


Tema Nel. Bamipamis mdikapcbkux 3aco0iB  O10TEXHOJOTIYHOTO TMOXOJKEHHS:
3arajibHi TOJIOKEHHS Ta OCHOBHI jAediHiiii. Mera 1 3aBmanHs Bamigarii. Tumum
BaJrigari.

KomnerenTHocTi:

iHmezpanvHi KomnemenmHocmi. 3JaTHICTh PO3B’SI3yBaTW CKJIAHI 3aj1adyl 1
npobsieMr  OlOTEXHOJIOTIH Ta OloiHXkeHepli, 1m0 mnepeadadae IMPOBEICHHS
JOCTIKEeHb Ta/ab0 3M1MCHEHHS 1HHOBALIA Ta XapaKTEePHU3yeThCS HEBU3HAYEHICTIO
YMOB 1 BUMOT.

3azanvhni komnemenmuocmi (K):
KO1. 3natHicTs npoBeAeHHS JOCIIHPKEHb Ha BIAMOBIIHOMY PiBHI.
KO02. 3gaTHicTs 10 monryky, oOpoOeHHs Ta aHami3y iHGOpMAIIii 3 pi3HUX THKEpe.
KO04. 3naTHicTh mpaltoBaTé B Mi>KHAPOJAHOMY KOHTEKCTI.

cneyianvhi (haxoei, npeomemni) komnemenmnocmi (K):
KO7. 3patHicTh 3axWilliaTé IHTENEKTyalbHY BIJIACHICTh, 30KpeMa MaTEHTYBaTH
BUHAXO0JU 1 610TE€XHOJIOTTi.
KO8. 3pmatHicth 371HiCHIOBATH TMONIIYK HEOOXinHOT 1H@opMalii B HayKOBiM 1
TEeXHIYHIH JliTepaTypi, 6a3ax JaHHUX Ta THIINX JHKepelax.
KO09. 3nartnicte BigOupaTu Ta aHali3yBaTH PEJIEBAaHTHI JaHi, Yy TOMY YHCII 3a
JIOTIOMOTOI0 CYYaCHUX METO[IB aHaJi3y JaHUX 1 CHEI[ialdi30BaHOTO MPOrpamMHOTrO
3a0€e3MeUeHHs.
K12. 3parHicTh maHyBaTH 1 BUKOHYBaTH EKCIEPUMEHTAJbHI pOOOTHM B raiysi
010TE€XHOJIOT1i 3 BUKOPUCTAHHS CY4aCHHUX OOJIaIHAaHHS Ta METO/IB, IHTEPHPETYBaTH
OTpUMAaH1 JaHl Ha OCHOBI CYKYITHOCTI Cy4YacCHHMX 3HaHb Ta YSBJIEHb MPO OO0’ €KT 1
MpeaIMET JOCIIIKEHHsI, pOOUTH OOIPYHTOBaH1 BUCHOBKHU.
K15.3naTHicTh 3acTOCOBYBAaTM Cy4yacHI METOAM CHUCTEMHOrO aHamizy Jyis
JOCIIIKEHHS Ta CTBOPEHHS €(PEeKTUBHUX O10TEXHOJIOTTYHHUX TPOIIECIB.

Mera: cdopMyBaTd CUCTEMATH30BaHI 3acal HAYKOBUX 3HaHb OO0
Bajlijamii  JIIKapChbKUX 3aco0iB  OI1OTEXHOJIOTIYHOTO  IMOXOJKCHHS:  3arajibHi
MOJIOKEHHS Ta OCHOBHI JediHiiii, MeTH 1 3aBOaHHs Bajijallii, TUITIB BaJliaarii;
3a0€3MeUNTH OPIEHTOBHY OCHOBY JJIA IIOAAIBIIOrO 3aCBOEHHS HaBYAIBHOTO
Marepiaily Ha IPaKTUYHHUX 3aHSATTIX.

OOsiagHaHHSI: TpPaKTUYHI 3aBJaHHA (TECTH, CHUTyallHI 3aaadi), pobouunii

30LIUT, KOMIT FOTEPHI MPOrPaMH.

Ili1an Ta opranizaniiHa CTPYKTypa 3aHATTSH:

Ha3Ba etany Onuc erany PiBHI 3aCBO€HHS Yac
IMinroroBunii | Opranizamiiini nuTaHHs (mepeBipka | O3HaHOMIICHHS 5 B
MPUCYTHOCTI CTYJICHTIB) '
@®opMyBaHHd MoOTHBalli, aktuBaiis | COpURHATTS 5 xB.
M3HaBaJbHOI JISNIBHOCTI
KonTtpons ITOYaTKOBOTO piBHs | PenpoayktuBuuii | 10 xB.
MiATOTOBKU:  TECTOBUH  KOHTPOIb




Ta/ad0 1HIUBiAyaJbHE OINWUTYBaHHS,
nepeBipka BUKOHAHHS 3aBJIaHb
1103322y IUTOPHOI CaMOCTIHHOI poOOTH

OcHoBHUI

JucnyT Ta 00roBOpEeHHS TEOPETUUHUX
NUTaHb BIJIMOBITHO JI0 TEMU 3aHATTS

OcMuUCIIEHHS
PosyminHs

5 xB.

Po3B’s13yBaHHs CUTYyallIHHUX 33124

3acTocyBaHHS Ha

20 xB.

IPaKTHII
[TomykoBa
TBOpYa
TISUTBHICTD

CamocTiiiHa pobOoOTa CTyJeHTa I 10 xB.
Kypali€lo BuUKIagada (ayJuTOpHA

poboTa CTy/IeHTa)

3acTocyBaHHS Ha
MPaKTHII
[Tomrykosa
TBOpYa
TISUTBHICTD

VY3araJbHEHHS 3HAaHb 3aKkpirIeHHs O XB.

3aKII0OYHUN

KonTtpons KIHIIEBOT'O piBHA
MIATOTOBKH (po3B’sI3yBaHHs
CUTYaIIMHUX 3a/a4)

BinTBoproBanHs
20 xB.

3arajgbHa OILIIHKA HaBYaJILHOI | O3HalloMIIEHHSA 5 xB.

JUSITBHOCTI CTYJIEHTa

[ndopmyBanns cTyneHTiB npo temy | O3HallOMIIEHHS 5 XB.
HACTYIHOI'O 3aHATTS Ta 3aBIaHHs 10

CaMOCTIITHOT po60TH
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11.Synthetic Communications. Great Britain. http://www.tandfonline.com/page/terms-and-
conditions

IuTaHHsa 1J151 CAMOMIZATOTOBKH CTYI€HTA 10 MPAKTUYHOI0 3aHSATTS:

1. Bamigaris mikapcbKux 3aco0iB 610T€XHOJIOTTYHOTO TTOXO/KEHHS: 3arajibHi

MOJIOXKEHHSI Ta OCHOBHI AeiHIITi.

Merta 1 3aBaans Bamigami. Tunu Bamigari.

3. Kputnuni napamerpu mnpouecy (CPP): [Tapamerpu, 1o BIUIMBaKOTh Ha
AKICTh TPOAYKTy. HaBecTu npukmnanu.

4. Kputnuni noka3Huku skocTi (CQA): ®i3uuHi, XiMiuHi abo0 O10J0T14H1
XapaKTEPUCTHKH, 1110 MAIOTh OyTH B 3aJjaHUX Mekax. HaBecTu mpukiaay.

5. 3abe3neueHHs BIATBOPIOBAHOCTI: KOJKHA Cepisl BIAMOBiae crienudikariisim
(uncToTa, akTUBHICTB). HaBecTn npukiaay.

6. Buznauenns  Mex. BcTaHOBIIGHHS  MEX  KPUTHYHUX  MapaMeTpiB
(temneparypu, pH, gacy xynpTuBYBaHHs). HaBecTn nmpukiamy.

/. YupaBniHHsA pu3MKaMu. MiHIMI3alig pU3UKY KOHTaMiHamii (0coOIMBO
BAXKJIMBO JIJIS CTEpUIIbHUX OlompenapatiB). HaBectu npukiaay.

8. IlpocnektuBHa Bamijaiis. HaBecTu mpukiaiy.

9. [NapanenbHa (cymyTHs) Baniganis. HaBectu npukiiaau.

10.PerpocniexkTuBHA Bamigaiis. AHalli3 ICTOPUYHUX JaHUX MPO BUPOOHUIITBO.
Hagectu npukiaau.

11.PeBaminanis. [ToBropHa Bamigalis npu 3MiHax y mpoiieci, o0i1agHanHi abo
MIiCJIsl IEBHOTO Yacy JJisi MiATBEPKEHHS TOTO, 10 MPOIEC 3ATUIIAETHCS
KOHTPOJIbOBaHUM. HaBecTu nmpukiaay.

12. TunoBi  BUMOrM 110  Bamigamii  OIOTEXHOJOTIYHUX  IPOIIECIB.
JIoKyMeHTYBaHHS BaJliIallifHUX TIPOILIECIB.

13.Bamigamiianii MalcTep-TUiaH, 3BIT 3 Bajifallii; TPOTOKOJ Bajigarlii
MPOILIECIB BUPOOHHUIITBA JIKAPCHKUX 3aCO0IB.

no

MeToanuHa  po3podka  ckJjaaeHa. npodecopom  kKadeapu, a.hapM.H.
Benpunncekoro O.B., ac., k.06.H. Menemxko P.A.
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Tema Ne2. Bumorm no mpomemypu Bamingamii: Hacramoa CT-H MO3Y 42-
7.12:2024 «Jlikapchki 3aco0u. SIKiCTh, TOKIIHIYHI Ta KIIHIYHI aCIeKTH JIKapChKUX
3aco01B, SIK1 MICTSITh TeHeTHYHO MoaudikoBaHl kiiTuHNY. Hacranopa CT-H MO3Y
42-3.5:2016 «Jlikapceki 3acobu. Bamimariis mporieciby.

KomnerenTHocTi:

iHmezpanvHi KomnemenmHocmi. 3JaTHICTh PO3B’sI3yBaTW CKJIAHI 3aj1ayl 1
npobiieMu OloTexHoJorid Ta OloiHXKeHepii, 10 mepexdavyae MPOBEICHHS
JOCTIKEeHb Ta/ab0 3M1MCHEHHS 1HHOBALIA Ta XapaKTEePHU3yeThCS HEBU3HAYEHICTIO
YMOB 1 BUMOT.

3azanvhni komnemenmuocmi (K):
KO1. 3natHicTs npoBeAeHHS JOCIIHPKEHb Ha BIAOBIIHOMY PiBHI.
KO02. 3natHicTb 10 noiryky, 00po0IeHHs Ta aHali3y iHGopMallii 3 pi3HUX JKEPE.
KO04. 3naTHicTh mpalroBaTé B Mi>KHAPOJHOMY KOHTEKCTI.

cneyianvhi (haxoei, npeomemni) komnemenmnocmi (K):
KO7. 3patHicTh 3axWilliaTé IHTENEKTyaldbHY BIJIACHICTh, 30KpEMa MATEHTYBaTH
BUHAXO0/U 1 610TE€XHOJIOTTI.
KO8. 3nmatHicth 371HiCHIOBATH TMONIIYK HEOOXinHO1 i1H(opMallii B HayKOBiM 1
TEeXHIYHIH JiTepaTypi, 6a3ax JaHMUX Ta THIINX JHKepesax.
KO09. 3nartnicte BiaOupaTu Ta aHali3yBaTH pEJIEBAaHTHI JaHl, Yy TOMY YHCIl 3a
JIOTIOMOTOI0 CYYaCHMX METO/IIB aHaji3y JaHMX 1 CHEI1aj]i30BaHOI0 MPOrpPaMHOTO
3a0€3MeUeHHs.
K12. 3parHicTh maHyBaTH 1 BUKOHYBaTH EKCIEPUMEHTaJIbHI pOOOTHM B ramysi
010TE€XHOJIOT1i 3 BUKOPUCTAHHS CY4aCHHUX OOJIaIHAHHS Ta METO/IB, IHTEPIPETYBaTH
OTpUMAaH1 JaHl Ha OCHOBI CYKYITHOCTI Cy4YacCHHMX 3HaHb Ta YSBJIEHb MPO 00’ €KT 1
MpeaMeT JOCIIHKEHHsI, pOOUTH OOIPYHTOBaH1 BUCHOBKHU.
K15.3naTHicTh 3acTOCOBYBaTHM CydacHI METOAM CHCTEMHOTO aHalizy IS
JOCIIKEHHS Ta CTBOPEHHS €(PEKTUBHUX O10TEXHOJIOTTYHUX TPOIIECIB.

