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1. I[EJIb TOCYJAPCTBEHHOM UTOIOBOM ATTECTALIMU B OPJIUHATYPE
Llenv 2ocyoapcmeennoii umoz2060ii ammecmayuu: YCTAaHOBUTh COOTBETCTBHE 3HAHUU U
YMEHHI BBITYCKHUKOB OPJIUHATYPHI KBATH(DUKAITMOHHBIM TPEOOBAHUSIM, PEABSIBISIEMbIM K CIEIH-
QINCTaM COOTBETCTBYIOUIETO MPOMUIIs, OLEHUTh CPOPMHUPOBAHHOCTH Y BBITYCKHUKA OPJUHATYPHI
YHUBEPCAJIBHBIX U MPOPECCHOHATBHBIX KOMITETEHIIUHA:
yHuBepcajgbHbie komnerenunu (YK):
—  TOTOBHOCTH K a0CTPaKTHOMY MBIIUICHUIO, aHaIu3y, cunTe3y (YK-1);
—  TOTOBHOCTH K YNPaBJIEHUIO KOJUIEKTUBOM, TOJEPAHTHO BOCHPUHUMATH COLIMANIbHBIE, ITHHYE-
CKue, KoH(pecCHOHaNbHBIE U KyNbTypHBIe pazianuus (YK-2);
—  TOTOBHOCTb K YYacCTHIO B MeNarorudyeckoi NesTENbHOCTH MO MporpaMmaM CpPeIHEro U BbIC-
[Ier0 MEAUIIMHCKOTO 00pa30BaHMsI WM CPEJHETO U BBICIIETO (hapMalleBTHUECKOro oOpa3oBaHus, a
TaKXe IO JIOTOJIHUTEIBHBIM MPO(ECCHOHANBHBIM MTPOrpaMMaM ISl JIML, UMEIOLINX CpeaHee Mpo-
(deccnoHanbHOE WIIM BbICIIee 0Opa3oBaHME B IMOPSIKE, YCTAHOBIEHHOM (helepalbHbIM OpraHoM
UCTIOJIHUTENIEHOW BJIACTH, OCYLIECTBISIOMNM (DYHKIMH 110 BBIPAOOTKE rOCYAapCTBEHHOMN MOJTUTUKU
¥ HOPMaTHUBHO MPAaBOBOMY PETYIHPOBaHHUIO B cdepe 3apaBooxpanenus (YK-3);
npodeccuonanbubie komnerenunu (I1K):

TOTOBHOCTH K MPOBEACHUIO MPOLIETYP BBO3a JIEKAPCTBEHHBIX cpelcTB B Poccuiickyro denepa-
LU0 ¥ BBIBO3a JIEKAPCTBEHHBIX CpeACTB U3 Poccuiickoit @enepannn [1K-1;

TOTOBHOCTD K MPOBEACHUIO MPOIEAYP MO U3BIATHIO U3 TPaXKIaHCKOTo 00opoTa dhambcuduiupo-
BaHHBIX, HEJOOPOKAUECTBEHHBIX U KOHTpa(haKTHHIX JICKAPCTBEHHBIX CPEJICTB M MX YHUUYTOKECHUIO
TIK-2;

TOTOBHOCTb K IIPOBEJEHUIO IPOLEAYD, IPEAYCMOTPEHHBIX IIPU FOCYAAPCTBEHHOM perucTpanuu
JeKapcTBeHHbIX npenaparos [1K-3;

TOTOBHOCTb K MPUMEHEHHUIO OCHOBHBIX MPHUHIIMIIOB YIpPaBlIeHUs B MpodeccuoHanbHOU chepe
[1K-4;

— TOTOBHOCTH K Opranusanuu ¢papmareBTuueckoi aearensuoctu I1K-5;

TOTOBHOCTh K OILEHKE SKOHOMHYECKHX M (DMHAHCOBBIX IOKa3aTelNel, MpUMEHIEeMbIX B cdepe
oOparreHus gexkapcTBeHHbIX cpeacTB [1K-6;

TOTOBHOCTb K OPraHM3alMM TEXHOJIOIMUYECKUX MPOLIECCOB MPHU MPOU3BOJICTBE U U3TOTOBIECHUHN
nekapcTBeHHbIX cpeacts [1K-7;

TOTOBHOCTb K OpraHHU3al[MU SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB C MOMOILIBI0 XUMHUYECKHX,
OMOJIOTHYECKHX, (PU3UKO-XUMUYECKUX U UHBIX MeTo10B [1K-§;

TOTOBHOCTH K OpraHM3allii KOHTPOJIS KauecTBa JIeKapcTBEHHBIX cpeacTs [1K-9.



PesynbTaTel ocBoenust Ol
(KOMIIETEHLINN )

Pe3ynbrarel 00yueHus o AUCHUILTUHE

3HaThb

yMETh

BJIaJETh

YK-1
TOTOBHOCTh K aOCTpaKkTHOMY
MBIIUICHUIO, aHAJIU3Y, CHHTE3Y

OCHOBHBIE MTOHSTHS, UCTIOJIb3YEeMbIe
B OOIIIECTBEHHOM

3JI0pOBbBE U 37PAaBOOXPAHEHUHY;
HayYHbIEC UJICH U TCHICHIIUU Pa3BH-
TSI MEJIULIUHBI ¥ (hapMallny;
METOJIOJIOT IO CHCTEMHOTO TTOIX0/1a
IIpH aHAJIN3€E IOCTHKEHHU B 00s1acTr
MEITUITMHBI ¥ (papMarmu, Kiaccudu-
Kalluy U MHTEPIPETALlUH TOTyJae-
MBIX JTAHHBIX.

KPUTHUYECKH OIEHUBATH IMTOCTY-
MY HHPOPMaIUIO BHE 3a-
BHUCUMOCTH OT €€ HCTOYHHKA;
n30eratb aBTOMaTH4ECKOT0
MPUMEHEHHS CTAaHAAPTHBIX MPU-
€MOB TIPH pelieHuu mpodeccuo-
HaTBHBIX 33/1a4;

ynpasisaTh uHdopmarmen (mo-
WCK, UHTEPIIPETAIIHS, aHAITH3
uH(popManuu, B T.4. U3 MHOXKe-
CTBEHHBIX HCTOYHUKOB;
UCIOJIb30BaTh CUCTEMHBIN KOM-
IIJIEKCHBIN ITOAXO/ IIPY aHAIIN3E
JOCTIDKEHU B 00JIaCTH MEIUIIH-
HBI ¥ (hapManuy, Kiaccugpuka-
MU 1 UHTEPIPETALUH MOoTyqa-
€MBIX JIaHHBIX.

HaBBIKaMu cOopa, 00paboTKH, KpUTHYE-
CKOTO aHAJIN3a M CUCTEMaTU3aINH TIPO-
deccnonanpHON HHPOpMAIH;
HaBBIKaMH BBIOOPA METOJIOB M CPEACTB
pemieHus npoecCHOHANBHBIX 33/1a4;
HaBBIKAMH{ YIPaBJIECHUS HHPOpMaIHen
(TIOUCK, UHTEpIIpETAIM, aHATIU3 UH-
dopmanyu, B T.4. U3 MHO)KECTBEHHBIX
UCTOYHUKOB,;

BJIaJIETh KOMITBIOTEPHOW TEXHUKOM, IO~
JTy4aTh HHPOPMAIHIO U3 Pa3TMIHBIX
HCTOYHHKOB,

pabotats ¢ uH(popMmalmen B riaodab-
HBIX KOMITBIOTEPHBIX CETSX.

YK-2

TOTOBHOCTE K YIIPaBJIEHUIO
KOJIJICKTHBOM, TOJIEPAHTHO
BOCTIpUHUMATL CONHUAJIBHBIC,
ATHUYECKHE, KOH(PECCHOHAIb-
HBIE U KYJIbTYPHBIE Pa3IM4Us

TEOPETUKO-METOI0JIOTUIECKUE OC-
HOBBI IICUXOJIOTUHN JIMYHOCTH U €€
po(eCCHOHAIBHOTO Pa3BUTHS
TEOPETUIECKHE OCHOBBI
yIpaBJICHUS] KOJUIEKTHUBOM
OTCYCCTBCHHBIC U

3apyOeKHBIE TEOPUH COITHATLHON
MCUXOJIOTHH, TUIHOCTHOI'O pPa3BU-
THSL.

TOJICPAHTHO BOCIIPUHUMATH CO-
UAJIbHBIEC, STHUYECKUE, KOH-
(dheccroHaIbHBIC M KYJIbTYPHBIC
pasnuuns

MPUMEHSATHh METOJIbI CTUIOYCHHS
KOJIJICKTHBA

aHAIM3UPOBaTh, 00001IATh, Je-
JIATh BBIBOALI B paMKax Teope-
THYECKHUX ITOJIOKSHUH
IICUXOJIOTHH JIMYHOCTH, COILIH-
AJIbHOM IICHXOJIOTHH.

HaBBIKAMH CaMOCTOSTEIBHOIO
HUCIIOJIB30BAHUS U HpI/IMeHeHI/ISI B npaK-
THYECKOM

po(hecCHOHATLHOM e TEILHOCTH Me-
TOJIOB CIJIOYEHMS KOJUIEKTUBA
HaBbBIKAMNU 135160pa OIITUMAJIBHBIX TCX-
HOJIOTHH TpU 0OYYCHHUH CPETHETO
dapmriepconana, KOJuIer, CTYICHTOB.

VK-3

TCOPCTUKO-MCTOJOJIOTUICCKUC OC-

paboTaTh C TEOPETUYECKUM

MCTOJdaMH O6y‘-IeHI/ISI U BOCIIUTAaHUA




TOTOBHOCTB K Y4acTHIO B Tie/ia-
TOTMYECKOU JICATEIBHOCTU 110
porpamMMaM CpPEIHEro M BBIC-
IeTO METUITUHCKOTO 00pa3o-
BaHUS WITM CPETHETO U BBICIIIC-
ro (hapMareBTHIECKOro oopa-
30BaHMsI, @ TAKXKE T10 TIPO-
rpaMMmam JO0MOJHUTEIBHOTO
po¢eCCHOHAIIBHOTO 00Pa3o0-
BaHUS JUISI JIUII, UMCIOIIIUX
cpenHee mpodeccuoHaNbHOE
WJIH BBICIIEe 00pa3oBaHUE, B
MOPSIIKE, YCTAHOBIIEHHOM (he-
JepaJIbHBIM OPT'aHOM HCIIOJI-
HUTEIBFHON BJIACTH, OCYILECTB-
JSHOIIUM (YHKIIUH 110 BBIpa-
0O0TKE TOCYIapCTBEHHOM TTOJIH-
THUKUA U HOPMATHBHO-
MIPaBOBOMY PETYIUPOBAHHIO B
cdepe 31paBoOXpaHeHUs

HOBBI IT€JJAarOTUKU
OCHOBBI METUIIMHCKOH, (hapmaries-
TUYECKUN TUITAKTHKH, CTPYKTYPY
He1aroruyeckoi AeATeNbHOCTH Tie-
Jarora, ee cCofiepykaHue M TEXHOJIO-
U 00y4eHHs B By3€
MICHXOJIOTO-TIEIar OTMYECKHE OCHOBBI
dbopmupoBaHus MpodeccuoHaATEHOTO
CHCTEMHOTO MBIIIICHHSI

coJiepkaHueM ydeOHOH JAHUCITH-
[UIMHEI

OCYIIECTBIISATh KaTeTOPHATbHBIN
aHaIN3
MICUXO0JIOTO-IeJarOrHYECKUX
3HAHHUH O CHCTEME BBICIIETO 00-
pazoBaHUs

aHAIIM3UPOBATh, 0000IATS, JIe-
JIaTh BBIBOJBI B paMKax Teope-
TUYECKHUX MMOJT0KCHUN
IICUXO0JIOrO-IIEIarOrnueCcKOi

HayKu

obOydJaromerocs

HABBIKAMHU CAMOCTOSTEITLHOU PaboThI

C OCHOBHBIMU 00pa30BaTeNIbHBIMU MPO-
rpaMMaMU CPETHETO,

BhICIIeTO oOpasoBanus, {10
WHTEPAKTUBHBIMU TEXHOJIOTUSIMHA UH-
TeHcupUKauu u mpooIeMu3aIuu ooy-
YEHUs B CPEAHEN U BBICILEH IIKOJIE

I1K-1

TOTOBHOCTD K ITPOBEICHUIO
IpoLelyp BBO3a JIEKapCTBEH-
HBIX CpeACTB B Poccuiickyro
®denepanyio U BbIBO3a JEKap-
CTBEHHBIX CpeACTB u3 Poccnii-
ckoit denepanu

MIOJIOKEHUSI HOPMATUBHBIX MTPaBO-
BBIX aKTOB P®, perynupyromux o0-
pawenue JIC u npyrux ToBapoB ar-
TE€YHOI'0 ACCOPTUMEHTA, B TOM YHUCIIE
B cooTBEeTCTBUU ¢ COrameHnem o
€IMHBIX MPUHIIUIAX U MpaBUiIax 00-
pamenus JIC B pamkax EQC. mops-
ok BBo3a B P® u BeiBO3a U3 PO sie-
KApCTBEHHBIX CPEJICTB, YCTAaHOBJICH-
HoM lIpaBurensctBom P®, B coot-
BETCTBUM C TAMOYKEHHBIM 3aKOHOJ1a-
TEJIBCTBOM coto3a B pamkax EDC.
OTBETCTBEHHOCTB JIMI], OCYILIECTBIISA-
1onMx BBo3 B P® danscudunmpo-

MPUMEHSATH IEUCTBYIOIIYIO
HOPMAaTHUBHO-3aKOHOAATEIIbHYIO
0a3y, periaMeHTHPYIOIIYIO
npouenypy Bso3a B PO u BeIBO-
3a u3 PO nexapcTBEHHBIX
CPEICTB.

[ToaroraBnuBaTh TOKYMEHTHI
nuist BeiBo3a JIC u3 PO, ocy-
LIECTBJIATH IKCIIEPTU3Y BBO3U-
MbIx JIC, Ha OCHOBE IIpe1oCTaB-
JIEHHBIX TOKYMEHTOB B COOTBET-
CTBHMH C 3aKOHOAATEIBCTBOM PO
0 TAMOXXEHHOM Jelie, Ipume-
HATb AJITOPUTM U3BSITHUS U YHU-

HaBpikamu mpuMeHeHUs JeHCTBYIOIIUX
HOPMATHBHBIX U 3aKOHOJIATEIbHBIX J10-
KYMEHTOB, PETJIaMEHTHUPYIOIINX MPOIIe-
nypbl BBo3a B PO u BeiBo3a u3 PO JIC,
HaBBIKAMH MPOBEICHUS SKCTICPTU3BI
COMPOBOJUTENBHBIX JOKYMEHTOB, BBO-
3umeIx JIC B PO.

Biianets HaBbIKaMH pa3pelIuTeNbHbBIX
nporenyp 1 yctaHoBieHHbIM [IpaBu-
TEJIHLCTBOM MOPSIIKOM BBO3a U BBIBO3a
JIC.

HaBbikamu paGoThI ¢ HOPMAaTHUBHO-
texuudeckumu nokymentamu (HT]I).




BaHHBIX, HEI0OPOKAYECTBEHHBIX,
koHTpadakTHbIX JIC.

CTPYKTYpY H COIEp>KaHHE HOpMa-
TUBHBIX JOKYMEHTOB, PETJIaMEHTH-
PYIOLIMX BBO3/BBIBO3 JIEKAPCTBEH-
HBIX cpeAcTB B PO.

YTOXKEeHUS PpabCuPUITUPOBaAH-
HBIX, HetoOpokavecTBeHHbIX JIC
WM BbIBO3a 13 PO.
MH(GOPMHUPOBATH O 3aPETUCTPH-
poBanHbIX B PO JIC no hopme u
B MIOPSIKE, YCTAaHOBICHHOM
[IpaBuTenscTBOM PO.

[1K-2

TOTOBHOCTH K IPOBEJICHUIO
MPOIIETYp 110 U3BSITHIO U3
rpa)xIaHCKOro 000poTa Qalb-
cu(UIMPOBAHHBIX, HEIOOPO-
Ka4eCTBEHHBIX U KOHTpa(aKT-
HBIX JIEKAPCTBEHHBIX CPEICTB U
UX YHUUYTOXKCHUIO;

MexnyHapoaHbIE CTaHIAPTHI CUCTE-
MBI MEHEPKMEHTa KadecTBa. [IpuH-
IUIIBl OpraHU3alu CUCTEMBI (ap-
MakoHaa3o0pa B PO u MexayHapon-
HOM cucTemMbl (hapMaKoHaI30pa.
Buns! ¢panscudunpoBanHoii mpo-
JTYKIMH, TPU3HAKU KOHTpa(aKTHBIX
u HenoOpokauecTBeHHbIX JIC.
[Topsimok eiicTBUIA B OTHOILIEHUH
UACHTU(DUKAIINY, U3BITUS U YHU-
YTOXXEeHUS PabCUUIIUPOBAHHOM,
HE0OpOKaYECTBEHHON U KOHTpa-
(baKkTHOM MPOAYKITHH.

MOPSIOK U3BATHS U YHHUTOKEHUS
HeJ00pOKAaYECTBEHHBIX U (pasibCcH-
¢durupoBannbix JIC.

OpraHu30BbIBaTh U3BSITHE U3
rpaxaaHcKoro 06opota ¢aib-
cu(UIMPOBAHHBIX, HETOOPOKa-
YECTBEHHBIX U KOHTpa(aKTHBIX
JICKApCTBEHHBIX CPEICTB U X
YHUYTOXCHUE.

OdopMITATE TOKYMEHTAIIHIO 10
U3BATHIO U3 TPAXKITAHCKOTO 000-
poTta panbcupUIUPOBAHHBIX,
HEZO0OPOKAYECTBECHHBIX U
KOHTpa(aKTHBIX JIEKaPCTBECH-
HBIX CPCACTB U UX YHUUTOXKC-
HUIO.

