOMOUYEHHBIM (eepalbHbIM OpTraHoM
WCIIOJIHUTENIBHOW BJIACTU JUISI MPOU3BOJCTBEHHOW IUJIOIIAJKH JIEKAPCTBEHHOrO Mpernapara JJis
BETEPUHAPHOTO MPUMEHEHUS, BBOJUMOTO B TPAXKIAHCKHUI 000POT.

4. Jluno, yMOJTHOMOYEHHOE Jep>KaTeleM WM BIAJENblIeM PETUCTPALMOHHOTO YIOCTOBEPEHUS
JIEKApCTBEHHOT'O TMpernapaTa i BETEPUHAPHOTO TNPUMEHEHHS, JO/DKHO OBITh aTTECTOBAHO B
YCTaHOBJICHHOM YTMOJHOMOYEHHBIM (efepaibHbIM OpraHOM HCIIOJHUTEIBHON BIACTH MOPSAKE U UMETh
CTaX pabOThl HE MEHEe YeM TMATh JIeT B 00JacTH MPOM3BOACTBA W (WMJIM) KOHTPOJS KadyecTBa
JEKapCTBEHHBIX CPEACTB JMOO B 00nactTd MOHHUTOpUHTa dJ(PQPEKTUBHOCTH H  0€30MacHOCTH
JIEKApCTBEHHBIX TPEMApaTOB I BETEPUHAPHOTO TNPUMEHEHHUS, NPOBOAUMOTO JEpXKaTeIeM WU
BIIQJICTIBIIEM PETUCTPALMOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOTO TpermapaTa MAis BETEPUHAPHOTO
MPUMEHECHHS TUOO YIIOJTHOMOYCHHBIM UMH FOPHIUICCKUM JIUIIOM, BBICIIICE 00pa30BaHNE COOTBETCTBEHHO
M0 OJHOM U3 CIIENUATbHOCTEH U (WJIM) OAHOMY M3 HAMpaBICHUH MOATOTOBKH: OUONOTHsI, OMOTEXHOJIOTHS,
BETEpUHApUS, BETEPUHAPHO-CAHWUTApHAs OKCIEpPTH3a, KIWHWYECKass MEIUIIMHA, pPaJUallMOHHAas,
XUMHUYECKass W Ouonormueckas 3amuta, Gapmarus, (QyHIaMeHTadbHas MEIUIUHA, XHUMHYeCKast
TEXHOJIOTHS, XUMHSI.

5. Ilopsimox mpencTaBiieHHs B COOTBETCTBUU C YacTAMM | M 2 HACTOALIEH CTaThU JOKYMEHTOB U
CBEJICHNI O JICKapCTBEHHBIX Mpernaparax Ulsl BETEPUHAPHOTO NPUMEHEHHs], BBOJUMBIX B IPaXIaHCKUN
o0opoT, ycranaBnuBaetcs [IpaBurensctBoM Poccuiickoit denepanuu.
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6. B oOTHOmIEHMM TEpBBIX JBYX CEpUl JICKQPCTBEHHOTO TMpemapara aisi BETCPUHAPHOTO
MPUMEHEHUs, BIIEpBbIE Npou3BeAcHHOTO B Poccuiickoit depepanuu WIH BIEPBbIE BBO3UMOIO
(mepementaemoro) B Poccuiickyio ®enepauunio, B (elnepaibHbIii OpraH HCHOJIHUTENBHOW BJIACTH,
OCYIIECTBISIOMUNA (HYHKIIMH 110 KOHTPOIIO (HaI30py) B chepe oOpalneHus JeKapCTBEHHBIX CPEACTB s
BETEPUHAPHOTO TMPUMEHEHUS, HApALy C JTOKyMEHTaMH, MPEIyCMOTPEHHBIMU YacTsaMu | U 2 HacTosIIeH
CTaTbM, NPEJACTABISIIOTCS TMPOTOKOJBI MCIBITAHUM O COOTBETCTBUM JTHX CEpUH JIEKAPCTBEHHOTO
mpermapaTa JIjsi BETEpUHAPHOTO MPUMEHEHHS MOKa3aTelsIM KadecTBa, MPeayCMOTPEHHBIM HOPMATUBHBIM
JOKYMEHTOM (Jajiee - TPOTOKOJ HCIBITAHWH), MPOBOJWMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBUHU C
3akoHoAarenbcTBOM Poccuiickoit ®eneparu 00 aKKpeAWTAallMd B  HAIMOHAIBHOM  CHUCTEMeE
AKKpEIUTAIMH UCTIBITATEIbHBIMU JIA00PATOPUAMU (IIECHTPAMH).

7. ExxerogHo He mosnaHee 1 deBpans MpOM3BOIUTENH JIEKAPCTBEHHBIX CPEJCTB WM OpPTraHU3alUH,
OCYIIECTBIISIONIUE BBO3 (IIEPEMEILIEHNUE) JIEKAPCTBEHHBIX MIPENapaToB IJIsi BETEPUHAPHOTO MPUMEHEHUS B
Poccuiickyto @enepanuio, MpeACTaBIAOT B ¢elepaibHbli  OpraH HMCIOJIHUTEIBHOM  BIIACTH,
OCYIICCTBIISIONUH (DYHKIIMH TI0O KOHTPOITIO (HaI30py) B chepe oOparieHns JIeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOIO0 MPUMEHEHHs, MPOTOKOJ HCHBITAHWN MOCTYNHBILErO B TEYEHHE IOJa B IPa)IaHCKHUU
000pOT JIEKAPCTBEHHOTO Tpernapara Jjisl BETEPHHAPHOTO MPUMEHEHUSI KOHKPETHOTO MPOU3BOAMTENS (Ha
OJJHYy CEpUI0 KaXJ0ro TOProBOro HAMMEHOBAHHS C YYETOM JIEKapCTBEHHOW (opMbl, a s
JIEKapCTBEHHOI'O npemnapara JUIst BETEPUHAPHOTO IIPUMEHEHUS, HE SIBJISIOILETOCS
UMMYHOOHOJIOTHUECKUM, TaKXe C Y4eTOM JO3UPOBKH), MPOBOJUMBIX AKKPEAUTOBAHHBIMU B
COOTBETCTBUHM C 3aKOHOJAATelIbCTBOM Poccuiickoit ®enepanuu o0 akKKpeIuTalUMd B HALMOHAJIBHOU
cHCTEeME aKKPEIUTALUHU UCIIBITaTeIbHBIMU JIAOOPATOPUSAMHU (LIEHTPAMH).

8. BBoa B rpaxaaHCKuii 000pPOT HMMMYHOOMOJIOTMYECKOTO JIEKApCTBEHHOTO IpernapaTta Ajs
BETEPUHAPHOTO TMpPHMEHEHUs, Mpou3BeneHHoro B Poccuiickoit ®denepannd WX BBO3UMOTO
(nepememaemoro) B Poccuiickyro deneparinio, OCyIIeCTBISETCS Ha OCHOBAHUU Pa3pPEeIICHNUs, BBIJAHHOTO
denepaibHBIM OPraHOM HCIOIHUTENBHON BIACTH, OCYIIECTBISIONUM (DYHKIIMU IO KOHTPOIIO (HAaa30py)
B c(hepe oOpalieHus JIeKapCTBEHHBIX CPEJCTB ISl BETEPHHAPHOTO MIPUMEHEHHS. Y Ka3aHHOE pa3pelieHne
BBIIA€TCS Ha OCHOBAHMM MPOTOKOJA HMCIBITAHWM, MPOBOJUMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBUU C
3akoHoAarenbcTBOM Poccuiickoii  ®enepaumu 00 akKpeAMTAalMM B  HALMOHAJIBHOM  CUCTEME
aKKpeIUTallMd OpTaHU3aIlUsIMH, MMOABEAOMCTBEHHBIMU (heiepaTbHOMY OpPraHy HCIOIHHTEIBHOW BIACTH,
OCYIIECTBIISIIONIEMY (DYHKIIMH TI0 BBIPAOOTKE TOCYJApCTBEHHON MOJUTHKH M HOPMATHBHO-TIPABOBOMY
perynupoBaHuio B cdepe arpomnpoMBIIIIEHHOTO KOMIUIEKCa, BKIIOYash OOpalleHHe JIeKapCTBEHHBIX
CPEICTB JJisi BETEPUHAPHOIO IPHUMEHEHUs, WU (eAepallbHOMY OpraHy HCHOJHUTEIbHOW BIACTH,
OCYHIECTBISONIEMY (PYHKIIMH 110 KOHTPOIIO (HaA30py) B chepe oOpalieHus JeKapCTBEHHBIX CPEICTB IS
BCTCPUHAPHOI'O IMPUMCHCHHUA, a4 TAKXKEC HJOKYMCHTOB U CBGI[GHI/Iﬁ, NpeaAyCMOTPCHHLIX YaCTbIO 1 ([[J'ISI
MpemnapaToB, MpousBeleHHbIX B Poccuiickoit denepannu) wiM 4acTeio 2 (Uil MPEenapaToB, BBOSHUMBIX
(nepememaembix) B Poccuiickyio denepaliiio) HaCTOSIIIEH CTaTbHU.

9. Cpok BblJauM pa3pelieHus, YKa3aHHOTO B YaCTH 8 HACTOSINEH CTaThHU, COCTABIISET MATh pabounx
[[Hefl CO AHA TMPCACTABJICHHUA TPOU3BOAUTCICEM JICKAPCTBCHHBLIX CpPCACTB WA opraHmauMeﬁ,
OCYIIECTBIISIIOIIEH BBO3 (MEpEeMEIEHHE) JIEKapCTBEHHOTO Mpemnapara JIjisi BEeTepUHAPHOTO MPUMEHEHHS B
Poccwuiickyro ®enepanmro, B GheaepaibHbIi OpraH UCIIOTHATEILHON BIACTH, OCYIIECTBIISIONINA (YHKIIHH
0 KOHTPOITO (Haa30py) B chepe oOpallieHus JeKapCTBEHHBIX CPEACTB /71l BETEPUHAPHOTO MPUMEHEHUS,
JOKYMEHTOB, NIPEAYCMOTPEHHBIX YACThIO 8 HACTOSIIIEN CTAThU.

10. PaSPGHIeHI/IC, YKa3aHHOC€ B Y4CTH 8 HacTosIIeH CTaTbH, BBIJACTCA B OTHOIICHHH KoM u3
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NEPBBIX JIBYX CEpUdl HMMMYHOOMOJIOTMYECKOTO JICKapCTBEHHOTO TMpemapaTta il BETEPHUHAPHOTO
MPUMEHEHHUs, BIIEpBbIE Npou3BeAcHHOTO B Poccuiickoit depepanuy WIA BIEPBbIE BBO3UMOIO
(mepementaemoro) B Poccuiickyro @eaepanuio. Takoe pa3pelieHue BBIAAETCS Ha BECh CPOK OOpalleHus
CepUd HMMMYHOOHMOJIOTMYECKOr0 JIEKApCTBEHHOTO IIpernapara il BETEPUHAPHOTO TNPUMEHEHHS, B
OTHOILEHUM KOTOPOM OHO BbIAAHO. B OTHOLIEHMM MOCIECAYIOIIMX CEPUAd OAHOTO TOPrOBOIO
HAaUMEHOBAaHMSI UMMYHOOHMOJIOTMYECKOT0 JIEKAPCTBEHHOIO Mpernapara Jyisi BETEpUHAPHOTO MPUMEHEHUS,
npousBeneHHoro B Poccuiickoit ®enepaunu wiaM BBO3UMOro (mepememiaeMoro) B Poccuiickyro
denepannio, TAKOE pa3pelIeHNe BBIIACTCS CPOKOM Ha Tpu roaa. [lopsaok Beraaun paspenieHus Ha BBOJ B
TpaXTaHCKU 000pPOT HMMMYHOOHMOJOTHYECKOTO JIEKApCTBEHHOTO TMpemapara Mg BETEPUHAPHOTO
MIPUMEHEHHUS, MOPSIOK BBIJAYM IPOTOKOJA WCIBITAHWM, YKAa3aHHBIX B YacTH 8 HACTOALIEH CTaTbH, a
TaKK€ METOJMKAa ONpEJEICHUsT pa3MepoB IJIaThl 32 BbIJAUYY YKA3aHHOTO IPOTOKOJA HCIBITAaHUI
ycranasnusaercs [IpaBurensctBom Poceniickoit denepannn.

11. MmMyHOOMOJOrMYECKHE JIEKApCTBEHHbIE IpenapaTshl Ui BETEPUHAPHOIO IMPHUMEHEHUS,
BBEJICHHBIE B TPAXKIAHCKUH OOOPOT B COOTBETCTBUU C YACThIO 8 HACTOSIIEW CTAaTbM, MOIJIEkKAT
XpaHEeHHIO, TEepPeBO3Ke, OTIYCKy, pealu3aluM, mepeaadye, MNPUMEHEHUIO [0 MCTEYEHHUs CpoKa HX
TOJJHOCTH.

12. 3a HenpencTaBleHHWE WM HECBOEBPEMEHHOE IIPEICTaBICHHE JOKYMEHTOB M CBEICHMI,
IIPEyCMOTPEHHBIX YacTAMU | - 3, 6 u 7 HacTOsIIENH CTaTbU, MPOU3BOAUTEIH JIEKAPCTBEHHBIX CPEJCTB U
OpraHu3aliK, OCYIIECTBISIONINE BBO3 (IIEpeMEIleHHE) JIEKAPCTBEHHBIX MPENapaToB il BETEPUHAPHOIO
npuMeHeHus B Pocculickyro @enepannio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU € 3aKOHOAATEIECTBOM
Poccuiickoit denepanuu.

13. [IpeacraBneHne JOKYMEHTOB U CBEACHUMN, MPEAYCMOTPEHHBIX yacTsmMu 1 - 3, 6 u 7 Hacrosiei
CTaThbU, M TMOJIyUYEHHE pa3pelleHUs, YKa3aHHOTO B YacTH § HacTosled cTaThbu, HE TpeOyIoTCs B
OTHOILIEHWU JIEKapCTBEHHBIX IpENapaToB s BETEPUHAPHOTO NPUMEHEHHS, NpeJHa3HAYECHHBIX IS
BbIBo3a u3 Poccuiickoit denepanuu, NpoBeneHUs TOKIMHHUYECKUX HCCIEAOBAaHUM JIEKapCTBEHHBIX
CPEICTB, KIMHUYECKUX HCCIEI0BAaHUI JIEKapCTBEHHBIX MPENapaToB JJi BETEPUHAPHOIO MPUMEHEHUS U
BBO3a JJIA 1ieNiel, yKa3aHHbIX B MyHKTe 5 yacTu 1 ctarbu 50 Hactosero denepanbHOro 3aK0OHa, a TaKkKe
00pa3loB JICKAPCTBEHHBIX TMPEMapaToB Ui BETEPHHAPHOTO NPHUMEHEHHS, IpeIHAa3HAYCHHBIX IS
IIPOBEICHUS HKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB B IENAX OCYLIECTBICHUS TOCYJapCTBEHHOMN
perucTpanmm JIEKapCTBEHHBIX MPENapaToB AJisi BETEPUHAPHOTO IPUMEHEHHUS UJIM BHECEHUSI U3MEHEHUH B
PErucTpaIioHHOE 10Che Ha JISKapCTBEHHBIH Mpenapar AJis BeTepUHAPHOTO IPUMEHEHUS.

Cratba 53. lNpopaxa, nepenavya nNnekapCTBeHHbIX CPeaCTB OpraHU3auMsaMm onToBOMn
TOProBsn NeKapCTBeHHbIMU CpeacTBaMu

1. Opranuzanum ONTOBOW TOPTOBIHU JIEKAPCTBEHHBIMHU CPEIICTBAMH MOTYT OCYIIECTBISTH MPOAAKY
JIEKapCTBEHHBIX CPEJCTB WJIM IepeJaBaTh WX B YCTAaHOBIEHHOM 3aKOHOJATEIbCTBOM Poccuiickoi
®Denepanuu nopsake (3a UCKIIIOUYEHUEM (papMaleBTUYECKOW CyOCTaHIIMK CIIUPTA ITUIIOBOTO (3TaHOINA) C
y4eToM TpeOOBaHUl YacTH 3 HACTOSIIIECH CTaThH:

(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 481-®3, ot 04.08.2023 N 428-D3)

1) APYIr'uM OpraHU3alusaIM ONTOBOM TOPrOBJIN JICKAPCTBCHHBIMU CPCACTBAMU;

2) NPOU3BOIUTENSM JICKAPCTBEHHBIX CPEJCTB IS 1IeJIeH TPOU3BOACTBA JICKAPCTBEHHBIX CPECTB;

Crpanuua 127 n3 162



®epepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pea. oT 26.12.2024)

3) anTeuHbIM OpraHU3alUsIM U BETEPUHAPHBIM allTEUHBIM OpPraHU3aLUsIM;

4) HayYHBIM OpTaHU3AIMAM JUII HAYIHO-MCCIIE0BATEIbCKOM PadOTHI;
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5) UWHAMBUAYaNbHBIM NPEINPUHUMATENSIM, HMEIOIIMM JIMIEH3UI0 Ha (apMaleBTHUECKYIO
NEeSATEIbHOCTD WIIN JTULEH3UIO HA MEAUIIUHCKYIO JIeATeIbHOCTh;

6) MEIUIIMHCKAM OPTaHMU3aIMsAM, B TOM YHCIIE€ CO3IaHHBIM U 3apPETUCTPHUPOBAHHBIM B COOTBETCTBHU
C 3aKOHOAATENbCTBOM MHOCTPAHHOTO TocyaapctBa - wieHa OpraHuzanuy 3KOHOMHUYECKOTO
COTPYAHMYECTBA W  Pa3BUTUS  HMHOCTPAHHBIM  IOPUIMYECKAM  JIUIAM,  HWHIUBHIYaJbHBIM
MPEINPUHUMATEISIM, SIBIISTIONIMMCS YYaCTHUKAMH MTPOSKTa B COOTBETCTBHH ¢ DenepaabHbIM 3aKOHOM OT
29 uronst 2015 roga N 160-®3 "O MexayHaApOIHOM MEAUIIMHCKOM KJIAaCTEPE M BHECEHUU U3MEHEHUU B
OTJENIbHBIC 3aKOHOIaTeNIbHBIC aKThl Poccuiickoit @enepanuu'", 1 BeTepUHAPHBIM OPTaHU3AIUSIM;
(B pen. ®enepanbHbIX 3aKOHOB OT 26.07.2019 N 240-®3, ot 04.08.2023 N 428-D3)

7) opraHu3anusM W WHAWBHUIYAIbHBIM TPEANPUHUMATEISM, OCYIIECTBIISIONIMM pa3BelCHHE,
BEIPANIUBAHUE W COJICPKAHWE JKUBOTHBIX (32 MCKIIOYCHHEM MPOJAXH UM (apMareBTUICCKUX
CyOCTaHIIMI UM UX TIepeaun).

(n. 7 B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3aluy ONTOBOH TOPrOBIM JIEKAPCTBEHHBIMHM CPEJICTBAMM HE BIpaBE OCYLIECTBISAThH
nmponaxy (mepemadyy B YCTAaHOBJICHHOM 3akoHoAarenbcTBOM Poccuiickoit ®emepanuu  MOpsIKE)
(bapmarneBTHUECKOI CyOCTaHIIUM CITUPTA ATUIOBOTO (ITAHONA).

(uacts 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

3. Opranu3zanuu ONTOBOW TOPrOBIH JICKAPCTBEHHBIMHU CPEJICTBAMHU MOTYT OCYLIECTBIATbH MPOAAXKY
(mepengady B YCTAHOBIIEHHOM 3aKOHOJaTeNbcTBOM Poccuiickoit ®denepanuu nopsake) JIEKapCTBEHHOTO
npemnapara JUisi MEJUIMHCKOTO MPUMEHEHHs ¢ MEXIYHapOJHbIM HENaTeHTOBAaHHBIM HAaMMEHOBAHHEM
"Oranon":

1) OPUINYCCKUM JIMIlaM, UMCIOIIHUM JIMIOCH3UIO Ha (I)apMaI_ICBTI/I‘leCKy}O ACATCIIBHOCTE B C(bepe
O6paHIeHI/I$[ JICKAPCTBCHHLIX CPCACTB AJISI MCAUITMHCKOI'O MPUMCHCHUS

2) UVHOUBUAYaJIbHBIM MPEANPUHUMATENSM, HMEIOMIMM JMIEH3UI0 Ha (papManeBTHYECKYIO
JeSATEIILHOCTH B c(hepe oOpaleHus JIKApCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO TIPUMCHEHUS;

3) HHAWBUAYAJIBHBIM IIPEANTPHUHUMATEIIAM, UMCIOIIUM JIMIOCH3WIO HA MCIUIUHCKYIO ACATCIIbHOCTD,
4) IOPUIUYCCKUM JIMaM, UMCIOIUM JIUICH3UIO Ha MCAUIIUHCKYIO JCATCIbHOCTD,

5) MHOCTpaHHBIM IOPHIMYECKHM JIMIAM W MHIMBHUIAYAJIBHBIM MPEINPUHAMATENSIM, CO3AaHHBIM H
3apETUCTPUPOBAHHBIM B COOTBETCTBHHM C 3aKOHOJATEICTBOM WHOCTPAHHOTO TOCYIapcTBa - UJICHA
OpraHu3anuu 3KOHOMHYECKOTO COTPYAHHMYECTBA M PA3BUTHUS, SBISIOIIMMCS y4YaCTHUKAaMM IPOEKTa B
cootBeTcTBUM ¢ DenepanbHbiM 3akoHOM 0T 29 wuioHs 2015 roma N 160-®3 "O mexayHapogHOM
MEIUIIMHCKOM KJIacTepe M BHECEHHUH W3MEHEHHMH B OT/ICNbHBbIC 3aKOHOJAATENbHBIC akThl Poccuiickoi
Oenepanun’;
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6) UCHBITaTENbHBIM JIA0OpAaTOpUsAM (LIEHTPaM), MPOBOISIIUM HCHBITAHUS B OOJACTH KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJCTB, AKKPEAUTOBAHHBIM B COOTBETCTBUM C 3aKOHOAATEIbCTBOM
Poccwuiickoit @eneparuu 00 aKKpeAUTAIIMU B HAIIMOHAIBHON CHCTEME aKKPETUTAIIHH.

(uactp 3 BBeneHa PenepanbHbiM 3ak0HOM OT 04.08.2023 N 428-D3)

CraTtba 54. NMpaBuna onToBOW TOProBMU NIeKapCTBEHHLIMU CpeacTBaMun

1. OmnroBas TOProBis JEKApCTBEHHBIMU CPEJICTBAMU OCYLIECTBIIETCS IPOU3BOIUTEISIMU
JIEKapCTBEHHBIX CPEACTB W OPraHU3alMsIMM ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CpEACTBAMM IO
IpaBWJIaM HajJiexaled AUCTpUObIOTOPCKON MPAaKTHKHU, YTBEPKICHHBIM EBpa3uiickoll AIKOHOMUYECKOU
KOMUCCHEHN, W TpaBWIaM XpPaHEHUS JIEKAPCTBEHHBIX CPEJACTB, YTBEP)KIECHHBIM YIIOJIHOMOYEHHBIM
(benepaTbHBIM OPraHOM HCTIOJIHUTEITFHON BIIACTH.

(uacts 1 B pen. @enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

2. OpraHum3andsi ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CpEACTBAMH 00s3aHAa COOJIOAATH
npeJeNIbHbIC CPOKU OTTPY3KH 3aTPeOOBaHHBIX alITEYHON OpraHU3aIlUeH JIEKAPCTBEHHBIX MPENapaToB Js
MEIUIIMHCKOTO TMPUMEHCHHSI W HE BIIPaBE OTKA3bIBaTh AalTEYHOW OpTraHM3AIMH, C KOTOPOH y Hee
3aKII0YCH COOTBETCTBYIOIIMI JIOTOBOP O TMOCTaBKaX JICKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO
MIPUMCHCHHS, B TIOCTABKE JICKAPCTBCHHBIX MPEMApaTOB I MEIUIIMHCKOTO TPUMEHEHUS TPU HATAIUHN
3aTpeOOBAaHHBIX JICKAPCTBEHHBIX MPEMAPATOB Il MEIUIIMHCKOTO PUMEHEHHUST y OpraHU3aliy ONTOBOM
TOPTOBIIM JIGKAPCTBEHHBIMU CpeiacTBamMu. [IpenenpHbIE CPOKM OTIpy3KH 3aTpeOOBaHHBIX aAIlTECYHON
OpraHu3aIyell JIEKapCTBEHHBIX MPEnapaToB Ui MEIUIIMHCKOTO TIPUMEHEHHS B 3aBUCHMOCTH OT
pPaCTONIOKEHUSI MeCTa OTIPY3KH JIGKAPCTBEHHBIX TMPEMapaToB Il MEAUIIMHCKOTO IMPUMEHEHUS
YCTaHABJIMBAIOTCS YIIOJTHOMOYCHHBIM (DeiepaibHbIM OPraHOM UCTIOJHHUTEIBHOM BIACTH.

(dactsb 2 BBenena denepaibHbIM 3aKOHOM OT 26.03.2022 N 64-D3)

Cratbsa 55. MNopaaoKk pO3HUYHOMN TOProBIU NIEKAaPCTBEHHbIMMU Npenaparamm

1. Po3HuuHas TOProBisl JIEKAPCTBEHHBIMU IIperapaTaMM B KOJIMYECTBAX, HEOOXOAUMBIX JUIS
BBINOJIHEHUsST BpaueOHbIX ((enpamepckux) Ha3HaYeHMH WM HA3HAYEHUH CIEIUATUCTOB B 00JacTH
BETEpUHAPUM,  OCYIIECTBIIAETCS  AlT€YHBIMUM  OPraHHU3alUsIMH, BETEPUHAPHBIMH  aNTCYHBIMU
OpraHM3alysIMH, UHAVBUAYAIbHBIMU  NPEIIPUHUMATEISIMH, UMEIOUIMMH  JIMLEH3UIO Ha
(bapMareBTHYECKYI0 JESITEeIbHOCTh, MEIWIMHCKIMH OpTaHU3AIMsIMHA, HMMCIOIUMH JIMIECH3UI0 Ha
(bapMaleBTUUECKYI0 JEATEIbHOCTb, U UX O0OCOOJEHHBIMM IOJPA3/IEICHUSAMH, PACIOI0KEHHBIMU B
CEIIbCKUX HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEYHbIC OpraHU3allMH, U BETEPUHAPHBIMU
OpraHu3alUsIMM, UMEIOIIMMHU JIUIEH3UI0 Ha (hapMalleBTUYECKYIO JeATeNIbHOCTh. Pa3pelieHa po3HUUHas
TOPrOBJISl TOJBKO JICKAPCTBEHHBIMU IIperapaTaMy, 3aperucrpupoBaHHbiMU B Poccuiickoit ®@enepanuun
7100 B COOTBETCTBHU C aKTaMHM, COCTaBJSAIOIIMMHU MpaBo Cor03a, WM M3TOTOBJICHHBIMM alTEYHBIMU
OpraHu3alMsIMU, BETEPUHAPHBIMHU anTeYHbIMU OpraHu3alusIMU, UHAUBUAYATbHBIMU
NpEeINpUHUMATEISIMY, HUMEIOIUMH JIMIEH3MI0 Ha (apMalleBTUYECKYIO JesITelabHOCTh. Po3HMuYHas
TOProOBJsl JIEKAPCTBEHHBIMM IIpeNapaTaMd OCYLIECTBISAETCA MO MPaBWIAM HAJUICKAIIEH alTedyHON
IPAKTUKH, YTBEP>KACHHBIM YIIOJIHOMOYEHHBIM (eiepabHbIM OPraHOM MCIIOJIHUTENBHON BIIACTH.