Mera: cdopMyBaTH CHUCTEMATH30BaHI 3acaji HAyKOBUX 3HaHb I0JI0
BaJlijlamii JIKapChKUX 3ac00iB  Ol10TEXHOJIOTIYHOTO TIOXOJKEHHS, BHMOI JIO
nponeaypu Baminaiii: HactanoBa CT-H MO3Y 42-7.12:2024 «Jlikapchki 3aco0wu.
AxicTh, JOKIIHIYHI Ta KIIIHIYHI aCIIEKTH JIIKAPCHKUX 3aCO01B, SIKI MICTATh TCHETUYHO
MoaudikoBani kiniTuHn», Hactanoa CT-H MO3YVY 42-3.5:2016 «Jlikapcbki 3aco0u.
Baminanis mnponeciB»; 3a0e3Me€YUTH  OpPIEHTOBHY OCHOBY JUIsl  MOJAJBUIOTO
3aCBOEHHS HABYAJIBHOT'O MaTepiaay Ha MPaKTUYHUX 3aHATTSX.

OOsagHaHHSI: TPaKTUYHI 3aBJaHHA (TECTH, CHUTYyalllHI 3aaadi), poOouuii

30LIUT, KOMII FOTEPHI MPOrpPaMH.

Ilnan Ta opranizaniiHa CTPYKTypa 3aHATTS:
Ha3Ba etany Onuc erany PiBHI 3aCBO€HHS Yac
IMinroroBumii | Opranizaniiini nutaHHs (nepeBipka | O3HaOMIECHHS
OPUCYTHOCTI CTYJI€HTIB)
®opMyBaHHd MoOTHBalli, aktuBauis | COpUHHATTS 5 XB.

5 xB.




M3HABAIbHOT JISJIBHOCTI

KoHTpoib II0YaTKOBOI'O piBHs | PenpoaykTuBuuii | 10 XxB.
MiATOTOBKH:  TECTOBHH  KOHTPOJIb
Ta/ab0 1HJIUBIAyaJbHE ONUTYBaHHS,
nepeBipka BUKOHAHHS 3aBJaHb
1103aayANTOPHOI CAMOCTIHHOI POOOTH

OcHoBHUI JucnyT Ta 00roBOpeHHs TeopeTUYHUX | OCMUCICHHS

) ) . 5 xB.
MMTaHb BIIMOBITHO 10 TEMU 3aHATTS | Po3ymiHHA

Po3B’s13yBaHHS CUTYaIlIiHUX 33729 3actocyBanns Ha | 20 xB.
MPaKTHII
[TomykoBa
TBOpYa
TISUTBHICTD

Camocriiina poOoTta cTyaeHTa mij | 3acrocyBanHs Ha | 10 xB.
Kypali€ro BUKIanada (ayJuTOpHA | MPaKTHIIl

poboTa CTyJIeHTa) [TourykoBa

TBOpYA

TISUTBHICTD
VY3araJbHEHHS 3HAaHb 3aKkpirIeHHs O XB.

3axawunuii | Kontpons KIHIIEBOTO piBHs | BinTBOproBaHHS

M1JTOTOBKH (po3B’sI3yBaHHs 20 xB.
CUTYaIlIHUX 3a/1a4)
3aranpHa OIlIHKA HaByaJabHOI | O3HAHOMIICHHS S XB.
JUSITBHOCTI CTYJIEHTA
[npopmyBanHs cTyaeHTIB npo TeMy | O3HaOMIIEHHS 5 xB.

HACTYITHOTO 3aHATTS Ta 3aBJaHHS /0
CaMOCTIITHO1 po00TH

PexoMenoBana Jiteparypa:

basosa

1.

2.

3.

4.

Benbunnceka O.B., HixenkoBceka [.B. Crammaptusaiiis JiKapChbKUX 3aco0iB: JUIst
CTyJIeHTIB cremianpHOCTI I8 «Papmaris»y. HaByaibHO-METOAWMYHHMI IMOCIOHUK  JIJIst
37100yBayviB MariCTepChKOro pPiBHS, SKI HABUAIOThCS 3a cremianbHIicTio I8 «Dapmarrisny,
BHINUX OCBITHIX 3akmaniB Ykpaiau. 2 Yacrmra. — K.: Knaura-mmoc, 2025, 200 c.
http://ir.librarynmu.com/handle/123456789/18005

HixxenkoBcbka I.B., Bempuuncebka O.B., Manuenko O.B. Cranmaptuzaiiis JiKapChbKHUX
3aco0iB. Yactuna 1. K.: ®OII Jlonatina 0.0.,2026. — 192 c. ISBN 978-617-8247-71-3.
http://ir.librarynmu.com/handle/123456789/19832

®dapmareBTHYHA 010TEXHOJOTIA: bioTexHOoIOT1T BUPOOHHUIITBA TOTOBUX JIIKAPCHKUX (HOpM :
HaBYAJIbHUNA TOCIOHMK JJIsi CTYAEHTIB OlOTEXHOJIOTIYHMX cremiansHocTe / FO. M.
Kpacnonomnbcekwit, 1. M. [Tununenko. — Xapkis : TOB «/Ipykapas magpuay, 2020. — 279
c. https://repository.kpi.kharkov.ua/handle/KhPI-Press/49632.

®dapmarieBTHYHA OI0TEXHOJIOTIS: CHOTOJICHHS Ta MalOyTHE : HAaBYAJbHUU MOCIOHWK ISt
CTyeHTIB OiloTexHonoriynux cneuianbHocteir / 0. M. Kpacnonmonscekuit, . M.
[Mununenko. — XapkiB: TOB  «/pykapus Manpun», 2022. - 151 c.
https://repository.kpi.kharkov.ua/handle/KhPI1-Press/59163.



http://ir.librarynmu.com/handle/123456789/18005
http://ir.librarynmu.com/handle/123456789/19832
https://repository.kpi.kharkov.ua/handle/KhPI-Press/49632
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10.

11.

12.

13.

14.

15.

Jennifer E. Dally, Myrna A. Monck. Specification of Drug Substances and Products
(Second Edition). Development and Validation of Analytical Methods. Ch.
22. Biotechnology products: validation of analytical methods. Elsevier. 2020, P. 587-
603. https://doi.org/10.1016/B978-0-08-102824-7.00022-1.

HepxxaBna ®apmaxomiess Ykpainu: y 3 1. / [lepxaBHe HiANPHEMCTBO «YKpaiHCHKHIA

HAyKOBUH (papmMakomneiiHuii eHTp AKOCTI JIKapChKUX 3ac00iB».—2-re BuA. X.: YKp. HayK.
dapMmakor. meHTp sKocTi JiK. 3acobiB, 2015. T. 1. 1128 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

HepxaBHa dapmakomest Ykpainu / JlepkaBHe MANPUEMCTBO «YKpaiHCHKHA HAayKOBUM
(hapMaKOIIeHHHI LIEHTP SIKOCTI JIKApChKHUX 3ac00iB».— 2-re Bua. JJonmoBHenHs 1. X.: Ykp.
HayK. ¢apMakoIl. IeHTp AKOCTi JiK. 3acobiB, 2016. 360 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

HepxxaBna @apmakonest Ykpainu / JlepskaBHe MiANMPUEMCTBO «YKpaTHCHKUIA HAYKOBHMA
(dhapMakoneHu TIEHTP SIKOCTI JTIKapChbKUX 3ac00iB».— 2-re BuaA. JlomoBHeHHS 2. X.: VKp.
HayK. (hapMaKoIl. IIEeHTp SAKOCTI JiK. 3aco0iB, 2018. 336 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

HepxaBua ®apmaxomnes Ykpainu /[lep:kaBHe MiINPHEMCTBO «YKpalHCHKUN HAayKOBUI
(hapMaKkoneHu EHTP SKOCTI JTIKapChKUX 3aco0iB».— 2-¢ Bu. — JlonoBHEeHHS 3— XapKiB:
Jlep>kaBHE MINPUEMCTBO «YKpaiHCbKMI HAyKOBUH (apMakomedHHil WEHTP SKOCTI
JKapChKUX 3ac00iBY, 2018. - 418 c. http://ek.librarynmu.com/cqi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

HepxxaBHa ®apmaxones: Ykpainu / Jlep>kaBHe MiAMPUEMCTBO «YKpaiHCbKUI HAyKOBHIM
(bapMakonelHui EHTp AKOCTI JIKapChKUX 3ac00iB».— 2-re BuA. JlonoBHeHHS 4. X.: YKD.
HayK. (papMakorL. eHTp SAKOCTi JiK. 3aco06iB, 2020. 600 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

Hepxasna ®apmakones Ykpainu / JlepxkaBHe NIANPUEMCTBO «Y KpaiHCbKUI HAYKOBUI

(hapMaKkomeHN TIEHTP AKOCTI JIIKapChKHUX 3ac00iB».— 2-re Bu. JlomoBHeHHs 5. X.: YKp.
HayK. (hapMaKoIl. IEHTP SIKOCTI JIK. 3aco0iB, 2021. 424 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

3akon Ykpaiau «[Ipo cranmapruzarito» (Bimomocti BepxoBnoi Panu (BBP), 2014, Ne 31,
c1.1058) {I3 3minamu, BHeceHUMHU 3rinHO 13 3akoHoMm Ne 124-VIII Big 15.01.2015, BBP,
2015, Ne 14, c1.96} Pexxum noctyny: https://zakon.rada.gov.ua/laws/show/1315-18#Text.
3akoH Ykpainu «IIpo mikapceki 3aco6u» Big 04.04.1996 p. Ne 123/96BP (i3 3minamu)

[Enextponnuit pecypc] // Odimiitnuii Bed-moptan BepxoBuoi Pangu Ykpaiau. — Pexxum
noctymy: http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80.

HacranoBa CT-H MO3YVY 42-3.5:2016 «Jlikapceki 3acobu. Bamiganis npoueciBy». Pexum
nocrymy: http://www.moz.gov.ua/docfiles/dn_20160729 0802 dod.pdf.

Hakaz MO3 Vkpainu Bin 07.05.2020 Ne 1077. Ilpo BHeceHHs 3MIH [0 Hakazy

MinicrepctBa oxopoHH 310poB's Ykpainu Big 31 rpymHs 2003 poxy Ne 637.
https://zakon.rada.gov.ua/rada/show/v1077282-20#Text
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16. HactranoBa CT-H MO3VY 42-7.12:2024 «Jlikapcbki 3aco0u. SKicTh, AOKTIHIYHI Ta
KIIIHIYHI aCTeKTH JIKapChbKUX 3ac00iB, SIKI MICTSATh TEHETMYHO MOAM(DIKOBAHI KIITHHU.
https://moz.gov.ua/uploads/10/53718-dn_264 16022024 _dod.pdf.