HaBpikamu mpuMeHEeHUs JEeHCTBYIOIIUX
HOPMAaTUBHBIX U 3aKOHOJATEJIbHBIX J10-
KYMEHTOB, PErJIaMEHTHUPYIOIINX MPOIe-
nypy yauutoxxenus JIC, HaBbIkaMH
AKCIEPTU3bI T0KyMeHTOB Ha JIC.
HaBpikamu JOKyMEHTaNbHOTO 0(OpM-
JIEHUS MPOLIEYP MO U3BITHIO U3 TPaXK-
JaHCKOro 0bopoTta (amscuduuupoBan-
HBIX, HETOOPOKAYeCTBEHHBIX U KOHTpa-
¢axTHbIX JIC ¥ UX YHUYTOXEHUIO.
HaBbixamu pa3paboTku cTaHIapTOB Ka-
YecTBa U ONEPALMOHHBIX ITPOLIENYP 1O
BBISIBJICHUIO U U3BSTHIO HEJOOpOKaye-
CTBEHHOU ITPOAYKLIMU B alITEUHOH Op-
raHU3aIuu.

I1K-3

TOTOBHOCTB K IIPOBEJCHUIO
IIPOLENYp, MPENYCMOTPEHHBIX
IIPU TOCYIApCTBEHHON PETH-
CTpalMy JICKapCTBEHHBIX IIpe-
[1apaToB

[Topsaok momauum W PacCMOTPEHHS
3asBJICHHSI O TOCYJAPCTBEHHON peru-
CTpaluy JIEKapCTBEHHOTO Ipenapara
JUTS. METUITUHCKOT'O IPUMEHEHUS
DTarsl HKCTIePTU3bI OTACTBHBIX BH-
noB JII1, ¢popmbl 3aKiIr0UeHui KO-
MHCCHH KCIIEPTOB MOPSIIOK COCTaB-
JICHUS 3aKIIIOYEHUS O Pe3ysibTaTax
skcneptussl JIC.

IlepeyeHb JOKyMEHTOB Uil (hopMu-

KoopauaupoBats 1esTeIpHOCTh
(bapMarieBTHYEeCKOro Ipenpusi-
THS B paMKaxX IpOLEAypHI Peru-
CTpaluy JIEKapCTBEHHBIX Ipe-
1aparos;

@opMHpOBaATh PETUCTPALUOH-
HOE JIOChE Ha JICKapCTBEHHBIC
npernaparsl, OLCHUBACT CTOH-
MOCTb U CPOKH PETUCTPaLUH.

BJIa/I€Th OCOOCHHOCTSIMU MPOBEACHUS
pEerucTpalyy JIEKapCTBEHHBIX Mpenapa-
TOB JIJI1 MEIULINHCKOTO IPUMEHEHUS;
BJIQJETH pa3pelINTENLHBIMU IIPOLIENY-
pamu 1o pe3yabTaTaM MPOBEIEHHOM
HKCTIEPTU3BI HA JIEKAPCTBEHHBIN Iperna-
paT i1 MeIMLUHCKOTO IPUMEHEHUS;
OCHOBHBIMH MCTOJAaMU MOHHUTOPHUHIA
6e3onacHocTu JIC, BBISIBJICHUS U PETH-
CTpaIK HEeOJIArONpHUsTHBIX JIEKAp-




POBaHMsl PErUCTPALIMOHHOTO TOChE
JIII.

[Topsimox BHECEHHSI U3MEHEHUIT B
JIOKYMEHTBI, COJIEPKALUECS B PETH-
CTPallMOHHOM JIOChE€ Ha 3apPETUCTPHU-
POBaHHBIN JICKAPCTBEHHBIN Iperapar
JUISL MEJUIIUHCKOTO IPUMEHECHUS

CTBEHHBIX peaKIuii, MpoUIAKTUKHN He-
OJIaroNpUATHBIX JIEKAPCTBECHHBIX peaK-
LU,

[1K-4

['0TOBHOCTHP K NPUMEHEHHIO
OCHOBHBIX HNPUHIOHWIIOB
ynpasieHus: B mpodeccuo-
HaJIBHOU cdepe

MeTtons! ynpapneHus hapMaieBTH-
YECKOM opraHu3aluein

Kpurepun n nokasarenu, xapakre-
pHU3YIOIINE COCTOSIHUE 00eceueHUs
HaCeJIEHUs JIEKapCTBEHHBIMHU IIpena-
paTaMy U KauecTBO JIEKapCTBEHHON
IIOMOIIIH

[TonoxeHns HOpMaTUBHBIX NPABO-
BbIX akTOB Poccuiickoii @enepannu,
peryIupyroIuX 00palieHue JeKap-
CTBEHHBIX CPEJICTB U JPYTUX TOBA-
POB aTEYHOTO ACCOPTUMEHTA;
Tpynosoe 3akoHOAaTeNbCTBO PD:
AxtyanbHbli accoptumenT JIIT u
JPYTUX TOBApOB allTEYHOTO accop-
THMEHTA.

[TnaaupoBaTh NEATETHHOCTH
(dhapmareBTHUeCKOl Opranusa-
uuu;

Oprann3oBbIBaTH PabOTy mep-
coHasia (hapMaIieBTUYECKON Op-
raHu3aIuy;

VYHpaBisTh Ka4eCTBOM Pe3yJlb-
TaTOB TEKYUIEH; eATEeIbHOCTH
(bapMmarieBTHYECKON OpraHu3a-
LI,

VYpaBisaTh NPOEKTHOU U UHHO-
BallMOHHOM AESITETbHOCTHIO B
cdepe obpalieHus TeKapCTBEH-
HBIX CPEJCTB;

Ocy1ecTBIATh MApKETUHTOBBIE
UCCIIEIOBaHMs B MpoIiecce MpH-
HATHS YIPABICHYECKHUX pelie-
HUH;

Cobmronate TpeOOBaHMS UH-
dhopmarmoHHOM 0€30MacCHOCTH

HaBBbIKAMH aHAJIN3a TEKYLIEN CUTYaLlUH
U CTPATETUYECKHUX MIPOTPaMM Pa3BUTHUS
peruoHa U OTpaciy I INIAHUPOBAHUS
JeATEeTLHOCTH (hapMaIeBTUIECKON Op-
raHU3aluu;

HaBBIKAMH aHAJIM3a CIIPOca Ha JIeKap-
CTBEHHLIE IIpenapaTsl U ApyrUe TOBaphI
anTeYHOr0 aCCOPTUMEHTa U MOTPeOHO-
CTU B HUX;

METOJI0JIOTUEN OTNpe/IeNICHHs LIeel U
3a/1a4 JIeATEIBHOCTH (papMarieBTHIe-
CKOMW OpraHu3aIui, KOHTPOJIbHBIX T10-
KaBaTeHeﬁ X JOCTUXCHUS U peH_IeHI/ISI;
Pa3paboTkoii yana MEpONpUATHIA 110
JOCTH>KEHHUIO KOHTPOJIbHBIX MOKa3aTe-
Jel AesITeNbHOCTH (papMaleBTHIECKOM
OpraHu3aluu.

I1K-5

TOTOBHOCTH K OpI‘aHI/I3aI_II/II/I
(dhapMareBTUUeCKOM JIeATeIb-
HOCTH

Jlutien3noHHbIe TPEOOBAHUS M YCIIO-
BUS JUIS OCYIIECTBIICHUs (hapMalieB-
THYECKOM JESITCIIHHOCTH,
HOJIO)KCHI/ISI HOpMaTI/IBHBIX npaBo-
BbIX akTOB Poccuiickoii @enepannu,
pEryNIHUpYIOMHMX oOpalieHue JieKap-

OpraHu3oBbIBaTh (hapMareBTH-
YECKYIO JACATENIbHOCTh B COOT-
BETCTBHU C JICHCTBYIOIIMHI
HOPMAaTHBHO-ITPaBOBBIMH U JIO-
KaJIbHBIMU aKTaMHU;
ObecneuynBaTh pecypcamu Jiesi-

AHanIM30M TEKYIIEro pecypcHoro odec-
neyeHus 1 norpedHocTel hapmareBTH-
94EeCKOW OpraHU3alnH; METOAaMH IPO-
BEJICHUS MCCIIeIOBAaHUN PhIHKA I10-
CTaBIIMKOB TOBAPOB, padOT U yCIIyT;
OmnpeneneHreM ONTUMAIBHBIX TOCTAB-




CTBEHHBIX CPEJCTB U IPYT'HX TOBa-
POB aNTEYHOTO ACCOPTUMEHTA;
[Topsimok nieHooOpa3zoBaHUs Ha Jie-
KapCTBEHHbBIE CPEJ/ICTBA;
AKTyalnbHBI aCCOPTUMEHT JIEKap-
CTBEHHBIX MPENAPATOB U APYTHUX TO-
BapoB allTEeYHOr0 aCCOPTUMEHTA,
WndpopmanroHHbie cucTeMbl U 000-
pylroBaHuE HHPOPMAIIMOHHBIX TeX-
HOJIOTUH, UCTIOBh3yeMbIe B hapma-
LIEBTUYECKON OpraHu3alrH.

TEeITBLHOCTH (hapMaleBTHUECKOU

OpraHu3aluy;

Oprann3oBbeIBaTh HH(POpPMAITH-
OHHYIO ¥ KOHCYJIHTAIIHOHHYIO
IOMOIIIb JIJI HACEJICHUA K Me-
JTUIMHCKUX PaOOTHHUKOB 10 BO-
MpocaM paluoOHaILHOTO TIPUMe-
HEHUS JICKAPCTBEHHBIX TIpernapa-
TOB;

Koopaunuposats B3aumoeii-

CTBHE C KOHTPOJILHO-
HAJ30pHBIMH OpraHaMH;
[IpuMeHATh HHCTPYMEHTHI (ap-
MaKOKOHOMHYECKOI'0 aHAJIN3a B
NEeATEebHOCTH anTeku; Opranu-
30BBIBaTh MEPOTIPUATHUS IO
(hapMakoHa130pYy.

IIMKOB, OpraHU3aIHs MpoIlecca 3aKy-
TIOK.

I1K-6

TOTOBHOCTb K OIL[EHKE SKOHO-
MHUYECCKUX U (bHHaHCOBBIX I10-
Ka3aTeseil, MPUMEHSICMBbIX B
cdepe obparieHus IeKap-
CTBEHHBIX CPEJICTB

OcHOBHbIE HaIIPaBJICHUS TOCYAAp-
CTBEHHOM COITMATIBLHON U (prHAHCO-
BOM MOJUTHKH B 00JaCTH JIEKap-
CTBEHHOT'O 00€CIICUEHH;
DUHAHCOBBIA MEHE)KMEHT U CTpa-
TETUYECKOE TIaHUPOBAHHUE;
VYrpaBieHyeckuit, QUHAHCOBBIH,
OyXTaJITEePCKHUI M CTATUCTHYCCKUH
yqer;

Metoas! hapMakOIKOHOMHUUYECKOTO
aHajIn3a, napamMeTpbl SKOHOMUYE-
ckol onenku JIIT u MeToquk jeue-
Hus. Buasl 3atpat, alroput™ uccle-
JIOBaHUS KQUECTBA *KMU3HM NALIMCHTA;
[onsarue GopMynsipHOI CUCTEMBI,
MPUHIUIBI PAIIMOHATBHOTO

or6opa JIII muisg popmyssipHOro

OueHuBaTh OCHOBHBIE HKOHO-
MUYecKkue 1 (pUHAHCOBBIE MOKa-
3aTenu, MPUMEHSIEMBI B chepe
oOpaliieHust JIeKapCTBEHHBIX
CpPEACTB;

VYnpansate puHAHCOBO-
SKOHOMHYECKOU IeATETHbHOCTHIO
(dhapmareBTHUeCKOl Opranusa-
1y

[IpuMeHsTHh pa3nTu4HbIE MOJEIN
11eHooOpa3oBaHus B (hapMarieB-
TUYECKUX OpraHu3aIusiX

HaBBIKAMU BEJICHUS Y4E€THO-OTYETHOM
JOKYMEHTaIUH B (hapMaleBTHUECKON
OpraHu3aly 1 e€ CTPYKTYPHBIX MOJI-
pa3aeneHUsIX;

HaBBIKaMU (POPMHUPOBAHUS OIOJKETA IO
HalpaBJICHUSAM TEKYILEH IeATeIbHOCTU
(apmarieBTUYECKON OpraHu3aIiig;
Hagbikamu

QG pepeHIIMPOBaHHOTO BEIOOpa ONTH-
MaJIbHOT'O MeTOoJa
(apMaK03KOHOMUYECKOTO aHaIH3a JIs
dbopmupoBanus GOPMYIISIPHOTO CITHCKA
IIPU IIPOBEICHUH 3aKYIIOYHOU
NESITEbHOCTH.




CITMCKa.

I1K-7

['oTOBHOCTB K OpraHnu3anuu
TEXHOJIOTHYECKUX MPOIECCOB
MIPU TPOU3BOJICTBE M H3TOTOB-
JICHUH JIeKapCTBeHHBIX

TpeboBaHMs CAHUTAPHOTO PEXKUMA
dbapmareBTUIeCKOoro MmopsaKa.
Opranuzanuio 1 Nops0K XpaHEHHUs]
B (hapMalieBTUUECKUX OpraHU3aUsIX
JIC u mapadapmarieBTHIECKOH mpo-

ObecnieunBaTh MPOBEJCHUE ME-
POTIPHUSATHH TIO COOJTFOACHHIO
CaHUTAPHOTO peXKMMa u (hapMma-
[IEBTHYECKOTO TTOPS/IKa;

BECTH JKypPHAJIbI yUeTa Peru-

HaBpikamu paboThl ¢ HOPMAaTUBHOM J0-
KyYMEHTAIlUeH, Kacarolencs 1esTeNbHO-
CTH (papMaleBTUIECKUX OpraHU3alnH,
I'eo, ®C, OCT.

MCTO,Z[I/IKaMI/I OLICHKH Ka4y€CTBaA U KOJIH-

CpEICTB TTYKITUH. CTpallMy BCEX BUJIOB MPOBOJIU- | YECTBA BBIOJIHEHHOTO TPY/Ia.
[IpaBwuia BEIMUCHIBaHUS U OpOpMIIEe- | MBIX padoT. HaBbikamu nosib30BaHUs JOKYMEHTA-
HUS PEIENTOB U TPeOOBAaHUN METN- Pa6otats ¢ I'd, ®C, OCT u Uel U1 HOUCKa He0OXOIUMOM UH-
LUHCKUX OpPraHU3aluu. JIPYro’ TEXHOJOTHYECKOM 10- dbopMaruu o cocTaBy, MPUTOTOBIIE-
[IpaBuia cocTaBiaeHUs TEXHOJIOTH- KyMEHTalHEeH. HUIO, XpaHeHuto u ornycky JIC, nekap-
YECKOM MHCTPYKIUHU, TEXHUYECKUX AHaIM3UpOBaTh U IJIAHUPOBATh | CTBEHHOT'O PACTUTEIILHOTO ChIPbS U
YCIIOBUH, CTPYKTYpPY 1a00paTOpHO- | KOHCYJIbTAlMOHHYIO U HH(OP- nposepku 103 JII1, Bxoasmux B pery-
T'0, OMBITHO- TIPOMBIIIUIEHHOTO, PO- | MAlIUOHHYIO PaboTy. JUPYEMBbIE CITUCKH.
MBIIIEHHOTO PETJIAMEHTA, CTPYKTY-
py I'® 14 n3nanus.

[TK-8 Mertoibl aHaM3a, UCTIOJIb3yEMbIE [TpoBoauts npuemky JIII, MU u | MonutopuaroMm nadopmaiuu o Heao0-

TOTOBHOCTH K OpI‘aHI/I3aI_II/II/I
IKCIIEPTH3BI JICKAPCTBCHHBIX
CpeZ[CTB C IIOMOIIIBO XUMHUNYC-
CKHX, OMOJIOTUYECKHX, (HH3H-
KO-XUMHNUCCKHUX U UHBIX MCTO-
JIOB

pu KoHTpoje kayectsa JIII: xumu-
4yeckue, Onosiorndeckue, Gu3nKo-
XUMUYECKHE.

VYcnosus u cpoku xpanenus JII1 B
anTEYHBIX OPraHU3aIUsIX B COOTBET-
CTBUU C UX PUZUKO-XUMUYECKUMU
CBOWCTBaMH.

OU3NKO-XUMUYECKUE U OpraHoJIen-
tudeckue cporictBa JIC, ux ¢puznye-
CKYI0, XUMHUYECKYIO U (papMaKoIo-
THYECKYI0 COBMECTUMOCTb.

JPYTHUX TOBAPOB AlITEYHOIO ac-
COPTUMEHTA, OCTYNAIOIINUX OT
MIOCTABILMKOB 10 Ka4E€CTBY U
KOJINYECTBY.

OpranuzoBsiBath xpanenue JII1
U IPYTUX TOBapOB AlTEYHOTO
aCCOPTHMEHTA B COOTBETCTBUHU C
uX (PU3UKO-XUMHUYECKUMU U
(bapMakoIOrH4eCKUMHU CBOM-
CTBAMHU.

Ocy1iecTBIATh TOUCK UHPOP-
Manuu P3H o 3a6pakoBaHHBIX
cepusix JIII 1 npuHUMATE COOT-
BETCTBYIOIINE AEUCTBUS B OT-
HomeHnu ganHex JIIT.
OdopMIIITE JOKYMEHTAITHIO
YCTaHOBJIEHHOTO 00paslia B CH-

pokauectBeHHbIX JIII 1 qpyrux ToBapax
anTEeYHOr0 aCCOPTUMEHTA.
[IpoBenenuem ananuza apmareBTrye-
ckux cyocrannuit u JIIT B cooTBeTCTBUM
C YCTaHOBIIEHHBIMH TPEOOBAHUSMHU.
[Topsinkom BBISIBIEHUS, XPAHEHHUS U
YHUUTOXKEHUS HEAOOPOKaYeCTBEHHON
(dapMareBTUYECKOM MPOTYKIUH.
JIoKkyMeHTOO0OpOTOM yUeTa 3aKyrae-
MbIX U pacnpeaensieMbix JIIT.