(B pen. @enepanbhbix 3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-®3, ot 30.01.2024 N
1-®3, ot 08.08.2024 N 323-D3)

1.1. Po3HuyHast TOPromisl JEKapCTBEHHBIMHU IMpenaparamMy i MEIUIMHCKOrO MpUMEHEHMs (3a
HCKIIIOYEHUEM JICKAPCTBEHHBIX IIPENAapaToB, OTIYCKAEMBbIX IO PELENTY Ha JCKApCTBEHHBIN Ipemnapar,
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HAapKOTUYECKUX JIEKAPCTBEHHBIX IMPENapaToB M MCUXOTPOIHBIX JEKAPCTBEHHBIX MPENapaToB, a TaKKe
CIIUPTOCOCPIKAIUX JICKAPCTBEHHBIX TMPEMapaToB ¢ OOBEMHOM JOJIed STHUIIOBOTO CIHPTa CBBIIME 25
MPOILIEHTOB) MOXET OCYHIECTBIATHCS ANTEYHBIMH OPTaHM3AIMSIMH  JIUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HnMYHYI0O ~ TOpProBIIO  JIGKAPCTBEHHBIMHM  IpernapaTaMd  JUIsli  MEIUIUHCKOTO  MPUMEHEHHS
JUCTAHIIMOHHBIM CITOCOOOM MOTYT OCYIIECTBIISATh ANTEYHBIC OPTaHU3AINH, WMEIONIUE JIUIECH3UI0 Ha
(bapmalleBTUUECKYI0  JCSITENbHOCTb W COOTBETCTBYIOIIEE pa3pelieHue (QeaepalbHOro  OpraHa
WCTIOJHUTEIILHON BJIACTH, OCYIIECTBISIIOMIETO (YHKIMH 1O KOHTPOJII U Ham30py B cdepe
3npaBooxpaHeHus. [lopsaok BeImauud  pa3pelieHuss Ha OCYIIECTBICHHE PO3HHUYHOW TOPTOBIIH
JIEKapCTBEHHBIMU TpenapaTaMy JUCTAaHIIMOHHBIM CIIOCOOOM, TpeOOBaHUS K aNTEeYHBIM OpPraHHU3aIUsM,
KOTOpbIE MOTYT OCYIIECTBIISATh TaKyH) TOPTOBIIIO, M TOPSIOK €€ OCYIISCTBJICHUS, a TakKe MpaBuia
JOCTAaBKHM JIEKAPCTBEHHBIX IMPEmapaToB Tpa)kaaHaMm ycTraHaBhnuBaiorcs I[IpaButenscTtBoM Poccuiickoii
Oeneparun. Uadopmanus 06 oruraueHHBIX (OTHYIICHHBIX) W MOJYYCHHBIX JICKApPCTBEHHBIX IperapaTax
BHOCUTCSI B CHUCTEMY MOHHUTOPHHIa JBIJKEHHUS JIEKQpPCTBEHHBIX NPEmapaToB Ui MEIUIIMHCKOTO
MIPUMEHEHHUS B MOPSIKE, TPETYCMOTPEHHOM YacThio 7 cTaThu 67 HacTosmiero deaepanbHOro 3aK0Ha.
(uacts 1.1 BBenena ®@enepanbHbiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buaesl anTeuHBIX OpraHW3aluid W TpaBWIa OTIYCKa JIEKAPCTBEHHBIX IMPEHApaTOB IS
MEJIMIMHCKOTO TIPUMEHCHHUSI alTeYHbIMH OPTaHU3aIMsIMH, WHIMBHIYaJbHBIMU IPEIIPUHUMATEISIMH,
UMEIOIITUMH JIUIICH3UIO Ha (DapMaIleBTHUECKYIO JeATeIbHOCTb, & TAKXKE MpaBuila OTIYCKa JIEKAPCTBEHHBIX
MpernaparoB Uil MEIUIIMHCKOTO MPUMEHEHHS] MEIUIMHCKUMH OpPTaHU3aIMsIMH, UMCIOIIMMHU JIUIICH3UIO
Ha (apMaIeBTUYECKYIO JICIATeIBLHOCTh, B UX 00OCOOJCHHBIMH TOJPA3CIICHUSIMHU, PACIOIOKCHHBIMH B
CEIIbCKUX HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTCUHbIC OpraHHW3allid, YTBEPXKIAIOTCS
YIOJHOMOYCHHBIM ()eIcpaTbHBIM OPTaHOM UCTIOJTHUTEILHOM BIIACTH.

(B pen. ®enepanbHbix 3aK0HOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. [IpaBwia oTmycka HAPKOTHYECKHUX CPEIICTB M MCUXOTPOIHBIX BEIIECTB, 3aPETHCTPUPOBAHHBIX B
Ka4yeCcTBE JIGKAPCTBCHHBIX IPEMapaToB, JICKAPCTBEHHBIX IPEMapaToB, COJIEPIKAIIUX HAPKOTHYECKUE
CpEICTBA W TICUXOTPOITHBIC BEIIECTBA, YTBEPIKIAIOTCS YIOJHOMOYCHHBIM (heepaqbHbIM OPraHOM
UCTIOJTHUTEJIBHOW BJIACTH IO COTJIACOBAaHUIO C (pelepajbHBIM OPraHOM HCIOJHHUTEIBHOW BIIACTH,
YIOJTHOMOYCHHBIM B C)epe BHYTPESHHUX JIEI.

(B pen. ®enepanpHoro 3akona ot 03.07.2016 N 305-03)

4. JlexapcTBeHHblE TpemapaTbl JJI BETEPUHAPHOTO TMPUMEHEHHUS IOJUIeKaT  OTIIYCKY
BETEPHHAPHBIMU aNTEYHBIMHA OpraHM3alMsIMU, BETCPHUHAPHBIMU OpPTaHU3AMSIMH, WHIUBHIYaTbHBIMU
npeaAupuHuMaTeIsIMM, HWMCIOINMMU  JIMICH3UIO Ha Q)apMaHGBTI/ILIGCKYIO ACATCIIBbHOCTBD. OTH}’CK
JIEKapCTBEHHBIX TIPETapaToB Il BETEPUHAPHOTO TNPHMEHEHUS OCYLIECTBISCTCS B COOTBETCTBUH C
npaBujiIaMu Haz[nen(amel‘/’l anTeyHo MMPAKTUKN JICKAPCTBCHHBLIX IIPCIIapaToB i BCETCPHUHAPHOIO
NPUMEHEHHS, YTBEP)KICHHBIMHU YIIOJIHOMOYCHHBIM (pe/IepalIbHBIM OPraHOM HCIIOJTHUTEIBHOM BIAaCTH.

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. TlepeyeHp MEAMIIMHCKUX OpTaHU3alMi, WMEIOMIUX JHUICH3UI0 Ha (apMaleBTHUECKYIO
NeSATEIIEHOCTh, © UX 000COOJICHHBIX MOAPA3ICICHHMA, PACTIOIOKEHHBIX B CEIBCKUX HACCIICHHBIX MYHKTAX,
B KOTOPBIX OTCYTCTBYIOT anTeUHbIE OpraHH3allMi, a TaKKe IMEepPEUYeHb JICKAPCTBEHHBIX IMPENaparos,
MpoJiaka KOTOPBIX MOXET OCYIIECTBIATHCS YKa3aHHBIMH OpraHU3alMsIMU U HX 000COOJICHHBIMU
MOJPa3JCICHUsIMY, YCTAaHABIMBAIOTCA  HCIOJNHUTEIBHBIMU  OpraHamu cyOwnekToB  Poccuiickoii
denepanuu.

(B pen. ®enepanbhbix 3akoHOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-®3, ot 08.08.2024 N
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232-®3, ot 08.08.2024 N 323-03)

6. AnreyHble OpraHu3allid, WHIUBUAYaJbHbIE MPEANPUHUMATENN, HMEIOLIUEe JHUIEH3UI0 Ha
(bapMaleBTHUECKYI0  JIeSTENbHOCTh, 00s3aHbl  O0ecrneynBaTh yTBEpPXKIACHHbIM [IpaBUTEIHCTBOM
Poccuiickoit ®enepanuu 1 GOpMHUPYEMBI B YCTAHOBICHHOM MM TOPSJIKE MUHUMAJIbHBIH aCCOPTUMEHT
JICKApCTBCHHBIX MPCIIapaToOB, HGO6XO,Z[I/IMI>IX JJ11 OKa3aHUus MCHHHHHCKOﬁ IIOMOIIIH.

(dgactpb 6 B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTtedHble opraHu3anv, HWHIAWBUAYAJIBHBIC MTPCANPUHUMATCIIN, HWMCIOINHUC JIMIOCH3WIO Ha
q)apMaHeBTI/ILIeCKYIO ACATCIIBHOCTb, HapAdy C JICKAPCTBCHHBIMU IIpeliapaTaMyu HUMCIOT IIpaBO
npuoOpeTaTh M TpOoJaBaTh, B TOM 4YHCJIE AWCTAHIMOHHBIM CIIOCOOOM, MEIWIMHCKHE W3/Aeus,
Ne3WH(UITUPYIONTUE CPEJICTBA, NMPEIAMETBI M CPEACTBA JIMIYHOW TUTHEHBI, MOCYIy IS METUITUHCKUX
IeJNeH, IpeIMETHI M CPEACTBA, MPeJHa3HAaYeHHBIE I YX0/a 32 OOJEHBIMHI, HOBOPOXK/ICHHBIMU U JIETHMH,
HC JOCTUTIIMMHU BO3pacTa TPEX JICT, OYKOBYIO ONTHKY M CPCACTBA yXOJa 3a HCI\/JI, MUWHCPAJIbHBIC BOMKI,
NPOIYKTHl JIEYEOHOTO, JAETCKOr0 M JUSTHYECKOTO0 TWHTaHHs, OWOJIOTMYECKH aKTHUBHBIC J00aBKH,
Hap(bIOMepHBIe U KOCMCTHUUYCCKHEC CpCACTBA, MCAUIIMHCKUC W CAHUTAPHO-IIPOCBCTUTCIIBHBIC ICYATHLIC
W3aHus, IpeHA3HAuYCHHBIC TSI IPOTIaraHabl 3[0pPOBOrO 00pa3a KU3HH.

(B pen. @enepanbhbix 3akoHOB OoT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-®3)

8. JlestenpHOCTh anTe4yHbIX opranu3zauuii Boopyxenusix Cun Poccuiickoit ®enepanuu, Ipyrux
BOMCK, BOMHCKUX (DOPMUPOBAHUI M OPTaHOB, B KOTOPBIX 3aKOHOJATeNbcTBOM Poccuiickoit deneparuu
MPEyCMOTPEHO TIPOXOXKJACHUE BOEHHOW CITy)KOBI WM  (elepaTbHONH TOCYAApCTBEHHOW CITYyKOBI,
CBSI3aHHOM C IPaBOOXPAHUTENBHOM JEATEIBHOCTBIO, PETIaMEHTHpYyeTCs HacTosmuM dDenepalbHbIM
3aKOHOM UM YTBEP)KJIEHHBIMH COOTBETCTBYIOUIMMH (efepalbHbIMU OpraHAMHM HCIIOJHUTEIbHON BIACTH
nojoxkeHusMu. KOHTpoib 3a COOMIOJEHHEM YyKa3aHHBIMHM AaNTEYHbIMU OPraHMU3aLUsAMHU MOJO0XKEHUH
Hacrosimero PenepaabHOr0 3aKOHA OCYIIECTBISIETCS COOTBETCTBYIOMIMMHU (helepallbHBIMUA OpraHaMu
VCIIOJIHUTENILHOM BJIACTH.

(B pen. ®enepanbroro 3akoHa ot 13.07.2015 N 262-03)

9. Vrparun cuny c¢ 1 auBaps 2021 roga. - @enepanpelii 3akoH ot 03.04.2020 N 105-P3.

[Ipumeuanue.
C 01.03.2026 ct. 55.1 yrpauuBaet cuny (D3 ot 20.10.2022 N 405-D3).

Cratba 55.1. Mopsaaok ocywecTBNeHUs PO3HUYHOM TOProBfU JeKapCTBeHHbIMU
npenapatamMum AnA MeOUUUHCKOro TMpPUMEHeHusi, OTnycKaeMbiMM nNO peuenTy Ha
NeKapCTBEeHHbIW npenapaT, AUCTaHUMOHHbIM COCOOOM

(BBenena PenepanbHbIM 3ak0HOM OT 20.10.2022 N 405-D3)

1. B nmepuon ¢ 1 mapra 2023 roma mo 1 mapra 2026 roga B ropoze ¢enepaabHOrO 3HAYCHHUS
Mockse, B benropojckoit 1 MockoBCckoii 00nacTsx (ajgee B HACTOAIIEH cTaThe - CyObeKThl Poccuiickoii
denepannn) MpeayCMaTPUBACTCS MPOBEIACHUE IKCIIEPUMEHTA IO OCYIIECTBICHUIO POZHUYHON TOPTOBIIU
JIEKAPCTBEHHBIMH IIpenaparamMu Uil MEAUIMHCKOIO NPUMEHEHHUs, OTIIyCKaeMbIMHM II0 pELENnTy Ha
JIeKapCTBEHHBIH Mperapar, IUCTAaHIMOHHBIM CIIOCOO0M (ajiee - SKCIIEPUMEHT).
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2. B pamKax 3KCIEpUMEHTa €ro YYacTHUKU BIPABE TUCTAHIIMOHHBIM CIIOCOOOM OCYIIECTBISATH
PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU IpenapaTaMy JUIsl MEAULIMHCKOTO IPUMEHEHNUS, OTIIyCKa€MbIMU
[0 pelentTy Ha JIEKapCTBEHHBIN mpemnapaT (B TOM 4Hcie cPOpMHUpPOBaHHOMY B (OpMeE 3IEKTPOHHOTO
JOKyMEHTa B JIMYHOM KaOMHETEe IpakJaHWHA HAa €JUHOM IopTajie U (WJIM) Ha PErHOHAIBHBIX MOpTanax
rOCYJapCTBEHHBIX 1 MYHUIIUIAIBHBIX YCIYT) M BKIIOYCHHBIMU B NEPEUCHb JICKAPCTBEHHBIX MPETapaToB
U (hapMaKoTepaneBTUYECKUX IPYMII JIEKaPCTBEHHBIX MPENapaToB, Pa3peIIeHHBIX K pealnu3ali B PaMKax
HKCHEPUMEHTA, YTBEPKICHHBIN YIOIHOMOYEHHBIM (heZiepaibHbIM OPraHOM HCIIOJIHUTENFHON BIIACTH (32
WCKJTFOUEHHEM JIEKAPCTBEHHBIX MPENapaToB, COACPKAINIMX HAPKOTUYECKHE CPEJICTBA, INCHXOTPOITHBIE
BEIIECTBA M MX MPEKYpPCOpbl, JEKAPCTBEHHBIX IpErnapaToB, COJEpXKallUX CHIbHOJCHCTBYOINE
BEIIECTBA,  paanodapMaleBTHUYECKUX  JICKAPCTBEHHBIX  MPEMapaTroB,  HUMMYHOOHOJIOTHYECKHX
JIEKapCTBEHHBIX IMpENapaToB, a TaKKe JICKApPCTBEHHBIX MpenapaToB, Ui KOTOPbIX B COOTBETCTBUH C
WHCTPYKIMEH 10 NPUMEHEHHIO JIEKAPCTBEHHOTO TIperapaTa YCTaHOBJICH TEMIIEPATypHBIA PEXUM
XxpaHeHus HWxke 15 rpagycos Llenbcusi, cnupTocoaepKaliux JIEKapCTBEHHBIX MPENapaTtoB ¢ 0ObEMHOMN
J0Je STUIIOBOTO CIHPTA CBBINIE 25 MPOIEHTOB W JIEKAPCTBEHHBIX MPENapaToB, H3TOTOBJICHHBIX
anTeyHbIMM  opranuzanusmu).  KpuTepuum ~ BKIIOYEHHS  JIEKApCTBEHHBIX  NpENapaTtoB U
(bapMakoTepaneBTUIECKUX TPYII JIEKAPCTBEHHBIX MPETapaToB B YKa3aHHBIN MEPEYCHb yCTaHABINBAIOTCS
[IpaBurensctBoM Poccuiickoii denepanuu. [lomoxkeHnss HACTOALIEH CTaTbU HE PACIPOCTPAHSAIOTCA Ha
JIeKapCTBEHHBIE TIpenapaThl, OTITyCKaeMble OECIUIATHO WM CO CKUAKOW rpakJaHaM, MMEIOIINM TPaBoO Ha
obecrieyeHHe JICKApCTBEHHBIMHM IpenapaTaMM 3a CYeT CpEICTB OMOJDKETHBIX ACCHUTHOBAaHUH
denepanpHOTO OFOKETa U OO KETOB CyOBeKkTOB Poccuiickoit deneparium.

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

3.  VYuacTHUKaMU  DKCHEpPUMEHTa  SIBJISIIOTCS  YIIOJIHOMOYEHHBIH  (efepanbHbI  Oprax
UCTIOJIHUTEJIBHOW ~ BJIACTH, YIOJHOMOYEHHbBIC HCIOJHUTENbHbIE OpraHbl CcyOBbekToB Poccuiickoit
®denepanyy, MEIUIIMHCKUE OPraHU3allMd U aNTeuHble OpPraHU3allid, COOTBETCTBYIOLIUE TPEOOBAHMSIM,
YCTaHOBJICHHBIM B COOTBETCTBHMHM C 4acTbIO 4 HACTOSLICH CTAaThU.

(B pen. ®enepanbHoro 3axkoHa ot 08.08.2024 N 232-D3)

4. TlonoxxeHue O MOpPsAKE MPOBEACHUS SKCIEPUMEHTa, B TOM YHUCIE TPeOOBAaHUS K MEAULUHCKUM
OpraHM3alysM ¥ anTeUHbIM OpTraHU3aALMSM, SBISIOIIMMCS YYaCTHUKAMM SKCIEPUMEHTa, MOPSI0K
OCYIIECTBJICHUS] PO3HUYHON TOPrOBJIN JIEKAPCTBEHHBIMHU MpENapaTaMy sl MEIULUHCKOTO IPUMEHEHMS,
OTIIyCKAa€MBbIMM IO PELENTy Ha JIEKapCTBEHHBIN Ipernapar, JUCTaHLUHOHHBIM CIOCOOOM, TpeOOBaHUS K
JOCTaBKE TaKMX JIEKAPCTBEHHBIX IIpENapaToB TIpaxKJaHaM, IpaBUja BbIJA4YM pa3pelleHus Ha
OCYILECTBJICHUE PO3HUYHON TOPTOBJIN JIEKAPCTBEHHBIMU MpENapaTaMy i MEIULIUHCKOTO IPUMEHEHHS],
OTIIYCKaeMBbIMU 1O peLEeNnTy Ha JIEKapCTBEHHBIN IMpenapar, AUCTAHIUOHHBIM CHOCOOOM, YTBEpPXKAaeTcs
[IpaButensctBoM Poccuiickoit ®denepaunu. TpeboBaHHs K anTeUHbIM OpraHU3aLUAM, SBISIONIMMCS
YYaCTHHKAMHU JKCIEPUMEHTa, HE MOTyT OBITh HHXKE TpeOOBaHMI, YCTAHOBJIEHHBIX K aNTEYHBIM
OpraHM3alMsIM B COOTBETCTBUHU ¢ 4acThio 1.1 cTaThu 55 HacTosiero @enepanbHOro 3aKOHa.

5. YnonHoMoueHHbIH (enepanabHblil OpraH HCIOIHUTENBHOM BIacTu:

1) ocylecTBIss€T METOAUYECKOE COINPOBOKICHHUE HKCIEPUMEHTA, BKIIOYAs METOAUUYECKOE
COIIPOBOKICHUE JIEATEILHOCTH MEAUIIMHCKUX OPraHU3alMil U alTeUHbIX OpraHu3aluii, y4acTBYIOLUIUX B
HKCIEPUMEHTE, 10 0(POPMIICHHIO, HCIIOF30BAaHUIO U XPAaHEHHUIO PELENTOB Ha JIEKAPCTBEHHBIN Iperapar,
B TOM 4HcCIIe CHOPMHUPOBAHHBIX B (POPME AIIEKTPOHHBIX JOKYMEHTOB;

2) mnpexacrasnsier B IlpaBurensctBo Poccuiickoit ®enepanuu mnpeaBapUTENbHBIM (B HEpUOA
IIPOBE/ICHUS HKCIEPUMEHTA, HO HE IMO3[JHEe 4YeM 3a JBa Mecsla J0 HCTEYECHUs CPOKa IPOBEACHUS
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AKCIIEPUMEHTA) U UTOTOBBIN (IO OKOHYAHHUH SKCIIEPUMEHTA, HO HE MO3HEE YeM Yepe3 JIBa MecsIa Mmocie
UCTEUYEHHUs CpOKa MPOBENCHUS AKCIEPUMEHTAa) AOKIAAbl O pe3yJbTaTaX IMPOBEIEHUS SKCIIEPUMEHTA U
MIPEITIOKEHUS] O BHECEHUW H3MEHEHHI B 3aKOHOJATEIILCTBO 00 0OpaIleHHH JICKaPCTBEHHBIX CPEJICTB.

6. YIOJTHOMOYEHHBIN HUCTIOTHUTENBHBIN Opran cyobekTa Poccuiickoit deaepanmm:
(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

1) BIipaBe yCTaHOBUTH OCOOEHHOCTHU MPOBEACHUSI SKCIIEPUMEHTA;

2) yTBEpXKOAEeT MOPSAOK OTOOpa MEIUIIMHCKUX OpTaHM3alWi W aNnTeYHBIX OpTraHu3alud JUIs
y4acThs B JKCIIEPUMEHTE, a TaK)Ke NPOBOJHUT TAaKOH OTOOpP W YTBEPKIAeT NEpeYCHb MEIUIIUHCKHUX
OpraHM3aIlfil U MepedyeHb alTeYHbIX OpraHU3aIiii, COOTBETCTBYIOIINX TPEOOBAHUAM, YCTAHOBJICHHBIM B
COOTBETCTBHUH C YaCThIO 4 HACTOSIIEH CTaThH, U SIBJISIONIUXCS yUaCTHUKAMU YKCIIEPUMEHTA;

3) ocymuiecTBas€T MOHUTOPUHI IMPOBEJCHUS SKCHEPUMEHTAa U MPEACTABIsET €ro pe3yibTaThl B
YIOJHOMOYEHHBIN (peiepabHbIIl OpraH UCIIOJHUTEIBLHOM BIIACTH;

4) oOecneunBaeT HMH()OPMALMOHHO-TEXHUUECKOE OOECleYeHue TMPOBEJIEHHsSI SKCIEpUMEHTa
MOCPENICTBOM HCIIOJIb30BaHMSI TOCYIAPCTBEHHON MH(POPMAIIMOHHON CUCTEMBI B cepe 3ApaBOOXpPaHEHUS
cyobekra Poccuiickoit ®@enepaunu ¥ (WIM) MEIUIMHCKMX HH()OPMALMOHHBIX CHCTEM MEIULIMHCKHUX
OpraHM3alii, SBISIOIIMXCS YyYaCTHUKAMU OKCIIEPUMEHTa, M MX B3aUMOJEHCTBUS C €IUHOU
rocy1apCTBEHHOH MH(OPMAIIMOHHON cUCTEMOH B cepe 31paBOOXpaHEHUSL.

7. MenuuuHCKME OpraHM3alMyd W alTeyHble OpraHU3allMd BIPAaBE OTKA3aTbCsA OT Yy4YacTus B
SKCIIEPUMEHTE, M0/IaB B YIOJIHOMOYEHHBIN MCTIOIHUTENbHBIN opran cyowekra Poccuiickoit deneparmu
COOTBETCTBYIOIIEEe OOpalieHne B TICbMEHHOU opMme.

(B pen. ®enepanpHoro 3akona ot 08.08.2024 N 232-03)

8. AmnTe4yHbIe OpPTraHU3AINH, SBISIONIMCCS yJ9aCTHUKAMU JKCIIEPUMEHTA, OO0sI3aHBI NPH TPOIAKE
JMCTAHIIMOHHBIM CIIOCOOOM JICKAPCTBEHHOTO Mpernapara JUisi MEAUIIMHCKOTO IPUMEHEHHS, OTITYyCKAaeMOTO
0 PEICNTY Ha JICKAPCTBEHHBIN IpermapaT, 00eCeYnTh MPH OCYIICCTBIICHUU TOCTABKU HICHTU(UKAIIUIO
JUYHOCTU TPAXKIAHWHA, MOJYYAIOIIEero TAaKOW JIGKAPCTBCHHBIM Mpenapar, B MLEISIX YCTaHOBJICHUS
COOTBETCTBHUSl €r0 JIMYHOCTH M JIWIA, YKAa3aHHOTO B pEIENTe Ha JIGKAPCTBEHHBIM Tpemnapar (ero
3aKOHHOTO TIPEICTaBUTENs), JIMOO JIMIA, YIOJTHOMOYCHHOTO JIMIIOM, YyKa3aHHBIM B pEIENnTe Ha
JICKapCTBCHHBIN Mpernapar (ero 3aKOHHBIM MPEACTABUTEIIEM ), Ha IMOJYYCHHE JICKApCTBEHHOTO Mpernapara
(manee B HACTOSIIEH CTAThe - JIUIO, YKA3aHHOE B PElENTe (3aKOHHBIN MPEICTABUTENb, YIIOTHOMOUECHHOE
JIUTIO).

9. JIumo, oOCyIEeCTBIAOIIEE JOCTAaBKy JIEKapCTBEHHOIO Ipenapara il MEIUIMHCKOTO
IIPUMEHEHHS, OTIIyCKAaeMOro IO pEeLEenTy Ha JIEKapCTBEHHBIM IpemapaT, 00s3aHO MOTpedOoBaTh Yy
IpaXX1aHUHA, NIOJyYaIOILIEro TaKOM JIEKapCTBEHHBIN Npenapar, IpeIbsBUTh JOKYMEHT, YI0CTOBEPSIOLINN
€ro JINYHOCTh, IS UAEHTU(UKALNN JUYHOCTH ITOrO I'Pa)<IaHWHA U YCTAaHOBJIEHUS COOTBETCTBUS €TO
JMYHOCTU M JIMLA, YKA3aHHOIO B pelenTe (3aKOHHOTO IMpPEICTaBUTENs, YIOJHOMOUYEHHOro Juna). B
Clly4ae BBISBJIICHUS HECOBNAACHMSI JIMYHOCTU Tpa’kJaHUHA, MOJIYYarollero JEeKapCTBEHHBIM Ipernapar, u
JMIA, YKa3aHHOTO B pelenTe (3aKOHHOTO MpeACTaBUTENS, YIIOJHOMOUEHHOIO JIMIA), a TaKKe B Cilydae
OTKa3a TpaXJaHMHA, IMOJYYaIoLIero  JIGKAPCTBEHHBIM  Ipemnapar, MNpeIbsSBUTh  JOKYMEHT,
YIOCTOBEPSIOLMUI €ro JUYHOCTh, JINLO, OCYIIECTBISIONIEE AOCTaBKY JIEKAPCTBEHHOIO Ipemnapara IJis
MEIUIMHCKOTO NMMPHUMEHEHHSI, OTITYCKaeMOT0O 0 PEIenTy Ha JIEKapCTBEHHBIN Mpernapar, 00s3aH0 BEPHYTh
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TaKOW JIEKAPCTBEHHBIN IIpenapar B allTCUHYI0 OPraHU3aLUIO.

10. TloaTrBepkmenuem ¢akTa TMepegadd JICKapCTBEHHOTO TIpemapara Jjisi MEIUIMHCKOTO
IIPUMEHEHHUs, OTIIyCKaeMOI'0 II0 pELEeNTy Ha JICKapCTBEHHBINM IIpernapar, JIMLYy, YKa3aHHOMY B pELENTe
(3aKOHHOMY TIPEJICTaBUTEIIO, YIOJTHOMOYEHHOMY JIMIY), SIBJSIOTCS KAaCCOBBIM YE€K W TOMANKCH JIMIIA,
MIOJIyYUBIIErO0 TAaKOW JIEKAPCTBEHHBIN IIpenapar, Ha JOKYMEHTE O IIOJIy4YEeHHUH TaKOIO JIEKAPCTBEHHOIO
npenapara mo Qopme, yTBEp)KIaeMOH YIOJHOMOYCHHBIM (enepaibHbIM OPraHOM HMCTOJHUTEIHHOM
Brnactu. [locrme mepenaum JiekapCTBEHHOrO TMperapaTta JIMIly, YKa3aHHOMY B pelente (3akoHHOMY
MPEACTABUTENIO, YIMOJTHOMOYEHHOMY JIMIlY), 3TOT JOKYMEHT Tepenaercs JHUIOM, OCYIIECTBUBIINM
JOCTaBKy TaKOTro JIEKapCTBEHHOTO IMpernapara, B anTeUHYI0 OpPraHU3all{io, OCYIIECTBHUBIIYIO OTIYCK
JIEKApCTBEHHOI'0 IpenapaTta. B cilydae BbIABICHMS NpHU IIepeAade JMIy, yKa3aHHOMY B peLenTe
(3aKOHHOMY TIPEJICTAaBUTENIO, YIOJIHOMOYEHHOMY JIMIly), JIEKAPCTBEHHOro mpemapara (akToB
MEXAaHHUYCCKOI'O HOBpG)KI[GHI/Ifl €ro nim ¢€ro ynaKOBKI/I TaKOfI HeKapCTBeHHBIfI npenapaT JINIIOM,
yKa3aHHBIM B pelenTe (3aKOHHBIM TMPEACTaBUTENEM, YMOIHOMOYEHHBIM JIMIIOM), HE MPUHUMAETCS M
BO3BpaIaercss 0e3 ero omiathl JIMIly, OCYIIECTBUBIIEMY IOCTaBKY JIEKAPCTBEHHOTO TMpernapara Hu
o0ecrnevnBaroIIeMy ero BO3BparT B aliTEYHYIO OPTaHU3AIIHIO.