17. EMEA/CAT/GTWP/671639/2008 Rev.1, corr. 2020 «Guideline on quality, nonclinical and
clinical aspects of medicinal products containing genetically modified cells»
(«KepiBHHUIITBO MO0 AKOCTI, JOKIIHIYHUX Ta KIIHIYHKX aCIEKTiB JIKapChKHUX 3aC00iB, SIKi
MICTSTh T€HETUYHO MoauGiKoBaH1 KJIITAHNAY, pen. 1, 3MIHU 2020).
https://www.ema.europa.eu/en/documents/scientific-guideline/quideline-quality-non-
clinical-and-clinical-aspects-medicinal-products-containing-genetically-modified-cells-
revision-1_en.pdf.

Jlooamxosa

- EC C(2019)7140 final «Guideline on Good Clinical Practice specific to Advanced Therapy
Medicinal Products» — October 2019, (KepiBHUITBO 3 HaJeKHOI KJIIHIYHOI TMPAKTUKA
10,10 JKapChKUX 3aco0iB nepeaoBoi Teparnii — YKOBTEHB 2019).
https://health.ec.europa.eu/document/download/2d8842cb-e785-488f-bfdO-
bf8f2dablefe_en.

- EU Guidelines for Good Manufacturing Practice for Medicinal Products for Human and
Veterinary Use. Annex 15: Qualification and Validation. Volume

- EUROPEAN COMMISSION DIRECTORATE-GENERAL FOR HEALTH AND FOOD
SAFETY. Brussels, 30 March 2015.
https://health.ec.europa.eu/document/download/7c6c5b3c-4902-46ea-b7ab-
7608682fb68d_en?filename=2015-10_annex15.pdf.

- OcHOBHI HanmpsMKH cydacHux Giorexuosorii: nocionuk / A.C. HOert, JI.M. I'pebinuk, K.O.
JBopmienko, O.M. CaBuyk, JI.I. Ocramyenxo. — K.: Enekrponne Buganns, 2023. — 390 c.
https://biomed.knu.ua/images/stories/Kafedry/Biochimiya/Biblioteka/Osnovny napriamky

suchasnyh_biotehnologii_Posybnyk 2023 compresse.pdf.

- CrBOpeHHsS CUCTEM JOCTaBKM AaHTUTEHIB Ta JIIKIB HAa OCHOBI HITYYHHMX 1 NPUPOAHHUX
TMOIJHUX HAHOYACTUHOK: JIIMOCOMHM Ta ek3ocomu : MoHorpadis / HO. M.
Kpacnononscwkuit, /. M. TTunmunenko. — XapkiB : [pykapus Maapun, 2023. — 179 c.
https://repository.kpi.kharkov.ua/handle/KhPI1-Press/67892.  https://orcid.org/0000-0003-
3469-5827. https://orcid.org/0000-0002-4727-0476

Ingpopmayitini pecypcu
1.Caiit kadenpu ximii JikiB Ta Jikapcbkoi Tokcukonorii HMYVY imeni O.O.
Boromomneis. http://nmu.ua/zagalni-vidomosti/kafedri/kafedra-farmatsevtycheskoj-
byologycheskoj-y-toksykologycheskoj-hymyy/
2. Distance learning platform LIKAR_NMU
https://likar.nmu.kyiv.ua/
3.0¢inivitun cauT MiHicTepcTBa 0XOpOHH 310p0oB’st Ykpainu https://moz.gov.ua/
4.]lep>xaBHE MIANPUEMCTBO «YKpalHCHbKUN HAyKOBHUN (papMakomeHM LEHTpP SKOCTI JIKapChbKUX
3aco0iB» - sphu.org
5.Jlep>xaBHUH peecTp JTKapChKUX 3aco0iB. URL:
http://www.drlz.com.ua/ibp/ddsite.nsf/all/index?opendocument
6./lepxaBHe OiIOPUEMCTBO «YKpaiHCHKUN HAYKOBUN (hapMakONEHMHUHI LIEHTP SIKOCTI JIKAPCHKUX
3aco0iBy. http://sphu.org/
7.€Bporeiicbka Gapmakornes oHitaiiH- pheur.edgm.eu
8.The British Pharmacopoeia 2021 - www.pharmacopoeia.com
9.The British Pharmacopoeia 2020. London.2020: 1-1298. www.webofpharma.com
10.Pharmacopoea USP. www.usp.org.
11.Synthetic Communications. Great Britain. http://www.tandfonline.com/page/terms-and-
conditions
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http://nmu.ua/zagalni-vidomosti/kafedri/kafedra-farmatsevtycheskoj-byologycheskoj-y-toksykologycheskoj-hymyy/
https://moz.gov.ua/
http://sphu.org/
http://www.drlz.com.ua/ibp/ddsite.nsf/all/index?opendocument
http://sphu.org/
https://pheur.edqm.eu/
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http://www.webofpharma.com/
http://www.usp.org/
https://www.tandfonline.com/page/terms-and-conditions
https://www.tandfonline.com/page/terms-and-conditions

I[MuTanHsa 1J151 CAaMOMIATOTOBKH CTYI€HTA 10 MPAKTUYHOI0 3aHSATTS:
[IporpecuBHi Metoau ympaniinusa 6ionponecamu: GMP.,
[IporpecuBHi MeToau ynpaniiHHs O6ionporecamu: GLP.
[IporpecuBHi Metoau ynpasiinus 6ionponecamu: GCP.
Bumoru no mpouenypu Bamigamii: Hacranoa CT-H MO3Y 42-7.12:2024
«Jlikapcbki 3aco0u. SIKICTh, JOKJIHIYHI Ta KIIHIYHI aCHEKTH JIKaAPChKHUX
3ac001B, SIK1 MICTATh TEHETUYHO MOJIU(DIKOBaH] KIIITHHM.
5. HacranoBa CT-H MO3Y 42-3.5:2016 «Jlikapceki 3aco0u. Baminaris
MPOLIECIBY.
6. YopaBniaas pusukamMu Ha (dapmalneBTHUHOMY BHpoOHMLTBI. HaBectu
TIPUKJIIAIH.

el NS

MeTtoanuHa  po3podka  ckJjaaeHa. npodecopom  kKadeapu, a.hapM.H.
Benpunncrkoro O.B., ac., k.0.H. Menemxko P.A.
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Tema 3ansarTa Ne 3. Baninamiiini XapakTepUCTUKH METOAMK: TOUHICTh, 301’KHICTb,
crienudpiyHICTh, MEXa  BHUSBICHHS, pOOACTHICTh, JIHIMHICTh, Jlana3oH
3aCTOCYBaHHSI.

KomnerenTHocTi:

iHmezpanvHi KomnemenmHocmi. 3JaTHICTh PO3B’SI3yBaTW CKJIAHI 3aj1adyl 1
npobsieMu  Ol0TeXHOJIOTIH Ta OloiHkeHepli, 1m0 mnepeadadae MPOBEACHHS
JOCTIKEeHb Ta/ab0 3A1MCHEHHS 1HHOBAIIM Ta XapaKTepU3yeTbCSd HEBU3HAUEHICTIO
YMOB 1 BUMOT.

3azanvhni komnemenmuocmi (K):
KO1. 3natHicTs npoBeAeHHS JOCIIHPKEHb Ha BIAMOBIIHOMY PiBHI.
K02. 3gaTHicTs 10 monryky, oOpoOieHHs Ta aHaTI3y iHGOpMaIIii 3 Pi3HUX JHKEPE.
KO04. 3naTHicTh mpaltoBaTi B Mi>KHAPOAHOMY KOHTEKCTI.

cneyianvhi (haxoei, npeomemni) komnemenmnocmi (K):
KO07. 3parHicTh 3axuIIaTd 1HTENEKTyalbHY BJIACHICTb, 30KpeMa NaTEHTYBaTH
BUHAXO0JU 1 610TE€XHOJIOTTi.
KO8. 3nmatHicth 371HiCHIOBATH TMONIIYK HEOOXinHO1 i1H(opMallii B HayKOBiM 1
TEXHIYHIH JIiTepaTypi, 6a3ax JaHHUX Ta THIIMX JHKepesax.
KO09. 3nartnicte BigOupaTu Ta aHali3yBaTH PEJIEBAaHTHI JaHi, Yy TOMY YHCII 3a
JIOTIOMOTOI0 CYYaCHUX METO[IB aHaJi3y JaHUX 1 CHEI[ialdi30BaHOTO MPOrpamMHOTrO
3a0€e3MeUeHHs.
K12. 3parHicTh maHyBaTH 1 BUKOHYBaTH EKCIEPUMEHTAJbHI poOOTH B Traiys3l
010TE€XHOJIOT1i 3 BUKOPUCTAHHS CY4aCHHUX OOJIaIHAaHHS Ta METO/IB, IHTEPHPETYBaTH
OTpUMAaH1 JaHl Ha OCHOBI CYKYITHOCTI Cy4YacCHHMX 3HaHb Ta YSBJIEHb MPO OO0’ €KT 1
MpeaIMET JOCIIIKEHHsI, pOOUTH OOIPYHTOBaH1 BUCHOBKHU.
K15.3naTHicTh 3acTOCOBYBaTM CydacHI METOAM CHCTEMHOTO aHam3y JJis
JOCIIIKEHHS Ta CTBOPEHHS €(PEeKTUBHUX O10TEXHOJIOTTYHHUX TPOIIECIB.

Mera: cdopMyBaTH CcHUCTEMaTH30BaHI 3acaaud HAYKOBUX 3HAHb MIOJIO
BaJlijlamii JIKapChbKUX 3aco0iB O10TEXHOJOTIYHOIO IMOXO/KCHHS: BajigalliiiHi
XapaKTePUCTUKNA METOJIUK: TOYHICTh, 301KHICTD, CICIU(IYHICTh, ME)Ka BUSBIICHHS,
poOacTHICTh, JIHIWHICTH, /lama30H 3acCTOCYBAaHHS; 3a0€3MEUYUTH OPIEHTOBHY
OCHOBY IS TOJAJIBIIOTO 3aCBOEHHS HABUAJIBLHOTO MaTepialy Ha MPaKTHYHHX
3AHATTSX.

OOsiagHaHHSI: TPaKTUYHI 3aBJaHHA (TECTH, CHUTyallHI 3ajaadi), poOouuii

30LIUT, KOMII FOTEPHI MPOrPaMH.

Ilan Ta opranizaniiiHa CTPYKTYpa 3aHATTS:

Ha3Ba etany Onuc erany PiBHI 3aCBO€HHS Yac
IMinroroBunii | Opranizamiiini nuTaHHs (mepeBipka | O3HaHOMIICHHS 5 B
MPUCYTHOCTI CTYJICHTIB) '
@®opMyBaHHd MOTHBalli, aktuBaiis | COpUAHATTS 5 xB.
M13HaBaJbHOI JISJIBHOCTI
KonTpons ITOYaTKOBOTO piBHs | PenpogyktuBuuii | 10 xB.
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MiATOTOBKU:  TECTOBUM  KOHTPOJb
Ta/ab0 1HIUBIAyaJbHE ONWUTYBaHHS,
nepeBipka BUKOHAHHS 3aB/JIaHb
1103322y IUTOPHOI CaMOCTIHHOI poOOTH

OcHoBHM JucnyTt Ta 00roBopeHHs TeopeTuuHux | OCMUCTEHHS

) ) . 5 xB.
MMTaHb BIIMOBITHO 10 TEMU 3aHATTS | Po3ymiHHA

Po3B’s13yBaHHS CUTYaIlIiHUX 33729 3actocyBanns Ha | 20 xB.
IPaKTHII
[TomykoBa
TBOpYA
TISIBHICTD

CamocriiiHa poOoTta cTyaeHTa mif | 3acrocyBanHs Ha | 10 xB.
Kypali€o BUKIagada (ayJAUTOpHA | IPAKTHUI

poOoTa cTy1eHTa) [TourykoBa

TBOpYa

TISUTBHICTD
VY3araJbHEHHS 3HAaHb 3aKpirIeHHs O XB.

