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BCTYII

MeTa BCTymHOro ICOHMTY B acHipaHTypy 3a cCreliaibHIcTI0O 226 «®Papmarris,
MpOMHCIIOBa Gapmarlis» - 1e¢ BU3HaYeHHs (aKTUIHOI BIAMOBITHOCTI PIBHS OCBITHBOI
(kBamiikariHoi) MArOTOBKH BUMyCKHHKIB 3BO BMMOTramM HayKOBOi MiATOTOBKH 32
oOpanuMm ¢axom. Berym g0 acmipanTypu 3a chnemianbHicTIO 226  «®Dapmartis,
npoMucioBa ¢gapmallis» 3A1MCHIOEThCA Ha 3acajaX BCTYIHHUX ICIHUTIB Ha 3arajibHUX
MiJcTaBax, nepea0auyeHuX YUHHUM 3aKOHO/IaBCTBOM Ha MOMEHT MIPOBEACHHS BCTYITHUX
BunpoOyBanb. [ cremianpHOCTI «Dapmarris, nmpomucioBa dapmarlis» Ha kKadeapi
npomuciioBoi papmarii KHY T/l BcTynHi icnuTy B acmipaHTypy HPOBOJSTHCS MicCis
3aBEpILICHHA HaBYaHHS Ta 3J00YTTS OCBITHBOTO CTYNEHS «Marictp» abo OCBITHBO-
KBaJT1(DIKaIIITHOTO PIBHS «CTIEIiaIicT.

BerynmHuit icnuT mpoBOAMTBCA Y KOMOiHOBaHIM (opMi (IIMCbMOBa Ta yCHA).
Cxiamaetbes 3 TPhOX TEOPETHYHHMX IMUTaHb (MUChMOBA) Ta cmiBOecimu. Ha HamaHHs
MKUCHbMOBOT BIJIMOB1/Il BCTYITHUKY BiABOAUTHCA 2 TOJIUHH.

OIMUC OCHOBHUX PO3LIIB TA iX KOPOTKUHA 3MICT

3 METOI0 CKIAmaHHS BCTYITHOTO ICIIATY JJIS 3apaxyBaHHS Ha HaBYaHHS Ha
3M00YTTS CTymeHs JOKTop (inocodii BCTYNMHHMK TOBUHEH MIATOTYBAaTHCS 3a
HACTYITHUMU YOTHUPMA PO3JILJIaMHU.

PO31JI 1. IIpomuc/ioBa TEXHOJIOTisi BUPOOHUITBA JiKApPChbKHUX 32C00iB

3aranbpH1 IPUHIMIKM OpraHizallii BUpOOHUIITB JIKApChKUX (HopM. TexHOIOTIuHUN
npouec Ta Moro KoMHoHeHTH. [ImaHyBaHHS TEXHOJIOTIUHOrO Ipouecy. MarepianbHUi
Oamanc. HopmatuBHa JOKyMeHTaIlis, IO BHUKOPHCTOBYETHCS TIPH  PO3pPOOIL,
BIIPOBAPKEHHI Ta MPOMUCIOBOMY BUPOOHHUIITBI (papMalieBTUYHUX Mpenaparis.

[ToapiOHEHH, NPOCiOBaHHS Ta 3MIIIYBaHHA y (hapMaleBTUYHINA MPOMHUCIOBOCTI.
OOnagHanHa a7 noApiOHEHHs Ta Kiacudikauli JIKapChbKUX Ta JOMOMIXKHHUX PEYOBHH
(dapManeBTUYHOr0 BUPOOHULITBA. XapaKTEPUCTUKA Ta KOHCTPYKI1HHI OCOOIMBOCTI.
[Topouku. Kinacudikauis. Bumoru I®Y no nopoukis. OCHOBHI NMpaBuiia 3MIITyBaHHS
iHrpenienTiB. Jlikapcbki pociauHHI 300pu, Kiacuikaiis, TEXHOJIOTis, OO0JaJHaHHS.
Jlikapchbki pocnunHi 4yai. Jlikapebki po3unHHi yai. Bumoru JJOVY.

Tabnerkun. Bumm ta HOMeHKIaTypa TabneTok. biodgapmarieBTUYHI YUHHUKH.
Teopernuni ocHoOBM TabneTyBaHHA. JIOMOMIXKHI pPEYOBUHHU. OcHOBHI Tpymnu
JOTIOMDKHUX pEYOBHH Juisi TabseryBaHHs.  OcoOnmBocti TexHojorii. dapmaxo-
TEXHOJIOT14HI BUMpoOyBaHHs. [IpsiMe mpecyBanHs. ['panynsiis Ta METOAM TPaHYJIAIII].
BrnuB rpanymtoBaHHS Ha O10JOTIYHY JOCTYMHICTh JIIKAPCHKUX peuoBUMH. Bumoru
J®VY no sikocti Tabnetok [lokpurts TabaeTok 000I0HKO0. TeXHOIOTIs ApaKyBaHHS Ta
oOnaaHaHHs. TexHOJOris MIIBKOBUX MOKPUTTIB. TEXHOJOTISI OJEP>KaHHS MPECOBAHUX
nOKpUTTIB. Jlikapchbka gopMa TpaHyld, TeXHOJOriA. Jpaxke, TEXHOJOTIYHUN MpPOLEC
onepxanns. Kontpons sxocti 3a JADY. OOnamHanHs i BUPOOHHUIITBA TBEPAUX
mikapcbkux QopMm. Tunm Ta KOHCTPYKLII 3MIIIyBayiB, TPAHYJATOPIB, CYIIAPOK,
O0araroyHKILIOHAJIBHUX THUIIIB OOJAJHAaHHS (3MillyBay — TpaHyJsAaTOp — CyILIapKa).
Tunu Ta XapakTepUCTUKW MAIIWH JJI1 BUTOTOBJICHHS Ta0JjeToK (Tadner-mpecu). Tumm



Ta XapaKTEPUCTUKU OOJaJHAHHS AJIi HAHECEHHS MOKPUTTSA Ha TaOJETKH Ta TPaHyIH.
dacyBanbHe Ta TaKyBaJbHE 00 HAHHS.

Pinki mikapchbki 3aco0M JUisi OpajbHOTO Ta HAIIKIPHOTO 3aCTOCYBAaHHS.
Po3unnenns sk audysiiiHo-kiHeTnuHud mnpouec. [llnaxu inTeHCcHpikamii. Bunn
nepeMilryBaHHs (MEeXaHI4He, T1IpaBiiuHe, TpaBiTaiiiine). TexHonoris Ta o0iagHaHHs.
Crniocobu ountieHHs (BiACTOIOBaHHS, (iAbTpyBaHHs, HEHTPU(YTyBaHHS) Ta anaparypa.
Cranpaptuszanig. @apmakoneitHi METOIU OJep>KaHHS BoAU ouuileHoi. DimpTparlis,
10HHUW OOMIH, TUCTWJIALIS, 3BOPOTHIM OCMoOC, ellekTpojeioHizamis. O0naaHaHHs IS
BUT'OTOBJICHHS BOJIM JIEMIHEPAII30BaHOI Ta OUMILICHOI.