11. 3a HapymeHus 3akoHonarenbcTBa Poccuiickoit denepaiyiv, COBEpILIEHHBIE NMPU MPOBEICHUU
OKCIIEPUMEHTA, €ro YYaCTHUKA HECYT OTBETCTBEHHOCTb, YCTAHOBICHHYIO 3aKOHOJATEIbCTBOM
Poccuiickoit denepanumn.

12. KouTponb 3a HCHOTHEHHEM TpeOOBAaHUN, CBS3aHHBIX C TMPOBEJCHUEM OSKCIIEPUMEHTA,
ocymiecTBIsieTcs: (heiepabHBIM OPTaHOM HWCIOJHUTEIBHON BIACTH, OCYIISCTBISIONIMM (YHKIUH TI0
KOHTPOJTIO ¥ Ha/130pY B cpepe 3apaBoOXpaHEHHs, B IOPsAKE, ycTaHOBIeHHOM DenepanbHbIM 3aKOHOM OT
31 urons 2020 roxa N 248-®3 "O rocyaapcTBEHHOM KOHTPOJIE (Ha130pe) U MyHHUITUTIATLHOM KOHTPOJIE B
Poccuiickoit ®enepanun’.

CraTtba 56. U3aroToBneHue u OTNYCK JyIeKapCTBEHHbLIX NpenapaTos

1. M3rortoBneHue JIEKapCTBEHHBIX IIPENApaToB aNTEYHBIMU OPTraHU3ALMSIMH, BETEPUHAPHBIMU
anTeUYHbIMM  OpraHU3alMsSM{, UMEIOUIMMHM JIMLIEH3UI0 Ha  (apMaleBTHUECKYI0  JESTEIbHOCTD,
OCYILECTBIISICTCSI IO pelentaM Ha JEeKapCTBEHHbIE Ipenaparbl, MO TPeOOBaHUAM METULIMHCKUX
OpraHM3alyii, BEeTepUHAPHBIX OpraHU3alMi WM OpraHu3alMil (MHIMBUIYAJIBHBIX MpEANpUHUMATENEH),
OCYIIECTBISIOIUX PAa3BEICHNE, BEIPAIIMBAHUE U COACPKAHUE KUBOTHBIX, B COOTBETCTBUHU C IIPaBUJIAMHU
V3TOTOBJIIEHUS W OTIIyCKAa JIGKAPCTBEHHBIX IPENapaToB, YTBEPKICHHBIMU  YIIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOJIHUTEIBHOMN BIIACTH.

(B pen. @enepanbHbix 3aKk0HOB 0T 05.12.2022 N 502-®3, ot 30.12.2021 N 463-D3)

2. IIpu U3roTOBIEHUU JIEKAPCTBEHHBIX MPENapaToB alTEUYHbIMU OPraHU3ALUSAMHU, BETEPUHAPHBIMU
anTeYHbIMM  OpraHU3alMsSM{, UMEIOUIMMHM JIMLIEH3UI0 Ha  (apMaleBTHUECKYI0 JESTEIbHOCTD,
UCTOJB3YIOTCSl JIEKAPCTBEHHBbIE IMpenapartbl U (Win) QapMmaleBTUYeCKHe CyOCTaHLMU, BKJIIOUYEHHbIE
COOTBETCTBEHHO B T'OCY/IapCTBEHHBIN PEECTp JEKAPCTBEHHBIX CPEACTB JUISl MEIULIMHCKOTO MPUMEHEHMUS,
rOCYJJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB JJIsl BETEPUHAPHOI'O NMPUMEHEHUs, €IUHBIA peecTp
3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX cpencTB EBpa3zniickoro SKOHOMHYECKOTO COI03a, €AMHBIN peecTp
3apEeTUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IpenaparoB EBpa3niickoro 3KOHOMUYECKOIO
COI03a B YCTaHOBJIEHHOM mopsjake. He npomyckaercs HM3rOTOBIIEHHWE aNTEYHBIMH OpraHU3alMsIMHU,
BETEpPUHAPHBIMU  ANTEYHBIMH OpPraHU3aLUsAMM, HMEIOIIMMHU JIMIEH3UI0 Ha (papMaleBTUUECKYIO
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JesITeIbHOCTD, JIEKAPCTBEHHBIX NpPENapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit deneparyu n1ubo B
COOTBETCTBUH C aKTaMH, COCTaBIAIOMUMU NpaBo Corosa.
(B pen. @enepanbHbix 3akoHOB OT 05.12.2022 N 502-®3, ot 30.01.2024 N 1-D3)

3. MapkupoBka JEKapCTBEHHBIX IIPENapaToB, W3TOTOBJIEHHBIX aNTEUYHBIMU OpraHU3ALMIMH,
BETCPUHAPHBIMU  ANTEYHBIMH OpPTraHU3AIMsAMM, HMEIOIMIMMHU JIMIEH3UI0O Ha (papmaleBTHUECKYIO
JesTeNbHOCTh, U O0(OpPMIIEHHE TAaKUX IPENapaToB JIOJKHBI COOTBETCTBOBATh INpaBHJIaM, YKa3aHHBIM B
yacTu | HacTosel cTaThu.

(B pen. ®enepanbHoro 3akoHa ot 05.12.2022 N 502-03)

4. AnTeyHple OpraHM3allM, BETCPUHAPHBIC AalTeYHbIC OpraHMW3alliH, WMEIONINE JUICH3UI0 Ha
(bapMareBTHYECKYIO IESTETLHOCTh, HECYT OTBETCTBEHHOCTH 32 HECOOIIOJICHHE MPABHUI M3TOTOBJICHUS U
OTITyCKa JIEKapCTBEHHBIX IPETapaToB B COOTBETCTBUH C 3aKOHOAATENLCTBOM Poccuiickoit @eneparmu.

(B pen. ®enepanbHoro 3akoHa ot 05.12.2022 N 502-03)

Cratbsa 57. 3anpelueHue Npoaaxu oTAenbHbIX NlIeKapCTBEHHbIX CPeACTB
(B pen. @exnepanbHoro 3akoHa ot 08.08.2024 N 292-03)

1. 3anpemraeTcst mpoaaxka (GanbCu(UIIMPOBAHHBIX JIEKAPCTBECHHBIX CPEICTB, HETOOPOKAYCCTBCHHBIX
JICKapCTBEHHBIX CPECTB, KOHTPA(AKTHBIX JIECKAPCTBEHHBIX CPEIICTB.

2. 3anpeniaercs npojaxa:

1) nexapCcTBEHHBIX MPEMapaToB ISl MEAULMHCKOTO IPUMEHEHHsI, B OTHOIIIEHUH KOTOPBIX B CUCTEME
MOHUTOPUHTA JBUKEHUS JICKAPCTBEHHBIX IMPENapaToB ISl MEAMIIMHCKOTO MPUMEHEHHUS OTCYTCTBYIOT
CBEICHHSI O HAHECEHUHU CPEJCTB UACHTU(UKAIINY U (M) CBEIEHHUS O BBOJIE B TPAXKIAHCKUN 000pOT;

2) JICKAPCTBCHHLIX MperaparoB 4 MCIAUIHUHCKOIO IMPUMCHCHUA, B OTHOIICHHWHU KOTOPBIX
OCyIIIECTBIICHA OJOKMPOBKA BHECEHHSI B CHCTEMY MOHHMTOPHWHIA JBIIKEHHSI JICKAPCTBEHHBIX MPEIapaToB
JUTSE MEJTUITMHCKOTO TMPUMEHEHHS CBEICHUH O BBOJE B TpaxkIaHCKUW 000poT, 00 o0opoTe wWin o
IpeKpalieHur 000poTa;

3) JICKApCTBCHHBIX Mpe€raparoB JId MCAULNUHCKOIO TMPUMCHCHHA, MNPHUMCHCHUC KOTOPBIX
MPUOCTAHOBJICHO 10 PCHICHUIO YIIOTHOMOYCHHOI'O Q)ez(epanLHoro opraHa HUCIOJIHUTEIbHOM BJIaCTH,

4) nekapCTBEHHBIX MPENapaTroB sl MEIUIUHCKOTO MPUMEHEHHMS, TPaKIaHCKUH 000pOT KOTOPBIX
[IPEKpalIcH;

5) JICKApPCTBCHHBIX NPCapaToB AJIA MEAULIUHCKOTIO NPUMCHCHH, CPOK I'OJHOCTH KOTOPBIX HUCTCK;

6) JIeKapCTBEHHBIX TMPENapaToB A MEAWIMHCKOTO MPUMEHEHHs, B OTHOIIEHHWU KOTOPHIX HE
coOroieHbl TpeOOBaHUS, ONPEEIICHHbIE HA OCHOBAaHUU YacTu 5 craThu 67 Hactosmero denepaabHOro
3aKOHa.

3. JleficTBHE MOJIOKEHUN YacTH 2 HACTOSIIEW CTaTbU HE PACHpPOCTPAHSAETCS HA JIEKAPCTBEHHbBIE
npernaparsl, yka3aHHble B yacT 7.1 crateu 67 HacTosmero denepanbHOro 3aKOHa.
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4. Tlopsinox NMpPUMEHEHUs IOJIOKEHMM 4acTH 2 HACTOSIEW CTaTbU M CPOKM IPHUMEHEHUS TaKOro
nopsiaka ycranasnuparorcs [IpaButensctBoM Poccuiickoit @enepanuu.

CraTtbAa 58. XpaHeHMe nekapCTBEHHbIX CPeAcTB

1. XpaHeHue JnEKapCTBEHHBIX CPEICTB OCYMIECTBIACTCS TPOU3BOJUTEISIMHU JIEKAPCTBEHHBIX
CpCacCTB, OopraHu3anusiMu ONTOBOM TOProBJIN JICKApCTBCHHBIMU cpcacTBamMu, AlITCYHbIMU
opraHnmsanusimMu, BCTCPUHAPHBIMU aIlITCYHbIMHU opraHu3anusiMu, WHAUBUAYaJIbHBIMU
NpeANPUHUMATENSIME, UMEIOIIMMH JIUIIEH3UI0 Ha (hapMalleBTUUECKYIO JCATEILHOCTh WM JINICH3HUIO Ha
MCIUIHUHCKYIO OCATCIbHOCTb, MCIWIWHCKUMHU OpraHu3aliuiaiMu, BCTCPUHAPHBIMHU OpraHU3alusaIMU U
WHBIMH  OPraHM3alUsIMH, OCYIICCTBISIOIIMMH OOpaIleHHe JIEKapCTBEHHBIX CPEACTB. XpaHCHHE
JICKAPCTBCHHBIX CPCACTB MJId BCTCPHUHAPHOIO IPHMCHCHUA OpraHu3allusIMM W HWHIAWBUAYAJIbHBIMHA
OpEANPUHUMATENSIMH B CIIydasiX, €CJIM OHHM HCIHOJB3YIOTCS HCKIIOUYHUTENIBHO IIPU  pa3Be/ICHHH,
BbIpallluBaHWH, COACPKAHUN W JICUCHUHN JXKUBOTHBIX, MOXCT OCYIICCTBIIATHCA oe3 MOJIYUCHUA JIMICH3UU
Ha (hapMaIleBTUUECKYIO AEATEIBHOCTb.

(B pen. ®enepanbroro 3akoHa ot 22.10.2014 N 313-03)

2. IlpaBwia  XpaHEHMs  JICKAPCTBEHHBIX  CPEACTB  YTBEPXKAAIOTCS  COOTBETCTBYIOLIMM
YIOJHOMOYEHHBIM (eiepaibHbIM OPIraHOM UCIIOIHUTEILHOU BIACTH.

3. XpaHeHHE HAPKOTUYECKUX JIEKAPCTBEHHBIX CPEICTB, NCUXOTPOMHBIX JICKAPCTBEHHBIX CPEACTB,
paguodapMarieBTUYECKUX  JIEKAPCTBEHHBIX  CPEICTB  OCYIIECTBISETCS B COOTBETCTBHHM  C
3akoHozarenbcTBOM Pocceuniickont denepanum.

Cratba 58.1. lpeamMeTHO-KONMUYECTBEHHbIA Y4YeT JieKapCTBEeHHbIX CpeacTB Ans
MeAUNLMNHCKOro NpMMeHeHus

(BBeneHa ®PenepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. TlepeueHbp JEKAPCTBEHHBIX CPEACTB JUIA MEAMIIMHCKOTO TPUMEHEHHUS, TOJUICKAIINX
MPEeIMETHO-KOJIMYECTBEHHOMY y4YeTy, YTBEP)KIAeTCsl YIOJHOMOYEHHBIM (enepanbHbIM  OpPraHoM
HUCIIOJHUTEIHLHON BJIACTH.

2. Topsmok BKIIOUEHHS JICKAPCTBEHHBIX CPEICTB JJIsI MEIUIMHCKOTO NMPUMEHEHHsS B IEpEYeHb
JICKApPCTBCHHBIX CPEACTB JIA MCAUIUHCKOIO NPUMCHCHHA, IMOMJIC)KAIUX NPEIAMCTHO-KOJINIYCCTBCHHOMY
y4deTy, YyCTAaHABIHMBAETCS YIOJHOMOYECHHBIM (elepalbHbIM OpPraHOM HCIOJHUTEIBHOM BIACTH TI0
COTJIACOBAHUIO C (efepabHBIM OPraHOM HCIIOJHUTEIBHONH BIACTH, YIOJHOMOYEHHBIM B cdepe
BHYTPEHHHX JIEJI.

(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. IIpenMeTHO-KOJINYECTBEHHBIM YYET JIEKAPCTBEHHBIX CPEICTB Ul MEIULUHCKOTO IPUMEHEHHUS
BEIyT IMPOU3BOJIUTEIN JIEKAPCTBEHHBIX CPEICTB, OPraHU3AllMM ONTOBOW TOPrOBJIM JIEKAPCTBEHHBIMU
CpPEACTBaMU, allT€YHbIC OPraHMU3alUd, WHIMBHUAYAJIbHBIC INMPEANPUHUMATEIIH, UMEIOLINE JIMLICH3UIO Ha
(bapMareBTHYECKYIO AEATEIBHOCTD WM JIMICH3UI0 Ha MEIUIIMHCKYIO NIEATENIbHOCTh, W MEIHIIMHCKUE
OpraHu3alK, OCYLIECTBIAIOIINE 0OpallleH!e JIEKApCTBEHHBIX CPEACTB AJIS MEAUIIMHCKOTO MPUMEHEHNH,
MyTEM PETUCTPAIMU JIOOBIX CBA3aHHBIX C WX OOpaIleHHUEeM OIEeparuii, MPH KOTOPHIX M3MEHSETCS HX
KOJINYECTBO U (WJIM) COCTOSIHUE, B CIIEIMATBbHBIX J)KypHAIax ydyeTa olepaluil, CBI3aHHbIX C 0OpalleHueM
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JICKApPCTBCHHBIX CPCACTB JJISI MCAUITUHCKOI'O IPUMCHCHUS (,uanee - CIICHUAJIBbHBIC )KypHa.HBI).

4. TlpaBuna perucTpaludy ONEpalui, CBSI3aHHBIX € OOpalllEeHHEM JIEKapCTBEHHBIX CPEICTB IS
MEUIMHCKOTO MPUMEHEHHMS, BKIIOUEHHBIX B NEPEUYEHb JIEKAPCTBEHHBIX CPEACTB I MEIUIIMHCKOTO
IIPUMEHEHHS, T0UIEKAIINX PEIMETHO-KOJIMYECTBEHHOMY y4€Ty, B CIECIMAJIBHBIX JKypHAJaX U IpaBuia
BEJCHUS M XpPAaHEHMS CIELUANbHBIX J>KypHAJIOB YTBEPHKIAIOTCS YIOJIHOMOYEHHBIM (eeparbHbIM
OpPraHOM HCIOJIHUTEIBbHOU BIACTH.

5. Kontpons 3a coOmiofeHHEM NpaBWJ PErHCTpaIlyl OIlepaluii, CBS3aHHBIX C oOOpalIieHueM
JICKapCTBEHHBIX CPEACTB JJISI MEAUIMHCKOTO NMPUMEHEHUS, BKIIOYEHHBIX B IMEPEUYCHb JIEKAPCTBEHHBIX
CPEACTB [IJsi MEIULMHCKOTO TPUMEHEHMs, MOJUICKAINX MPEeIMETHO-KOJIMYECTBEHHOMY Yy4eTy, B
CHeIUaIbHBIX JKypHaJIaX, a TakkKe 3a COONIOJACHHUEM TMpaBWI BEACHUS M XPAHEHUS CIElUaTIbHBIX
KYPHAJIOB BO3JIaraeTcsi Ha YIOJHOMOYEHHbIE (erepalbHble OpraHbl MCIOJHUTEIBHOW BIACTH H
WCIIOTHUTENIbHBIE OpraHbl cyObekToB Poccuiickoit ®enepariy, OCYIIECTBISIONINE JUIIEH3UPOBAHKE
MPOM3BOJCTBA JIGKAPCTBEHHBIX CPEICTB, (apMalleBTUYECKOM JEATEIBHOCTH M  METUIIMHCKOU
JEATEIIbHOCTH, U OCYILECTBIISIETCA B paMKaX JINLIEH3UOHHOTO KOHTPOJISL.

(B pen. ®enepanpHoro 3akona ot 08.08.2024 N 232-03)

Masa 11. YHUMTOXEHUE NNEKAPCTBEHHbLIX CPEOACTB
CraTtbsa 59. OcCHOBaHMA U NOPAAOK YHUUYTOXEHUS fIeKapCTBEHHbIX CpeacTB

1. HenoOpokauecTBEHHbIE JICKApPCTBEHHBIE CPENCTBa, (anbCU(UIMPOBAHHBIE JIEKAPCTBEHHBIE
cpeacrtBa IMmoJieKaT H3BATUIO U3 O6paHIeHI/I$I U  YHUYTOXKCHHIO B TIOPAAKE, YCTAaHOBJICHHOM
IIpaButensctBoM Poccuiickoit ®@enepanun. OCHOBaHMEM [UIsl YHUUYTOKEHUS JIEKAPCTBEHHBIX CPEICTB
ABIISICTCA ~ pEIEHHE  BIAJAEiblla  JEKAapCTBEHHBIX  CPEICTB,  PEIIEHHE  COOTBETCTBYIOIIEIO
YIOJIHOMOYEHHOTO (heZiepallbHOTO OpraHa UCIOJHUTEIbHOM BIACTH WM PELICHHE Cya.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. KontpadakTHble TeKapCTBEHHBIE CPEJCTBA MOAJICKAT U3BATUIO U3 O0pallleHUss M YHUYTOXKEHUIO
1o pemeHuto cyaa. [lopsanok yHU4ITOXKeHUsS KOHTpa(aKTHRIX JIEKAPCTBEHHBIX CPEJCTB yCTaHABIUBACTCA
[IpaBurenscTBOM Poccuiickon Penepanuu.
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxompl, CBsi3aHHBIE C YHHYTOXKEHHEM KOHTpPA(aKTHBIX JIEKAPCTBEHHBIX CPEACTB,
HET0OPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, (hanbcH(DUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
BO3MEILIAKOTCS UX BIIAJEIBLEM.

4. Bnanenern JeKapCTBEHHBIX CPEJCTB JOJDKEH NPEICTaBUTh B YIOJHOMOYEHHBIH (enepanbHbIi
OpraH KCIOJHUTEIbHOM BJIACTU JOKYMEHT WJIM 3aBEPEHHYI0 B YCTAHOBIECHHOM IOPSJAKE €ro KOIIUIO,
MOJTBEep XK atoNre (aKkT YHUUTOKEHHS JICKApPCTBEHHBIX CPEICTB.

5. CoOTBEeTCTBYIOIIMN YMOJIHOMOYEHHBIH (hefepaibHbli  OpraH HCIHOJIHUTENBHOM  BIACTH,
NPUHSBIIUKA pelieHne 00 YHUYTOXKEHHU JIEKapCTBEHHBIX CPEACTB, OCYILIECTBISIET KOHTPOJb 3a HX
YHUUYTOKEHUEM.

6. YHHUYTOXCHHE JICKApCTBCHHBIX CPCACTB IMPOU3BOAWUTCA  OpraHu3alvsaMu, HWMCIOIIUMU
COOTBCTCTBYIOIYIO JIMOCH3UIO, HAa CTICITUAJIBHO O60pyI[OBaHHBIX IJ1omaakKax, IoJurodax u B CriCouajabHO
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000pYJIOBaHHBIX TMOMEIIEHUSIX ¢ COOM0IeHNeM TpeOOBaHUN B 00JacTH OXpaHbl OKPYKAIOLIEH cpeabl B
COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoit denepaim.

7. Hapkoruuyeckue JIEKapCTBEHHBIE CPEACTBA, IICUXOTPOINHBIE JIEKAPCTBEHHBIE CPEACTBA,
panuodapmaneBTUUYECKUE  JIEKAPCTBEHHBIE  CPEJCTBA  YHHYTOXKAIOTCS B COOTBETCTBHM €
3aKoHOaTenbCcTBOM Pocculickon Penepanum.

Mnasa 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA JIEKAPCTBEHHbDIE NMPENAPATbI ANA MEAUUUHCKOIO NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOe perynupoBaHMe LEeH Ha JfleKapCTBeHHble npenapartbl
AnA MeauLMHCKOro npuMeHeHus

1. TocynapCTBEHHOE peryJUpOBaHHE IIEH Ha JICKAPCTBCHHBIC MpPENaparhl Ui MEIMIUHCKOTO
MIPUMEHEHHS OCYIICCTBIISICTCS TTOCPEICTBOM:
(B pen. ®enepanpHOro 3akona ot 26.03.2020 N 67-D3)

1) yrBepxknenus IlpaBurensctBoMm Poccuiickoit denepanny nepeyHs: KU3HEHHO HEOOXOIUMBIX U
BOXHEUIIMX JICKAPCTBEHHBIX NPENapaToB, KOTOPbIM (OPMHUpPYETCSs M HE pexe OJHOro pasa B ToOJ
[IEPECMATPUBACTCA B YCTAHOBICHHOM UM IOPSJKE HAa OCHOBE KOMIUIEKCHOM OLICHKH JIEKAPCTBEHHBIX
IpenaparoB, BKJIOYas aHaJIM3 CBEACHUH O CPABHUTEIBHOW KIMHUYECKOH 3(Q(QEKTUBHOCTH U
0€30MacHOCTH  JIEKAPCTBEHHOTO CPEJCTBA, OIEHKY OSKOHOMHUYECKHX TIOCIEICTBHA TNPUMEHEHUS
JIEKapCTBEHHOI'O CPEACTBA U M3YUYEHHUE JOINOJHMUTEIbHBIX IOCIECACTBUN NMPUMEHEHMs JIEKapCTBEHHOIO
CPEICTBA;

(B pen. ®eaepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBepXKIEHUS METOAMKH pacdyera IMpEeNeNbHBIX OTIYCKHBIX IIEH TPOM3BOJMTENCH Ha
JICKapCTBEHHBIC TIpeNaparhl, BKIIOYEHHBIC B IE€PEYEHb JKU3HEHHO HEOOXOJMMBIX W Ba)KHEHIINX
JICKapCTBEHHBIX IPEMapaToB, a TAK)Ke BHEAPEHHS MEXaHU3MOB (POPMHUPOBAHUS CHUCTEMBI peepeHTHBIX
LICH;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

3) TOCYmapCTBEHHOH pPETHUCTpAallMM MPEIECIbHBIX OTIIYCKHBIX IICH TMPOM3BOJMUTEICH Ha
JICKApCTBCHHBIC IIpCrapaTbl, BKIIOYCHHBIC B TICPCUYCHL KHWU3HCHHO H606XOI[I/IMBIX U BaXHEUIINX
JICKapCTBEHHBIX TPENapaToB;

(B pen. ®enepanbuoro 3akoHa ot 06.06.2019 N 134-D3)

4) BCACHUA TOCYAApPCTBCHHOI'O peeCTpa MNPCACIbHBIX OTIIYCKHBIX MLEH HpOHSBOHHTeHeﬁ Ha
JICKApCTBCHHBIC IIpCrapaTbl, BKIIOYCHHBIC B TICPCUYCHL KWU3HCHHO HGO6XOI[I/IMBIX M BaXHEHUIIUX
JICKApCTBCHHBIX ITPCIIaPATOB;

5) yTBepKIIeHUS METOJUKH YCTAHOBJICHUS WCTIOJHUTEIBLHBIMH OpraHamMH CyOBeKToB Poccuiickoi
@denepaluu npeAeIbHbIX Pa3MEPOB ONTOBBIX HAI0ABOK U MPEIEIbHBIX Pa3MEPOB PO3HUYHBIX HAJI0ABOK K
(aKTUYECKUM OTIYCKHBIM IICHAaM, YCTAaHOBJICHHBIM TPOM3BOJAMUTEISAMU JICKAPCTBCHHBIX TPENapaToB, HA
JIEKapCTBEHHBIC Tpenaparbl, BKJIIOYEHHbIE B IEPEUYCHb JHKU3HEHHO HEOOXOMUMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX MPEMAPATOB;

(B pen. ®enepanpHoro 3akoHa ot 08.08.2024 N 232-03)
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6) YyCTaHOBIJIEHUS IMPEENbHBIX pa3MEPOB ONTOBBIX HAJ0ABOK M MPECIBHBIX Pa3MEpOB PO3ZHUYHBIX
Ha/0aBOK K (aKTMYECKUM OTIIYCKHBIM II€HAM, YCTAaHOBJIEHHBIM IPOM3BOAUTENIAIMU JIEKAPCTBEHHBIX
IpernaparoB, Ha JIEKAPCTBEHHBIC NpenapaThl, BKIIOYCHHbIE B MEPEUYCHb JKU3HEHHO HEOOXOAUMBIX U
BAKHEHIINX JICKAPCTBEHHBIX MPENapaToB;

6.1) ompenenenust IlpaBurensctBom Poccuiickoit @Denepanuu mnopsaka LEHOOOpa3oBaHUS Ha
HE3aperuCTPUPOBAHHBIE JIEKAPCTBEHHBIE MPENAPATHI ISl MEJUIMHCKOTO IPUMEHEHUS, KOTOPBIE BBE3EHBI
B Poccuiickyro ®Penepauuio il OKa3aHUS MEIMIIMHCKOM IMOMOLIM MO >KU3HEHHBIM IOKa3aHUAM
KOHKPETHOTO TMAalMeHTa U MEXIYHApPOJIHbIE HEMATCHTOBAHHBIC, WU TPYNIUPOBOYHBIC, WIH XUMUYECKHE
HAUMEHOBAHMSI KOTOPBIX COAEpXaTcsi B TEpeyHe JKU3HEHHO HEOOXOMUMBIX U BaXKHEHIINX
JIEKapCTBEHHBIX NIPENapaToB;

(m. 6.1 BBenen denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7) yTBEpKICHHsS TIOpsAAKA BBIIAYM TPEANHCAHUN HMCHOJHUTEIBHBIM OpraHaM CyObEeKTOB
Poccuiickoii denepanuu o NpUBEAECHUNA B COOTBETCTBUE C 3aKOHOIATENbCTBOM Poccuiickon denepaunu
penreHnid 00 YCTAaHOBJIICHHM TMPEACITBHBIX pPa3MEpPOB OINTOBBIX HAA0ABOK WM TIPEICIBHBIX pPa3MEpPOB
PO3HUYHBIX HaA0aBOK K (PaKTHUECKMM OTIMYCKHBIM II€HaM, YCTAHOBJICHHBIM TMPOU3BOAUTEISIMU
JICKapCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIE IPEINapaTrhl, BKIIOUYEHHBIE B IEPEYCHb KU3HEHHO
HEOOXOMUMBIX U BAXXHEWIIUX JIEKAPCTBEHHBIX MPENapaToB, €CIM OHU TMPHUHATHI C HaPYUICHHEM
3aKkoHoarenscTBa Poccniickont denepannu, B nopsKe, ycraHoBiaeHHOM [IpaBurensctBoM Poccuiickoit
denepauny;

(B pen. ®enepanbHoro 3axkoHa ot 08.08.2024 N 232-D3)

8) HampaBieHUS YHOJIHOMOYEHHbIM  (efepalbHbIM  OpraHOM  HCHOJHMTENbHOM  BJIAacTH
UCIIOJIHUTENIbHBIM OopraHaM cyO0bekToB Poccuiickoii ®Denepanuu MNpeanucaHUl O TMPUBEICHUU B
COOTBETCTBHE C 3aKOHOAaTrenbcTBOM  Poccuiickoit ®enepanuu HOPUHATBIX € HapyLICHHEM
3aKoHojarenbcTBa Poccuiickoit @enepanuu penieHnii 00 yCTaHOBIEHUU MPEEIbHBIX Pa3MEPOB ONTOBBIX
Ha/J10aBOK M MpPEJENIbHBIX pa3MEpoB PO3HUYHBIX HAJ0ABOK K L€HAM Ha JIEKAPCTBEHHBIE IpPENapartsl,
BKJTIOYCHHBIC B TIEPEUYCHB )KU3HEHHO HEOOXOIMMBIX U BKHEHIIINX JICKAPCTBEHHBIX MPEIapaToB;

(B pen. ®enepanpHoro 3akona ot 08.08.2024 N 232-03)

9) ocymiectBiieHus (heaepaTbHOTO rOCyapCTBEHHOTO HAaI30pa B cdepe oOpalieHns JIeKapCTBCHHBIX
CPEICTB ¥ PErHOHAIBHOTO TOCYAapCTBEHHOTO KOHTPOJS 3a MPUMEHEHHUEM IIeH Ha JIeKapCTBEHHBIE
mpermapaThl COOTBETCTBEHHO YIOJTHOMOYCHHBIMH (efiepalbHBIMA OpraHaMHU WCTIOJHUTEILHON BIACTH H
UCIIOHUTENILHBIMU OpraHaMu cyobekToB Poccuiickoit denepanuu cormacHO WX KOMIETEHIIUU B
nopsiike, ycranosiueHHoM IIpaButensctBom Poccuiickoit @enepanny;

(B pen. ®enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-d3, ot 08.08.2024 N 232-D3)

10) mnpuMmeHeHHs TPENYCMOTPEHHBIX 3aKkoHojaTenbcTBOM — Poccuiickoit  @enepamuu  mep
OTBETCTBEHHOCTH 3a HapyllleHHEe TMOpsaKka IEeHOOOpa30BaHUs Ha JIEKapCTBEHHbIC IpenapaTsl,
BKJIIOYCHHBIC B TIEPEUYCHB )KU3HEHHO HEOOXOIMMBIX U BAYKHEHIIINX JICKAPCTBEHHBIX MPETIapaToB.