CTeMe MCHEPKMEHTA KayecTBa:
0 MPUEMKe, XPaHEHHIO, YIETY
JBIDKEHUS (3aKa3y, TOJIYYCHHIO)
Y YHUYTOXKCHUIO

I1K-9

TOTOBHOCTb K OpraHU3aluu
KOHTPOJISI KauecTBa JieKap-
CTBEHHBIX CPEJICTB

MexnyHapoaHbIE CTaHIaPThI CUCTe-
MBI MEHEP)KMEHTA Ka4eCTBa,
CUCTEMY YyIIpaBJICHHs KaUeCTBOM B
(dapManeBTUYECKUX OPraHU3alNsAX;
[Topsimok eiCTBUA B OTHOILIEHUH
¢anbcupuIpoBaHHON, HEAOOPOKa-
YECTBEHHOW W KOHTpahaKTHOU Mpo-
JYKIHH;

MeTo1bl U IPUEMBI YPETYIUPOBAHUS
npeTeH3uil morpeduTeneit

[TpoBOANTH MOHUTOPHHT MH-
¢dopmanuu o HeoOpoKaye-
CTBEHHBIX JIEKAPCTBEHHBIX ITpe-
napaTax ¥ JIpyTrux ToBapax aim-
TEYHOTO aCCOPTUMEHTA,
PCFI/ICTpI/IpOBaTB U OLICHUBATh
PE3yNbTaThl CTIBITAHUH Kade-
CTBaA JICKAPCTBCHHLIX CPCACTB

Opranuzanueilt MOHUTOPUHTA TEKYIIEH
NEeATENLHOCTH (papMarieBTUIeCKOn op-
TaHU3alM1 Ha COOTBETCTBUE pa3pado-
TaHHBIM CTaHJapTaM KauyecTBa.
HaBbixamu paGoThl ¢ HOPMAaTHBHO-
TEXHUYECKUMH IOKYMEHTaMHU.
Merononorue BbIABICHHS IPUYUH I10-
apnenust nedextos JIII, MU u npyrux
TOBapOB alITEYHOI'0 ACCOPTUMEHTA.




Jranbl U GopMbI IPOBEIEHHUS TOCYIAPCTBEHHOM NTOTOBO ATTECTAIIUM:
1 5Tamn — TeCTOBbIA KOHTPOJIb:

- UCTOJB3YIOTCSl TECTOBBIC 3a/IaHUS, BKJIIOYAIOIINE BCE Pa3eibl paboueil MporpaMMbl MO CHEIH-
QIBHOCTH; 9K3aMEH IMPOBOJUT Mpe/ceaTeNb, CONMpeace1aTelb, YWieHbl IK3aMEHAlMOHHON KOMUC-
CHH; MO 33JlaHHON nporpamme OBM peructpupyer KoJuuecTBO MPABUWIBHBIX U HEMPABUIBHBIX OT-
BETOB M BBHICTABIIIET KOHEUHBIN pe3ynbTaT 1 3Tama 3K3aMeHa, KOTOPBIA 3aHOCUTCS B COOTBETCTBY-
IOLIUI MPOTOKOJ; pe3yJIbTaT TECTOBOTO KOHTPOJISl OLIEHUBAETCS KaK «3a4yeT», €ClId OpAUHATOP OT-
BeTws1 Ha 71% u 6omee ot 100 mpeacTaBIeHHBIX €My TECTOBBIX 3aJaHUH, U «HE 3a4eT», €CIIH OPIIH-
HaToOp OTBeTH] MeHee, yeM Ha 70% ot 100 mpencTaBieHHBIX €My TECTOB (0aHK TECTOBBIX 3aJaHUN
Ha caiite www.disttest.ru).

2 3Tar — OLICHKA NPAKTUYECKUX HABBIKOB:

- OI€CHHUBACTCA OCBOCHHBIN O6’beM MPAaKTUYCCKUX HABBIKOB B COOTBCTCTBUHU C KBaHHq)HKaHHOHHOﬁ
XapaKTEPUCTUKOM.
3 oTam — 3aKII0YUTENbHOE cobeceioBaHue (TI0 BOIPOCAM SK3aMEHAIIMOHHbBIX OMJIETOB, CUTYaIIMOH-

HBIM IIpO(ECCHOHAILHBIM 3a1a4aM).

Opaunatop, HE CAAaBUIMN OAMH U3 IBYX MEPBBIX 3TANOB 3K3aMEHa, HE JOIYCKAETCs K TPETh-
emy stamy. TpeTuil sTam mpeicTaBisieT MPOBEPKY LENIOCTHOCTH MPO(ECcCHOHANBHON MOArOTOBKU
OpIMHATOPA, YPOBHSI €r0 KOMIIETEHTHOCTH B MCIOJB30BAHUU TEOPETUUECKOW 0a3bl IS perIeHUs
po(heCcCHOHANLHBIX CUTYaIUH.

Pesynbrarel 2 1 3 3TanoB sK3aMeHa OIEHUBAIOTCS IO MSITHOATIILHON CHCTEME.

OneHKa onpeAessieTcs, UCXOI U3 CIIEAYIOIINX KPUTEPUEB:

«OTIHYHO» — JaH TOJHBIA pa3BEPHYTHI OTBET HAa MOCTABJICHHBIM BOINPOC, MOKa3aHa
COBOKYITHOCTh OCO3HaHHBIX 3HaHMI 00 OOBEKTe, 10Ka3aTeIbHO PACKPHITHI OCHOBHBIE MOJIOKEHUS
TEMBl; B OTBETE€ MPOCIEKHUBACTCS 4YETKass CTPYKTypa, JIOTMYECKas IOCJIEI0BATEIbHOCTD,
OTpaKalollass CYIIHOCTb pPAaCKPhIBAEMBIX TOHATHHA, TEOpUi, sBIeHUH. 3HaHHMEe 00 OOBEKTe
JIEMOHCTpHUpYeTCcS Ha (OHE MOHWMAHUSI €r0 B CHCTEME JaHHOW HAYKH U MEKIUCIHUILTMHAPHBIX
cBsizeil. OTBET U3JIOKEH JINTEPATYPHBIM S3BIKOM, HIMPOKO HCIOIB3YIOTCS TEPMUHBL. MOTyT OBITH
JIOMYIIEHbI HEJOUEThI B OMNPEEICHUN MOHATUNW, UCTIPABIICHHbIE OPAMHATOPOM CaMOCTOSITENIbHO B
IIpolLieCcCe OTBETA.

«Xopomo» — JaH TMOJHBIA Pa3BEPHYTHIM OTBET Ha IOCTABJIEHHBIM BOIPOC, IMOKA3aHO
YMEHUE BBIJIETUTh CYLIIECTBEHHBIE U HECYIIECTBEHHbIE TPU3HAKHU, TPUUNMHHO-CIIEACTBEHHBIE CBA3U.
OTBET 4YETKO CTPYKTYpUPOBaH, JIOTMYEH, H3JIOKEH JINTEPATypHBIM S3BIKOM, HCIIOIb3YIOTCS
TepMHHBI. MOTYT OBITH JOMYIIEHB HEAOYETHl WM HE3HAUYUTEIbHBIC OIIMOKHU, WCIIPABIICHHBIC
OPJIMHATOPOM C MTOMOIIIBIO ITPETO1aBATETIS.

«YIOBJIETBOPUTEJNbHO» - JIaH IOJHBIM, OJHAKO HEAOCTATOYHO I1OCJIEIOBATEIbHBIA OTBET
Ha TIOCTABJICHHBIA BOIPOC, HO TMPU HSTOM I[IOKA3aHO YMEHHUE BBIACIHUTH CYIIECTBEHHBIE H
HECYILIECTBEHHbIE TMPU3HAKH, MPUYUHHO-CIEACTBEHHbIE CBA3U. OTBET JIOTMYEH, HCIOIb3YIOTCA
TepMUHBI. MOTYT OBITh MOMYIIEHBI 1-2 OMMOKH B ONPEJCICHUH OCHOBHBIX TOHSITHHA, KOTOPHIE
OpPJMHATOP 3aTPYAHAETCSA UCIIPABUTHh CAMOCTOSITENBHO.

«HeynoBy1eTBOPUTEIbHO» — JJaH HEMOJIHBINA OTBET, MPEICTABIISIONINN COO0M pa3pO3HECHHBIC
3HAHMS 110 TeME BOMpPOCa C CYIIECTBEHHBIMH OIMOKAMU B ompezeneHusx. M3moxkenne matepuana
¢dbparmeHTapHo, HeIOoruaHO. OpAMHATOP HE OCO3HAET CBSI3b JAHHOTO TMOHSTHS, TEOPUH, SIBICHUS C
IpyruMu O0BEKTaMU JUCHUIUIHHBL. OTCYTCTBYIOT BBIBOJBI, KOHKPETH3AIUS WU J0KAa3aTeIbHOCTh



U3JI0KEHUS. J[OMTOTHUTENbHBIE U YTOYHSIOIIKAE BOIIPOCHI ITPENOIABATENS HE PUBOJAT K KOPPEKIIMH
OTBETA OpJAMHATOPA HE TOJBKO Ha MOCTaBJIEHHBII BOIIPOC, HO U HA IPYrHe BOIPOCHI TUCHUIIINHBI.

OpauHaTopaMm, HE CAABIIMM TOCYJapCTBEHHYKO HTOIOBYIO aTTECTallMI0, OpAMHATYpa, IO
KeNaHUI0, MOXKET OBITh MPOJJIeHa Ha KOMIIEHCAIIMOHHON OCHOBE (TI0 JOTOBOPY) C MPaBOM MOBTOP-
HOU c/1auu sK3aMeHa yepe3 6 Mecl1IeB.

HesiBka opauHaTOopa Ha TOCYJapCTBEHHYIO HTOTOBYIO aTTeCTaluio 0e3 YBaXKUTEIbHOM MpH-
YUHBI PaCLIEHUBAETCS KaK HEYJJOBJIETBOPUTEIbHAS OLIEHKA.

YBaXUTETbHBIMU MpUYMHAMU HesiBKU Ha [ IA MOTyT sIBUTBCS: 00JI€3HB, IPYrUe 0OHEKTHB-
Hble U CYOBEKTHUBHbBIE OOCTOSITENBCTBA, HO JIMIIb B CIIy4ae UX JOKYMEHTAIbHOrO O(opmiieHUs U
IPEJCTaBICHNs B YIPABIEHUE NOATOTOBKH MEIUMLMHCKUX KaapoB no opauHatype UHM®O no
KOHIIa paboyero JHs HaKaHyHE dK3aMeHa.

2. HEPEYEHb OCHOBHBIX PA3JIEJIOB JIUCIIUITJIMHbI:

- I'ocynapcTBeHHOE peryiaupoBaHue B chepe oOpalieHus JeKapCTBEHHBIX CPEICTB U OXPaHbI
3/10pOBbs FPpAXKAaH

- Mapxketusr B papmanmu

- MeHnemxMeHT B (hapManuu

- MenunuHckoe 1 (papMareBTHIecKOe TOBApOBEICHHE

- VYipasneHue aCCOPTUMEHTOM allTeYHON OpraHUu3aluu

- Opranu3zaloHHbIE OCHOBBI (hapMalleBTHUECKOHN AeITeIbHOCTH

3. IPUMEPHI TECTOBBIX 3AJAHUM JJISI TOCYJAPCTBEHHOM UTOI'OBOM AT-
TECTAIUU B OPAUHATYPE 110 CIIEHUAJIBHOCTU YIHPABJEHUE U 3KOHO-
MUKA ®APMALIUN

1. IIpaBoByI0 OCHOBY HeSITEILHOCTH Cy0ObeKTOB B cepe oOpamieHHs JIeKapCTBEHHBIX
Cpe/ACTB YCTAaHABJIUBAET

A. ®enepaabHblii 3ak0H Ne 61 - @3 ot 12.04.2010 r. «O0 oOpameHUn JeKAPCTBEHHbIX

cpeacTB»
b. Koncturyuus PO

B. ®denepanbapiii 3aKk0H Ne 323 - @3 ot 21.11.2011 r. «O6 ocHOBax OXpaHbI 3I0POBBS TPaXK-
nad B PO»

I. ®enepanbubiii 3ak0H Ne 86 - @3 ot 22.06.1998 1. «O 5nekapCcTBEHHBIX CPEACTBAX»

2. ITopsinok M3BATHS U YHHMYTOKEHUS (PaJbCH(PUIMPOBAHHBIX JEKAPCTBEHHBIX CPEACTB
YCTAHABJIHUBAETCH:

A. IMocranoBiaenuem IlpaBurenscrea P® ot 03.09.2010 Ne 674
®enepanbHbIM 3aK0HOM OT 12.04.2010r. Ne 61-D3

b.
B. [Tpukazom M3 PO ot 23.08.2010r. Ne 706H
I. l'ocynapcrBennoit @apmaxorneeit IV usganus

3. Yuuuroxenue win BbiB03 U3 P® (aabcnpuuMpoBaHHBIX JIEKAPCTBEHHbIX CPEACTB,
coriacHo ®3-61, ocymecTBiasiercs 3a cyer:

A. JM1a, OCYIIECTBUBILETO UX BBO3

b. JIM1A, OCYIIECTBUBILETO UX BBIBO3

B. MPOU3BOIUTENS



.
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5.

oromxera M3 PO

3a0pakoBaHHbIe JJeKapCTBEHHbIE NIPenapaThbl NPOU3BOASATCH:
JICTAJIBbHO

HE JICTaJIBHO

MOJ1 Yy>KOW TOProBOM MapKoOu

C He COOJII0/IEHNEM aCeNTUYECKUX YCIOBHM

OnHuM M3 yCJI0BHil, CIIOCOOCTBYIOIIMM PACHPOCTPAHEeHUI0 (ajbcu(PUIUPOBAHHBIX

JEKAPCTBCHHBIX CPEACTB ABJIAIOTCHA:

A.
b.
B.
I

6.

HEYJIOBJIETBOPUTEIHHOE COOIIOIEHNE 3aKOHOB

aKTUBHOE cHaOkenue Hacenenus JIC

cuctema KoHTpos kauectsa JIC

s dexTrBHAS 3alIMTa HHTEIUICKTYJIbHOW COOCTBEHHOCTH

Haub6oJsiee 3¢dexkTuBHBIM cpeacTBoM B O0opbOe ¢ (anbcupuUpPOBAHHBIMH JIEKAp-

CTBEHHBIMUM SBJISICTCH:

A.

oW

Jme A

8.

Ha/IIeXallee JUIEH3UPOBaHUE U MHCTIEKTUPOBAHKE TIPOM3BOICTBA
MOBBIIIEHNE 00beMa BhIITycKa KadecTBeHHBIX JIIT

CTUMYJIMPOBaHHUE 3apa0OTHOM MIaThl paOOTHUKAM IPOU3BOJCTBA
mpokoe nHpopMupoBaHue HaceneHus o GanbcudumupoBanubix JIIT

He3akoHnHoe HCI0JIb30BaHN e TOBAPHOI0 3HAKA KBAJTH(QUIIMPYeETCS KaK:
YTOJIOBHAS! OTBETCTBEHHOCTh

aJIMAHUCTPATHBHAsI OTBETCTBEHHOCTH

JUIIeHNe cepTr(duKara creruanucTa

JUIIECHUE TUTIOMA

OdunmnajabHbIM MCTOYHUKOM HHGOPMAIMH O JIeKAPCTBEHHBIX Npenaparax, 3aperu-

CTPMPOBAHHBIX /I NPUMeHeHHs Ha TeppuTopun P®, sBasiercs:

A.
b.
B.
I

9.

rocyaapctBeHHbIi peectp JIC
peructp JIC Poccun
sunukiaonenusa JIC
rocyJIapcTBeHHas apMakores

I[OKYMCHTOM, MNOATBEPKAAKIIUM COOTBETCTBHEC MU Tpeﬁ()BaHI/lﬂM HOPMAaTUBHBIX 10-

KYMEHTOB, SIBJISICTCH:

A.
b.
B.
I

10.

ACKJIapanust 0 COOTBCTCTBUHA

cepTuduKaT COOTBETCTBUS

CBHJICTEJICTBO 00 YTBEP)KIACHUU THITA CPEICTB H3MEPEHUI
CBHJIETEIBCTBO O TOCYJapPCTBEHHOW PETHUCTPAIHH

JlokyMeHTOM, MOATBEPKAAIIUM COOTBETCTBHE JEKAPCTBEHHOI0 NMpenapara (Kpome

WJIH) TPeOOBAHUAM HOPMATHBHBIX TOKYMEHTOB, ABJISAETCH:

A.
b.

JeKJIapanus 0 COOTBETCTBUU
MHCTPYKLHUS 110 IPUMEHEHUIO



B. (hapMmakorieitHast CTaThs
I. CepTU(HUKAT COOTBETCTBUS

11.  Cpok geiicTBUS AeKJIapali 0 COOTBETCTBHH JIEKAPCTBEHHOI0 Npenapara paBeH:
A. CPOKY TOJHOCTH

b. oeccpoueH

B cpoky peanuzauuu JII1 B anTeke

r HE YCTAHABJIUBAETCS

Ceprudukar cooTBeTcTBHS NpeAcTABJIsIET c000il JTOKYMEHT:
YIOCTOBEPSIOMINN COOTBETCTBUE MPOAYKIIMU TPEOOBAHUSAM TEXHUUECKUX PETJIaMEHTOB

12.

