OueHovHbIe CPeACTBA /JIsl MPOBEIEHUN ATTeCTAIUN
no aucuunaude « AMMyHoOMO010THYeCcKHe U TeHOTepaneBTHYeCKNe MPenapaTbh)
s ooyqaromuxesi 2023 roga mocrynjaeHust
1o o0pa3oBaTe/ibHOI porpaMmme
33.05.01 ®apmanus,

HanpaBJieHHOCTH (mpo¢uin) Gapmanus
(cnmeuaJIuTeT),
(¢opma o0yueHnus: ounas
Ha 2026-2027 y4eoublii roa/

Assessment tools for conducting attestation in discipline
«Immunobiological and gene therapy drugs»
for students of 2023 year of admission under
the educational programme 33.05.01 Pharmacy,
specialisation (profile) Pharmacy Specialist's,
form of study full-time correspondence for the 2026-2027 academic year

1. OnieHouHBIE CpeACTBa AJIs MPOBEIEHHs TeKylero kouTpouisa Ha 3aHatusx (TK), ouenku camocrostenbHOM paboTsl o0ydaronuxcs (CP), npoBeaeHus
npomexxyrouHoi arrectanuu (I1A), mo3Bossronye npoBepuTh CHOPMUPOBAHHOCTh Y 00YHAIOIIUXCS TPEAYCMOTPEHHBIX MPOrPaMMON TUCIUTUIMHBI

3HaHu# (3) / ymenuii (y) / HaBbikoB (H) (3YH):
YK —1.1.1. 3naer ucropuyecKkne BeXu pa3BUTHA 0011eCTBA; OCHOBHbIC IPHHIMIILI 1 METOAbl KPUTHYECKOI0 AHAJIM3A M OLICHKH COBPEMEHHBIX

HAYIHbIX U IIPAKTHYCCKHUX JOCTHKEHHIA.

Pesynbrarsl ocBoenus Ol (komnereniun) | MHAMKAaTOpbI TOCTHKEHUS] KOMIIETEHIIUN Pe3ynpTaThl 00y4eHuUs O AUCIUIIINHE
VYK-1. CnocoOeH oCyIiecTBIATh VYK —1.1.1. 3naeT ucropuyeckue BeXu 3-1. 3HaeT rocyaapcTBEHHBIE HCTOUYHUKU
KPUTHYECKHH aHaIN3 POOIEeMHBIX pa3BUTH 00IIECTBA; OCHOBHBIE nH(pOpMaIMK O HOMEHKJIAType
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CUTyalluil Ha OCHOBE CUCTEMHOTIO MO/IX0/1a,
BbIpPa0aTHIBATh CTPATETHIO AEUCTBUN

IMPUHIUIIEI 1 METOAbI KPUTHYECKOT'O
aHajin3a U OUCHKHU COBPEMCHHBIX
HAaYYHBIX U NPAKTUYCCKUX IIOCTI/I)KGHHﬁ.

OCHOBC.

IIPUMCHCHUIO.

I/IMMYHO6I/IOJ'IOFI/I‘ICCKI/IX N ITCHOTCPAIICBTUYCCKUX
JICKAPCTBCHHLBIX IIPCIIapaToB U KOM6HH8HHI>1 Ha ux

3-2. MexaHu3Mbl AEUCTBUSI IMMYHOOHNOIOTHIECKUX
Y T€HOTEPANeBTUYECKHX JIEKAPCTBEHHBIX
IIpenaparoB, IOKa3aHUs U IPOTUBOIIOKA3aHUs K

No | Pazgen(br), mogpasaesnbi(bl) Tun 3apanust Coneprkanue 3agaHus [IpaBuibHBIN OTBET Jnst Kakoro Bua KOHTPOJIS
JTUCIUIUIAHBL (MOJIYIIH, NpeAHa3HauYeH
MOJ1yJIbHBIE €TUHUIIBI), TK CP ITA

dbopmupyrommii(e) JaHHbII
3YH
1. | Moayns 1. Ilonsitue 1. Boibop Bri6epute Tpu BepHbIX | 1) MOHOKIIOHAIBHBIC Ja Ja HET
«Ouonmoruyeckue HECKOJIbKHUX OTBETA U3 LIECTH. aHTUTEJa 00JIaJaI0T
npenapars) 1 uX NPaBUJIBHBIX 1.  BwiGepute BEICOKOIL
[IPUMEHEHUE B MEIULIMHCKON | OTBETOB BEpHBIE YTBEPKIACHUS MOJIEKYJIAPHOI
MpaKTHKE. OTHOCHTEIBHO MAcCON X Me/IICHHBIM
Mopyns 2. ocodenHoCTeii BBIBEJICHUEM
HNmmyHOOMOIOTHYECKHUE (apmaxoKuHeTHIH 3) Pacnpenenenue B
JIEKApCTBEHHBIE MTPENapaThl. MOHOKJIOHATILHBIX OpTaHu3Me
aHTUTE:
Mopyns 3. JlekapcTBeHHBIE 1) MoHoKIOHAIBHBIC OIpaHNYCHO
Ipenaparsl, OJTyYEHHBIE U3 aHTHTENa o6nagaror | COCYAUCTBIM PYyCIIOM
KpOBH, TIJIa3Mbl KPOBU BEBICOKO# Y BHEKJIETOYHBIM
YCJI0BCKA M )KUBOTHBIX. MOJIEKYJIIPHOM MAaccou | IPOCTPaHCTBOM
Hctopus pa3paboTku 1 u MEUICHHBIM | 4) BHOAOCTYITHOCTh
IIPUMCHCHMA. BI/IpyCHaSI BBIBCICHUEM us3 BHYTPHUBCHHBIX (I)()pM
GesomacHoCTS. OpranHusma. MPaKTUYECKU PaBHA
Moy 4. 2) Hepuon | 100%




3

buorexHonorunueckue
JICKapCTBEHHbBIE

Moaynb 5.

MoHOKJIOHaIbHEIC aHTHTEIA.

Hcropus pa3paboToK,
Kiaccudukanms,
COBpEMEHHOE 3HaUCHUE,
MIPUMEHCHHE.

Monyns 6. ['ennas u
KJICTOYHAs TepaIus — KaK
HOBOC HaIPaBJICHHUEC B
MEMIIMHE.

Mopynb 6. BekTopsl — Kak
HOCHUTEIIU JIJISl IOCTABKU
T'CHOB.

Moaynb 7. JlokauHuYecKas
pazpaboTka
TCHOTEPAIEBTHYECKUX
MIpPerapaToB.

MOJTYBBIBEICHHUS
OOJIBIIMHCTBA
MOHOKJIOHAJIbHBIX
AQHTUTEN  COCTAaBISIET
OT HECKOJIbKHX YacOB
JI0 CYTOK.

3) Pacnipenenenue B
OpraHu3Me
OTpaHUYEHO
COCYAHMCTBIM PYCIIOM
U BHEKJICTOYHBIM
IPOCTPAHCTBOM.

4) buogocTynHOCTh
BHYTPUBEHHBIX (OpM
MIPAKTUYECKH paBHA
100%

5) Merabonm3m
OCYIIECTBIISIETCS
MPEUMYIIECTBEHHO
IyTEM Aerpaaanuu
KJICTOYHBIMH
perenTopamMu u
bepMeHTaTUBHOTO
paciernjieHus B
TICYCHH.

2. Bwi0op
HECKOJIbKHX
NMPaBUJIbHBIX
OTBETOB

Ha KIUHUYECKYIO
A PeKTUBHOCTH
TeHOTEPANEBTUYECKUX
MpeTapaToB BIIUSET:

1). Tun 3a0oneBaHusI.

2). Bozpact nanuenra.

1). Tum 3aboneBanHus.
3). Bei6op BekTopa.
4). UnnuBuayanpHas
peaxius opranu3mMa

Ja

Ja

HET




4

3). Be1bop BekTopa.
4). WunuBuayanpHas
[peaKivs OpraHu3mMa

3. ¥YcranoBure | YKaxure 1) IIPUKpEIIICHUE Ja Ja HET
NoCJIeI0BaTe | rocime0BaTeIBHOCTD 6- | OakTepuodaron Ha
JILHOCTH TH  OTamoB  paboThl | GaKTEPUATBHBIX

OakTepuodaros: KJIETKaX
1) MpUKperieHue | 2) WHBEKIIHS
OakTepruodaron Ha | HyKJICMHOBOM KHUCIIOTHI
OaKkTepuaIbHBIX Oakteprodara BHYTPb
KJIETKaxX OaxTepun
2) BBIXOJ 3penbiX (haroB | 6) cMHTE3 OEIKOBBIX U
u rubenb GakTepun HYKJICHHOBBIX
3) uHbeKIs | KOMIOHCHTOB
. O6akteproaron

HYKJIGHHOBOM KHCIIOTBHI

5) COCIMHCHHE
OakTepuodara BHYTPb

OENIKOBBIX "
OakTepuun

HYKJIEMHOBBIX
4)  cOopka  HOBBIX e

KOMIIOHEHTOB (haroB
(haroBbIX YaCTHI]

2) BBIXO[ 3penbIX (haros
5) COEIMHEHNE

u Tubens 6akTepun
OEITKOBBIX u

4)  cOopka  HOBBIX
HYKJIEMHOBBIX

(haroBBIX YaCTHI]
KOMITIOHEHTOB (aros
6) cuHTe3 OEIKOBBIX W
HYKJIEMHOBBIX
KOMITOHEHTOB
OaxTepruodaron

4. Ycranosure | Ilpu HOJATOTOBKE | 7) KJIIOYEBbIE TOYKHU na na HET

nmocjieaoBartre

KOMITJICKTa TOKYMCHTOB

M3aitHa NcclieJOBaHi
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JbHOCTH C Uenbl0 Moiy4yeHus | 8) NepeveHb
pasperieHus Ha | 1a00paTOPHBIX  TECT-
MIPOBEJICHUE CUCTEM
KIIMHUYECKOTO 6) peKuUM J03UPOBAHUS
HCCIICIOBAHUS uin | 4) NpoAOIHKUTEIBHOCTD
perucTpanuo BBEJICHUS IIpernapaTa
nperapara oT
pazpabotrunka ['TJIII
TpebyeTcs:

1) epro.I
BOCCTAHOBJICHHSI

2) PEJIeBaHTHOCTH
JKUBOTHON MOJEIH U

3) UCIOJIb3yEMbIE
METO/TBI

4) IpOIOIKUTEIBHOCTD
BBEJICHUS TIperiapara

5) IporpamMMbI
JTOKJTHHUYECKUX
HCCIIEIOBAHU I

6) peXKHUM JT03UPOBAHUS
7) KIIOYEBBIE TOYKHU
JIA3aliHA UCCIIeI0BAaHUI

8) IIepeueHb
7a0OpaTOPHBIX  TECT-
CHCTEM

YK - 1.2.1 Ymeer codupaTh 1 000011aTh JaHHbIE 110 AKTYaJbHbIM NPo0JeMaM, B TOM 4YHCJIe OTHOCAIIMMCS K NMPo(ecCHOHANBHON 00J1aCTH,
OCYHIECTBJISATH MOUCK NH(OPMALMHU U PelIEHUI HA OCHOBE AeHCTBMI, IKCIIEPUMEHTA U ONbITA; AHAJIU3UPOBATH NMPOOJIEMHYI0 CUTYAlMI0 KaK
CUCTEMY, BBIABJIAA €€ COCTABJIAIOIIUE U CBA3ZU MEKAY HUMMU.

| Pesynbrarsl ocBoenus Ol (komneTeHIm) ‘ WHuKaTOphl TOCTUKEHUS KOMIIETCHIINH ‘ Pe3ynbrarel 00y4eHus M0 AUCHUIIIIMHE ’
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YK-1
KPUTHYECKHUI

Crocoben OCYIIECTBIISATh

aHaJIu3 HpO6JI€MHBIX
CI/ITyaI_II/Iﬁ Ha OCHOBC CUCTCMHOI'O ITOAXO/J4a,

BbIpabaThIBATh CTPATETHIO ICHCTBUIA

YK — 1.2.1 ¥Ymeer cobupaTh u 000011aTh
JIaHHBIC TI0 aKTYaJbHBIM IIpoOJieMaM, B
TOM YHCIIE

OTHOCAIIMMCS K

npodecCHOHABLHOM obrnactu,
OCYIIECTBIISITh TMOUCK HH(MOpMAIK |
pelleHnii  HAa  OCHOBE  JICHCTBUH,
OKCIICPUMEHTA U OIbITA; aHAJTU3UPOBAThH
NpOOJIEMHYIO CHUTYallUI0 Kak CHCTEMY,
BBISIBIISISE €€ COCTaBJISIIOIIME U CBS3M

MCKAY HUMU..

y-1.  VYMeer  uHTepIpeTHpOBaTb  pE3YJbTATHI
Hanboee pacpoCTpaHSHHBIX METOJIOB
nabopaTtopHOi ¥ (PYHKIIMOHAIBHOHN THAarHOCTUKU