(B pen. ®enepanbHOro 3akona ot 27.12.2019 N 475-03)

2. B ycnoBusix ype3BblYaiiHONW cUTyalluu U (WIKM) MPU BO3ZHUKHOBEHUHU YI'PO3bl PACIPOCTPAHEHUS
3a00JeBaHusl, MPEJCTABIAIOLIET0 OMACHOCTh Ui OKPYXAloIUX, a TaKkKe B CilIydae, €CciM B TEYECHUE
TPUALATH KaJeHAAPHBIX JHEH mnociie npuHATHs lIpaButensctBom Poccuiickont denepanun pemeHus o
IIPOBEJICHUY MOHUTOPHMHIA PO3HUYHBIX LIEH HA JIEKaPCTBEHHBIE NIPENapaThl, HE BKIIOUYECHHBIE B IIEPEUYCHb
KU3HEHHO HEOOXOIMMBIX M BaXXHEMIINX JIEKapCTBEHHBIX IPENapaTtoB, Ha TEPPUTOPUSAX CYOBEKTOB
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Poccuiickoit @enepanyy BBIABIECH POCT PO3HUYHBIX LIEH HAa YKa3aHHbBIC JICKAPCTBCHHBIC IIpEenaparsl Ha
TpUAIATH TPOLIEHTOB U Ooiee, [IpaBurenscTBo Poccuiickoii deneparuu BripaBe yCTAaHOBUTH IIPEICIbHbBIE
OTIIyCKHBIE IIEHBI NPOU3BOJUTENEH HAa YKa3aHHBIEC JIEKAPCTBEHHBIE IpPENapaThl, NMPEAEIbHbIE pa3MephI
OITOBBIX HAJ0ABOK U IpEJENbHbIE pa3Mepbl PO3HUYHBIX HaJ0aBOK K (DAKTUYECKMM OTILYCKHBIM LI€HaM
IIPOM3BOJUTENIEH HAa yKa3aHHBIE JIEKAPCTBEHHBIE Mpenaparsl. [lepedeHp eKkapCcTBEHHBIX IPENnapaTroB, He
BKJIIOYEHHBIX B II€pEYEHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IIpENnapaTroB, U
nopsok ero popmupoBanus onpeaenstorcs [IpasurensctBom Poccuiickoit dexepanuu.

(actpb 2 BBenena denepaibHbIM 3aKOHOM OT 26.03.2020 N 67-D3)

3. B TeueHue neBsiHOCTA KaJeHAApHBIX AHEH co AHS yTBepxkaeHus I[IpaBurensctBoM Poccuiickoit
denepannu nepevHsi, YKa3aHHOTO B YAaCTH 2 HACTOSIIIEH CTAaThU, HE JOMYCKAIOTCS pean3aliys U OTITyCK
BKJIFOYEHHBIX B HErO JIEKAPCTBEHHBIX IPENapaToB IO LI€HAM, MPEBBIIIAIONIIM MPEAEIbHbIE OTIIYCKHBIE
LIEHBbl MPOU3BOAMUTEIEH HA YyKAa3aHHbIC JIEKAPCTBEHHBIC MPEMAapaThl, MPEACIbHBIE Pa3MeEpPbl ONTOBBIX
HaZA0aBOK M TpeNeNbHbIE pa3MEpbl PO3HUYHBIX HAJ0aBOK K (PAKTUYECKHUM OTIYCKHBIM II€HAM
MPOU3BOAUTENICH Ha yKa3aHHBbIC JIEKAPCTBEHHBIC TMpernapaThl C YYETOM Hajora Ha J00aBIICHHYIO
CTOMMOCTb.

(gacts 3 BBenmeHna denepanbHbIM 3aK0OHOM OT 26.03.2020 N 67-D3)

[Tpumeuanue.
[Tonoxenus cr. 61 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommecs: IpeIOCTaBICHUS TOC. YCIYT
MMOCPEICTBOM €IMHOM CUCTEMBI U (MJIM) €IUHOTO mopTaia, mpuMmenstores ¢ 01.01.2026.

Cratba 61. lNocypapcTBeHHas peructTpaums M nepeperucrpauva npepenbHbIX
OTMYCKHbIX UEeH Mnpou3BoAUTENIeN Ha JeKapCTBEHHble rMpenapaTtbl, BKOYEHHble B
nepeyYyeHb XXU3HEHHO He0OX0ANUMbIX U BaXXHEMLUUX NeKapCTBEHHbIX NpenapaToB

(B pen. ®exnepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. IlpenenbHas OTNMyCKHas Ii€Ha MPOU3BOJAUTENS Ha JIEKAPCTBEHHBIN Ipenapar, BKIIOYEHHBIN B
MepeueHb KU3HEHHO HEOOXOJMMBIX Y BaXKHEHIIMX JIEKApPCTBEHHBIX IMPENapaToB, TMOIJICKUT
rOCyJIapCTBEHHOW PErucTpaluy B MOpsake, ycraHoBieHHOM [IpaButensctBoMm Poccuiickoin denepanuu,
HA OCHOBAaHWH HAIPABICHHOTO MOCPEACTBOM EIMHOIO MOopTaja B yIOJIHOMOYEHHBIHN (eaepanbHbIi Opra
WCTIOJTHUTENIGHOW  BJACTH WM JMYHBIA KaOWHET YIOJHOMOYEHHOTO (enepanbHOTO  oprana
UCTIOJTHUTENILHOM BJAacTH B €IWHOM cHCTeMe, MOJMUCAHHOTO YCHJICHHON KBamu(pUIIUPOBAHHOM
JJIEKTPOHHOW MOANMCBHIO 3asBICHUS Jep>KaTellsd WX BIAACNblAa PErUCTPALMOHHOIO YIAOCTOBEPEHUS
JIEKapCTBEHHOTO TpemnapaTa (yIOJIHOMOYEHHOTO UM JTUIA).

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2. 3aperucTtpupoBaHHas MpeJesibHAs OTIYCKHas IIeHa TPOMU3BOJMUTENS] Ha JIEKapCTBEHHBIH
IpernapaT, BKIIOYEHHBIH B IE€pPEUYECHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKaPCTBEHHBIX
IpEenaparoB, MOKET ObITh MEPEPETUCTPHUPOBAHA B CTOPOHY YBEJIMYEHUS OJUH pa3 B KaJCHIApHOM IOy
Ha OCHOBAaHMM HAIpPaBICHHON0 10 | OKTAOps KaXaoro roja IMOCPEACTBOM €IMHOIO IOpTajla B
YIOJIHOMOYEHHBIH  (efepaibHbld  OpraH  UCHOJHUTENBHOW  BIACTM WIM  JIMYHBIH ~ KaOMHET
YHOJHOMOYEHHOIO (peIepaIbHOIO OpraHa HCIIOJIHUTEIbHON BJIACTU B €JUHON CHCTEME, NMOANMCAHHOTO
YCUJICHHOM KBaJU(UIMPOBAHHON 3JIEKTPOHHONW MOJNMCHIO 3asBICHUS JepKaTels WIM BiaJenbla
PErUCTPALIMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpenapara (yIoJIHOMOYEHHOIO UM JIULA).
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(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. 3apeructpupoBaHHas TpelesibHAas OTIYCKHAs I€HAa IPOW3BOJAMTENS HA JIEKapCTBECHHBIN
npernapar, BKIIOYEHHBIH B TIEpEUYEHb JKU3HEHHO HEOOXOJWMBIX U BaXHEUIIMX JIEKapCTBEHHBIX
IpenapaTroB, MOXET OBITh NEPEPEernuCTPUPOBaHA B CTOPOHY CHIDKCHHMS Ha OCHOBAaHMHM HAIIPABICHHOTO
MOCPEJICTBOM €IMHOTO TIOpTaja B YIIOJHOMOUYEHHBIN (peaepanbHblii OpraH HUCIOIHUTEIBHON BIACTH WIN
JMYHBIA KaOMHET YIOIHOMOYEHHOTO (e/iepabHOrO OpraHa UCTIONHUTEIBHON BIIACTH B €JMHON CHUCTEME,
MOJNMCAHHOTO YCWJICHHON KBaTU(UIIMPOBAHHONW 3JEKTPOHHOM MOAMMCHIO 3asiBICHUS IepiKaTeNs HIU
BJIAJIENIblIa PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO TMpemapara (YHOJIHOMOYEHHOTO UM
TU1A).

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4. Jlepxatenab WM BIaJeNiel]l PErHCTPALIMOHHOTO YJOCTOBEPEHUs JIEKapCTBEHHOIO Ipenapara
(YIIOJIHOMOYEHHOE MM JIMI0) 00s13aH HANpaBUTh MOCPEICTBOM E€AMHOIO IMOpTaja B YINOJTHOMOYEHHBIH
(benepanbHbIl OpraH UCIOJHUTENBLHON BIACTH WM JIMYHBIN KaOWHET YyHOJIHOMOYEHHOTO (erepaabHOro
OpraHa HCIIOJIHUTEIbHON BJIACTU B €JUHOW CUCTEME IOANMCAHHOE YCWJICHHON KBaJu(pUIUPOBAHHOU
3JIEKTPOHHOMN IMOJAIUCHIO 3a8BJICHHE O MEPEPErucTpali 3apEerUCTPUPOBAHHON MpeAeIbHON OTITYCKHOM
LIEHbl IPOM3BOAMTENS Ha JIEKAPCTBEHHBIN Mpenapar, BKIIOUYEHHBIN B epedeHb KU3HEHHO HEOOXOAUMBIX
Y BaKHEHIINX JeKapCTBEHHBIX MpenapaToB, B CTOPOHY CHUKEHHUS B CIEAYIOIINUX CIydasX:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) cHI)KEHUE 1IeHbl B MHOCTPAHHOW BaJIIOTE HA JIEKAPCTBEHHBIN Mpenapar B CTpaHe MPOU3BOANUTEINS
u (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIM IpemapaT 3aperucTpUpoBaH U (WIM) B KOTOpHIE
MIOCTABIISIETCS IPOU3BOAUTEIIEM;

2) CHW)KEHHE IIEH Ha pe(epeHTHBIE JIEKapCTBEHHBIE IpernapaThl B COOTBETCTBUU C IMYHKTOM |
HACTOAIIEH dYacTh (IUVIE COOTBETCTBYIOLIMX BOCIPOU3BEACHHBIX, OHOAHAJIOTOBBIX (OHMOMOJOOHBIX)
JICKapCTBCHHBIX MPETIApaTOB);

3) mpeBbIIICHUE TMPEeAeTbHONW OTIYCKHOM IIeHBbl Ha TEpPBbI BOCIPOU3BEACHHBIN, OMOAHATOTOBBIN
(Orono00HBIM) JEKapCTBEHHBIN MpernapaT MHOCTPAHHOIO IMPOW3BOJCTBA HAJ MPEJCIbHON OTITYCKHOM
[[EHOM MPOU3BOAUTENS HA BTOPOU BOCTIPOU3BEACHHBIN, OMOaHAIOTOBBIN (OMOMOA00HBIN) JTeKapCTBEHHBIH
Ipenapar, pacCCiuTaHHOM B COOTBETCTBUU C METOAMKOM, yTBep:kaeHHOU IIpaButensctBom Poccuiickoi
denepauny;

4) mpeBblllIEHUE TPECIbHON OTIYCKHOW LIEHBI Ha MEPBBIM BOCHPOU3BEIEHHBIN, OMOaHATIOrOBbIN
(OmoronoOHBINM) JIeKapCTBEHHBIH MpenapaT MpPOM3BOAUTENS TocyAapcTBa - ujeHa EBpasuiickoro
SKOHOMHYECKOIO COK03a HaJ MPENeIbHOM OTIYCKHOM IE€HOM IIPOM3BOAMTENL HA  BTOPOU
BOCIIPOU3BEICHHbIN, OMOaHaIOroBblll (OMOMONOOHBINH) JIEKAPCTBEHHBIH MpenapaT MpOU3BOIUTENS
rocygapcrsa - ujaeHa EBpasuiCKOro 3KOHOMHYECKOTO COK03a, PACCUYUTAHHOM B COOTBETCTBUHM C
METOJUKOM, yTBepkAecHHOM [IpaBuTenscTBoM Poccuiickon ®enepanuu.

5. Ilopsaok nmepeperucTpanyy 3aperucCTpUPOBAHHBIX IIPEAEIBHBIX OTIIYCKHBIX LIEH IPOU3BOUTENECH
Ha JIeKapCTBEHHbIE NpenapaThl, BKIIOYEHHbIE B IEpPEUCHb XKM3HEHHO HEOOXOIUMBIX M BaKHEMIIMX
JIEKapCTBEHHBIX IpPENapaToB, B CilydYasX, HPEIyCMOTPEHHBIX 4YacTAMH 2 - 4 HACTOALIEH cTaThy,
ycranasiusaercs [IpaBurensctBoMm Poccuiickon @enepanuu.

6. DKOHOMUYECKUH aHalIu3 MpeneIbHOW OTIYCKHOW ILIEHbl IPOU3BOJUTENS Ha JIEKAPCTBEHHBIN
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npernapar, BKIIOYEHHBIH B TIEpEUYEHb JKU3HEHHO HEOOXOIUMBIX U BaXHEUIIMX JIEKapCTBEHHBIX
IpenapaTroB, MpPU €€ TOCYyJapCTBEHHONW PpErucTpaluyd WIM [EPEeperucTpay  OCYIIECTBISIETCS
(benepaTbHBIM  OPraHOM HCIIOJHHUTENBHON BIIACTH, OCYIIECTBIAIOMIUM (YHKIUU TIO MPUHATHIO
HOPMAaTHUBHBIX IIPABOBBIX AaKTOB W KOHTPOJIO 3a COONIOJIEHHMEM 3aKOHOJAATENbCTBA B cdepe
rOCYJapCTBEHHOTO PEryJIMpOBaHUs 1ieH (Tapu(doB) Ha TOBAPHI (YCIYTH).

7. PacdeT mpenenbHBIX OTIMYCKHBIX II€H, YKA3aHHBIX B 4acTAX | M 2 HACTOAILEW CTaThbU, MPHU HUX
rOCy/IapCTBEHHOW pErucTpanyy WIN MEePEPErucTpaluy OCYLIECTBISETCS B COOTBETCTBUM C METOJIUKOM,
yrBepxkacHHoU [IpaBurenscTBoM Poccniickoit denepanuy M yYUTHIBAIOIIEH B TOM YHUCIIE:

1) CO6J'IIOI[€HI/IG OanaHca HHTCPECOB HOTpe6HTeHCI>’I JICKApCTBCHHBIX IMPEIapaToB, BKIOUYCHHBIX B
MNEpCUYCHL KU3HCHHO HCO6XOI[I/IMI>IX M Ba)KHEHUIIINX JICKAPCTBCHHBIX MPCIiapaToB, U HpOHSBO[[HTGJ'IGfI
JICKApCTBCHHBIX IMPCIAapaTOB, BKIIOYCHHBIX B IEPCUCHL KU3HCHHO HeO6XO,Z[I/IMI>IX M BaKHEHIIMX
JICKApPCTBCHHBIX IIPCIIapaTOB;

2) daxTHUeckyro OTIYCKHYIO IIEHY Ha JeKapCcTBEHHbIEe mpemnapartsl B Poccuiickoit denepanuu, neny
BBO3a JIEKAPCTBEHHBIX MpenapaToB B Poccuiickyro @enepannio, a TakkKe IIEHbl HA AaHAIOTUYHBIE
JIeKapCTBEHHBIE Mperaparhl, Haxo siecs B oopamieHnn B Poccuiickoit denepanuu;

3) 3arpaTbl NPOU3BOJUTENS JIEKAPCTBEHHOI'O IIpernapara Ha TIPOMU3BOJICTBO M  PpeaIU3alUio
JIEKapCTBEHHOT'O Ipernapara;

4) 1leHy Ha JIEKapCTBEHHBIN Mperapart, ero 1eHy B CTpaHe MPOU3BOJUTENS U B CTPaHaX, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpUpOBaH U (UJIM) B KOTOPBIE MMOCTABISETCS MTPOU3BOTUTEIIEM.

8. He nomyckaroTcst peanusanusi U OTIYCK JIEKAPCTBEHHBIX MPENapaToB, BKIOYEHHBIX B I€PEUEHb
KHM3HEHHO HEOOXOIMMBIX M Ba)KHEHIINX JICKApCTBEHHBIX IMPENaparoB, Ha KOTOpPbIE MPOU3BOAUTEIISMU
JIEKapCTBEHHBIX IIPEMapaToB HE 3aperucTpUpOBaHa MpeJesibHas OTIYyCKHAs II€Ha, pealu3aus
IIPOU3BOUTENSAMHU JIEKAPCTBEHHBIX IPENapaToB IO II€HaM, MPEBBIIIAIONUM 3apEeruCTPUPOBAHHBIE MU
NepeperucTpUpOBaHHbIE NIPEEIbHBIE OTIIYCKHbIE LIEHBI Ha JIEKAPCTBEHHbIE NPENapaThl C y4€TOM Hajora
Ha J100aBJIEHHYIO CTOUMOCTb.

9. Oco0EHHOCTH TOCYJaPCTBEHHOTO PETYIUPOBAHUS MIPEACIIBHBIX OTITYCKHBIX 1IEH MPOU3BOIUTENCH
Ha JIEKapCTBEHHBIC TMpernaparbl, BKIIOUEHHBIE B TMEPEUYCHb XU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IPENapaToB, B 3aBUCUMOCTH OT HKOHOMHUYECKHUX U (WJIM) COLMAIBHBIX KPUTEPHUEB
(M3MeHeHe YCIOBUM, MOPSAKA M CTOMMOCTH IPOU3BOCTBA JIEKAPCTBEHHBIX MPENapaToB, UCIIOIb30BAHHE
HOBBIX ()OpPM, METOJOB U CIOCOOOB TOCYIApPCTBEHHOI'O pEryJIMpOBaHMUs I€H Ha JIEKapCTBEHHBIE
mpemapaTsl, B TOM YHCIe Ha OCHOBE MexaHH3Ma pedepeHTHOro 1eHOo00pa3oBaHus, U3MEHEHUI MopsiaKa
OKa3aHUs MEIMLIMHCKOM IOMOILIM, HW3MEHEHHE Kypca HHOCTPAaHHOM BaJIIOTBl U WHbIE H3MEHEHUS)
ycranasnuBarorcs [IpasurensctBom Pocceniickoit denepanuu.
(B pen. denepanbroro 3akona ot 08.03.2022 N 46-D3)

Cratba 62. [ocypnapCTBeHHbIM peecTp npedenbHbIX  OTMYCKHbIX  LEH
npousBoguTeNnien Ha NeKkapCcTBeHHble npenaparbl, BKIHOYEHHblIe B NepevyeHb XU3HEHHO
Heoo6XxoaAUMbIX U BaXXHEULLUX NleKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHblE WM TMEPEPETUCTPUPOBAHHBIE  MPEICIBbHBIE  OTIYCKHBIE  LIEHBI
IIPOU3BOJIUTENEH Ha JIEKapCTBEHHBIE NpenapaThl, BKIOUYEHHBIE B NEPEUCHb KU3HEHHO HEOOXOANMBIX U
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BOXHEUIIMX JIEKAPCTBEHHBIX IIPEMApaTOB, IOJJIEKAT BKJIOUYECHHID B TOCYJApCTBEHHBIA PEECTP
MpeJeNIbHBIX OTITYCKHBIX IIEH MPOU3BOINUTENICH Ha JICKApCTBEHHBIC TperapaThl, BKIIOYCHHBIC B TIEPEYCHb
KU3HEHHO HEOOXOAMMBIX M BaXHEHUIIHNX JIEKAPCTBEHHBIX MPETapaToB.

(B pen. deaepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

2. T'ocynapcTBeHHBIH peecTp MpeaeibHBIX OTIYCKHBIX 1LEH MPOU3BOJAUTENEH HA JIEKAPCTBEHHBIE
npernaparbl, BKIIOYEHHBIC B IEPEYEHb KU3HECHHO HEOOXOAMMBIX W BAKHCHIIMX JIEKAPCTBEHHBIX
MpermapaToB, COACPKUT B cede CIeAYIONTYI0 HH(OpMAIIHIO:

1) HauMeHOBaHUE JIepKATeNsl WM BIIA/ICIbIIa PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara, HaMMEHOBaHWE MPOHM3BOAMTEINS JIEKAPCTBEHHOTO IIperapara, CBEICHUS O PEerucTpaiuu
AeprkaTessl WIN BIIaJIeNbla PErHCTPAIIOHHOTO YJOCTOBEPEHHS JIGKAPCTBEHHOTO MpenapaTa, CBEACHUS O
perHCTpaliy MPOU3BOJUTEINS JIEKAPCTBEHHOTO Tperapara Jjisi MEJUIMHCKOTO NPUMEHEHHSI B KauyecTBE
HAJIOTOIUIATENBIINKA B CTPaHE  pEeTUCTpanuu (i1  POCCHUHCKUX  IOPUAMYECKHX — JIMI[ -
uIeHTH(UKAIIMOHHBI HOMep Hanoromiarensimmka (MHH), mis wHOCTpaHHBIX IOPHIMYECKHX JIHI -
CTpaHa pETHCTpali{, HANMEHOBAaHHE PETHCTPUPYIOLIETO OpraHa, pPErHCTPAMOHHBIA HOMEp, KOJ
HaJIOTOIUIATENbIMKA B CTPaHE pErucTpanuy (MHKOPIOpAalWH) MM €ro aHallor), MECTO HaXOXKICHUS
IPOMU3BOACTBEHHBIX IUIONIAI0K, YYaCTBYIOIIUX B IPOLECCE MPOU3BOACTBA JIEKAPCTBEHHOTO Mperapara, ¢
yKa3aHUEeM CTaJIH{ Tpoliecca IMPON3BOJICTBA;

(n. 1 B pen. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMEHOBaHWE JICKAPCTBCHHOTO Tmpenapara (MEXIYHapOJHOE HEMAaTeHTOBAHHOE, WM
TPYIIHPOBOYHOE, MITH XUMUYECKOE U TOPrOBOC HANMEHOBAHMUS ),
(B pen. ®enepanbpHOro 3akona ot 22.12.2014 N 429-03)

3) HOMep PErHCTPALMOHHOTO YI0CTOBEPEHUS JIEKapCTBEHHOTO TIpernapara;

4) nexapcTBeHHas (popMa ¢ yKazaHHEM JO3MPOBKH JIEKAPCTBEHHOTO Mperapara U ero KOJHYecTBa
BO BTOPUYHOH (IMTOTPEOUTEILCKOM) YITAKOBKE, a TAK)KE KOMITJICKTHOCTB;
(B pen. ®enepanpHOro 3akoHa ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHAs MPeAeTbHAs OTITYCKHAs IICHA Ha JICKAPCTBEHHBIH Mpernapar B pyosisx;
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) mata ¥ HOMEp IpPUKa3a YHOJHOMOUYEHHOTO (hefepajbHOrO OpraHa HCIIOJHHUTENBHOW BJIACTH O
rOCYapCTBEHHOM PETHCTPAIIMH WM TIEPEPETUCTPALIUH MTPEICTIBHOM OTITyCKHOW LIEHbI Ha JIEKapCTBEHHBIN
npernapar, BKIIOYEHHBI B TIEPEYCHb JKU3HEHHO HEOOXOIUMBIX M BAXHEUIIMX JIEKAPCTBEHHBIX
npenaparos;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

6.1) naTa BCTYIUIEHUS B CHIIy IIpHUKa3a yIMOJIHOMOYEHHOTO (eiepabHOr0 OpraHa UCIOJIHUTEIbHON
BJIACTU O TOCYJAapCTBEHHOM PETHUCTpPALMM WIM TEPEPErucTpPallii IPENEIbHON OTIYCKHOM IIEHBI
MIPOU3BOJUTENSL Ha JICKApPCTBEHHBIN Mpenapar, BKIOYEHHBIH B NEpedYeHb JKU3HEHHO HEOOXOAMMBIX U
BaYKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

(m. 6.1 BBenen denepansubiM 3aKoHOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJ, HAHECEHHBI HAa BTOPHUYHYIO (MTOTPEOUTEITHCKYIO) YIMAKOBKY JIEKAPCTBEHHOTO
npernapara;
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(n. 7 BBenen denepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) KO JIEKapCTBEHHOrO Ipernapara MO aHaTOMO-TepalneBTHUYECKO-XMMHUYECKON KiIacCU(pUKaAIH,
PEKOMEHI0BaHHOM BceMupHOM opraHu3anueit 34paBoOXpaHeHMUs.
(n. 8 BBenen denepabHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3. T'ocymapcTBeHHasi perucTpaiusi WIM [EpeperucTpanus NpeaelbHbIX OTIYCKHBIX II€H Ha
JIEKApCTBEHHBIC TIpenapaThl, BKJIIOYCHHBIE B TEPEYEHb KU3HCHHO HEOOXOIUMBIX W BaKHEHUIIINX
JIEKApCTBEHHBIX IIpENapaToB, BEACHUE TOCYJapCTBEHHOTO pEecTpa MNpeAeiIbHbIX OTIMYCKHBIX II€H
MIPOU3BOUTENICH HA JICKAPCTBEHHBIE IMpErapaThl, BKIIOUYEHHBIEC B MEPEUYCHb KM3HEHHO HEOOXOAUMBIX U
BOXKHEHIINX  JIEKAPCTBEHHBIX  MpEMapaToB, OCYUIECTBIAIOTCS B  TOPSAAKE, YCTAaHOBIECHHOM
[IpaBurenscTBOM Poccuiickoit denepanuu.

