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BCTYII

MeTta BCTynHOrO iCIUTY B aCHIpaHTypy 3a cnemiaibHicTio 226 «®apmarnis, mpoMucioBa
(dapMmariis» - 1€ BU3HAUYCHHS (DAKTUYHOI BIAMOBITHOCTI PIBHS OCBITHBOI (KBami(iKaiiiHO1)
MIJITOTOBKK BUNYCKHUKIB 3BO BHMoraM HaykoBoi MiArOTOBKH 3a oOpanuMm (axom. Beryn no
acmipaHTypH 3a crneuianbHicTio 226 «®apmariis, npomucioBa (gapMmauis» 3A1HCHIOETbCS Ha
3acajax BCTYNMHMX ICIUTIB Ha 3arajbHUX MiJCTaBax, Nepen0aueHux YMHHUM 3aKOHOJIaBCTBOM
Ha MOMEHT IMPOBEACHHS BCTYNMHUX BUNPOOyBaHb. /[ cnenianbHoCT «Papmallist, IpOMUCIOBA
¢dapmaris» Ha daxynpreri npomucioBoi (apmanii KHY T/l BcTynHi icnuTu B acmipantypy
MPOBOJATHCS MICIS 3aBEPIICHHS HABYAHHS Ta 3J00yTTS OCBITHBOTO CTYIEHS «Marictp» ado
OCBITHBO- KBaTi(P1KaLIMHOTO PIBHS «CIELIATICT.

Berynuuii  icnut  mpoBOAMThCS Y KOMOiHOBaHi  Qopmi (mMchMoOBa Ta  yCHA).
CxitaaeTbesi 3 TPbOX TEOPETUUHUX NMUTaHb (MMCbMOBA) Ta criBoeciiu. Ha HagaHHS MHCbMOBOT
BI/IMOB1/Il BCTYITHUKY BIABOJAUTHCS 2 TOJAUHH.

OIIMC OCHOBHUX PO3JILIIB TA IX KOPOTKHM 3MICT

3 METOI CKJIaJaHHsS BCTYIHOTO ICIIUTY JJIsl 3apaxyBaHHS Ha HaBUYaHHSA HA 3700YyTTs
CTYNEHsS JOKTOp ¢u1ocodii BCTYMHUK MOBUHEH IMIJrOTYBAaTUCSA 3a HACTYIIHUMHU YOTHpMa
po3aiiamu.

PO31JI 1. TexHoJiorii (papmaneBTHYHUX Npenaparis

3aranbHl MNPUHLMIN oOpraHizauii BUPOOHMUIITB JKApChKUX (opMm. TexHOIOrYHMMA
nporec Ta oro KOMMoHeHTH. [lanyBaHHS TEXHOJOTIYHOTO mpoliecy. MaTepianbHull GasiaHc.
HopmatuBHa [OKyMeHTallis, IO BHUKOPUCTOBYEThCS TpU pO3poOLli, BIPOBAPKEHHI Ta
IIPOMHKCIIOBOMY BUPOOHHIITBI (papMaIleBTUUHUX TIperaparis.

[TonpiOHeHHs, TPOCIIOBaHHS Ta 3MIITyBaHHA Y (apMaleBTUYHIA TPOMUCIOBOCTI.
OOGmamHanHs 171 monpiOHEeHHs Ta Kiacu@ikaiii JIKapChbKUX Ta JOMOMDKHHMX PEYOBHH
(hapMaleBTUYHOTO BUPOOHUIITBA. XapaKTEPUCTUKA Ta KOHCTPYKIIIMHI OCOOIMBOCTI.

[Topomku. Knacudikamis. Bumorn I®Y mo mopomiki. OCHOBHI IpaBuia 3MIlIyBaHHS
iHrpenieHTiB. Jlikapchki pocauHHI 300pH, Kiacu(ikallisg, TEXHOJIOTisA, obmagHanHs. Jlikapchki
pociuHHI Yai. Jlikapceki pocnuaHi 9ai. Bumoru J[DY.