3axmoununii | KoTpons KIHIIEBOT'O piBHs | BinTBOproBaHHA

MIATOTOBKH (po3B’sI3yBaHHs 20 xB.
CUTYyaIIMHUX 3a/a4)
3arasibHa OIlIHKa HaBYAJIbHOI | O3HAMOMIICHHS S XB.
JUSITBHOCTI CTYJIEHTA
[ndopmyBanns cTyneHTiB npo Temy | O3HalOMIIEHHS 5 XB.

HACTYITHOTO 3aHATTS Ta 3aBJaHHS /10
CaMOCTIIHO1 poO0TH

PexoMenoBana Jiteparypa:

bazosa

1.

Benpunnceka O.B., HixenkoBceka [.B. CranmapTtusaiiis mikapcbkuxX 3aco0iB: s
CTyIeHTIB creuiagbHocTi I8 «@Papmanis»y. HapuanbHO-MeTOOMYHMI TOCIOHUK JJId
3100yBaviB MaricTepchKOro piBHs, SIKI HaBYAIOThCS 3a crenianbHicTIO I8 «Dapmartisny,
BHUIIUX OCBITHIX 3akianiB Ykpainu. 2 Yacruna. — K.: Kuawra-mmoc, 2025, 200 c.
http://ir.librarynmu.com/handle/123456789/18005

HixenxoBceka I.B., Benpuunceka O.B., Manuenko O.B. Crammaptuzaiiisi JiKapChbKUX
3aco0iB. Hactuna 1. K.: ®OII Jlonatina 0.0.,2026. — 192 c. ISBN 978-617-8247-71-3.
http://ir.librarynmu.com/handle/123456789/19832

®dapmarieBTHYHA O6i0TeXHONOTISA: BioTeXHOMOr1T BUPOOHUIITBA TOTOBUX JIIKAPCHKUX (HOPM :
HaBUAJbHUU TOCIOHUK [JIT CTYJEHTIB Oi10TeXHOJOTIYHMX cremnianpHocTedt / FHO. M.
Kpacnononscbkuii, . M. [lununenko. — Xapkis : TOB «/Ipykapus magpua», 2020. — 279
c. https://repository.kpi.kharkov.ua/handle/KhPI-Press/49632.

®dapmarieBTHYHA 010TEXHOJIOTISI: ChOTOJIEHHS Ta MalOyTHE : HaBYAJIbHUN TMOCIOHWK st
CTyNeHTIB OloTexHojoriyaux cremiansHoctedt / HO. M. Kpacnomonscrkmii, J[. M.
I[Mununenko. —  XapkiB: TOB  «/lpykapus Mangpun», 2022. - 151 c.
https://repository.kpi.kharkov.ua/handle/KhPI-Press/59163.

Jennifer E. Dally, Myrna A. Monck. Specification of Drug Substances and Products
(Second Edition). Development and Validation of Analytical Methods. Ch.
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http://ir.librarynmu.com/handle/123456789/18005
http://ir.librarynmu.com/handle/123456789/19832
https://repository.kpi.kharkov.ua/handle/KhPI-Press/49632
https://repository.kpi.kharkov.ua/handle/KhPI-Press/59163
https://www.sciencedirect.com/book/9780081028247/specification-of-drug-substances-and-products
https://www.sciencedirect.com/book/9780081028247/specification-of-drug-substances-and-products

10.

11.

12.

13.

14.

15.

22. Biotechnology products: validation of analytical methods. Elsevier. 2020, P. 587-
603. https://doi.org/10.1016/B978-0-08-102824-7.00022-1.

Hepxasna @®apmakoness Ykpaiam: y 3 T. / [lepkaBHe NIAMPUEMCTBO «YKpaiHCHKUI
HAyKOBUH (papMakomneitHuii EHTpP SKOCTI JTIKapChKuX 3aco0iB».—2-re BuA. X.: YKp. HayK.
(dapMmakor. meHTp sKocTi JiK. 3acobiB, 2015. T. 1. 1128 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

HepxapHa dapmakomest Ykpainu / JlepkaBHe MANPUEMCTBO «YKpaiHCHKHA HayKOBUM
(hapMaKkOIIeWHHUI LIEHTP SIKOCTI JIIKAapChKUX 3ac00iB».— 2-re BuA. JomoBHenHns 1. X.: Ykp.
HayK. ¢apMakoIl. IEHTP AKOCTI JiK. 3acobiB, 2016. 360 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

HepxxaBna @apmakonest Ykpainu / JlepskaBHE MiANPUEMCTBO «YKpaiHCHKUHA HAyKOBHM
(hapMaKkoneHu MEHTP SIKOCTI JTIKapChbKuX 3aco0iBy».— 2-re Bua. JlonoBaernHs 2. X.: YKp.
HayK. (apMaKoIl. IIEHTP SAKOCTi JiK. 3aco0iB, 2018. 336 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

HepxaBua ®apmaxomnes Ykpainu /[lep:kaBHe MiINPHEMCTBO «YKpalHCHKUN HAayKOBHUI
(hapMakoneHu EHTP SKOCTI JTIKapChKUX 3aco0iB».— 2-¢ Bu. — JlonoBHEeHHS 3— XapKiB:
Jlep>)kaBHE TIINPUEMCTBO «YKpaiHCbKHMI HAyKOBUH (apMakomedHuii IEHTP SKOCTI
JKapChKHUX 3ac00iBY, 2018. - 418 c. http://ek.librarynmu.com/cqgi-
bin/irbis64r_plus/cqiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21I1D=&S21CNR=5

HepxaBua ®apmakones Ykpainu / JlepxaBHe NiANPUEMCTBO «Y KpaiHChKHI HAYKOBUI

(bapMakonelHui HEHTp AKOCTI JIKapChKUX 3ac001B».— 2-re Bu. JlonoBHeHHs 4. X.: VKp.
HayK. (papMakor. meHTp sAKOoCTi JiK. 3aco0iB, 2020. 600 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

HepxaBna ®apmakones Ykpainu / JlepxkaBHe NiANPUEMCTBO «Y KpaiHCbKUI HAYKOBUI
(hapMaKkomeHNI TIEHTP AKOCTI JIIKapChKHUX 3ac00iB».— 2-Tre Bu. [JJomoBHeHHs 5. X.: VKp.
HayK. (hapMaKoIl. IEHTP SIKOCTI JIiK. 3aco06iB, 2021. 424 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

3akon Ykpainu «[Ipo cranmaptuzarito» (Bimomocti Bepxosnoi Panu (BBP), 2014, Ne 31,
cT.1058) {I3 3minamu, BHeceHnmH 3rigHO 13 3akoHoM Ne 124-VIII Big 15.01.2015, BBP,
2015, Ne 14, ¢1.96} Pesxxum mocrymy: https://zakon.rada.gov.ua/laws/show/1315-18#Text.
3akoH Ykpainu «IIpo mikapceki 3aco6u» Big 04.04.1996 p. Ne 123/96BP (i3 3minamu)
[Enextponnuit pecypc] // Odimiitnuii Bed-moptan BepxoBuoi Pangu Ykpaiau. — Pexxum
noctymy: http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80.

HacranoBa CT-H MO3YVY 42-3.5:2016 «Jlikapceki 3acobu. Bamiganis npoueciBy. Pexum
nocrymy: http://www.moz.gov.ua/docfiles/dn_20160729 0802 dod.pdf.

Hakaz MO3 Vkpainu Bin 07.05.2020 Ne 1077. Ilpo BHeceHHs 3MIH [0 Hakazy
MinicrepctBa oxopoHH 3710poB's Ykpainu Big 31 rpymHs 2003 poxy Ne 637.
https://zakon.rada.gov.ua/rada/show/v1077282-20#Text
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http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
https://zakon.rada.gov.ua/laws/show/1315-18#Text
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80

16. HactranoBa CT-H MO3VY 42-7.12:2024 «Jlikapcbki 3aco0u. SKicTh, AOKTIHIYHI Ta
KIIIHIYHI aCTeKTH JIKapChbKUX 3ac00iB, SIKI MICTSATh TEHETMYHO MOAM(DIKOBAHI KIITHHU.
https://moz.gov.ua/uploads/10/53718-dn_264 16022024 _dod.pdf.

17. EMEA/CAT/GTWP/671639/2008 Rev.1, corr. 2020 «Guideline on quality, nonclinical and
clinical aspects of medicinal products containing genetically modified cells»
(«KepiBHHUIITBO MO0 AKOCTI, JOKIIHIYHUX Ta KIIHIYHKX aCIEKTiB JIKapChKHUX 3aC00iB, SIKi
MICTSTh T€HETUYHO MoauGiKoBaH1 KJIITAHNAY, pen. 1, 3MIHU 2020).
https://www.ema.europa.eu/en/documents/scientific-guideline/quideline-quality-non-
clinical-and-clinical-aspects-medicinal-products-containing-genetically-modified-cells-
revision-1_en.pdf.

Jlooamxosa

- EC C(2019)7140 final «Guideline on Good Clinical Practice specific to Advanced Therapy
Medicinal Products» — October 2019, (KepiBHUITBO 3 HaJeKHOI KJIIHIYHOI TMPAKTUKA
10,10 JKapChKUX 3aco0iB nepeaoBoi Teparnii — YKOBTEHB 2019).
https://health.ec.europa.eu/document/download/2d8842cb-e785-488f-bfdO-
bf8f2dablefe_en.

- EU Guidelines for Good Manufacturing Practice for Medicinal Products for Human and
Veterinary Use. Annex 15: Qualification and Validation. Volume

- EUROPEAN COMMISSION DIRECTORATE-GENERAL FOR HEALTH AND FOOD
SAFETY. Brussels, 30 March 2015.
https://health.ec.europa.eu/document/download/7c6c5b3c-4902-46ea-b7ab-
7608682fb68d_en?filename=2015-10_annex15.pdf.

- OcHOBHI HanmpsMKH cydacHux Giorexuosorii: nocionuk / A.C. HOert, JI.M. I'pebinuk, K.O.
JBopmienko, O.M. CaBuyk, JI.I. Ocramyenxo. — K.: Enekrponne Buganns, 2023. — 390 c.
https://biomed.knu.ua/images/stories/Kafedry/Biochimiya/Biblioteka/Osnovny napriamky

suchasnyh_biotehnologii_Posybnyk 2023 compresse.pdf.