Paznen(er), moapasaenbi(bl)
TUCIUILTAHBI (MOJTYJIH, MOTYJTbHBIC

Tum 3amanns ConeprkaHue 3a1aHus

[IpaBuNbHBINA OTBET JIJ1st Kakoro BUaa KOHTPOJIS

IIpeHa3HaYeH
€AMHUIIBI), TK CP ITA
dbopmupyromuii(e) nanasii 3YH
5. | Monyis 1. Ilonstue 1. Boi0op Bri0epute TpH 1) IloBbienue C- Ja Ja HET
«OMOJIOTUYECKHUE MPENapaThl» U UX | HECKOJIBKUX BepPHBIX OTBeTa M3 peaKTUBHOTO Oemka
IIPUMEHEHNE B MEAUIIMHCKON NPaBUJIbHBIX | IIECTH. 2) VYBenuueHue
MIPaKTHKE. OTBETOB Kakue nokazarenu CKOPOCTH OCEIaHUs
MOTYT YKa3bIBaTb Ha SPUTPOLIUTOB
Monyis 2. yTyK PHTPOTL
HaJau4yue 3) IloBbienue
NMmyHOOHOIOTHYECKHE
BOCHAJINTENBHOTO KOJIMYECTBA
JIEKapCTBEHHBIE MPENapaThl. .
nporiecca? HEUTPOUIOB
Monaynb 3. JlekapcTBeHHBIE 1) IToBenenue C-
IIpenaparTsl, IOJyYEHHBIE U3 PEaKTUBHOTO Oenka
KpOBH, IIJIa3MbI KPOBHU YCJIOBCKA U 2) TloBbIIICHUE
JKHNBOTHBIX. I/ICTOpI/I}I pa3pa60TKH n YPOBHA reMoriioonHa
npuMeHeHus. BupycHas 3) VBeIuueHue
0e301macHOCTb. CKOPOCTH ~ OCEJIaHUs
Momynb 4. BHOTEXHOJIOTHYECKHE SpUTPOLIUTOB
4) CHMKeHue
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JIEKapCTBECHHBIE

Monaynb 5. MOHOKJIOHAJIbHBIE
antutena. Mcropus pa3paboToxk,
KJ1accuuKaims, COBpeMEHHOE
3HAYCHUE, IPUMEHEHHE.

Monynb 6. ['eHHas u kiieToyHas
Tepanus — Kak HOBO€ HallpaBJiCHUE
B MEIUIIHHE.

Monynb 6. BekTopsl — Kak
HOCHUTEIIN JIJISl TOCTaBKU T'€HOB.

Monynb 7. JJokmuHUYECKas
pa3paboTKa TeHOTePaneBTUICCKIX
Mpenaparos.

KOJIMYECTBA
JIEUKOIIUTOB
5) [ToBbiieHne
KOJIMYECTBa
Heirpoduios
2. VYcranosure 1. OueHka ypoBHS Ja na HET
YcranoBure MPABUIIbHYIO remMoryiiooruHa "
MocJje0BaTes | I0CIE10BaTEIbHOCTh SPUTPOLIUTOB
bHOCTbH ATANoOB UHTEpIpeTauuu | 3 Onenka
Pe3yJIbTaTOB OOIIETro CKOPOCTH  OCEIaHMs
aHanM3a KPOBHU: SPUTPOLIUTOB
3anummuTe 2. Ananuz
COOTBETCTBYIOIIYIO JCHKOIUTapHOM
MOCJIEN0BATEIBHOCTD bopmyIbl
udp. 4. Ouenka
1) OneHka ypoBHsI | KOJIMYECTBA
reMorjioonHa U | TPOMOOITUTOB
SPUTPOLIUTOB 5. Ornenka
2) AHanus CKOPOCTH  OCEIaHMs
JIEUKOLIUTAPHOMN SPUTPOLIUTOB
(bopMmyIbI
3) Orenka
CKOPOCTH  OCEIaHHs
SPUTPOILIUTOB
4) [Toacuér
o0miero  KoJM4yecTBa
SPUTPOLIUTOB
5) OreHka
KOJIMYECTBA

TPOMOOILIUTOB
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YK -1.3.1. Baageer onbITOM ()OPpMHUPOBAHUSA OLEHOYHBIX CY:KI€HHU B PellleHNH NPO00JeMHBIX, B TOM YHCJIe NPO(ecCHOHANbHBIX, CUTYAIlUI;

HAaBbIKOM p33p360TKI/I CTPaTerum 10CTHKCHUSA NOCTaBJICHHOM eI KaK MoCJaeaI0BaTCJIbHOCTH IIAroB, NpeABU/AA PE3YyJbTAT KAKAOI0 U3 HUX
H OCHUBAaf UX BJAUAHHUA HA BHCIHIHEC OKPY/KCHHUE HﬂﬁHprEMOﬁ ACATCJIBbHOCTH H HA B3AMMOOTHOIICHHUA YYACTHHKOB ITOM AeATECJIbHOCTH.

Pesynbrarsl ocBoenus Ol (komnereniun) | MHauKaTopbl TOCTHKEHUS KOMIETEHIIUN Pe3ynbrarel 00y4eHus 0 AUCHUILIIMHE

H-1. Brazneer HaBbIKOM 000CHOBAaHUS IPUMEHEHHUS
MMMYHOOHOJIOTUYECKUX U T€HOTEPANIEeBTUUECKUX
JIEKapCTBEHHBIX CPEJICTB Pa3HbIX
(hapMaKoIOTUYECKUX TPYII UCXOMS U3 XapaKTepa
NAaTOJIOTMYECKOT0 IIPOLECCa U €r0 KIIMHUYECKUX
MPOSIBJICHU I

YK-1. CnocobeH ocymiecTBIsTh VYK - 1.3.1. Bnaneer onbitom

KPUTHUYECKHI aHaIn3 IpOOIEMHBIX dbopMUpPOBaHUS OIICHOYHBIX CY)KJICHUH B
CUTYalluil Ha OCHOBE CUCTEMHOTIO MO/IX0/1a,

BbIpa0aTHIBATh CTPATETHIO ACUCTBUN

pelIeHnr IpoOJIEMHBIX, B TOM YHCIIE
npodeccuoHaNbHBIX, CUTYAIIHIA;
HABBIKOM pa3paboOTKU CTpaTeruu
JIOCTH>KCHUS TTOCTABJICHHOM 1IETTH KaK
MOCJIEIOBATEILHOCTH I11aroB, MPEIBUIS
pe3ynbTaT KaXJ0ro U3 HUX U OLIEHUBAs
WX BJIMSTHUS HA BHEIIIHEE OKPY>KEHUE
IUTAHUPYEMOU 1eATeIbHOCTH U Ha
B3aMMOOTHOIICHHS Y9aCTHUKOB 3TOU
JESTEIIbHOCTH.

No Paznen(er), moapaszaenbi(bi) Tun 3apanust Coneprkanue 3agaHust [IpaBuibHBIN OTBET Jnst kKakoro Bua KOHTPOJIS
TUCIUILTAHBI (MO, MOJYTbHBIE NpeAHa3HauYeH
€MHUIIBI), TK CP ITA
dbopmupyromuii(e) nanusiii 3YH
6. | Monyins 1. ITonstue 1. Bei6op Bbi0epure Tpu Ja na HET
«OHMOIOrHYecKHe MPenapaTel» U UX | HECKOJIbKHX BEPHBIX 0TBETA U3 1) HWmMmyHHas
IMPUMEHCHUC B MEIUITMHCKOHN NpaBUJIbHBIX IEeCTH. peakuus, ajeprus,
IIPAKTHKE. OTBETOB Bo3MoxxHBIMEI BOCIAJIUTECIILHBINA
Moy 2. MOOOYHBIMU mporiece
NMMyHOOHOIOTHYECKHE sddexramu 2) Hapymenune
reHOTepanuu




9

JIEKapCTBEHHBIE NPENapaThl.

Monyins 3. JlekapcTBEHHbBIE
npenaparsl, OJy4eHHbIC U3
KpOBH, I1JIa3MbI KPOBU YEJIOBEKA U
KUBOTHBIX. icTOpUS pa3paboTKu U
npuMeHenus. Bupychas
0€301acHOCTb.

Moaynsb 4. buotexHnonorunyeckue
JIEKapCTBEHHbIE

Monynb 5. MOHOKIIOHAIbHBIE
anTutena. Mcropus pa3paboToxk,
KJIaccu(UKaIKs, COBpEMEHHOE
3Ha4Y€HHE, IPUMEHEHHUE.

Monyinb 6. ['eHHas u kiieToyHas
Tepanus — Kak HOBOE HAIIPABJICHUE
B MEIUIIUHE.

Monyinb 6. BekTopsl — Kak
HOCHTEIIN JIJISl TOCTaBKU T€HOB.

Monaynb 7. JlokmuHUYECKas
pa3paboTKa TeHOTEePaNeBTUUECKHUX
Mpenaparos.

SIBIISTFOTCSI:

1) HWmmyHHas
peakuus, ajieprus,
BOCTIAJIMTEbHBIN
nporiecc

2) Hapymenue
PETYIISIIAH
AKTUBHOCTH
BHEJPEHHOTO TeHA

3) BeposrHOCTb

BO3HHUKHOBEHHUS
1no004HbIX 3((PEeKTOB,
CBSI3aHHBIX C
OLIMOOYHOU

WHTErpalliel  HOBOU
JHK B xpomMocombl
KJIETOK

4)  bBonesoii u
CENTUYECKUM IIOK

5) U3meHenus
JEUKOLUUTApHON
dbopMyIibI

6) OHKOJIOTHYECKHU
e 3a00yieBaHUs

peryIsIun
AKTUBHOCTHU

BHEIPEHHOTO TeHA
3) BepostHocTb

BO3HUKHOBCHHS
mo60YHBIX () PEKTOB,
CBSI3aHHBIX c
OIMO0YHOM

MHTErpalued HOBOM
JHK B XxpomMocombl
KJIETOK

2.
CuryanuoHHbIe
3aga4n/Keicol

ITamuenTtka A., 42
roja, UMeeT
HAcCJIeICTBEHHOE
3a00y1eBaHNE —
MyKoBUCIIMA03. M3-3a

3amenieHue
ne(EeKTHOTO TeHa
(G YHKITMOHATIBHBIM
aHAJIOTOM

na

HET

na
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BBIPa)KCHHOMN
HEJ0CTaTOYHOCTH
(bepMeHTa XJIOpPHOTO
KaHaJla OHa
PETYISPHO MOJIYy4aeT
CUMIITOMAaTHYECKOE
JIeYeHUE, BKIIIOYAst
AHTUOMOTHKU U
MYKOJIUTUKH. OJHAKO
0011e3Hb
IIPOTPECCUPYET, U €1
NPEJI0KEHBI HOBBIE
METO/IbI JICUEHMS],
BKJIFOYAIOIINE
pUMEHEHHE
TeHOTEPANEBTUYECKH
X npenaparos. Kakoi
NPUHLIMI JICKUT B
OCHOBE MPUMEHEHUS
reHOTEPANEBTUYECKH
X MpenaparoB Mpu
MYKOBHCIIM103€?

IIK - 2.1.1 3Haer MeTOoH0JIOTMI0 NpOBefeHUs! (papManeBTHYECKOH JKCIEPTH3bI pelenToB W TPeOOBAHMH-HAKIAIHBIX, 4 TaKkKe HX
PEruCTPALMIO U TAKCHPOBKY B YCTAHOBJICHHOM IOPsIIKe.

Pesynbrater ocBoenus Ol (komnerentiun) | MHIUKATOPHI TOCTHKEHUST KOMITCTCHITUH PesynpraThl 00ydeHus MO JUCITUTIIINHE

IIK -2 Cnocoben pemats 3amaun | [IK —2.1.1 3HaeT MeToq0I0THIO 3-1 3HaeT npaBuia BHITUCHIBAHUS PELIENITOB HA
HpO(beCCI/IOHaJII)HOP'I ACATCIIBHOCTH  IIpH MPOBEACHUSA (bapMaueBTquCKoﬁ I/IMMyH06I/IOJ'[OFI/IquKI/Ie N TCHOTCPAINICBTHYCCKUC
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OCYIIECTBJICHUU OTMYyCKa M peaau3aiuu
JIEKapCTBEHHBIX MpENnapaToB M JIPYrux
TOBAapOB aIllTEYHOTO aCCOPTHUMEHTA Yepe3
dapmanieBTUUECKUE U MEIULUHCKHE

AKCIIEPTU3BI PELIETITOB U TPEOOBAHUM-
HAKJIAJHbIX, a TAKXKE UX PErHCTPaIfio U
TaKCUPOBKY B YCTAHOBJIEHHOM IOPSJIKE.

rpenaparsl ¥ UX aHAJIOTH.

