


Tema Nel. Hacmanogua.

Cuctema cTaHgapTU3allii JIKApCbKUX 3aC00IB 010T€XHOJOTIYHOTO MOXOKEHHS B
Vkpaini. JJPY. MibkHapogHI NPUHLMIK CTaHIApTH3aLli HpoUeAypHu PO3POOKH,
CHHTE3y Ta aHaji3y JIKapChKUX 3ac00iB OIOTEXHOJOTTYHOTO TMOXOJKEHHS.
HopMatuBHO-TeXHIYHA JOKYMEHTAllls, $IKa pErjJjaMeHTye BUMOTHU 10 SKOCTI
JiKapchbKUX 3aco0iB OioTexHomoriunoro noxomkeHHs: CT-H MO3Y 42-8.0:2013,
CT-H MO3YV 42-8.1:2013, CT-H MO3Y 42-8.2:2013, CT-H MO3V 42-8.3:2013,
CT-H MO3YV 42-8.4:2013.

Bupn aexuii: HacTanoBua, Tpaauiliiina (iHpopmarriiina)

KomnereHnmii:

iHmezpanvHi Komnemenmuocmi. 37aTHICTb PO3B’SI3yBaTH CKJAIHI 3adadi 1
npobsieMu  OloTexHOJIOTIM Ta OloiH)KeHepii, 1m0 Tmepeadadae MPOBEICHHS
JOCJIJDKeHb Ta/a00 3M1MCHEHHS 1HHOBAIIM Ta XapaKTEPHU3YEThCS HEBU3HAYEHICTIO
YMOB 1 BUMOT.

3azanvhi kKomnemenmuocmi (K):
KO1. 3xaTHIiCTs IpOBEICHHS TOCTIKEHBb HA BIIMOBITHOMY PIiBHI.
KO02. 3naTHicTh 10 momryky, 0OpoOIeHHs Ta aHali3y iHpopMaIlii 3 pi3sHUX JHKepell.
KO04. 3naTtHicTh mpaItoBaTé B M>KHAPOTHOMY KOHTEKCTI.

cneyianvhi (ghaxosi, npeomemni) komnemenmuocmi (K):

KO08. 3patHicth 3miiicHIOBaTH MOMIYK HE0oOXimHoi i1H(opMmarii B HayKoOBIH 1
TEeXHIYHIN JiTepaTypi, 6a3ax JaHUX Ta THIIUX JHKEpeIax.

KO09. 3naTtHicTe BimOupaTH Ta aHAI3yBaTH PEJIEBAaHTHI JaHi, Y TOMY YHCIi 3a
JIOTIOMOTOI0 CYYaCHHUX METOJIB aHATI3y JaHMWX 1 CIeIialdi30BaHOrO MPOTPAMHOTO
3a0€e3MeUeHHs.

K12. 3patHicTe TUTaHyBaTH 1 BHUKOHYBATH EKCIEpPUMEHTaJbHI poOOTH B Tamys3i
010TeXHOJIOT1i 3 BUKOPUCTAHHS CyYaCHUX OOJIaTHAHHS Ta METO/IIB, IHTEPIPETYBATH
OTpUMaHi JaHi Ha OCHOBI CYKYMHOCTI CY4acCHHX 3HAaHb Ta YSBIEHb MPO 00’ €KT i
MpeaIMET JOCIIIHKEHHsI, pOOUTH OOTPYHTOBAaH1 BUCHOBKH.

K15.3naTHicTs 3acTOCOBYBAaTH Cy4aCHI METOJAM CHCTEMHOTO aHai3y s
JOCIIHKCHHSI Ta CTBOPEHHS €(DeKTUBHUX 010TEXHOJOTIYHUX MPOIIECIB.

K18. 3matHicTh OpraHi3oByBaTH BUPOOHHUIITBO 1 YHPABISATH OI0TEXHOJOTTYHUMH
mpoliecaMr B yMOBaX MPOMHUCIIOBOTO BHPOOHHUIITBA Ta HAYKOBO-JOCIHITHUX
naboparopiil.

Meta: cdopmyBaTH CUCTEMAaTH30BaHI 3acajJd HAyKOBUX 3HaHb MO0
MDKHApOJAHUX NPUHIUIIB CTaHAApTHU3allll MPOLEeaypu PO3pOOKH, CUHTE3Y Ta aHaji3y
dapmaneBTuuHO1 mpoaykiii, ctparerii BOO3 B cuctemi 3a0e3neyeHHs Ta
rapaHTyBaHHA SKOCTI JIIKAPCBKUX 3acO0IB  OIOTEXHOJIOTIYHOTO  MOXOKEHHSI,
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MDKHApOJHOT opranizaiii 31 cranaaptuzaiii ISO, cydyacHuX KOHIIEMIii 3a0e3neueHHs
axocti npoaykuii 1SO 9001, koHuenuii MXXHaApOJHUX HAJEKHUX NPAKTUK y (apmariii
GXP (GLP, GCP, GMP, GSP, GDP, GPP, GPCL; npunuunis i npasun GMP €C, GMP
WHO, GMP PIC); 3abe3neuntu OpIEHTOBHY OCHOBY [Jisi IMOJAJIBIIOTO 3aCBOEHHS
HABYAJIBHOTO MaTepiajgy Ha MPAaKTUYHUX 3aHATTAX.

O0sagHanHA JeKkuii: HOyTOyK, MyJIbTUMEAIMHUI MPOEKTOP, JOIIKa ayJUTOPHA.
3aBHaHHA JeKuii:

CMyOeHm NOGUHEH 3HAMU'

CUCTEMY CTaHJapTU3aIlii JIKapChKUX 3aCO0IB O10TEXHOJOTIYHOTO TOXOKEHHS B
Vkpaini. JPY; MibKHapoAH! NPUHIMIMN CTaHIApPTH3alli OpoUeaypu pO3pOOKH,
CHHTE3y Ta aHaji3y JIKapChKUX 3ac00iB OIOTEXHOJOTIYHOTO TMOXOKEHHS,
HOPMAaTHBHO-TEXHIYHY JIOKYMCHTAIIIF0, SKa pErIaMeHTYeE BUMOTH JO SKOCTI
JiKapchbKUX 3aco0iB OioTexHosoriyHoro noxokeHHs: CT-H MO3Y 42-8.0:2013,
CT-H MO3Y 42-8.1:2013, CT-H MO3Y 42-8.2:2013, CT-H MO3Y 42-8.3:2013,
CT-H MO3YV 42-8.4:2013.

CMyOeHm NoGUHEH 6Mimu

aHaJI3yBaTH JaHl 3 HABYAJIBHOI Ta CHEIIaJIbHOT JIITepaTypH P BUPIIIIEHH] 3aB/IaHb,
MOB'SI3aHUX 13  CTaHAAPTHU3AIIE€l0  JIIKApPChKUX 3aco0iB  O10TEXHOJOTTYHOTO
MOXO/PKEHHS B MEKaxX MPOBEJEHHS KOHTPOJIO SKOCTi; KOPUCTYBATHCS aHAJITUYHO-
HOPMATUBHOKO JOKYMEHTAIlIEl0, $Ka pEerjaMeHTye sKICTh JIKApChbKUX 3aco0iB
OioTexHoNOruHOrO moxomkenHst (JepxaBHa @apmakones Ykpainu, €Bporeiicbka
dapmakornes, Papmakoriess USA, bputanceka dapmakories, HalliOHATBHI Ta PETriOHAIBH1
dapmakonei, AH/I, papmakorneiini ctarti Ta MoHorpadii, GMP, GLP, GCP, naka3u
ta IHCTpyKuii, mokymentn |SO); KopHUCTyBaTHCS Taay3¢BUMH CTaHIApTaMH,
METOIMYHMMU BKa3ziBKamu mpu po3podii AHJ] Ha cyOcTaHIliro Ta Jikapchki 3aco0u
010TEXHOJIOTTYHOTO TTOXOKCHHS.

Iian gexkuoii

Ha3zga OcBiTHs1 MeTa eTamy Yac
eramy 3MmicT eTamy
JIeKIil
Berynna OronomieHHs TeMH JIEKIlii, TMIaHy|AKTHBI3AIisg orpuManux |10
JacTHHA JeKIlii, BU3HAYEHHS METH JICKIi,[paHillle HAyKOBUX 3HAHb|XBHWJIWH
KOPOTKa XapaKTEepPUCTHKA MPOOJIEM,|CTYACHTIB 3 THIIHX

SIKI TIPOTIOHYETHCS PO3IJISHYTH MiA|IUCIUINIIH Ta 3aKJIaJeHHS
qac JIEKIII], KOPOTKa|HAyKOBO1 OCHOBH IS
XapaKTEepUCTUKA JITEpATypU 3aCBOEHHS MaTepially JEeKIIii.