Piaki mikapchki 3aco0M sl mapeHTepallbHOro 3actocyBaHHs. Kiacudikarris.
TexHosoris BUPOOHHUIITBA 1H'€KIIMHMX TperapariB  Ta 1HQY3IHHUX PO3YMHIB.
KonnenTpatu 1 1H'€KHIMHUX a00 BHYTPINIHbOBEHHUX 1H(Y3IMHUX PO3YMHIB.
BupoOGHUIITBO CTEpUIIBLHOT IPOIYKIIIT 3aJIe’KHO Bij] CIIOCOOY JOCSATHEHHS CTEPUIIBLHOCTI.
Po3unHHMKY 17151 1H €KUIMHUX PO3YHMHIB 1 BUMOTH 10 pO3YMHHUKIB. DapMakomneiiHi
METOJM OJIepaHHS BOJAW IS 1H €KI[IH Ta BHCOKOOYMINEHOI BOJU. Amaparypa.
[IpoOnemu BUX1IHUX JiKapchkuxX pedoBuH. [1lnsxu cTabim3anii iH’ €KIIHHUX PO3UHHIB.
Crabinizaropu. [ndy3iitnt  po3uuHwm. TexHounoris MJa3MO3aMIHHUX  Ta
JI€3UHTOKCALIITHUX po34nHIB. CTEPHIIbHI €MYJIbCIi Ta CYCHEH31i ISl NapeHTePaTbHOTO
3actocyBaHHsA. [lopomiku uisi CTEpWIbHUX pO3uMHIB. TabneTku s 1H €KIIHHUX
po3uunHiB. OcobmmBoCcTi TexHOOr1T. O0NaHaHHS I BAPOOHUIITBA PIAKUX JTIKAPCHKUX
3ac00IB B AaCENTUYHMX Ta CTEPWIBHUX YyMOBaX. ABTOMAaTU30BaHI YCTaHOBKHU
BUTOTOBJICHHS 1H €KLIMHUX JIIKAPCHKUX 3aCO0IB 32 CYYaCHHUMH TEXHOJIOTISIMHU.
OO6usaHaHHA ISl BATOTOBJICHHS JT10(1J1130BaHUX JIIKAPCHKUX (POPM.

Ouni nikapceki 3acobu. Kimacudikariis. Bumoru 1o ounux kparmneinb. Oco0IMBOCTI
TEXHOJIOT1i BUPOOHUIITBA PO3YMHIB (BOJHUX, OJIIMHMUX), Ma3ed 3 aHTUOIOTHKAMHU.
.3abesmneueHHst crepwibHOCTl. Criocobu crepuiizaiii. O4Hl TTiBKH. XapakTEePUCTHKA
ocHOB. TexHOJIOT1sl BUPOOHUIITBA, 00IaTHAHHS.

ExcrpakiiiiHi Jikapcbki npenapaTd. ExcTparyBaHHs 3 pPOCIMHHOI Ta TBapUHHOI
cupoBuHu. Kiacudikamis Ta CydacHUM acOpPTHUMEHT eKcTpareHTiB. (OCHOBHI
3aKOHOMIPHOCTI ~€KCTparyBaHHs 3 POCIHMHHOI JiKapcbkoi cupoBuHu. Ulmsxu
iHTeHcu(ikanii. dakTopu, sK1 BIUIMBAIOTh HA MOBHOTY Ta IIBUAKICTH €KCTparyBaHHS.
Hacroiiku. Knacudikanis. OpepkaHHd HacToilok. Marmepanis, XapaKTepUCTHUKa
METOay, MOMJIMBICTH 1i 1HTeHcu@ikamii I[lepkonsdiis, XapakTepucThka METONY.
Cranpaptu3aitis Hactook. Excrpaktu. Knacudikaris. Pigki ekctpaktu Ta crocoou
onepxxanHs. OuuineHHss Ta cTaHaaprtusaimis. ['ycTi Ta cyxXxi €KCTpakTH, Crocoou
onepxxanHsi. OmiiiHi ekcTpakTH. Crocodbu onepkans. OiiHka skocTi. Excrpakrtu-
koHnenTpatu. [lomiekcrpaktu. [Ipenmapatu 3 CBiXKO1 pOCIMHHOI CUPOBUHU, TEXHOJIOTIS.
biorenni crtumynstopu (3 POCAUHHOI Ta TBAPUHHOI CHUPOBUHU), BIACTUBOCTI,
TEXHOJIOTisI oJiepKaHHs.  BucokoouwieHi raneHoBi mnpemnapaTu. CraHgapTu3ailis.
OOsamHaHHg 18 BUPOOHMIITBA JIIKAPCBKMX IMpenapariB  3a  eKCTPaKUIMHUMHU
TEXHOJIOTISIMU. THUIKM Ta KOHCTPYKIIS EKCTPAKTOpIiB.  XapaKTepUCTHKAa THUMIB 1
KOHCTPYKII yCTAaHOBOK JJI BHUIIAPIOBAHHS Ta CYIIKM EKCTPAaKTIB Yy BUPOOHMIITBI
T'YCTHX Ta CyXHX €KCTPaKTiB

Kancynu. Tunu xancyn. M'ski Kamncynu, TEXHOJIOTiS, cTaHaapTuszauis. Tsepii
YKEJTaTUHOBI KamcCyJid, OCOOJMBOCTI TEXHOJOrli BHUIOTOBJIEHHS, KOHTPOJb SIKOCTI.
OOnamHanHg Uil BHPOOHMIITBA M’SIKMX Ta TBEPAMX MEIUYHMX Karcyild. Meroau



3allOBHEHHS TBEPJAUX Kancyia. UMHHHUKY, 110 BIUIUBAIOTh Ha 010JJOCTYMHICTh JIKAPCHKUX
PEUOBHUH Y KEJIATUHOBUX Karcyiax. MexaHi3M po3naJaHHa M SIKHX Ta TBEPIUX KarcCyl.
Mikpokancynu. TexHonorii MikpokamncymtoBanHas. Jlikapcbki (QOpMH Ha OCHOBI
MIKpOKAICyI.

M’ski mikapcbkux (opm (TiHIMEHTH, CyCNeH3ii, eMylnbcii, Masi, KpeMu, redii,
CTyAHI, TacTh). ArperaTMBHa Ta KIHETHYHA CTiMKICTh cycnensiil. Krnacudikaris
emyJbciid. CTaOUIBHICTE eMylbCiil. DaKkTopH, 10 BIUIMBAIOTh HA (i3MUYHY, XIMIYHY Ta
MIKpOOIOJIOTIYHY  CTAaOUIBbHICTh eMyibClid. Teopii cradumizariii M’SKUX J1KapChbKHUX
3aco0iB. Emynbraropu, kinacudikaitis. Knacudikamis mazeit. Bumoru no sxkocti. Masesi
OCHOBH, Kiacudikaiis. Bumorm m0 ocHoB. TexHoioris BUPOOHHMIITBA M’ SIKUX
JiKapchKHX 3ac001B, anapaTtypa. CTtaHgapTu3alisi.

Pexranbhi mikapceki  dopmu  (PJI®). Kiacudikamis PJID. Cymnosutopii.
Knacudikaiiss Cymo3UTOPHUX OCHOB, BHMOTH JO HHX. TEXHOJIOTiSI BUTOTOBJICHHS
cyno3uTopiiB. Tumu Ta KOHCTPYKIi OOMagHaHHS AN BUTOTOBJCHHS CYIMO3UTOPIiB.

Cranmaptusaitis.
Jlikapcbki 3aco0M, 10 3HAXOJATHCS MMl TUCKOM. JIOMOMIKHI PEYOBHHH —
po3unHHUKHK, mnponeneHtu, [IAP, mmiBkoyTBOproBauli, KOPUT'€HHU, KOHCEPBAHTH,

anTHokcuaaHTH. Krnacudikamis aepo3oinbHUX JiKapchkux  (opMm. TexHomoris
BUTOTOBJICHHS (DapMarleBTUYHUX aepo30JiiB. MeToau HamoBHEHHS OalioHIB (ITi]
THUCKOM, 3a JIOMIOMOTOI0 1HEPTHOTO Ta3y, 3pIIKEHUMHU MPOIEIEeHTaMU, NPU HU3bKIl
temmneparypi). Cranmaptusaiiis. TUM Ta KOHCTPYKIlSA 0OJIaJiHAHHS JJIsl HAITOBHEHHS,
KOHTPOJIIO Ta YITAKOBKH a€pPO30JIiB.

PO3A1JI 2. Hajie:xkHi npakTUKU y (papManeBTHYHIN raysi

MixxHapOH1 Ta BITYM3HSIHI MAXOAM A0 3a0€3MeUeHHS SKOCTI JIKapChKHUX 3ac001B
BI/IMOBIHO JI0 BUMOT HAJICKHHUX TNMpakTHUK. OCHOBHI €Tanmy BIIPOBAKEHHS HAJIC)KHHUX
npakTUK. JKUTTEBUHN UKIT JIIKAPCHKOTO 3aC00Y.