A

b. 0 Ka4eCTBE, BbIJJAHHBIN IIPOU3BOUTEIIEM

B MIPOTOKOJ UCIBITAaHUH, BBIIAHHBINA aKKPEIUTOBAaHHON T1abopaTopuei
I

pa3pemarmni HCTI0JIb30BaHNUE MPOAYKIIUN B METUIIMHCKUX TETIAX

13.  [ep:karesieM cepruduKaTa cCOOTBETCTBUS ABJISETCS:

A. IOPUIMYECKOE JIUIO 000 OpraHN3allMOHHO-TIPaBOBOM (OpMBI WK (PU3UUYECKOEe JIUIT0, Ha
UM KOTOPOTO 0(OpMIIeH cepTU(UKAT COOTBETCTBUS

b. OpraH, BBIJIABIINN cepTUHUKAT

B. anreyHasi OpraHu3anus

I. JTUCTPUOBIOTOP

14.  IlepeyeHb KM3HEHHO HEOOXOAMMBbIX M BA’KHEHIIUX JIEKAPCTBEHHBIX NMpenapaTroB pa3-
padaTbiBaeTcs ¢ HeJbI0:

A. oOecreyeHus! TOCTYIMHOCTH JIEKAPCTBEHHON TOMOIIN HACETIEHUIO

b. MOBBIILIEHUSI PEHTA0EIHbHOCTH aNTEYHBIX OpPTraHU3alHii

B. COBEPILECHCTBOBAHUS JIEATEIBHOCTH TOBAPOIPOBOASAMICH CUCTEMBI (papMaIleBTHUECKOTO
pBIHKA

I. MOBBIIICHUSI KAYeCTBA CEPBUCHOTO OOCITY>KUBAHUS allT€YHON OpraHu3aluu

15. IlepeyeHb KM3HEHHO HEOOXOAMMBIX H BaKHEHIIMX JIEKAPCTBEHHBIX MPenapaToB
YTBepKAAeTCH

A. pacniopsbxkenuem IIpaBurenscrBa Poccuiickoit @enepannun

b. npukazoM MuHHCTEpCTBaA 3ipaBooXpaHneHus PO

B. npukazoMm DexepanbHOil ciyx00i Mo Hax30py B chepe 3alUTHI MMpaB NmoTpeOuTeNnel u
OJ1aromoIy4Hs YeIoBeKa WK €€ TeppUuTopualibHbIM opranoM (PocnorpeOnaazopom)

I. [IPUKA30M OpraHa UCTIOJTHUTEIBHOM BIACTH B cpepe 3apaBooXpaHeHHs cyobekTa PO

16. B 4Mc/I0 OCHOBHBIX HANPABJEHUH TOCYJAPCTBEHHOIO0 PeryJMpoOBaHMS IeH HA KU3-

HEHHO He00X0AMMbIe U BasKHeHIMe JII He BXOJAUT

A. YCTAHOBJICHUE PO3HUYHBIX W ONTOBBIX LEH OPraHU3alUsMH ONTOBOM TOPrOBIM M aNTey-
HBIMHU OpraHU3alUsIMA

b. yTBepxkaeHue nepeuns KHBJIIIT

B. YTBEP)KICHUE METOJUKH YCTAHOBIIEHUS OpPraHaMH HCIIOJHUTEIBHON BIIACTH CYOBEKTOB
Poccuiickoit denepail MpeneinbHBIX Pa3MEPOB ONTOBBIX Hal0aBOK W MPEAENbHBIX pa3MepoB
PO3HUYHBIX Ha0aBOK K 1ieHaM Ha JXHBJIIT



I. YCTaHOBJICHHE TPEEIbHBIX Pa3MEPOB ONTOBLIX HAJI0ABOK M MPEIEITbHBIX Pa3MEpPOB PO3-
HUYHBIX Haj0aBoK K 1ieHaM Ha JKHBJITT

17. IlepeyeHb JKM3HEHHO HEOOXOJAMMBIX M Ba’KHEHIIMX JIEKAPCTBEHHBIX IpenapaTroB
yTBep:KAaeTcs npaBuTe1bcTBOM Poccuiickoit @enepanuu

A. €:KeroaHo

b OJIVH pa3 B AT JIET

B. OJIVH pa3 B TPH roja

r B 3aBUCHMOCTH OT YpOBHS HHMIIAMH, HO He pexe | paza B 3 roga

18. TocymapcrBeHHasi perucTpanus YCTAHOBJICHHBIX NPOM3BOAUTE/ISIMU NpeJeJIbHbIX OT-
NYCKHBIX leH Ha KHBJII OTHOCHTCS K MOJTHOMOYHSAM

A. Munsapasa Poccun

b Poc3npaBnaazopa

B. OpraHOB UCITOJTHUTEIBHOM BiIacTu cyobekToB Poccuiickoit denepamnmu
r Munnpomrtopra PO

19.  VYcranoBieHue npeejbHbIX pa3MepoB ONTOBBLIX HA10aBOK U NpeAebHBIX pa3MepoB
PO3HMYHBIX HAT0ABOK K lEHAM Ha JIIl, BKIKYEHHBIX B NepeYeHb *KU3HEHHO He00X0AUMbIX H
BaKHEHIIUX JIII, OTHOCHTCH K MOJTHOMOYHSAM

A. OPraHoOB HCHOJHUTEJbHOM BJacTH cy0bekTOB Poccuiickoii @exepanun

b Munsnpasa Poccun

B. Munnpomrtopra PO

r Poc3npaBnaazopa

20. Opranbl HCNIOJHUTEIBLHOM BJIACTH CY0OBEKTOB P ycTaHABIMBAKOT NpeAeJbHbIE ONMTO-
Bbl€¢ U NMpeJe/ibHbIe PO3HUYHbIE HAT0ABKHU K LleHAM JII, BKJIIOYEHHBIX B

A. nepeuenb ’KHBJIII

b. nepeyenb JIII s obecriedeHus rpakaaH, UMEIOMIMX MPABO HAa TOCYJApPCTBEHHYIO COIM-
AIBHYIO MIOMOIIb B BHJI€ HA0Opa COMMANBHBIX YCIIYT

B. nepedeHs JIII nns obecniedenus: rpakaaH, UMEIOMIUX TMPABO HA TOCYJAPCTBEHHYIO COIIH-
ATBHYIO TTIOMOIIb C PUHAHCHPOBAHUEM U3 PETHOHAIBHOTO OFOKETA

I. MUHUMaTbHBIA accopTuMeHT JII1, He0OXOIMMBIX JJIT OKa3aHHs MEAUITMHCKOW TTOMOIITH

4. IEPEYEHB BOIIPOCOB ISl TOCYJAPCTBEHHOM UTOIOBOM ATTECTALIMU
B OPIMHATYPE IO CIELIMAJIBHOCTH YHPABJEHUE U DKOHOMHMKA ®APMA-
11070/
TEOPETHYECKAS YACTh:
OBIIASI XAPAKTEPUCTUKA 3AKOHOJIATEJIbCTBA O CUCTEME 3/IPABOOXPA-
HEHUS U OCHOBAX OXPAHBI 3/JOPOBbSI TPAYK/IAH.

1. Cucrema HalMOHAJIBLHOTO 3aKOHOMAATeNbcTBA PD B cdepe 3ApaBOOXpaHEHHS W OXPaHbBI
3JI0POBBS I'Pax/IaH.
2. Pons cyObekroB P® B ¢opmupoBaHHHM HOPMAaTHUBHOW 0a3bl 3aKOHOAATENHCTBA O
3/1paBOOXPAaHEHUHU.

3. 3aKOHOJIATENBCTBO B cpepe oOpaleHust JeKapCTBEHHBIX CPEICTB.



4. WNHCTpyMEHTBI TOCYTapCTBEHHOTO peryjiupoBaHus cdepe oOpamieHusl JIeKapCTBEHHBIX

CPEJICTB.
5. l'ocynapcTBeHHBIE TapaHTUU JOCTYITHOCTH JICKAPCTBEHHBIX MPENapaToB KakK 3JIEMEHT IpaBa
KaQXXJIOTO YeJIOBEKa Ha HAMBBICIIMM TOCTUKUMBIN YPOBEHB 3/I0POBbSI.

6. HannonaneHas nekapcTBeHHAs MOJUTUKA KAaK JOKYMEHT CTPATErHYECKOro MJIaHUPOBAHUSI.
7. [enu u 3agaun HanimoHanbHOM JI€KapCTBEHHOMW MOJUTUKH.

8. JlocTikeHnst W TMPOOJIEMBI CHCTEMBI JIEKAPCTBEHHOTO obOecnedyeHuss B Poccuiickoi
denepaniiyl CEroIHs.

9. Crparerusi ekapcTBEHHOro oOecrieueHus: HaceneHus Poccuiickoit denepannu Ha TEPHOT
1o 2025 ropa.

10. OcHoBHBIE MPUHLUIBI peanu3anuu CTpaTeruu JEKapCTBEHHOTO0 O0eCTeYeHUs HacCeJIeHUs
Poccuiickoit @enepanuu.

11. OcHoBHbIe dTanbl peanu3auuu CTpaTerudl JIEKApCTBEHHOTO O0O0ECHeUeHUs] HacelIeHUs
Poccuiickoit ®enepanmu Ha nepuo 10 2025 roxa.

12. Hcrounnku u MexaHW3Mbl (UHAHCUPOBaHUS Mepornpusatuii CTpaTeruu JeKapCTBEHHOTO
obecnieuenus Hacenenus Poccuiickoit @eneparuu Ha nepuon 10 2025 roxa.

13. AHaM3 TEKyIIEro COCTOSHUSA JIEKApCTBEHHOTO oOecrieueHus B Poccum.

14. CueHapwuii pa3BUTHS JEKapPCTBEHHOTO o0ecrieueHus Hacenenus Poccuiickoii @eneparuu.

15.  OcHoOBHbIE TpHHIMUIBI peanu3anuu CTpaTeruu JICKApCTBEHHOTO 00ecredYeHusl HaceleHUs
Poccuiickoit ®denepanun Ha nepuon Ao 2025 roga.

16. OcHoBHble mnenu W 3amaun  CTpareruu JEKapCTBEHHOTO OO0ECIEYeHUs HaceleHUs
Poccuiickoit ®enepannu Ha nepuos 10 2025 roxa.

17. Mepbl, HalpaBlIeHHbIE HA PEAJM3AIMI0 MOCTABICHHBIX 3a1ad CTpaTeruu JeKapCTBEHHOIO
obecrieuenus Hacenenus Poccuiickoit @eneparuu Ha nepuon 10 2025 roxa.

18. Nunukatopel u mokazatenu 3(dekTuBHOCTH peanu3anun CTpaTerud JEKapCTBEHHOTO
obecnieuenus Hacenenus Poccuiickoit @eneparnu Ha nepuon 10 2025 roxa.

19. OskunaemMbie pe3ynbTaThl peanusanuu CTpaTeruu JeKapcTBEHHOTO 00eCTIeueHHs HacelIeHuUs
Poccuiickoit ®denepanun Ha nepuon Ao 2025 roga.

20.  JlonrocpouHble MNEPCHEKTUBbI M pe3yiabTaThl peanu3anuu CTpaTeruu JeKapCTBEHHOI'O
oOecnieuenus rpaxaan Poccuiickoit @denepannu.

21. VYrnpasnenune peanuzanueit  CTparernu  JEKapCTBEHHOTO  OOECIICUCHMs]  HACeNeHUs
Poccuiickoit ®enepannu Ha nepuos 10 2025 roxa.

22. [Ipuopurersl  rocymapcTBeHHOW  monauTuku  Poccuiickoit  ®enepanmun B cdepe

JIEKapCTBEHHOT'O 00ECTICUCHHUSI.
23.  Bsaumocsa3p Crparerum JiIeKapcTBEHHOro obecreueHus HaceneHus Poccuiickoit
®epnepaunn Ha nepuoA 10 2025 rona u ['ocyaapcTBEHHBIX TPOTrpamM.

HOPMATHBHO-IIPABOBOE OBOCHOBAHUE TI'OCYIJAPCTBEHHOI'O PEI'YJIMPO-
BAHNA OBPAHIEHUA JIEKAPCTBEHHBIX CPEJCTB U OPTAHU3AIIMN DAPMA-
LIEBTUYECKOU JEATEJILHOCTH

1. l'ocynapcTBeHHOE peryiupoBaHHE KadyecTBa MPOAYKIUU U ycayr. denepalibHbI 3aKOH OT
27.12.02 1. Ne 184-P3 «O TEXHUYECKOM PETYITUPOBAHUM.
2. HpI/IHI_[I/IHBI " COCTABJIAIOMIUC TCXHUYCCKOI'O PEryJIMPOBaHNA Ka4CCTBA MPOAYKIIUA U YCIIYT.

3. OOurre u 00s3aTeNbHBIC TEXHUUECKUE PETITaMEHTHI.



4. @enepalibHble OpPraHbl HCIOJHUTENBHON BIACTH B cepe TEXHUUECKOTO PEerylIhpOBaHMS.
[Tonsarue cranpaptuzaumu. llenb ocymiecTBieHus, TPUHIMUIIBI, 3TaNbl MPOBEACHUS CTaHIAPTH3a-
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5. HopmaTtuBHBIE TOKYMEHTHI U CTaHIAPTHI (MEXIYHAPOIHbIE, HAIMOHAIbHBIE, TOCYIAPCTBEH-
HbIE, pErMOHAJIbHBIC U CTAaHAAPTHI IPEINPUATHS).

6. OrneHka cCOOTBETCTBUS KadecTBa (hapMalieBTHUECKIX TOBApPOB.

7. Y1nonHOMOYEHHBIE TOCYIapCTBEHHBIE OPTraHbl, PEryIUpPYIOLIUe MpoLecchl B cepe obparie-
HUS JIEKApPCTBEHHBIX CPEJCTB.

8. XapakTepucTruka CyObeKTOB (papMareBTHIECKOTO PhIHKA.

9. I'ocynapcTBeHHOE perynupoBaHue pa3padoTku u npoussojctea JIC.

10.  PerymaropHble opraHbl, 00eceunBaOIIne TPEOOBAHUS U KOHTPOJb MPOIECCOB pa3paboTKu
Y TIPOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB.

11.  JluueHsupoBaHue IIPOU3BOJCTBA JIEKapCTBEHHBIX CPEICTB.
Hananexatue npakTuku pa3pabOTKHU U TPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB.

12. HNHcnekTupoBanue GapmMarieBTHYECKUX MPOU3BOAUTENCH. Y TOTHOMOYEHHBIE JIUTIA.

13. JIutieH3upoBaHue NeaTeTbHOCTH B chepe oOpareHus JeKapCTBEHHBIX CPEJICTB.

14.  Bugsl nesTenbHOCTH B cepe oOpalieHus JeKapCTBEHHBIX CPECTB, MOJIeKaIIe JIUIIEH3H-
POBaHHUIO.

15.  JluneHsupoBaHHE AEATEIHHOCTH MO 000POTY HAPKOTHYECKHX CPENICTB, MCUXOTPOIHBIX Be-
HIECTB U UX MPEKYPCOPOB, KYIbTUBUPOBAHUIO HAPKOCOEPKALIUX PACTCHUM.

16. OcymectBienue (hapMareBTHUECKON IeITeTbHOCTH.

17. BBox B rpasknanckuii 000pOT JIEKapCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO TPUMEHEHUS
18. dapmarieBTHYECKAS IeATETLHOCTD. TpedoBanus. Jlomyck muir.

19. OnToBbIe ¥ pO3HUYHBIE (hapMaIleBTUUECKUE OPTaHU3aIHH.

20. CobnrofieHne mpaBuil HAJUISKAIIUX TPAKTHK CyObekTaMu (apMarieBTUIECKOU JesTeIbHO-
CTH.

OPTAHU3ALMA JIEKAPCTBEHHOI'O OBECIIEYEHM A HACEJIEHM .

l. JlexapcTBeHHOE OOeCTieUeHre: OCHOBHBIE MPUHITUITBI U TIOHSTHS.

2. HcTopus nekapcTBeHHOTO oOecrieueHus: HaceneHus: PO.

3. MexaHu3Mbl KOMIIEHCAIMH 3aTpaT HaceleHUsl Ha JIeKapcTBeHHOe obOecnieyenue. Mcnomb3o-
BaHHE BOCIIPOU3BEICHHBIX MPEMapaToB (TEHEPUKOB).

4. OrpaHuuuTeabHbIe NEPEYHU JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO TPUMEHEHHUS.

5. l'ocynapcTBeHHOE perynupoBaHUe IIEH Ha JIEKAPCTBEHHBIE MperapaThl IS MEIUIIMHCKOTO
MPUMEHEHHUS.

6. MOHHTOPHUHT aCCOPTUMEHTA U II€H Ha KU3HEHHO HEOOXOANMbIE U BaKHEHIIIHE JIEKAPCTBEH-
HbIE MpPenapaThl s MEAULUHCKOTO TPUMEHEHUS

7. JIbroTHOE NeKapcTBEHHOE obecneueHue. HopmaruBHas JOKyMEHTAIHSL.

8. KoHTpo:b 3a peanu3alyieil IbroTHOTO JIEKapCTBEHHOTO 00eCTIeUeHHUS

9. [IpaBoBbIE€ OCHOBBI 00SI3aTEILHOIO MEAUIIMHCKOTO CTPaXOBAHMUSL.

10.  OcHOBHbIE IPUHIUIIBI OCYIIECTBIECHUS 0053aT€ILHOTO0 MEIUIIMHCKOTO CTPaXOBaHUSI.

11.  Ilomnomouus Poccuiickoit ®enepanuu u cyobekToB Poccuiickoit deneparuu B cdepe 00s-

3aTeIbHOT0 MEAUIIMHCKOTO CTPaXOBaHUSI.