OcHoBHa 1. lucurnrina «Crangaprusamis |OBOJOAITH 3HAHHSIMH 1010 |65




qaCTHHa

JTKapChKUX 3aco0iB
O1OTEXHOJIOTIYHOTO ITOXOKECHHSIY.
3aBJIaHHSA JIUCUMIUIIHH.

Mera 1

Mera 1
OCHOBHI  KOHIIEMIIIi.
3aB/JaHHS: PO3KPUTHU 3MICT, METY Ta
3aBJaHHS TUCIUIUTIHY.

2.Cucrema CTaHAapTU3aLill
JTKapChKUX 3aco0iB
010TEXHOJIOTTYHOTO IMOXO/KEHHS B
VYkpaiHi Ta MDKHApPOJIHI TPUHIUITN
CTaHJapTH3aIlll
OPOIYKITI:
IIXOIH,

dbapMalieBTUUHO1

cydJacHi
PO3BUTKY
hi (o)
Jep kaBHOI TOITHKHA Ta BUMoOr €C,

PO3KpUTH
HaMpPsIMKU
CTaHJapTH3aIlli  BIAMOBIIHO
KpUTEpii Ta Cy4acHi BHUMOTH O

SIKOCTI JKapPChKHUX 3aco0iB

O10TEXHOJIOTIYHOTO  IMOXOKEHHS,
03HAHOMHUTH 13
MO3

3dKOHaMH, CTaHdapTaMHU.

OCHOBHHUMH
JTOKyMEHTaMH VYkpainu,
3. @Y. AHnanmiThuHa HOpPMAaTHBHA
JOKyMEHTaIllsl Ha (apMalleBTHIHY
IIPOIYKITI1O
[MOXOJKEHHS MIIKPECIUTH
BaxuBicts JJ®Y, AH/, MK/ y
dbapmareBTHIHOMY

010 TEXHOJIOTIYHOTO

aHai3i,
O3HAUOMHTHCS 13 CTPYKTYpOKO 1

pO3AiIaMu TOKYMEHTIB.

METH 1 3aBJaHb AUCIUILIIHH,
OCHOBHHUX  KOHIICTIIIH

nediHIi.

Ta

OBo0101ITH 3HAHHSIMU 1100
CUCTEMH CTaHAapTU3aIll
JKapChKUX 3aco0iB
010TEXHOJIOITYHOTO
MOXO/DKEHH B YKpaiHi Ta
MDKHApOIHUX MPUHITUITIB
CTaHJapTU3aIlll

dbapmaneBTUYHOT MPOAYKIIII.

O3HallOMUTHCSA 13
CTPYKTYPOIO, PO3JiJIaMH Ta
3mictom JI®Y, AHJI, MKSI.

XBHJINH

3aKirrouHa
qyacTHUHA

V3aranpHEeHHs B KOPOTKUX

dbopMyITIOBaHHIX OCHOBHUX  ineH

JeKITii, JIOTIYHO 3aBEepIIyrouu ii sK

IUTICHUM ~ BHUTBIpP;  CIIPSMYBaHHS
NOJAJIBIIOI  CAMOCTIMHOI ~ poOOTH
CTYJICHTIB,  3aKJaJCHHS HAyKOBOI

OCHOBH JIJISI HACTYITHUX JICKIIIi.

3acBOEHHS (bakTU4IHOTO
MaTepiary JeKIlii, OCHOBHUX
TEOPETUYHUX TOJOKEHb 3a
JIOTIOMOT OO JIOT1YHHUX BY3IIiB

— OCHOBHHUX ITUTAHb JEKIII].
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HepxaBHa dapmakones Ykpainm / Jlep>kaBHe MINPUEMCTBO «YKPATHCHKUM HayKOBHI
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IIuTaHHs A5 CAMOMIATOTOBKH CTYJAE€HTA /10 JIEKIii:

1. OnumiTe akTyadbHl MDKHAPOAHI TPUHIMIHN CTaHAAPTU3AIIl MPOLEIYypH
pO3pOOKH, CUHTE3y Ta aHami3y (papManeBTHUHOT MPOAYKIIi GI0TEXHOJIOTTYHOTO
MTOXO/IKCHHS.

2. Oznaure ctparerito BOO3 y cucremi 3a0e3nedeHHs] Ta TapaHTyBaHHS SKOCTI
JTIKapChKUX 3aC001B OI0TEXHOJOTTYHOTO TIOXOMKCHHS.

3. Mixnaponna oprasizamis 31 crapgaptusamii 1SO. MeTa, 3aBmaHHs Ta OCHOBHI
¢ynkiii opranizamii 1SO.

4. Xapaktepuctuka cydacHoi Konmeniii 3a0e3medenns sikocti mpoaykiii SO
9001.

5. Meta Ta 3aBIaHHS MDKHApOAHUX HaIeKHUX TpakTHK y ¢dapmarii GXP (GLP,
GCP, GMP, GSP, GDP, GPP, GPCL.

6. OcHoBHi npunIunu i npasuia GMP €C, GMP WHO, GMP PIC.
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7. €Bporeiickke areHTCTBO 3 Jikapchbkux 3aco0iB (European Medicines Agency
(EMEA)) — ponb y KOHTpOJl Ta OLIHII JiKapchkux 3aco0iB. IIpioputeTHi

HanpsMku JaisibHOCTI EMEA.

Iuranus aas migrorosku a0 1K, siki po3kpuBaroTs JeKkuiiiHuil MaTepiaa:

1

Cuctema  crangapTu3alii  JIKApChKUX  3ac00iB  O10TEXHOJIOTIYHOTO
NOXO/JKeHHA B YkpaiHi. OcHoBHI npuHuunu. OO’€kTH Ta Cy0’ €KTH
CTaHJapTHU3aIll1 JIIKAPCHKUX 3aC001B O10TE€XHOJOTTYHOT'O TTOXOIKCHHSI.
Opranu  Jep>kaBHOi  CHUCTEMH  CTaHAApTU3alll  JIKapCbKUX  3aco0iB
010TE€XHOJIOTTYHOTO OXO/KEHHS Ta 1X (QyHKIIII.

JlepkaBHa cucTemMa 3a0€3MEUeHHs] KOHTPOJIFO SIKOCT1 JIIKAPCHKUX 3acO01B
010TE€XHOJIOTTYHOTO MOXOHKeHHs B YKpaiHi. 3akonu Ykpainu «IIpo nikapceki
3acobmu», «IIpo ctangaptuzaiitoy.

Hamionaneauit Cranmapt Ykpainu «JIlikapcbki 3aco0uy.

Hanexna mnpakTthka BUPOOHMIITBA JIIKAPCHKUX 3aCO0IB 010TEXHOJIOT1YHOTO
MIOXOJI>KEHHS JIJIS JTIFOAMHH.

HamionanbHi cTangapti — nepxkaHi ctangapta Ykpainu (JJCTVY).

Cranmapt MinictepctBa oxoponu 310poB’st Ykpainu CT MO3Y 42-1.0:2005
«®apmaneptuyHa  mponaykumis.  Cucrema  crampgaptuzanii.  OcHOBHI
MIOJIOXKECHHSI.

HopmaTuBHO-TeXHIYHA AOKYMEHTAIlisl, SIKa PErIaMEHTYE BUMOTH JIO SIKOCTI
JTIKapChKUX 3aco0iB OioTexHosjorigHoro mnoxomkenns. CT-H MO3Y 42-
8.0:2013, CT-H MO3VY 42-8.1:2013, CT-H MO3Y 42-8.2:2013, CT-H
MO3YV 42-8.3:2013, CT-H MO3YV 42-8.4:2013.

HepxxaBaa @apmakones: Ykpainu (JDPVY): crpykrypa i 3micT. 3arambHi Ta
okpemi crarti IDY, monorpadii DY nHa cybcranmii Ta JIikapchbki 3acoou
010TE€XHOJIOTTYHOTO MOXO/KEHHSI.

10. I'apmonizanii Bumor JI®Y 3 pumoramu USP, Eur. Ph., Br. Ph. 3rigHo mo

HOpMaTuBHMX JoKyMeHTIB |CH.