®dapmanieBTuyHa cuctemMa SKOCTi. OCHOBHI TOHSTTS HAJIEXKHOI BHUPOOHUYOL
npaktuku (GMP) ta pons GMP B 3a0e3nedeHHst SIKOCTI Ta ONTUMI3aIli BUPOOHUIITBA
nikapebkux 3aco0iB. Etanu BnpoBamkeHHss HopMm GMP y cBiti Ta B Ykpaini. OCHOBHI
npuHIMnu ta npasBuina GMP. Iliaxoau 10 ynpaBiiHHS SIKICTIO Y BIAMOBIIHOCTI 10
npuHIUOiB Ta HOpM GMP. OCHOBHI €JI€MEHTH CHUCTEMHU 3a0€3MEUEHHS  SIKOCTI
JKapchkuX 3aco0iB. ['apaHTii 3a0e3meueHHs AKOCTI JIKAPChKUX 3ac001B. YTpaBIiHHS
pU3UKaMU JJI AKOCTI JIIKApChbKUX 3aC001B.

Hanexxna naGoparopHa mMpakThKa TP MPOBEACHHI JTOKIIHIYHUX JTOCHIIKEHb
Jikapchkux 3aco0iB. KoHIeniiis Ta MpUHIIMIN HAJIEKHOI J1a00paTOPHOT MPAKTUKU TIPU
MIPOBEJCHHI JOKHIYHUX J0ockiKeHb. OCHOBHI BHMOTH 10 3a0e3NEUYCHHS SIKOCTI,
NpUMIIIeHb, OOJaJHAHHSI, MaTepialliB, PEaKTHUBIB, TECT-CHUCTEM, JOCTIIH)KYBaHHX Ta
CTaHJAPTHUX 3pa3KiB, JOKYMEHTallli, MPOBEAEHHS IOCHIKeHb Ta 3BITY Mpo iX
pe3yJIbTaTH.

Hanexxna kiiHIYHA MpakTUKa TMpU MOPOBEIEHHI KIIHIYHUX BHUIPOOYBaHb
JikapchkuX 3aco0iB. KoHIeniis Ta MpUHIMIIM HaJIE)KHOT KJIHIYHOI MpakTUKu. Bumu
KJIIHIYHUX BUIMpOOyBaHb Ta (ha3u MpOBEIEHHS KIIHIYHUX BUIpPoOyBaHb. [IpoBeaeHHs
KJIIHIYHUX BUMPOOYBaHb MO OIlIHII Ol0€KBIBaJIGHTHOCTI. MeTa Ta OCHOBHI 3aBAaHHS
HAJIeXKHO1 KJIIHIYHOI NpakTUKW. OCHOBHI BHUMOTH 10 3a0€3MEUCHHS SIKOCTI, JAU3alHY



IPOTOKONYy Ta MPOBEACHHIO KIIHIYHMX BunpoOyBaHb. [lopsmok odopmieHHs Ta
3aTBEP’KEHHS MPOTOKOJIIB Ta 3BITIB KJIIHIYHUX BUIIPOOYBaHb.

Hanexxna muctpu0’roTOpchbKa MpakTHKa MpH  peaiizamii JiKapchKUX 3aco0iB.
KoHremninist Ta MPUHIMIIN HAIEKHOI JUCTPHO IOTOPCHKOI NpakTuku. OCHOBHI BUMOTH
0 YOPAaBIIHHS SKICTIO, TEPCOHANy, NPHUMIIICHh Ta OOJaJHAHHSI, JOKyMEHTAIlll,
oTiepalliii 1Mo peaizarii, ayTCOPCHHTY, CAMOWHCIICKITIH.

Hanexna BupoOHuya npaktuka (GMP) npu BUpOOHMIITBI JTiKapChKUX 3acO0IB.
[Tpuniunu Tta ocHOBHI BUMOTrHU. CTpyKTypa Ta OCHOBHI HampsMH PO3BUTKY IpaBUII
HaJIEKHOI BUPOOHUYOI MpakTUKU. HacTaHOBM Ta iHIII HOPMATUBHI TIOKYMEHTH, SIKUMHU
3aTBEP/KEH1 BITUM3HSHI BHMOTM JO HaJeXHOi BUPOOHMYOI mpakTuku. HanexHa
BUPOOHNYA MTPAKTHKA K YaCTHHA 3a0€3MeUeHHs IKOCTI JIIKapChKHUX 3aC001B.

Bumoru HanexHoi BupoOHuyoi npaktuku (GMP) no mepconany. Bumoru no
KEpIBHOTO TMepcoHalTy. YTIOBHOBaxkeHa ocoba 3 skocTi. OO0OB’S3KH YTOBHOBAKEHOT
0coOM 3 SIKOCTI, KEpIBHHKIB BHPOOHHWYOrO BIAALTY Ta BIIAULY KOHTPOIIO SIKOCTI.
HaBuanua mnepconany y BianmosimHocti a0 GMP. PoGora y BignmoBigHOCTI [0
CTaHJAAPTHUX POOOYMX MpolEeAyp. BUMOrn 10 AOTpUMaHHS TIri€EHU TMEPCOHAIOM MpHU
BUPOOHMIITBI JIIKAPCHKUX 3aCO01B.

[IpuHuunu Ta mnpaBwia HalexHOI BUpoOHMYOi mnpakthku  (GMP) momo
npuMilieHb Ta oOjagHaHHS (apMalneBTHYHOTO MiANpUeMcTBA. OCHOBHI BUMOTHU JI0
npuminieHb. Kiacu uuctotu npuminiessb. Bumoru 1o ynctux npumimiessb. Bumoru o
oOJlafHaHHSA Y BIAMOBIIHOCTI JI0 GMP. Etanu xBamidikaiii TeXHOJOTTIYHOTO
oOnamHaHHg. [Tigxoau 1o o4MCTKU 00JIagHAHHS, BAJILAALlI OYHUCTKH.

HanexxHa mokyMeHTallisi — HEB1Jl'€MHHUM €IEMEHT CUCTEMH 3a0€3MEeUeHHs SKOCTI
JIKapChKHUX 3ac001B  BIAMOBIIHO JO BUMOT HalekHOI BUpoOHMYOI mpaktuku (GMP).
OcnogHi npunnun GMP no noxymenTarii Ha dapMaieBTUUHOMY TiANpueMcTBi. Bunu
JIOKyMEHTaIlli, BUMOTH 70 JoKyMeHTaIli. OCHOBHI 3aBJIaHHS 1HCTPYKIIM 1 TPOTOKOJIB
TEXHOJIOTIYHOTO TPOIEeCy 1 KOHTPOJto sikocTi. CTaHmapTHI omepaliitHl mpouenypu B
ontumizauii BUpoOHUITBA. OcHOBHI po3aun Jlocke BUpoOHUUOI AnbHUII. CTBOPEHHS
Ta YNPaBIiHHA JOKYMEHTAIll IIOAO0 TEXHOJOTIYHOTO MPOILECY Ta KOHTPOJIO SIKOCTI.
HanexHa mpakTuka JOKyMEHTYBaHHS.

[Tpuniunu ta mpaBuia  GMP 11010 TEXHOJIOTIYHOTO MPOIIECY BUPOOHUIITBA
JiKapChbKHUX 3ac001B. 3arajibHi BUMOTH /10 TEXHOJIOTTYHOIO MPOILIECY Y BIAMOBIAHOCTI 0
GMP. Oco6m1BOCTI TEXHOJOTIYHOTO TPOIECY BUPOOHUIITBA TBEPAUX JIKAPCHKUX
dbopMm, CTEpUIILHUX TMpernapaTiB, M IKUX JiKapchkux ¢opm. Baminaiiis TeXHOIOTIYHOTO
nporiecy. OCHOBHI eTanu Bajigallii Ta BUAW BajIigaltii.