(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

Cratba 63. YcTaHOBNEHME UCMONMHUTENbHLIMU opraHamu cy6bekToB Poccuickon
depepaumn npeaenbHbIX pa3mMepoB ONTOBbIX HaAbaBOK WM npeAernbHbIX pa3MepoB
PO3HMYHbIX HaA6aBoOK K akKTUYECKMM  OTMYCKHbIM  LieHaM, YCTaHOBIEHHbIM
Nnpou3BOAUTENSIMM JleKapCTBEHHbIX MNpenapaTtoB, Ha NeKapCcTBeHHble npenaparbl,
BK/IIOYEHHbIE B MNepeYeHb XU3HEHHO HeoOXoAMMbIX U BaXHEUWMUX NeKapCTBEHHbIX
npenaparoB
(B pen. ®eaepanbHbIX 3aKOHOB OT 27.12.2019 N 475-D3, ot 08.08.2024 N 232-D3)

1. HcnonHutensHble opranbsl cyObekToB Poccuiickoit @enepanu yCTaHaBIMBAIOT IpelesbHbIE
pa3Mepbl ONTOBBIX HAI0aBOK U TPEAETbHBIE pa3Mephl POZHUYHBIX HAJT0aBOK K (DaKTHYECKUM OTITYCKHBIM
neHaMm (6e3 ydera Hajora Ha J0OaBIEHHYIO CTOMMOCTbB), YCTAHOBJIEHHBIM IPOU3BOIUTEISAMU
JIEKAPCTBEHHBIX IIpENapaToB, Ha JIEKAPCTBEHHBIC IIpenapaThl, BKIIOYEHHBIE B IEPEYCHb >KMU3HEHHO
HEOOXO/MMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUH C YTBEPKACHHOM B MOPSIZIKE,
YCTaHOBJICHHOM IIpaBuTENBECTBOM Poccuiickon denepanuy, METOAUKOM  YCTAHOBJICHUS
UCTIOJIHUTENIbHBIMU OpraHaMu cyowsekToB Poccuiickoit denepanuu npeaeabHbIX pa3MEpPOB ONTOBBIX
Ha70aBOK M TMPEAEIbHBIX pa3MEpPOB PO3HUYHBIX HAM0aBOK K (PAKTHUECKMM OTIYCKHBIM LI€HaM,
YCTAaHOBJICHHBIM IPOM3BOJUTENSAIMU JIEKAPCTBEHHBIX IIPENAapaToB, Ha JIEKAPCTBEHHBIE IIpENaparsl,
BKJIIOYCHHBIE B TII€pEUCHb J>KU3HEHHO HEOOXOAMMBIX W BaKHEUIIHMX JIEKAPCTBEHHBIX IIPENapaToB.
[TpoeKkThI peleHnii UCTIOHUTENBHBIX OpraHoB cyObeKkToB Poccuiickoii deneparun 06 yCTaHOBICHUH U
(M) M3MEHEHUU IpelebHBIX PAa3MEPOB ONTOBBIX HAJI0ABOK W MpPEAEIbHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (aKTHMYECKUM OTIYCKHBIM II€HaM, YCTAQHOBJIEHHBIM IPOU3BOAMUTENSAMHU JIEKAPCTBEHHBIX
MpernaparoB, Ha JIEKAPCTBEHHBIC NpENapaThl, BKIIOYCHHBIE B MEPEYCHb JKU3HEHHO HEOOXOAUMBIX M
BaXHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, MOJIEKAT COINIACOBAHUIO C YIIOJIHOMOYEHHBIM (eiepabHbIM
OpPraHOM HCIIOJIHUTEJIBHOMN BJIACTH, OCYIIECTBISIONIMM (QYHKIUHU [0 IPUHATHIO HOPMATUBHBIX ITPABOBBIX
aKTOB M KOHTPOJIIO 32 COONIOIEHUEM 3aKOHOAATENbCTBA B cpepe roCyJapCTBEHHOTO PErYJIMPOBAHUS LIEH
(TapudoB) Ha ToBapsI (YCIyTrH), B MOpsiaKe, ycraHoBlieHHOM [IpaBurenscTBoM Poccuiickoit deneparuu.
(B pen. @enepanbhbix 3akoHOB OT 13.07.2015 N 241-®3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
232-03)

2. OpraHuzalMy ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CpPEJICTBAMM, AaIllT€YHbIE OPTraHHU3aLUU,
WHAVNBUAYATbHBIC TMPEANMPUHUMATEIIA, HMCIOIINE JIMIECH3UIO Ha (PapMaleBTHYCCKYIO JIEATEIHHOCTD,
MEIUIIMHCKUE OpraHu3allid, HMEIoIIUe JHICH3UI0 Ha (QapMaleBTUYECKYI0 [IeATeIbHOCTh, U HUX
000COOJICHHBIC TIONPA3/CIICHUs, PACIOJIOKEHHBIE B CEIBCKUX HACCIICHHBIX ITYHKTaX, B KOTOPBIX
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OTCYTCTBYIOT aNTE€UYHbIE OpPraHu3aluu, OCYIIECTBISIOT peaU3alUio JIEKAPCTBEHHBIX IpEnapaTos,
BKJIIOUEHHBIX B MEPEUEHb KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX MpPENapaToB, IO
[[EeHAaM, KOTOpbIe (OPMHUPYIOTCS B COOTBETCTBUU C TOPSAKOM, YCTaHOBJICHHBIM [IpaBUTEIHCTBOM
Poccuiickoit denepanuu, U ypoBeHb KOTOPHIX (0€3 ydeTa Hajlora Ha JO0ABIECHHYIO CTOMMOCTH) HE
JOJDKEH TMPEBBIATh CYMMY (aKTHYECKOW OTIYCKHON IICHBI, YCTAHOBIIGHHOW TMPOHM3BOJUTEIEM
JIEKapCTBEHHOI'O Tperapara, He MPEeBBIIIAIONICH 3aperuCTpUpPOBAaHHONW WM TEepeperucTpUpOBaHHON
MpeAebHOW OTMYCKHOM II€Hbl MPOM3BOAMTENS (Ha [AaTy pead3aluu JIEKapCTBEHHOIO Ipenapara
MPOU3BOAUTENIEM), W pa3Mepa ONTOBOM Ham0aBKu M (WJIM) pa3Mepa pPO3HUYHONW HaI0aBKH, HE
MPEBBILIAIOIINX COOTBETCTBEHHO pa3Mepa MpeeibHON ONTOBOM HAaa0aBKU U (MITM) pa3Mepa MpeaelbHOM
PO3HUYHOM HaJ0aBKH, yCTAaHOBJICHHBIX B cyObekTe Poccuiickoit deneparmm.

(B pen. ®eaepanbHbIX 3aKOHOB OT 27.12.2019 N 475-D3, ot 08.08.2024 N 323-D3)

3. UcnonauTensHbIe Opranbl cyObekToB Poccuiickoit @enepanuu pasMemiator B cetu "MHTepHET"
MHPOpPMALMIO O 3aperMCTPUPOBAHHBIX  IPENENbHBIX OTHYCKHBIX II€HaX IMPOMU3BOJAMUTENECH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKJIIOYEHHbIE B IE€PEUYEHb HKU3HEHHO HEOOXOMUMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX IIpernapaTroB, 00 YCTaHOBJIEHHBIX B cyOwbekTe Poccuiickoit Denepanuu mnpeaeabHbIX
pa3Mepax ONTOBBIX HAI0ABOK M (WJIM) MPEAEIbHBIX pa3Mepax PO3HUYHBIX HAJI0ABOK K YCTAaHOBJIECHHBIM
IIPOU3BOIUTENSAIMU JICKAPCTBEHHBIX NpenapaToB (aKTHUECKUM OTIYCKHBIM II€HAM Ha JIEKapCTBEHHbIE
IpernapaThl, BKIIOYEHHbIE B IE€PEUYEHb HKU3HEHHO HEOOXOAUMBIX M BaXXHEMIINMX JIEKaPCTBEHHBIX
IPEenaparoB, a TAKKe O CyMME 3aperUCTPUPOBAHHBIX NPEIETbHBIX OTIYCKHBIX LI€H MPOM3BOJUTENICH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKJIIOYEHHbIE B IE€PEUYEHb HKU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIMX
JICKapCTBEHHBIX IIpenapaToB, YCTAHOBIEHHBIX B cyObekre Poccuiickoit depepanuu mnpeaeabHbIX
pa3MepoB ONTOBBIX HAI0ABOK M MPEEIBHBIX Pa3MEPOB POSHUYHBIX HAJA0ABOK M HAJOTa Ha JOOABICHHYIO
cTouMocTh. MHpopMmanus, nperycMOTpEeHHas HACTOALIEH 4YacTblo, JOJDKHA HAXOOUThCA Takke B
aNTEeYHBIX OPTaHU3ALHUAX B JOCTYITHOHM JJISi BCEX 3aMHTEPECOBAHHBIX JIAI (hOpMe U OOHOBIATHCS 110 Mepe
ee pa3MelleHHs HCIIOTHUTENbHBIMU opraHamMu cyobsekToB Poccuiickoit @enepanuu B cetu "UHTepHer".
(B pen. ®enepanbHbIX 3aKOHOB 0T 27.12.2019 N 475-®3, ot 08.08.2024 N 232-D3)

4. Yrpatun cuny ¢ 1 mapra 2020 rona. - ®enepanbhbiii 3akoH 0T 27.12.2019 N 475-03.

Naea 13. MOHUTOPUHI 9PDPEKTUBHOCTU N BE3OMNACHOCTU
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOOALWKUXCA B OGPALLEHUA
B POCCUNCKOW ®EOEPALIMUA
(B pen. @enepanbroro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 64. PapmakoHaa3op
(B pen. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBEeHHBIE TpenapaThl, HaxoAsmuecs B oopaienun B Poccuiickoit denepannn, moaiexat
MOHHUTOPUHTY 3(P(GEKTUBHOCTH W 0O€30MacHOCTM B IENSIX BBIABICHUS BO3MOXHBIX HETaTHBHBIX
MOCTEACTBUN WX NPUMEHEHUS, WHIMBUIYAJTbHONM HEMEPEHOCHUMOCTH, MPEAYNPEKACHUI MEAULIUHCKUX
pabOTHUKOB, CHEIHMATUCTOB B 0O0JIACTH BETEPUHAPUU, MAIMEHTOB WJIM BIACNbLIEB JKUBOTHBIX M HX
3alIUThI OT IPUMEHEHHUS TAKUX JIEKAPCTBEHHBIX MTPENAPATOB.

(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-03)

2. ®dapMakOHAI30p OCYIIECTBIISIETCS COOTBETCTBYIOUIMM YIOJHOMOYEHHBIM (permepanbHbIM
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OpPraHOM HCIIOJIHUTENILHOW BJIACTH B YCTAHOBJIIGHHOM MM IOPSIKE C y4eTOM TpeOOBaHM HACTOSILETO
®denepadbHOrO 3aKOHA M aKTOB, COCTaBisAromUMX MpaBo Coro3a, MyTeM aHaliu3a MNpeaoCTaBIIEMON
cyObekTamMu  oOpalieHus JIEKapCTBEHHBIX CpeACTB  HHGpOpMAMM O TMOOOYHBIX  JICHCTBHSIX,
HEXKEJATENbHbIX PEAKIMAX, CEPhE3HBIX HEKENIATENIBHBIX PEAKLUAX, HEMPEIBUACHHBIX HEKEIaTEeIbHbIX
peakiusaxX Npu NPUMEHEHMH JIeKapCTBEHHBIX IPernaparoB, 00 WMHIMBHIYaTbHONH HEMEPEHOCHUMOCTH,
oTcyTcTBHH 3((HEKTUBHOCTH JIEKAPCTBEHHBIX MTPENapaToB, a TakyKe 00 WHBIX (paKTax U 0OCTOSATEIHCTBAX,
NPEJCTABIAIONIMX Yrpo3y >KU3HM MIM 3J0pPOBBIO YEJIOBEKa JUOO KHUBOTHOTO TIPH MPUMEHEHUU
JIEKapCTBEHHBIX MPENapaToB U BBIABICHHBIX Ha BCEX ATamax oOpallleHus JEKapCTBEHHBIX MpENapaToB B
Poccuiickoit denepanuu 1 Apyrux rocy1apcraax.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. CyOBexTsl 0OpallleHus JIEKapCTBEHHBIX CPEJICTB B MOPSJIKE, YCTAHOBICHHOM YIOJIHOMOYEHHBIM
denepaTbHBIM  OPTaHOM  HCHOJHHUTENBHOM  BIACTH, O00s3aHBI CcOOOIIATh B  YIOJHOMOYEHHBIN
(benepanbHbIi OpraH HCHOJHUTENIBHOM BIACTH O MOOOYHBIX ACHCTBUSAX, HEXKETATEIbHBIX PEaKIMIX,
CEPBE3HBIX HEKEIATENIBbHBIX PEAKLUAX, HENPEABUICHHBIX HEXKEIATECNbHBIX PEAKIUAX IPU IPUMEHEHUN
JIEKapCTBEHHBIX IpernapaTroB, 00 WHIMBUAYAJIbHOW HENEPEHOCHMOCTH, OTCYTCTBUHM 3(PPEeKTHUBHOCTU
JIEKapCTBEHHBIX IPENapaToB, a TakKe 00 MHBIX (aKkTax U OOCTOATENHCTBAX, MPEACTABISIOUINX YTPO3y
KM3HM WM 37I0POBBIO YeJIOBEKa JMOO KMBOTHOTO NPHU NPUMEHEHUM JIEKapCTBEHHBIX NpenapaToB U
BBISIBJIEHHBIX HA BCEX 3Tanax oOpalleHMs JEeKapCTBEHHbIX mIpemnapaTtoB B Poccuiickoit ®denepaunu u
IPYTHUX TOCYapCTBaX.

4. Jlepxatenu WJIA BIAACNbIBI PETUCTPAIIMOHHBIX YIAOCTOBEPEHUN JICKAPCTBEHHBIX NpPEMapaToB,
IOpUINYECKHE JINLIA, HA UMSI KOTOPBIX BBIIAHBI pa3pelICHUs] HA MPOBEICHNE KIMHUYECKUX UCCIIET0BAHUM
B Poccuiickoit ®denepanuu, nuO0 YMOJTHOMOYEHHBIE HMMHU JAPYTHE IOPHUAMYECKHE JIMIAa B paMKax
obecrnieueHns 0€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSIIKE, YCTAHOBICHHOM COOTBETCTBYIOIINM
YIOJHOMOYCHHBIM (DellepalbHbIM OPTaHOM HCITOJIHUTEIBHON BIIACTH, OOS3aHBI OCYHICCTBIIATH TPHEM,
yueT, 00paboTKy, aHalW3 U XpaHEHUE TMOCTYMAIIUX B HX aApec OT CYOBEKTOB OOpaIieHHs
JIEKApCTBEHHBIX CPEACTB M OPraHOB TOCYIAapPCTBEHHOW BIACTH COOOIICHHUH O TMOOOYHBIX ACHCTBUSX,
HEXEJIaTeNIbHbIX PEaKLUIX, CEPhE3HBIX HEXKENATEeNIbHbIX U HENPEIBUICHHBIX HEXKEIATEIbHBIX PEaKIUAX
MpU TPUMEHEHUU JIEKAPCTBEHHBIX MPENapaToB, 00 OCOOCHHOCTSAX HMX B3aUMOJEHCTBUS C JPYTUMH
JIEKapCTBEHHBIMU TpenapaTtaMu, WHIUBUAYaJbHOW HEMEePEHOCHUMOCTH, a Takke 00 HHbIX ¢akTax u
00CTOSITETTLCTBAX, IMPEACTABISIONINX YIPO3y JKU3HH WU 3OPOBBI0 YEJIOBEKA JIMOO YXUBOTHOTO WIIH
BIMAIOMIMX HAa M3MEHEHHE OTHOUICHUS OXUAAEMOM TOJb3bl K BO3MOKHOMY PHUCKY HPUMEHEHUS
JIEKapCTBEHHBIX MPENAPATOB.

5. Ilpu BbIsSBICHUH HMH(OPMAIMM O CEPbE3HBIX HEXKEJATENbHBIX PEAKIMIX U HeNpeaABHICHHBIX
HEXXEeJIaTeNbHbIX pEeaKklUMsX IpU NPUMEHEHUHU JIEKapCTBEHHBIX IpenaparoB, 00 OCOOEHHOCTAX UX
B3aUMOJICHCTBUS C JIPYT'MMHU JIEKapCTBEHHBIMHU IpernapaTaMu, WHAMBHUIYaJbHON HENEPEHOCHMOCTH, a
Takxke 00 MHBIX (DaKTax U 0OCTOSATENBCTBAX, BIUSIIONIMX Ha U3MEHEHNE OTHOLICHHUS 0YKUIaeMOU TIOJIB3BI K
BO3MOKHOMY DPHCKY TPUMEHEHHUS JIEKapCTBEHHBIX MPENaparoB, JAEp)KaTeld WM  BIAAEIbIIbI
PETUCTPALIMOHHBIX yIOCTOBEPEHUN JIEKapCTBEHHBIX MPENnaparoB, IOPUAWYECKUE JUIA, HA UM KOTOPBIX
BBbIJIaHbl pa3pelleHHs Ha MpOBEJeHHE KIMHUYECKUX uccienoBaHuii B Poccuiickoit deneparuu, nudo
YIOJHOMOYEHHbIE MMM JIpyTHMe€ IOpUIMYECKHE JiMia oOsA3aHbl NPUHATH MeEphl, HalpaBl€HHbIE Ha
YCTpaHEHUE  HETaTHBHBIX  IOCIHEACTBUH  NPUMEHEHHMs  TaKUX  JIGKAPCTBEHHBIX  IPEnapaTos,
MpeynpexacHUE MPUUNHEHUS Bpela KU3HU WIH 310POBbIO YE€JIOBEKa JIMOO KUBOTHOT'O, 3AIIUTY UX OT
IIPUMEHEHMS TaKUX JIEKAPCTBEHHBIX MPENapaToB, HA JOMOJHUTEIbHBIN cOOp JaHHBIX 00 3(h(eKTHBHOCTH
1 0€30MaCHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB.
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6. 3a HecooOIIeHNe WIN COKPBITHE MH(OPMAINH, NTPEyCMOTPEHHOM YacThIO 3 HACTOSIIEH CTaThH,
JepKaTed WA  BIQACNbIBl  PETHCTPAIMOHHBIX  YJIOCTOBEPEHHH JICKAPCTBEHHBIX IPENapaTosB,
IOPUIMYECKUE JIMLIA, HA UMSI KOTOPBIX BBIIAHBI pa3pelIeHUs] Ha MPOBEICHUE KIMHUYECKUX UCCIIeI0BAHUIMA
B Poccuiickoit ®eneparnuu, OO yHNOJHOMOYCHHBIE HWMH JAPYTHE IOPUAMYECKHE JIUIA, a TakkKe
JOJDKHOCTHBIC JIMIIA, KOTOPBIM 3Ta WHGOpMAIlMs CTalla M3BECTHA MO POAY HUX MpodecCHOHATBLHOM
NEATEeIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

7. Ilpu mosty4eHUH yHOJTHOMOYEHHBIM (hefiepalbHbIM OPTaHOM MCIIOJHUTENIBHON BJIACTH B paMKax
OCyIIECTBJIEHUSI UM (hapMakoHaA30pa J0KA3aTeIbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOIO Ipernapara
YCTQHOBJICHHBIM TpPEOOBaHMSM WM HpU MOJYyYeHHMM HMH(OPMAIMM O HECOOTBETCTBUM JaHHBIX 00
3G GEKTUBHOCTH M 0 0€30MacCHOCTH JIEKAPCTBEHHOTO Iperapara JTaHHBIM O JICKAPCTBEHHOM TIperapate,
coJiepKalMCs B MHCTPYKIMH MO €ro MPUMEHEHUIO (B TOM YHCIIE BBIABJICHHBIX B XOJI€ OCYIIECTBICHUS
(bapMakoHa30pa KOHTPOJIHHO-HAJ30PHBIMH OpPTraHaMH HMHOCTPAHHBIX TOCYAAPCTB), YIOJTHOMOUYEHHBIN
(benepanpHbIl OpraH MCIOJHUTEIBHON BIACTH B YCTAHOBJICHHOM MM MOPSJIKE paccMaTpUBAeT BOIPOC O
MIPUOCTAHOBIICHUH IIPUMEHEHHSI TAKOTO JIEKAPCTBEHHOTO IIpenapara.

[Tpumeuanue.
C 01.01.2026 nanmenoBanue cT. 65 uznaraercs B HoBoi penakuuu (P3 ot 30.01.2024 N 1-®3). Cwm.
OyAyI1yI0 peAaKIHIO.

CraTtbsa 65. NMpuoctaHoBNeHMe NpMMEHEeHUA NeKapCTBEHHOro npenapara

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

[Ipumeuanue.
C 01.01.2026 B 4. 1 cr. 65 BHOCcATcs m3Menenus (D3 or 30.01.2024 N 1-®d3). Cm. Oyayuryro
PEMAKITHIO.

1. [Tpu momyueHnn uHGOPMAIMH O HEKEIATEIFHBIX PEaKIUsIX MMPH MPUMEHEHUH JIEKaPCTBEHHOTO
Ipernapara, He YKa3aHHBIX B MHCTPYKLMH II0 IPUMEHEHMIO JIEKAPCTBEHHOIO IIpemapara, CEpbEe3HBIX
HEXKEJIATeNbHBIX pEeaKIusiX, 00 OCOOCHHOCTAX €ro B3aWMOJCHCTBHS C IPYT'HMMH JIEKapCTBEHHBIMHU
npernapaTramMmu, KOTOpbIE MOTYT MPEACTABIATh YTPO3y KU3HU WU 370POBBIO YeJIoBeKa MO0 JKUBOTHOTO, a
TaKke O HECOOTBETCTBHH JMAaHHBIX 00 3(pPeKTUBHOCTH M O OE30MACHOCTH JICKAPCTBEHHOIO Iperapara
AAaHHBIM O JICKaPCTBCHHOM IIPLCIIapaTe, COACPIKAIMUMCA B UHCTPYKIIUU IO €TI0 NPUMCHCHUIO, B TOM YHCJIC
OT YNOJHOMOYEHHBIX OPTraHOB WHOCTPAaHHBIX TOCYIapCTB, OOMEH KOTOPOH OCYIICCTBISICTCS B
COOTBCTCTBUU C COTJIAMICHUAMU MCKAY YIMOJIHOMOYCHHBIM (I)el[epaHLHBIM OopraHomM HUCIOJIHUTEIBHOMU
BJIACTH W YIOJHOMOYEHHBIMH OpPraHAMH WHOCTPAHHBIX TOCYAapCTB, YIOJTHOMOYCHHBIH (enepabHbIi
OpraH UCIOJHUTENIbHOW BJIACTH pacCMaTpPUBAET BOIPOC O BO3ZMOXKHOCTH MPHUOCTAHOBIICHHS OOpaIleHus
TAKOTO JICKAPCTBEHHOTO IIpernapara B MOPSAKE, YCTAaHOBICHHOM YIOJHOMOYECHHBIM (heaepaibHbIM
OopraHom HUCIOJIHUTEIHHON BIACTH.

[Ipumeuanue.
C 01.01.2026 4. 2 ct. 65 uznaraercsa B HoBor pemakiuu (D3 ot 30.01.2024 N 1-®3). Cm. Oyayryro
peIaKINIo.
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2. llpy HEWUCIIOJIHEHMM WM HEHAJJIeXallleM MWCIIOJHEHUN JIepyKaTels MU WIM  BlaJeibllaMU
PETUCTPALIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IPENAPaTOB, IOPUAMYECKMMH JIMLAMHU, HAa MM
KOTOPBIX BBIIAHBI PA3pEIICHUs HA IPOBEAEHUE KIMHUYECKUX HccienoBanuii B Poccuiickoit denepanmu,
WIX YTIOJIHOMOYEHHBIMU UMHU JAPYTUMH IOPUANYECKUMHU JTULAMH 00s13aHHOCTEH, YCTAHOBJIEHHBIX YacTAMU
3 u 4 cratbu 64 HacTosmero degepabHOrO 3aKOHA, JINOO B CIIyYasX MPEACTABICHUS COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (heZiepalbHbIM OPraHOM HCHOJHUTENbHOM BJIACTH 3aKJIIOYEHHS O HEAOCTOBEPHOCTH
PE3yJIbTaTOB KJIMHUYECKOIO UCCIIEI0BaHMsI JIEKAPCTBEHHOTO Mpenapara il MEAUIUHCKOTO IPUMEHEHUS,
KOTOPOE OCHOBAaHO Ha pe3yJibTaTaX MPOBEPKH MEIUIIMHCKOW OpPraHM3allu{, MPOBOJUBLIEN yKa3aHHOE
KIIMHUYECKOE MCCIIEA0BAaHNE C HAPYIIEHUEM NIPaBUJI HAAJIEKAIEH KIMHUYECKOW MPAKTUKH, U MIPUBEIIO K
MIOJIyYEHUIO HEJAOCTOBEPHBIX PE3YJbTaTOB, JIMOO B Cilydae HEBBINOJHEHHS NPEANHMCAHUS, BBIJIAHHOTO
YIOJIHOMOYEHHBIM  (pefiepaibHbIM OpPraHOM HCIIOJIHUTENBbHOW BJIACTH IO MTOTaM OCYIIECTBIICHUS
BBIOOPOYHOTO KOHTPOJISI KayecTBa JICKApPCTBEHHOTO MperapaTa, YIOJTHOMOYSHHBIN (enepaabHbIil opran
WCIIOJIHUTENIBHON BJIACTH B YCTAaHOBJIEHHOM MM IOPSAKE paccMaTpUBAeT BOIPOC O NPUOCTAHOBICHHUH
MIPUMEHEHHUS TaKOT'0 JIEKApCTBEHHOTO Mpenapara.

[Tpumeuanue.
C 01.01.2026 4. 4 cT. 65 yrpaunBaet cury (D3 ot 30.01.2024 N 1-D3).

3. YnoiaHOMOYeHHbIH (enepaiabHbIii OpraH HCIOJIHUTENBHOW BIACTH TNPH MPEACTABICHUU €My
CBEICHUII O HECOOTBETCTBMM IPOU3BOAMUTENA JIEKAPCTBEHHBIX CPEICTB TPEOOBaHMSAM IPABMI
Ha/IJIeKaIIeld TPOU3BOJICTBEHHOM NMPAKTUKHU U (WJIK) O HApYIIEHUH JTUIIEH3MOHHBIX TpeOOBaHUil, KOTOpBIE
ObUIN BBISABJIIEHBI B XOJ€ NPOBEICHUS MHCIEKTHUPOBAHUS NMPOU3BOIAMTENS JEKAPCTBEHHBIX CPEACTB WU
OCYILECTBIICHUS JTUIICH3HOHHOTO KOHTPOJIS B cpepe MPOU3BOJCTBA JICKAPCTBEHHBIX CPEIACTB U MPHUBEIU
WIM MOTYT NPHUBECTH K IPOU3BOJCTBY JICKAPCTBEHHBIX IPEMAPATOB IS MEIULMHCKOTO IMPHUMEHEHUS,
NPUYMHUBIINX WK CIIOCOOHBIX MPUYUHHUTD BPEJl )KU3HU WM 3I0POBBIO TPAaXK/1aH, pACCMAaTPUBAET BOIIPOC
O TPHUOCTAHOBJIECHUU IPUMEHEHHs JIEKaPCTBEHHBIX IPENapaToB I MEAMIMHCKOIO INPUMEHEHMS B
YCTaHOBJICHHOM UM TOPSAKE B CIEAYIOMUX CIydasax:

1) coctaB u (WIM) TEXHOJIOTHS TMPOM3BOACTBA JIEKAPCTBEHHOT'O TNpemapara s MEIUIMHCKOTO
MpUMEHEHHs (C OMHCAaHMEM CTaauil MPOU3BOACTBA) OTIMYAIOTCS OT 3asBIECHHBIX B PETUCTPALIMOHHOM
JI0ChE;

2) HeKapCTBeHHBIﬁ npenapar sk MEAUIUHCKOIO IPUMEHCHU MMPOU3BCACH HA HpOHSBO,I[CTBGHHOfI
IIomaake, He YKaBaHHOfI B pCruCTpaliliOHHOM JOCKHE,

3) y mnpou3BOAUTENS JEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTHI, MOJTBEp)KIAIoIIne
COOTBETCTBHE KayecTBa JIEKQPCTBEHHOIO INpernapara s MEAUIMHCKOrOo NPUMEHEHHs, BBOAMMOIO B
rpakxIaHCKUI 000poT, TpeOOBAHUSM, YCTAHOBIEHHBIM IIPU €r0 FOCYAapCTBEHHON PEerHCTpalny;

4) Tpou3BOAMTENEM JIEKAPCTBEHHBIX CPEACTB B  COIJIACOBAaHHBIH C  COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM (he/iepalbHbIM OpraHOM HCIIOJIHUTENIBHONW BJIAcTH CPOK HE YCTpPAaHEHbI HapyIIEHUs
TpeOOBAaHMI MPaBWJ HAJUICKAIIEH MPOU3BOJICTBEHHON MPAKTHKH W (WJIM) JTUIICH3UMOHHBIX TPEOOBAHMIA,
KOTOpble OBUIM BBISBICHBI B XOJ€ NPOBEIEHUS HMHCIEKTUPOBAHMS IPOU3BOAUTEINS JIEKApCTBEHHBIX
CPEJCTB WM OCYIIECTBICHUS JINLIEH3UOHHOTO KOHTPOJIS B cpepe MPOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB
U IPUBEJIA WO MOTYT NPUBECTH K IPOU3BOJACTBY JIEKAPCTBEHHBIX IPEMApaTOB I MEIULIMHCKOTO
MPUMEHEHHUS, IPUUMHUBIINX WIA CIOCOOHBIX MPUUUHUTD BPEJI AKU3HU WIN 3I0POBBIO IPaX/IaH.