11.MixHapoaHa cucTeMa CIiBpoOiTHHIITBA (apmarieBTHUHMX iHcekiin PIC/S.

MeTtonnuna po3podka ckiaaaeHa: mpod. kadenpu, a.papm.H. BernbumHCHKOIO
0O.B., ac., k.0.H. Menemxko P.A.



Tema Ne 2. CtanapTrU30BaH1 METOJIU aHATI3Y JIIKAPCHKUX 3aC001B O10JIOT1YHOTO Ta
010TE€XHOJIOTTYHOTO MTOXOJIKEHHS. IMmyHOTII00 Y IHU. ImyHOCHpOBaTKH.
bakrepiodaru. Intepdpeponu. IIpodbioTuxu.

Bup aekuii: Tpanuiiiina (indopmariiiiina)

KomnereHnmii:

iHmezpanvHi KomnemeHmHocmi. 3[aTHICTb PO3B’SI3yBaTH CKJIAJHI 3aaadi 1
npoOsieMu  Ol0TeXHOJIOTIM Ta OloiH)KeHepii, 1m0 mepeadayae MPOBEICHHS
JOCIIKeHb Ta/abo 3M1MCHEHHsS] 1HHOBALId Ta XapaKTepU3ye€ThbCs] HEBU3HAUYEHICTIO
YMOB 1 BUMOT.

3azanvHi kKomnemenmuocmi (K):

KO1. 3paTHiCTh IpOBEIEHHS TOCTIIKEHb HA BIIOBIIHOMY PIBHI.
KO02. 3natHicTh A0 momryky, o0poOsieHHs Ta aHami3y iHpopMallii 3 pi3HUX JKeper.
KO04. 3naTHicTh npairoBaTé B MI>KHAPOTHOMY KOHTEKCTI.

cneyianwvhi (ghaxosi, npedomemni) komnemenmuocmi (K):

KO8. 3patHicTe 3Ai1ficHIOBAaTH MOIIYK HEOOXigHOI i1Hdopmallii B HAyKOBIA 1
TEeXHIYHIN JITepaTypi, 0a3ax JaHUX Ta IHIIHUX JKEpeax.

KO09. 3paTtHicTe BigOupaTH Ta aHAI3yBaTH pEJIEBAaHTHI JaHi, Y TOMY YHCIi 3a
JIOTIOMOTOI0 CYYacHUX METOIB aHaji3y JaHUX 1 CIEeIiaii30BaHOTO MPOrPaMHOIO
3a0e3MneUeHHs.

K12. 3pmarHicTh mjaHyBaTH 1 BHUKOHYBATH EKCIEPUMEHTAIbHI pOOOTH B Taiys3i
010TeXHOJIOT1i 3 BUKOPHCTaHHS Cy4aCHUX OOJaHAHHS Ta METOJIB, IHTEPIPETYBATH
OTpHUMaHi JaHl Ha OCHOBI CYKYITHOCTI Cy4aCHUX 3HaHb Ta YSBJICHb IMPO OO0’ €KT i
peaMET JOCTIHKEHHS, pOOUTH OOTPYHTOBaHI BUCHOBKH.

K15.3naTHicTs 3acTOCOBYBAaTH Cy4acHI METOAM CHCTEMHOTO aHami3y I
JOCIIPKCHHSI Ta CTBOPEHHS €(DeKTUBHUX 010TEXHOJOTIYHUX MPOIECIB.

K18. 3pmatHicTh OpraHi3oByBaTH BHUPOOHHUIITBO 1 YHPABISATH OI0TEXHOJOTTYHUMH
mpoliecaMr B yMOBaX MPOMHCIOBOTO BHUPOOHHUIITBA Ta HAYKOBO-JOCIHITHUX
nabopaTopii.

Meta: cdhopmyBaTH CHCTEMATHM30BaHI 3acaji HAyKOBUX 3HAaHb MI0JI0
CTaHJAPTU30BAHMX METOMIB aHATI3y JKapChKUX 3aco0iB  OioJoriyHOrO Ta
010TEXHOJIOTIYHOTO  TIOXO/KEHHSA,  IMYHOTJIOOYIIHIB, IMyHOCHPOBATOK,
Oakrepiodaris, iHTEpPEpOHiB, MPOOIOTHKIB; 3a0€3MEUNTH OPIEHTOBHY OCHOBY JIJISI
MOMANBIIIOTO 3aCBOEHHS HABYAJBHOTO MaTrepialy Ha HACTYIHUX JIEKI[ISX Ta
MPAKTUIHUX 3aHATTSX.

Ob6nanHaHHa Jeknii: HOYTOYK, MYyJbTUMEIIMHUI TMPOEKTOp, JIONIKA
ayJIMTOpHA.



3aBaaHHA JeKIil:
cmyoeHm noGUHEH 3HAmu

CTaHJApPTU30BaHI METOAM aHaji3y JIKapChbKUX 3aco0iB  OI10OJOTIYHOrO Ta

010TEXHOJIOTTYHOTO  MOXOJKEHHS,  IMYHOTJIOOYJiHH,

Oakrepiodaru, HTEpPEPOHU, MTPOOIOTUKY;

IMyHOCUPOBATKH,

cmyOeHm noGUHeH 6Mimu
aHai3yBaTH JaHi 3 HAaBYAJIBHOI Ta CHELIaJbHO1 JIITepaTypy MPU BUPIIICHHI 3aBAaHb,
MOB'I3aHUX 13  CTAHJAPTHU3ALIEI0  JIKAPCHKUX 3ac00IB  010TEXHOJIOTIYHOTO
MOXO/KEHHSI B MeXaX MPOBEJCHHS KOHTPOJIIO SIKOCTI; KOPUCTYBATHUCS AHATITUYHO-
HOPMATUBHOKO JOKYMEHTAIlIEl0, $IKa PpEerjaMeHTye SKICTh JIIKAPChKUX 3aco0iB
OioTexHONOruHOro mnoxomkenHst (JepxaBna @apmakones Ykpainu, €Bporeiicbka
®dapmakores, Gapmakoriess USA, bputanceka dapmakores, HalliOHAIbHI Ta PEr1OHAIBH1
dapmakonei, AH/I, papmakomneiini ctarti Ta MoHorpadii, GMP, GLP, GCP, naka3u
Ta IHCTPYKIIIl, 1SO);

METOJJMYHUMU BKaziBKamu mpu po3podii AH/] Ha cyOcTaniito Ta jikapchbki 3acoOu

AJOKYMCHTHU KOPpUCTYBATUCA TAITy3CBUMU CTaHAApTaMU,

010TEXHOJIOTTYHOTO ITOXOKEHHS.

ITnan gdexoii

Ha3zsa OcBiTHS MeTa eTamy Yac
eTamny 3MmicT eTamy
JeKuil
Berynna OrosomnieHHs TeMU JICKIii, TUIaHY|AKTHBI3aIlis orpumanux|10
YacTHUHA JeKIli, BHW3HAYEHHs METH JICKIIii,[paHillle HAayKOBUX  3HAaHb|XBWJIHH
KOPOTKa XapaKTepUCTHUKA IMPOOJIEM,|CTYACHTIB 3 THITTUX
SIKI TIPOTIOHYETHCSI PO3TJISHYTH I |IUCHUIUTIH Ta 3aKjIafcHHS
Jac JIEKI, KOPOTKa|HAyKOBO1 OCHOBH IS
XapaKTepUCTHKA JIiTepaTypu 3aCBOEHHS MaTepiany JEeKIIii.
OcHoBHA 1.Cranmaptu3oBaHi MeTomiB (OBOMIOAITH 3HAHHIMU IOA0 |65
JacTHHA aHaizy JIKapChbKUX 3ac00iB [METU 1 3aBJaHb | XBUJIUH
010JIOTTYHOTO Ta [()apMaIeBTUYHOTO  aHATI3y
0IOTEXHOJIOTIYHOIO  IMOXOKCHHS. |JTIKAPChKUX 3aco0iB
Merta 1 3aBmaHHS:  PO3KPUTH |[010TEXHOJOTIYHOTO
OCHOBHI Tigxoau mo anamizy JI3 |moxokeHHs.

010TEXHOJIOTTYHOrO MOXOMKEHHS.
2. CrangapTu3oBaHi METOIH

aHamizy IMYHOTJIOOYJIHIB,

IMYHOCUPOBATOK.