KoHTpoap fSKOCTI SK HEBIJI'€MHHMH €JIEMEHT B CHCTEMI 3a0€3IMeUeHHs SIKOCTI
JiKapChKHUX 3ac001B BiAMOBIIHO 10 BUMOT GMP. OCHOBHI BUMOTH 10 KOHTPOJIIO SKOCT1
y BiamoBigHocTi 10 Bumor GMP. Hanexna nabopatopua npaktuka (GLP) xonTpoiro
SKOCT1 JIIKapChKUX 3ac001B. OCHOBHI BHUMOTH 70 BigOOpY 3pa3KiB MpU MPOBEIACHHI
KOHTpOItO sIKOCTi. [ligxoau m1o po3pobku crienudikaliiii SsKoCTi Ta METOAUK KOHTPOJIIO
SAKOCTI JIIKapChKUX 3aco0iB. Bamigaiis aHamITUYHUX METOAUK KOHTPOJIIO SIKOCTI.
[Ipouenypu ceptudikamii JiKapchbKUX 3ac00iB Ta iX POJb Yy MIATBEPIXKEHI SIKOCTI

npenaparis.
[IpyHIMOM Ta mpaBuia HaJeXHOi BUpoOHMYOi mpaktukun (GMP) mono
ayTCOPCUHTOBOI JIsUIBHOCTI, OpraHizaiii poOOoTH 3 pekiamallisiMu, BIIKJTMKAHHS

MPOJYKITIi Ta CAMOIHCIIEKITI1.



Bumorn GMP 10 BUpOOHHIITBA aKTUBHUX dapmarieBTHYHUX 1HTPEIEHTIB.
Merta ta 3aBganast GMP npu BUpOOHUIITBI aKTUBHUX (PapMaleBTUYHUX 1HTPEIIEHTIB.
Oco6uBOCTI MAXOIB O CUCTEMH yIpaBmiHHS skicTio. Bumorn GMP no mepconaiy,
NpUMIIICHs Ta OOJIaJHAHHSA, MTOKYMEHTAaIlii, TEXHOJOTIYHOTO TpOoIlecy, MaKyBaHHS,
MapKyBaHHsI Ta 30epiraHHs akTUBHUX (papMalleBTUYHUX 1HTPEI1€HTIB.

PO31JI 3. TexHoJ10rii CHHTE3y AKTUBHHMX (pAPMALIeBTUYHMX iHIPEJi€HTIB

XiMigyHa cXeMa CHHTE3y SIK OCHOBA PO3POOKH TEXHOJOTIi 010J0TIYHO aKTHBHHUX
peuoBuH (BAP). Buau Ta mini cuntesy. Kpurepii KinbKiCHOT OIIHKK PE3yIbTaTUBHOCTI
oOpaHoi cxemMu cuHTe3dy. DakTopu, 110 BU3HAYAIOTH BHOIp Kpalioi CXeMU CHHTE3Y.
OCHOBHI TIJXOU 10 TUTAHYBAHHS CUHTE3Y.

Metoau ofep)kaHHS OPraHIYHUX CYJb(POKUCIOT 1 CYIb(QOXTOpHUIIB Yy XIMIUHIN
texHonorii BAP. Peakmii cynbdyBaHHS Ta Cyidb(poXJOpyBaHHS B CHHTE31 aKTHBHHUX
dapmaneBTUUHUX iHTpeAieHTiB. TexHika Oe3nekd TNpuU MPOBEACHHI IPOIECIB
cyJb(dyBaHHS 1 CyIb(HOXIOPYBaHHS

Meronu onep>kaHHs OpPraHIYHUX HITPOCHONYK Yy XIMiuHIM TexHonorii BAP.
Peakuii HITpyBaHHS B CHHTE31 AKTUBHUX (hapMalEBTUYHUX IHTPEAIEHTIB. ATEHTH
HITpYBaHHS. BIUIMB OCHOBHUX TEXHOJIOTIYHUX IapaMeTpiB Ha MpPOLEC HITPYBAHHS.
TexHika Oe€3MEeKUM MpU NPOBEICHHI MPOILECIB HITPYBaHHS. bIOJOrIYHO aKTHBHI
dbapmpenapaTu Ha OCHOBI HITPOCIIOJIYK.

Metonu onepxkaHHS OpPTaHIYHUX TaJOTEHITIB y MPOMUCIOBINA TexHomorli ADI.
["amorenyBanHs. YMOBU TPOBEJEHHS TpoOlEciB TrajoreHyBaHHs. (OCHOBHI cTafil
npouiecy. Texuika Oe3nekd. biojoriyHO aKTHBHI JIIKAPChKI PEYOBHHU Ha OCHOBI
raJIOreHIOX1THUX.

[Ipouiecu HITpO3yBaHHS U J1a30TYBaHHS Yy MPOMHCIOBIA TexHoiorii AdI.
MexanisMu  mporieciB. BIUJIMB OCHOBHMX TEXHOJOTIYHUX TapaMmeTpiB Ha mepedir
npouecy aiazoTyBaHHSA. OcOOJMBOCTI TEXHIKM O€3MEeKHM TpH MPOBEIEHHI MPOILIECIB
J11a30TyBaHHA Ta HITPO3yBaHHS.

[Tpoutecu 3amimieHHsT (GYHKIIOHAIBHUX TPYI Y MOJIEKYJl OPraHiuHOI CHOIYKH Y
npoMucioBid TexHosiorii A®I. AnkimyBaHHS 1 alWilyBaHHS B CHUHTE31 aKTUBHHX
dbapmanleBTUUHUX 1HTPENi€HTIB. YMOBH TpoBeAcHHs. Katamizatopu B mporecax
aJIKUTyBaHHS. AIMITIOBaHHS 110 aTOMY KHCHIO, a30TY, BYTJIEIIIO.

[Ipomiec BITHOBJIEHHS 1 OKHUCJICHHS Yy MpOMHUCIOBIN TexHomorii ADdI.
BukopucTtanHs OKHMCHEHHS B CHHTE31 JIIKAPCHKUX PEYOBHH Ta BiTamiHiB [IpomucioBi
METO/IM Ta YMOBH NPOBEJICHHA. TexHika Oe3nexu.

[Ipotiecu yTBOpEHHS T€TEPOIMKIIIB Y MPOMHUCIOBOMY BUPOOHHUIITBI CHHTETUIHUX
A®I. Meronu cuHTE3y II'STHWIEHHUX TETEPOIMKIIB 3 OJHUM 1 JBOMA
rerepoaromami. lllecTuunenHi reTepolkian 3 oIHUM rerepoaromoM. KoHaeHcoBaHi
TeTePOIMKIN 3 OJHMM rerepoaroMoM. lllecTruneHHi reTeponuKiIn 3 JBOMAa aTOMaMHu
azora. bisgepHi reTepolMKkian 3 JeKUIbKOMa aTOMaMH a30Ta.



PO31JI 4. O01aiHaHHA Ta NPOeKTyBaHHs (apManeBTHYHUX BUPOOHULTB

OcCHOBHM TIPOEKTYBAaHHS IMPOMHUCIOBHX OY/iBEJIb Ta MPOEKTHA JOKYMEHTALif.
Oco0nMBOCTI TPOEKTYBaHHS XiIMIKO-(apManeBTUYHUX BUPOOHUITB.  [IpoekT Ta
NpOEKTHA JOKYMEHTAIIisl, CTPYKTYPHI pO3LIN MPOEKTHOT JOKyMEHTAIIi].

['enepanbHuil mnaH miAnpueMcTBa. Bumoru OyniBeNbHHX HOPM 1 TpaBui,
crannaptieB. GMP Po3wmilienHs Ha TeHepallbHOMY IUIaHI BUPOOHUYHUX 1 JOTIOMIKHHX
OyniBenb Ta cropyad. [manyBaHHS Ta pO3MIIICHHS JIIOJCHKUX 1 BAHTAXXHUX MOTOKIB Ha
reHepalibHOMY IJ1aH1. TeXHIKO-eKOHOMIYHI MOKa3HUKHU I'€HEePaTbHOTO TIaHy.

XapakTepucTuka MpoMUCIOBUX OyaiBenb. OO0'€eMHO-IJIaHYBaNbHI  PIIICHHS
npomMuciaoBux OynaiBenb. Bumorn GMP 10 BUpOOHHMYMX 1 JOMOMIKHHUX MPHUMIIIECHDb
XIMIKO-(hapMalleBTUIYHUX BUPOOHUIITB. Tumizamis Ta yHIIKamisd MTPOMHUCIOBUX
Oy/iBeNb Ta X CJIEMEHTIB.