Tabnerku. Buau Ta HoMeHkIaTypa Tabietok. biodhapmaneBTnyHi YWHHUKHU. TeopeTryHi
OoCHOBHU TabieTyBaHHsA. JlomoMikHi pedoBUHH. OCHOBHI TPyHHU JTOTOMDKHHX PEUYOBHUH IS
tabneryBanHa. OcobmuBOCTI TexHoyorii. Papmako-TeXHOJOTiuHI BurpoOyBaHHs. [Ipsime
npecyBaHHs. ['paHynsmis Ta METOAW TpaHyssuii. BriauB rpanymoBaHHS Ha O10JOTiUHY
JIOCTYIHICTh JiKapchkux pedoBuH. Bumoru DY nmo sikocti tabnerok Ilokpurts TabmeTox
o06ooHKo10. TexHoJoTisl OpakyBaHHS Ta OOJIaMHAHHS. TeXHOJIOTIS IUIIBKOBHUX ITOKPUTTIB.
TexHONOTIS OJMEpX)aHHSA NpPecOoBaHUX NOKPHUTTIB. Jlikapchka (opma TpaHyIHM, TEXHOJOTIS.
JHpake, TexHOJOTIYHUI mporec oaepxkaHHa. Kontpons skocti 3a JDY. OOnagHaHHS 11
BUPOOHUIITBA TBEPAUX JiKapchkux (hopMm. TWMM Ta KOHCTPYKIi 3MilllyBadiB, TPaHyJIsSTOPIB,
Cylapok, 0araroQyHKIIOHAIBHUX THUIMIB OOJagHaHHS (3MINIyBau — TPaHYJISATOpP — CyIIapkKa).
Tunu Ta XapakTEepUCTUKH MAIIWH JJIi BUTOTOBJICHHS TabneTok (tabner-mpecu). Tumu Tta
XapaKTepUCTUKU OOJIaTHAHHS /Il HAHECEHHS TIOKPUTTS Ha TabieTku Ta rpanyiu. dacyBaiibHe
Ta MakyBaJibHE 00JIa/IHaHHS.

Pinxi mikapcbki 3aco0u st OpajIbHOTO Ta HAIIKIPHOTO 3acTOCyBaHHs. Po3unmHeHHS SK
mudysiiino-kiHeTnuHuil npouec. naxu inTencudikamii. Bunu nepemimryBanHus (MexaHidHe,
rigpaBnivune, rpaBitamiitae). TexHomoris Ta oonagHanHsa. Criocobu ouuieHHs (BiICTOIOBAHHS,
¢binpTpyBaHHA, UeHTpUGYryBaHHs) Ta amaparypa. Cranpmaprusauis. dapMakoneiHi MeToau
oJlepKaHHA BoaW ouwmiieHoi. DunbTparlis, 10HHUH OOMiH, TUCTWIISIIS, 3BOPOTHIM OCMOC,
enekTpoaeionizamis. ObnagHaHH 171 BUTOTOBJICHHS BOAU JEMiHEPAII30BAHOI T OYHUIIICHOI.



Pinki ikapcbki 3acobu Ay mapeHTepalibHOro  3actocyBaHHs. Kiacudikaris.
TexHounoris BUpoOOHUIITBA 1H'€KIIMHKUX MpenapariB Ta 1HPy31iHUX po3unHiB. KoHLleHTpaTH 1is
IH'eKIIHHUX a00 BHYTPIIIHBOBEHHUX 1HQPY31MHUX pO3YMHIB. BUPOOHUITBO CTEPUIIBHOT
MPOAYKIIII 3aJ€KHO BiJ CIOCOOY JOCATHEHHS CTEPWJIBHOCTI. PO3UMHHUKHU A 1H €KIIMHUX
PO34YMHIB 1 BUMOTH JI0 pO3UMHHUKIB. DapMaKomeiHi MeToIu Ofiep>KaHHs BOJIM 7Sl 1H €KIIN Ta
BHCOKOOUHMIIeHOI Boau. Amaparypa. llpobmemMu BuXigHMX JiKapcbKux pedoBHH. Lnsaxu
crabumizamii 1H’eKIidHUX po3uuHiB. Crabumzaropu. IHdy3iiHi po3umHu. TexHomnoris
IJ1a3MO3aMIHHUX Ta JAE3MHTOKCAIMHUX po34uHiB. CTepuibHI €MyJbCli Ta CycneHsii s
MapeHTepaIbHOTO 3acTocyBaHHA. [lopomkm uis CTEpUIBHUX pO3YHMHIB. TaONeTKH s
10’ eKUIMHNX po3unHiB. OcobmuBocTi TexHomorii. OOnagHaHHS A7 BUPOOHMIITBA PIiIKHX
JIKapChKUX 3ac00iB B ACENTUYHMX Ta CTEPWIBHUX yMOBaxX. ABTOMATH30BaHI YCTaHOBKH
BUTOTOBJICHHS 1H €KLIMHUX JIKapChbKUX 3ac00IB 3a Cy4acHMMHM TexHousorisiMu. OOnanHaHHS
JUTsl BATOTOBJICHHS JTIO(1T130BaHUX JKAPCHKUX (HOPM.

Ouni mikapebki 3acobu. Kmacudikaris. Bumorn no ounux kpanenb. OcoOIuBOCTI
TEXHOJIOT1i BUPOOHUIITBA PO3YMHIB (BOJHUX, OJIIMHUX), Ma3eil 3 aHTUOI0TUKAMHU.