- CrBOpeHHsS CUCTEM JOCTaBKM AaHTUTEHIB Ta JIIKIB HAa OCHOBI HITYYHHMX 1 NPUPOAHHUX
TMOIJHUX HAHOYACTUHOK: JIIMOCOMHM Ta ek3ocomu : MoHorpadis / HO. M.
Kpacnononscwkuit, /. M. TTunmunenko. — XapkiB : [pykapus Maapun, 2023. — 179 c.
https://repository.kpi.kharkov.ua/handle/KhPI1-Press/67892.  https://orcid.org/0000-0003-
3469-5827. https://orcid.org/0000-0002-4727-0476

Ingpopmayitini pecypcu
1.Caiit kadenpu ximii JikiB Ta Jikapcbkoi Tokcukonorii HMYVY imeni O.O.
Boromomnbns. http://nmu.ua/zagalni-vidomosti/kafedri/kafedra-farmatsevtycheskoj-
byologycheskoj-y-toksykologycheskoj-hymyy/
2. Distance learning platform LIKAR_NMU
https://likar.nmu.kyiv.ua/
3.0¢inivitun cauT MiHicTepcTBa 0XOpOHH 310p0oB’st Ykpainu https://moz.gov.ua/
4.]lep>xaBHE MIANPUEMCTBO «YKpalHCHbKUN HAyKOBHUN (papMakomeHM LEHTpP SKOCTI JIKapChbKUX
3aco0iB» - sphu.org
5.Jlep>xaBHUH peecTp JTKapChKUX 3aco0iB. URL:
http://www.drlz.com.ua/ibp/ddsite.nsf/all/index?opendocument
6./lepxaBHe OiIOPUEMCTBO «YKpaiHCHKUN HAYKOBUN (hapMakONEHMHUHI LIEHTP SIKOCTI JIKAPCHKUX
3aco0iBy. http://sphu.org/
7.€Bporeiicbka Gapmakornes oHitaiiH- pheur.edgm.eu
8.The British Pharmacopoeia 2021 - www.pharmacopoeia.com
9.The British Pharmacopoeia 2020. London.2020: 1-1298. www.webofpharma.com
10.Pharmacopoea USP. www.usp.org.
11.Synthetic Communications. Great Britain. http://www.tandfonline.com/page/terms-and-
conditions
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https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-quality-non-clinical-and-clinical-aspects-medicinal-products-containing-genetically-modified-cells-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-quality-non-clinical-and-clinical-aspects-medicinal-products-containing-genetically-modified-cells-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-quality-non-clinical-and-clinical-aspects-medicinal-products-containing-genetically-modified-cells-revision-1_en.pdf
https://health.ec.europa.eu/document/download/7c6c5b3c-4902-46ea-b7ab-7608682fb68d_en?filename=2015-10_annex15.pdf
https://health.ec.europa.eu/document/download/7c6c5b3c-4902-46ea-b7ab-7608682fb68d_en?filename=2015-10_annex15.pdf
https://biomed.knu.ua/images/stories/Kafedry/Biochimiya/Biblioteka/Osnovny_napriamky_suchasnyh_biotehnologii_Posybnyk_2023_compresse.pdf
https://biomed.knu.ua/images/stories/Kafedry/Biochimiya/Biblioteka/Osnovny_napriamky_suchasnyh_biotehnologii_Posybnyk_2023_compresse.pdf
https://repository.kpi.kharkov.ua/handle/KhPI-Press/67892
https://orcid.org/0000-0003-3469-5827
https://orcid.org/0000-0003-3469-5827
https://orcid.org/0000-0002-4727-0476
http://nmu.ua/zagalni-vidomosti/kafedri/kafedra-farmatsevtycheskoj-byologycheskoj-y-toksykologycheskoj-hymyy/
http://nmu.ua/zagalni-vidomosti/kafedri/kafedra-farmatsevtycheskoj-byologycheskoj-y-toksykologycheskoj-hymyy/
https://moz.gov.ua/
http://sphu.org/
http://www.drlz.com.ua/ibp/ddsite.nsf/all/index?opendocument
http://sphu.org/
https://pheur.edqm.eu/
https://www.pharmacopoeia.com/
http://www.webofpharma.com/
http://www.usp.org/
https://www.tandfonline.com/page/terms-and-conditions
https://www.tandfonline.com/page/terms-and-conditions

IuTaHHs 1J151 CAMOMIATOTOBKH CTYIEHTA 10 MPAKTUYHOTO 3aHATTS:
Bamigariiini XxapakTepUCTHKH METOIUK: TOYHICTh. HaBecTn mpukiaay.
Bamigariiiai xapakTepuCTHKA METOAMK: 301KHICTh. HaBecTn mpukimany.
Banigamiitai xapakTepUCTHKU METOAMK: crerudiunicTs. HaBecTn npukiaam.
Bamigariiiini  XapakTepuCTUKM METOJMK: MeEKa BUABJICHHS. HaBectn
TIPUKJIIAIH.

Banigamiitai xapakTepuCTHKU METOAMK: pobacTHicTh. HaBecTu nmpukiagy.
Baumipariiini xapakTepuCTHKHA METOJIMK: JTiHIHHICTh. HaBecTn mpukiay.
7. BamipmamiiiHi XapakTepUCTUKH METOAMK: Jiana3oH 3acTocyBaHHs. Hapectu

TIPHUKJIA/IH.

8. Bamigamisa aHamituuHUX MeTOAUMK. HaBecTn nmpukiaay.

W e

o o1

MeTtoanuna  po3podka  ckjaaaeHa: npodecopom  kadeapu, a.papM.H.
Benpunncekoro O.B., ac., k.0.H. Menemxko P.A.
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Tema 3ansarTa Ne 4, Banigariis aHaTiTHYHIX METO/IHK.
KomnerenTHocTi:

iHmezpanvHi KomnemenmHocmi. 3JaTHICTh PO3B’sI3yBaTW CKJIAIHI 3aj1adl i
npobsieMu  Ol0TeXHOJIOTIH Ta OloiHeHepli, 1m0 mnepeadadae MPOBEACHHS
JTOCIIKeHb Ta/a00 3/1MCHEHHS 1HHOBAIIM Ta XapaKTEePU3Y€EThbCs HEBU3HAUYCHICTIO
YMOB 1 BUMOT.

3azanvHi komnemenmuocmi (K):
KO1. 3natHicTs npoBeACHHS JOCIIHPKEHb Ha BIAOBIIHOMY PiBHI.
K02. 3gaTHicTs 10 monryky, oOpoOeHHs Ta aHaTi3y iHGOpMaIIii 3 pi3HUX JHKEPE.
K04. 3natHicTp npaltoBaTi B Mi>KHapOAHOMY KOHTEKCTI.

cneyianvhi (haxosi, npedomemni) komnemenmnuocmi (K):
KO07. 3pmatHicTh 3axuINaTd 1HTENEKTyaldbHY BJIACHICTb, 30KpeMa NaTEHTYBaTH
BHHAXOJU 1 010T€XHOJIOTI].
KO08. 3parHicTh 3aiiicHIOBaTH TONIIYK HEoOXigHO1 iHdopMallli B HAYKOBIM 1
TEeXHIYHIH JliTepaTypi, 6a3ax JaHHUX Ta THIINX JHKepelax.
KO09. 3nartnicte BigOMpaTu Ta aHaIi3yBaTH pEJEBAaHTHI JaHi, Yy TOMY YHCII 3a
JIOTIOMOT'OI0 CYYaCHUX METO[IB aHaJI3y JaHUX 1 CHEI[ialdi30BaHOTO MPOrpamMHOTrO
3a0e3MeYeHHs.
K12. 3patHicTh TiaHyBaTh 1 BUKOHYBaTH EKCIEPUMEHTAIbHI pOOOTH B raiysi
010TE€XHOJIOT1i 3 BUKOPUCTAHHS CY4acHUX OO0JIaJIHAaHHS Ta METO/IB, IHTEPIPETYBATH
OTpUMAaH1 JaHl Ha OCHOBI CYKYIHOCTI Cy4aCHHMX 3HaHb Ta YSBJIEHb MPO OO0 €KT 1
MpeIMET JOCIIIKEHHsI, pOOUTH OOIPYHTOBaH1 BUCHOBKHU.
K15.3naTHicTh 3acTOCOBYBaTM Cy4dacHI METOAM CHCTEMHOTO aHA3y I
JOCJIIKEHHS Ta CTBOPEHHSI €()EKTUBHUX 010TEXHOJIOTTYHUX MPOILIECIB.

Mera: cdopMyBaTH CHUCTEMATHU30BaHI 3acaJ HAYKOBHX 3HaHb IIOJ0
Bajlijamii JIIKapChbKUX 3aco0iB  OIOTEXHOJOTIYHOTO TOXOJDKEHHS:  Baiaarlis
aQHAJIITUYHUX METOJMK; 3a0€3MEeYUTH OPIEHTOBHY OCHOBY JUIS  IIOJAJIBIIIOTO
3aCBOEHHS HaBYAJIBLHOTO MaTepialy Ha MPAaKTUIHUX 3aHATTSX.

OO0anagHaHHs: TPAKTUYHI 3aBJIaHHA (TECTH, CHUTYallliiHl 3aaadi), poOouYnid

30IIUT, KOMIT FOTEPHI MPOTPaMH.

I1i1an Ta opranizauiiHa CTPYKTYpa 3aHATTH:

Hasga erany Omnuc eramy PiBH1 3aCBO€HHS Yac
IMinroroBumii | Opranizaniiini nutaHHs (nepeBipka | O3HaOMIICHHS 5 B
MPUCYTHOCTI CTYJICHTIB) '
dopMyBaHHS MoOTHBaIlli, aktuBaiis | CIpUAHATTS 5 xB.
M3HaBaJILHOI JISUTBHOCTI
KonTpoib IIOYaTKOBOI'O piBus | PenpongyktuBuuii | 10 xB.
HIATOTOBKU:  TECTOBHM  KOHTPOJb
Ta/abo 1HIWBIyaJlbHE ONMUTYBaHHS,
nepeBipka  BUKOHAHHS 3aB/aHb
1103aayJIMTOPHOI CaMOCTIHHOI poOOTH
OcHOBHUIT JucnyT Ta 00roBopeHHs TeopeTUuYHUX | OCMUCIICHHS S XB.
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NUTaHb BIJMOBIIHO 0 TEMH 3aHIATTS | Po3yMiHHS

Po3B’s13yBaHHs cUTyaIiiHUX 3a/1a4 3actocyBanHs Ha | 20 XxB.
MPaKTHII
[TomykoBa
TBOpYa
TISUTBHICTD

Camocriiina poboTta cTymeHTta mif | 3actocyBanHs Ha | 10 xB.
Kypali€ro BUKIagada (ayJuTOpHA | IPAKTHUII

poboTa CTyIeHTa) [TourykoBa

TBOpYA

TISIBHICTD
VY3aragbHEHHs 3HAHb 3aKpirieHHs S XB.

3axawunuii | Kontpons KIHIIEBOTO piBHs | BinTBOproBaHHS

M1JTOTOBKH (po3B’sI3yBaHHs 20 xB.
CUTYAILlIHUX 3a/1a4)
3arajnpHa OIliHKa HaBYaJIbHOI | O3HAHOMIICHHS S XB.
JUSITBHOCTI CTYJICHTA
[npopmyBanHs cTyAeHTIB npo Temy | O3HaOMIIEHHS 5 xB.

HACTYITHOTO 3aHATTS Ta 3aBIaHHS JI0
CaMOCTIITHOT po6OTH

PexomennoBana Jjiteparypa:

baszosa

1.