Yucti mpuMimenHs. TexHomorii uuctux npumimnieHb. HopmatuBHa 0aza mis
NPOEKTYBaHHS Ta eKCIulyatamii 4YucTux mpumimeHb. [loToku moBiTps Ta iX
xapakrepuctuka. [1oBiTpsH1 GuibTpu Ta GaIpTpyrodi MaTepianu. [IpoekTyBaHHS cucteM
MIJTOTOBKU Ta KOHIUIIIIOBAHHS MOBITPS B CTEPUJIBHUX 1 aCENTUYHUX MPUMIIIEHHIX
(dbapmaneBTUYHUX BUPOOHUUTB. OCHOBHI MPUHIUIN IPOEKTYBAHHS YACTUX MPHUMIIICHb.
Knacu uucroru. MoaynbHi yucti npumimieHds. Bumorn GMP 10 KOHCTpYKTUBHHX 1
IUIAaHYBAJIBHUX  pIIIEHb TPH MPOEKTYBaHHI  (apMaleBTUYHOTO BHUPOOHMIITBA,
MaTepialbHUX 1 JIIOJICBKUX TMOTOKIB. KOHCTpYKTHBHI 1 IUTaHYBaJlbHI PIIMIEHHS MPHU
MPOEKTYBaHH1 YUCTUX MPUMIIIEHB JIJISl CTEPUIIBHUX, ACENTUYHUX Ta THIIMX MPUMIIICHb
dbapmaneBTUUHUX ~ BUPOOHHMITB.  Po3mimienHss  oOnajHaHHS y  BUPOOHHYUX
OPUMIIICHHSX, IUIAHK Ta PO3pi3u BUPOOHMUUX OyIiBeNb, MPHUMIIICHb.  [30J0104l
(Oap’epHi) TexHONOri. ABTOHOMHI Ta MOOUIbHI YHCTI 30HU (KaOlHU, MOy, OOKCH).
[3omsTopu. OcobMMBOCTI KOHCTPYKIIM 130ysTopiB. [30msTopu Ta RABS (cuctemu
Oap'epiB oOMexxeHOTro A0cTyIy) bokcu GiomoridyHoi 6e3meKku, KOHCTPYKITiS.



OPIEHTOBHUM MEPEJIIK IIUTAHB, IO BUHOCATHCS HA BCTYITHUM
ICIINT 31 CHEITAJIBHOCTI

1. HaBecTH TEXHOJOTIYHY CXeMy BUPOOHHUIITBA HACTOSHOK 13 3a3HAYCHHSIM KPUTUIHHUX
ctaniii Ta oomagHanHs. [{oSCHUTH METO/ MEPKOJIALIT TPU OJIepP>KaHHI HACTOSTHOK.

2. HaBecTu TEXHOJIOTIUHY CXEMYy BHPOOHMIITBA CKJIATHUX 300piB 13 3a3HAUYEHHSIM
amapaTypHOrO OCHAIICHHS KOXHOI cTajaii, OOIpyHTyBaTH BHOIp oOJagHAHHS B
3aJICKHOCTI BiJ] BUY BUX1THOT CHPOBHUHU.

3. HaBectn TexHOJIOTIYHY CXeMy BHUPOOHHUIITBA TaOJETOK MPSIMUM IPECYBaHHSIM 13
3a3HAYCHHSIM anapaTypHOr0 OCHAIIEHHS KOXHOI CTaill; BKa3aTH MepeBard METOIY
Ta MOSCHUTH HOTO 3aCTOCYBAHHS Yy BHUIAAKY JIKAPCHKUX PEUOBHH, IO IOTaHO
MPECYIOTHCSI.

4, HaBecTH TEXHOJIOTIYHY CXEMYy BUPOOHHUIITBA PIAKUX €KCTPAKTIB Ta MOSICHUTH CIOCIO
OJIEp>KaHHS PIIKUX EKCTPAKTIB PENepKOoJALi€l0. 3a3HAYUTH KPUTHUHI CTaaii Ta
oOJiaTHaHHS, 1110 BUKOPUCTOBYETHCSI Ha KOXKHIN CTaIii.

5. HaBecTu TEXHOJIOTIUHY CXeMy BHUPOOHMITBA 1H(PY31MHUX PO3UYMHIB Yy CKISTHUX
¢rakoHax i3 3a3HAYCHHSIM amapaTypHOTO OCHAIICHHS KOXKHOI cTajii. BusHauntu ta
MOSICHUTH KPUTHUYHI CTaJIii MpoIecy.

6. HaBecTu TeXHONOTIUHYy CXeMy BHUPOOHHUIITBA T'YCTHUX €KCTPAKTIB 13 3a3HAuCHHSIM
arapaTypHOro OCHAIEHHS KOXHOI CTajli; MOSCHUTH NPUHIUI pOOOTH OOJIaJHAHHS
Ha CTaJli 3TyIEHHS

7. HaBecTu TeXHOJOTrIYHY CXeMy BUPOOHUIITBA 1H(GY31MHUX PO3UMHIB 32 TEXHOJIOTIEIO
«blow-fill-seal» (BFS) i3 3a3HaueHHsIM anmapaTypHOTO OCHAIICHHS KOXKHOI CTail;
HOSICHUTH OCOOJIMBOCTI Ta NE€peBaru JaHoi TEXHOJIOTI].

8. HaBecTu TeXHOJOrIYHY CXeMy BHpPOOHHITBA OYHMX Kpameib 13 3a3HAUYEHHSAM
anmapaTypHOro OCHAIEHHS KOXHOI CTajli, MOSCHUTH OCOOJMBOCTI BUPOOHUIITBA
OYHUX JIIKAPChKUX (HopM

9. HaBecTu TEXHOJOTIYHY CXE€My BHPOOHHIITBA €MYJbCIHHOI Ma3i 13 3a3HaUYCHHSIM
oOnajHaHHSA Ta KPUTHYHUX CTafid. 3a3HauyuTu (pakTopu, L0 BIUIMBAIOTH Ha
(G13U4Hy, XIMIYHY Ta MIKpOO10JIOTIYHY CTa0lIbHICTh EMYJIbCIT

10.HaBecTn TEXHOJOTIYHY CXEMYy BHPOOHHUIITBA TaOJIETOK 3 MNUIYHKOPO3UYMHHUM
MOKPUTTSAM, BKa3aTu 00JaJHAHHS, 1110 BUKOPUCTOBYETHCSA HAa KOXKHINA CTafll

11.HaBecT TEXHOJIOTIYHY CXEMYy BUPOOHHUIITBA J1O(MITI30BaHUX JKAPCHKUX (PopM
NapeHTEePaIbHOTO MPU3HAYEHHSI Ta MOSCHUTH NPUHUUO poOOTH OOJaAHAHHA IS
miodim3arii

12.HaBecTu TEXHOJIOTIYHY CXEMY BUPOOHHUIITBA TAOJIIETOK 3 MPECOBAHUM MOKPHUTTIM Ta
MOSICHUTHU PUHIIAT poOOTH 00JIaHAHHS JJIs OJCPKAHHS MTPECOBAHUX MOKPUTTIB

13.HaBecTy TEXHOJOTIYHY CXE€My BHUPOOHHMIITBA TaOJIETOK 4Yepe3 CTail0 BOJIOTOl
TPaHyJISIIIT 13 3a3HAYCHHSIM KPUTUYHUX CTaIii Ta amapaTypHOro OCHAIICHHS KOXKHOI
craii

14.HaBecTu TEXHOJIOTIYHY CX€MYy BHUPOOHMIITBA TBEPAMX >KEJIATMHOBUX Karcys 13
3a3HAYEHHSAM KPUTHUYHMX CTaJlil Ta amapaTypHOro OCHAIEHHS KOXHOI CTali,
3a3HAYUTH CIIOCOOU 1HKATICYJIFOBAaHHS

15.HaBecT TEXHOJOTIYHY CXEMYy BUPOOHMIITBA Ma3ed 13 3a3HAUYEHHSM arnapaTypHOro
OCHaIIEHHs KOXKHO1 cTajii. HaBectn kinacu@ikaiiiro Ta BAMOTH JI0 Ma3€BUX OCHOB