3abe3neueHHst crepuiibHOCTI. CrniocoOu crepuiizamii. O4HiI TUTIBKH. XapakTepHUCTHUKA
ocHOB. TexHOmoTisI BUPOOHHUIITBA, OO0TaTHAHHS.

Excrpakuiiini jdikapchki mpemnapatu. ExcTparyBaHHS 3 pOCIMHHOI Ta TBapUHHOL
cupoBuHu. Kiacudikamiss Ta cydacHUid acOpTUMEHT eKcTpareHTiB. OCHOBHI 3aKOHOMIPHOCTI
eKCTparyBaHHsl 3 POCIMHHOI Jikapcbkoi cupoBuHU. Hlnsxu iHTeHcudikauii. dakropu, sKi
BIUTMBAIOTh HA TIOBHOTY Ta IIBHUJKICTh ekcTparyBaHHs. Hactoliku. Kmacudikamis. OnepxkaHHs
HacTook. Marepailisi, XapakTepucTUKa METOy, MOXKJIMBICTD ii iHTeHcudikauii [lepkonsuis,
xapakTepuctuka Merony. Cranmaptusaiiis HacTohWok. Exkcrpaktu. Kmacudikarmis. Pigki
€KCTPaKTH Ta crocobu onaepkaHHa. OUuIIeHHS Ta cTaHAapTu3alis. ['ycTi Ta cyxl eKCTpakTH,
criocobu onepxkaHHs. OmiifHi ekcTpakTu. CriocoOu oaepskanHs. OmiHka sSKOcTi. EkcTpakTu-
koHIeHTpatu. Ilomiekcrpaktu. [Ipenmapatu 3 CBIXOi POCAMHHOI CHUPOBHUHU, TEXHOJIOTIS.
biorenni crumynaropu (3 POCIMHHOI Ta TBAPUHHOI CHPOBUHH), BJIACTHUBOCTI, TEXHOJOTIS
olepkaHHA. MakcumanbHo ouuieHi npenapatu. Crangaptuzamis. OOnagHaHHsS A
BUPOOHMIITBA JIIKAPCHKUX TpEMapaTiB 3a eKCTPAKIIWHUMH TeXHOJIOTiAMU. Tumm Ta
KOHCTPYKIlISI ©KCTPAKTOPiB. XapakKTepUCTHKa THMIB 1 KOHCTPYKIIM YCTAHOBOK IS
BUIIAPIOBAHHS TA CYIIKH €KCTPAKTIB Y BUPOOHUIITBI I'YCTHX Ta CYXUX €KCTPAKTIB

Kancynmu. Tumm xamcyn. M'ski  Kamcyiau, TEXHOJIOTiS, CTaHaapTu3aiis. TBepai
KEJIATUHOBI KarcCyiau, 0OCOOIMBOCTI TEXHOJIOT1i BUTOTOBIIEHHS, KOHTPOJIb sIKOCT. OOnaHaHHs
JUIs BHUPOOHMIITBA M SIKMX Ta TBEPAUX MEIUUYHUX Karcyl. MeToau 3amoBHEHHS TBEPAMX
Karcyyn. YMHHHUKY, [0 BIUIMBAIOTh Ha O010JOCTYMHICTh JIIKAPCHKUX PEUOBUH Y KEJIATHUHOBUX
Karcynax. MexaHi3M po3naZiaHHs M’ KX Ta TBEpPAUX Karcyll. Mikpokancyiau. TexHomorii
MIKpOKarncyroBaHHs. JIikapchki (OpMH Ha OCHOB1 MIKpOKAIICyI.

M’ski jikapcbkux (opm (JTIHIMEHTH, CYCIIeH31i, eMyJbCii, Ma3i, KpeMu, e, CTYJIHI,
mactv). ArperaTMBHa Ta KIHETHYHAa CTIMKICTh cycneHsid. Kiacudikarmis emynbciil.
CralinpHICTh eMyibciil. DakTopu, 10 BIUIMBAIOTH HA (i3WUYHY, XIMIYHY Ta MIKpPOOIOJIOTIUHY
cTabubHICTh emynbciid. Teopii crabimizamii M’aKuX Jikapcbkux 3aco0iB. Emynberatopw,
knacudikarmis. Knacudikamis maseir. Bumorn no skocti. MaseBi OCHOBH, Kiacuikarris.
Bumorn 1m0 ocHoB. TexHoJoriss BUPOOHHUIITBA M SKHX JIKapChKUX 3aco0iB, amaparypa.
CranmapTu3zarisi.