3. CrangapTu3oBaHi METOIH

aHamizy OakTepiodaris,

OB0J10J1ITH 3HAHHSIMU OO0
CTaHJAPTU30BAHUX METO/IIB
aHajizy  IMYHOTJIOOYJIHIB,
IMYHOCHUPOBATOK.

OBOJ'IOI[iTI/I 3HaHHAMHJ IIOO0

CTaHIapPTU30BaAHUX MGTOI[iB
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1HTEpPEPOHIB, MPOOIOTHUKIB. aHazy OakTepiodaris,
1HTEpPEPOHIB, MPOOIOTUKIB.

3akiIroYHa
qJacTHUHA

VY3arasbHEeHHS B KOPOTKHX|3aCBOEHHS ¢dakrtuuHoro|15
dbopMynIOBaHHIX OCHOBHUX iJeli{Marepiany JeKI(ii, OCHOBHUX XBUJIUH
JEKUIi, JOTIYHO 3aBepIIyIouM ii SK|TEOPETUUYHUX TIOJIOKEHb 3a
OUIICHUM ~ BUTBIP;  CHPSMYBaHHS|JOMOMOI'OIO JIOTTYHHUX BY3JIIB
NOJAJIBIIOI  CaMOCTIMHOI  POOOTH|— OCHOBHUX MUTAHb JIEKIIii.
CTYJEHTIB,  3aKJaJeHHS HayKOBOI

OCHOBH JIJIsl HACTYITHUX JICKIIH.

PexomengoBana jiteparypa:

baszoesa

1

Benbunnceka O.B., HixenkoBceka [.B. Crammaptusaiiis JikKapCbKUX 3aco0iB: Ist
CTyleHTIB cremianbHOCTI I8 «Dapmaris». HaB4aibHO-METOOUYHHMI TMOCIOHWK ISt
3100yBaviB MariCTepchbKOro piBHS, SIKI HaBYalOThCA 3a crenianbHicTio I8 «Dapmariisny,
BUIIIUX OCBITHIX 3akmamiB Ykpaimm. 2 Yactuna. — K.: Kawmra-mmoc, 2025, 200 c.
http://ir.librarynmu.comvhandle/123456789/18005

HixenkoBcrka 1.B., Bempumacrka O.B., Manuenko O.B. Cranmapru3amis JTiKapChbKHX
3aco0iB. Hactuna 1. K.: ®OII Jlonarina O.0.,2026. — 192 c. ISBN 978-617-8247-71-3.
http://ir.librarynmu.com/handle/123456789/19832

dapmareBTUUHA 0I0TEXHOJIOTI: Bi0TeXHOJIOT1i BUPOOHUIITBA TOTOBUX JTIKAPCHKUX (HopM :
HaBYAJLHUM TMOCIOHWK JUIsi CTYIAEHTIB OIOTEXHOJIOTIYHUX crerianpHocTedt / FHO. M.
Kpacnononscrkuii, JI. M. [Mununenko. — Xapkis : TOB «/Ipykapust magpuny», 2020. — 279
c. https.//repository.kpi.kharkov.ua/handle/K hPI -Press/49632.

dapmareBTUUHA OIOTEXHOJIOTIS: CHOTOJICHHSI Ta MaOyTHE : HaBYAJIbHHWHA MOCIOHWK ISt
CTyIIEHTIB OloTexHoioriyHuX cremnianpHocTedt / KO. M. Kpacnonmonbcekmii, J[. M.
[Mumunenko. —  Xapkie: TOB  «/pykapas  Mampua», 2022. - 151 c.
https://repository.kpi.kharkov.ua/handle/K hPI - Press/59163.

Jennifer E. Dally, Myrna A. Monck. Specification of Drug Substances and Products
(Second Edition). Development and Validation of Analyticalk 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.

HepxaBua @apmakomness Ykpainu: y 3 1. / [lepxkaBHe HIINPHEMCTBO «YKpaiHCHKUIMA
HayKOBHI (papMakoONEeHHUI LEHTpP AKOCTI JIKApChKUX 3ac00iB».—2-Te¢ BUI. X.: YKp. HayK.
(dapmakor. eHTp SKOCTI JiK. 3acobi, 2015. T. 1. 1128 c. http://ek.librarynmu.com/cgi-
bin/irbis64r _plus/cgiirbis 64 ft.exe?C21COM=F&LNG=uk&[21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z211D=& S21CNR=5

HepxxaBHa dapmakoness Ykpainu / JlepkaBHe MiANPUEMCTBO «YKpaiHCBKUN HayKOBHM
(apMakoneHUI LIEHTP SIKOCTI JIKapChKUX 3ac00iB».— 2-re BuA. JomoBHenHsa 1. X.: Ykp.
HayK. (hapmakorm. meHTp sKocTi JiK. 3aco0iB, 2016. 360 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis 64 ft.exe?C21COM=F&LNG=uk&[21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z211D=& S21CNR=5

HepxxaBHa dapmaxoness Ykpainu / JlepkaBHe MIANPHEMCTBO «YKpaiHChKUH HAayKOBHIA
(apMakoneHU LIEHTP SIKOCTI JIIKapChKUX 3ac00iB».— 2-re BuA. JJomoBHenHsa 2. X.: Ykp.
HayK. (hapmakorm. meHTp sKocTi JiK. 3aco0iB, 2018. 336 c. http://ek.librarynmu.com/cgi-
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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
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
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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

bin/irbis64r plus/cgiirbis 64 ft.exe?C21COM=F&LNG=uk&[21DBN=NMU_FULLTEX
T&P21DBN=NMU& Z211D=& S21CNR=5

9. JlepxaBna @apmaxoress Ykpainu /J/lepkaBHe HiAnpueMCTBO «YKpaiHCBKUH HayKOBHUN
(hapMaKomeiHnii IEHTP SKOCTI JIIKAPChKUX 3ac00iB».— 2-¢ BuJ. — JlonoBHEHHS 3— XapKiB:
Jlep>)kaBHEe TINOPUEMCTBO «YKpaiHChKUH HAyKOBUH (apMakomedHWid UEHTp SKOCTI
JKapChKUX 3ac00iBY, 2018. - 418 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis 64 ft.exe?C21COM=F&LNG=uk&I121DBN=NMU_FULLTEX
T&P21DBN=NMU& Z211D=& S21CNR=5

10. lep>xaBaa @apmaxornest Ykpainu / [lepkaBHe TiAPHEMCTBO «YKpaTHChKUI HAYKOBUI
(hapMaKoTICHHMIA TIEHTP SAKOCTI JIIKApChKUX 3ac00iBy.— 2-re Bu. JJomoBHenHs 4. X.: Vkp.
HayK. hapMaKoIl. IEHTP SKOCTI JIiK. 3aco6iB, 2020. 600 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis 64 ft.exe?2C21COM=F&LNG=uk&[21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z211D=& S21CNR=5

11. Jlep>xaBHa ®@apmakornies Ykpainu / Jlep:kaBHe NiANPUEMCTBO «YKpaiHChKUI HAyKOBUMN
(hapMaKoTCHHMIA TIEHTP SAKOCTI JIIKAPChKUX 3ac00iBy.— 2-Te Bu. JlomoBHeHHs 5. X.: VKp.
HayK. hapMaKoIl. IEHTP AKOCTI JIiK. 3aco0biB, 2021. 424 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis 64 ft.exe?2C21COM=F&LNG=uk&[21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z211D=& S21CNR=5

12. 3akon Ykpainn «IIpo cranmaprusamiro» (Bimomocti BepxoBroi Pagu (BBP), 2014, Ne 31,
ct.1058) {I3 3minamu, BHeceHUMH 3riaHO 13 3akoHOM Ne 124-VIII Bix 15.01.2015, BBP,
2015, Ne 14, ¢1.96} Pexxum noctymy: https://zakon.rada.gov.ua/laws/show/1315- 184#T ext.

13. 3akon Ykpainu «IIpo mikapceki 3acoom» Bimg 04.04.1996 p. Ne 123/96BP (i3 3minamn)
[Enextponnuii pecypc] // Odiniitauii Be6-moptan BepxoBuoi Pagu Ykpainu. — Pexxum
nocrymy: http://zakon2.rada.gov.ual/laws/show/123/96-%D 0%B2%D 1%80.

14. HactanoBa CT-H MO3YVY 42-3.5:2016 «Jlikapchki 3acoou. Baminamis mporeciBy. Pexum
noctyny: http://www.moz.gov.ua/docfiles/dn 20160729 0802 dod.pdf.