12.  IlpaBa u 0053aHHOCTH 3aCTPAaXOBAHHBIX JIMII, CTPaXOBaTeNeH, CTPAXOBBIX MEAUIIMHCKHUX Op-
TaHU3alUi U MEJULIMHCKUX OpraHU3aluu.

13.  ®unancoBoe obecreueHue 00s13aTeILHOI0 METUIIMHCKOTO CTPaXOBAHUSI.

14. [TporpaMMbI 00513aTENHPHOTO MEAUIIMHCKOTO CTPaXOBaHUSI.



15. Cucrema 1oroBopoB B chepe 00s3aTeNHbHOT0 MEAUITUHCKOTO CTPAaXOBaHMUS.

16.  CoBepieHCTBOBAHHME CUCTEMBI LIEHOBOT'O PETYJINPOBAHMSL.

17.  OnTuMu3anus CHUCTEMbl OOpAaIIeHUs JIEKAPCTBEHHBIX CPEACTB, TapaHTUpYIOIEH ux 0e3-
OTIaCHOCTh, 3()(HEKTUBHOCTH M KauEeCTBO.

18.  MexaHU3MBl YBEIMYEHUSI JOCTYITHOCTH KXU3HEHHO HEOOXOIUMBIX MHHOBAIIMOHHBIX JIEKap-
CTBEHHBIX MPENapaToB, UMEIOIINX BHICOKYIO COLUATbHO-I)KOHOMUYECKYIO 3P PEKTUBHOCTD.

19.  TloBblmieHne MHGOPMUPOBAHHOCTH MEAUIMHCKHUX KaJIpOB M HAaceJeHUs B BOIpOcax JeKap-
CTBEHHOT'O 0O€CIIeYeHHUs.

OBECIIEYEHUE KAUYECTBA JIEKAPCTBEHHbBIX CPEJCTB /IS MEJULIMHCKOI'O
[IPUMEHEHUS B POCCUMCKON ®EJEPALINN

l. Cucrema rocyapCTBEHHOIO KOHTPOJI KadyecTBa JIEKAPCTBEHHBIX CpelcTB B Poccuiickoit
®denepauuu.

2. JIntieH3noHHBINA KOHTPOJIL B chepe MpOor3BOACTBA JIEKAPCTBEHHBIX CPEICTB U B chepe dap-
MAalEeBTHYECKON IEATEbHOCTH

3. denepanbHbI TOCYIapCTBEHHBIA HAI30p B chepe oOpalieHus JICKapCTBEHHBIX CPEICTB.

4. OcHOBHbBIE HOPMATHBHBIE MTPABOBbIE AKTHI, pErJIaMEHTUPYIOIIHE o0ecreueHre KayecTna Jjie-

KapCTBEHHBIX CPEJICTB U APYTHUX TOBAPOB alITEYHOT'O aCCOPTUMEHTA.

5. Oprasbl, peryimpyonme KOHTPOJIb KauecTBa JICKapCTBEHHBIX cpeAcTB B Poccum u 3apy-
0exHbIX cTpaHax. [Ipouenypsl.

6. OpraHu3anuss CHUCTEMBI KauecTBa B OPraHM3alUAX-TPOU3BOAUTENAX JIEKAPCTBEHHBIX
CPEZCTB, PO3HUYHBIX U ONTOBBIX (papMalEBTUYECKUX OpraHM3alisIx. ['ocy1apcTBEHHOE WHCIIEKTH-
poBaHKe 0€30MMaCHOCTH M Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB.

7. [Topsmok npoBeeHUs] MHCIEKIIMOHHOTO KOHTPOJIS IPOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB.
8. MoHuTopuHr 3¢(peKTUBHOCTH U 0€30MaCHOCTH JIEKapCTBEHHBIX MpEenapaToB, HAXOAMUXCS
B oOpamenuu B Poccuiickoit deneparumn.

9. Cucrema papmakonaazopa Poccuiickoii @eneparuun

10. Opranuzanus cnyx0b1 papmakonanzopa. Llenu, 3agaun.

11.  Mepsl peryiasiTOpHBIX OPraHOB WJIM IPOU3BOAMTEINA, CBsi3aHHBIE ¢ Oe3omacHocThio JIC.
[IpuocranoBieHne MpUMEHEHHS JIEKApPCTBEHHOTO Mpernapara.

12.  Cucrema MOHUTOPHHIA JBHKEHMS JIEKAPCTBEHHBIX IPENapaToB ISl MEAULIMHCKOTO MPHMe-
HEHMSI

13.  Ilenn MOHMTOpPHMHIraA JBMKEHHs JIEKAPCTBEHHBIX MpEnapaToB JUIs rOCylapcTBa, HACEICHHUS,
OusHeca.

3AIIUTA TIPAB IOPUUYECKUX JIML U UHAUBUAY AJIbHBIX ITPEIIPUHUMATEJIEN
NP1 OCYILECTBJIEHUUN 'OCYAAPCTBEHHOI'O KOHTPOJIA

1. Ocy1iecTBieHUE KOHTPOJS 3a AeATeNbHOCThIO fopuanyeckoro auna (MUI1) npu ocymecTs-
JeHUH (apMaleBTUUECKON AesITeIbHOCTH.

2. Opranuzanus v NpoBeIeHUE IJTAHOBOM, BHEIIIAHOBOW MPOBEPKH.

3. JloxymeHTapHasi mpoBepka. Bble3gHasi mpoBepka.

4. Cpok npoBefieHHs] MPOBEPKH U TOPSIOK €€ opranuzanuu. OrpaHudeHus pyu ITPOBEICHUU
MIPOBEPKHU.

5. [Topsimok oopmIIeHUS pe3yIbTaTOB MIPOBEPKHU.

6. Mepsl, TpUHUMaeMble B OTHOLIEHUH (DAKTOB HapyIICHUI.



7. Puck-opreHTUpOBaHHBIN MOIXO] MPU OPraHU3alUU OTAEIBHBIX BHJIOB IOCYJapCTBEHHOIO
KOHTpOoJIs (Hag3opa). Llenn u chepa npumeHeHus.

8. OTBETCTBEHHOCTh OPraHOB TOCKOHTPOJISl, MyHHUIIUIIAJBHOTO KOHTPOJS, UX AOKHOCTHBIX
JUL TIPU TTPOBEACHUU TTPOBEPKHU.

9. AIMUHUCTpAaTHBHAS YTOJOBHAS OTBETCTBEHHOCTH IMPU HAPYIICHUH HOPM OOecreyeHus Ka-
YEeCTBA JICKAPCTBEHHBIX CPEJICTB.

10. OcHOBaHUS I HACTYIUIEHUST AJMHHUCTPATHBHAs YroOJIOBHAs OTBETCTBEHHOCTh IIpHU
HapyLIEHUH HOPM O0EeCIIeYeHUsI KauecTBa JIEKAPCTBEHHBIX CPE/ICTB.

1. Bo3menienue Bpena, IpUUYMHEHHOTO 3I0POBbIO TpakJaH BCJIEACTBUE MPUMEHEHUS JEKap-
CTBEHHBIX IIpEnapaTosB.

®APMALIEBTUYECKU MAPKETUHT

l. OOm1as XxapakTeprUCTHKa MUPOBOTO (papMaIieBTHUECKOTO PhIHKA

2. N3ydeHne KOJIMYEeCTBEHHBIX XapaKTePUCTUK (hapMalleBTUYECKOTO phiHKa. 4.  [IpuHIMIBI
cerMeHTanuu (papManeBTUYECKUX PHIHKOB.

5. ToBap B cucteme MapkeTUHTa. ACCOPTUMEHTHAs U TOBapHas MOJUTHKA (papMalleBTHUECKIX
U anTeYHbIX OpraHu3alni.

6. CyImHOCTb, 3BOJIONHS, TPUHLIUIBI U (YHKIIMA MAapKETHUHTA.

8. Kommieke MapKeTHHTOBBIX KOMMYHUKALUH U €ro (POpMUPOBAHUE KOHKYPEHTOCIIOCOOHO-
CTH TOBapa.

9. Pexiiama Ha MecTe npoaax. MepuaHJaii3uHT B allTEUHBIX IPEANIPUATHUSX.

10. DBOJIOIHS coiepKanus M (OPM MapKETHHTA.

1. CoBpeMeHHBIC KOHIIENIIUN (papMarieBTUIeCKOro MapKeTHHTA.

TEOPETUYECKHUE OCHOBBI TOBAPOBEJAEHHUS. TOBAP, KIIACCUOHUKALIAA U
CTAHJAPTHU3ALIMA TOBAPOB

1. HCHB M 3aJa4YU JUCHUIIJIMHBI MCIUIIMHCKOC U q)apMaHGBTI/I‘-ICCKOG TOBAapOBCACHUC.
2. Mertoibl TOBapOBEAEHUS

3. ToBap. Onpenenenue ToBapa, TpyIbl TOBapPOB.

4, XapakTepuCTHKa TOBAPOB TPYMIIBI ITMPOKOTO MOTPEOICHUS

5. XapaKkTepuCTHKa TOBAPOB TPYIIIbI HHANBUAYATIBHOTO MOTPEOISHUS

6. XapakTepuCcTUKa TOBAPOB MPOU3BOICTBEHHOTO Ha3HAUECHUS

7. Omnpenenenue, e, BUABI KIacCH(PUKAIIUH TOBAPOB

8. Knaccudukanmonssie mpu3Haky I MEAUIIMHCKOTO U (papMarieBTHIeCKOTo
TOBapPOBEICHUS

9. Kareropuu kinaccugukatropoB TOBapoB U yCIyT

10.  KoaupoBaHue U KOJIbI IPOAYKIIUH
11.  IltpuxoBoe KOaUpPOBaHUE

12. CrangapTu3anus anTeuHbIX TOBApOB. Buabl ctaHaapToOB



13. CrangapThl KauecTBa Ha TOBAPHI U YCIYTH.
14. HTJI nns umMnopTupyeMbIX allT€YHBIX TOBAPOB

15. Mertponorudeckast ciyxo6a. E€ 3nauenue.

ACCOPTUMEHT MEJUIIMHCKUX U ®APMALIEBTUYECKNX TOBAPOB, KAUECTBO
TOBAPOB. ®AKTOPLI, BJIMAIOIIME HA ®OPMHUPOBAHUE ACCOPTUMEHTA U KA-
YECTBO TOBAPOB.

1. CoBpeMeHHBINH (hapMarieBTUYECKH phIHOK. Ero XapakTepucTrhka, TEHACHIIMU U TEePCIICeK-
THBBI.

2. CtpyKTypa pbIHKa, OCHOBHBIE YYACTHUKHU PBIHKA.

3. MupoBoii hapMarieBTHIECKUi PHIHOK. AHAJIU3 COCTOSTHUS PBIHKA.

4. ACCOPTUMEHT MEIUITMHCKUX U (papMaIleBTUYeCKUX TOBAPOB. BUABI U CTPYKTypa acCOpTH-
MEHTA.

5. AHanM3 1 OCHOBHBIC XapaKTEPUCTUKUA aCCOPTUMEHTA

6. KauectBOo MeaumuHckux u papmareBTHUecKux ToBapos, [lokazarenu kayecTna.

7. dakTopsl, popMUpYIOITHE KAYECTBO TOBAPOB.

8. @daxTophbl, BIUSIONIME HA COXpaHEHUE U U3MEHEHHE KayecTBa Ha dTanax oOpalleHus U HC-
MOJIb30BAaHUS TOBAPOB.

9. [Ipuemka ToBapoB U MX XpaHEHUE B (papMaIeBTUUECKUX OPTaHH3AIUIX

10. VYipasieHrue acCOPTUMEHTOM TOBAPOB B anT€YHOW opraHuzanuu. OaxTopsl, BIUAIOIINAE HA
noTpedieHre JeKapCTBEHHBIX MpernapaToB U U3ICTUN MEIUIIMHCKOTO HA3HAYCHHUSI.

1. MapkeTHHTOBBIC HCCIICIOBaHHS phIHKA. KOHKYpEHTOCIIOCOOHOCTH TOBapOB M YCIYr Ha
(dhapMaIeBTHIECKOM PBHIHKE.

12. MapkeTHHTOBBIC UCCIISIOBAHUS MEAUITMHCKUX U (papMaIeBTUUECKUX TOBAPOB:

13.  Merozasl u3yueHus: crpoca U MoTpeOIeHHs aTeYHbIX TOBAPOB: JIEKAPCTBEHHBIX CPEICTB U
W3J1eNINi METUIIMHCKOIO HA3HAYEHHUS.

14. MapKeTUHroBO€ IJIAHUPOBAHUE ACATEIBHOCTH (apMaIleBTHIECKOM OpraHnu3aluu

15. AHanu3 pe3ylbTaTOB MapKETHHIOBOW AEATEIBHOCTH (papMalleBTMUECKON OpraHu3aluu U

pa3paboTKa KOPPEKTUPYIOIIUX MEPOTIPUSATHA.

5. HPAKTUYECKASA YACTb:

1. BaMm, Kak pyKOBOAMTEIIO BHOBb OTKPBIBAEMOH amlTeKH, 0OCTyKMBAIOILIEH HaceleHue, HeoOXo-
IUMO c(hOpMUPOBATh IITAT COTPYAHUKOB. UeM ompeaensiercs ero YncieHHoCcTs M cTpykrypa? Ka-
KOBBI TpeOOBaHMA K (papMalleBTUUECKOMY INEepcoHally Takod opranuzanuu? [lepedncianre OCHOB-
HbI€ JI0JKHOCTHBIE 00S13aHHOCTH PA3JIMYHBIX KaTEropuii paOOTHUKOB aANTEKH.

2. BaMm mpencTtouT CKOppEeKTUPOBATH CIOKUBIIMHCA aCCOPTUMEHT TOBApOB alTEUHOW OpraHu3a-
AU 711 00ECTIEYCHUST COIMAIbHOM JOCTYITHOCTH U KOMMEPYECKou 1erecooopasnoct. Chopmy-
JTUpYHTE U 00OCHYHTE MPUHLIUIBI (OPMHUPOBAHUS ACCOPTUMEHTA alTEYHBIX TOBAPOB, B TOM YHUCIIE



JIEKaPCTBEHHOT'O PACTUTENIBHOTO CHIPhS PA3IUYHBIX (PapMaKOJIOTHYECKUX TPYIIIL.

3. Bam Heo6x0IuMO OpraHu30BaTh B alITEKE OTITYCK JIEKAPCTBEHHBIX MTPENapaToB
4. neKpeTHpPOBAHHBIM IpYIIIaM HaceJEeHUs Ha JIbIOTHBIX yciaoBUsX. [loscHuTe mopsaok
5. opraHu3anuy U yyeTa JaHHOTO BHJA (papMaleBTUYEeCKUX paboT U yCIIyT.

6. PernonasbHBIM IIEHTPOM KOHTPOJIS KaueCTBA OBLIIN U3BATHI JIEKAPCTBEHHBIE CPENICTBA, U3TOTOB-
neHHble B anTeke. [losicHuTe mopsAI0K U3BATHUS, JOKYMEHTAILHOTO O(OPMIICHUS U OTPaKEeHUs J1aH-
HOM MPOUEIYPHI B YUETE.

7. CocraBnsisi (MHAHCOBBIA IIJIaH aNTEYHOTO MPEANPHATHS Ha MpeACTOoSIUN mnepuon, Bam
HEO0X0IMMO TPETyCMOTPETh BCE BO3MOXKHBIE UICTOUHUKHU MOTYYSHHS JOXO0Ja U MPUOBLTH. Y KaXH-
TE€ MyTH MAaKCUMHU3ALUHU MPHOBLUIN U JIaliTe XapaKTepUCTUKY MOKa3aTessIM, TTO3BOJISIIOIUM KOHTPO-
JUPOBATH OE€3YOBITOUHYIO AEATEIBHOCTh U ONPEIEIATh CTENEHb IPEAIPUHIMATEIBCKOIO PUCKA.

8. B amrTeuHO#l opraHW3amMM MPOBEIM 3aMEHY TOProBOTO 000pymoBaHus. CpOK IMOJE3HOTO HC-
MOJIB30BaHUs CTaporo He UcTeK. [logcHUTE NOKyMEHTAIbHOE OTpPaK€HHWE JAHHOW XO3AMCTBEHHOMU
onecpanunu B GYXFaHTepCKOM YUC€TC U €€ BJIMAHNC Ha PC3YJIbTAThI ACATCIIbHOCTH alITCKU.

9. Bam, pyKOBOIUTENIO alTEUHON OpPraHU3alMU T'OTOBBIX JIEKAPCTBEHHBIX MPENapaToB, MPEICTOUT
OpPTaHW30BaTh U3TOTOBIICHUE JIEKAPCTB [0 MHAWBUIYaTbHBIM PEIENTaM U TPEOOBAHUSIM MEIUIINH-
cKkuX opranuzauuii. Kakue usmeHeHUs] HEOOXOAMMO BHECTH B OPTraHU3allMOHHYIO CTPYKTYpY, CO-
CTaB, MJIAHUPOBKY MOMEIICHUH U MX OCHAIIEHHE IJs oOecreueHusi HOBOro BUAA ACSTENbHOCTH?
Kakune nononHuTenbHbIE JOJPKHOCTH IPEICTOUT BHECTH B IITATHOE pacnucaHue?

10. Bam HE0OXOIMMO OpraHWU30BaTh ANTEKy MEAMIIMHCKOW opraHuzamnuu. [loscHute crnemudude-
CKue 0coO0eHHOCTH TpeOoBaHMs K Takoil anteke. [IpuBeauTe nepeueHb HEOOXOIUMBIX TTOMEILICHHH,
o0opynoBanus u ocHameHus. Kakoit mepconan u B kakoM kojnuectBe Bam morpedyercsa? OObsic-
HUTE MOCJIE0BATEIBHOCTh OPraHU3alluK MIEPBUYHOTO y4deTa IPOLECCOB U3TOTOBICHHUS U OTIYCKa
JIEKapCTBEHHBIX IPENapaToB B OTACICHHUS MEAULIIMHCKOW OpraHu3aIlig.