OpraHH3alMH.
Ne Pa3nen(sr), noapazaensi(bl) Tun 3ananus Copepxanue 3a1aHus IIpaBUIBHBIN OTBET Jlns kakoro Buaa KOHTPOIISA
JUCLUIUIMHBI (MOAYJIH, MOAYJIbHbIE peJHa3HaYeH
€AMHUILBI), TK CP ITA
dbopmupyromuii(e) nanusii 3YH
7. | Monyinb 1. [lonsitue 1. Bei6op BbiGepuTe Tpu BepHbIX | 1) Bpau-reneruk Ja na HET
«OHMOJIOrHYeCcKHe MPEnaparTbl» U UX | HECKOJIbKHX 0TBeTA U3 IIECTH. 3). Bpau — remarosor
MIPUMEHEHUE B MEJULIMHCKOM NMPaBUJIbHBIX Kakue cniennanucTel (npu
IIPAKTHKE. OTBETOB HMEIOT IIPaBo COOTBETCTBYIOILIEM
BBIIIUCHIBATH 3a00JIeBaHUN )
Monayns 2.
reHOTeparneBTUYECKHUe 5). Tonbko Bpay,
HNmmyHOOHOIOrHYECKUEe .
npenapaTsl IpOLIe NI
JIEKapCTBEHHbIE MPEnapaThl.
1) Bpau-reneruk CHEeUaIbHOE
Monyss 3. JlekapcTBeHHbIe 2) Bpau- teparnest 00ydeHHe U UMEIOIIUIA
Impenaparsl, IIOTYUYCHHBIC U3 3) Bpaq — COOTBCTCTBYIOH_II/Iﬁ
KpOBI/I, I1J1a3MbI KpOBI/I YCJIOBCKA U reMaToJIor (HpI/I CCpTI/I(bI/IKaT
JKNBOTHBIX. HCTOpI/ISI pa3pa60TKH 158 COOTBETCTBYIOILIIEM
puMeHeHus. BupycHas 3a60J1€BaHNH)
0€30MacHOCTb. 4) Bpau-nespoior
Mouynb 4. BHOTEXHOIOTHYECKHE 3) Tonpko Bpas,
JIEKApCTBEHHbIE HPOMICAIINA
crienuagbHOe OOyUCeHHE
Moaynb 5. MOHOKJIOHAIbHBIE 1 IMEIOTIIHIA
antutena. Micropus pazpaboTox, COOTBETCTBYIOLIHMIA
KJ1accu(uKanus, COBpeMEeHHOE cepTuuKar
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CorJjiaCuc nmanqucHTa Nin
€ro 3aKOHHOI'O

MEIUIMHCKUX IICHTPOB
(17151 psfa mpenaparos)

MPEACTABUTEIIS 5). Brimucka n3
3) Pemenue MEAULIMHCKOW KapThl C
KOHCHJIMYMa MOJITBEPXKICHUEM

benepanbHBIX JMarHo3a W TIOKa3aHui

MEIULUHCKUX LIECHTPOB
(s psima mpemapaToB)
4) Tonpko penent
YCTaHOBJIEHHON ()OPMBI
5) Brimucka u3
MEIHUIMHCKON KapThI C
MOATBEPKICHUEM
JIMarHo3a v MOKa3aHui

3HAYEHUE, IPUMEHEHHE. 1. Bei6op BbiGepuTe Tpu BepHbIX | 1) 3axiro4eHue Ja na HET
Monyss 6. TeHHas 1 KIeToUHAA HECKOJIbKHX 0TBeTAa U3 LIECTH. BpaueOHOI KOMUCCUU O
) NPaBUIBHBIX Kakue noxymeHTHbI HE00X0IUMOCTH
Tepanusi — Kak HOBOE HallpaBJIEHHE
O0TBETOB HEOOXOIUMBI JIs MPUMEHEHUS
B MEMIIMHE.
BBITTUCKU npernapara
Moznyis 6. Bekropsr — kak TE€HOTEPaIIeBTUYECKOT O 2) Nudopmuposan
HOCUTCIIU OJIA JOCTABKU I'CHOB. HpenapaTa? HOE IIOGpOBOHBHOG
M . 1) 3akiIroueHue corjacue HarueHTa
oz[ygb - HoxmHmreckas BpaueOHOM KOMHUCCUU O | WJIH €ro 3aKOHHOI'O
TKa TeHOTEPANEBTUYECKUX
pa3paboTKa TeHoTepalie e HEe00X0IMMOCTH MpeICTaBUTEIIS
[Iperaparos. MpUMEHEeHus npemnapara | 3) Pemienue
2) HNudopMupoBaHH | KOHCHIMYMa
o€ 100pOBOJIbHOE denepanbHbIX

IIK-2.2.1 ¥YMeer peanu30BbIBaTh M OTIYCKATh JIEKAPCTBEHHbIC NMpeENapaThbl Il MEAUIUHCKOI0 NMPUMEHEHHUs U JAPyrue TOBaphbl allTEYHOI0
aCCOPTHMMEHTAa (PM3MYECKHM JIMIAM, a TaK:Ke OTIYCKAaTh MX B MNOApPa3JeJieHus] MeIMIMHCKHX OPraHu3aunuii, KOHTPOJIUPYS cOoO/II01eHue
NMOPSIIKa OTIYCKA JIEKAPCTBEHHBIX MpenaparoB IJs MEIMIMHCKOr0 INPUMEHEHHMs M JAPYrMX TOBAapOB AaNTEYHOI'0 AaCCOPTHMEHTa C
npoBegeHueM (papmManeBTHYECKOr0o KOHCYJIbTHPOBAHUA U IIpeJocTaBIeHHeM GapManeBTHYeCKOi HHpopManuu.
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Pesynbrater ocBoenus Ol (komneTeHum)

Nuaukaropbl JOCTHKEHUS KOMIIETCHIIUU

Pesynbrathl 00yueHus 0 AUCIHUILTUHE

I[IK -2 Cpoocoben pemars 3amadu
npoecCHOHATLHOW ~ ACSITENFHOCTH — TIPU
OCYIIECTBJICHUU OTIMYCKa M peaJu3aiuu
JIEKapCTBCHHBIX TMpENnapaToB H JIPYrUX
TOBapOB aIlTEYHOTO aCCOPTHMEHTA 4Yepe3
dapmaneBTHUECKUE U MEIUIIUHCKHE

[1K-2.2.1 YMmeeT peanu3oBbIBaTh U
OTIIyCKAaTh JIEKAPCTBEHHBIE IIPEnapaThl
JUI MEIMIIUHCKOI'O IPUMEHEHUS U
Jpyrue ToBaphl aTEYHOIO0 aCCOPTUMEHTA
(bU3MYecKnM JIMLaM, a TaKKe OTIYCKaTh
UX B [10ApA3JIEICHNUS MEJUIIMHCKUX

y-1. ¥YMeeT KOHTpoIUpoBaTh COOII0OICHUE MOPSIAKA
OTITyCKa UMMYHOOHOIOTUYECKIX U
FeHOTEPaNeBTUYECKUX JIEKAPCTBEHHBIX MPENapaToB C

MpoBeIeHuEM (apMaleBTUIECKOT0 KOHCYIIbTUPOBAHUS
U IpeJocTaBiIeHreM (papMarieBTHIeCKOr HHPOpMaIUH.

OpraHH3aIHH.
OpraHu3aIyii, KOHTPOJIUPYs COONIIOICHHE
HOps/IKa OTITYCKa JIEKapCTBEHHBIX
NpenapaToB ik METUIITHCKOTO
NPUMEHEHHS U IPYTUX TOBApOB
anTEe4YHOTO0 aCCOPTUMEHTA C
npoBefeHNEM (PapMaleBTUIECKOTO
KOHCYJbTUPOBAHUS U MPEIOCTaBICHHEM
(dapmarneBTHYECKON HH(pOpMAIUH.
No Paznen(er), moapaszaensi(bi) Tun 3ananus Coneprkanue 3agaHust [IpaBuibHBIN OTBET Jnst kKakoro Bua KOHTPOJIS
TUCIUILTAHBI (MO, MOJYTbHBIE npeJHa3HaYeH
€MHUIIBI), TK Cp ITA
dbopmupyromuii(e) nanusiii 3YH
8. | Monyns 1. [lonstue 1. Bei6op Bbi0epure Tpu 1) WmmyHHas na na HET
«OMONOTUYECKHUE MPENapaTh» U UX | HECKOJIbKHX BEPHBIX 0TBETA U3 peaKuus OpraHu3Ma
MPUMEHEHHE B METUIIMHCKOMN NPaBUJIbHBIX | IIECTH. Ha BHPYCHBIC
IIPAKTHKE. O0TBETOB Puckamu, BEKTOPBL.
Monyib 2. CBA3aHHBIMU €| 2) TloreHumanbHas
NMMyHOOHOIOTHYECKHE HCTIONb30BAHHEM UHTETpanus
JIEKapCTBEHHBIE MTPENapaThI. TCHOTCPAIICBTHICCKH | gyyeponnoit JTHK B
X HpenapaToB | regom KJICTKH,
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Monyisb 3. JlekapcTBeHHbIE
npernapaTsl, IOJyYeHHbIE U3
KpOBH, IIJIa3Mbl KPOBH YeJIOBEKA U
KHUBOTHBIX. MicTOpus pa3paboTku u
npuMeHeHus. BupycHas
0€301acHOCTb.

Monyinb 4. buorexHonoruueckue
JIEKapCTBCHHBIE

Moaynb 5. MOHOKJIOHAIbHbBIE
antutena. Mcropus pa3paboTok,
KIaccu(uKkanus, COBpeMeHHOE
3HAYEHHE, IPHMEHEHHE.

Monayns 6. ['eHHas 1 KireTouHas
Tepanus — Kak HOBOC HaIlpaBJICHUE
B MCJIULIMHE.

Monaynb 6. BekTopbl — Kak
HOCHUTEJH JIJIs1 JOCTaBKU T'€HOB.

Monyins 7. JloknmuHIYeCKast
pa3paboTKa reHOTepaneBTUIECKIX
Mpenaparos.

SIBIISTFOTCSI:

1) HmmyHnHas
peakius  OpraHuzma
Ha BUPYCHBIE
BEKTOPBI.

2) IloTtenmuanbHas
WHTETpaIus
gyxepoanou JHK B
TeHOM KJICTKH,
MPUBOIAIIAS K
MYTaIHSIM.

3) Cnayuaiinas
aKTUBaIUs
MIPOTOOHKOT'CHOB

4) Tsaxenas
CTETICHb
rermaToTOKCUYHOCTH

npuBOaAIIasA K

MYTalUsM.
3) CnyuaiiHas
aKTUBAIUA
MIPOTOOHKOTEHOB

2..Bb100p
HECKOJbKUX
NMPaBUJIbHBIX
OTBETOB

Bui0epure Tpu
BepPHBIX OTBeTa M3
IIEeCTH.

Bo3MoxxHBEIMU
MOOOYHBIMU

s dexramu
reHOTeparuu
SIBJISIFOTCSI

1) HmmyHHas
peakiusi, ajuieprus,
BOCHAJIMTEIbHBIN
poliecc

1) NmmyHHas
peakiusi, ajieprus,
BOCTIJIMTEIbHBIN
nporecc

2) Hapymenue
peryIsaIuu
AKTUBHOCTH
BHEJAPEHHOTO I'eHa
3) BeposTHOCTH
BO3HUKHOBCHHS
OOOYHBIX
a¢ekToB,

na

na

HET
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2) Hapymenue
peryJsuu
aKTUBHOCTHU
BHEAPEHHOIO I'eHa
3) BeposTHOCTB

BO3HUKHOBEHHUS
1000YHBIX 3P PEKTOB,
CBSI3aHHBIX C
OLIMOOYHOM

WHTErpalued HOBOU
JHK B xpomocomsbl
KJIETOK

4) bonesoit U
CENITHYECKHUH IITOK

CBSI3aHHBIX C
OIITMOOYHOH
MHTErpaluue HOBOM
JIHK B xpomMocomsl
KJIETOK

IIK-2.3.1 Biaaaeer HaBbIKAMH OCYIIECTBJIEHUS €JIOMPOU3BO/CTBA MO BeIeHUI0 KACCOBBIX, OPraHM3AIMOHHO-PACTIOPSIAUTEIbHBIX, 0TYEeTHBIX
AOKYMEHTOB 1P PO3HUYHOI peajqu3aluM; HABBIKAMU OCYLIECTBJIEHUS

PACHIOPAAUTEC/ILHBIX, IVIATC/KHBIX OTYETHBIX JOKYMCHTOB IIPU ONnTOBOM peajim3anuu.

JeJIOMPOU3BOJCTBA MO BeJeHHI0 OPraHU3aIHOHHO-

Pesynbrarsl ocBoenus Ol (komneTeHIm)

I/IHI[I/IKaTOpBI JOCTHIXKCHUSA KOMIICTCHIIN

PesynpraTel 00ydeHus Mo JUCITUTIIINHE

[IK -2 Cnoocoben pemars 3amadu
npodeccHoHaNbHOM  AESITENbHOCTH TpU
OCYIIIECTBIICHHH OTIyCKa W pean3aliu
JIEKapCTBEHHBIX TMpEnapaToB M JIPYrHX
TOBApOB AaNTEYHOTO ACCOPTUMEHTa dYepe3
dapmanieBTHUECKUE U MEIUIIUHCKHE
OpTaHU3aIIH.