Benbunnceka O.B., HixenkoBceka [.B. Crammaptusaiiis JiKapCbKuUX 3aco0iB: JUIst
CTyIeHTIB cremianpHOCTI I8 «Dapmaris»y. HaB4albHO-METOAMYHHMA TMOCIOHUK IS
37100yBayviB MariCTepChKOro PiBHS, SKI HABUAIOTHCS 3a cremianbHicTio I8 «Dapmartrisny,
BHINUX OCBITHIX 3akmaniB Ykpaiau. 2 Yactmna. — K.: Knaura-mmoc, 2025, 200 c.
http://ir.librarynmu.com/handle/123456789/18005

HixxenkoBcrka [.B., Bempumnceka O.B., Manuyenko O.B. Cranmaprtuzamis JiKapChKHX
3aco0iB. Hactuna 1. K.: ®OII Jlonatina 0.0.,2026. — 192 c. ISBN 978-617-8247-71-3.
http://ir.librarynmu.com/handle/123456789/19832

®dapmareBTHYHA 010TeXHOJOTIA: bioTexHoI0r1T BUpOOHHUIITBA TOTOBUX JIIKAPCHKUX (HOPM :
HaBYaJIbHUHA TOCIOHMK JJIi CTYAEHTIB OlOTEXHOJIOTIYHMX cremiansHocTet / FO. M.
Kpacnononbcekwi, . M. [Tununenko. — Xapkis : TOB «/Ipykapas magpumy, 2020. — 279
c. https://repository.kpi.kharkov.ua/handle/KhPI-Press/49632.

®dapmarieBTUYHA O10TEXHOJIOTIS: ChOTOJICHHS] Ta MallOyTHE : HAaBUAJbHUU MOCIOHWK ISt
CTyeHTiB OlorexHonoriynux cneuianbHocreir / 0. M. Kpacnomonscekuit, . M.
[Mununenko. — XapkiB: TOB  «/pykapus Mangpun», 2022. - 151 c.
https://repository.kpi.kharkov.ua/handle/KhPI1-Press/59163.

Jennifer E. Dally, Myrna A. Monck. Specification of Drug Substances and Products
(Second Edition). Development and Validation of Analytical Methods. Ch.
22. Biotechnology products: validation of analytical methods. Elsevier. 2020, P. 587-
603. https://doi.org/10.1016/B978-0-08-102824-7.00022-1.

HepxaBHa @apmaxomness Ykpaiam: y 3 1. / JlepkaBHe MIANPUEMCTBO «YKpPaTHCHKHI

HayKOBUH (papMakomneiiHuii EeHTp SKOCTI JIKapChbKuX 3aco0iB».—2-re BuA. X.: YKp. HayK.
(dapmakon. meHTp sKocTi Jjik. 3acobiB, 2015. T. 1. 1128 c. http://ek.librarynmu.com/cgi-
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http://ir.librarynmu.com/handle/123456789/18005
http://ir.librarynmu.com/handle/123456789/19832
https://repository.kpi.kharkov.ua/handle/KhPI-Press/49632
https://repository.kpi.kharkov.ua/handle/KhPI-Press/59163
https://www.sciencedirect.com/book/9780081028247/specification-of-drug-substances-and-products
https://www.sciencedirect.com/book/9780081028247/specification-of-drug-substances-and-products
https://doi.org/10.1016/B978-0-08-102824-7.00022-1
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5

10.

11.

12.

13.

14.

15.

16.

17.

bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

HepxxaBna @apmakonest Ykpainu / Jlep>kaBHE MiIIPUEMCTBO «YKpATHCHKUM HayKOBHI
(hapMakoneHu IEHTP SIKOCTI JTIKapChKuX 3aco0iB».— 2-re BuA. JomoBHeHHs 1. X.: Vkp.
HayK. (hapMaKoIl. IEHTP AKOCTI JiK. 3acobiB, 2016. 360 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

HepxaBHa dapmakomness Ykpainu / [lepkaBHe MANMPUEMCTBO «YKpaiHChKUN HAYKOBHM
(hapMaKOIIeHHHI LIEHTP SIKOCTI JIKApChKHUX 3ac00iB».— 2-re Bua. JJonoBHeHHs 2. X.: YKp.
HayK. (hapMaKoIl. IEHTP AKOCTI JiK. 3acobiB, 2018. 336 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

HepxxaBna ®apmakones Ykpainu /JlepkaBHe MiINPUEMCTBO «YKpaiHCHKUI HayKOBHIMA
(hapMaKOIIEeHHHI IIEHTP AKOCTI JIIKAPChKUX 3ac00iB».— 2-¢ Bul. — JlonmoBHeHHs 3— XapKiB:
JlepxaBHe MIiANPUEMCTBO «YKpaiHCbKUN HAyKOBUM (apMakomeHuil UEHTP SAKOCTI
JTIKapChKHUX 3ac00iBy, 2018. - 418 C. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis 64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21I1D=&S21CNR=5

HepxxaBaa ®@apmaxornes: Ykpainu / JlepkaBHe TIAPHEMCTBO «Y KpaTHCHKHI HAyKOBUI
(hapMaKkoneHU EHTP AKOCTI JIIKapChKuX 3ac00iB».— 2-re Bu. JJomoBHenHs 4. X.: VKp.
HayK. (hapMaKoIl. IEHTP SIKOCTI JiiK. 3aco06iB, 2020. 600 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

HepxaBua @apmakones Ykpainu / JlepxaBHe MiANPUEMCTBO «YKpaiHChKHI HAYKOBUI

(bapMakonelHui HEHTp AKOCTI JIKapChKUX 3ac001B».— 2-re Bu. JlonoBHeHHs 5. X.: VKp.
HayK. (papMaKorL. eHTp SKOCTI JiK. 3aco0iB, 2021. 424 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

3akoH Ykpainu «IIpo cranpaprusauniro» (Bizomocti BepxoBuoi Pagu (BBP), 2014, Ne 31,
ct.1058) {I3 3minamu, BHecenumHu 3rigHo 13 3akonoM Ne 124-VIII Big 15.01.2015, BBP,
2015, Ne 14, c1.96} Pexxum noctymy: https://zakon.rada.gov.ua/laws/show/1315-18#Text.
3akon Ykpainu «IIpo mikapceki 3aco0u» Big 04.04.1996 p. Ne 123/96BP (i3 3minamu)

[Enextponnuii pecypc] // Odiuilinuii Be6-noptan BepxoBuoi Pagu Ykpainu. — Pexxum
nocrymy: http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80.

Hacranosa CT-H MO3VY 42-3.5:2016 «Jlikapchki 3acobu. Baminanis npoueciBy. Pexxum
noctymy: http://www.moz.gov.ua/docfiles/dn_20160729 0802 dod.pdf.

Hakaz MO3 Vkpaiau Bix 07.05.2020 Ne 1077. Ilpo BHeceHHs 3MiH 0 Hakazy
MinicrepctBa oxopoHH 370poB's Ykpainu Big 31 rpymHs 2003 poky Ne 637.
https://zakon.rada.gov.ua/rada/show/v1077282-20#Text

Hacranoa CT-H MO3Y 42-7.12:2024 «Jlikapceki 3aco0u. SKicTh, MOKITIHIYHI Ta

KJIIHIYHI aCMeKTH JIKapChbKUX 3ac00iB, K1 MICTSITh F€HETUYHO MOJM(DIKOBAHI KIIITHHU.
https://moz.gov.ua/uploads/10/53718-dn_264 16022024 _dod.pdf.

EMEA/CAT/GTWP/671639/2008 Rev.1, corr. 2020 «Guideline on quality, nonclinical and
clinical aspects of medicinal products containing genetically modified cells»
(«KepiBHHUIITBO MO0 AKOCTI, JOKIIHIYHUX Ta KIIHIYHUX aCIEKTiB JIIKAPChKHUX 3aC001B, SIKi
MICTSTh T€HETUYHO MoaudikoBaHi KJIITUHUY, pen. 1, 3MIHHA 2020).
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https://zakon.rada.gov.ua/laws/show/1315-18#Text
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https://www.ema.europa.eu/en/documents/scientific-quideline/quideline-quality-non-
clinical-and-clinical-aspects-medicinal-products-containing-genetically-modified-cells-
revision-1 en.pdf.

Jlooamxosa

- EC C(2019)7140 final «Guideline on Good Clinical Practice specific to Advanced Therapy
Medicinal Products» — October 2019, (KepiBHUITBO 3 HaJeKHOI KJIIHIYHOI TMPAKTUKA
1010 JKapChKUX 3aco0iB nepeaoBoi Teparnii — YKOBTEHB 2019).
https://health.ec.europa.eu/document/download/2d8842ch-e785-488f-bfdO-
bf8f2dablefe_en.

- EU Guidelines for Good Manufacturing Practice for Medicinal Products for Human and
Veterinary Use. Annex 15: Qualification and Validation. Volume

- EUROPEAN COMMISSION DIRECTORATE-GENERAL FOR HEALTH AND FOOD
SAFETY. Brussels, 30 March 2015.
https://health.ec.europa.eu/document/download/7c6c5b3c-4902-46ea-b7ab-
7608682fb68d_en?filename=2015-10 annex15.pdf.

- OcHOBHI HaNpsIMKHU cydacHux Giorexuosoriii: nocionuk / A.C. HOert, JI.M. I'pe6inuk, K.O.
JBopmienko, O.M. CaBuyk, JI.I. Ocramyenko. — K.: Enekrponne Buganns, 2023. — 390 c.
https://biomed.knu.ua/images/stories/Kafedry/Biochimiya/Biblioteka/Osnovny napriamky

suchasnyh_biotehnologii_Posybnyk 2023 compresse.pdf.

- CTBOpeHHS CHCTEM JOCTaBKM aHTUTCHIB Ta JIIKIB HA OCHOBI INITYYHHX 1 NPHUPOIHUX
TMOIJHUX HAHOYACTUHOK: JIIOCOMHU Ta eKk3ocomu : MoHorpadis / HO. M.
Kpacnomonbcekuii, JI. M. IMununenko. — XapkiB : pykapas Manpun, 2023. — 179 c.
https://repository.kpi.kharkov.ua/handle/KhPI1-Press/67892.  https://orcid.org/0000-0003-
3469-5827. https://orcid.org/0000-0002-4727-0476

Ingpopmayiiini pecypcu
1.Caiit kadenpu ximii JikiB Ta Jikapcpkoi Tokcukonorii HMY imeni O.0O.
Boromomnens. http://nmu.ua/zagalni-vidomosti/kafedri/kafedra-farmatsevtycheskoj-
byologycheskoj-y-toksykologycheskoj-hymyy/
2. Distance learning platform LIKAR_NMU
https://likar.nmu.kyiv.ua/
3.0¢inivitun cauT MiHicTepcTBa 0XOpOHH 310poB’st Ykpainu https://moz.gov.ua/
4.]lep>xaBHE MIANPUEMCTBO «YKpalHCHbKUN HAyKOBHUN (papMakoOmeMHMI LEHTpP SKOCTI JIKApChbKUX
3aco6iB» - sphu.org
5.Jlep>xaBHUH peecTp JKapChKUX 3aco0iB. URL:
http://www.drlz.com.ua/ibp/ddsite.nsf/all/index?opendocument
6./lepkaBHE ONIIOPUEMCTBO «YKpaiHCHbKUN HAYKOBUN (hapMakKONEHMHMI LIEHTP SIKOCTI JIKAPCHKUX
3aco0iBy. http://sphu.org/
7.€Bporeiicbka Gpapmakores oHiaiH- pheur.edgm.eu
8.The British Pharmacopoeia 2021 - www.pharmacopoeia.com
9.The British Pharmacopoeia 2020. London.2020: 1-1298. www.webofpharma.com
10.Pharmacopoea USP. www.usp.org.
11.Synthetic Communications. Great Britain. http://www.tandfonline.com/page/terms-and-
conditions

I[MuTranusa 1J151 CAaMONMIATOTOBKM CTYI€HTA /10 MPAKTUYHOI0 3aHSATTS:
1. Bamipamis aHamitiaHAx Metoauk. HaBectu nmpuknamm.