(uacts 3 BBeneHna denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)
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4. YIOTHOMOYEHHBIN (hefiepanbHbli OpraH UCTIOIHUTENFHON BIACTH NPH HAJTUMYUH Y HETO CBEICHHH
O HECOOTBETCTBMM IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB TpPeOOBAaHUAM MpaBWJ HaJylexkKallein
MPOM3BOJICTBEHHON MPAaKTUKK W (WIM) O HAapyLIICHUM JIMLUEH3MOHHBIX TpeOOBaHMM, KOTOpbIE ObLTH
BBISIBJICHBI B XOJC IIPOBEJICHUS WHCIEKTUPOBAHUSA IPOM3BOAMUTENS JICKAPCTBEHHBIX CPEICTB WIH
OCYILECTBIICHUS JTUIICH3HOHHOTO KOHTPOJIS B cpepe MPOU3BOJCTBA JCKAPCTBEHHBIX CPEICTB U MPHBEIH
WIM MOTYT IPUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IPENApaToB Ul BETEPUHAPHOTO IPHUMEHEHUS,
NPUYMHUBIINX WM CIIOCOOHBIX MPUYMHUTH BPEI JKU3HU WM 3/70POBBIO JKUBOTHBIX, pPAacCMaTPHUBAET
BOIIPOC O IPUOCTAHOBICHUM pEAIM3alUA W IPUMEHEHUs JIEKAPCTBEHHBIX IPENApaToB I
BETEPUHAPHOI'O IPUMEHEHMSI B YCTAHOBJIEHHOM UM IOPSAIKE B CIECAYIOIIUX CIIydasx:

1) coctaB u (WIM) TEXHOJOTHs IMPOU3BOJCTBA JIEKAPCTBEHHOrO Ipemnapara AJii BETEPUHAPHOTO
IpPUMEHEHHs (C ONMCaHMEM CTaJuil MPOU3BOJCTBA) OTIMYAIOTCS OT 3asBJICHHBIX B PETUCTPALIMOHHOM
J0CBE;

2) nexapcTBEHHBIN INpenapar AJs BETEPUHAPHOTO MPUMEHEHHs IMPOM3BEIEH Ha MPOU3BOJCTBEHHOM
IUIOINAJKE, HE YKa3aHHOW B PErMCTPALIMOHHOM JIOCHE;

3) y mnpou3BOAUTENs JEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JIOKYMEHTHI, HOJTBEp)KIAIoIINe
COOTBETCTBHE KAadyeCTBa JIEKAPCTBEHHOI'O IpernapaTa Il BETEPUHAPHOIO MPUMEHEHHS, BBOAMMOIO B
rpaxIaHCKUI 000poT, TpeOOBAaHUSM, YCTAHOBIEHHBIM IIPH €r0 FOCYAapCTBEHHON PEeruCcTpalny;

4) npou3BOAMTENEM JIEKAPCTBEHHBIX CPEACTB B COIJIACOBAaHHBIH C  COOTBETCTBYIOLIUM
YIOJIHOMOYEHHBIM (he/iepalbHbIM OpraHOM HCIIOJIHUTENBHONW BIACTH CPOK HE YCTpPAaHEHbI HapyIIEHUS
TpeOOBAaHMI MPaBHJ HAJUICKAIIEH MPOU3BOJICTBEHHON MPAKTHKH W (WJIM) JUIICH3UMOHHBIX TPEOOBaHMIA,
KOTOpble OBUIM BBISBICHBI B XOJ€ NPOBEIEHUS HMHCIEKTUPOBAHMS IPOU3BOAUTEINS JIEKApCTBEHHBIX
CPEJCTB WM OCYILIECTBICHUS JINLIEH3MOHHOTO KOHTPOJIS B cpepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB
U IPHUBEIN WIM MOTYT IPUBECTH K IIPOU3BOJCTBY JIEKAPCTBEHHBIX IPENapaTroB A BETEPUHAPHOTO
MPUMEHEHUS, TPUUMHUBIINX WIH CIOCOOHBIX MPUYMHUTD BPEJ KUZHU WM 3/10POBBIO JKUBOTHBIX.

(uacts 4 BBeneHa ®enepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

7. B mopsjake, mpeyCMOTPEHHOM YacThi0 4 HACTOSIIEH CTaThH, YIOJHOMOYCHHBIN (heaepanbHbIi
OpraH MCHOJHHUTEIHHOM BIACTH pacCMaTPUBAET BOIPOC O MPUOCTAHOBICHUU pEaTH3aI U IPUMEHEHUS
JIEKApCTBEHHOT'O TIperapara Jjisi BETEPUHAPHOTO NPHUMEHEHUS B ClIydae BBISBICHUS B TPAXKITAHCKOM
000pOoTe cepuu JIEKApCTBEHHOTO Tpernapara AJisi BEeTEpUHAPHOTO MPUMEHEHHSI, JOKYMEHTBI M CBEACHHUSI O
KOTOpOM, npeaycMoTpeHHble YacTsMu 1 - 3 u 6 crarbu 52.2 Hactosuiero denepajbHOr0 3aKOHa, HE
MpeJICTaBJICHbl B YKa3aHHBIA Opras, Ju00 cepur MMMYHOOMOIOTUYECKOTO JIEKAapCTBEHHOI'O MperapaTa
JUTsl BETEPUHAPHOTO MPUMEHEHHS], He UMEIOIIEH pa3pelieHus], TPeayCMOTPEHHOTO YacThio 8 cTaThu 52.2
Hactosmero denepanbHOro 3akoHa. B yka3aHHOM ciy4yae yHMOJTHOMOYEHHBIN (efepaibHbIi Opra
WCTIOTHUTEJIPHOW BJIACTH MPUHUMAET PEIICHHWE O MPHOCTAHOBIECHUU PEATU3AIMi U MPUMEHEHUS TaKUX
cepuil 10 TPEICTaBICHUS YKa3aHHBIX JOKYMEHTOB W CBeIEHU 1HOO0 A0 TMONYy4YeHHsS YKa3aHHOTO
pa3pelieHus.

(uacts 7 BBeneHa denepanbHbiM 3akoHOM 0T 02.07.2021 N 317-D3)

CraTtbsa 66. UHpopmauma o pesynbTaTax hbapmakoHaasopa
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

YHOTHOMOYEHHBIM  (elepanbHbIii  OpraH  UCIOJHUTENBHOW  BIACTH,  OCYILECTBIISIOLIMIMA
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(bapMakoHa 30p, MO €ro pe3yiabTaraM pa3MellaeT Ha cBoeM OQUIMaIbHOM caiite B cetu "HHTepHer"
nH(pOpMaIHIO O:

1) BBISBICHHHM HOBBIX MOJATBEPKICHHBIX MAHHBIX O TOOOYHBIX JEHCTBUSX, HEXKEIATEIbHBIX
peaKkuusax, Cepbe3HbIX HEKENATEeNIbHbIX PEeaKlUAX, HENpPEIBUICHHBIX HEKENATENbHbIX peaKUUsX IMpU
MIPUMEHEHUH JIEKapCTBEHHOTO Mpenapara, B TOM YUCIE BIUSIOMIUX HAa OTHOIICHUE 0KHMJIa€MOM MOJb3bI K
BO3MO>XHOMY PUCKY MPUMEHEHUS TaHHOTO JIEKAPCTBEHHOTO Mpernapara;

2) NPUHATBHIX PEUIEHUSX O BHECEHUH M3MEHEHMH B MHCTPYKIUIO 110 IPUMEHEHUIO JIEKAPCTBEHHOTO
npenapaTta, 0 IPUOCTAHOBJIEHUU MPUMEHEHMSI JEKApCTBEHHOTO Ipernapara, 00 M3bATUU U3 OOpalleHUs
JIEKapCTBEHHOT'O Mpenapara Wik 0 BO300HOBICHUH IPUMEHEHHUs JIEKAPCTBEHHOTO Mpernapara.

nasa 14. UHPOPMALUA O JIEKAPCTBEHHbIX MPEMNAPATAX. CACTEMA
MOHUTOPWUHIA OBUWXEHUA NNEKAPCTBEHHbIX NMPEMNAPATOB
anda MEQUUUHCKOIo NPUMMEHEHUA
(B pen. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHcbopmauma o nekapcTBeHHbIX npenaparax. Cucrema MOHUTOPUHra
ABWXEHUS NleKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHus
(B pen. ®enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. Uudopmanust 0 JeKapCTBEHHBIX MpernapaTax, OTIMYCKAaeMbIX IO PELENTy Ha JICKapCTBEHHBIN
mpemapar, J0JDKHA COJEPKAaThCsS TOJNBKO B CIENUATM3UPOBAHHBIX H3JIaHUSAX, MPEAHA3HAUYCHHBIX IS
MEIUIMHCKUX, (hapMaIleBTHUECKUX PAaOOTHHUKOB, CIICIIUAIIMCTOB B 00acT BerepuHapuu. MHpopMmarus o
JIEKapCTBEHHBIX Mpemnaparax s CHEeIHaTUCTOB B 00JIACTU OOpaIlEeHUs JIEKAPCTBEHHBIX CPEICTB MOKET
colepxaTbCsi B MOHOrpadusx, CHPaBOYHHMKAX, HAYYHBIX CTaThsiX, B JOKJIAJax Ha KOHIpeccax,
KOH(pEpeHIMSIX, CHUMIIO3UyMaX, HAyYHBIX COBETaX, a TaKKe B MHCTPYKIUSAX MO MPUMEHEHUIO
JIEKapCTBEHHBIX MIPEMapaToB.

(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-03)

2. Nudopmaruss 0 JEKapCTBEHHBIX IpermapaTax, OTIYCKaeMbIX Oe3 perenta Ha JIeKapCTBEHHBIN
mpemapaT, MOXKET COAEpPKAaThCcs B IMyONUMKAIMIX U OOBSIBICHHUSX CPEICTB MaccoBOM uHGoOpMaIuwy,
CHEIUATU3UPOBAHHBIX U OOIIMX IMEYATHBIX HU3AAHUSAX, MHCTPYKIMSIX MO MPUMEHEHUIO JIEKApCTBEHHBIX
MpernapaToB, MHBIX U3AHUIX CYyOBEKTOB 0OpaIleHus JIEKapCTBEHHBIX CPEJCTB. PekaMHbie MaTepualibl o
JIEKApCTBEHHOM TIperapare, OTIyCcKaeMoM 0e3 pelenta Ha JEKapCTBEHHBIM Tpemnapar, TOJDKHBI
COOTBETCTBOBAaTh MHCTPYKIIMH MO MPUMEHEHHUIO JIEKAPCTBEHHOT'O Mpernapara.

3. Jlomyckaercs HCHONb30BaHUE JIOOBIX MaTepUalIbHBIX HOCHUTEJEH, MO3BOJSIOLIUX XPaHUTD,
nepeaaBaTh U UCIOIb30BaTh HHPOPMALIHIO O JEKapCTBEHHBIX IpenapaTax 0e3 ee HCKaKeHHs.

4. Jlns ueneil wueHTH(PHUKAINK YIAKOBOK JICKAPCTBEHHBIX IPEMapaToB Uil MEIUIIMHCKOTO
IIPUMEHEHHS MTPOU3BOJUTENIN JIEKAPCTBEHHBIX CPENCTB B MOPAJKE, yCTaHOBIEHHOM lIpaBurenscTBOM
Poccuiickoit ®denepanyy, HAHOCAT Ha NMEPBUYHYIO YIIAKOBKY (B OTHOIIECHUU JIEKAPCTBEHHBIX MPEMapaToOB
IUI. METUIIMHCKOTO MPUMEHEHHsI, Il KOTOPBIX HE MpelyCMOTpeHa BTOPUYHAS YIaKOBKa) U BTOPUYHYIO
(mOTpeOUTENbCKYI0) YIIAaKOBKY JIEKAPCTBEHHBIX NpPENapaToB s MEIULUHCKOIO NMPUMEHEHHUS CpeAcTBa
UACHTUGUKAIMY, 32 HCKIIOUYEHHEM JIEKAPCTBEHHBIX MPENaparoB i MEIUIMHCKOTO HPUMEHEHHMS,
MIPOU3BOAUMBIX JUIsl MPOBEACHUS KIMHUYECKUX HCCIEAOBAaHUM, dKCIOPTA, JICKAPCTBEHHBIX IIPENapaToB
IUIL MEIMLUHCKOTO IPUMEHEHHMs, YKa3aHHbIX B 4acTAX 5 u 8 crareu 13 Hacrosmero denepanpHOro
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3aKOHa, paanoQapMalieBTUIECKIX JEKApCTBEHHBIX MPENapaToB, BHICOKOTEXHOIOTHYHBIX JIEKAPCTBEHHBIX
IIPEnaparoB, KOTOpbIE IPOU3BEACHbI MallbIMU CEPHUSMHU, COCTOAT U3 OAHOM MM HECKOJIbKUX J103
BBICOKOTEXHOJIOTMYHOTO JIEKAPCTBEHHOI'O IIpenapara, MpeAHa3HA4YeHbl Il KOHKPETHOIO IallMEHTa,
MMEIOT KOPOTKUH CPOK TOJHOCTH (JI0 IEBSHOCTA KaJCHIAPHBIX THEW) W (WJIM) TEeMIEPAaTyPHBIA PEXKUM
XpaHEHUs U TpaHCIOpTUpOoBaHUA MUHYC 60 rpagycoB Llenbcust win HuXke, NUABOK MEAULIMHCKUX U T'a30B
MEAULUHCKUX. J[JIs1 IeKapCTBEHHBIX MPENApaToOB ¢ MEKIYHAPOIAHBIM HEIATEHTOBAHHBIM HAaUMEHOBAaHUEM
"OraHon" cpeacTBO UACHTU(DUKAIIMM HAHOCUTCS Ha BTOPUYHYIO (IOTPEOUTEIBCKYIO) YIIAKOBKY B CIIy4ae,
€CJIM Takasl yMaKOBKa SBJISETCS WHIUBUAYaJbHOW BTOPUYHOHN (TOTpPEOUTENHbCKONM) YHMaKOBKOM 3TOTO
JIEKapCTBEHHOI'0 IpenapaTa, a B Clydae OTCYTCTBUS BTOPHUYHOM (IMOTPEOUTENHCKOW) YNMAKOBKU HWIIU
HaJIM4Yusl YMAaKOBKU, B KOTOPOHM HaxoAuTcs Oojiee OJHOM €IUHUIBI YKa3aHHOTO JIEKAPCTBEHHOTO
npernapara B IepBUYHON yIIaKOBKE, CPEICTBO UACHTU(DUKAIIMM HAHOCUTCS Ha MEPBUYHYIO YIAKOBKY.
(uactp 4 BBenena denepanbHbiM 3akoHOM OT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pen.
®enepanbHbix 3ak0HOB 0T 04.08.2023 N 428-03, ot 30.01.2024 N 1-03)

5. XapaKkTepUCTUKU CPEIICTBA UACHTU(DHUKAINH, TOPSIOK €T0 HAHECCHUS U TPEOOBAHUS K CTPYKType
u ¢dopmary wuHbOpMANUU, KOTOPYIO COIECPKUT CPEACTBO HACHTU(DUKALUU, OMPEHCNIOTCS
[IpaBurenscTBOM Poccuiickoit denepanuu.
(uacts 5 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

6. Ilopsimox co3maHus, pa3BUTHS, BBOJA B OKCIUIyaTallMlo, SKCIUIyaTallud M BbIBOAA U3
JKCIUTyaTallud CHCTEMbl MOHMTOPMHIA JBUKEHUS JIEKAPCTBEHHBIX MPENapaTroB I MEIULUHCKOTO
NPUMEHEHHS, TOPSIOK TPEAOCTaBICHUS WH(POPMAIMK, COACpIKAIIelcss B CHCTEME MOHHTOpPHHTA
JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB A MEIULUMHCKOTO NMPUMEHEHHs, U MOPSIAOK B3aUMOJECHCTBUSA
YKa3aHHOM  CHCTEMbl C  HMHBIMH  TOCYJAapCTBEHHbIMM  HWH()OPMALIMOHHBIMU  CHUCTEMaMH U
MH(OPMALIMOHHBIMU CUCTEMAMH IOPUINYECKHX JIUI U WHAUBUAYAIbHBIX MIPEANPUHUMATENEH, YKa3aHHBIX
B uvactax 7 u 10 Hactosmied cratbu, ycraHaBinuBaroTcsi [IpaButenbctBoMm Poccuiickoit denepariuu.
OnepaTopaMyd CHUCTEMbl MOHUTOPHUHIA JBUKEHHUS JIEKAPCTBEHHBIX MpEnapaToB sl MEAUIMHCKOTO
NIPUMEHEHUS SBIIAIOTCS (elepalbHbIl OpraH HWCIOJHUTENBHONM BiacTM M (WIM) OpraHu3aus,
ynostHomoueHHbIe [IpaBurensctBoM Pocculickoit @enepanuu.

(dactb 6 BBenena denepaibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7. FOpuanueckue I1Ula 1 UHAUBUAYAJIbHbIE TPEANPUHUMATENIN, OCYLIECTBISIONINE TPOU3BOICTBO,
XpaHeHne, BBO3 B Poccuiickyro @enepanuio, OTIIYCK, peaau3aluio, Iepenady, HNPUMEHEHUE |
YHHUTOKEHHUE JICKAPCTBEHHBIX MPENapaToB A1 MEAUIIMHCKOTO MPUMEHEHHS, 00€CTIEYHBAIOT B MOPSAKE U
B COCTaBe, KOTOpble YycTaHOBJeHbl lIpaBurenbctBoM Poccuiickoini @Penepauur ¢ y4eTOM BHAA
OCYIIECTBIISIEMON WMHU JIEATENbHOCTH, BHECEHHWE HH(OpPMAIMU O JIEKApCTBEHHBIX TMpemnaparax s
MEJIMIIMHCKOTO TPUMEHEHUsI B CHCTEMY MOHUTOPHHIA JIBIJKCHHS JICKAPCTBEHHBIX IMpENnapaToB s
MEJIMLIHUHCKOTO NPUMEHEHHUS.

(dacts 7 BBeneHa denepabHbIM 3aKk0oHOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIE Tpemaparbl i MEIULIWHCKOTO MPUMEHEHHs, TNpeAHa3HAYCHHbIE s
obecrieueHHsT JUI, OOJMBHBIX TeMO(HINCH, MYKOBHCIHI030M, TUIO(PHU3APHBIM HAHU3MOM, OOJIE3HBIO
['ome, 37m0KaueCcTBEHHBIMH HOBOOOPA30BaHUSMHU JTUM(OUAHON, KPOBETBOPHOM U POJICTBEHHBIX WM
TKaHEH, pacCesSHHBIM CKJIEPO30M, JIUII TIOCIIe TPAHCIIAHTAIMKA OPTaHOB U (UJIK) TKaHEH, MPOU3BEICHHbBIE
1o 31 nexabps 2019 roga, a Takke MHBIC JIEKAPCTBEHHBIE MPENapaThl sl MEIUIIUHCKOTO MPUMEHEHUS,
npousBeneHnble 10 1 wurong 2020 roma, moasexaTr XpaHEHMIO, NEPEBO3KE, OTIYCKY, pealu3aluu,
nepenaye, MpUMEHEHUIO 0e3 HAHECEHHUs CPEICTB UIACHTH(PHUKAIMU JO0 UCTEUEHHUs CPOKa UX TOAHOCTH.
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[TpaButensctBo Poccuiickoit ®dexepanyu BIpaBe yCTaHOBUTH OCOOEHHOCTH BBOJA B TI'PAaXKITaHCKUH
000pOT JIEKAPCTBEHHBIX NpENapaToB A MEIUIMHCKOIO MPUMEHEHUs, MPOU3BEICHHBIX B nepuon ¢ 1
utonst 2020 rona mo 1 oxTsa6ps 2020 roma. B mensix BBoAa B TpakIaHCKUN 00OpPOT JIeKapCTBEHHBIE
npenaparsl Ui MEAMUUHCKOIO HNPUMEHEHMs, 32 MCKIIOYEHHEM JIEKapCTBEHHBIX IIPenapaTos,
NpeJHa3sHAuYCHHBIX sl oOecreueHHs JUL, OOJbHBIX reModuianel, MyKOBHCUUA030M, TUNO(U3apHBIM
HaHU3MOM, Oose3Hbto ['omre, 3710KkaueCTBEHHBIMM HOBOOOPA30BaHUAMM JUM(OHIHON, KPOBETBOPHOM U
POJICTBEHHBIX UM TKaHEH, paCCESIHHBIM CKJIIEPO30M, JIUI] II0CJIE€ TPaHCIUIAHTAIlMM OPraHOB U (MJIM) TKaHEH,
MPOU3BENICHHbIE 3a Tpenenamu Tepputopun Poccuiickoit @enepamuu 1o 1 oxtsadps 2020 roga, MoryT
ObiTh BBe3eHBbl B Poccuiickyto @enmepammio g0 1 suBaps 2021 roma B MOpsAKE, YCTaHOBIEHHOM
[TpaButenscTBOM Poccuiickoit @enepannu, 6€3 HAHECEHHSI CPEICTB HACHTU(DUKAITUH.

(B pen. ®eaepanbHbIX 3aKOHOB OT 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranuzanus HWHOOPMAIMOHHOTO B3aWMOJCUCTBHS CHCTEMbl MOHHUTOPWHTA JIBFDKCHUS
JEKapCTBEHHBIX MpPEmapaToB JJii MEAMIMHCKOTO TPUMEHEHUS C UWHBIMH TOCYJapCTBEHHBIMU
WH(OPMAMOHHBIMU CHCTEMaMHU 00eCIeYrBacTCsl B TOM YHCIE IOCPEICTBOM HH(PPACTPYKTYPHI,
oOecrnieunBaromel MHGOPMALMOHHO-TEXHOJIIOTUYECKOE B3aUMOJICHCTBUE HH(POPMAIIMOHHBIX CHCTEM,
UCTIOJIb3YEMBIX ISl TPEAOCTABICHHUSI TOCYJAAPCTBEHHBIX WM MYHHIIMIIAIBHBIX YCIYT W HCIIOTHCHHS
rOCyapCTBEHHBIX U MyHHUIUIATBHBIX (QYHKIIUI B 3JIEKTPOHHOU popme.

(uactp 8 BBenena denepaibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. Undopmanus, comepkaiascs B CUCTEME MOHUTOPUHTA JIBI)KEHUS JIEKAPCTBEHHBIX MPEMapaToB
JUTSE METUITUHCKOTO TIPUMEHEHUS, SBISETCS MHPOPMAIUEH OrpaHMYSHHOTO JTOCTyIa B COOTBETCTBUHU CO
cratbeii 9 @enmepanbHoro 3akoHa ot 27 wurons 2006 roma N 149-03 "O6 wunHbopmaimmy,
MH(OPMALIMOHHBIX TEXHOJOTUSAX M O 3aluTe HuHpopManuu', 3a HCKIIOUYEHHEM HuH(pOpMaLuHy,
HEJOMyCTUMOCTh OTPAaHMYEHUSI JOCTyMa K KOTOpPOHl ycTaHOBIEeHa (enepalbHBIMH 3aKOHAMH, a TaKXkKe
uHpopmanuu, orHecenHou IIpaButensctBOoM Poccuiickoit denepanuu B COOTBETCTBUM C HACTOSIIIUM
denepallbHBIM 3aKOHOM K 0011e0cTymHOM nHpopMmaruu. O0mienocTynHas nHpopMaius, cofaepKaascs
B CHCTEME€ MOHUTOPHMHIA JIBWKCHHUS JICKAPCTBEHHBIX IMpEnapaToB Jsi MEIUIIMHCKOTO MPUMEHEHUS,
pa3MeniaeTcs B HHQOPMAIIMOHHO-TEJIEKOMMYHUKaMOHHOU cetu "MHTepHer" (B TOM uucie B Qopme
OTKPBITHIX JAHHBIX) B MOpsJIKe, ycTaHOBIeHHOM [IpaBurensctBoM Poccuiickoit deneparuu.
(dactp 9 B pen. @enepanbHoro 3akoHa oT 04.08.2023 N 474-D3)

9.1. Hoctyn k uH(popMaIuu, coaepKaiencs B CHCTEME MOHUTOPUHTA JABUKCHUS JICKAPCTBEHHBIX
MpernapaToB AJsi MEIUIMHCKOTO MPUMEHEHHs, O0ECIeurnBaeTCs OMEepaTopoM CHUCTEMBI MOHUTOPUHTA
JBH)KCHUS JIEKAPCTBEHHBIX MPEMApaTOB [JII MEIULMHCKOrO MPUMEHEHHUSI B TMOPSAKE, YCTAHOBICHHOM
[IpaButensctBoM Poccuiickonn denepauuu, B COOTBETCTBUU C 3aKOHOAATEIBCTBOM Poccuiickoit
Oeneparit 060 wHDOpManmMKU, WHPOPMAIMOHHBIX TEXHOJOTHSX W O 3alUTe HWHQPOpPMAIUH,
3akoHozarenbCcTBOM  Poccuiickoii  ®denepanuu 0 TrOCyJapCTBEHHOM TallHE, 3aKOHOAATEIbCTBOM
Poccuiickoit @enepan 0 KOMMEPYECKOM U MHOM OXPAHSIEMOM 3aKOHOM TalHE U C YYETOM IOJIOKEHHUU
Hacrosmen cratbu. IIpaBurensctBo Poccuiickorn @Penepanuu BIpaBe YCTaHABIMBATh IIEPEUYCHb
JIEKApCTBEHHBIX TMPEMapaToB JUIsl MEAUIIMHCKOTO TpPUMEHEHUS U (WJIM) TPy JEKaApCTBEHHBIX
MpernapaToB JUisi MEIUIIMHCKOTO TMPUMEHEHHs] M OCOOCHHOCTH JOCTyma K HWHPOpMaluu O TaKuX
JICKapCTBEHHBIX MpenapaTrax, COACPIKAIICHCS B CUCTEME MOHUTOPUHIA ABHKECHHUS JIEKApCTBEHHBIX
MpenapaToB Il MEJULUHCKOTO IPUMEHEHHS.

(dactp 9.1 BBenena ®enepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.2. Tlonp30BaTelli CHUCTEMBI MOHUTOpPpHHTA JABWKCHUSA JICKAPCTBCHHLBIX IIPCIIAPATOB  IJIA
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MEIUIIMHCKOTO MPUMEHEHHUsS O00JaJar0T MpaBOM JOCTymna K HMH(OPMAILUU, COIECpXKAIICWCs B CUCTEME
MOHHUTOPHUHTA JBWXCHMS JIEKAPCTBEHHBIX IMPENapaToB A MEIUIMHCKOTO MPHUMEHEHHUs, C y4eTOM
OrpaHUYEHUI NOCTyma K YKa3aHHOM MHpOpMAlMM U ee mocienyromeil o0paboTKe, YCTaHOBIEHHBIX
HactosiuuM  DenepaibHBIM 3aKOHOM W HWHBIMA HOPMAaTUBHBIMU IPaBOBBIMU akTamu Poccuiickoit
denepauuu.