[1K-2.3.1 Bnaneet HaBBEIKaMU
OCYLIECTBIIEHUS JEIOIPOU3BO/ICTBA 110
BEJICHUIO KaCCOBBIX, OPraHU3alluOHHO-
pacnopsIUTENbHBIX, OTYETHBIX
JIOKYMEHTOB IIPY PO3ZHUYHOMN
peanu3anun; HaBbIKaMU OCYIIECTBICHUS
JIETIOTIPOU3BOJICTBA 110 BEJICHUIO
OpraHU3aIMOHHO-PACTIOPSAIUTEIbHBIX,
MJIATEKHBIX OTYETHBIX JJOKYMEHTOB MpPH

H-1. Brageer HaBbIKOM OTITYCKa anT€YHBIMU
OpraHU3aIUIMH HMMYHOOHUOJIOTHYECKUX U
TE€HOTEPAINeBTHUECKUX MPEnapaTos,
TPAaHCHOPTUPOBKH U XPaHEHUS! YKA3aHHOW TPYIIIbI
JIEKapCTBEHHBIX CPEJICTB
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OIITOBOM pcairsanuu.

Ne Pazpnen(er), moapaszaenbi(bl) Tun 3ananus Coneprxanue 3agaHust [IpaBuibHBINA OTBET Jnst kKakoro Bua KOHTPOJIS
TUCHUILTUHBI (MOJIYJIH, MOJYJIbHBIE NpeAHa3HaYeH
€IUHHUIIBI), TK CP ITA
dhopmupyromuii(e) nanapii 3YH
9. | Monayb 1. Ilonstue 1. Bei6op BriGepute TpH BEpHBIX Ja na HET
«OHMOOrHYeCcKHe Mpenaparb» U UX | HECKOJIbKHX OTBETA U3 IIECTH. 2) Muxkpobuojgoruy
MPUMEHEHHUE B MEAULIMHCKOMN npaBuibHbIX | HazoBute METO/IEI, €CKUI KOHTPOJIb
HPAKTHKE. OTBETOB ucronbdyeMbie s | 3) buonorudeckue
Monayns 2. KOHTPOJsI  Ka4deCTBa | HCCIEIOBaHUA
NmMmyHoOHONIOTHYECKHE MMMYHOOHOJIOTHYIECK 4) Tokcukomoruyec
JICKapCTBEHHBIE MTPETIapaThl. UX IIpernaparoB? Kas OLICHKa
Mounyis 3. JlekapcTBeHHbIE 1) ®usuxo- .
TIpenapaThl, HOJy4EHHbIE U3 OpraHOJICHTHICCKUN
KPOBHU, IJIa3Mbl KPOBH YEIOBEKA U KOHTPOJIb
AKUBOTHBIX. MicTOpus pa3paboTku u 2)  Mukpobuonoru
puMeHeHus. BupycHas YECKUN KOHTPOJIb
0€3011aCHOCTb. 3) buonoruueckue
Monyinb 4. bBuotexHonoruueckue MCCJICI0BAHMA
JIeKapCTBEHHBIE 4)  Tokcukonoruue
CKas OlIEHKa
Monynb 5. MOHOKJIOHAIbHBIE
5)  Awntponomerpuy
anturena. Mcropus pa3zpaboTok,
€CKHe JIaHHBIE
KJ1accu(uKanus, COBpeMEeHHOE
3HaYeHUE, IPUMEHEHHE. MafneHTa
v 6T 6) [Jlannble 0
onyib 6. ['eHHas n kieToyHast perncTpanuH
Tepanusi — Kak HOBO€ HallpaBJIeHUE
Ipernapara
B MEJMIIVHE.
1. Bei6op Bri6epure Tpu 1) OrcyrcTBUE Ja Aa HET
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Monyinb 6. BekTopsl — Kak HECKOJIbKHX BEPHBIX 0TBETA U3 OakTepuaIbHbIX
HOCHUTCJIN OJIs1 1OCTaBKU I'CHOB. NpaBUIbHBIX IHiecTHu. San}ISHeHI/Iﬁ
OTBETOB ITokazaTensimu 2) Hamyuuue

Monyinb 7. [JokuHUYeCcKast

pa3paboTKa reHOTeParieBTUUECKIX OHCHKH TIPH | 5HI0TOKCHHOB
TIpenaparos. HpOBEpKE 3) OO6HapyxkeHue
CTCPUILHOCTH I'PUOKOB U JPOAIKEH
TOTOBOH ~ NPOXYKIHH | 4) OTCYTCTBUE
SIBIISIIOTCSL: BHDYCOB
1) OrtcytcTBHE
OakTepuaIbHbIX
3arpsi3HCHUHN
2) Hanmuue
YHIOTOKCHHOB

3) OOHnapyxeHue
I'pUOKOB U IPOKIKEH
4) OrtcyrcTBUE
BHUPYCOB

5) Cobmonenue
TEMIIEpaTypPHOTO
pexuMa  XpaHEHUS
MPOTYKIIH

6) Ilokazanus
XUMHYECKOU YHUCTOTHI

NpOJyKTa

ITIK-3.1.1 3HaeT MeTO10JIOTHIO OKA3aHUA UH(OPMALMOHHO-KOHCYIbTAMOHHON MOMOIIHU MOCETHUTEJSAM aNTeYHOil OpraHu3auuu Npu BbiOOpe
JIEKapPCTBEHHBIX NPeNapaToB M APYruxX TOBAPOB ANTEYHOr0 ACCOPTHMEHTA, a TAKIKe 110 BONPOCAM UX PALMOHAJIBLHOI0 IPUMEHEHHs, C Y4eTOM
OnopapmaneBTHYECKMX 0COOCHHOCTEH JIEKAPCTBEHHBIX GopM.

| PCSyﬂBTaTLI ocBoeHus OI1 (KOMHCTCHLII/II/I) ‘ I/IH,I[I/IKE[TOPBI JOCTHIXKCHUA KOMIICTCHIIN ‘ PC3y.]'IBTaTBI 06quHI/I$I IO JUCIHMITIIMHE ‘
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ITK-3. Cioco6eH ocylecTBISITh
dapmaneBTHUeCKOe UHPOPMHUPOBAHUE U
KOHCYJIbTUPOBAHHE MPU OTIYCKE U
peanu3aluu JEKapCTBEHHBIX MPENapaToB
JUTSI MEIUIIMHCKOTO MIPUMEHEHUS U IPYTUX
TOBApOB alITEYHOT'O ACCOPTUMEHTA.

[1K-3.1.1. 3HaeT METOOOJIOTHIO OKA3aHUA
MH(OPMaLMOHHO-KOHCYIbTAIIMOHHON
TTOMOIIH TOCETUTEIISIM alTeUHON
OpTraHu3aIUy Mpu BIOOpE
JIEKapPCTBEHHBIX MPEMapaToOB U JPYTUX
TOBapOB alTEYHOTO ACCOPTUMEHTA, &
TaK)Ke 10 BOIIPOCaM MX PallOHAIBHOTO
MPUMEHEHHUS, C YIE€TOM
OonodapMareBTHIECKUX 0COOCHHOCTEH
JIEKapCTBEHHBIX (hOpM.

CpelcTB

3-1. 3HaeT KaKk OKa3bIBaTh HH(OPMAIIMOHHO-
KOHCYJIbTAIIHOHHYIO TOMOIIb TOCETUTEIISIM

anTEeYHON OpraHu3alHy IPU BIOOPE JEKapCTBEHHBIX
IpernaparoB, OTHOCSIIUXCS K IPyIIIe
UMMYHOOHOJIOTHYECKUX U TEHOTEPAIIeBTHUECKUX

Ne Paznen(er), moapaszaenbi(bl) Tun 3apanus Conepxanue [IpaBuibHBIN OTBET Jnst kKakoro Bua KOHTPOJIS
JUCHUILTAHBI (MOJIYNIH, MOJYJTbHBIE 3a/1aHus npeHa3HAYeH
€AMHUIIBI), TK CP ITA
¢dopmupyronwmii(e) nanusiii 3YH | 1. YeranoBure YcTaHoBHTE 1). Coinb, 3y, na na HET
COOTBETCTBHE COOTBETCTBHUE 0COOEHHO B MECTe
CHUMIITOMOB, WHBEKIIUU WU T10
YKa3bIBAIOIIUX Ha BCEMY Ty
HENEPEHOCUMOCTh 2). TomHOTAa, PBOTA,
O6unoanamora 00JIK B KUBOTE, AUapes

1). Cpimb, 3y,
0COOCHHO B MeCTe
WHBCKIIUH UJIH 110
BCEMY TETy

2). TomHOTA, PBOTA,
00JIH B JKHBOTE,
muapes

3). [lpuznaku
uH(pekuuu (aHTuHa,

3). Ilpusnaku
nH(peKkuuu (aHrvHa,
LMCTUT, THEBMOHMUS U
zp.)

4). CHIXEeHUe
apTepHalibHOTO
JTaBJICHUS
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IIUCTUT, THEBMOHUS
u ap.)

4). Canxenue
apTepHalIbHOTO
JTaBJICHUS

5). 3arpyaHeHHOE
IpoOYXkAEHHE 110
yrpam,
O€CIIOKONHBIN COH
HOYBIO

6). Anatusi,

aCTEHUYECKHE

TIPOSIBIICHUS
2. [Tanimentke 42 roga, | «/lamubpay» sBusercs na HET na
CuryaumoHHble | CTpagaer OnoaHanoroM
3aga9n/Keichl PEBMaTOUIHBIM OPUTMHAJILHOTO

apTPUTOM CpEIHEN
CTEIeHH TsKecTu. B
TE€YEHUE MOCIEIHUX
2-X JIET ToJy4aeT
METOTpEKcaT B J103€
15 mr/nen. OnHako
coXpaHsieTcs
BbIpa)keHHast 00JIb B
CyCTaBax, yTPEHHSS
CKOBaHHOCTb
JIBIDKCHUH,
BBICOKHI YPOBEHb
C-peakTUBHOTO
Oenxa. Bpau-
peBMaTojor
PEKOMEH10BA
HA4aTh TEPAIHUIO

npernapara, Ho 3aMeHy
npernapara MO>KHO
OCYLIECTBIISATH TOJIBKO
0 PEIICHHIO JIEYaIIero
Bpaya
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TCHHO-
WH)XEHEPHBIMHU
npenapaTom —
agaruMyMadom
(opuruHanbHBIN
npenapar
«Xymupa»).
ITanmmenTka
UHTEPECYeTCs —
MOJKHO JIM 3aMEHHUTD
«XymHupy» Ha boJee
JIEIIeBLINA aHaJIor,
«lamnbpay.

IK-3.2.1 Ymeer uHpopMUPOBATH MEIUIUMHCKHUX PA0OTHHKOB 0 JIEKAPCTBEHHBIX Npenaparax, UX CHHOHHMAX M aHAJIOrax, BO3MOKHbBIX
NO0OYHBIX JIeCTBUAX U B3aMMOACHCTBHUAX, C Y1eTOM OMO(papMaLneBTHYECKUX 0COOCHHOCTel JIeKAPCTBEeHHBIX GopM.

Pesynbrarel ocBoenus Ol (kommnereniun) | MHIUKAaTOphl TOCTHKEHUS! KOMIETEHIIUN Pesynbrarel 00y4eHus Mo AUCHUTIIMHE
[TK-3 Cnoco6eH ocymiecTBIATh [1K-3.2.1 YMmeeT unpopmMupoBaTh 3-1. YMmeeT onpenensiTh OCHOBHbIE CHHOHUMBI 1
¢dapmalieBTHYECKOE HH(POPMHUPOBAHUE U MEAUIMHCKUX PaOOTHUKOB O HAXOJIUTh aHAJIOTH UMMYHOOHOIOTHYECKUX 1

TeHOTEPANEeBTUYECKUX CPE/ICTB, C YUETOM UX
(apMakoIIOrH4ecKUX U (hapMarieBTUYECKHX
B3aUMO/JICHCTBUI, BO3MOXHBIX TOOOYHBIX 3(PPEKTOB
UCTIOJIb3YEMBIX JIEKApCTBEHHBIX (HhOPM.

KOHCYJIbTHUPOBAHUC ITPH OTITYCKE U JICKApPCTBCHHLIX IpCIaparax, ux
peair3anuun JICKAaPpCTBCHHBIX MPCIIapaToOB CHHOHUMaAxX M aHaJIorax, BO3MOXXHBIX
A MEAVNIUHCKOTO ITPUMCHCHUA U IPYTrUx MOOOYHBIX HeﬁCTBHﬂX n

TOBapOB alITEYHOTO ACCOPTHMEHTA. B3aMMOJICHCTBUSIX, C YIETOM
ounodapmaneBTHUECKUX 0COOEHHOCTEH
JIEKapCTBEHHBIX (hopM.