16.HaBecT T€XHOJOTIYHY CXeMYy BUPOOHUITBA 1H €KIIMHUX PO3YUHIB 13 3a3HAUCHHSIM
KPUTHYHUX CTajii mporecy. 3a3HauuTu (PaKTOpH, 110 BILUIUBAIOTH HA CTAOUIbHICTD
1H’ €EKIIMHUX PO3YMHIB

17.HaBecTH TEXHOJOTIUHY CXeMy BUPOOHHIITBA TaOJETOK 3 IIIBKOBUM MOKPUTTAM 13
BKa31BKOIO KPUTHUYHUX CTaJiii Ta amapaTypHOrO OCHAIICHHS KOXHOI CTajil.
[MosicauTy, 5K KIacU(IKYIOTbCSA TOKPUTTS JUIsSI TAOJIETOK

18.HaBecT TEXHOJIOTIYHY CXE€MYy BHUPOOHHUIITBA TaOJCTOK 3 KHIIKOBOPO3YHMHHOIO
OOOJIOHKOIO 13 3a3HAYEHHSIM amnaparypHOro OCHAIICHHS Ta KPUTHYHHUX CTaJii.
[IpuBecTn kmacudikamito (3a (YHKIIOHATLHUM MPU3HAYEHHSIM) JIOMOMIKHUX
PEYOBUH JIJIs1 TOKPUTTS TaOJIETOK 000JIOHKOIO

19.HaBect TEXHOJIOTIYHY CXeMy BHUPOOHMITBA O(PTAIBMOJIOTIYHUX Maszel 13
3a3HAYEHHSM anapaTypHOro OCHAILEHHS KOXHOI CTaill, BKa3aTh OCOOJHMBI BUMOTHU
710 OPTaTBLMOJIOTIYHUX JTIKAPCHKUX M SIKUX (POpM

20.HaBecTn TEXHOJOTIYHY CXEMy BHUPOOHHWIITBA  TBEPAUX JIKAPCBKUX (GopM 3
BUKOPHUCTAHHSAM OJHOTO 3 BIIOMHUX CIIOJIy9€HHUX METOJIIB OJIEp)KaHHS TPaHyJATY 13
3a3HAUCHHSM KPUTUYHUX CTaJlid Ta amapaTypHOTO OCHAIIEHHS KOXHOI CTajii,
BKa3aTH HAalOUIbII MOUIUPEH] CIIOIYYEH1 METOIH

21.HaBecTu TEXHOJOTIYHY CXEMy BHUPOOHMIITBA  TBEPAUX >KEIATUHOBUX KaICyII,
3allOBHEHUX TpaHyJamH, 13 3a3HAYCHHSIM KPUTHYHUX CTafiil Ta amapaTypHOTO
OCHalIeHHS KOXHOi crafii. [losicHUTM MeXaHI3M BUBUIBHEHHS aKTHBHHX
dbapmaneBTUYHUX IHTPEAIEHTIB 3 TBEPAUX KETATUHOBUX KaTCyJl

22.HaBecTH TEXHOJIOTIYHY CXE€MY BHUPOOHMIITBA OQTaIbLMOJIOTIYHUX PO3UYMHIB 13
3a3HAUEHHSAM KPUTUYHUX CTaJld Ta amapaTypHOrO OCHAIIEHHsS KOXKHOI CTaJil;
c(opMyJtOiiTeé BUMOTH A0 iX BUPOOHHUIITBA

23.HaBecTn TEXHOJIOTIYHY CXE€My BHUPOOHHUIITBA 0OaraTomapoBUX TaOJETOK 13
3a3HAUEHHSAM KPUTUYHMX CTaJiidl Ta amapaTypHOro OCHAIIEHHsS KOXXHOI CTajil;
MOSICHUTH 32 SIKUMH MTOKa3HUKaMH KOHTPOJIOETHCS SIKICTh TaOJIETOK

24 HaBecT TEXHOJOTIYHY CXEMy BUPOOHHIITBA OYHUX Kpamnenb y THOOHK-
KpamneJbHULIAX 13 3a3HAYEHHSM KPUTHYHUX CTaJiid Ta amapaTypHOTO OCHAIIECHHS
KO>KHOI CTa/lii; MOSICHUTH CIIOCOOM 130TOH13aIlli OYHUX Kparelb

25.HaBecTu TEXHOJOTIYHY CXEMy BHUPOOHHIITBA CKJIAJHUX IMOPOIIKIB 13 3a3HAYCHHAM
anapaTypHOr0 OCHAIIICHHSI KOXKHOI CTaJlii; MOSICHUTA OCHOBHI MpaBujia 3MilllyBaHHS
IHTPEIIEHTIB

26.HaBecTn TEXHOJIOTIYHY CXE€My BHUPOOHHUIITBA CYXHMX EKCTPaKTIB 13 3a3HAUYCHHSIM
anapaTypHOro OCHAILEHHS KOXHOI CTajli; 3a3HauyTe (aKTOpu, 10 BIUIMBAIOTH HA
eKCTparyBaHHs 010J0TIYHO aKTUBHUX PEUOBUH 3 BUCYIIEHOT POCIIMHHOI CUPOBUHU

27.HaBecTu TEXHOJIOTIUHY CXE€My BHUPOOHHMITBA  O(PTAaTBbMOJOTIYHUX TeMiB 13
3a3HAUEHHSAM KPUTUYHUX CTaJlid Ta amapaTypHOrO OCHAIIEHHS KOXHOI CTajli;
nosicautu BuMoru dapmakorieii 10 0PTaTbMONIOTIYHUX JTIKAPCHKUX GopM

28.HaBecTn TEXHOJIOTIYHY CXE€My BUPOOHHUIITBA TA0JIETOK 3 IUJIIBKOBUM IMOKPUTTAM 13
3a3HAYEHHSAM KPUTHUYHMX CTaJlii Ta amapaTypHOro OCHAILEHHS KOXHOI CTali,
NPUBECTHU KJacu(DiKalilo IJIIBKOBUX MOKPUTTIB Y BUPOOHUIITBI TAOJIETOK

29.HaBecTH TEXHOJIOTIYHY CXe€My BUPOOHMIITBA JBOIIAPOBUX TAOJIETOK 13 3a3HAUYCHHSIM
KPUTUYHUX CTaJli Ta amapaTypHOro OCHAIIEHHS KOXXHOi CTafll; HaBeCTH
KJacu(ikanio JOMOMDKHUX PEYOBHH, SIKI BUKOPUCTOBYIOTHCS Y BHUPOOHUIITBI
Ta0JIETOK Ta MOSICHUTH iX (PYHKIIOHATbHE MPU3HAYCHHS



30.HaBecTu TEXHOJIOTIUHY CX€MYy BHPOOHHMIITBA 1H(Y31MHUX PO3UMHIB B MOJIMEPHUX
KOHTEHHepax 13 3a3HAYCHHSIM KPUTUYHUX CTalid Ta amapaTypHOrO OCHAIEHHS
KOKHOI CTajii, HaBecTH Kiacudikaiito iHPy31HHUX pO3UNHIB

31.IlosicHuTH OCOOIUBOCTI MPOEKTYBAHHS YUCTUX MPUMIIIEHB

32.3a3naure ocHOBHI BuMor GMP 110 T€XHOIOTIYHOTO MPOIIECy

33.Jlatu XapaKTepUCTHUKYy UYKUCTUM 30HaM. [lOSCHUTH KOHCTPYKTHBHE O(OPMIICHHS
YUCTHUX 30H

34.J]Iatm  XapakTEpUCTUKYy CHCTEMaM IMJATOTOBKH TIOBITPS JUIS CTEPUIBHUX 1
aCEeNTUYHUX BUPOOHMIITB

35./laTu 3aranbHy XapaKTepUCTUKY (PIIbTpaM, 110 BUKOPHUCTOBYIOTHCS JJII OYUIICHHS
MOBITPS

36.3a3HaunTH 3aX0/IM MO 3amO0IraHHIO TEPEeXpPEecHOi KOHTaMiHALil MpU MPOBEEHHI
TEXHOJIOTIYHOTO MPOIECy BUPOOHUIITBA JIIKAPCHKUX 3aC001B

37./laTi XapaKTEPUCTUKY 130JIFOIOYUM TEXHOJOTISIM Ta 3a3HAYUTH TIEPCIIEKTHUBU iX
BUKOPUCTaHHS Ha (DapMaIleBTHYHUX MAMPUEMCTBAX