15.Hakaz MO3 Vkpaiam Bim 07.05.2020 Ne 1077. Ilpo BHeceHHS 3MiH /0O Hakaszy
MinictepcTtBa o0XopoHHM 370poB'ss Ykpainu Bigm 31 rpymHs 2003 poky Ne 637.
https.//zakon.rada.gov.ual/rada/show/v1077282-204Text

16. HactanoBa CT-H MO3Y 42-7.12:2024 «Jlikapcbki 3aco0u. SIKiCTh, MOKIIHIYHI Ta
KJIIHIYH1 acleKTH JIKApChbKUX 3ac00iB, SKI MICTATh TEHETHYHO MOJU(DIKOBaHI KIITHHUY.
https://moz.gov.ua/uploads/10/53718-dn 264 16022024 dod.pdf.

17. EMEA/CAT/IGTWP/671639/2008 Rev.1, corr. 2020 «Guideline on quality, nonclinical and
clinical aspects of medicinal products containing genetically modified cells»
(«KepiBHUIITBO MO0 SKOCTI, JOKIIHIYHMX Ta KIIHIYHHMX aCIIEKTIB JIKapChKUX 3ac00iB, SKi
MICTATD T€HETUYHO MoauQiKOBaH1 KJIITUHNA, pen. 1, 3MIHHA 2020).
https.//www.ema.europa.eu/en/documents/scientific-guideline/guideline-quality-non-
clinical-and-clinical-aspects-medicinal-products-containing-genetical ly-modified-cells-
revision-1_en.pdf.

Jlooamxkosa

1.EC C(2019)7140 final «Guideline on Good Clinical Practice specific to Advanced Therapy
Medicinal Products» — October 2019, (KepiBHHLITBO 3 HAaJEKHOI KITIHIYHOI MPAKTUKU IIOJI0
JKapChKUX 3ac00iB epesoBol Tepamii — JKOBTEHb 2019).
https.//health.ec.europa.eu/document/download/2d8842ch-e785-488f-bfd0-bf8f2dablefe en.

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

3.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.

4.0OcHOBHI HaNpsIMKH CydacHuX OioTexHoJjorii: nocionuk / A.C. lOer, .M. I'pe6inuk, K.O.
Heopmenko, O.M. CaBuyk, JI.I. Ocramyenko. — K.. Enexrponne sumanns, 2023. — 390 c.
https.//biomed.knu.ua/images/stories/Kafedry/Biochimiya/Biblioteka/ Osnovny_napriamky_suchas
nyh_biotehnologii_Posybnyk 2023 compresse.pdf.

5.CTBOpEHHSI CUCTEM JIOCTaBKHM AHTUTCHIB Ta JIIKIB HA OCHOBI IITYYHUX 1 NPUPOJHHUX JIITITHHX

HAHOYACTUHOK: Jiimocomu Ta ek3ocomu : Mmonorpadis / HO. M. Kpacnomonmbcwekuii, [[. M.
[Mununenxo. — Xapkis: Hpyxapus 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.
6.bynenko JI.M., Ilenuyk HO.M., Ilmpor T.II. Texnosorii MIiKpOOHOTO CHHTE3y JiKapChKHX
3aco00i1B: Hagu. mocio. — K.: HVYXT, 2010. — 323 c.
https.//dspace.nuft.edu.ua/handle/123456789/790.
7.Prospects of Obtaining Antitoxins and Immunoglobulin Preparations from Animal Blood, Their
Purification and Application / Yu. Krasnopolsky, D. Pylypenko // PHARMAKEFTIKI. — 2024. —
V. 36(111). — P. 10-32. https://doi.org/10.60988/p.v36i3.37.
8.Analysis of the current status of probiotic drug development. / Bliznjuk, O., Ryshchenko, I.,
Masalitina, N., Pylypenko, D., Krasnopolsky, Y. // ScienceRise: Pharmaceutical Science. — 2025.
— Ne1(53). — P. 14-25. http://doi.org/10.15587/2519-4852.2025.322767.

Inghopmayiiini pecypcu
1.Caiit kadenpu Ximii JikiB Ta Jikapcbkoi Tokcukosorii HMY imeni O.0.
Boromousirs. http://nmu.ua/zagal ni-vidomosti/kafedri/kafedra-farmat sevtycheskoj-
byologycheskoj-y-toksykologycheskoj-hymyy/
2. Distance learning platform LIKAR_NMU
https:.//likar.nmu.kyiv.ual
3.0¢imiviany caT MiHicTepcTBa 0XOpPOHH 370poB’st Ykpainu https.//moz.gov.ua/
4 ]JlepxaBHE MIIPUEMCTBO «YKpPalHChKUM HAYKOBUH (hapMaKOICHHHUIA IIEHTP SKOCTI JIIKAPChKUX

3ac00iB» - sphu.org

5.JlepkaBHUH peecTp JIKapChKUX 3aco0iB. URL:
http://www.drlz.com.ua/ibp/ddsite.nsf/all/index 2opendocument

6./lep>kaBHe MIAIPUEMCTBO «YKpaiHChKMM HAYKOBUH (DapMaKOIMEHHUN LEHTP SIKOCTI JIKAPChKUX
3aco0iBy. http://sphu.org/

7.€Bporeiicbka apmakores ontaiiH- pheur.edgm.eu

8.The British Pharmacopoeia 2021 - www.pharmacopoeia.com

9.The British Pharmacopoeia 2020. London.2020: |-1298. www.webofpharma.com
10.Pharmacopoea USP. www.usp.org.

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

IuTaHHs AJ51 CAMONMIATOTOBKHU CTYAEHTA 110 JIEKIIil:

1. Jlep>xaBHUiA KOHTPOJb SKOCTI  JIKAPCHKUX 3ac00iB  010TEXHOJIOTIYHOTO
MMOXOJKEHHS.

2. JlocaimkeHHs hapMako-TEXHOJOTTYHUX MOKA3HUKIB, YUCTOTH, 1ICHTH(IKAIlIS Ta
KUIbKICHUH BMICT.
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3. CranaapTu30BaH1 METOAM JOCHIIKEHHS JIKaPChKUX 3aC001B 010TEXHOIOTTYHOTO
noxo/keHHs. Di3uyHI, XiMiuHI, (I3UKO-XIMIYHI Ta OIlOJIOTIYHI METOAU
BUIIPOOYBaHb.

4. Bumorn po mnpouenypu Bamigauii: Hactanoa CT-H MO3Y 42-7.12:2024
«Jlikapceki 3aco0u. SAKicTh, JOKIIHIYHI Ta KITHIYHI aCTIEKTH JIIKAPChKUX 3aC001B,
AK1 MICTSTh TeHeTHYHO MonaudikoBaHi kimitTuHu». HacranoBa CT-H MO3VY 42-
3.5:2016 «Jlikapchki 3acobu. Banigaiis mpouecis.

5. ImynoOGionoriuni Jikapcbki 3acobu. IMyHornoOymninu. Bumoru J®Y no ananizy
IMYHOTJIO0YJI1HIB.

6. ImynoGionoriuni Jgikapcbki 3acodu. ImynocupoBatku. Bumoru @Y no ananizy
IMyHOCHPOBATOK.

7. ImyHoO10JIOT14YH1 JiKapchki 3aco0u. baktepiodaru. Bumorun DY no anamizy
OakTepiodaris.

8. Inrepdeponu. Bumoru DY no anamnizy inteppepoHis.

9. [pobGiotuku. Bumoru DY no ananizy npoOiOTHKIB.

Iuranus aas migrorosku 10 1K, ki po3KpuBawTh JIeKIiHHUNA MaTepiaJ:
1. ImynoOGionoriuni jikapchbki 3acoOu. ImyHormooOymninu. Bumorun DY no

aHaJi3y IMYHOTJIOOYITIHIB.