2. BamijoBaHi METOIUKH JOCHIKEHHS remapuHiB. Hamucatu peakiii. HaBectu
IPUKJIA]IH.
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http://sphu.org/
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http://sphu.org/
https://pheur.edqm.eu/
https://www.pharmacopoeia.com/
http://www.webofpharma.com/
http://www.usp.org/
https://www.tandfonline.com/page/terms-and-conditions
https://www.tandfonline.com/page/terms-and-conditions

3. BanimoBani MeToAMKH TOCHiKeHHs 1HCYmiHIB. Hamucatu peakuii. HaBectu
IPUKJIA]IH.

4. BamimoBaHi METOJMKH JOCHI/DKCHHS OlocuMmiisapiB. Hamucatu peakiti.
Hagpectu npuxmnaam.

5. BamigoBani MeTOAMKH AOCIIPKEHHsI IMYHOIJIOOymiHIB. Hamucatu peakiii.
Hagectu npuxmaam.

6. BamijgoBani MeTOAMKM JOCHII)KEHHS TemomoeTuHy. Hamumcatu peakiti.
Hagectu nmpuknagu.

7. BamigoBaHi METOIWKH JOCHIDKEHHS aHTHOloTWKiB. Hamumcatum peakiii.
Hagectu nmpuknagu.

8. BamimoBani metomuku jgochimkeHHs pexomOinantHux JIHK. Hanwmcaru
peakiii. HaBectu npuxmany.

MeTtoanuHa  po3podka  ckJjaaeHa. npodecopom  kKadeapu, a.papm.H.
Benpunncrkoro O.B.

21



Tema 3ausTrss Ne 5. Banigaiis TeXHOIOTIYHUX TPOLECIB PIAKUX, M SIKUX (HOpM
J1KapChKUX 3aC001B O10TEXHOJOTTYHOTO TOXOKEHHS. /Juhepenyitiosanuii 3aix.

KomnerenTHocTi:

iHmezpanvHi KomnemenmHocmi. 3JaTHICTh PO3B’SI3yBaTW CKJIAIHI 3aj1adyl i
npobsieMu  OlOTeXHOJIOTIH Ta OloiHkeHepli, 1m0 mnepeadadae MPOBEACHHS
JTOCITIKeHb Ta/a00 3M1MCHEHHS 1HHOBAIIM Ta XapaKTEePU3Y€EThbCS HEBU3HAUYCHICTIO
YMOB 1 BUMOT.

3azanvni komnemenmuocmi (K):
KO1. 3naTHicTs NpoBeACHHS JOCIIKEHb Ha BIJNOBIIHOMY PiBHI.
K02. 3gaTHicTs 10 monryky, oOpoOeHHs Ta aHaTI3y iHGOpMaIIii 3 pi3HUX JHKEPE.
K04. 3natHicTp npaliroBaTi B Mi>KHapOAHOMY KOHTEKCTI.

cneuyianvhi (haxoei, npeomemni) komnemenmnocmi (K):
KO7. 3patHicTh 3axWIllaTd IHTEJIEKTyalbHY BIIACHICTh, 30KpEMa IMATEHTYBaTH
BUHAXO/U 1 610TE€XHOJIOTTI.
KO8. 3nmatHicth 371HiCHIOBATH TMONIIYK HEOOXinHO1 i1H(opMallii B HayKOBIM 1
TEeXHIYHIH JiTepaTypi, 6a3ax JaHHUX Ta THIIMX JHKepelax.
KO09. 3nartnicte BiaOupaTu Ta aHali3yBaTH PEJIEBAaHTHI JaHl, Y TOMY YHCIl 3a
JIOTIOMOTOI0 CYYaCHUX METOJIIB aHai3y JaHUX 1 CHEIialdi30BaHOTO MPOrpamMHOro
3a0e3MeYeHHs.
K12. 3parHicTh maHyBaTH 1 BUKOHYBaTH EKCIEPUMEHTaJIbHI pOOOTHM B ramysi
010TE€XHOJIOT1i 3 BUKOPUCTAHHS CY4aCHHUX OOJIaIHAHHS Ta METOJIB, IHTEPHPETYBaTH
OTpUMAaH1 JaHl Ha OCHOBI CYKYIHOCTI Cy4aCHUX 3HaHb Ta YABJIECHb MPO OO0 €KT 1
MpeaMeT JOCIIHKEHHsI, pOOUTH OOIPYHTOBaH1 BUCHOBKHU.
K15.3naTHicTh 3acTOCOBYBaTM Cy4yacHI METOAM CHCTEMHOTO aHali3y JJis
JOCIIKEHHS T4 CTBOPEHHS €(PEKTUBHUX O10TEXHOJIOTTYHUX MPOLIECIB.

Mera: cdopMyBaTH CcuUCTEMaTH30BaHI 3acay HAYKOBUX 3HAHb IIOJO0
Bajlijamii JIIKapChbKUX 3aco0iB  OIOTEXHOJOTIYHOTO TOXOJDKEHHS:  Baiaarlis
TEXHOJIOTIYHUX TPOIIECIB PIAKUX, M IKUX (POpM JIKapChKUX 3ac001B; 3a0€3MeunT
OpPIEHTOBHY OCHOBY JUIsl TIOJAJBIIIOTO 3aCBOEHHS HABUAJIBHOTO Marepialy Ha
MPAKTUYHUX 3aHATTSX.

OO0snagHaHHs: TPAKTUYHI 3aBJIaHHA (TECTH, CHUTYallliiHl 3aaadi), poOouYnid

30LIUT, KOMII FOTEPHI MPOrpPaMH.

I1an Ta opranizaniiHa CTPYKTYpa 3aHATTH:

Ha3Ba etany Onuc erany PiBHI 3aCBO€HHS Yac
IMinroroBunii | Opranizamiiini nuTaHHs (mepeBipka | O3HaHOMIICHHS

: ) 5 XB.
IIPUCYTHOCTI CTYJIEHTIB)
dopMyBaHHS MoOTHBaIlli, aktuBaiis | CIpUAHATTS 5 XB.
M3HaBaJbHOI AISTIBHOCTI
KonTtpons IMOYaTKOBOTO piBHs | PenpoayktuBuuii | 10 xB.

MiTOTOBKH:  TECTOBHM  KOHTPOJb
Ta/ad0 1HJIUBIAyaJbHE ONUTYBaHHS,
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nepeBipka BUKOHAHHS 3aB/JIaHb
11033aayJIUTOPHOI CaMOCTIHHOT poOOTH

OcHoBHM JucnyTt Ta 00roBopeHHs TeopeTuuHux | OCMUCTEHHS

: ) . 5 xB.
NYUTaHb BIJMOBIIHO 0 TEMH 3aHATTSA | Po3yMiHHS

Po3B’s13yBaHHS CUTYyaIliiHUX 33729 3actocyBanns Ha | 20 xB.
IPaKTHII
[TomykoBa
TBOpYA
TISUTBHICTD

CamocriiiHa poOoTta cTyaeHTta mif | 3acrocyBaHHs Ha | 10 xB.
Kypali€ro BHUKIanada (ayJuTOpHA | MPAKTHII

poboTa cTyIeHTa) [TomrykoBa

TBOpUA

TISUTBHICTD
VY3araJbHEHHS 3HAaHb 3aKkpirieHHs O XB.

3axmoununii | KoTpons KIHIIEBOT'O piBHs | BinTBOproBaHHA

MIATOTOBKH (po3B’sI3yBaHHs 20 xB.
CUTYaIIMHUX 3a/a4)
3arajnpHa OIliHKa HaBYaJIbHOI | O3HAHOMIICHHS S XB.
JUSTBHOCT1 CTYJIEHTA
[ndopmyBanHs cTyneHTiB npo Temy | O3HalOMIIEHHS 5 XB.

HACTYMHOTO 3aHATTS Ta 3aBJIaHHS JI0
CaMOCTIITHOT pobOoTH

PexoMenoBana Jiteparypa:

bazosa

1.

Benpunnceka O.B., HixenkoBceka [.B. CrammapTtusaiiis mikapcbkuX 3aco0iB: s
CTyIeHTIB creuiagbHocTi I8 «@Papmauis». HapuanbHO-MeTOOMYHMI NOCIOHUK Ui
3100yBaviB MariCTepCchKOro piBHS, SIKI HaBYAIOThCS 3a crenianbHicTiO I8 «Dapmartisny,
BHUIIUX OCBITHIX 3akianiB Ykpainu. 2 Yacruna. — K.: Kuawra-mmoc, 2025, 200 c.
http://ir.librarynmu.com/handle/123456789/18005

Hixenkoscrka [.B., Benpuunceka O.B., Manuenko O.B. Crammaptuzaiiisi JiKapChbKUX
3aco0iB. Hactuna 1. K.: ®OII Jlonatina 0.0.,2026. — 192 c. ISBN 978-617-8247-71-3.
http://ir.librarynmu.com/handle/123456789/19832

®apmaneBTuyHa GioTexHOOTsA: bioTexHOMO0TiT BUPOOHUIITBA TOTOBUX JIIKAPCHKUX (POPM :
HaBYAJIbHUHA NOCIOHUK Ui CTYJEHTIB O10T€XHOJOriYHMX cremianpHocTed / FO. M.
Kpacnononscbkuii, . M. [lununenko. — Xapkis : TOB «/Ipykapus magpua», 2020. — 279
c. https://repository.kpi.kharkov.ua/handle/KhPI-Press/49632.

®dapMmarieBTHYHA O10TEXHOJIOTIS: ChOTOJCHHS Ta MalOyTHE : HaBYANBHUN TOCIOHUK IS
CTyNeHTIB OloTexHojoriynux cremiansHocted / HO. M. Kpacnomonwscrkmii, J[. M.
I[Mununenko. —  XapkiB: TOB  «/lpykapus Mangpun», 2022. - 151 c.
https://repository.kpi.kharkov.ua/handle/KhPI-Press/59163.

Jennifer E. Dally, Myrna A. Monck. Specification of Drug Substances and Products
(Second Edition). Development and Validation of Analytical Methods. Ch.
22. Biotechnology products: validation of analytical methods. Elsevier. 2020, P. 587-
603. https://doi.org/10.1016/B978-0-08-102824-7.00022-1.
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13.

14.

15.

16.