38.Hamatu BU3HAYCHHS MO0 BaJifallii MpoIecy Ta MOSICHUTH, K BOHA MPOBOAUTHCS
y BIIMOBIAHOCTI 10 BUMor GMP

39./latn BHU3HAYEHHS YMCTOTO TpuMinieHHsA. Kiacudikallis mpuMileHb 3a KiIacaMu
YUCTOTH

40.3a3HaudTH BUMOTH JO0 OOJIaJIHAHHS JUII BHUPOOHHUIITBA CTEPUIIBHHMX JIIKAPCHKUX
3ac001B Ha (hapMaleBTUUHOMY MIANPUEMCTBI Y BIANTOBIAHOCTI 10 BUMor GMP

41.TloiCHUTH KOHCTPYKTHBHI 1 IUIaHYBajbHI PIIMIEHHS NPU MPOEKTYBaHHI YUCTUX
MIPUMIIIICHb

42.Hanatu BU3HAUCHHA IMIOAO0 (papMalleBTUYHOI PO3pOOKM Ta 3a3HAYUTU il POJb y
CUCTEMI 3a0€3MEeUeHHS SIKOCTI1 JIIKAPChKUX 3aC001B

43.3a3nauntu Bumoru GMP 1o nepconany

44.0nrcatv BUMOTH 10 BUpOOHWYOT 30HHU Y BiMOBIAHOCTI 10 GMP

45.3a3HauuTH BUMOTH JI0 BUX1JHOI CHPOBUHU Ta MaTepiaiiB y BIANOBIAHOCTI 10 BUMOT
GMP

46.3a3Ha4NTH METY Ta OCHOBHI MPUHIUIH HAJIC)KHOT MPAKTUKU 30epiraHHs JIKapChbKuX
3ac001B Ha (hapMallEBTUYHOMY MiANPUEMCTBI

47.3a3HaunTy 3arajibHi BUMOTH JI0 TEXHOJOTTYHOIO MpoIecy y BiAnoBiaHocTi 10 GMP

48.HanaTti BHW3HAUCHHS IOJO peBaiifalli Ta 3a3HAYUTH, SK BOHA IMPOBOIUTHCS Y
BlnoBigHOCTI 10 Bumor GMP

49.3a3HaUYNTH OCHOBHI BHUMOTH JI0 JIOChE€ BHPOOHHYOI MUIBHHIlN (HhapMarieBTUYHOIO
MIPUEMCTBA

50.3a3HauuTH BUMOTHU JI0 TEXHOJOTIYHOTO OJISTY TMEPCOHANIY Y BIAMOBILAHOCTI 10 BUMOT
HaJIeXHOI BUpoOHNUO01 ipakTuku (GMP).

51.3a3HaunTH OCHOBHI MPHUHITUIIN BaJIiIaIlil OUUCTKH

52.3a3HaunTH Ta oXapakTepu3yBaTH eTanu KkBaTiikarii 00J1aTHaHHS
(dhapMalieBTUYHOTO MIANMPUEMCTBA y BiANMOBIIHOCTI 10 GMP

53.3a3HaunMTH BUMOTH JO JAOKYMEHTallli Ha ¢apMalueBTUYHOMY MIANPUEMCTBI Y
B1INOBIAHOCTI 0 BUumor GMP

S4.IloscHuT  METy Ta OCHOBHI MNPUHLMIIMA CKJIAJaHHS MaTepialibHOro OajaHCy
BUPOOHUIITBA (papMalleBTUYHOI MPOTYKIIii



55.Hagatu BU3HAYEHHS SKOCTI JIKapChbKOro 3aco0y Ta 3a3HAUYUTH BUMOTHU JO SKOCTI
dapmaneBTUYHOT MPOTYKIT

56.3a3HaunTH OCHOBHI MOJIOXKEHHS KOHIEMNIIT 3a0€e3MeYeHHs AKOCTI JTIKapChKUX 3ac001B
1 IOCTyNaTH, Ha IKUX BOHA 0a3yeTbes

57.Bu3HaunTi OCHOBHI MPHUHIIMIHN KOHTPOJIO SKOCTI BIATOBIAHO O BUMOT HAJIEKHOI
BUPOOHUYOT MPAKTUKH

58.3a3HaunTH 3arajibHi BUMOTH JI0 BUPOOHUYMX MPUMIIIEHb (apMaIeBTUYHOTO
MIAPUEMCTBA Y BiamoBigHoCcTI 10 GMP

59.3a3HaunTH OCHOBHI MPUHIIUIHK (PApMaIIEBTUYHOI CUCTEMHU SKOCTI

60.Bu3HaunT pojib Ta 3HAYCHHS HAICKHMX TPAKTHK Yy 3a0€3MEUeHH] SKOCTI
JIKapChKHUX 3aC001B

61.3araibHa TEXHOJIOT1sI OTPUMAHHS aHTUOAKTEpiaTbHUX CyJb(aH1IaMiTHUX 3acC001B

62.IlosicHUTH TEXHOJIOTII0 OTpPUMAaHHS JIeBOMilleTHHY. HapecTn cxeMy XiIMIYHHMX
MIEPETBOPEHb, BUXO/ISIYU 3 AHUTIHY

63.[losicHuT OCHOBHI ~ CIMOCOOM  Cynb(yBaHHA y TPOMHUCIOBOMY BHUPOOHHUIITBI
cunTteTHyHNX A®I. 3a3HauMTH YMOBM Ta KOHTPOJIb MPOBEIAECHHS IPOLIECIB
CyJb(yBaHHS

64./laTn XapaKTepUCTUKY MICIIEBUM (ECTEpHHUM 1 amigHUM) aHecteTukam. [loximHi 11-
aMIHOOEH30HOI KHUCIOTH. TexHoioris OTpuMaHHd Ta (I3UYHI BIIACTUBOCTI
CKJIa/IHUX €CTEPIB - aHECTE3UHY, HOBOKAIHY, JAUKAIHY

65.[TosicHUTH TEXHOJIOTII0 OTPUMAHHS HOPCYJIb(})A30Jly Ta HABECTHU CXEMY XIMIYHUX
NEPETBOPEHb BUXOJAYM 3 L1aHAMiAy KajlbIlil0 Ta XJOpaleTalbleriny. 3a3HauuTu
METOJIY CTBOPEHHS T1a30JbHOTO LIUKITY

66.[TosicHUTH TEXHOJIOT1I0 OTPUMAHHS CYJIb(}aIMETOKCHHY Ta HABECTH CXE€Ma XIMIYHUX
NEPETBOPEHb BUXOSYM 3 LIAHOITOBOI KMCIOTH, CEYOBHHH, M-KapOOMETOKCIaMIHO-
O6eH30JCynbGOXIIOpUTy. 3a3HAUUTH METOAM CTBOPEHHS MIPUMITIHOBOTO ITUKITY

67.IlosicHUTH TEXHOJIOTI0 OTPUMAaHHSA CyJb(amnipuaa3uHy Ta HABECTU CXeMYy XIMIYHUX
NIEPETBOPEHb BUXOMSAYU 3 MAJIETHOBOTO aHTUAPUIY Ta TiIpa3uHCyIb(aTy. 3a3HauTe
METO/M CTBOPEHHS Ta MOAUPIKALIIi IIPa3uHOBOTO UKITY

68.I1osicHUTH TEXHOJOTII0 OTPUMAaHHS Cala30IMMETOKCHHY Ta HABECTH CXEMY XIMIYHHUX
MEepeTBOPEHb BUXOASYU 3 CYIb(aAIMETOKCUHY Ta CAIIIUIOBOI KHUCIOTH. JlaTh
XapaKTEPUCTUKY KOMOIHOBAaHUM IMPOTUMIKPOOHUM JIIKAPCHKUM 3ac00am

69./latu  xapakTepucTHKy cyibdaHutaminam aHTuriaikemiydoi mgii.  [loscauth
TEXHOJIOTII0 OTPUMAHHS IHKJIAMIAy Ta HABECTH CXEMYy XIMIYHHUX TEPETBOPEHb,
BUXOJISIYU 3 MM-TOJIYOJICYJIb(aMily, CCHOBUHU Ta ITUKIOTEKCHIIAMIHY