2. ImyHoOG10yIOT1YHI JliKapchki 3acobu. ImyHocupoBatku. Bumoru DY no
aHaji3y IMyHOCHPOBATOK.

3. ImyHoO10yOTIYH1 JiKapchki 3acobu. bakrepiodarun. Bumoru DY 1o
aHamizy 6akrepiodaris.

4. Tarepdeponu. Bumoru 1DV no anamizy inTepdepoHis.

5. Tlpo6ioTuku. Bumoru JI®Y no ananizy npoOiOTHKIB.

MeTtonnuna po3podka ckiaaaeHa: mpod. kxadenpu, a.papm.H. BernbunHCHKOIO
O.B., x.0.1. Menemko P.A.
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Tema Ne 3. MoHOKIOHAIBHI aHTUTLIA: po3poOKa Ta 3aCTOCYBaHHS Y
dbapMaleBTUUHINA Ta MEIMYHIA TPaKTUKaX. BIOTEXHOJOTr1YHI MIAXO0IU 10 PO3POOKU
MPOTUMIKPOOHUX MpenapaTiB. AHTUTOKCUHU. AHTUOIOTHKHU.

Bupa aekuii: Tpanumiitna (indopmairiiina)

KomnereHnmii:
iHmezpanvHi KomnemeHmHocmi. 3[aTHICTb PO3B’SI3yBaTH CKJIAJHI 3aaadi 1

npobiemMu  OloTexHosoriii Ta OloiHKeHepii, M0 mepeadavae MPOBEICHHS
JOCHIKeHb Ta/abo 3/11MCHEHHsS 1HHOBALI Ta XapaKTepHU3ye€ThCsl HEBU3HAUEHICTIO
YMOB 1 BUMOT.

3azanvhi kKomnemenmuocmi (K):
KO1. 3xaTHicTs IpOBEICHHS TOCTIKEHB HA BIIMOBITHOMY PiBHI.
KO02. 3natHicTh A0 momryky, oOpoOsieHHs Ta aHami3y iHpopMarlii 3 pi3HUX JKeper.
KO04. 3natHicTh paItoBaTé B M>KHAPOTHOMY KOHTEKCTI.

cneyianvhi (ghaxosi, npeomemni) komnemenmuocmi (K):

KO8. 3patHicTe 3AificHIOBaTH TOMIYK HEOOXigHOI i1Hdopmallii B HAyKOBIA 1
TEXHIUHIN JITEepaTypi, 6a3ax JaHUX Ta IHIIUX JKEpenax.

KO09. 3patHicTe BigOupaTH Ta aHAI3yBaTH PpEJIEBAaHTHI JaHi, Y TOMY YHCII 3a
JIOTIOMOTOI0 CYYacHUX METOIB aHaji3y JaHUX 1 CHEIlaTi30BaHOTO MPOTrpaMHOro
3a0e3MneUeHHs.

K12. 3pmarHicTh mjaHyBaTH 1 BHUKOHYBAaTH EKCIEPUMEHTAIbHI pOOOTH B Taiys3i
010TeXHOJIOT1i 3 BUKOPUCTaHHS Cy4aCHUX OOJaJHAHHS Ta METOIIB, IHTEPIPETYBATH
OTpHUMaH1 JaHl Ha OCHOBI CYKYITHOCTI Cy49aCHUX 3HaHb Ta YSBJEHb MPO 00’ €KT i
peaAMET JOCTIIHKEHHS, pOOUTH OOTpYHTOBaHI BUCHOBKH.

K15.3naTHicTs 3acTOCOBYBAaTH Cy4acHI METOAM CHUCTEMHOTO aHami3y s
JOCJTIJDKEHHSI Ta CTBOPEHHS e(PEKTUBHUX O10TE€XHOJIOTTYHHUX MPOIIECIB.

K18. 3nmatHicTh OpranHizoByBaTH BHUPOOHHUIITBO 1 YIPABISATH O10TEXHOJOTIYHUMU
mpoliecaMr B yMOBaX MPOMHCIOBOTO BHPOOHHUIITBA Ta HAYKOBO-TOCIHITHUX
nabopaTopii.

Meta: cdopMyBaTH CHCTEeMaTH30BaHI 3acaJl HAyKOBUX 3HAHb MI0JI0
MOHOKJIOHAJTBHUX aHTHUTLI - iX pO3pOOKM Ta 3aCTOCYBaHHS y ¢apMaleBTUYHIN Ta
MEIWYHIA TpaKTUKaX, OIOTEXHOJIOTIYHUX MIAXOMIB JO PO3POOKHM Ta aHami3zy
MPOTUMIKPOOHUX  TIpemapaTiB, AaHTUTOKCHHIB, AaHTHOIOTHKIB, 3a0e3MeuuTH
OpPIEHTOBHY OCHOBY JUISI TIOJAJBIIOTO 3aCBOEHHS HABUYaJbLHOTO Marepiaixy Ha
HACTYIMHUX JIEKIISIX Ta TPAKTUIHUX 3aHATTIX.

Ob6nanHaHHsa  Jekmii: HOYTOyK, MYJIbTUMEAINHUN MPOEKTOp, JOIIKa
ayJIMTOpHA.

3aBIaHHA JEeKIil:
cmyOeHm noGUHeH 3Hamu
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CTaHJAPTU30BHI METOAM aHali3y MOHOKIOHAJIbHUX aHTUTLI, iX pO3poOKa Ta
3aCTOCYBaHHS Yy (apmaneBTHUUHIA Ta MEIUYHIA MpaKTUKaX, Ol0TEXHOJOTT4HI
MIAXOAM 10 PO3POOKU MPOTUMIKPOOHUX MpEenapaTiB, aHTUTOKCUHH, AaHTUOI0THKH;

cmyoeHm noGuHeH eMimu
aHai3yBaTH JaHi 3 HABYAJIBHOI Ta CIIEL1aJIbHOI JTITEPATYpH MPU BUPILIECHHI 3aBAaHb,
MOB'I3aHUX 13 CTAaHAAPTU30BAaHUMHU METOAAMH aHaNI3y, SIKI BUKOPUCTOBYIOThH IS
CTaHJapTH3aIlll JIKApChKUX 3ac00iB OI0TEXHOJOTIYHOIO MOXOJKEHHS B MeXax
MPOBEICHHS  KOHTPOJIO  AKOCTI;  KOPUCTYBaTUCS  AHAIITUYHO-HOPMATHBHOIO
JOKYMEHTALIIEI0, $IKa PErJaMeHTye SKICTh JIKApPChKUX 3ac00iB  O10TEXHOJOTTYHOrO
noxo/ukeHHst  (eprxaBHa

@apmakoness  YKpaiHu,

®apmakorniess USA, bputancbka @apmakonesi, HallloHaIbHI Ta PerioHabHi (papmakorner,

Cpporeiicbka  Dapmakores,

AHJI, dapmaxoneitni cratri Ta MoHorpadii, GMP, GLP, GCP, naka3u Ta
iHCTpyKIii, JokymeHTH |SO); KopucTyBaTUCS TaTy3eBUMH CTAHAAPTAMU, METOTNYHUMH

BKaziBkaMu mpu  po3poormi  AHJI Ha cyOcTaHIiro Ta JIIKapchKi  3aco0u
010TEXHOJIOTTYHOTO ITOXOKEHHS.
Ilnan aexmii
Ha3zga OcBiTHS MeTa eTamy Yac
eTamny 3MmicT eTamy
JeKii
Berynnaa OroJsomnieHHs TEMH JICKITT, IJIaHy  |AKTHBI3aIlisl OTPUMAHHUX 10
YyacTHUHA JIEKIIl1, BU3BHAUEHHS METH JIEKIII], paHillie HayKOBUX 3HaHb XBHJINH
KOPOTKa XapaKTepHUCTHKA MPOOJIeM, |CTYACHTIB 3 IHIITUX
SIK1 TIPOTIOHYETHCS PO3TIIIHYTH ITiT | TUCIMILTIH Ta 3aKJIaICHHS
gac JIeKIIii, KOpoTKa HAyKOBOI OCHOBU I
XapaKTEePUCTHUKA JITEpaTypu 3aCBOEHHS MaTepially JEKIIii.
OcHoBHA 1.MOHOKJIOHAJIbHI agrutiia: (OBOJIOJITH 3HAHHIMH 1100 65
YyacTHHA po3poOKa, CTaHJapTU30BaHI |CTAHJAPTU30BAHUX METOJIB | XBHJIUH

METOAM aHaJi3y Ta 3aCTOCYBaHHS Y
dbapManeBTHUHIA Ta  MEAWYHIN
npakTHKax. MeTta 1 3aBIaHHS:
PO3KPUTH OCHOBHI IIJIXOIH JO
aHai3y MOHOKJIOHAJbHUX AHTHUTLI
3a  J0moMorow (apmakonerHux
METO/IB.
2.bioTexHom0r14H1
pO3poOKH  Ta

MOIXOoau 10
CTaHJapTHU30BaH1

dbapmMareBTHYHOTO aHaIi3Y
MOHOKJIOHAJTBHUX aHTHUTLI Ta
iX 0COOIMBOCTI.