11. Bam, 3aBenytoiiemMy OTIEI0M XpaHEHHUs JICKAPCTBEHHBIX MpenapaToB, OTHECEHHBIX K

criucky II u IIT ITepeunss HC, 1B u ux npexkypcopoB, HEOOXO0AMMO OpraHU30BaTh paboTy MO XpaHe-
HUIO, OTIIYCKY U UX y4YE€TY B COOTBETCTBUHU C TPEOOBAHUSIMH HOPMATUBHBIX IOKYMEHTOB, PETJIaMEH-
TUPYIOIIUX JaHHBIN BUJ (papManieBTUUeCKO nesTenbHocTH. V3noxure ran Bamux neificTBuid.

12. B anTeyHOW OopraHu3anyy MpyU IpUEMKE TOBapa OT ONTOBOH (apmaleBTHUECKOil opraHu3anuu
BbIsIBIIEHA HepocTada. Kak Bel moctynure B naHHO# cutyauuu. M3moxxuTe nopsiiok npueMa ToBa-
POB U IOKyMEHTAJIbHOI'O OTPAYKEHHsI B COOTBETCTBUU C TPEOOBAHUAMHU HOPMATUBHBIX JOKYMEHTOB.

13. Bam HEOOXOIMMO OpraHU30BaTh pa3MEIICHUE B allTEYHON OpraHU3allUK MPUHATHIX OT ONMTOBOTO
MOCTaBIIMKA TOBAPOB 110 MECTaM XpaHeHHs. 310%kuTe NpUHLMIIBI U MpaBUjia OpraHu3aliy XpaHe-
HUS JIEKapPCTBEHHBIX MPENapaToB W JPYIMX TOBApOB B alTEKe B COOTBETCTBHM C TPeOOBaHUAMU
HOPMATUBHBIX JOKYMCHTOB.



14. B Bameii antedHoil opraHu3aiuy IpeACcTOUT TIaHOBas MpoBepka Poc3npaBHaa30poM mopsaka
XpaHeHHs, Yy4yera U OTIIyCKa JIEKApCTBEHHBIX IIPENaparoB, MOMIEXKAIIUX IPEIMETHO-
KOJIMYECTBEHHOMY ydeTy. OCylecTBUTE BHYTPEHHUN KOHTPOJb JAHHBIX IIPOLIECCOB B COOTBET-
CTBUH C TpCGOBaHI/IHMI/I HOPMATUBHBIX TOKYMCHTOB.

15. Uucniektopom Poc3npaBHam3opa ObUTH BBISIBICHBI HAPYIICHHUS CAHUTAPHBIX TpeOOBaHWM B am-
TEYHOW OpraHu3alliy, UMEIOIIEe MpaBo Ha M3TOTOBIIEHUE JIEKAPCTBEHHBIX cpelncTB. K kakum mo-
CIIEICTBUSIM MOXKET MPHUBECTH JaHHas cuTyanus? OxapakTepu3ylTe CaHUTapHO- TMTHEHHYECKHe
TpeOOBaHUS, MPEAbSIBISIEMbIE K TAKOM allTEeYHON OpraHU3aliH.

16. Bam HeoOX0AMMO OpraHU30BaTh B allTE€YHON OPraHU3aIMH OTIYCK JIEKapCTBEHHBIX MPETapaToB
10 aMOYJIaTOPHBIM pelienTaM Ha JIbTOTHBIX YCIOBUsX. [10sICHUTE MOPSIIOK MOTY4YeHHUs, XpaHEHUS U
OTITyCKa JIEKapCTBEHHBIX NpenapaToB. OOBSICHUTE MOPSIOK B3aUMOPACUYETOB.

17.Y MarepuaibHO-OTBETCTBEHHOTO JIMIA alTEYHON OpraHU3allMM BBISIBJIEHA HEIOCTaya MaTepH-
aNbHBIX LIeHHOCTeH. [IpokoMMeHTHpYHTEe JaHHYIO MPOOIEMHYIO CUTYAlMIO, BEPOSITHbIC MPUYMHBI
€e BO3HUKHOBEHUS U MEXaHU3MBbI ycTpaHeHus. OxapakTepu3yiTe yCIOBUSl YCTAHOBJIEHUS, OPSA0K
JAOKYMCHTAJIBLHOT'O O(bOpMJIeHI/IH MaTepHaHBHOﬁ OTBCTCTBCHHOCTU U BO3MCHICHHUA MATCPHUAIIBHOTO
yiepoa.

18. Uncnektopom Poc3npaBHan3zopa ObUIM BBISIBIEHBI HApYIIEHUS CAaHUTApHBIX TPeOOBaHMIA B arl-
TEYHOM OpraHM3alii, UMEIOIIEeH NMPAaBO Ha M3TOTOBJIEHHUE JIEKAPCTBEHHBIX cpeAcTB. K kakuMm mo-
CIEICTBUSIM MOXET MPUBECTH JNaHHAs cuTyauus? OXapakTepU3yWTe€ CAHUTAPHO-TUTMEHUYECKHE
TpeOOBaHUs, MPEAbSIBISIEMbIE K TAKOW allTeYHON OpraHU3aliH.

19. Bam HeoOxoaumo cHopMUPOBATh PO3HWYHBIC IIEHBI HA TOCTYIHUBIINE B alTEUYHYIO OpraHU3a-
U0 JIeKapcTBeHHbIe mpenapaTsl. ChopMmynupyiiTe 0CHOBOMOIAraromue MPUHLIKIBI [IEHOBOK IO-
JINTUKH allTeYHOHU OopraHu3anunu. HNwmerorcd mm OIrpaHHUYCHUA

TOPrOBOM HAIIEHKU Ha JIEKapCTBEHHBIE cpencTBa? OxapakTepusyiTe mporecc GopMUPOBAHUS LIEHBI
Ha JICKapCTBEHHBIE MPerapaThbl Ha BCEX ATarax ux oOpaiieHus.

20. B nepuoj 3nuaeMuu TpUIINa anTeyHasi OpraHu3anusi He CMOIJIa yJOBJIETBOPUTH CIPOC Ha Mpo-
TUBOBUPYCHBIE JIEKAPCTBEHHBIE MpenapaThl. ¥ KaXKUTE MPUYMHBI M MOCIEACTBUSI CIOXKUBIICHCS CH-
Tyallud, IMyTH YCTPaHEHHUs HEraTUBHBIX HocieacTBuil. OxapakTepusyiiTe pa3HOBUAHOCTH CIpOCa,
€ro BIHsSIHKUE Ha paboTy Mo (hOPMHUPOBAHUIO HOMEHKIIATYPHI U pa3MEPOB TOBAPHBIX 3aIMACOB.

21.1IpokypaTypa BbIIBHJIa HapylleHHUs Ipu (HOPMHUPOBAHUU IIEH Ha JICKAPCTBEHHBIC IMPENapartsbl,
BKJIFOYCHHBIC B ICPCUCHDb )I(HBH@HHO-HCOGXOI[I/IMBIX u BaxHenmux. IlosicHute oejib 1 OCHOBHBIC
MEXaHHU3MBbl TOCYIapCTBEHHOTO PEryJIMpPOBaHUS IIeH Ha JIEKApCTBEHHbIE MpernapaThl, OTBETCTBEH-
HOCTh 3a HapylieHue TpeboBaHmii 3akoHOAaTebcTBa. OOOCHYIWTE BIUSHUE TOCYIapCTBEHHOTO pe-
TYJIUPOBaHUS 1IeH Ha SKOHOMUKY alTeUHOM OpraHu3aluu.

22. BaM npencTouT MpOBECTH aHAJIN3 PE3Y/IbTAaTOB JEATENILHOCTH anTeyHo! opraHu3zauuu. Yrto Oy-
net npexMerom Bamero ananuza? IloscHuTe posib 3KOHOMUYECKOTO aHalIM3a B YIIPABJICHUU TpEN-
NpUATHEM, MOPSAJOK OpPraHU3ally AHAIUTHUYECKOW paboThl, MeToabl aHanu3a. OxapakTepusyite



IMOKAa3aTCiu, HMCIOJb3YEMBIC IJIA OLCHKH PE3YJILTATOB Q)HHaHCOBO-XOSHI;'ICTBCHHOI\/'I JACATCIIBHOCTH
allITCKU.

23. OnToBble OCTABIIMKHA HAPYIIAIOT COTIACOBAaHHBIE 00BEMBI U CPOKU ITOCTAaBOK TOBAPOB B aIlTe-
Ky. YKaXUTE BO3MOXHbBIEC IPUUNHBI M IPEJJIOKUTE AEUCTBUS MO BBIXOAY U3 CIOKUBILIEIHCS CUTYa-
. O0OCHy#Te, K KaKUM IOCIIEACTBUAM MPUBELYT MepeOor B MOCTABKAX JIEKAPCTBEHHBIX Iperna-
paToB, MPEAJIOKUTE MEPBI 10 MPEAYNPEKICHUI0 BO3MOXKHBIX HocneacTBUi. CocTaBbTe MEpeyeHb
MEpONPHUATHIA, HANIPaBJIEHHBIX HA YIPaBIEHHE TOBAPOOOOPOTOM.

24. B anTe4HO# OpraHu3alii HaMeTUIach TCHISHINS K CHUKCHUIO 00BeMOB peanu3arui. Ha3zoBu-
T€ BEPOSATHBIE MPUYHUHBI CI0KUBLIEKUCS CUTYALlUU, €€ COLMAJIbHbIE U IKOHOMHUYECKUE MOCIEACTBH-
SIM. YKQKUTE TOJIXO0/IbI K TUIAHUPOBAHUIO pealn3alluy 10 BUJAM M COCTaBHBIM yacTsM. CocTaBbTe
nepeueHb MEPOTIPUATHN, CIIOCOOCTBYIOIIMX BHITIOJTHEHHIO TJIAHA peaTn3aliiu.

25.Pe3ynbpTarhl SKOHOMUYECKOTO aHajdu3a MOKa3ajdu, YTO B AlTEYHOW OpraHu3aluyd CHHU3UJIACH
CKOPOCTh 000pauMBaeMOCTH TOBAapHBIX 3amacoB. Ha3oBUTe BeposATHbIE MPUUUHBI CIOXHUBILIEHCS
cutyaunu. Kak 310 oTpasutcs Ha pe3yiabTarax JAEATEIbHOCTH aNTE€YHOM OpraHU3aluu? Y KaKUTe
MOAXOAbl K OMPEIENICHUIO ONTUMAJILHOTO pa3Mepa TOBApHOIO 3araca U BO3MOXKHbIE TYTH YCKOpe-
HUSL 000paYBAEMOCTH TOBAPOB.

26. Aanu3 cocTtaBa U CTPYKTYpPbl pacXOOB IIOKa3aj, YTO YAEJIbHBIN BEC IOCTOSHHBIX Pacxoj0B
3HAYUTEIBHO BhINIE nepeMeHHbIX. C ueMm 370 cBa3aHo? JlaliTe XapakTepUCTHKY MOCTOSIHHBIM U Tie-
peMeHHBIM pacxojam. JlaiiTe moHATHE OMEepallMOHHOTO pblYara, ero 3HaueHHe B OIICHKE 3KOHOMHU-
yeckoi 3 (PEKTUBHOCTH TOPTOBOM NIEATEILHOCTH allTeYHON OpraHU3aIliH.

27.Cocrapinsas (MHAHCOBBIN TUTAH allTEYHOW OpraHW3aIMK Ha MPEICTOSIINI nepruoa, Bam HeoOxo-
JMMO MIPENYCMOTPETHh BO3MOXHBIE HUCTOYHUKHU IIOJyYEHUS U1 OCHOBHBIE

HalpaBJIeHUs UCIIOJIb30BaHus MpUOBLIH. 1o KakuM mokazaTensM Bel Oynere KOHTPOIMPOBATH Jesi-
TEJILHOCTb, YTOOBI OHA HE COMPOBOXKIANIACH YOBITKAMH?

28. Pe3ynpTaThl 5JKOHOMHUYECKOTO aHalM3a MOKa3ald, YTO B alTeYHOW OpraHU3alud HaOII0IaeTCs
cHKeHne () ()EKTUBHOCTH UCIOJIB30BAHUS TPYIOBBIX pecypcoB. [losicHUTE BO3MOKHBIC TPUIHH
JAHHOM CUTYallUH, MPEIJIOKUTE MYyTH UX ycTpaHeHus. JlaiiTe XapaKTepuCTUKY TTOKa3aTelsiM, TpH-
MEHSEMBIM TSl OLIEHKH 3(()EKTUBHOCTH UCITOJIB30BAHUS TPYIOBBIX PECYPCOB.

29. BaM, HHAMBHIyaIbHOMY NPEANPUHUMATENIO, IPEACTOUT MOIYYUTh JIMLEH3UI0 Ha (hapMaleBTH-
YEeCKYIO JesTeIbHOCTh. [losicHUTE MOPSI0K JIMIEH3UPOBAHUS BUIOB (hapMaIleBTUUECKON JeSITEb-
HOCTH.

30. BaM, pyKOBOJUTEIIO alITEYHON OpraHU3AIMK, HEOOX0IUMO C(HOPMHUPOBATH YUCTHYIO
MOJINTUKY Ha MPEACTOSIMUA (PuHAHCOBBINM roa. OxapakTepu3yiTe TpeOOBaHUS K YYETHOUW MOJUTH-
K€, IPUHLHUIIBI €€ (POPMUPOBAHMUSL.

31.1Ipu mpoBepke OOCITYXMBAIOIIMM OaHKOM COOJIIOJCHHS AalnTe4YHOM OpraHu3alMel KaccoBOU
JUCLUTUTMHBI ObTO OOHAPYKEHO MPEBBIIICHUE JIUMUTA JICHEKHBIX CpelCTB. JlaiiTe MOHATHE TUMU-
Ta JIGHEKHBIX CPEJCTB B Kacce, MOPSAOK €ro ONpeNeeHusl U CAa4l CBEpX JMMHUTHOW BBIPYYKU B



OaHK.

32. Pe3ynbTaThl SJKOHOMHUYECKOTO aHAJIM3a CBHJIETENBCTBYIOT, UTO B alTeKe HAONIOACTCS CHUXKE-
HUE PPEKTUBHOCTH UCIOIB30BAHUS TPYAOBBIX pecypcoB. JlalTe XapaKTEpUCTHKY MOKa3aTeNsM,
NPUMEHSEMBIM JUIsl OLEHKH 3()(PEeKTUBHOCTH UCTONB30BaHUS TPYIOBBIX pecypcoB. [losicHuTe BO3-
MO>KHbBIE TPUYMHBI JAHHON CUTYallUH U MPEUIOKUTE IYTH UX YCTPAHEHUS.

33. BaM, pyKOBOAMTEIIO allTEYHOW OpraHU3allKi, HEOOXOIMMO TIPH 3aKITFOYEHUHU TOTOBOPA TTOCTAB-
KU OIpeneiuTh GopMy pacdera ¢ MOCTaBIIMKOM TOBapoB. OxapakTepu3ylTe pa3pelieHHbIE 3aK0-
HOJATEIBCTBOM JUISl FOPUANYECKHX JIUI] POPMBI O€3HATNYHBIX PACUETOB, MOPSAIOK UX yUETA.

34. Bam HE0OXOIUMO COCTaBUTH TOBApHBIM O0TYeT 3a Mecsl. OxapakTepu3yiTe Ha3HaAYCHHUE, METO-
JIMKY COCTaBJIEHHUS OTYETA, PUXOJHBIE U PACXOAHBIE TOBAPHBIE ONEPALMH, ONPEACIUTE JOKYMEH-
TBI-OCHOBAHHUsS JJIs1 cocTaBieHus oTdyera. CpoKM M HOPSIOK MPEICTaBIEHUs] TOBAPHOIO OTYETa B
OyXTaJITepHUIO alTeKH.

35. AnTeyHas opraHu3aiys MEpeBeIcHa YIPABJICHUEM I10 HAJIOTaM U cOopam ¢ YIPOIIEHHOW CH-
CTEMBI Ha O6H_IyIO CUCTCMY HEL]IOFOO6JIO)K€HI/I$I. YKakuTe BO3MOKHEIE MMPUYIUHBI JAHHOT'O PCIICHUS
U TIOSICHUTE HOBBIM COCTAaB HAJIOTOB, MOPSAOK MX pacyeTa, a TakKe MpaBa M O0S3aHHOCTH aNTeKH
KaK HaJIOrOIIaTeIbUINKA.

36. BaM, pyKOBOJMTENIO allTE€UYHON OpraHu3aIui, HeOOXOAMMO TPOBEPUTH MPABHUIHHOCTh COCTAB-
neHus OyxranrepoMm «OTdeTa 0 MPUOBUIAX M YOBITKaxX» 3a OTYETHBIN nepuoi. OxapakTepu3yuTe
MOPSAJOK ydeTa JOXOJOB U PacXOJ0B, BbIBeICHUS (PMHAHCOBOIO pe3ysbTaTa XO3SWCTBEHHOU aes-
TEIbHOCTH aNlTeKH, METOJIUKY COCTaBJICHHsSI OTYETa O MPUOBUISAX U YOBITKAX.

37. DKOHOMHUYECKHI aHaIMU3 PAacXOJ0B HA OIUIATy TpyJa MOKa3al, YTO TEMIl pOCTa PacXxoJ0B Ha
OIJIaTy TpyJa paOOTHUKOB MPEBBIIIAET TEMI POCTa MPOU3BOAUTEIBHOCTU TPYAA. YKAKUTE BEPOST-
HBIC HpI/I‘II/IHBI, K KaKUM IIOCJICACTBUAM HpI/IBe,Z[GT CJIOXKHUBIIAACA TCHACHIIUA. Hpe;[non(HTe Mepbl 10
YCTPAHEHUIO BBISABICHHBIX HEIOCTATKOB. YKAXKHUTE MOPSAOK ydeTa Tpy/Aa U pacdeToB IO 3apaboT-
HOM IIIaTe.