No Paznen(sr), moapaszaenbi(br) Tun 3ananust ConeprkaHue 3aJ1laHus [IpaBuibHBIN OTBET Jnst kKakoro BUa KOHTPOJIS
JTUCIUILTAHBI (MO, MOJYTbHBIE npeAHa3HauYeH
€IMHUIIBI), TK ‘ CP ‘ ITA
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dbopmupyromuii(e) nanasiii 3YH

10.

Mogayis 1. [Tonsitue
«OMOJIOTHYECKHUE TIPerapaTbl» U UX
MIPUMEHEHHUE B METUIIMHCKOM
MPaKTHKE.

Monayinb 2.
NMmyHOOMONOTHYECKIE
JIEKapCTBEHHbIE MPEnapaThl.

Monyisb 3. JlekapcTBeHHbIE
npenapaTsl, IOJyYeHHbIE U3
KpPOBH, TIJIa3Mbl KPOBH Y€JIOBEKA U
KUBOTHBIX. MicTOpus pa3paboTku u
npuMeHeHus. Bupycnas
0€301MacHOCTb.

Monynb 4. bBuorexHonoruueckue
JIEKapCTBEHHbIE

Monaynb 5. MOHOKJIOHAIbHbBIE
antutena. Mcropus pa3zpaboTok,
KJIaccu(uKaIus, COBpeMEHHOE
3HauYeHUE, IPUMEHEHHE.

Mopyns 6. ['enHas u kieTouHast
Tepamnus — Kak HOBOE HallpaBJICHUE
B MEIUIIMHE.

Monyinb 6. BekTopsl — Kak
HOCHUTEIH ISl JOCTaBKU T'€HOB.

Moayins 7. [lokmuHIYECKast
pa3paboTKa reHOTepaneBTUIECKIX
penaparos.

1. BuiGop BriOepure Tpu BepHBIX | 4) Ajteprudeckue Ia Ja HET
HECKOJIbKHX OTBCTA U3 IICCTH. peakuuu Ha
NPaBUJIbBHBIX OcnoXHEHUAMU BBEJIECHHBIN BEKTOP
0TBETOB I'eHHOHU Tepanuu 5) MudeKuuouHbIe

MOTYT SABJIATHCS: OCJIOKHEHUS

1) 'enernueckas 6) Heynaua tepanuu

MyTauus 310POBBIX

KJIETOK

2) Hapymienue

MeTabonm3ma

JIMIIUIOB

3) Octpas noyeunas

HEIOCTATOYHOCTD

4) Anneprudeckue

peakunu Ha

BBEJICHHBI BEKTOP

5) Uadexunonnsie

OCJIO)KHEHUS

6) Heynaua repanuu
2. YcraHoBuTe Vkaxure 1) Bakuunst na na HET
NocJje10BaTe/b- | IOCIEN0BATEIBHOCTD 2) HNmmyHoro0yn
HOCTH Pa3BUTHSA WHBI

UMMYHOOHOJIOTHYECKH | 3) PexoMOuHaHTH

X TIPETapaToB 1o bIe UHTEPHEPOHBI

MOKOJICHUSIM: 4) Cunrernueckue

1) Baknunsl MMMYHOMOZYJIATOPBI

2) NmmyHornodbyn | 5) buoananoru

VHBI 6) I'enno —

3) PexomOuHAHTH

HWHXXCHCPHBIC
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bIe UHTEPPEPOHBI

4) CuHTeTHYECKHE
UMMYHOMOYJISITOPBI
5) buoananoru

6) I'enno —
WH)KCHEPHBIC
npenapaTsl

IpenapaTsl

IIK-3.3.1 Baaageer HaBbIKaMM TPUHATHS pPelIeHHs] 0 3aMeHe BBHINMCAHHOIO
aHAJIOTHUYHbIE Mpenaparbl B YCTAHOBJIEHHOM IOpsiAKe HA OCHOBe MHGOPMALMH 0 IPYNNax JeKAPCTBEHHBIX NPenaparoB U CHHOHMMOB B
paMKax OJHOr0 MeKIYHAPOJAHOr0 HENMATEHTOBAHHOI0 HAMMEHOBAHHMS M IL[EHAM HA HHUX C y4eTOoM OuodapMalneBTHYECKHX 0COOeHHOCTei

JIEKapCTBEHHBIX GopM

JIEKAPCTBCHHOI'0 Impemapara Ha CHHOHMMHYHBIC HJIH

Pesynbratsl ocBoenus Ol (kommneTeHImm)

I/IHI[I/IKaTOpr JOCTHIKCHUA KOMIICTCHII NN

PC3y.]'IBTaTBI 06yquI/15[ 10 AUCHUIIIIMHE

[TK-3. CnocobeH ocyIIecTBIATh
(dhapmarieBTHUECKOEC HHPOPMUPOBAHUE U
KOHCYJIbTUPOBAHUE MPU OTIIYCKE U
peanu3anuu JeKapCTBEHHBIX MPETapaToB
JUTSI METUITTHCKOTO IPUMEHEHUS U IPYTUX
TOBapOB alTEYHOT'O0 ACCOPTUMEHTA.

I1K-3.3.1. Bnageet HaBbIKaMu IPUHATHS
pellIeHus: O 3aMEeHE BBIITUCAHHOTO
JIEKapCTBEHHOTO TIpernapara Ha
CUHOHMMHYHBIC WM aHAJOTHYHBIC
mperapaTsl B yCTAHOBICHHOM TIOPSIIKE
Ha OCHOBE MH(OpMAIMH O TPyIIax
JICKapPCTBCHHBIX MPENIapaToB H
CHHOHHUMOB B paMKaX OJIHOTO
MEXIYHApOJAHOTO HEMATEeHTOBAHHOTO
HAUMEHOBAHHUS U [IEHAM Ha HUX C YUETOM
OounodapmaneBTHUECKUX 0COOEHHOCTEH
JIEKapCTBEHHBIX PopM

H-1. Bnazeer HaBBIKOM IIpey1araTh U OCYIIECTBIIATD
3aMEHY BBIIIMCAHHOTO JIEKAPCTBEHHOTO IIpenapara
onupasck Ha uHpopmanuo o MHH npenapara u ero
MexaHu3Me (papMaKoIUHAMUYECKOTO JeHCTBHS
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Ne Paznen(er), moapaszaenni(bi) Tun 3ananus Coneprxanue 3agaHus [IpaBuibHBINA OTBET Jnst kKakoro Bua KOHTPOJIS
JTUCHUILTUHBI (MO, MOJYJIbHBIC npeHa3HauYeH
€IUHHUIIBI), TK CP ITA
dhopmupyromuii(e) nanapii 3YH
11. | Mogymns 1. [Tonarue 1. Bei6op BriGepute 1Ba BEpHBIX 2) Hanubpa na na HET
«OMONIOTUYECKHUE MPENnapaTh» U UX | HECKOJIbKHX OTBETA U3 LIECTH. 3) Xymupa
MIPUMEHEHUE B MEJULIMHCKOU npaBuwibHbIX | Kako# npenapar
MIPaKTHKE. OTBETOB SBJISIETCS] CHHOHUMOM
OnoaHaIoroM
Monaynb 2. ( )
aganumymada
NmmyHoOHONIOTHYECKHE
1) Uapnuxucmad
JIEKapCTBEHHBIC TTPENapaThl.
2) Janubpa
Mopyns 3. JlekapcTBeHHbIE 3) Xymupa
IIperaparsl, IIOJIYYCHHBIC U3 4) aTapHepueHT
KpPOBH, IJIa3MbI KPOBU YEJIOBEKA U 5) Orecna
JKUBOTHBIX. I/ICTOpI/ISI pa3pa60TKH u 6) Ko3enTukc
npuMeHenus. Bupychas
0€3011aCHOCTb. 2.Bb100op Bri6epuTe 1Ba BEpHBIX 1) Axrtempa Ia Ia HET
Moxnyis 4. Bruotexnonornueckue HECKOJIbKHX OTBETA U3 IIECTH. 3). PoAkTtempa
JIeKapCTBEHHbIE NPaBWIBHBIX | YKaXHUTE KaKOU
OTBETOB npenapar sBJsIeTCs

Monynb 5. MOHOKIIOHATBHBIE
anTtutena. Mcropus pazpaboTok,
KIaccuuKalus, COBpeMEHHOE
3Ha4YeHHE, IPUMEHEHHUE.

Monaynb 6. ['eHHas u kiieToyHas
Tepanus — Kak HOBOE HAIPABJICHUE
B MEJIUITMHE.

Mopyns 6. BekTopsl — Kak
HOCHUTEJH JIJIsl IOCTaBKU T'€HOB.

Moayins 7. JloknmuHnYecKast

CUHOHHUMOM

TOIUIN3yMada
1) Axtempa
2) Opencus
3) PoAxkrtempa
4) Kenzapa
5) bennucra
6) Pemmukeiin
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pa3paboTKa reHOTepaneBTUICCKUX
npenaparos.

N

Nk W=

10.

11

15

. BOHpOCBI JJIA ITIOATOTOBKH K HpOMe)I(YTOQHOﬁ arTeCTalnu:

buonornveckue iekapcTBEHHBIE penaparhl. Kiaccudukanus o0Iias XxapakKTepruCcTHKa OMOTEXHOJIOTMYECKUX M reHoTepaneBTudeckux JIIT.
Cranuu uccaeoBaHui OMOIOTHYECKOTO MPErapaToB

CocraB BJIC. ocobennoctu BJIC., mumenu aeiicteus bJIC (o0mue MexaHU3MBbI).

CriocoObl MHTETpAIMH I'eHa B TeHOM KJIeTKH Onomarepuaina. Ooume TpedoBanus k nmpousBoactBy bJIC

Baknunsr: kinaccudukanus; o01mas XxapakKTeprCcTHKA )KUBBIX (aTTEHYUPOBAHHBIC), YOUTHIX (MHAKTUBUPOBAHHBIC), a/IbIOBAHTHBIX BAKIIWH; COCTAB
BaKIIMH [IEPBOTO IMOKOJICHUS, 0COOEHHOCTH IMMYHHOTO OTBETA MPU MPUMEHEHUHU BAKIIMH NIEPBOTO TTOKOJICHUS

JKuBbie (aTTCHYHPOBAHHBIC) BAKIIMHBI: OCHOBHAsI METO/IMKA, UCTIOJIb3yeMasl Ui 0cIa0JIeHUs BUpyCa IIPHU MTPOU3BOJICTBE KUBOW BAKIIUHBI;
(heHOMEH BO3BpaTa BUPYJIICHTHOCTH ITOCJIC TPUMEHEHUS KUBBIX BUPYCHBIX BaKIIMH; IPEUMYIIECTBO MCIIOIH30BAHMS JKUBBIX BaKIIMH, TPCOOBAHUS K
XPaHCHUIO U TPAHCIIOPTUPOBKE JKUBBIX BaKIMH.

VHaKTHBUPOBAHHBIE BAaKLIIUHBL: CHOCOObI UHAKMUBUPOBAYUU NAMO2eHa ISl TIPOU3BOJICTBA BAKIIMH IMPOTUB IMOJIMOMHEIINTA, TenaTuTa A, TpuIna,
Tuda, X0JIephl, YyMbI, KOKJIIOIIA U JIp. Poik anpioBanTa B hOPMUPOBAaHHH UMMYHHOT'O OTBETA.

[TonsTre OGuonornyeckue JeKapcTBEHHbIE Mpenaparbl. OTINYUS MEX Y JIEKapCTBEHHBIMHU IMTpernapaTaMu OMOIOTUYECKON U XMMHUECKON MPUPOIBL,
MIPCUMYIIIECTBA U HEJTOCTATKHU.

CriocoOsI mostydeHus OMOJOTHYeCKHX mpenapaToB KpoBu. [Ipumeps! npenaparos. [IpuMeHeHne OMOIOTHYECKUX MPENnapaToB KPOBH,
HeXeJaTeNlbHbIe 3PPEKTHI.

[TpoGnema Ge30macHOCTH OMOIOTUYECKUX MPENapaToB KpoBU. BupycHas 6€30macHOCTb.

. TpeboBaHMsI K KICXOTHOMY CBIPBIO IIPH MOJIYYEHUH OMOJOTHYECKHUX MTPenapaToB KpoBU. PUCKN BUPYCHOM KOHTaMUHAIIUH.
12.
13.
14.

ITporniecchl BUpYCHON MHAKTUBALMY MM 3MUMUHAIMUA. CrIOCOOBI, UCTIONIb3yeMbIe ISl MHAKTUBALMK WIIM SJTUMHHALUN BUPYCOB.

[ToHsiTHE OMOTEXHOIOTUYECKUX MTpenapaToB. [ pymibl JIeKapCTBEHHBIX CPEACTB, MOJIy4aeMbIX OMOTEXHOJIOTMYECKUMH METOAAMH.
AnbTepHaTUBHBIE CIIOCOOBI I0CTAaBKU MHCYIINHA, UX IOCTOMHCTBA M HEIOCTATKU. «Y MHbIe» UHCYIUHBIL. [IoHATHE, OTIIMYKE OT CTaHJapTHBIX
WHCYJIMHOB.