(gactp 9.2 BBeneHa DenepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.3. ®epepanbHble OpPraHbl HMCIOJHUTEIHHONH BJIACTH M HCIOJHUTEIbHBIE OpPraHbl CyOBEKTOB
Poccniickoit @enepannu B neisx, onpeaeseHHblx IIpaBurensctBoM Poccuiickont denepanuu, UMEOT
IpaBo JocTyna K MH(opManuu o cyObeKTax OOpallleHHUs JIEKAPCTBEHHBIX CPEJCTB, O JIEKAPCTBEHHBIX
npernaparax u 00 000poTe TaKMX JIKAPCTBEHHBIX MPETNapaToB, HEOOXOAMMO IS BBITIOJHEHUS 3a/1a4 U
OCyIIECTBICHUs (DYHKIMH, BO3JIOKEHHBIX Ha (elepalbHble OpraHbl HCIOJHUTEIbHONM BIACTH U
WCTIOJTHUTENIBHBIC OpraHbl CcyObekToB Poccuiickoit ®enepanuu, CTaTUCTHYECKOW WHGOpPMAUUA O
JIEKapCTBEHHBIX Ipernaparax U 00 ux obopore, a Takxke K olmenoctynHoi nHpopmanuu. Cocra 3Tol
nH(pOpMalLlUU OIpPEAEAeTCs COINIalleHUsIMH 00 HMH(OPMALMOHHOM B3aMMOJCHCTBHUM, 3aKIIOUEHHBIMU
OIIEpaTOPOM CHUCTEMBI MOHUTOPUHIA JBWKCHMS JICKAPCTBEHHBIX IIPENApaTOB [UIsl MEIUIIMHCKOTO
NpUMEHEHHS C (elepaTbHBIMA OpraHaMHU HCIIOJHUTEIBHON BIACTH WM HCIIOJHUTEIBHBIMU OpraHaMu
cyorekTtoB  Poccuiickoit  ®enepanuu  u  (QenepanbHBIM  OpraHOM — UCHOJHUTENBHOM  BIACTH,
OCYWIECTBISIONIMM (YHKIMKM 10 BBIPAa0OTKE W pealM3allidl TOCYJAapCTBEHHOH TMOJUTHKH U
HOPMAaTHBHO-TIPABOBOMY PEryJIMPOBAaHUIO B chepe 31paBOOXpaHEHHUSL.

(gacte 9.3 BBenena denepanbHbM 3akoHOM OT 04.08.2023 N 474-D3; B pen. DeaepanbHOro 3aKOHA OT
08.08.2024 N 232-03)

9.4. CyObekT oOpalieHusl JIGKapCTBEHHBIX CPEJCTB MMEET MpaBO AOCTyna K wuHpopMamuu 00
omepanusax ¢ JEKapCTBEHHBIMU MpernapaTamMu s MEAMIMHCKOTO MPUMEHEHHsSI, COBEPIICHHBIX ITHM
CyOBEKTOM OOpaIieHHsI ICKAPCTBEHHBIX CPEJICTB, a TAKXKE K 00IIECIOCTYTHOW HHPOPMAITHH.

(uactp 9.4 BBenena OenepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.5. OnepaTop cUCTeMbl MOHUTOPHHTA JBMKEHUS JICKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO
NpUMEHEHHs O0JIajaeT TPaBOM JOCTyHna K WHQPOpPMAIMHU, COJEpIKAIIEHCs B CHCTEME MOHHMTOPHHTA
JBIDKEHUS JICKApPCTBEHHBIX MPENapaToB Ui MEAWIMHCKOTO TPUMEHEHHWs, BKIIOYas HH(POpMAIUIO
OTPaHUYEHHOI'0 JIOCTyMa, C BO3MOXKHOCTBIO €€ OOpaOOTKHM, B TOM YHCIIE €€ TNPEAOCTAaBICHHUS U
pacrpocTpaHeHHs, OOeCTeYeHHs IOCTyNa K HEeW M OKa3aHUs YCIyr C €€ HCIOJIb30BaHHEM (Janee -
o0paboTKa).

(dactp 9.5 BBeneHa ®enepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.6. OnepaTop cUCTEMbl MOHUTOPHMHIA JBM)KEHUS JIEKApPCTBEHHBIX MpPEnapaToB AJs MEIUIIMHCKOTO
MIPUMEHECHHS MOXKET OCYIIECTBIIATHE 00pabOTKy HH(POPMAIIMK OTPAaHHYEHHOTO JIOCTYIIA, COACPIKAIICHCS B
cHUCTeME MOHHUTOPHMHIA JIBUKEHUS JIEKApCTBEHHBIX MpPENaparToB JUIsl MEIUIMHCKOTO NPUMEHEHUs, NpU
YCIIOBHH O00sI3aTETTFHOTO 00E3NMMYMBAaHU TakoW WH(GOpPMAIMA B COOTBETCTBHH C YTBEP)KIAEMBIMU
(benepaqbHBIM OpPraHOM HCIIOJHUTENBHOW BJIACTH, OCYIIECTBISIIOIIMM (YHKLIMU 10 BBIPAOOTKE U
peanu3ani TOCYJAapCTBEHHOM TIOJWTUKA ¥ HOPMATHBHO-TIPABOBOMY DETYJIHpPOBaHHIO B cdepe
3PaBOOXPAHEHMsI, IO COIVIACOBAHUIO C  (elaepalbHbBIM OpPraHOM  MCIOJHHUTEIbHOM  BIIACTH,
OCYIIECTBIISIONIMM (PYHKIIMHU 1O KOHTPOJIIO U HAA30py B chepe mHOOPMAITMOHHBIX TEXHOJIOTHIA U CBSI3H,
U (¢enepadbHbIM OpPraHOM HCIOJHUTENBHOW BJAacTH B o0nacTH oOecneueHHs 0€30MacHOCTH
TpeOOBaHUAMH K 00E3TMUMBAHUIO TAKOKH MHPOPMALIMK U METO/IaMU 00€3THYMBAHMS TaKOW HH(OpMAIUH.
OOe3nuuenHast MH(OpMaIUs, MONy4YeHHass B pe3yibTaTe YKa3aHHOM 0OpabOTKM U cojepxaiiascs B
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CUCTEeME€ MOHUTOpPWHTA JBWKCHUS JIEKAPCTBEHHBIX IMPEMapaToB i MEAUIMHCKOTO TMPUMEHEHUS,
sBisieTcsl nHGOpMaIeil orpanndeHHoro aocrymna. Ooe3nuueHHass HHGpopMaIus, JOCTYIl K KOTOPOH ObLI
o0ecrieyeH OomeparopoM CHCTEMbl MOHHUTOPUHTA JBW)KCHUS JIGKAPCTBEHHBIX IMPEMapaToB IS
MEUIIMHCKOTO TPUMEHEHHs B II€JIIX OKa3aHUS YCIYr C €€ HCIOJIb30BAaHHEM, MOAJIEKHUT XPAaHEHUIO B
CUCTEeME MOHHUTOPWHTA JBIKCHHUS JIEKAPCTBEHHBIX MPEMapaToB sl MEIUIIMHCKOTO MPHUMEHEHUS HE
MEeHee NATH JIeT C JaThl MPEeJOCTaBICHUA JOCTyna K OOe3NMYeHHON HH(pOpMaluh, U Ha Hee He
pacipocTpaHstoTCs TpeOOoBaHUS K WH(POPMAIMM OTPAHUYCHHOTO JIOCTYIA, YCTAHOBICHHBIC HACTOSIIEH
CTaTheM.

(uactp 9.6 BBenena OenepanbHbM 3akoHOM OT 04.08.2023 N 474-D3)

9.7. Omepatop CUCTEMBbI MOHHTOPHHTA JIBUKCHUS JICKAPCTBCHHBIX MPETAPATOB ISl MEIUITHTHCKOTO
MPUMEHEHUS MOXET OCYIIECTBIATH 00paboTKy HHPOpPMAIIMK OTPAHUYEHHOTO JOCTYIIA, COAepIKAIEHCs B
CHUCTEME MOHHTOPWHTA JBWKCHUS JIGKAPCTBEHHBIX IMPETMApaTOB I MEIUIUHCKOTO MPUMCEHCHUS,
MOJTyYeHHOM OT cyObekTa oOpalleHusl JEKApCTBEHHBIX CPEACTB, 3apPETUCTPUPOBAHHOTO B CHUCTEME
MOHHUTOPHHTA JBW)KCHHS JICKAPCTBEHHBIX IPEMapaToOB I MEIUIUHCKOTO TPHUMCHCHHUS W
MPEJICTAaBUBIIETO B Hee CBEJCHHS, B HHTEpPEcax U IO MOPYYCHHIO TaKOTro CyOBeKkTa oOpalieHus
JICKapCTBCHHBIX CPEICTB 03 00e3mnInBaHusI HHPOPMAIMH OTPAHUICHHOTO JIOCTYIIA.

(uactp 9.7 BBenena OenepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.8. Omneparop cucTeMbl MOHUTOPUHIA JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO
MPUMEHEHUs BIPABE OKa3blBaTh HAa HEJUCKPUMMHAIIMOHHOW OCHOBE YCIYTH C HCIOJIb30BAHUEM
00e3TMYeHHON WH(pOpPMaLNK, COJEpKAlIeHCsT B CHCTEME MOHUTOPHHTA JABIDKEHHS JIEKAPCTBEHHBIX
MpernapaToB AJs MEIUIIMHCKOTO MPUMEHEHUs, CyObeKTaM o0pallieHus TeKapCTBEHHBIX CPEJCTB, OPAIOK
U CTOMMOCTh OKAa3aHHS KOTOPBIX OIPENEISIOTCS ONEPaTOpPOM CHUCTEMbl MOHHUTOPHHIA JBUKECHMS
JIEKAPCTBEHHBIX MpPEenapaTroB s MEIUWLHUHCKOTO NPUMEHEHUs, C y4eTOM OIPAaHUYEHUN JOCTyNa K
o0e3MMYeHHON HH(pOpMAINK, YCTAHOBJICHHBIX HACTOSIICH cTaThed. YKa3zaHHBIC TOPSIOK U CTOUMOCTH
OKa3aHMs TaKHUX YCIyT pa3MENIaloTCs ONepaTopoOM CUCTEMbl MOHUTOPHHIA JIBU)KEHMS JIEKAPCTBEHHBIX
[pernapaToB Juisi MEOUIMHCKOTO MPUMEHEHHs Ha CailiTeé CUCTEeMbl MOHUTOPUHIA JBU)KCHUS
JIEKapCTBEHHBIX IpenaparoB JUTSt MEIUILIUHCKOTO MIPUMEHEHUS B
MH(OPMALIMOHHO-TEIEKOMMYHUKAIMOHHOM ceTn "MHTepHeT" U mojuiexaT KOHTPOJII0O B COOTBETCTBHHU C
AHTUMOHOIOJBHBIM 3aKOHOAATENbCTBOM Poccuiickoii denepaunu. YKa3aHHbIE MOPSIOK U CTOUMOCTh
OKa3aHMA TaKUX YCIYT JOJDKHBI OBITH €IWHBIMHU UL BCEX JIMIL, OOPAIIAIONIMXCS 32 OKa3aHUEM YCIIYTH B
OTHOIIICHWH OJMHAKOBBIX BHIAa, OObeMa W cocTaBa mpenoctaBiseMoil uHbpopMmanuu. CyObekTam
oOpamieHnsl JIGKAPCTBEHHBIX CPENICTB 3alpeIIaeTcs] MPEeIOCTaBIsATh U PaCHpOCTPaHATh HH(OpMAIHIO,
MOJIyYEHHYIO B COOTBETCTBUU C HACTOSIIECH YacThIO.

(dactp 9.8 BBeneHa DenepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

10. IIpousBoauTenb JE€KapCTBEHHBIX CPEACTB, JAEp)KaTellb JUOO0 BIAJAENel] PErucTPalMOHHOIO
YIAOCTOBEPEHHUsl JIEKAPCTBEHHOI'O IIpenapara WM IPEJCTaBUTEIBCTBO WHOCTPAHHOW OpraHU3alui,
ABJISIOIIEHCS JiepaKaTeneM JUOO BiIaJeNbLEM pPErUCTPAllMOHHOTO YJIOCTOBEPEHMS JIEKaPCTBEHHOI'O
npenapara, Ha Teppuropun Poccuiickoir ®enepanuu, 3aperucTpUpPOBAHHBIE B CUCTEME MOHMTOPHHIA
IBYOKCHMS JIEKAPCTBEHHBIX IPEMAapaToB UIsl MEIULMHCKOTO NPUMEHEHUs M IPEACTaBUBIINE B HEE
CBEJICHUS O HAHECEHWH CPEACTB MICHTH()HMKAIMU HA YITAKOBKH JIEKAPCTBEHHBIX NPENapaToB, HAPSIY C
uHpopManuel, ykazaHHOW B 4YacTH 9.4 HacTosIedl cTaTbM, HOJy4aeT COAEpXKallylocs B CHCTEME
MOHHUTOPHHTA JBIKCHHS JICKAPCTBEHHBIX IPETapaToB I MEAWIMHCKOTO MPUMEHEHHs HH(OpMaIuio
OrPaHUYEHHOI0 JIOCTYTA O CepUsAX M MapTHUAX ITHUX JIEKAPCTBEHHBIX MpPEnapaToB 0€3BO3ME3IHO U BIpaBe
OCYIIECTBIISITH CAMOCTOSITEIIFHO I TOpYy4aTh 00pabOTKy Takoil MH(POpPMAIUU TOJIBKO B COOCTBEHHBIX
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uHTepecax. [Ipu 3ToM mocTyn K Takoi MH(pOpMAIMM WM pe3ysbTaTaM ee 00pabOTKH HMEET TOJIBKO
JTAHHBIN CyOBEKT OOpalleHus JICKapCTBEHHBIX CPEACTB WM JIMIO, KOTOPOMY OH TOPYYHJI 00paboTKy.
CoctaB mpenocTaBIsieMOM B COOTBETCTBMM C HACTOALICH YacThl0 MH(MOPMAIMHM OIPEIENIIeTCs
[IpaBuTenscTBOM Poccuiickoit denepanun.

(uactp 10 B pen. @enepanbHoro 3akoHa ot 04.08.2023 N 474-03)

11. 3a MpOM3BOACTBO WM MPOAAXKY JICKAPCTBEHHBIX MPENapaToB Ui MEAUIIMHCKOTO MPUMEHEHHUS
0e3 HaHECeHHs CPEACTB HICHTU(UKALWU, C HAPYIICHHEM YCTAHOBJICHHOTO MOPSJIKA MX HAHECCHHS, a
TaK)Ke€ 32 HECBOCBPEMCHHOC BHECCHHE JAaHHBIX B CHCTEMY MOHHUTOPWHTA JBYKCHHS JIEKAPCTBECHHBIX
NpernapaTroB JUis MEAUIMHCKOTO TIPUMEHCHHsT WM BHECCHHE B HEE HEJOCTOBEPHBIX JaHHBIX
IOPUIMYECKAC JINIIA W WHAWBUIYyAIBHBIC MPEANPUHUMATEIN, YKa3aHHbIE B YacTaX 4 W 7 HACTOSIICH
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.
(gactp 11 BBenena deaepanbHbIM 3akOHOM OT 28.12.2017 N 425-03)

12. TlpaButennctBo Poccuiickoii ®Demepanyl BOpaBe YCTaHOBUTh OCOOCHHOCTH BHEIPECHUS
CUCTEMBbl MOHMTOpPMHIA JBWKCHUS JIEKAPCTBEHHBIX IIPENapaTroB Uil MEIUIMHCKOTO IPUMEHEHHs,
BKJIIOYAsl CPOKM €€ BHEAPEHUs, B OTHOIICHHMM JIEKAPCTBEHHBIX IIPENapaTroB [UIsl MEIULMHCKOTO
NIPUMEHEHHS, BKJIIOYEHHBIX B IE€PEUEHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEMIINX JIEKapCTBEHHBIX
IPenaparoB, JIEKAPCTBEHHBIX IpernapaTroB, MpeJHa3HAUEHHbIX M O0ecledyeHus: Jull, OOJNbHBIX
reMopmIneii, MyKOBHCIUIO30M, TUNO(HU3apHBIM HAHW3MOM, Oo0ie3Hpl0 ['omie, 3710KadecTBEHHBIMHU
HOBOOOPa30BaHUAMHM JIUM(POUTHON, KDOBETBOPHON U POJCTBEHHBIX UM TKaHEH, pacCeIHHBIM CKIEPO30M,
JUI] TIOCJie TpaHCIUIAaHTAllMM OpPraHoB M (MJM) TKaHEH, WHBIX JIEKAPCTBEHHBIX IIpernapaTroB IS
MEIUIIMHCKOTO IPUMEHEHMS.

(dactp 12 BBenena deaepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

Mnasa 14.1. OrPAHUYEHWUA, HAJIATAEMbIE
HA OPITAHU3ALUNU, OCYLLECTBIAIOWWE OEATENIBHOCTb
NO OBPALLEHUIO IEKAPCTBEHHbLIX CPELICTB

(BBeneHa PenepanbHbIM 3aKOHOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHuyeHus, Hanaraemble NpPU OCYLIECTBIIEHUM [OEeATEeNIbHOCTU B
ccepe obpaLieHnA nekapcTBeHHbIX CpeacTB

1. Opranuzanuu, 3aHUMarolvecs pa3paOOTKOH, NPOM3BOACTBOM U (WIM) peanu3anuen
JIEKapCTBEHHBIX MPENapaToB A MEAUIMHCKOrO NMPUMEHEHMsI, OpraHU3aluy, 00JiaJjatoniie npaBaMu Ha
UCIOJIb30BaHUE TOPTOBOI'0 HAUMEHOBAHMSI JIEKAPCTBEHHOTO Mpenapara JUlsi MeIUIIMHCKOTO IPUMEHEHHUS,
OpraHM3alii ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMH CpPEACTBAMM, AalTEYHbIE OpraHu3anuu (ux
NPEJCTaBUTENIN, UHbIE (U3NYECKHE U IOPUIMYECKHE JIMIA, OCYIIECTBIISIOLUINE CBOIO JESATEIBHOCTH OT
MMEHU 3TUX OpraHu3aluil) B OTHOLICHUH MEIUIMHCKUX PAaOOTHUKOB M PYKOBOAMTENIEH MEIUIIUHCKUX
OpraHu3alyii He BIpaBe:

1) BpyuaTh HOJApKH, BBIILJIAUYMBATH JEHEKHbBIE CPEACTBA (3a MCKIIIOUEHHWEM BO3HArpa)J€HUU IO
JIOTOBOpaM  MPU  NPOBEJECHUM KIMHUYECKUX MCCIEIOBAHMN JICKApCTBEHHBIX IpEnapaToB s
MEJUIIMHCKOTO TPUMEHEHUs, BO3HArpaXkIE€HUM, CBA3AHHBIX C OCYIIECTBICHHUEM MEAULIHUHCKUM
pabOTHUKOM IEAaroruueckoi M (WiM) Hay4dHOU AEsTEeNbHOCTH), B TOM YHCIIE OIJauuBaTh Pa3BICUCHMS,
OTIBIX, IPOE3]T K MECTY OTIbIXa, a TAK)KE MPHUBJIEKATh K YYaCTHIO B Pa3BJIEKATENIbHBIX MEpPONPUSATHUSX,
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MMPOBOAUMEBIX 3a CYCT CBOUX CPCIACTB;

2) 3akiIoYaTh COIMVIAIIEHUS O HAa3HAYeHHM WM PEKOMEHJAlUU TMalleHTaM JIeKapCTBEHHBIX
MpenapaToB ISl MEIUIIMHCKOTO MTPUMEHEHHUS (32 UCKIIOYEHUEM JIOTOBOPOB O MPOBEACHUU KIMHUYECKUX
UCCIIEIOBaHUM JIEKapCTBEHHBIX NMPENapaToB s MEAULUHCKOTO IPUMEHEHN );

3) npenocTaBiIATh 00pa3Lbl JEKAPCTBEHHBIX MPENapaToB A MEIUIIMHCKOTO MPUMEHEHHS B IIETISX
BpYUYEHUsl MalUEeHTaM (32 MHCKIIYEHUEM CIIy4aeB, CBSA3aHHBIX C IPOBEAECHUEM KIMHUYECKHX
UCCIIEI0OBAaHUM JIEKAPCTBEHHBIX NIPENApaTOB I MEAULIMHCKOIO IPUMEHEHU);

4) mpenoCTaBIATh HETOCTOBEPHYIO M (WIJIN) HETIOIHYI0 HH(POPMAIIHIO O JIEKAPCTBEHHBIX IperapaTax
JUI METUIIUHCKOTO IIPUMEHEHUS;

5) mocemarp X B pabouyee Bpems Ha pabOYMX MeCTaX, 3a MCKIIOUEHHEM CITydaeB, CBS3aHHBIX C
MPOBEACHUEM  KIMHUYECKHX HCCJIEAOBAHUI  JIEKAPCTBEHHBIX IMpenaparoB s MEIULUHCKOTO
IIPUMEHEHHUS, C YYaCTHEM B IMOPSAJKE, YCTAHOBJIEHHOM PYKOBOJIUTENIEM MEIUIMHCKOW OpraHu3aliH, B
COOpaHMSIX MEIUIMUHCKUX PAa0OTHUKOB M HMHBIX MEPOIPHUITHUSIX, HAMPABICHHBIX HA TOBBIIICHHE HX
po(eCCHOHATFHOTO YPOBHS WJIM Ha TPEAOCTaBlieHHE WH(GOpPMAIMH, CBS3aHHOH C OCYIIECTBICHHEM
MOHHUTOPHHTA 0€30MaCHOCTH JIEKAPCTBEHHBIX MPEMapaToB;

6) mo0y>X/1aTh K BBITUCHIBAHHUIO JICKAPCTBEHHBIX MPENApaTOB JJIsl MEIUIIMHCKOTO MPUMEHEHHs Ha
OnaHKax, COAEp)KalMX MH(OPMAIMIO PEKIAMHOIO XapakTepa, a TakKe Ha peleNnTypHbIX OJlaHKax, Ha
KOTOpBIX 3apaHee HaleyaTaHO HAaUMEHOBAaHUE JIEKApCTBEHHOrO INpernapara s MEIUIMHCKOTrOo
PUMEHEHUS.

2. Opranuzanuu, yKa3aHHble B a03alle MepBOM 4acTu | HACTOSIIEH CTaThbH, U UX MPEJACTABUTEIU B
OTHOIIIEHUH (hapMalleBTHUECKUX paOOTHUKOB U PyKOBOJIUTENEH allTEUHBIX OpraHU3aIuii He BIIpaBe:

1) Bpy4aTh mojapkH, BBIILJIAYMBATh JCHEKHBIE CPEJCTBA, B TOM YHCIIE OIUIAUYMBATh Pa3BIICUECHMS,
OTIBIX, MPOE3J K MECTY OTAbIXa, M IPHUBJICKATh K YYAaCTHIO B DPAa3BIIEKATCIIbHBIX MEPONPUATHIX,
IIPOBOJIUMBIX 34 CYET CBOUX CPEJNICTB;

2) mpenocTaBiATh OO0pa3lbl JIEKAPCTBEHHBIX MpenapaToB Ui MEAMLMHCKOTO MPUMEHEHHs JUIs
BPYYEHMS HACEJICHUIO;

3) 3aKJII0YaTh COTJIAICHUA O IPCAJIOKCHUN HACCJIICHHUIO OIPCACIICHHBIX JICKAPCTBCHHBIX
npenapaTtoB AJisi MCAUITMHCKOI'O MPUMCHCHUS

4) mpenocTaBIATh HEIOCTOBEPHYIO U (WJIN) HEMOJIHYI0 HH(POPMALIMIO O JIEKAPCTBEHHBIX Mpernaparax
JUIS  MEOUIMHCKOTO TNPUMEHEHHUs, B TOM 4HCI€ HUMEIOIIMX OJMHAKOBOE MEKIYHAapOJHOE
HEMaTeHTOBaHHOE HAaMEHOBAHHUE.

Cratba 67.2. TpeboBaHMA K OpraHM3auMm U NPOBeAEeHUI0 HayYHbIX MEepPONpPUATUM,
MHbIX MEpPONpPUATUNA, HanpaBfieHHbIX Ha NOBbIWEHUe npo¢gecCUoOHaNbLHOro YpPOBHS
MeOULUMHCKMX paboOTHUKOB WM Ha npeaocTaBneHne uHdopmauum, CBs3aHHOM C
oCyLleCTBIEHUEM MOHUTOPUHIra 6e30NacHOCTU NeKapCTBEHHbIX NpenapaToB

1. IIpu npoBeneHNN HAYYHBIX MEPONPUATUN, UHBIX MEPONPUATUHN, HAIIPABICHHBIX HA MOBBILICHHUE
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npoeCCUOHATBHOTO YPOBHS MEAWIUHCKUX pPAaOOTHUKOB WM Ha TPEAOCTABICHHE CBS3aHHOW C
OCYIIECTBJIECHUEM  MOHMTOPHUHIa  OE30MAaCHOCTH  JIEKAPCTBEHHBIX  MpEmapaToB  HHQOpMAIIH,
OpPraHU3yeMbIX OpraHM3alMsMHU, yKa3aHHBIMH B a03ame mepBoM uactu | crateum 67.1 Hacrosiiero
@denepallbHOTO 3aKOHA, HMX TMPEACTABUTENSIMH U (UiIu) (UHAHCUPYEMBIX 3a CYET CpPEICTB OSTHUX
OpraHM3allMii ¥ UX [pPEJICTaBUTENIEH, 3amlpeniaeTcsd IMPEnsTCTBOBaTh yY4YaCTUI0 B yKa3aHHBIX
MEpONPHUATHUAX HWHBIX OPraHU3alui, KOTOPbIE MPOU3BOIAT WIH PEANTU3YIOT JIEKAPCTBEHHBIE INpENapaThl
IUIE MEIHUIMHCKOTO TPUMEHEHHUS CO CXOXKUM MEXaHU3MOM (apMaKoJIOTHUECKOro JAEHUCTBHS, OO0
CO3/1aBaTh JUCKPUMHUHAIMOHHBIE YCJIOBHUS JJI1 OJHMX YYAaCTHUKOB II0 CPAaBHEHHIO C JPYTHMMH
YYaCTHUKAaMH, & UMEHHO:

1) npenocTaBiasTh pa3IMuyHOE KOJIMYECTBO BPEMEHU JUISl BHICTYIUICHUM yYaCTHUKOB, Pa3iMyYHbIE 1O
pa3Mmepy 3aHUMaeMO# IUIOIIAJM MeCTa JJIs JIEMOHCTpPAlMK 0Opa3loB JIEKAPCTBEHHBIX MpPENaparoB Jis
MEJIMLMHCKOIO TNPHMEHEHUS WIM pEKIaMHBIX MaTepHAIOB O JIEKApPCTBEHHBIX IIpenaparax s
MEIULUHCKOrO NMPUMEHEHHS Ha DKCIO3ULUAX, CTCHAAX, 32 UCKIIOUEHHUEM CIIy4aeB, €CIIU TaKUE YCIOBUS
3aKpEIJICHbl B COIVIALUIEHMSIX 3TUX OpraHu3alui, UX NPEeACTaBUTENCH O (UHAHCUPOBAHMM YKa3aHHBIX
MEpPONPUATHI U 00YCIIOBIEHBI PA3INYHBIMU 3aTPATaMHU YYaCTHUKOB Ha UX OpPraHHU3alluIo;

2) ycraHaBIMBaTh pa3Mep B3HOCA Ui YYaCTHHKOB MEPONPHUSATHHA, yKa3aHHBIX B a03ale mepBOM
HACTOAILEH YacTH, IPEBBIIAIOIUN CYMMY 3aTpaT HAa OPraHU3ALMI0 YKa3aHHBIX MEPONPUATUN U BEAYLIUN
K HEOOOCHOBAHHOMY OTPAaHUYEHHUIO YUCIIA UX YYACTHUKOB.

2. Opranuzanuy, yka3zaHHble B a03aue mepBoM yacTu | ctatbu 67.1 Hactosimero denepanbHOro
3aKOHA, MX IMPEJICTABUTENH, OCYIICCTBISIFOIINE OPraHn3aluio U (Win) (GUHAHCHPOBAHUE MEPOTPHUSTHIA,
yKa3aHHbIX B 4acTH 1 HacTosmIel ctaTby, 00s13aHbl 00eCIeynBaTh JOCTYI K MHPOPMALIUH O JaTe, MeCTe U
BPEMEHM MPOBEJICHUS YKa3aHHbIX MEPONPUATUHN, IUIaHaX, MPOrpaMMax IPOBEJIEHUS YKa3aHHbIX
MEpPONPUATHHA U TeMax, IUIAHUPYEMBIX Ui PACCMOTPEHUS, COCTaBE UX YYACTHUKOB IYTEM pa3MeIleHUs
COOTBETCTBYIOIIEH MH(OpMAIK HA CBOUX OQHUIMATBHBIX caiiTax B cetd "MHTepHEeT" He mo3aHee OBYX
MECSIIEB IO Hayaa MpOBEIEHUS YKa3aHHBIX MEPOIPUATHI.