38. [IpoBU30PY-TEXHOJOTY MPEIOCTABISIETC OoYepeaHOoN OoTnyck. [losicHuTe MOpsiAOK MpeaocTaB-
JICHUS U OILIaThl OTIYCKOB, TOKYMEHTAJILHOTO OOPMIICHHS U OTPAKEHUSI B OyXTalITepCKOM ydeTe
JTaHHOTO (haKTa XO3SUCTBEHHOW KU3HU.

39. Pe3ynpTaThl 3KOHOMHUYECKOTO aHajgM3a IOKa3ajid, 4TO B TEKYyLIeM roay HaOJrogaercss pocT
YPOBHS pacxo/0B B alnTeyHoOW opraHu3auuu. IloscHUTE BO3MOXHBIE IPUUMHBI JTaHHOW CUTYyallUH.
OxapakTepu3yiTe pacxoJpl anTeYHOW OpPraHM3alMH, YKaXuTe (AaKTOpbl, HX OMpPENENAIolIne U
IPEJIOKUTE MyTH MUHUMHU3AINH PACXO0B.

40. Bam, pyKOBOJIUTEIIO aNTEYHONW OpraHU3allud, HEOOXOIUMO MPOBEPHUTH MPABUILHOCTh COCTaB-
neHus Oyxrantepckoro Oananca. OxapakTepu3yhuTe CTPYKTYPY JaHHOTO JOKYMEHTa, METOJTUKY CO-
CTaBJICHUSA, €T'0 3HAUYCHUC OJIA ueneﬁ YIIpaBJICHUA.



41. Bam, pyKOBOJMTEIIO allTEYHON OpraHU3aIlii, HEOOXOUMO OPTaHU30BaTh OYXTaaTEepPCKUN ydeT
XO03sIMCTBEHHBIX TporieccoB. OxapakTepu3yiTe CUCTEMY OYyXTaJITepCKOTO y4era, ero 3ajaqu, 00b-
eKThl 1 MeToAbl. [Ipu mocTperncTpallmuoOHHOM MOHUTOPHHIE JIEKAPCTBEHHOTO Ipernapara Oblia BbI-
sBJICHa HOBas MpobiiemMa, cBA3aHHas ¢ Oe30macHOCThI0. HalnoHanpHble peryisiTOpHbIe OpraHbl UH-
(GopMHpOBaIM COOTBETCTBYIOLIETO JEPKaTeNsl PETUCTPALIMIOHHOTO YIOCTOBEPEHUS O NPHUHITHU
pellleHus MO BKJIIOYEHHIO 3TOr0 MperapaTa B CIHCOK JIEKAPCTBEHHBIX MPENnaparoB, MOANEKAIIUX
JOTIOTHUTEIbHOMY MOHUTOPUHTY. UTO B 3TOM ciiyyae 00si3aH cIenaTh JepiKaTellb PerucTpanuoH-
HOT'O YOCTOBEpPEHHUS?

6. CHHICOK PEKOMEHIYEMOM JIUTEPATYPHI K TOCYJAPCTBEHHOHN UTOI'OBOM
ATTECTAIIMH IO COEIIUAJIBHOCTHA CTOMATOJIOTI'ASI TEPAITEBTUYECKAS

OcHoBHasi InTepaTypa

1. VYnpasnenue u skoHoMuKa papmanuu: B 4 1. T. 1. @apmaneBruueckas aesTeabHOCTh. OpraHusa-
Ul U peryaupoBaHue: YUeOHUK A7 CTYACHTOB. A Bbicul. Yueb 3aBenenuii / M.B. Kocosa, E.E.
JlockyroBa T.II. Jlaryrkuna M.: M3natenbckuii eHT «Akanemus», 2003. — 384c.

2. VYmopaenenue u dSKkoHomHKa ¢apmanuu: B 4 1. T. 2. Yyer B anTe4yHbIX OpraHU3aIMIX:
OTIEPATUBHBIN, OyXTanTepCKUii, HATOTOBBINA: YUEOHHK /ISl CTYICHTOB. /IS BBICIIL. y4eO0. 3aBeleHUI
/ A.A. Teogoposuu, E.E. JlockyroBa, E.A. MakcumkuHa M.: 3parenbCkuii EHT «AKAIEMUS,
2008. — 448 c.

3. VYnpaBienue u skoHomHKa (apmanmu: YueOHuk / Ilox pen. B.JI. Barupomoii. - M: OAO
«H3marenscTBO «Meaummaay, 2004,

4. VYmnpanenue u 3xoHoMHKa papmanuu [Teker] : yueoHuk o crerl. 33.05.01 "®dapmanusa", 33.08.02
"VrpaBnenue u s3xkoHomuka papmanun" / bormanos B. B., Bacsruna 0. A., 3onorapesa H. I'. u ap.
; moxa pen. M. A. HapkeBuu ; Munoopuayku PO. - M. : I'D0OTAP- Menua, 2017. - 923, [4] c. : un.,
TalJI.

5. KubGanoB A.f. VYmpaBieHue mEpCcOHAIOM OpraHU3aIMM: aKTyalbHble TEXHOJOTUH Haiima,
amantanuu u arrectanuu [Tekct] yue6. mocodue / A.Sl. Kubanos, U.b. [lypakoBa. -2-¢ uzn.-M.:
KHOPYC, 2012.-368 c.

6. Menununckoe ToBaposeaenue [Teker] : yue6. mocobue ms crer. 060108.65 - @apmarust / Mynuk
1O. A., HoBukoBa U. E., 'annuesa JI. M. u np. ; BonrrI'MY Munznpasa P®. - Boarorpan : U3a-Bo
BonrI' MYV, 2014. - 309, [3] c. : un.

7. MenumnuHckoe U dapMaIeBTUUECKOe TOBAPOBEACHHE [ DJIEKTPOHHBIN pecypc]: yueOHUK / moa pes.
U. A. HapkeBuua - M. : I'DOTAP-Menua, 2019. - 528 c. - ISBN 978-5-9704-4933-2 - Pexum
nocryna: https://www.rosmedlib.ru/book/ISBN9785970449332.html

8. Ymapos C.3., Meaunuackoe u ¢apMaleBTHUECKOE TOBapOBeAeHUE [DIEKTPOHHBIN pecypc] :
VYuebnuk / C.3. Ymapos, U.A. Hapkesuu, H.JI. Kocrenko, T.H. [lyunnuna. - 2-e u3f., ucop. - M. :
I'DOTAP-Menua, 2004. - 368 c. (Cepus "XXI Bex") - ISBN 5-9231-0464-4 - Pexxum gocryma:
https://www.rosmedlib.ru/book/ISBN5923104644.html

9. MeaumnuHackoe W (papManeBTHYECKOE TOBAapOBEACHUE [DJIEKTPOHHBIM pecypc]| : ydeOHUK /
Bacnenosa O.A. - 2-e u3n., ucnp. u gon. - M. : I'DOTAP-Meaua, 2009. - 608 c. - ISBN 978-5-
9704-1106-3 - Pexxum nocryna: https://www.rosmedlib.ru/book/ISBN9785970411063.html
JonoHuTe/ILHASI IUTEPATypPa




10.

11.

12.

13

14.

15

[IpaBoBBIE OCHOBHI (hapmalreBTUUECKON AesTenbHOCTH B Poccuiickoit deneparuu [Teker] : Hayy.-
npakt. pyk. / Ceprees 1O. /1., Moxos A. A., Munymun M. U., Cenosa H. H. - M. : MUA, 2009. -
480 c.

laanuesa JI. M. ®apmarieBTudeckoe TOBapoBeneHUE [DIEKTPOHHBINH pecypc] : yued. mocodue K
OpaKT. 3aHATUAM JUIs cTyaeHToB V kypca (IV cemectp) dapmaneBt. ¢ak. / 'anmuesa JI. M.,
Cricyes E. b., Mynuk 0. A., Camoxuna E. A. - Boarorpaa : U3n-so BonrI'MYV, 2008. - 158 c.

Pamenckas I'. B. ®dapmaneBTuueckoe B3anMoaencTBue [DnekTpoHHslil pecype] / Pamenckas I'. B. -
M. : I'D0TAP-Menua, 2011. - Pesxum nocrymna: http://www.studentlibrary.ru/

®dapmareBTHUeCKOe ToBapoBeaeHue [ TekcT] : (MeTo. pek. mo Mea. u (papMail. TOBApOBEACHHIO TSI
CaMoCTOSIT. paboThl cTyneHTamHu 5 kKypca dapmar. dak. 3a0u. popmbel odydenus) / [OY BIIO
BonI'MY Munsapascorpassutus PO, Kad. ynpasnenus u sxkoHoMuk# papmanuu, Mel. u Gpapmail.
ToBapoBeAeHus ; [cocT.: JI. M. 'annuesa, E. b. Cricyes, 0. A. Mynuk, E. A. CamoxuHa]. - Boaro-
rpan : [bnank], 2008. - 125 c. : un.

KoHTponp kadecTBa JEKapCTBEHHBIX CPEICTB [DNEKTPOHHBINA pecypc] : yueOHuk / mox pen. T. B.
[Inerenéroit - M. : [DOTAP-Menua, 2014. - 560 c. - ISBN 978-5-9704-2634-0 - Pexxum nocryna:
https://www.rosmedlib.ru/book/ISBN9785970426340.html

Buyxkosa B. A. IIpaBoBbie OCHOBBI (hapMarieBTUUECKOU esTenbHocTH [Tekcr] : yued. mocobue mo
crneu. 33.05.01 "®apmanus" / Baykosa B. A., Cninuak U. B. ; Munobpuayku PO. - M. : TD0TAP-
Menua, 2018. - 409, [6] c. : Ta0uI.

Kommbenn, A. MenuuuHcKas 3THKa: y4e0. mocodue ams cTyAeHTOB Mel. By30B / A. Kommbenn, I'.
Joxwmnerrt, I'. Ixounc; nep.c anri.; nox pea. KO.M. Jlonyxuna, b.I'. FOauna. — 2-e uzn., ucnp. — M.:
I'50TAP-Menaua, 2007. — 396 c.

I'membonkas, I'.'T. B mabupunrax dapmanesruueckoro menemxmenta / I.T. I'memOoukas. — M.:
JIutteppa, 2007. — 256 c. — (IIpakTrKa anTeuyHOro J1e1a).

Cyxununa B.A. CripaBouHuk pykoBoauTens anteku. - M.: "Jlurrepa". - 2006.

Crapony6oB B.U. Ynpasnenue nepconanom opranusanuu [Tekcr]| yue6. mocodbue mis By3os/ B.U.
Crapoay6os, I[1.1. Cunopos, U.A. Konomuesa. - M.:I'DOTAP-Menua, 2006.-1104 c.

Munymun M.U. TlpaBoBoe perynupoBaHue antedyHoro OmsHeca [Tekct| B Bompocax W OoTBeTax/
M.U. Munyumms. -M.: Meagopmym, 2009.-438 c.(CoBpemeHHas anTeka).

Campirun, C.M. Commosnorust u nicuxojorus ynpasieHust [Tekcr] yue6.mocodue/C.M. CampiruH,
I''1. Konecaukosa.- M.:KHOPVYC, 2012.-256 c.

. MakameBa 3.M. OcHoBbl MeHemxMeHTa[ Tekcr] yueb. mocodue/3.M. Makamesa. - M.: KHOPYC,

2004. -272 c.

Teopus meHemxmenTa [ Texct] yue6.u nmpaktukym/ on pea. B.Sl. AdanaceeBa; ['oc. yH-T ympasie-
HUsA.-2-€ u3., iepepad. u gom.- M.: FOpaiit, 2015.-665 c.

. [Ipukaz Mun3zapaBa Poccun ot 31.08.2016 N 646n "OO6 yrBepxnenuu I[lpaBun Hamiexamiei

MPAKTUKU XPAaHEHHS U [IEPEBO3KHU JIEKaPCTBEHHBIX MPENapaToB sk MEJUIIUHCKOTO PUMEHEHUS "



16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

26.

27.

28.

29.

[Ipuka3z MunzapaBa Poccum ot 31.10.2018 N 749 «O06 yrBepkaeHun oOmmx ¢hapmMakorerHbIX
crareil ¥ apMaKONEWHBIX CTaTeil M MPU3HAHUM YTPATUBLIMMH CUIY HEKOTOPBIX MpPHUKa30B MuH-
3apasmennpoma Poccun, Munsapasconpassurus Poccun u Munsapasa Poccun»

l'ocynapctBennas ¢apmakonest XIV uznanus/ GF14.zip [OnextponHslii pecypc].- Pexxum nocry-
na: https://my-files.ru/oyjgus

VYnpasnenue u 3xkoHOMHKa (papmanmu [TekcT]: yaeOHUK UIsi CTYJEHTOB, 00YYAIONMIUXCS 0 CIIEIl.
040500 "®apmanua": B 4 1. T. 1: @apmaneBTuueckas neaTeNbHOCTh. Opranusanus U peryjinpoa-
uue / [Kocosa U. B., JlockyroBa E. E., Jlaryrkuna T. I1. u ap.] ; mox pen. E. E. JlockyToBoii. - 2-¢
u3., mepepad. u jom. - M.: Axkagemus, 2008. - 392 c. : uin. . (Beicmee nmpodeccnonansHoe 00pazo-
BaHue. MenuinHa)

Hazapenko B. H. Beenenue B (papmareBTHUECKHII MEHEDKMEHT [DIEKTPOHHBINA pecypc] : yueo.
nocobue ans cryaentos no crneun. "®apmanusa" / Hazapenko B. H. ; Munzapascoupazsutust PO,
BoarIT'MY. -  Bousrorpax : M3n-Bo  BomrI'MY, 2010. - Pexum  gocrymna:
http://library.volgmed.ru/ebs/MObjectDown.asp?MacroName=%CD%E0%E7%E0%F0%E5%ED
Y%EA%EE %E2%E2%ES5%E4%ES%ED%ES%ES %F4%E0%F0%EC%E0%F6%ES%E2%F2%E
8%F7%ES%F1%EA%E88%E9 % EC%ES%ED%ES%E4%E6%EC%ES%ED%F2&MacroAcc=A&
DbVal=47

VYrnpaBneHnue u 3KOHOMHKA 3/ipaBooxpaHeHus [Tekcr] : yued. mocobue st By30B / Bsnkos A. U.,
Kyuepenko B. 3., Paiizoepr b. A. u np. ; mox pen. A. U. Bsnkosa. - 3-e usn., gom. - M. : TDOTAP-
Menmna, 2009. - 658 c. : u.

VYrpaneHrue ¥ SKOHOMHUKA 3/IpaBOOXpaHEHUs [ DIEKTPOHHBIA pecypc] : yued. mocodue ajist By30B /
nox pen. A. . Bsuikosa. - 3-e u3za., nom. - M. : I90TAP-Menua, 2009. - 664 c. - Pexxum nocryna:
http://www.studentlibrary.ru/

Cranpaptsl ISO 9001 / TTOCT P 1CO 9001.

®enepanpubiii 3akoH Ne 61-O3 ot 12.04.2010 1. (pen. ot 12.03.2014) "OG6 obparmieHun jekap-
CTBEHHBIX CpENICTB".

®epnepanbhbiilt 3ak0H Ne 99-D3 ot 27.04.2011r. «O nuLEH3UPOBAHUM OTICIBHBIX BUJIOB JESATEIb-
HOCTH.

®epnepanbhbiii 3akoH Ne 294-D3 ot 26.12.2008 «O 3amuTte npas IOPUIAYECKUX JHI U UHIUBU]TY-
AIbHBIX MPEANPUHUMATENEH MPU OCYLIECTBICHUU TOCYJaPCTBEHHOTO KOHTPOIs (Haa30pa) U MyHH-
[IUATIAJTEHOTO KOHTPOJIS.

®epnepanbublit 3ak0H Ne3-D3 ot 07.02.2011r. «O noauum».
®enepanbhblil 3ak0H PO Ne 2300-1 ot 07.02.92r. «O 3amuTe npaB moTpeOUTENEH».

®enepanbubiii 3aKk0H 0T 08.01.1998 1. No 3-D3 «O HapKOTHYECKUX CPECTBAX U MCHUXOTPOIMHBIX
BEILECTBAX ).

®enepanbHblii 3ak0H OT 31.12.2014 No 532-®3 «O BHeCcEeHUMU W3MEHEHUH B OTAEIbHBIE 3aKOHOMAA-
TenbHbIe akThl Poccuiickoit Deaepanuvi B 4aCTH MPOTUBOACHCTBUS 000pOTY (panbCupUIIUPOBAH-
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HBIX, KOHTPa(aKTHBIX, HEJJOOPOKAUECTBEHHBIX U HE3aPETHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB,
MEAUIIMHCKUX U3/ U (anbCHPUIIMPOBAHHBIX OMOJIOTHYECKU aKTUBHBIX JOOABOK.

[ToctanoBnenne IlpaButensctBa PO Ne 1081 ot 22.12.2013r. «O nunen3upoBanuu (papmaieBTH-
YECKOU JESATEIbHOCTH.

ITocranoBnenue [IpaButensctBa PO No 1085 ot 22.12.2011r. «O nueH3UpOBaHUM ACSATEILHOCTH
0 000pPOTY HAPKOTHYECKUX CPEACTB, MCUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB, KYJIHTHBHUPOBA-
HUIO HAPKOCOJEPKALIUX PACTCHUI.

ITocranoBnenue IlpaBurensctBa PO No 434 ot 06.05.2015 «O pernoHasbHOM roCyIapCTBEHHOM
KOHTpOJIE 3a IPUMEHEHHUEM 1IeH Ha JIEKapCTBEHHbBIE MpenapaThl, BKJIOYEHHbIE B MIEPEUYEHDb KU3HEH-
HO HEOOXOJUMBIX M BXKHEUIIINX JIEKAPCTBEHHBIX MPETIapaToBy.