. OTanuns OMOTEXHOJIOTHYECKHUX IpouecCoOB OT MPOU3BOJACTBA CHHTCTHYCCKUX JICKAPCTBCHHLIX CPCACTB
16.
17.

Buibl coBpeMEeHHBIX UHCYJIUHOB (JIU3IPO, aclapT, IYJIU3UH, TJIapriuH, J1eTEMUp, IETIyIeK, alKOoeK).

PexoMOnHaHTHBIE JIEKapCTBEHHBIE IIPENapaThl: MOHOKJIOHAJIbHBIE aHTUTeNa. MlcTopus pa3paboToK, STarbl MOIy4eHUs] THOPUIOM, KIacCu(puKaIus
(Ha OCHOBE MBIIIMHBIX, XUMEPHBIX, [YMaHU3UPOBAHHBIX U YeJIOBeUYeCKUX aHTUTelN). HoMeHkIaTypa npenapatoB MOHOKJIOHAJIbHBIX AaHTUTEL.
MexaHu3M J1eHCTBHS, KIMHUYECKHE MUIIEHH MOHOKJIOHAIBHBIX aHTUTEN, TOO0UHBIE Y3 PEKTHI, COBpPEMEHHOE 3HAUCHHE.



18.

19.

20.

21.

22.

23.
24.

25.
26.

27.

28.

29.

30.

31.
32.

33.
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MOHOKJIOHAJIbHBIE AHTUTEJIA B OHKOJIOTUU U OHKOT'€MaTOJIOTUHU: IPOCThIE (HEKOHBIOTMPOBAHHBIE) MOHOKJIOHAJIbHBIE AHTUTENA, MEXAHU3MBI UX
IIPOTHBOOITYX0JIEBOT'O JEHCTBUS, KJIacCU(PUKALMS IPOTUBOOIIYXO0JIEBbIX MOHOKJIOHAJIBHBIX aHTUTEJI TI0 MEXaHU3MY BO3JI€HCTBUS HA KIETKH-
MunieHd. @apMakoIoruueckasi XapakTepucTUKa IPernapaToB, IOKa3aHUs K IPUMEHEHHUIO.
KonbrorupoBaHHble MOHOKJIOHAJIbHBIE AaHTUTEINA, UX THUIIbl B 3aBUCUMOCTH OT IIPUCOEIMHEHHOTO aKTHUBHOI'O BELIECTBA (M30TOIA, IUTOCTATHKA,
TOKcHHA). PapMaKoJoruyeckas XapakTepUCTUKA MIPENapaToB, IPUMEHEHUE B OHKOJIOTUH M OHKOT'€MAaTOJIOTHH.
ITpuMeHeHre MOHOKIIOHATIBHBIX aHTUTEN B peBMarosioruu. Ilatopusnonornueckue MuIIeHM MOHOKJIOHAJIbHBIX aHTuTeN. Kiaccudukanus B
3aBUCHUMOCTH OT TOUYKHU IpuiiokeHus. Gapmakosornyeckas XxapakTepucTUKa IpenapaTos.
MoHoknoHanbHble aHTuTeNa B JeyeHnn COVID-19. Mexanusm feiictBus, papmMakogoruueckas XapakTepucTHKa penapaToB, ClieUpUUHBIX K
Bupycy SARS-CoV-2 u 610KkaTopoB HHTEPIACHKHUHOBBIX perientopos i jtedenns COVID-19. Knaccudukarys npernaparoB Ha OCHOBE
MOHOKJIOHQJIBHBIX aHTHUTEN 1 MpoduaakTuku U jiedeHus COVID-19 mo kImHuYecKoMy MPUMEHEHHIO.
[TonsaTue rennoit repanuu. [IpuHIKMT 1 KOHIENIIUSA TeHHON Tepanuu. [loaxoel renHoi Tepanun (peranpHas, comaTndeckas). CTpaTeruu reHHOn
Tepanuu.
[IpenapaTsl, HoayYeHHBIE METOJJOM F€HHOMU Tepanuu. [lepcrnekTuBbl HCTI0Ib30BaHUS T€HOTEPAleBTUUECKUX CPE/ICTB.
Knerounas tepanus. Tumsl k1eTo4HBIX IIpenapaToB. TepaneBTuYecKue NpoAyKThl Ha OCHOBE KIIETOK. PUCKM MCIIOIb30BaHUS KJIETOUYHBIX
[IpenapaTosB.
IIpenapaTsl, IOIyYEeHHBIE METOJOM KJIETOUHON MHKEHEPUH. [IepcrieKTHBbI NCTI0IB30BaHUS KIETOYHON TEpaIny.
[TonsTue BekTopa. XapakTepUCTHKAa OCHOBHBIX T€HETUUECKUX 3JIEMEHTOB IIPO- U 3YKAPHUOTUYECKUX KIIETOK, IPETEHAYIOIIMX Ha POJIb BEKTOPOB.
OCHOBHBIE XapaKTEPUCTUKHU BUPYCHBIX BEKTOPOB
@u3nuecKue METOIbI JOCTABKH ICHETHIECKOTO MaTepralia (3JIEKTPOIIOpaIis, «reHHas MyIIKay, «reHHas mymkay», «Cell squeezingy,
rugponopanusi, Mukpounbekus JJHK).
MeTobl Ha OCHOBE YacTHI] (JTUITOCOMBI, KATHOHHBIE MTOJIMMEPHI). XapaKTepUCTHKa METOJIOB JOCTaBKU (MaruuTodekuus, umnanedexuus, naked
RNA u DNA).

IlonsTue BCKTOpA. OCHOBHBIC CITOCOOBI AOCTAaBKH I'CHOB B KJICTKHU OpTraHHU3Ma. Tpe60BaHI/I${, MNPEABABIACMBIC K HUCaJIbHOM CHUCTEME JOCTaBKHU
T'CHOB. cDa.pMaKOKI/IHeTI/I"IGCKI/IC 0COOEHHOCTH CUCTEMBI JOCTaBKHU I'CHOB.

Omnpenenenre NOHITHS TEHOTEPANUS. XapaKTePUCTHKAa OCHOBHBIX MOJIXOJJ0B T€HOTEPANHH, KIETOYHOM Tepanuu (in vivo, ex vivo). OCHOBBI
HOMEHKJIATypbI MPEMApaATOB JJIsI TEHOTEPANNU U KIIETOYHON TEpaIvu.

OcCHOBHBIE METO/IbI TEHOTEPAINH, UX XapaKTEPUCTHKA, TPUMEPHI TEHOTEPAIIEBTUUECKUX CPEICTB.

OnTumu3zanus nporpammsl JokinHudeckoi pazpadotku ['TJIIT (oOmrast xapakTeprucTUKa N3y4aeMbIX 103, PEIEBAHTHOCTH, J1a00paTOPHBIX TECT-
cUCTeM, MOJIU(DUKAINH TPOU3BOJICTBA,

OcHoBHBIE acTIeKThI H3ydeHus dapmakonorudeckoi 6ezonacHoctu ['TJII (uccnemoBanne o01Iel TOKCHYHOCTH, OIEHKA MOTEHIIMATLHOTO PUCKA
JUTSL OKPY>KaroLIEeH CpeJibl, I0MOJIHUTENIbHbIE UCCIIEI0BAHMS, CBSI3AHHBIE C OT/IaJIECHHBIMU PUCKaAMU)
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3. Ilpumep Oumnera A MPOMEKYTOYHON aTTEeCTALUU:

®enepalibHOE TOCYAApCTBEHHOE OI0KETHOE 00pa30BaTeIbHOE YUPEKICHUE BBICIIETO 00Pa30BaHUs
«Bourorpaackuii rocyJapCTBEHHbIN MEAUIIUHCKUNA YHUBEPCUTET»
MunuctepcTBa 3apaBooxpanenus Pocculickoit @eneparuu

Kadenpa:
JucuunimHa:
Cnenuanuret no cnenuaibHoctu 33.05.01 @apmanus
QakynbreT: PapManeBTUYECKAN

VYueOusrii rox: 20 -20

buiser k 3auery Ne

(cobecenoBaHme)
1. CocraB OMOJIOTHYECKUX JIEKAPCTBEHHBIX MTpenaparoB (001rue MexaHu3Mbl, 0COOEHHOCTH, MHUIIICHH JIEHCTBHUS).
2. OcHoBHbIE acniekThl u3yueHus papmakonorunueckoit 6ezonacHoctu ['TJIII (uccnenoBanue oo1iei TOKCHYHOCTH, OLIEHKA MMOTEHIIHATEHOTO

pHUCKa JIJIsl OKPYXKAIOIIEH CpeIbl, JOTIOTHUTEIbHBIC UCCIEA0BAHMS, CBA3aHHBIC C OTIAJICHHBIMU PUCKAMH )

M.IL 3aBeayromuii kadenpoit A.A. CnacoB

Assessment tools for conducting ongoing monitoring in classes (TC), assessing the independent work of students (IW), conducting midterm
assessment (MA), allowing to check the development of students' knowledge (k) / skills (s) / abilities (ZUN) as provided by the discipline program:

UK - 1.1.1. Knowledge of the historical milestones in the development of society; the basic principles and methods of critical analysis and
evaluation of modern scientific and practical achievements.
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Results of mastering the educational
program (competencies)

Indicators of Competency Achievement

Learning outcomes for the discipline

UK-1. Capable of critically analyzing
problematic situations based on a systems
approach and developing an action strategy.

UK — 1.1.1. Knowledge of the historical
milestones in the development of society;
the basic principles and methods of
critical analysis and evaluation of modern
scientific and practical achievements.

z-1. Knows government sources of information on

the nomenclature of immunobiological and gene
therapy drugs and combinations based on them.

z-2. Mechanisms of action of immunobiological and
gene therapy drugs, indications and contraindications

for use.

N | Section(s), subsection(s) of

Task type

Task content

Correct answer

What type of control is it

0. the discipline (modules, intended for?
modular units), TC SR PA
forming this knowledge,
skills and abilities
12. | Module 1. The concept of 1. Selecting Choose three correct 1 ) Monoclonal Yes Yes No

"biological drugs" and their
use in medical practice.

Module 2. Immunobiological
drugs .

Module 3. Medicinal
products obtained from
blood, blood plasma of
humans and animals. History
of development and
application. Virus safety.

Module 4. Biotechnological
drugs

multiple correct
answers

answers out of six.

2. Select the correct
statements regarding
the pharmacokinetics of
monoclonal antibodies:
1) Monoclonal
antibodies have a high
molecular weight and
are slowly eliminated
from the body.

2) The half-life of
most monoclonal
antibodies ranges
from several hours to

antibodies have a high
molecular weight and
slow elimination

3) Distribution in the
body is limited to the
vascular bed and
extracellular space

4) Bioavailability of
intravenous forms is
almost 100%
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Module 5. Monoclonal
antibodies. History of
development, classification,
current significance, and
applications.

Module 6. Gene and cell
therapy — as a new direction
in medicine.

Module 6. Vectors as carriers
for gene delivery.

Module 7. Preclinical
development of gene therapy
drugs.

a day.

3) Distribution in the
body is limited to the
vascular bed and
extracellular space .
4) Bioavailability of
intravenous forms is
almost 100%

5) Metabolism occurs
primarily through
degradation by
cellular receptors and
enzymatic breakdown
in the liver.

13. Selecting The clinical efficacy of | 1). Type of disease. Yes Yes No
multiple gene therapy drugs is | 3). Selecting a vector.
correct influenced by: 4) Individual reaction
answers 1). Type of disease. of the body
2). Patient's age.
3). Selecting a vector.
4) Individual reaction of
the body
14. Set the Specify the sequence of | 1 ) attachment of | Yes Yes No
sequence 6 stages of | bacteriophages to
bacteriophage work: bacterial cells
1) attachment of | 2) injection of
bacteriophages to | bacteriophage nucleic

bacterial cells
2) release of mature
phages and death of the

acid into the bacterium
6) synthesis of protein
and nucleic acid
components of
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bacteria
3) injection of
bacteriophage nucleic

acid into the bacterium
4) assembly of new
phage particles

5) the combination of
protein and nucleic acid
components of phages

6 ) synthesis of protein
and nucleic acid
components of
bacteriophages

bacteriophages
5) the combination of

protein and nucleic acid
components of phages
2) release of mature
phages and death of the
bacteria

4) assembly of new
phage particles

15. Set the
sequence

When preparing a set of
documents  for the
purpose of obtaining
permission to conduct a
clinical trial or register
a drug from the
developer of a state-of-
the-art medicinal
product, the following
1s required:

1) recovery period

2) the relevance of the
animal model and

3) methods used

4) duration of drug
administration

5) preclinical research
programs

7) Key points of
research design

8) list of laboratory test
systems

6) dosage regimen

4) duration of drug
administration

Yes

Yes

No
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6) dosage regimen

7) Key points of
research design

8) list of laboratory test
systems

UK - 1.2.1 Able to collect and summarize data on current issues, including those related to the professional field, search for information and
solutions based on actions, experimentation, and experience; analyze a problem situation as a system, identifying its components and the
connections between them.