HepxaBHa @Papmaxomness Ykpainm: y 3 1. / JlepkaBHe MiANMPUEMCTBO «YKpPaTHCHKHI
HAyKOBUH (papMakomneiiHuii EHTp SKOCTI JTIKapChKuX 3aco0iB».—2-Te¢ BuA. X.: YKp. HayK.
dapMmakor. meHTp sKocTi JiK. 3aco6iB, 2015. T. 1. 1128 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

HepxaBHa dapmakomnest Ykpainu / [lepkaBHe MANPUEMCTBO «YKpPaiHCHKUN HayKOBHI
(hapMaKOIIeHHHI LIEHTP SIKOCTI JIKApChKHUX 3ac00iB».— 2-re BuA. JJonmoBHenHs 1. X.: Ykp.
HayK. ¢apMakoIl. IEHTP AKOCTI JiK. 3acobiB, 2016. 360 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

HepxxaBna @apmakonest Ykpainu / JlepskaBHEe MiANPUEMCTBO «YKpaiHCHKUHM HAyKOBHMA
(hapMakoneHu IEHTP SIKOCTI JTIKapChKuX 3aco0iB».— 2-re BuA. JlomoBHeHHS 2. X.: VKp.
HayK. (apMaKoIl. IEHTP AKOCTI JiK. 3acobiB, 2018. 336 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

HepxaBua ®apmaxomnes Ykpainu //lep:kaBHe MiINPHEMCTBO «YKpalHCHKUN HAayKOBUI
(hapMaKoOIIeHHHI IIEHTP SKOCTI JIIKAPChKHUX 3ac00iB».— 2-¢ Bu. — J[lomoBHeHHs 3— XapKiB:
Jlep>)kaBHE TMIINPUEMCTBO «YKpaiHCbKHMI HAyKOBUH (apMakomedHWid IEHTP SKOCTI
JKapChKHUX 3ac00iBY, 2018. - 418 c. http://ek.librarynmu.com/cqi-
bin/irbis64r_plus/cqiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21I1D=&S21CNR=5

. depxaBua @apmakornes: Ykpainu / [lep:kaBHe TiANPUEMCTBO «YKpaiHCbKUIT HAYKOBUN

(dhapmakoneHul HEHTP SAKOCTI JIIKapChKUX 3ac00iB».— 2-re BuA. JlonoBHeHHs 4. X.: YKp.
HayK. (hapMakoIl. IEHTP SIKOCTI JiiK. 3aco0iB, 2020. 600 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64 ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

. depxaBna ®@apmakoness Ykpainu / [lep:kaBHe MiANPUEMCTBO «YKpaiHChbKUI HAYKOBUI

(hapMaKkomeHN IIEHTP AKOCTI JIIKapChKHUX 3ac00iB».— 2-re Bu. JlomoBHeHHs 5. X.: YKp.
HayK. (hapMaKoIl. IEHTP SIKOCTI JIiK. 3aco06iB, 2021. 424 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z21ID=&S21CNR=5

3akon Ykpainu «[Ipo cranmaptuzarito» (Bimomocti Bepxosnoi Panu (BBP), 2014, Ne 31,
cT.1058) {I3 3minamu, BHeceHnMH 3rigHO 13 3akoHoM Ne 124-VIII Big 15.01.2015, BBP,
2015, Ne 14, c1.96} Pexxum noctymy: https://zakon.rada.gov.ua/laws/show/1315-18#Text.
3akoH Ykpainu «IIpo mikapceki 3aco6u» Big 04.04.1996 p. Ne 123/96BP (i3 3minamu)
[Enextponnuit pecypc] // Odimiitnuii Bed-moptanm BepxoBuoi Panu Ykpaiau. — Pexxum
noctymy: http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80.

HacranoBa CT-H MO3YVY 42-3.5:2016 «Jlikapceki 3acobu. Bamiganis npoueciBy. Pexum
nocrymy: http://www.moz.gov.ua/docfiles/dn_20160729 0802 dod.pdf.

Hakaz MO3 Vkpaiau Bix 07.05.2020 Ne 1077. Ilpo BHeceHHs 3MiH 0 Hakazy
MinicrepctBa oxopoHH 310poB's Ykpainu Big 31 rtpymHs 2003 poxy Ne 637.
https://zakon.rada.gov.ua/rada/show/v1077282-20#Text

HacranoBa CT-H MO3Y 42-7.12:2024 «Jlikapceki 3acobu. SKicTh, MOKJIIHIYHI Ta
KJIIHIYHI aCMeKTH JIKapChbKUX 3ac00iB, K1 MICTSITh F€HETUYHO MOJM(DIKOBAHI KIIITHHU.

https://moz.gov.ua/uploads/10/53718-dn_264 16022024 dod.pdf.

24


http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
http://ek.librarynmu.com/cgi-bin/irbis64r_plus/cgiirbis_64_ft.exe?C21COM=F&LNG=uk&I21DBN=NMU_FULLTEXT&P21DBN=NMU&Z21ID=&S21CNR=5
https://zakon.rada.gov.ua/laws/show/1315-18#Text
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
http://zakon2.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80

17. EMEA/CAT/GTWP/671639/2008 Rev.1, corr. 2020 «Guideline on quality, nonclinical and
clinical aspects of medicinal products containing genetically modified cells»
(«KepiBHHUIITBO MO0 AKOCTI, JOKIIHIYHUX Ta KIIHIYHUX aCIEKTiB JIIKAPChKHUX 3aC001B, SIKi
MICTSITh ~ TeHeTHMYHO  MoaudikoBani  wirituHE»,  pea. 1,  3miam  2020).
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-quality-non-
clinical-and-clinical-aspects-medicinal-products-containing-genetically-modified-cells-
revision-1_en.pdf.

Jlooamkosa

- EC C(2019)7140 final «Guideline on Good Clinical Practice specific to Advanced Therapy
Medicinal Products» — October 2019, (KepiBHUITBO 3 HalCKHOI KIIHIYHOI MPAKTUKH
OO0  JIKapChKUX  3aco0iB  mepemoBoi  Tepamii  —  JKOBTEHBb 2019).
https://health.ec.europa.eu/document/download/2d8842ch-e785-488f-bfd0-
bf8f2dablefe_en.

- EU Guidelines for Good Manufacturing Practice for Medicinal Products for Human and
Veterinary Use. Annex 15: Qualification and Validation. VVolume

- EUROPEAN COMMISSION DIRECTORATE-GENERAL FOR HEALTH AND FOOD
SAFETY. Brussels, 30 March 2015.
https://health.ec.europa.eu/document/download/7c6c5b3c-4902-46ea-b7ab-
7608682fb68d_en?filename=2015-10_annex15.pdf.

- OcHOBHI HanpsIMKHU cydacHuX OiotexHosorii: mociouuk / A.C. FOer, JI.M. I'pebinuk, K.O.
HBopmenko, O.M. Capuyk, JI.I. Ocranmuenko. — K.: Enextponne Bunanns, 2023. — 390 c.
https://biomed.knu.ua/images/stories/Kafedry/Biochimiya/Biblioteka/Osnovny_napriamky

suchasnyh_biotehnologii_Posybnyk 2023 compresse.pdf.

- CTBOpeHHs CHUCTEM [OCTaBKM AHTUTCHIB Ta JIIKIB Ha OCHOBI HITYYHHUX 1 MPUPOTHHUX
TMOIJHAX HAHOYACTUHOK: JIIIOCOMH Ta ek3ocomm : MoHorpadis / HO. M.
Kpacnononbcekuii, /. M. ITunmunenko. — XapkiB : Jpykapas Manpun, 2023. — 179 c.
https://repository.kpi.kharkov.ua/handle/KhPI-Press/67892.  https://orcid.org/0000-0003-
3469-5827. https://orcid.org/0000-0002-4727-0476

Inghopmayitini pecypcu
1.Caiit kadenpu xiMmii JikiB Ta Jikapcbkoi Tokcukonorii HMY imeni O.O.
Boromonsms. http://nmu.ua/zagalni-vidomosti/kafedri/kafedra-farmatsevtycheskoj-
byologycheskoj-y-toksykologycheskoj-hymyy/
2. Distance learning platform LIKAR_NMU
https://likar.nmu.kyiv.ua/
3.0inivHnn canT MiHicTepcTBa 0XOPOHH 310pOB’° st YKpaiiu https://moz.gov.ua/
4.JlepkaBHE TiANPHEMCTBO «YKpaiHChbKUI HayKOBUHM (hapMakONeWHUI LEHTP SKOCTI JIKapChKUX
3aco0iBy - sphu.org
5.Jlep>kaBHUN peectp JTIKapChKUX 3aco0iB. URL:
http://www.drlz.com.ua/ibp/ddsite.nsf/all/index?opendocument
6./leprkaBHe MITIPUEMCTBO «YKpPAiHCHhKMA HAYKOBHMH (hapMaKONEHHUN IEHTP SKOCTI JIKapChKUX
3aco0iB». http://sphu.org/
7.€Bporneiickka Gapmakornes oHiaiH- pheur.edgm.eu
8.The British Pharmacopoeia 2021 - www.pharmacopoeia.com
9.The British Pharmacopoeia 2020. London.2020: 1-1298. www.webofpharma.com
10.Pharmacopoea USP. www.usp.org.
11.Synthetic Communications. Great Britain. http://www.tandfonline.com/page/terms-and-
conditions

I[MuranHa 1J151 CAMONMIATOTOBKH CTYI€HTA /10 MPAKTUYHOI0 3aHSATTS:
1. Bamipamis aHamiTHayHAX MeToauk. HaBectu nmpuknamm.
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2. Baminanis TEXHOJOTIYHHX MPOIECiB TBepAuX (popm (TabIeTKH) JiKapChKUX
3ac001B O10TEXHOJIOTTYHOTO OXOKeHHs. HaBecTn npukiagy.

3. Bamigarmis TexHOJOTIYHUX MpoleciB TBepAuX ¢GopM (KarcyiH) JIKapChKUX
3ac001B O10TEXHOJIOTTYHOTO OXOKeHHs. HaBecTn npukiagy.

4. OcHoBHI po3aimu crnenudikarii mist 6iotexHonoriyaux PJI3. Inentudikarri.

Hagectu nmpuknagu.

Metoau miarBepmkeHHs cTpyktypu AD®I. HaBectu npukiaau.

OcHoBHi po3ainu creuudikaiii ans OiorexHonoriyaux PJI3. Biomoriuna

akTUBHICTH. HaBecTn nmpukiaay.

7. Mertoau in Vitro (Ha KyabTypax KIiTHH), ¢epMeHTaTHBHI TecTH. HaBectn
PUKJIIAIN.

8. OcHoBH1 pozaum crenudikamii g OiorexHonoriynux PJI3. Ywucrtora Ta
nomimku. HaBectn npukiaiu.

9. IlponykT-3ajexHi JOMIIIKK: arperati, (parmentu OuIka, Je3amijoBaH1
dbopmu. HaBectu npukiaam.

10.I1poruec-3anexxHi AOMIMIKK: 3aTulIKy OuUTkiB kimiTuH-rocnonapis (HCP), JJHK
KJIITUH-TOCIIOAPiB, aHTUOI0THUKH, 3aJTUIIKH MMOKUBHUX cepenoBuill. HaBectu
TIPUKJIIA/IH.

11.OcHogH1 po3ainu cnenudikarii st 6iorexHonoriynux PJI3. dizuko-xiMivyH1
XapakTepucThKu. HaBecTn nmpukiamy.

12 Konnentparisi fAiro4oi pedoBuHU (Assay) Ta JOMOMIXKHHX PEUYOBUH
(mampukJiaz, KOHCepBaHTIB). HaBecTu mpukiay.

13.0OcHoBHI po3aumm crnenudikamii s 6iorexnonorivanx PJI3. CrepunbHICTh
Ta 6e3neka. HaBectu mpukmaam.

14.CrepunbHicTh, OakTepiadbHl  €HIOTOKCHMHH, BIJCYTHICTh  CTOPOHHIX
MikpoopraHi3miB. HaBecTu npukianu.

15.MexaHniuHi BKJIFOUSHHS (BUAMMI Ta HEBUAMMI YacTku ). HaBecTn mpukiaam.

e

Jlugepenyitiosanuii 3anix — 3a pe3yromamamu OMpUMAHUX oyiHox (banis) Ha
3aHAMMSX.

MeTtoanuHa  po3podka  ckJjaaeHa. npodecopom  kKadeapuw, a.hapM.H.
Benpunncrkoro O.B., ac., k.0.H. Menemxko P.A.
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