[ToctanoBnenwne [IpaBurensctBa PO Ne 58 ot 03.02.2016 r. «O6 yrBepxkaeHuu [IpoTokona corma-
COBaHMS 1IEH MOCTABKH JICKAPCTBEHHBIX MPENapaToB, BKIOYEHHBIX B nepeueHs JKHBJIIID.

[ToctanoBnenue [IpaputensctBa PO ot 19.01.1998 1. Ne 55 «O6 yrBepx)aenuun [IpaBun mpogaxu
OTJIebHBIX BUJOB TOBApOB, MEPEUHS TOBAPOB UIMTEIHLHOTO MOJB30BaHUs, Ha KOTOPBIE HE PACIIPO-
CTpaHseTcsl TpeOOBaHME MOKyMHaTeNss 0 0€3BO3ME3THOM MPEIOCTaBICHUU €My Ha TepUOJ PEMOHTA
WJIM 3aMEHbI aHAJIOTUYHOI'O TOBapa, U MEPEUHs HEMPOI0BOILCTBEHHBIX TOBAPOB HAJIJIEXKAILIETO Ka-
4YecTBa, HE MOJUICKAIINX BO3BPATY WM OOMEHY Ha aHAJIOTUYHBIA TOBap JIPYruX pazmepa, GOopMbl,
rabaputa, (hacoHa, pacIBETKHU WJIM KOMIUICKTAIIHI.

[ocranosnenue IlpaButensctBa PO Ne 982 ot 01.12.2009r. «O06 yTBEep:KIE€HUH €IMHOTO MEPEUHS
NPOAYKINH, TMOJIEKAIIeH 00s3aTeNbHON cepTU(UKALMU U €IUHOTO TMEpeyHs MPOAYKIUH, TOJ-
TBEPKACHHBIE COOTBETCTBUSI KOTOPOH OCYLIECTBISETCS B JOPME MPHUHSTHUS AEKJIAPALUU O COOTBET-
CTBUM».

[Mocranosnenue IIpaBurenscrBa Ne 1360 ot 12.12.2015r. «O6 oTHENBbHBIX BOIPOCAX MPOTUBOJICH-
CTBUSL 000poTy (hambCU(UIMPOBAHHBIX, HETOOPOKAYECTBEHHBIX M KOHTPAa()aKTHBIX MEIUIIMHCKUX
U3 JEIUIN.

[Mocranosnenue IlpaButensctBa PO Ne 968 ot 22.10.2014 1. «O nopsiake GopMupoBaHUs meped-
HEU MEIULIMHCKUX U3CIIUN.

[Mocranosnenne IIpaBurensctBa P® Ne 19 or 17.02.2016r. «O0 yTBEpX IEHUU CAHUTAPHO-
snuaemuonornueckux npasuia CII 3.3.2.3332-16 «YcnoBusl TpaHCIOPTUPOBAHUS U XPAHEHUS UM-
MYHOOMOJIOTHYECKUX JICKAPCTBEHHBIX MpenapaToB.

[Mocranosnenue IIpaBurensctBa PO Ne 674 ot 03.09.2010r. «O6 yTBep>KICHUU MPABUI YHUUTO-
XKEHHUS HEIOOpPOKAUECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, (hambcHUIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB U KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEIICTBY.

[Tocranosnenue IIpaBurensctBa PO Ne865 ot 02.03.2016r. «O rocynapcTBEHHOM PETYJIHPOBAHUU
IICH Ha JIGKAPCTBEHHBIC IpEnapaThl, BKIIOUYEHHbIC B MEpeueHb JKU3HEHHO HEOOXOIMMBIX M BaX-
HEHMIINX JIEKapCTBEHHBIX NPENapaToB.
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. [ToctanoBnenuem IlpaButensctBa PO Ne 322 ot 30.06.2005t. «O6 yrBepxkaennu [lomoxxenus o

DdenepallbHON cy»)0€ 0 HAA30py B cepe 3alUTH MpaB MOTPEOUTENIeH 1 OJIaronoydrs 4eaoBe-
Kay.

[Tocranosnenue [IpaBurensctBa PO ot 15.10.2012 1. Ne 1043 «O6 yrBepxkaenun [lonoxxeHus o
(eneparbHOM rocyJapCTBEHHOM Haa30pe B chepe oOpallieHHs JIeKapCTBEHHBIX CPEJCTBY.

[Ipuka3z Munduna PO ot 13.06.1995 r Ne 49 «O6 yrBepkaeHun MeTOIUYECKUX YKa3aHUH IO
WHBEHTAPHU3allU{ UMYIIECTBA U (PMHAHCOBBIX 00s3aTEIbCTBY.

[Tpuka3z M3 P®D Ne 553-1 ot 27.07.2010r. «O06 yTBEp>KI€HUU BHIOB allITEYHBIX OPTaHU3aIu».

[Tpuka3z M3CP P® Ne 4151 ot 7 utonsa 2009 1. «O0 yTBep)AeHUU KBATM(PUKAIIMOHHBIX TpeOOBa-
HUH K CIIEUAMCTaM C BBICIIMM ¥ MOCJIEBY30BCKUM MEAMIIMHCKUM U (apMareBTUIeCKUM 00pa3o-
BaHHEM B cepe 37paBOOXPAHCHHSY.

[Ipukaz M3 P® Nel96n ot 05.04.2013r. «O06 yTBepX)aecHUU AJIMHUHUCTPATHBHOTO pErIaMeHTa
®deaepanbHO CIy)OBI IO HAI30pY B cdepe 3ApaBOOXPAHCHUS 10 UCIIOTHEHHUIO TOCYAapCTBEHHOM
(GYHKIIMH 110 KOHTPOJIIO 32 00paIieHneM MEAUIIMHCKUX U3IETHI.

[Ipuka3z MunzapaBa Poccun ot 11.07.2017 N 4031 "OO6 yTBEep>KIE€HHUM MPaBHI OTHYyCKa JEKap-
CTBEHHBIX MpEnaparoB JJIsl MEIUIIMHCKOTO MPUMEHEHHS], B TOM YHCJIe HMMYHOOUOJIOTUYECKUX Je-
KapCTBEHHBIX MpENapaTroB, alTeYHbIMUA OpraHU3alusIMU, UHAUBUIYAIbHBIMU MPEANPUHUMATEISIMH,
HUMCHOIIMMMU JIMICH3UIO Ha (bapMaueBTqucxon ACATCIIBHOCTDH.

ITpukaz M3 P® Ne 214 ot 16.07.97 «O xoHTpoJIe KayecTBa JEKaPCTBEHHBIX CPEACTB, U3TOTOBIIsIE-
MBIX B alITEKax».

[Ipukaz M3 PD Ne 309 ot 21.10.97 «O06 yTBepKI€HUH MHCTPYKIHH 1O CAHUTAPHOMY PEKUMY
anTeK».

[Ipuka3z Munuctepcta 3apaBooxpaneHus PO ot 8 oxtsaops 2015 r. N 7071 "OO6 yTBepkIeHHH
KBanudukanmoHHbIX TpeOOBaHUN K MEIUIIMHCKAM U (papManeBTHYECKUM pabOTHUKAM C BBICIIIUM
00pa3oBaHUEM I10 HAMPABICHUIO MTOATOTOBKH "3paBOOXpaHCHUE U MEIUIIMHCKHUE HAyKu'" (C n3Me-
HEHUSIMU U JTOTIOJTHEHUSIMH ).

I'OCT P 52249-2009 - IIpaBuna npou3BOACTBA U KOHTPOJIA KAYECTBA JICKAPCTBEHHBIX CPEJICTB.
I'OCT P 52379-2005 — Haanexaiasi KIMHAUYECKasi MPaKTHKA.

I'OCT P 52537-200 — IIpou3BOoACTBO JIEKapCTBEHHBIX CpeacTB. CrucreMa oOecredeHrs KayecTna.
OO6mue TpeboBaHMUs.

I'OCT P 12.0.009-2009. CCBT Cucrtema ynpaBieHUsI OXpaHOW TpyAa Ha MajblX MPEANPUATHUAX.
TpeboBanus ¥ peKOMEHIAINH 10 TPUMEHEeHHIo (BBezeH B aericTeue ¢ 01.07.2010).

[Ipuka3 Munsnpasa Poccun ot 07.10.2015 N 700H (pen. ot 11.10.2016) «O HOMeEHKIaType
CHEeUHATbHOCTEH CHEIMATNCTOB, UMEIOLINX BhICIIEE MEIUIIMHCKOE U (hapMalieBTUYeckoe 00pa3o-
BaHUE.



56.

57.

38.

59.

60.

61.

62.

63.

64.

[Tpuka3z Munszapaa Poccun ot 02.06.2016 N 334n "OO6 yrBepkaenuu [lomoxxeHus: o0 akkpeauTa-
[IUH CHEIUATNCTOB".

[Ipukaz MunzgpaBa Poccum ot 22.12.2017 N 1043u (pea. ot 04.08.2020)"O6 yTBepkIeHHH
CPOKOB M 3TalloOB aKKPEIUTAINH CIICIIHATUCTOB, a TAK)KE KATETOPUN JTUI], UMEIOIINX METUIITHCKOE,
(dapManeBTUYECKOE U HHOE 00Pa30BaHKE U MOISKAIINX aKKPEIUTAIINH CIISIIUATHCTOR"

[Tpuka3z Munszapasa Poccun ot 10.02.2016 N 831 "O06 yrBepxkaeann KBanubukamoHHbIX TpeOO-
BaHUH K MEIUIMHCKUM H (apMalleBTUYECKUM pPabOTHUKaM CO CPEIHUM MEAWIIMHCKUM U (apma-
[IEBTUYECKUM 00pa3oBaHueM".

[Tpuka3z M3 P® ot 03.08.2012 N 661 "O06 yrBepxkaennu [lopsimka 1 CPOKOB COBEPIICHCTBOBAHUS
MEIUIUHCKUMH PaOOTHUKAMH U (hapMalieBTHUECKUMHI pabOTHUKAMU POQeCCHOHATBHBIX 3HAHUH 1
HaBBIKOB ITyTeM OOYYEHUS IO JOMOIHUTEIBHBIM NPO(ecCHOHANIBHBIM 00pa30BaTeIbHBIM POTPaM-
MaM B 00pa30BaTENIbHBIX H HAyYHBIX OpraHu3anusax".

[Mpukaz MUH3JIPABCOLIPAZBUTUSA P® ot 19.03.2012 r. Ne 2391 «O06 ytBepxknenuun [lomoxe-
HUS O TOPSJIKE JOMYCKa JIMII, He 3aBEPIIUBIINX OCBOCHHE OCHOBHBIX 00pa30BaTEIbHBIX MPOrPaMM
BBICIIIEr0 MEIUIIMHCKOTO HMIIM BBICIIETO (papMaIieBTUIECKOro 00pa30BaHus, a TAKKe JIUIl C BBHICIIIUM
MEAWIIMHCKUM WJTH BBICIIMM (hapMarieBTHUECKUM 00pa30BaHUEM K OCYIIIECTBICHUIO MEAHIIMHCKON
JESATENIbHOCTH WIH (apMaleBTUYECKONW NeATENbHOCTH Ha JOJDKHOCTSAX CPETHEro MEAUIIMHCKOTO
WM cpeiHero (hapMaleBTH4eCKOro nepcoHaia.

[Ipuka3z MunucrepcTBa Tpyaa u conpanbHoi 3amutel PO ot 9 mapra 2016 r. N 911 «O0 yTBep-
JeHuu npogdeccruoHanbHOro cranaapra «lIposuzop».

[Ipuka3z MunucrepctBa Tpyna u counanbHoil 3amuTsel PO ot 22 mas 2017 r. N 4271 «O0 yTBep-
XJeHuH npogdeccruoHabHOro cTanaapra «lIpoBu3op-aHanuTuK.

[Ipuka3z MunucrepctBa Tpyna u counanbHoil 3amuTsel PO ot 22 mas 2017 r. N 4281 «O0 yTBep-
XKJIEHUH MPO(PEeCcCHOHATBHOTO cTaHAapTa «CHenuaiiucT B 00JacTy yrpaBiieHus (hapMareBTHYECKON
JESITENbHOCTBIO.

[Ipuka3 Munszgpasconpassutus P® ot 16.04.2008 N 1761 (pexn. ot 30.03.2010) O Homenknarype
CHGHH&HBHOCTGﬁ CIICUAJIMCTOB CO CPCAHUM MCAUITUHCKUM U (bapMaueBTqucng 06pa303aHHeM B
cthepe 3apaBooxpanenus Poccuiickoit deneparuu.

3. Pecypchl uHGOPMaIHOHHO-TEJIEKOMMYHUKAIMOHHOM ceTn «UHTEpHET»

1.  MenemkMeHT U JuaepcTBo [DnekTpoHublid pecypc]: /Kampiamaa H.H., Octposckas U.B.,
ITeaubIX A.B. -M.- I'SOTAP-Menma, 2012.-
http://www.studmedlib.ru/book/ISBN9785970413258. . html

2. Mununa, A.H. [lenoBoe oOmienune: Kype Jekmnuii: yaeonoe nocoowue.-M.:@aunta, 2016.-376
c. http://www knigafund.ru/buuks/178982

3.  lserxos, B.JI. Ilcuxomorust koHdaukra: OT Teopun K mpakTukebd ydeOHOE mocodue.-M.:
HOnuTH - [lana, 2015.-183 c. http://www.knigafund.ru/buuks/197249



4. I'yces, A.Il. Bce BuIbI UCKOBBIX 3adBJICHUN M MPETEH3UM B CyH: HOBas penakuus Poctos
H/]l :@enukc, 2014.-225 c. http://www knigafund.ru/buuks/239627

5. Koncturynus Poccuiickoit @enepanuu

6. Komekc 00 aIMHHHCTPAaTUBHBIX MPaBOHAPYIIECHUAX [DIEKTPOHHBIA pecypc|: [mpuHar D3
Nel197 0130.12.2001 r. (pexn. ot 01.03.20121.)]. - B JJAHHOM BHJI€ JTOKYMEHT OINyOJMKOBaH
He ObL1.: http://www.consultant.ru

7.  TpynoBoil kojaekc Poccuiickoit @enepanun [Inektponnsiid pecypc]: npuasaT @3 Nel97 ot
30.12.2001 1. (pea. ot 22.11.2011 r.)]. - B maHHOM BHI€0 TOKYMEHT OMYyOJMKOBaH HE OBLI. -:
http://www.consultant.ru

8. VYronosusiil kogekc Poccuiickoit @eaeparuu [DnekTpoHHbIN pecypc]: [mpuHar @3 Ne 63 ot
13.06.1996 r. (pea. ot 22.11.2011 r.)]. - B maHHOM BHIEe AOKYMEHT ONMyOJMKOBaH HE OBLI. -
:htp://www.consultant.ru

4. llepuoanyeckne U3TAHUA:

1. ISSN: 2073-8099 (caiit 6uodapMarieBTHIeCKOro KypHaa).
2. «Exenenensuuk Anteka': http://www.apteka.ua/
3. MOCKOBCKHE alTeKu: MIEKTPOH.Ta3.: http://www.mosapteki.ru/modules/news

4.  Tposuszop.Py: dopym // NnbopmanmnoHHBI aHamuTH4eckwii moptan Provizor.Ru cailT.
http://www.provizor.ru/index.php.

5. OOcyxneHnue MaTepuanoB HHPOPMAIIMOHHOTO aHATUTHYECKOTO caiTa

6.  Pemenumym: anekTpoH. )xypHail: http://www.remedium-journal.ru/

7. Poccwmiickas raszera: s7ekTpoH.ras: http://www.rg.ru/

8.  dapmaneBTHUECKUH BECTHUK: JICKTPOH. Ta3.: http://www.pharmvestnik.ru/.
9.  DnexrponHsi xypHan «DAPMunaekchttp:// www.pharmindex.ru

10. «HosBag anrrekay»

B) [Iporpammuoe obecneuenue u UHTepHeT-pecypcebl:
DNEKTPOHHBIE pecypchl: 0a3bl JaHHBIX, MHPOPMAIIMOHHO-CIIPABOYHBIC M MOUCKOBBIE CHUCTEMBI -
I/IHTepHeT PECYPChI, OTBCHAKOINNEC TEMATUKE JUCHUIIJIIMHBI, B TOM YUCJIC:

Ccplka Ha HH(POPMAITMOHHBIN pecype JocTynmHoCTb

http://9BC «KoHCYIbTaHT CTyIEHTa» CBoOoaHBIH JOCTYI
http:// www.studmedlib.ru




Ccpinka Ha HHGOPMAIIMOHHBIHN pecypc HocrynHocTh

Enunas pedeparuBnas oubnmorpadpudeckas 6aza TaHHBIX CBOOOAHBIN TOCTYII
(mpodeccuonanbHas 6aza JaHHBIX )
http://www.scopus.com

Hannonansnas 6ubimorpadudeckas 6aza JaHHBIX HAYYHOTO CBOOOAHBINA TOCTYII
[IUTUPOBAHUS (npodeccuonarvuas 6aza OaHHbIX)
http://www.elibrary.ru

Kypunan: Medical Education Online CBOOOIHBII JOCTYIT
http://med-ed-online.net/

http://www.info.rambler.ru:8101/db/health/ CBoOoHBIH JOCTYI
http://www.scsml.rssi.ru/ CBOOOAHBIN TOCTYII
Memoouueckuti yenmp axkpeOumayuu cneyuarucmos CBoOoaHBIH JOCTYI

https://fmza.ru/fos_primary specialized/

OUOC Boar[MVY JInst y4aCTHUKOB Kypca
https://elearning.volgmed.ru/