Results of mastering the educational Indicators of Competency Achievement Learning outcomes for the discipline
program (competencies)
UK-1 Able to carry out a critical analysis of | UK — 1.2.1 Able to collect and | U-1. Able to interpret the results of the most common
problematic situations based on a systems | summarize data on current issues, | laboratory and functional diagnostic methods
approach and develop an action strategy including those related to the professional
field, search for information and
solutions based on actions,

experimentation, and experience; analyze
a problem situation as a system,
identifying its components and the
relationships between them.

N Section(s), subsection(s) of the Task type Task content Correct answer What type of control is it
0. discipline (modules, modular intended for?
units), TC SR PA
forming this knowledge, skills and
abilities
16. | Module 1. The concept of 1. Selecting Choose three correct 4) Increased C- Yes Yes No
"biological drugs" and their use in | multiple answers out of six. reactive protein
correct What indicators may 5) Increased
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medical practice.

Module 2. Immunobiological
drugs.

Module 3. Medicinal products
obtained from blood, blood plasma
of humans and animals. History of
development and application. Virus
safety.

Module 4. Biotechnological drugs

Module 5. Monoclonal antibodies.
History of development,
classification, current significance,
and applications.

Module 6. Gene and cell therapy —
as a new direction in medicine.

Module 6. Vectors as carriers for
gene delivery.

Module 7. Preclinical development
of gene therapy drugs.

answers

indicate the presence

of an inflammatory

process?

6) Increased  C-
reactive protein

7) Increased
hemoglobin levels

8) Increased
erythrocyte
sedimentation rate

9) Decreased
white  blood cell
count

10)  Increased
neutrophil count

erythrocyte

sedimentation rate
6) Increased

neutrophil count

2. Establish a
sequence

Establish the correct
sequence of steps for
interpreting the results
of a complete blood
count: Write down the
corresponding
sequence of numbers.
6) Evaluation  of
hemoglobin and red
blood cell levels

7) Leukocyte
count analysis

8) Erythrocyte
sedimentation rate
assessment

9) Total red blood
cell count

3. Evaluation  of
hemoglobin and red
blood cell levels

4 Erythrocyte
sedimentation rate
assessment

4. Leukocyte
count analysis

6. Platelet count
assessment

7. Erythrocyte
sedimentation rate
assessment

Yes

Yes

No
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10)  Platelet count
assessment

UK - 1.3.1. Possesses experience in forming value judgments in resolving problematic, including professional, situations; the ability to develop
a strategy for achieving a set goal as a sequence of steps, anticipating the outcome of each of them and assessing their impact on the external
environment of the planned activity and on the relationships between the participants in this activity.

Results of mastering the educational Indicators of Competency Achievement Learning outcomes for the discipline
program (competencies)
UK-1. Capable of critically analyzing UK — 1.3.1. Possesses experience in n-1. Has the skill to justify the use of
problematic situations based on a systems forming value judgments in resolving immunobiological and gene therapy drugs of various
approach and developing an action strategy. | problematic, including professional, pharmacological groups based on the nature of the

situations; the ability to develop a pathological process and its clinical manifestations

strategy for achieving a set goal as a
sequence of steps, anticipating the
outcome of each of them and assessing
their impact on the external environment
of the planned activity and on the
relationships between the participants in
this activity.

N Section(s), subsection(s) of the Task type Task content Correct answer What type of control is it
0. discipline (modules, modular intended for?
units), TC SR PA
forming this knowledge, skills and
abilities
17. | Module 1. The concept of 1. Selecting Choose three correct Yes Yes No
"biological drugs" and their use in | multiple correct | answers out of six. 4) Immune
answers Possible side effects | reaction, allergy,




33

medical practice.

Module 2. Immunobiological
drugs.

Module 3. Medicinal products
obtained from blood, blood plasma
of humans and animals. History of
development and application. Virus
safety.

Module 4. Biotechnological drugs

Module 5. Monoclonal antibodies.
History of development,
classification, current significance,
and applications.

Module 6. Gene and cell therapy —
as a new direction in medicine.

Module 6. Vectors as carriers for
gene delivery.

Module 7. Preclinical development
of gene therapy drugs.

of gene  therapy
include:

7)  Immune
reaction, allergy,

inflammatory process
8) Dysregulation of
the activity of the
introduced gene

9) The possibility
of side effects
associated with

erroneous integration
of new DNA into cell
chromosomes

10) Pain and septic
shock

11) Changes in the
leukocyte formula

12) Oncological
diseases

inflammatory process
5) Dysregulation of
the activity of the
introduced gene

6) The possibility
of side effects
associated with

erroneous integration
of new DNA into cell
chromosomes

2. Situational
tasks/cases

Patient A., 42, has the
hereditary disease
cystic fibrosis. Due to
severe chloride
channel deficiency,
she regularly receives
symptomatic
treatment, including
antibiotics and

Replacement of a
defective gene with a
functional analogue

Yes

No

Yes
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mucolytics. However,
the disease is
progressing, and she
has been offered new
treatments, including
gene therapy. What is
the principle behind
the use of gene
therapy in cystic
fibrosis?

PC - 2.1.1 Knows the methodology for conducting pharmaceutical examination of prescriptions and requisitions-invoices, as well as their
registration and taxation in accordance with the established procedure.

Results of mastering the educational Indicators of Competency Achievement Learning outcomes for the discipline
program (competencies)
PC-2 Capable of solving professional tasks | PC —2.1.1 Knows the methodology for z-1 Knows the rules for writing prescriptions for
in the dispensing and sale of medicines and | conducting pharmaceutical examination | immunobiological and gene therapy drugs and their
other pharmaceutical 'products . thr'ough of prescriptions and requisitions-invoices, analogues.
pharmaceutical and medical organizations. . . . .
as well as their registration and taxation
in accordance with the established
procedure.
N Section(s), subsection(s) of the Task type Task content Correct answer What type of control is it
0. discipline (modules, modular intended for?
units), TC | SR | PA
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forming this knowledge, skills and
abilities

18.

Module 1. The concept of
"biological drugs" and their use in
medical practice.

Module 2. Immunobiological
drugs.

Module 3. Medicinal products
obtained from blood, blood plasma
of humans and animals. History of
development and application. Virus
safety.

Module 4. Biotechnological drugs

Module 5. Monoclonal antibodies.
History of development,
classification, current significance,
and applications.

Module 6. Gene and cell therapy —
as a new direction in medicine.

Module 6. Vectors as carriers for
gene delivery.

Module 7. Preclinical development
of gene therapy drugs.

1. Selecting Choose three correct 5) Geneticist Yes Yes No
multiple answers out of six. 3). Hematologist (if
correct answers | Which specialists are applicable)

authorized to prescribe 5) Only a doctor who

gene therapy drugs? has undergone special

6) Geneticist training and has the

7) General appropriate certificate

practitioner

8) Hematologist (if

applicable)

9) Neurologist

10)  Only a doctor

who has undergone

special training and has

the appropriate certificate
1. Selecting Choose three correct 4) Conclusion of | Yes Yes No
multiple answers out of six. the medical

correct answers

What documents are
required to obtain a gene
therapy prescription?

6) Conclusion of the
medical commission on
the need to use the drug
7) Informed
voluntary consent of the
patient or his legal
representative

8) Decision of the
Council of Federal
Medical Centers (for a

commission on the
need to use the drug

5) Informed
voluntary consent of
the patient or his legal

representative
6) Decision of the
Council of Federal

Medical Centers (for a
number of drugs)

5). An extract from the
medical record
confirming the
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number of drugs) diagnosis and
9) Only a indications

prescription of the
established form

10)  An extract from
the medical record
confirming the diagnosis
and indications

PC-2.2.1 Able to sell and dispense medicinal products for medical use and other pharmaceutical goods to individuals, as well as dispense them
to departments of medical organizations, monitoring compliance with the procedure for dispensing medicinal products for medical use and
other pharmaceutical goods, providing pharmaceutical consultations and pharmaceutical information.

Results of mastering the educational Indicators of Competency Achievement Learning outcomes for the discipline
program (competencies)
PC-2 Capable of solving professional tasks | PC-2.2.1 Able to sell and dispense U-1. Able to monitor compliance with the procedure for
in the dispensing and sale of medicines and | medicinal products for medical use and dispensing immunobiological and gene therapy drugs by

providing pharmaceutical consultations and
pharmaceutical information.

other pharmaceutical products through

; ) e other pharmaceutical goods to
pharmaceutical and medical organizations.

individuals, as well as dispense them to
departments of medical organizations,
monitoring compliance with the
procedure for dispensing medicinal
products for medical use and other
pharmaceutical goods, providing
pharmaceutical consultations and
pharmaceutical information.

N Section(s), subsection(s) of the Task type Task content Correct answer What type of control is it
discipline (modules, modular intended for?

e
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units), TC SR PA
forming this knowledge, skills and
abilities
19. | Module 1. The concept of 1. Selecting Choose three correct 4) The body's Yes Yes No
"biological drugs" and their use in | multiple answers out of six. immune response to
medical practice. correct Risks associated with | viral vectors.
Module 2. Immunobiological answers the use of gene| 5) Potential
drugs. therapy drugs include: | integration of foreign
Module 3. Medicinal products .5) The body's | DNA into a cell's
obtained from blood, blood plasma Immune response 1o | genome, leading to
of humans and animals. History of viral vectors. mutations.
development and application. Virus 6) Potential 6) Random
safety. integration of foreign | activation of proto-
Module 4. Biotechnological drugs DNA ~into a cell’s oncogenes
genome, leading to
Module 5. Monoclonal antibodies. mutations.
Histqry of developmen‘F, . 7) Random
class1ﬁca}tlop, current significance, activation of proto-
and applications. oncogenes
Module 6. Gene and cell therapy — 8) Severe
as a new direction in medicine. hepatotoxicity
Module 6. Vectors as carriers for
gene delivery. 2..Choose Choose three correct 4) Immune Yes Yes No
several answers out of six. reaction, a]lergy’
Module 7. Preclinical development | correct inflammatory
of gene therapy drugs. answers Possible side effects | process

of gene therapy
include:

5) Immune
reaction, allergy,

inflammatory process

5) Dysregulation of
the activity of the
introduced gene

6) The possibility
of side effects
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6) Dysregulation of | associated with
the activity of the | erroneous
introduced gene integration of new

7) The possibility| DNA into  cell
of side effects | chromosomes
associated with
erroneous integration
of new DNA into cell
chromosomes

8) Pain and septic
shock

PC-2.3.1 Possesses the skills of implementing office work for maintaining cash, organizational and administrative, and reporting documents
during retail sales; skills of implementing office work for maintaining organizational and administrative, and payment reporting documents
during wholesale sales.

Results of mastering the educational Indicators of Competency Achievement Learning outcomes for the discipline
program (competencies)
PC-2 Capable of solving professional tasks | PC-2.3.1 Possesses the skills of n-1. Has the skills to dispense immunobiological and
in the dispensing and sale of medicines and implementing office work for gene therapy drugs by pharmacies, transport and

other pharmaceutical products through
pharmaceutical and medical organizations.

maintaining cash, organizational and store the specified group of drugs

administrative, and reporting documents
during retail sales; skills of implementing
office work for maintaining
organizational and administrative, and
payment reporting documents during
wholesale sales.
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N Section(s), subsection(s) of the Task type Task content Correct answer What type of control is it
0. discipline (modules, modular intended for?
units), TC SR PA
forming this knowledge, skills and
abilities
20. | Module 1. The concept of 1. Selecting Choose three correct Yes Yes No
"biological drugs" and their use in | multiple answers out of six. 6) Microbiological
medical practice. correct Name the methods | control
Module 2. Immunobiological answers used to control the | 7) Biological
drugs. quality of | research
Module 3. Medicinal products ilmmu;loblologlcal 8) Toxicological
obtained from blood, blood plasma Tugs: . assessment
of humans and animals. History of 7P hy51_ca1 and
development and application. Virus organoleptic control
safety. 8)  Microbiological
Module 4. Biotechnological drugs ;;ntr%liological
Module 5. Monoclonal antibodies. research
History of development, 10) Toxicological
classification, current significance, assessment
and applications. 11) Anthropometric
Module 6. Gene and cell therapy — data of the patient
as a new direction in medicine. 12) Drug
Module 6. Vectors as carriers for registration data
gene delivery. 1. Selecting Choose three correct | 5) Absence of | Yes Yes No
multiple answers out of six. bacterial
Module 7. Preclinical development | ¢orrect The evaluation | contamination
of gene therapy drugs. answers indicators for | 6) Presence of
CheCking the sterlhty endotoxins
of finished products | 7) Detection of
are: fungi and yeasts
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7) Absence of
bacterial
contamination

8) Presence of
endotoxins

9) Detection of

fungi and yeasts
10) No viruses
11) Compliance with

the temperature
regime for storing
products

12) Indications of
chemical purity of the
product

8) No viruses

PC-3.1.1 Knows the methodology for providing information and consulting assistance to visitors of a pharmacy organization when choosing
medications and other pharmaceutical products, as well as on issues of their rational use, taking into account the biopharmaceutical features

of dosage forms.