70.latu  xapakTepucTuky cyibdamigaMm-guyperukaMm. [lOSCHUTH  TEXHOJIOTiIO
OTPUMAaHHS €TaMiJly Ta HABECTH CXEMY XIMIYHUX MEPETBOPEHb BUXOISUH 3 TOIYOIY,
UKJIOMETHA3ULY

71.IlosicHUTH TEXHOJIOTII0O OTPUMaHHSA (ypoceMiqy Ta HaBECTH CXEMYy XIMIYHUX
NEePETBOPEHb BUXOASUH 3 2-aMiHO-4- XJI0pTOayoy Ta Gyppypory

72.1losscHATA MEXaHI3M TpoLieCy HITPYBaHHS Ta BIUIMB OCHOBHUX TEXHOJIOTTYHUX
napaMeTpiB Ha IPOILIEC HITpYBaHHA. 3a3HauTe €JIeKTPOQiIbHI HITPYIOUl areHTH

73.IloICHUTA TEXHOJIOTII0 OTPUMAHHS JIEBOMILIETUHY Ta HABECTH CXEMY XIMIYHUX
NEPETBOPEHb, BUXOSIUU 31 CTUPOITY Yepe3 M-HITPOPEHUTXJIOPMETHIKApOIHOM

74.11oICHUTH TEXHOJIOTII0 OTPMMAHHS JIEBOMILETUHY Ta HABECTH CXEMY XIMIYHUX
NEPETBOPEHb, BUXOUH 3 €TUIOCH30ITY



75.IlosicauTu peakuii a30CMONy4eHHS B HPOMUCIOBINA TexHojorii A®I ta HaBectu
PUKIIAIN

76.JlaTn XapakTEepHUCTUKY MpoliecaM Cyiab(QyBaHHS B IMPOMHUCIOBIA TexHonorii A®I,
HABECTH MPUKIIAIH

77.TTosscHATA OCHOBHI TiAXOAM 110 TUTaHyBaHHs cuHTEe3y ADI, HaBecTH npukiagn

78.IlosicHUTH METOAM OJIep’KaHHS OPraHIYHUX CYIb(POKHUCIOT 1 CyIb()OXIOPUMIIB Y
XIMIYHIM TE€XHOJIOT1i 010JI0T1TYHO aKTUBHUX PEUYOBHH

79.3a3HauTe  (QapmmpernapaTd Ha OCHOBI HITpocmoiyk. [losicHuTH Ha mnpukiIagax
MEXaHi3M HITpYBaHHS

80.[TosicHuTH Ha TPUKJIaJAaX MEXaHI3M PEeakiliil a30CMONyYeHHsS Ta IX 3aCTOCYBaHHS y
CUHTE31 aKTUBHUX (DapMarleBTUYHUX 1HIPEIIEHTIB.

81.3a3HauTe 0610JIOTIYHO AKTHBHI JIKAPChKI PEUYOBHMHUM Ha OCHOBI TaJIOTCHIOXITHUX.
HaBectu crazii rajoreHyBaHHs apOMaTHYHHUX CIIOJIYK Ta CXEMH TajJoreHyBaHHs
aJIKaHIB

82.HaBectn mpukiagy raioreHyBaHHs cnupTiB B TexHojorii A®I. Iloscauth, sk
3aJIeKUTh MIBUAKICTh TaJloreHyBaHHs Big npupoau Hal ta 6ynoBu crimpty

83.I[losicHuTi MexaHI3M TaJIorTeHyBaHHS KapOOHUTBHUX CHOMYK 1 KapOOHOBHUX KHCIIOT Ta
HABECTHU CXEMU CHUHTE3y edenpuny Ta OpoMkamdopu

84.]latn xapakTepuCTUKy (Ha TPHKJIaAax) IMpoIlecaM BiJHOBJICHHS y TPOMUCIIOBIH
texHoJsorii ADI

85./latu xapakTepucTuky (Ha NPHUKIAAaX) METOJaM OKHCJICHHS Yy MPOMUCIIOBIM
texHoJsorii ADI

86.[TosicHUTH 3aCTOCYBaHHSI METOJIIB OKMCHEHHS (Ha mpukianax) y texHosorii A®I.
3a3HayUTH, B CUHTE31 AKUX JIIKAPCHKUX PEUOBHMH Ta BITaMiHIB BUKOPUCTOBYIOTH
OKHCHEHHS

87.latn xapakTepucTuKy (Ha TMPUKIAJaxX) IMpoliecamM HITPO3YBaHHS Yy MPOMUCIIOBIM
TexHosorii ADI

88./latn xapakTepHCTHKy (HAa TPHKIANax) MpolecaM Jia30TyBaHHS Yy IMPOMUCIIOBIi
TexHosorii ADI

89.Jlatn 3aranpHy XapaKTepUCTHKY IpoliecaM 3aMillleHHs (YHKI[IOHAIBHUX TPYyMd Y
MOJIEKYJIl OPTaHiyHO1 CIIOJIYKH Y MpOMUCIOBiN TexHosorii A®I. 3a3HaunT OCHOBHI
(dakTopH, 110 BIUIMBAIOTH HA X1J] IPOLECY

90.[latu xapakTepuCTUKY (Ha MPHKIJax) Mporecam aaKuUTyBaHHS Ta allMIIOBAHHS Y
npoMucioBii TexHosorii ADI
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KPUTEPIi OIITHIOBAHHS BIMOBUIEN

O1iHIOBaHHS BIAMOBIAI Ha MUCHMOBI MUTAHHS Ta YCHY CIIBOECITY 3MIMCHIOETHCS 3a
miKanow. MakcuManbHa KUIBKICTh OajliB 32 BUYEPIIHI BIIMOBIAL HA TPU NUCHMOBI MUTAHHS Ta

ycHy criBOeciny ckianae 200 6anis.

IIIkana oniHIOBaHHA BignmoBixeii Ha MUTAHHSA

[IIxana omiHIOBAaHHS BIAIIOBIACH HA MUTAHHS

nepiie
TUTaHHS
(mucrMoBe)

apyre
IIMTAHHSA

(mucrMoBe)

TpeTe
UTAaHHS
(mucrMoBe)

cnisOecima
(ycHe)

Kpurepii ouiHoBaHHS

60 60 60 20 [IpaBubHA BUYEpITHA
BIJIIIOB1Ib HA IIOCTABJIEHE
3aIMUTaHHSA, TPOJEMOHCTPOBAHO
rIrOOK1 3HAHHS ITOHSATIHHOTO
amapary 1 JiTepaTypHHX
JUKepes, yMIHHS
apryMEHTYBATH CBOIO
BIJITTOB1/1b, HABEJCHO MPUKJIAIN

48 48 48 16 B ocHOBHOMY BiJIITOBiIH HA
[IOCTaBJICHE TUTAHHS
IpaBUIIbHA, aJI€ € HECYTTEBI

HETOYHOCTI

36 36 36 12 Binmosigs Ha OCTaBIIEHE
IMMTAHHS 3arajoM HaBeICHO,
ajyie He Ma€ MePeKOHINBOL
apryMeHTallii BiJmoBil,
XapaKTePUCTUKH TTEBHUX
00’€KTIB

24 24 24 8 BianoBiaer mokasye mocepeaHe
3HaHHSI OCHOBHOTO
MPOrpPaMHOTO MaTepiaiy,
MICTUTh CYTT€BI TIOMUJIKU TIPU
TpakTyBaHH1 MOHATIHHOTO

armapary

12 12 12 4 Bianosigb Ha 3anUTaHHSA
HEMOBHA Ta MICTUTb CYTT€EBI

IIOMUIJIKH

Bianosige HenmpaBuiabHA 200
BIJICYTHS

ITizcymKoBa mKajga OUiHIOBAHHA

Ominka B 6aimax | Omigka 3a mkainoro ECTS O1iHKa 32 HAI[IOHAJIBHOIO IIKAJIOK
180 - 200 A BIMIHHO
160 -179 B
150 - 159 C noope
120 - 149 D .
100 -119 E 3a10B1JILHO
0-99 F HE CKJIaB