OB010IITH 3HAHHAMH 111010
OI0TEXHOJIOTTYHUX ITIAXO/IIB

METOJIA aHaNli3y MPOTUMIKPOOHUX |10 pO3pOoOKHU Ta
npenaparis. CTaHJAPTU30BAaHUX METO/IIB
3.CtangapTu3oBaHi METOIM [aHATI3y  MPOTUMIKPOOHUX
aHasizy. AHTUTOKCHHH. |[IpErapaTis.

AHTHOI0THKH. O3znHaitomuTucs 13
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MeToAamu aHanizy JI3 —
AHTUTOKCUHM, aHTHO10THKH.

3akIroYHa
qJacTHUHA

VY3arasbHEHHS B KOPOTKUX 3acBO€HHA (PAKTUYHOTO 15
dbopMyTIOBaHHIX OCHOBHUX 171 Marepiany JIeKIlii, OCHOBHUX | XBUJIUH
JeK1i, JOTTYHO 3aBEPIIYIOUH ii IK  |[TEOPETHUYHUX OJ0KEHb 32
LUTICHUI BUTBIP; COPSIMYBaHHS JIOTIOMOT OO JIOTTYHUX BY3JI1B
MOJAJIBIIIOT CAMOCTIMHOT pOOOTH — OCHOBHUX ITMTaHb JIEKI].
CTYJICHTIB; 3aKJaJeHHS HAyKOBOI
OCHOBH JIsl HACTYITHUX JIEKIIH.

PexomengoBana jiTeparypa:

baszoesa

1.

Benbunnceka O.B., HixenkoBceka [.B. Crammaptuzaiiis JiKapcbKUX 3aco0iB: Ist
CTyleHTiB cremianbHOCTI I8 «Dapmaris». HaB4aibHO-METOOUYHHMI TMOCIOHUK ISt
3100yBaviB MariCTepchbKOro pIBHS, SIKI HaBUalOThc 3a crenianbHicTio I8 «Dapmariisy,
BUIIIUX OCBITHIX 3akmamiB Ykpaiaum. 2 Yactmna. — K.: Kawra-mmoc, 2025, 200 c.
http://ir.librarynmu.com/handle/123456789/18005

HixenkoBceka [.B., Benpumncerka O.B., Manuenko O.B. Cranmaprtuzariisi JiKapChKHX
3aco0iB. Yactuna 1. K.: ®OII Jlomatina O.0.,2026. — 192 c. ISBN 978-617-8247-71-3.
http://ir.librarynmu.com/handle/123456789/19832

dapmareBTUUHA 0I0TEXHOJIOTIS: Bi0TeXHOJIOT1i BUPOOHUIITBA TOTOBUX JIIKAPCHKUX (POpM :
HaBYAJLHUM TOCIOHUK JUISi CTYIAEHTIB OIOTEXHOJIOTIYHUX crerianpHocTedt / FHO. M.
Kpacnononscrkuii, JI. M. [Mununenko. — Xapkis : TOB «/Ipykapust magpuny», 2020. — 279
c. https.//repository.kpi.kharkov.ua/handle/K hPl -Press/49632.

dapmareBTUUHA OIOTEXHOJIOTIS: CHOTOJICHHSI Ta MalOyTHE : HaBYAJIbHHWHA MOCIOHWK ISt
CTYIIEHTIB OloTexHoioriyHuX chemnianpbHocTedt / KO, M. Kpacnonmonwcekmii, J[. M.
[Mumunenko. —  Xapkie: TOB  «/pykapas  Mampua», 2022. - 151 c.
https.//repository.kpi.kharkov.ua/handle/K hPI -Press/59163.

Jennifer E. Dally, Myrna A. Monck. Specification of Drug Substances and Products
(Second Edition). Development and Validation of Analyticalk 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.

HepxaBua @apmakomness Ykpainu: y 3 1. / [lepxkaBHe HIINPHEMCTBO «YKpaiHCHKUIMA
HayKOBHI (papMakoNeHHUI LEHTpP AKOCTI JIKApChKUX 3ac00iB».—2-Te BUI. X.: YKp. HayK.
(dapmakor. eHTp SKOCTI JiK. 3acobi, 2015. T. 1. 1128 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis 64 ft.exe?C21COM=F&LNG=uk&[21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z211D=& S21CNR=5

HepxxaBHa dapmakoness Ykpainu / JlepkaBHe MIANPHEMCTBO «YKpaiHCBKUH HAayKOBHI
(apMakoneHUI LIEHTP SIKOCTI JIKapChKUX 3ac00iB».— 2-re BuA. JJomoBHenHsa 1. X.: Vkp.
HayK. (hapmakorm. meHTp sKocTi JiK. 3aco0iB, 2016. 360 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis 64 ft.exe?C21COM=F&LNG=uk&[21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z211D=&S21CNR=5

HepxxaBHa dapmakonest Ykpainu / JlepkaBHe MANPHEMCTBO «YKpaiHCBKUN HayKOBHM
(apMakoneHU LIEHTP SIKOCTI JIKapChKUX 3ac00iB».— 2-re BuA. JJomoBHenHsa 2. X.: Ykp.
HayK. (hapmakorm. meHTp sKocCTi JiK. 3aco0iB, 2018. 336 c. http://ek.librarynmu.com/cgi-

17


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
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

bin/irbis64r plus/cgiirbis 64 ft.exe?C21COM=F&LNG=uk&[21DBN=NMU_FULLTEX
T&P21DBN=NMU& Z211D=& S21CNR=5

9. JlepxaBna @apmaxoress Ykpainu //lepxkaBHe mianpueMcTBO «YKpaiHCHKUH HAyKOBHN
(hapMaKomeiHnii IEHTP SKOCTI JIIKAPChKUX 3ac00iB».— 2-¢ BuJ. — JlonoBHEHHS 3— XapKiB:
Jlep>)kaBHEe TINOPUEMCTBO «YKpaiHChKUH HAyKOBUH (apMakomedHWid UEHTp SKOCTI
JKapChKUX 3ac00iBY, 2018. - 418 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis 64 ft.exe?C21COM=F&LNG=uk&I121DBN=NMU_FULLTEX
T&P21DBN=NMU& Z211D=& S21CNR=5

10. lep>xaBaa @apmaxornes Ykpainu / [lepkaBHe TiAPHEMCTBO «YKpaTHChKHUI HAYKOBUI
(hapMaKoTICHHMIA TIEHTP SAKOCTI JIIKApChKUX 3ac00iBy.— 2-re Bu. JJomoBHenHs 4. X.: Vkp.
HayK. hapMaKoIl. IEHTP SKOCTI JIiK. 3aco6iB, 2020. 600 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis 64 ft.exe?2C21COM=F&LNG=uk&[21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z211D=& S21CNR=5

11. Jlep>xaBna ®@apmakornies Ykpainu / Jlep>kaBHe NiANPUEMCTBO «YKpaiHChKUI HAYKOBUI
(hapMaKoTCHHMIA TIEHTP SAKOCTI JIIKAPChKUX 3ac00iBy.— 2-Te Bu. JlomoBHeHHs 5. X.: VKp.
HayK. hapMaKoIl. IEHTP AKOCTI JIiK. 3aco0biB, 2021. 424 c. http://ek.librarynmu.com/cgi-
bin/irbis64r_plus/cgiirbis 64 ft.exe?2C21COM=F&LNG=uk&[21DBN=NMU_FULLTEX
T&P21DBN=NMU&Z211D=& S21CNR=5

12. 3akon Ykpainn «IIpo cranmaptusamiro» (Bimomocti Bepxosnoi Pagu (BBP), 2014, Ne 31,
ct.1058) {I3 3minamu, BHeceHUMH 3riaHO 13 3akoHOM Ne 124-VIII Bix 15.01.2015, BBP,
2015, Ne 14, ¢1.96} Pexxum noctymy: https://zakon.rada.gov.ua/laws/show/1315- 184#T ext.

13. 3akon Ykpainu «IIpo mikapceki 3acoom» Bimg 04.04.1996 p. Ne 123/96BP (i3 3minamn)
[Enextponnuii pecypc] // Odiniitauii Be6-moptan BepxoBuoi Pagu Ykpainu. — Pexxum
nocrymy: http://zakon2.rada.gov.ual/laws/show/123/96-%D 0%B2%D 1%80.