Results of mastering the educational
program (competencies)

Indicators of Competency Achievement

Learning outcomes for the discipline

PC-3. Capable of providing pharmaceutical
information and consultation regarding the
dispensing and sale of medicinal products
for medical use and other pharmaceutical
products.

PC-3.1.1. Knowledge of the methodology
for providing information and consulting
assistance to pharmacy visitors when
selecting medications and other
pharmaceutical products, as well as on
their rational use, taking into account the
biopharmaceutical properties of dosage

Z-1. Knows how to provide information and
consulting assistance to visitors of a pharmacy

organization when choosing medications related to

the group of immunobiological and gene therapy
agents.
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forms.
N Section(s), subsection(s) of the Task type Task content Correct answer What type of control is it
0. discipline (modules, modular intended for?
units), TC SR PA
forming this knowledge, skills and | 1. Establish a Establish a match 1) Rash, itching, Yes Yes No
abilities correspondence | symptoms especially at the
indicating injection site or
intolerance to the throughout the body
biosimilar 2). Nausea, vomiting,
1) Rash, itching, abdominal pain,
especially at the diarrhea
injection site or 3). Signs of infection
throughout the body | (tonsillitis, cystitis,
2). Nausea, pneumonia, etc.)
vomiting, 4) Lowering blood
abdominal pain, pressure
diarrhea
3). Signs of

infection (tonsillitis,
cystitis, pneumonia,
etc.)

4) Lowering blood
pressure

5) Difficulty waking
up in the morning,
restless sleep at
night

6). Apathy, asthenic
manifestations




42

2. Situational
tasks/cases

The patient, a 42-
year-old woman,
suffers from
moderate
rheumatoid arthritis.
She has been taking
methotrexate at a
dose of 15 mg/week
for the past two
years. However,
severe joint pain,
morning stiffness,
and high C-reactive
protein levels
persist. Her
rheumatologist
recommended
therapy with a
genetically
engineered drug,
adalimumab (the
original drug
Humira). The
patient is interested
in whether Humira
can be replaced with
a cheaper analogue,
Dalibra.

"Dalibra" is a
biosimilar to the
original drug , but the
drug can only be
replaced by the
attending physician.

Yes

No

Yes

PC-3.2.1 Able to inform healthcare workers about medicinal products, their synonyms and analogues, possible side effects and interactions,

taking into account the biopharmaceutical features of dosage forms.

Results of mastering the educational

\ Indicators of Competency Achievement \

Learning outcomes for the discipline
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program (competencies)

PC-3 Capable of providing pharmaceutical

information and consultation during the
dispensing and sale of medicinal products
for medical use and other pharmaceutical

PC-3.2.1 Able to inform healthcare

effects and interactions, taking into

workers about medicinal products, their
synonyms and analogues, possible side

z-1. Able to identify key synonyms and find analogs
of immunobiological and gene therapy agents ,
taking into account their pharmacological and
pharmaceutical interactions, and possible side effects

of the dosage forms used.

products. account the biopharmaceutical features of
dosage forms.
N Section(s), subsection(s) of the Task type Task content Correct answer What type of control is it
0. discipline (modules, modular intended for?
units), TC SR PA
forming this knowledge, skills and
abilities
21. | Module 1. The concept of 1. Selecting Choose three correct 4) Allergic reactions Yes Yes No

"biological drugs" and their use in
medical practice.

Module 2. Immunobiological
drugs.

Module 3. Medicinal products
obtained from blood, blood plasma
of humans and animals. History of
development and application. Virus
safety.

Module 4. Biotechnological drugs

Module 5. Monoclonal antibodies.
History of development,
classification, current significance,

multiple correct
answers

include:
of healthy cells

metabolism

vector
5) Infectious
complications

answers out of six.
Complications of
gene therapy may

1) Genetic mutation
2) Disorders of lipid
3) Acute renal failure

4) Allergic reactions
to the introduced

6) Failure of therapy

to the introduced
vector

5) Infectious
complications

6) Failure of therapy




44

and applications.
Module 6. Gene and cell therapy — 2. Establish a Specify the sequence 7) Vaccines . Yes Yes No
as a new direction in medicine. sequence Qf devel?)prrllen't of 8) Immunoglobuli
immunobiologica ns
Module 6. Vectors as carriers for drugs by generation: 9) Recombinant
gene delivery. 7) Vaccines interferons
Module 7. Preclinical development ) Immunoglobuli 1 0)  Synthetic
ns immunomodulators
of gene therapy drugs. 9) Recombinant 11)  Biosimilars
interferons 12)  Genetically
10)  Synthetic engineered drugs
immunomodulators
11)  Biosimilars
12)  Genetically
engineered drugs

PC-3.3.1 Has the skills to make decisions on replacing a prescribed drug with synonymous or similar drugs in the established manner based
on information on groups of drugs and synonyms within one international nonproprietary name and their prices, taking into account the
biopharmaceutical features of dosage forms

Results of mastering the educational Indicators of Competency Achievement Learning outcomes for the discipline
program (competencies)
PC-3. Capable of providing pharmaceutical | PC-3.3.1. Possesses the skills to make n-1. Has the skill to suggest and implement a

information and consultation regarding the | decisions on replacing a prescribed drug | replacement for a prescribed medication based on
dispensing and sale of medicinal products with synonymous or similar drugs in the | information about the INN of the drug and its

for medical use and other pharmaceutical established manner based on information | mechanism of pharmacodynamic action.
products. on drug groups and synonyms within one
international nonproprietary name and
their prices, taking into account the
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biopharmaceutical features of dosage

forms.
N Section(s), subsection(s) of the Task type Task content Correct answer What type of control is it
0. discipline (modules, modular intended for?
units), TC SR PA
forming this knowledge, skills and
abilities
22. | Module 1. The concept of 1. Selecting Choose two correct 2) Dalibra Yes Yes No
"biological drugs" and their use in | multiple answers out of six. 3) Humira
medical practice. correct What drug is a
Module 2. Immunobiological answers synonym (biosimilar)
drugs. of adahrpumab?
1) Infliximab
Module 3. Medicinal products 2) Dalibra
obtained from blood, blood plasma 3) Humira
of humans and animals. History of 4) Etarnercept
development and application. Virus 5) Otesla
safety. 6) Cozentics
Module 4. Biotechnological drugs
2. Selecting Choose two correct 2) Actemra Yes Yes No

Module 5. Monoclonal antibodies.
History of development,
classification, current significance,
and applications.

Module 6. Gene and cell therapy —
as a new direction in medicine.

Module 6. Vectors as carriers for
gene delivery.

multiple
correct
answers

answers out of six.
Specify which drug is a
synonym for
tocilizumab.

7) Actemra

8) Orencia

9) RoAktemra

10)Kevzara

11)Benlista

12) Remicade

3). RoActemra
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Module 7. Preclinical development
of gene therapy drugs.

2. Questions to prepare for the midterm assessment:

34.
35.
36.
37.
38.

39.

40.

41.
42.
43.
44.
45.
46.
47.
48.
49.
50.

51.

52.

Biological medicinal products. Classification and general characteristics of biotechnological and gene therapy drugs.

Stages of biological drug research

Composition of the BD. Features of the BD. Targets of the BD action (general mechanisms).

Methods of gene integration into the cell genome of biomaterial . General requirements for the production of biological drugs.

Vaccines: classification; general characteristics of live (attenuated), killed (inactivated), and adjuvanted vaccines; composition of first-generation
vaccines; characteristics of the immune response when using first-generation vaccines

Live (attenuated) vaccines: the main technique used to weaken the virus during live vaccine production; the phenomenon of reversion of virulence
after the use of live virus vaccines; the advantage of using live vaccines; storage and transportation requirements for live vaccines.

Inactivated vaccines: methods of inactivating pathogens for the production of vaccines against polio, hepatitis A, influenza, typhoid, cholera,
plague, whooping cough, etc. The role of adjuvant in the formation of the immune response.

The concept of biological drugs. Differences between biological and chemical drugs, advantages and disadvantages.

Methods for obtaining biological blood products. Examples of products. Use of biological blood products, adverse effects.

The problem of safety of biological blood products. Viral safety.

Requirements for raw materials used in the production of biological blood products. Risks of viral contamination.

Viral inactivation or elimination processes. Methods used to inactivate or eliminate viruses.

The concept of biotechnological drugs. Groups of drugs obtained by biotechnological methods.

Alternative insulin delivery methods, their advantages and disadvantages. "Smart" insulins. Concept and differences from standard insulins.
Differences between biotechnological processes and the production of synthetic drugs

Types of modern insulins (lispro, aspart, glulisine, glargine, detemir, degludec, icodec).

Recombinant drugs: monoclonal antibodies. History of development , stages of obtaining hybridomas, classification (based on murine, chimeric,
humanized and human antibodies). Nomenclature of monoclonal antibody drugs. Mechanism of action, clinical targets of monoclonal antibodies,
side effects, and current significance.

Monoclonal antibodies in oncology and oncohematology: simple (unconjugated) monoclonal antibodies, mechanisms of their antitumor action,
classification of antitumor monoclonal antibodies by their mechanism of action on target cells. Pharmacological characteristics of the drugs,
indications for use.

Conjugated monoclonal antibodies, their types depending on the attached active substance (isotope, cytostatic, toxin). Pharmacological
characteristics of the drugs, use in oncology and oncohematology.
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54.
55.
56.
57.
58.
59.
60.

61.

62.

63.

64.
. Optimization of the preclinical development program for the GTP (general characteristics of the doses studied, relevance, laboratory test systems,

65

66.

47
Use of monoclonal antibodies in rheumatology. Pathophysiological targets of monoclonal antibodies. Classification based on the site of
application. Pharmacological characteristics of the drugs.
Monoclonal antibodies in the treatment of COVID-19. Mechanism of action and pharmacological characteristics of SARS-CoV-2-specific drugs
and interleukin receptor blockers for the treatment of COVID-19. Classification of monoclonal antibody-based drugs for the prevention and
treatment of COVID-19 by clinical use.
The concept of gene therapy. The principle and concept of gene therapy. Gene therapy approaches (fetal, somatic). Gene therapy strategies.
Gene therapy drugs. Prospects for the use of gene therapy agents.
Cell therapy. Types of cell preparations. Cell-based therapeutic products. Risks of using cell preparations.
Cell-engineered drugs. Prospects for cell therapy.
The concept of a vector. Characteristics of the main genetic elements of pro- and eukaryotic cells that can serve as vectors. Key characteristics of
viral vectors.
Physical methods of delivery of genetic material (electroporation, “gene gun”, “gene cannon”, “cell squeezing”, hydroporation, DNA
microinjection).
Particle-based methods (liposomes, cationic polymers). Characterization of delivery methods (magnetofection, impalefection, naked RNA and
DNA).

The concept of a vector. The main methods of delivering genes into cells. Requirements for an ideal gene delivery system. Pharmacokinetic
characteristics of a gene delivery system.

Definition of gene therapy. Characteristics of the main approaches to gene therapy and cell therapy (in vivo and ex vivo). Basics of the
nomenclature of drugs for gene therapy and cell therapy.
The main methods of gene therapy, their characteristics, examples of gene therapy agents.

modification of production,
Key aspects of studying the pharmacological safety of the HTLP (general toxicity study, assessment of potential environmental risks, additional
studies related to long-term risks)

3. Example of a ticket for midterm assessment:



48
Federal State Budgetary Educational Institution of Higher Education
Volgograd State Medical University
Ministry of Health of the Russian Federation

Department:
Discipline:
Specialist in specialty 33.05.01 Pharmacy
Faculty: Pharmaceutical

Academic year: 20 -20

Ticket for test No.
(interview)
3. Composition of biological drugs (general mechanisms, features, targets of action).
4. Key aspects of studying the pharmacological safety of the HTLP (general toxicity study, assessment of potential environmental risks, additional
studies related to long-term risks)
M.P. Head of Department A.A. Spasov

B nosnHom o6beme pona oneHouHbIX cpeAcTB no aucuurmianHe foctyned B JUOC ®I'BOY BO Boarl’MVY Munsapasa Poccuu no cebuike(am):

https://study.volgmed.ru/course/index.php?categoryid=1185
PaccmoTpeno Ha 3acenanuu kadeapsl hapMakonoruu 1 6nonHpopmatuku, mporokos Ne 18 ot «11» 06 2026 roza.

Approved at the department meeting of Pharmacology and Bioinformatics
Minutes dated «11» 06 2026 r. Ne 18

3aBenyromuii kadeapoit/ /
Head of Department - A.A. Cnacos
’ . Char