3. Uudopmanust o npoBeACHUH MEPONPUATUHN, YKa3aHHBIX B 4acTU | HacTosIIed CTaThbH, B CPOK,
YCTAQHOBJICHHBIM YacTbi0 2 HACTOSALIEW CTaThbu, JOJDKHA ObITh HampaBieHa B (eaepalibHbIi OpraH
UCTIOJIHUTEIBHON ~ BJIACTH, OCYIIECTBISIOMMM (YHKIMM IO KOHTPOJIO M Ham3opy B cdepe
3IPaBOOXPAHEHMs, JJIs MOCIEAYIOIIEro pa3MeIleHusl ee Ha OpHUUIUAIbHOM CaiiTe 3TOro opraHa B CETH
"UnTepuer".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EOEPALIUN NPU OGPALLEHUU NEKAPCTBEHHbLIX CPECTB
N BOSMELLEHUE BPEOA, NPUYNHEHHOIO 340OPOBbLIO NPAXXOAH
BCNEACTBUE NPUMEHEHUA NNEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTbL 3a HapylweHue 3akoHopaTenbcTBa Poccunckon
depepaumm npm ob6paLLeHUn NeKapCcTBeHHbIX CPeaAcTB

1. Hapymenue 3akoHomatenbctBa Poccuiickoit ®denepauny npu oOpaleHUH JI€KapCTBEHHBIX
CpeACTB BJEUYeT 3a COOOH OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOJATEIbCTBOM Poccuiickoit
denepanyu.

(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)
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2. 3a HempeaCTaBIEHUE WM HECBOEBPEMEHHOE MpeCTaBiIeHne HH(POpMaIui U (UIH) JOKYMEHTOB
00 TIpeACTaBICHUE HEJAOCTOBEPHBIX UWHGMOpMAnMu W (WIHM) JOKYMEHTOB, IIPEIyCMOTPEHHBIX
HactosmuM  DenepanbHbIM  3aKOHOM, CYOBEKTBHI OOpalleHUs JIGKAPCTBEHHBIX CPEICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOAATEILCTBOM Poccuiickoit denepanui.

(dactp 2 BBeaeHa DenepasibHbIM 3akoHOM 0T 22.12.2014 N 429-@03; B pen. denepanbHOro 3akoHa OT
04.06.2018 N 140-03)

Cratbsa 69. BoameweHne Bpepa, NPpUUYNHEHHOro 340POBbLIO FpaXaaH BCneacTBue
NpPUMeHeHUs NeKapCcTBeHHbIX Npenaparos

1. HpOI/I3BOI[I/ITeJ'IL JICKApCTBCHHOT'O IIpCIlapaTa 00s513aH BO3MECTUTH BpcA, HpI/ILII/IHeHHHﬁ 300POBBIO
rpaxziad BCJICACTBUC ITPUMCHCHUA JICKAPCTBCHHOT'O IpLIiapara, €CJIN J0Ka3aHO, YTO:

1) nexapcTBEHHBIM mHpenapaT MPUMEHSUICA 10 Ha3HAUYEHUIO B COOTBETCTBMM C MHCTPYKLHUEH MO
MPUMEHEHHIO JICKAPCTBEHHOTO Tperapara W NPUYMHOW Bpela SIBUICS BBOJ B TPAKIAHCKHKA 00OPOT
HEe100pOKaYECTBEHHOTO JIEKApCTBEHHOTO Mpenapara;

2) Bpelo 3I0pOBBI0 TPUYMHEH BCJICICTBHE HEIOCTOBEPHONH WH(MOpPMAIMH, COJACpIKAIICHCST B
WHCTPYKILHUHU TI0 TPUMEHEHUIO JIKApCTBEHHOTO TMpernapaTa, U3IaHHOW MPOU3BOUTENIEM JIEKAPCTBEHHOTO
npemnapara.

2. B cnydae, ecau Bpel 3[0pOBBIO TpaKJaH MPUUMHEH BCJEICTBUE MPUMEHEHHS JIEKAPCTBEHHOTO
mpermapara, MPUIISANIETO B HETOJHOCTh B PE3yJIbTaTe HAPYIICHHS TPABHI XPaHEHUS JICKAPCTBCHHBIX
CPEJCTB, MPaBUJI ONTOBOM TOPTOBJIM JEKAPCTBEHHBIMH IpernapaTaMy, MPaBHI OTIYycKa JEKapCTBEHHBIX
MpermapaToB, MPaBWI M3TOTOBJICHUS M OTIyCKa JICKAPCTBEHHBIX IIPEapaToB, BO3MEIICHHWE Bpeaa
OCYIIECTBIISIETCS COOTBETCTBEHHO OpraHU3alliell OMTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CPEICTBAMH,
anTeYHOW OpraHW3alieii, WHIAUBHIyAIbHBIM MPEANPUHAMATEICM, HWMEIONIMMH JIMICH3UI0 Ha
(bapMareBTHUECKYIO0 JESTENbHOCTh WM JHUICH3UI0 Ha METUIIMHCKYIO ACSITeNbHOCTb, METUIIMHCKOM
OpraHM3aIyci, HWMEIOIICH JUICH3UI0 Ha (apMaIEeBTUYCCKYI0 ICATCIBHOCTh (€€ 000COOJICHHBIM
MO/Ipa3/IeICHUEM, PACIOIOKEHHBIM B CEIHCKOM HACEICHHOM IyHKTE, B KOTOPOM OTCYTCTBYET anTedHast
OpraHm3aIys), JOIMyCTHBIIUMHU MPOJAXKY HIIA OTITYCK TAKOTO JIEKAPCTBEHHOTO Mperapara.

(B pen. ®enepanbHbix 3aK0HOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. BosMmenienwe Bpeda, MNPUUMHEHHOTO 3J0POBBIO Tpa)JAaH BCJIEACTBUE IPUMEHEHUS
JICKapCTBEHHBIX IPENapaToB WM COBEPIICHUS MPOTHBOINPABHBIX JEHCTBUIl CyObekTamMu oOpalieHus
JIEKAPCTBEHHBIX CPEJACTB, OCYIIECTBISIETCS B COOTBETCTBUM C 3aKOHOAATENIBCTBOM Poccuiickon
denepauuu.

Mnasa 16. 3AKITIOYUTEJIbHbLIE NMOJIOXKEHUA

Cratba 70. O npu3HaHWKM YTPaTUBLUMMU CUNY OTAENbHbIX 3aKOHOAATEeNbHbIX aKTOB
(nonoxeHun 3akoHoaaTeNbHbIX akToB) Poccumnckon depnepaumm

[Ipu3HaTe yTpaTUBIIMMU CHITY:

1) ®enepanbublii 3akoH OT 22 utoHa 1998 roma N 86-®3 "O nekapcTBEHHBIX CcpencTBax'
(CoOpanwue 3akonoaarenscTBa Poccuiickoit @enepammu, 1998, N 26, ct. 3006);
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2) ®enepanbHblil 3akoH OT 2 stHBaps 2000 roga N 5-@3 "O BHeCeHUHM W3MEHEHUS U JOMOJHEHUN B
Oenepanpubiii 3akoH "O JjexapctBeHHBIX cpeacTBax" (CoOpanume 3akoHOmATenbCTBAa Poccuiickoi
®enepanun, 2000, N 2, cT. 126);

3) crarbio 40 @enepanbroro 3akona ot 10 saBaps 2003 roma N 15-d3 "O BHeceHUH W3MEHEHHUI U
JOTIOJIHEHUN B HEKOTOpPbIE 3aKOHOAATENbHbIE aKkThl Poccuiickon ®Penepanuu B CBSA3U C INPUHATHEM
®enepanpHoro  3akoHa "O  JUIEH3WPOBAHMM OTACNIBHBIX BUAOB aestenbHocTH"  (CobOpanue
3akoHonarenscTBa Poccuiickoit denepanuu, 2003, N 2, ct. 167);

4) crarpio 31 ®enepanproro 3akoHa ot 30 utons 2003 roga N 86-O3 "O BHeceHMHM U3MEHEHUN U
JOTIOJTHEHU B HEKOTOPBIE 3aKOHOJATENbHbIE akThl Poccuiickoii denepanuu, Npu3HaHUU yTPATUBILIUMHU
CUJIy OTJACJIBbHBIX 3aKOHOJATENbHBIX akToB Poccuiickoir deneparuu, NPeIOCTABICHUU OTAECIbHBIX
rapaHTuil COTpyAHUKAM OPraHOB BHYTPEHHHUX JIEJ, OPTAaHOB MO KOHTPOJIO 32 000POTOM HAPKOTUYECKUX
CPEICTB M TICUXOTPOITHBIX BEIIECTB W YIMPa3AHICMBIX (eAepalibHbIX OPraHOB HAJIOTOBOW TOJHWIIUUA B
CBSI3M C OCYIIECTBICHHEM MeEp MO COBEPIICHCTBOBAHMUIO TrocyaapcTBeHHoro ympaBieHus" (CoOpanue
3akoHonarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) cratpio 101 denepanpHOro 3akona ot 22 aBrycta 2004 roga N 122-®3 "O BHeceHUU U3MEHEHUN
B 3aKoHozarelbHble akThl Poccuiickoi denepanuy M NPU3HAHUM YTPATUBIIMMH CHIIy HEKOTOPBIX
3aKOHOAATeNbHBIX akTOB Poccuiickoit denepanuu B CBA3M ¢ NpuUHATHEM (eaepaibHbIX 3aKoHOB "O
BHECEHUU HM3MEHEHUl u JomnonHeHudd B DenepasbHblil 3akoH "OO 00IIMX NPUHIMUNAX OpPraHU3AINU
3aKOHOAATENbHBIX (TPEICTABUTENbHBIX) W HCIOJHUTEIBHBIX OPraHOB TOCYJAapCTBEHHOH BIAcTH
cyobekTtoB Poccuiickoit  ®enepauuu" u  "OO0 00muX NOpUHIMIAX OPraHU3allMM  MECTHOTO
camoynpasnenusi B Poccuiickoit @enepanun" (Cobpanue 3akoHomarenbcTBa Poccuiickoit ®eneparui,
2004, N 35, ct. 3607);

6) crathio 28 denepansHoro 3akoHa ot 18 gexabps 2006 roga N 231-D3 "O BBeneHUU B JeHicTBHE
yacTu 4eTBepToi ['paxmanckoro komaekca Poccuiickoit ®epepanmu" (CoOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®enepanuu, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny Hactoswero ®eaepanbHOro 3akoHa

1. Hactosmuit denepanpHblii 3aKoH BeTynaeT B cuity ¢ 1 centsiops 2010 roza.

2. JlexkapCTBEHHbBIE CpEICTBA, 3apErMCTPUPOBAHHBIE O [HS BCTYIJICHHS B CHJIy HACTOSIIETO
denepanbHOro 3aKOHA, MOAJEKAT BKIIOUEHHIO B TOCY/IapCTBEHHBIE PEECTphl JEKAapCTBEHHBIX CPEACTB C
BHECEHMEM YyKa3aHHbIX B yacTH | ctatbu 33 Hacrosimero denepalibHOTO 3aKOHA CBEACHUH 00 3THX
JICKapCTBEHHBIX CpEJICTBaX 0€3 MNPOXOXKICHHS BHOBb IPOLENyphl TOCYAapCTBEHHOW perucTpanuu
JICKApPCTBCHHBIX MPCIIapaToOB.

3. T'ocymapcTBeHHas perucTpalys JeKapCTBEHHBIX MPENapaToB, 3a HCKIIOUECHHEM JICKapCTBEHHBIX
npenaparoB J4Jisd MCAUIHMHCKOIO NPHUMCHCHUSA, MPCACTABJICHHBIX HAa YKAa3aHHYIO PCrucTpanuro OO OHA
BCTYIUICHHSI B CHJIy Hactosimero dexepaabHOro 3aKoHa, OCYIIECTBIISIETCS B COOTBETCTBUH C HACTOSIINM
qDeI[epaJ'II)HI)IM 3aKOHOM Ha OCHOBAaHHMU ONOKYMCHTOB M JAHHBIX, NPCACTABICHHBIX OO0 JHSA BCTYIIJICHHA B
cuity Hactosiero denepanbHOroO 3aKoHa.

(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. FocyﬂapCTBeHHaﬂ perucTpanus JICKapCTBCHHBIX MPCIIapaToB I MCAUTUHCKOI'O IMMPUMCHCHUA,
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IIPE/ICTABICHHBIX Ha TOCYAAPCTBEHHYIO PETUCTPALMIO 1O JAHS BCTYIUIEHUS B CHJIY HACTOSIIETO
denepanbHOr0 3aKOHa, M TOCYAAPCTBEHHAs PETUCTpalMsl JIEKAPCTBEHHBIX IPENaparoB s
MEIUIMHCKOTO IPUMEHEHHUS, NPEICTABICHHBIX Ha JKCIEPTH3y JIEKAPCTBEHHBIX CPEACTB OO0 JHS
BCTYIUIEHUSI B CHJy Hacrtosiuero denepanbHOro 3akoHa B LEISIX MX MOCIEAYIOLIEH rocylapCTBEHHON
pEerucTpaiyy, OCYIIECTBIISIIOTCS Ha OCHOBAaHMHM JOKYMEHTOB M JIQHHBIX, IPEICTABICHHBIX 10 JHA
BCTYIUIGHUSI B CHIIy HacTosmiero @enepaabHOro 3aKOHA, a TAKKE 3asABICHUS O TOCYJapCTBEHHOMH
perucTpalMy  JIEKApCTBEHHOTO Ipernapara, IPeACTaBICHHOIO IPOU3BOAUTENEM  JIEKAPCTBEHHBIX
[IpEenapaToB WIK YIOJIHOMOYEHHBIM UM JIULIOM B COOTBETCTBUU C HacTosmuM denepanbHbIM 3aKOHOM B
YIOJIHOMOYEHHBIN (hefiepalibHbIi OpraH UCIONIHUTENbHOU BiaacTu A0 1 maprta 2011 rona, 6e3 TpeGoBanus
yIUIaThl TOCYIapCTBEHHOM MOLUUIMHBI, IIPEyCMOTPEHHOMN 3aKOHOAaTenbCcTBOM Poccuiickon denepanuu o
Hajorax u coopax.

(uactsp 3.1 B pea. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. TIloaTBepkJeHHE TOCYJAapCTBEHHOW PpEruCTpalMM JIEKAPCTBEHHBIX IpenapaTtoB  Jis
MEJUIIMHCKOTO MPUMEHEHMS, PEACTABIECHHBIX AJIs MMOATBEPIKIECHUS FOCYAaPCTBEHHOW PETUCTpaLlMU JI0
IHS BCTYIUIGHUs B cuily HacTosimero denepanbHOro 3akoHa, U IMOJITBEPXKAECHUE TOCYIAapCTBEHHOMH
perucTpaly JIEKapCTBEHHBIX MPErnapaToB JUIsi MEAMIMHCKOIO IMPUMEHEHMsI, NPEACTAaBIECHHBIX Ha
HKCHEPTHU3Y JICKAPCTBEHHBIX CPEJICTB A0 AHSA BCTYIUICHHMS B CUIY HacTosmiero denepaibHOro 3akoHa B
LEesIX TIOCIEAYIOUIEro IMOATBEPKACHHUS HX TOCYJIAapCTBEHHOM perucTpalnuy, OCYIIECTBISIOTCS Ha
OCHOBAaHHMU JOKYMEHTOB M JaHHbBIX, HpPEJCTABICHHBIX OO JAHA BCTYIUICHHS B CHJIYy HAcCTOSILEro
@denepalIbHOTO 3aKOHA, a TaKXK€ 3asBICHUS O MOATBEP)KIECHUU TOCYJAapCTBEHHOW perucrpanuu
JICKapCTBEHHOT'O IpenapaTa, IpeICTaBIECHHOIO MPOM3BOIUTENEM JIEKAPCTBEHHBIX IpEnapaToB WIN
YHOOJHOMOYEHHBIM UM JIMIOM B COOTBETCTBUM ¢ HacrosiiuM DenepanbHbIM  3aKOHOM B
YIOJIHOMOYEHHBIN (hefiepalibHbIi OpraH UCIONHUTENbHOU BiaacTu A0 1 maprta 2011 rona, 6e3 TpeGoBaHus
yIUIaThl TOCYIapCTBEHHOM MOLUIMHBI, IPEyCMOTPEHHOMN 3aKoHOAaTenbcTBOM Poccuiickon denepanuu o
Hajorax u coopax.

(uactp 3.2 B pea. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. IlpunstuHe pemieHUs O BHECEHHMM W3MEHEHHH B JOKYMEHTBI, COJEp)Kaluecs B
PErUCTPAlIMOHHOM [JIOCh€ Ha 3aperUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Tpemapar Il MEIUIUHCKOTO
MPUMEHEHHUS U TMpEeACTaBIEHHBbIC IO JHSA BCTYIUICHUS B CUy HacTosmiero denepaabHOro 3aKOHA, H
MIPUHSATHE PEIICHUS] O BHECEHUU U3MEHEHUHN B JIOKYMEHTBHI, COJIEPKAIINECS B PETUCTPAIIMOHHOM J0ChE Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT i MeAUIUHCKOTO TPUMEHEHUS U TPEICTaBICHHbIE Ha
IKCTEPTU3Y JIEKAPCTBEHHBIX CPEJICTB M0 JIHS BCTYIUICHUS B CHIIy HacTosimero denepaibHOTO 3aKOHA,
OCYIIECTBIISIIOTCS Ha OCHOBaHUH JOKYMEHTOB M JAaHHBIX, MPEACTABICHHBIX JO JHSA BCTYIUICHHS B CHIY
Hacrosiero PenepanbHOTO 3aKOHA, a TaKXKE 3asBICHUS O BHECEHHMM HM3MEHEHHUM B JOKYMEHTHI,
coJiepKalIfecss B PErHCTPAlMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpemnapar s
MEJIMIIUHCKOTO TPUMEHEHHS, MPEICTABICHHOTO MPOU3BOAMUTENIEM JIEKAPCTBEHHBIX MPENapaToB WIH
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHM C HacToamuMm @DenepanbHbIM 3aKOHOM B
YIOJHOMOYCHHBIN (efiepaibHbIi OpraH HCIIOHUTEIbHON BiacTH o | mapta 2011 roxa, 6e3 TpeboBanus
yIUIaThl TOCYJAPCTBEHHOM MOIIUTHHEI, TIPEIyCMOTPEHHOM 3aKkoHOAaTeIbCcTBOM Poccuiickoit @eneparuu o
Hajorax u coopax.

(uacts 3.3 B pea. @epepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Bpmaua paspemieHud Ha TPOBEICHHUE KIMHUYECKUX MCCIECIOBAHUN JICKapCTBEHHBIX
MPEnaparoB il MEAULMHCKOIO IPUMEHEHHS IO 3asBJICHUAM, MOJAHHBIM 1O JHS BCTYIUICHHS B CHIY
Hactosero GeaepaibHOro 3aK0HA, a TAK)KE MO 3asIBJICHUSIM, OJAHHBIM TOCJIE THS BCTYIUICHUS B CHITY
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HacTosuero MenepaabHOro 3aKOHAa Ha OCHOBAHUM AKCIIEPTU3, IPOBEIACHHBIX 10 JIHS BCTYILJIEHUS B CHILY
HacTosAmero denepanbHOro 3aKOHA, OCYIIECTBIISETCS B COOTBETCTBHM € HacTosmuM DenepanbHbIM
3aKOHOM Ha OCHOBaHUM JOKYMEHTOB U JIaHHBIX, IPEACTABIECHHBIX WM MOJYYEHHBIX 10 JHS BCTYIUICHMS
B CHIIy Hacrosero ®@enepalbHOrO 3aKOHA, a TAKyKE€ Ha OCHOBAHUU KOIIMH MPEJBAPUTEIBLHOTO JOrOBOpa
0053aTENIbHOTO  CTPAXOBAaHUS  KU3HH, 3/0pOBbSl MAIMEHTOB, YYaCTBYIOIIMX B KIMHUYECKOM
UCCIIEIOBAaHUM JICKaPCTBEHHOI'O Ipenapara i MEAMIHMHCKOIO IPHMEHEHUS, WIM KOIIMH J0roBOpa
0053aTENIbHOTO ~ CTPAXOBAaHUS  KU3HH, 3/0pOBbSl MAIMEHTOB, YYaCTBYIOIIMX B KIMHUYECKOM
UCCIIEIOBAaHUM JIEKAPCTBEHHOTO0 TMpernapara s MEAUIMHCKOrO MPUMEHEHUs, JIMOO NpeACcTaBIEHHOU
KOIMM J0roBOpa 00s3aTE€IbHOI0 CTPAXOBAHUS, 3aKIIOUEHHOIO B COOTBETCTBUU C THUIOBBIMU IpPaBUIAMU
00513aTENIFHOTO CTPaxOBaHUsA, C YKa3aHWEM MPEIEeNIbHOW YWCIEHHOCTH NAIMEeHTOB, YYaCTBYIOIIUX B
KJIMHUYECKOM HCCIICZIOBAaHUM JIEKaPCTBEHHOI'O IMpernapara s MEIUIUHCKOro IpHUMEHEeHHs, Oe3
TpeOOBaHMUS YIUIAThl TOCYAaPCTBEHHOW MONLIMHBI, IPEIYCMOTPEHHON 3aKOHOAATENhCTBOM Poccuiickoii
®eneparun 0 HaIoOrax u coopax.

(uactp 3.4 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3aperucTpupoBaHHbIE B WHOCTPAHHOW BaIIOTE A0 JHSA BCTYIUICHUS B CHIIy HACTOSIIETO
®denepanbHOTO 3aKOHA MIPEIETbHBIE OTITYCKHBIC IIEHBl MHOCTPAHHBIX TIPOU3BOAUTENEH Ha JIEKAPCTBEHHbBIE
mpemapaThl, BKIIOYCHHBIE B IEPEYCHb KU3HEHHO HEOOXOJUMBIX M Ba)XHEHIIHUX JIEKapCTBEHHBIX
MpermapaToB, MOJJICKAT epecdery B pyosu mo kypcy LlenTpansHoro 6anka Poccuiickoit denepanuu Ha
naty, ycraHoBieHHyio [IpaBurtennctBoM Poccuiickoit @enepanuu, 6e3 NpeacTaBiIeHUs 3asBICHHUS O
nepecyeTe IEHbl C BHECEHUEM COOTBETCTBYIOIIMX U3MEHEHUU B TOCYAAPCTBEHHBIA pEecTp MPeAelIbHBIX
OTITYCKHBIX IIEH MPOU3BOIUTENEH Ha JIEKAPCTBEHHBIC Mperaparhl, BKIIOUYEHHbIE B MEPEYCHb KUZHEHHO
HEOOXOIUMBIX ¥ BAXKHEUIITNX JICKAPCTBEHHBIX MTPEIIapaTOB.

(uacts 3.5 BBenena OenepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE A0 [HS BCTYIUICHUS B CHIIy HacTosiero @deaepaabHOTO 3aKOHa
npeneibHble OTIYCKHBIE IIEHBl POCCHUICKMX TMPOM3BOAUTENEH Ha JIEKapCTBEHHbIE IIperaparsl,
BKJIFOUCHHBIC B TMIEPCUCHb JKU3HEHHO HEOOXOIAMMBIX W BAXKHEHIIMX JICKAPCTBEHHBIX IPENaparTos,
noanexxar uuaekcauu ¢ 1 HosOps 2010 roma wmcxonas W3 MPOTHO3UPYEMOTO YPOBHA HHDIALUH,
ycTaroBieHHOro DenepanbHbiM 3ak0HOM OT 2 nekadpst 2009 roga N 308-D3 "O denepaibHOM OrOKETE
Ha 2010 rox u Ha nmnanoBsIi nepuox 2011 u 2012 ronos" Ha 2011 rox.

(uactp 3.6 BBeneHa ®@enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 rona He nomyckaroTcsi MPOU3BOJACTBO U BBO3 B Poccuiickyto denepannio
JIEKapCTBEHHBIX MIPEMapaToB B YIIAKOBKAX C MAPKUPOBKOM, KOTOpas ObliIa HAHECEHA JI0 THSI BCTYTUICHUS B
cuiny Hactosmero ®denepanpbHoro 3akoHa. [lo McTeueHUM yKa3aHHOTO CpPOKA JaHHBIE JIEKApCTBEHHBIE
nmpenaparsl MOTYT OTIYCKaThCS, PEaTN30BLIBATHCS, MEPENAaBATHCS M MPUMEHSTHCA 0 HCTCUYCHHS X

CpOKa TOTHOCTH.
(B pen. ®enepanbHbix 3aKk0HOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nmHa BcTymiieHus B cuily Hacrosimero ®enepanbHoro 3akoHa u no 30 ampens 2011 rona
BKJTIOYUTENIPHO  JIOMYCKAETCS TMPOBEACHUE OKCIEPTU3Bl JICKAPCTBEHHBIX CPEICTB  AKCIEPTAMH
OKCIIEPTHOTO  YUYPEXKICHHS [0 TMPOXOXKICHUS HMMHM aTTeCTallud B TOPSAAKE, YCTAaHOBIEHHOM
YIIOJITHOMOYEHHBIM (pe/iepaabHbIM OPraHOM UCTIOJTHUTEIHHOM BIIACTH.

5. Co nmHs BeTymieHus: B cuily Hacrosimero ®exepanbHoro 3akona u mo 31 mekabps 2013 rona
BKJIIOYUTEIIBHO OCYIIECTBIISIETCA MEPEX0]] K MPOU3BOJCTBY JEKAPCTBEHHBIX CPEACTB B COOTBETCTBHUH C
MpaBUJIaMU OpPTaHHU3AIMM MPOU3BOACTBA U KOHTPOJISI KA4eCTBA JIEKAPCTBEHHBIX CPE/ICTB, YKa3aHHBIMU B
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gactu | crarbu 45 Hacrosimero @denepanbHOTO 3aKOHA, B MOMHOM oObeme. Cpoku mepexojna
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K HX MPOU3BOJACTBY B COOTBETCTBUU C KOHKPETHBIMU
TpCGOBaHI/IﬂMI/I JAaHHBIX IIpaBUJI, BKJIIOYasd CPOKU aATTCCTAUH YIIOJTHOMOYCHHBIX JIUI[, YKA3aHHBIX B
gyactax 6 u 7 crarbum 45 nHacrosmero denepaibHOro 3aKOoHa, ycTaHaBiuBaroTcsi [IpaBuTenbcTBOM
Poccuiickoit denepanuu.

6. JIuneH3um Ha OPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BbIIaHHble A0 1 sHBaps 2014 rona,
neiictByrot nociae 1 suBaps 2014 roga 10 McTedeHMs] CPOKA MX AEWCTBUS MPU YCIOBUU COOTBETCTBHUS
JUIEH3UaTa MpaBWJaM OpraHU3alliy IPOU3BOJICTBA U KOHTPOJS KauecTBa JIEKAPCTBEHHBIX CPEJCTB,
yKa3aHHbBIM B yacTu 1 ctateu 45 HacTosmero denepaibHOTo 3aKOHa.

7. ®opMuUpOBaHHE TOCYJApCTBEHHOIO 3a/JaHHs Ha IMPOBEJIEHUE HKCHEPTU3bl JIEKAPCTBEHHBIX
CpeAcTB (enepaibHOMY IOCyIapCTBEHHOMY OOUKETHOMY YUPEXKIEHUIO MO NMPOBEJCHHUIO 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEICTB M (PMHAHCOBOE OOECHEUEHHUE BBIMOIHEHHS 3TOTO 3aJaHHs OCYIIECTBISIOTCS B
NOpsiIKE, yCTaHOBIEHHOM PenepabHbIM 3aKkoHOM OT 12 ssHBaps 1996 roga N 7-@3 "O HEKOMMeEpUYECKUX
opraHuzanusax".

(uacts 7 BBeneHa denepanbHbIM 3aKk0HOM OT 29.11.2010 N 313-D3)

IIpe3uneHt
Poccuniickoit denepanun
JA.ME/IBEJIEB
Mocxksa, Kpemub

12 anpens 2010 rona

N 61-®3
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