14. HactanoBa CT-H MO3YVY 42-3.5:2016 «Jlikapchki 3acoou. Baminamis mporeciBy. Pexum
noctyny: http://www.moz.gov.ua/docfiles/dn 20160729 0802 dod.pdf.

15.Hakaz MO3 Vkpaiam Bim 07.05.2020 Ne 1077. Ilpo BHeceHHS 3MiH /IO Hakaszy
MinictepcTtBa o0XopoHM 370poB'ss Ykpainu Bigm 31 rpymHs 2003 poky Ne 637.
https.//zakon.rada.gov.ual/rada/show/v1077282-204Text

16. HactanoBa CT-H MO3Y 42-7.12:2024 «Jlikapcbki 3aco0u. SIKiCTh, MOKIIHIYHI Ta
KJIIHIYH1 acleKTH JIKapChbKUX 3ac00iB, sIKI MICTATh T€HETHYHO MOJU(DIKOBAHI KIIITUHH.
https://moz.gov.ua/uploads/10/53718-dn 264 16022024 dod.pdf.

17. EMEA/CAT/IGTWP/671639/2008 Rev.1, corr. 2020 «Guideline on quality, nonclinical and
clinical aspects of medicinal products containing genetically modified cells»
(«KepiBHUIITBO MO0 SKOCTI, JOKIIHIYHMX Ta KIIHIYHHMX aCIIEKTIB JIKapChKUX 3ac00iB, SKi
MICTATD T€HETUYHO MoauQiKOBaH1 KJIITUHNA, pen. 1, 3MIHHA 2020).
https.//www.ema.europa.eu/en/documents/scientific-guideline/guideline-quality-non-
clinical-and-clinical-aspects-medicinal-products-containing-genetical ly-modified-cells-
revision-1_en.pdf.

Jlooamxkosa

1.EC C(2019)7140 final «Guideline on Good Clinical Practice specific to Advanced Therapy
Medicinal Products» — October 2019, (KepiBHHLITBO 3 HAaJEKHOI KITIHIYHOI MPAKTUKU IIOJI0
JKapChKUX 3ac00iB epe0Bo1 Teparnii — JKOBTEHb 2019).
https.//health.ec.europa.eu/document/download/2d8842ch-e785-488f-bfd0-bf8f2dablefe _en.

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

18


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
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

3.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.
4.0OcHOBHI HaNpsIMKH CydacHuX OioTexHoJjorii: nocionuk / A.C. lOer, .M. I'pe6inuk, K.O.
Heopmenko, O.M. CaBuyk, JI.I. Ocramyenko. — K.. Enexrponne sumanns, 2023. — 390 c.
https.//biomed.knu.ua/images/stories/Kafedry/Biochimiya/Biblioteka/Osnovny napriamky suchas
nyh_biotehnologii_Posybnyk 2023 compresse.pdf.
5.CTBOpEHHSI CUCTEM JIOCTaBKHM AHTUTCHIB Ta JIIKIB HA OCHOBI IITYYHUX 1 NPUPOJHHUX JIITITHHX
HAHOYACTUHOK: Jiimocomu Ta ek3ocomu : Mmonorpadis / HO. M. Kpacnomonmbcwekuii, [[. M.
[Mununenxo. — Xapkis: Hpyxapus Manpun, 2023. — 179 c.
https.//repository.kpi.kharkov.ua/handle/KhPI -Press/67892. httpps.//orcid.org/0000-0003-3469-
5827. https://orcid.org/0000-0002-4727-0476.
6.bynenko JI.M., Ilenuyk HO.M., Ilmpor T.II. Texnosorii MIiKpOOHOTO CHHTE3y JiKapChKHX
3aco00i1B: Hagu. mocio. — K.: HVYXT, 2010. — 323 c.
https.//dspace.nuft.edu.ua/handle/123456789/790.
7.Prospects of Obtaining Antitoxins and Immunoglobulin Preparations from Animal Blood, Their
Purification and Application / Yu. Krasnopolsky, D. Pylypenko // PHARMAKEFTIKI. — 2024. —
V. 36(l11). — P. 10-32. https://doi.org/10.60988/p.v36i3.37.
8.Analysis of the current status of probiotic drug development. / Bliznjuk, O., Ryshchenko, I.,
Masalitina, N., Pylypenko, D., Krasnopolsky, Y. // ScienceRise: Pharmaceutical Science. — 2025.
— Ne1(53). — P. 14-25. http://doi.org/10.15587/2519-4852.2025.322767.

Inghopmayiiini pecypcu
1.Caiit kadenpu Ximii JikiB Ta Jikapcbkoi Tokcukosorii HMY imeni O.0.
Boromousirs. http://nmu.ua/zagal ni-vidomosti/kafedri/kafedra-farmat sevtycheskoj-
byologycheskoj-y-toksykologycheskoj-hymyy/
2. Distance learning platform LIKAR_NMU
https./likar.nmu.kyiv.ua/

3.0o¢imiviany caT MiHicTepcTBa 0XOpPOHH 370poB’st Ykpainu https.//moz.gov.ua/

4 ]JlepxaBHE MIIPUEMCTBO «YKpPalHChKUM HAYKOBUH (hapMaKOICHHHUIA IIEHTP SKOCTI JIIKAPChKUX
3ac00iB» - sphu.org

5.JlepkaBHUH peecTp JIKapChKUX 3aco0iB. URL:
http://www.drlz.com.ua/ibp/ddsite.nsf/all/index ?opendocument

6./lepkaBHe MMPUEMCTBO «YKpaiHCHbKUK HAYKOBHH (papMaKONEHHUN IIEHTP SKOCTI JIKAPChKHUX
3aco6iB». http://sphu.org/

7.€Bporeiicbka apmakores ontaiiH- pheur.edgm.eu

8.The British Pharmacopoeia 2021 - www.pharmacopoeia.com

9.The British Pharmacopoeia 2020. London.2020: |-1298. www.webofpharma.com
10.Pharmacopoea USP. www.usp.org.

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

IIuTaHHs AJ51 CAMOMIATOTOBKH CTYJAE€HTA 10 JIeKIIii:

1. MoHOKJIOHATBHI aHTUTLIA. 3arajibHa XapaKTEPUCTHKA, OCOOJMBOCTI PO3POOKH
Ta 3aCTOCYBaHHs y (hapMalleBTUYHINA Ta MEIUYHIN MPAKTUKAX.

2. CranmapTu30BaHi METOAM aHAII3y MOHOKJIOHAJIBHUX aHTHUTII.

3. biorexHosoriuai MWiAXOAW 10 PO3POOKM MPOTUMIKPOOHUX IMpemaparis.
AHTUTOKCUHU. AHTHO10THKH.
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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
https://dspace.nuft.edu.ua/handle/123456789/790
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

4. CranaapTy30BaH1 METOJM aHATI3y IPOTUMIKPOOHUX Mpenaparis.

5. CraHzapTU30BaH1 METOAM aHAII3y aHTUTOKCHUHIB.

6. CraHzapTU30BaHi METOAM aHaIi3y aHTUOIOTHKIB.

Iuranus aas migrorosku 10 11K, ki po3KpuBawOTh JIeKIiHHUNA MaTepiaJ:

1

o gk wd

MOoHOKIJIOHAIBHI aHTUTLIA: PO3POOKa Ta 3aCTOCYBaHHA y (papMalleBTHUHIN Ta
MEUYHINA MPaKTUKAX.

Muiadi MOHOKJIOHAJIbHI aHTUT1JIA.

XrMepH1 MOHOKJIOHAJIbH1 aHTHUTLIA.

['ymaHi30BaH1 MOHOKJIOHAIbHI @aHTUTLIA.

MOHOKIJIOHATBH1 aHTUTLIA JIIOJIUHHU.

IMmyHOO10J10T14H1 JTIKapChKi 3ac00u. AHTUTOKCUHU. Bumoru 1DV 1o ananizy
AHTUTOKCHUHIB.

IMmyHOG10710T14H1 JiKapchki 3acoOu. AuTUO10THKK. BuMoru JI®Y no ananizy
aHTUO10THUKIB.

MeTtoauuna po3podka ckiaaaeHa: mnpod. kadenpu, a.papM.H. BenpuynHCHKOIO
O.B., x.0.H. Menemko P.A.
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