Pexranphi mikapebki ¢opmu (PJID). Knacudikaris PJID. Cynosutopii. Knacudikariis
CYMO3UTOPHUX OCHOB, BUMOTU J0 HHUX. TE€XHOJIOTiS BUTOTOBIIEHHS Cymo3WTOpiiB. Tumum Ta
KOHCTPYKIIii 00J1afHaHHS JJIs1 BUTOTOBIICHHS cyno3uTopiiB. CTaHnaapTu3anis.

Jlikapchbki 3aco0M, M0 3HAXOAATHCA MMiJ TUCKOM. J[OTIOMDKHI PEYOBMHHM — PO3YMHHUKH,
nponenentd, [IAP, muiBKOyTBOpIOBadi, KOPUI€HH, KOHCEpBAHTH, AHTHOKCHIAHTH.
Knacudikaris aepo3onpHuX JiKapchbkux (opM. TexHosoriss BUrOTOBICHHS (hapMaleBTUIHUX



aepo3oiiiB. Metoau HamoBHEHHs OalioHIB (MiJ THUCKOM, 3a JOMOMOIOI0 I1HEPTHOrO rasy,
3pIDKEHMMM  TIPOIIEJIEHTaMHM, MpH HU3bKIA Temmeparypi). Cranpapruszanis. Tunm Ta
KOHCTPYKIIisl OOJIafHAHHS JJI HAlIOBHEHHS, KOHTPOJIIO Ta YIIAKOBKH a€pO30JIiB.

PO3J1JI 2. HasexkHi npakTuku y papManeBTHYHIN ramxysi

MixHapoaHi Ta BITUM3HSIHI MHIAXOAM A0 3a0€3MeUeHHs SKOCTI JIKapChKUX 3aco0iB
BIJIMTOBITHO JI0 BUMOT HAJICKHUX MPakTUK. OCHOBHI €Tamy BIPOBAKCHHS HAJICKHUX MPAKTHUK.
KutTeBuil UKI JIKAPCHKOTO 3aC0O0Y.

@®apmanieBTHUHA cucTeMa AKOCTi. OCHOBHI MOHSTTS HaJIEXHOI BUPOOHMYOI MPAKTUKU
(GMP) Tta pons GMP B 3a0e3nedeHHs] SIKOCTI Ta ONTUMI3alii BUPOOHMIITBA JIIKAPCHKHUX
3aco0iB. Etanu BmpoBamxenHss HopM GMP y cBiti Ta B YkpaiHi. OCHOBHI NPUHLMIM Ta
npaBwia GMP. [linxonu 10 ynpaBiaiHHSA SIKICTIO Y BIAMOBIIHOCTI 10 TpUHIUIIIB Ta HOpM GMP.
OCHOBHI €J1€MEeHTH CUCTEMH 3a0€3MEUEHHS SIKOCT1 JIKapChKUX 3ac001B. ["apaHTii 3a0e3neueHHs
SKOCTI JIIKAPCHKUX 3aC001B. YNPaBIiHHS PU3UKAMHU JUI SIKOCTI JIIKAPCHKHUX 3aCO01B.

Hanexna nabopaTopHa npakTuKa Mpu MPOBEACHH] JOKITIHIYHUX JTOCHTIKEHb JIIKAPChKUX
3aco6iB. KoHuenmiss Ta OpUHLMIM HaJEXHOI Ja0OpPaTOpPHOiI MPAKTUKU NpPU MPOBEACHHI
TOKTIHIYHUX  JOCHiKeHb. (OCHOBHI BHUMOTH O 3a0€3MEUEHHS SKOCTI, MPUMIIIEHb,
oOnasHaHHs, MaTepialliB, PEaKTUBIB, TECT-CUCTEM, IOCIIPKYBAaHHX Ta CTaHJAAPTHUX 3Pa3KiB,
JOKYMEHTAIlii, TPOBEICHHS JOCIiPKSHb Ta 3BITY MPO iX pe3yJIbTaTH.

Hanexxna xiiHIYHA TpakTHKa MPU MPOBEACHHI KIIHIYHUX BHUIPOOYBaHb JIIKAPCHKHUX
3aco0iB. Konrmemnmiss Ta MNPUHIMIM HAISKHOI KIHIYHOI MPAaKTUKU. Buad KIHIYHUX
BUNpoOyBaHb Ta (a3u MpPOBEJACHHS KIIHIYHUX BUMNPoOyBaHb. I[IpoBeneHHs KIIHIYHHX
BUMPOOYBaHb IO OIIHII 010€KBIBaJEHTHOCTI. MeTa Ta OCHOBHI 3aBJIaHHs HAJIEKHOI KITHIYHOT
npakTUKd. OCHOBHI BUMOTH 10 3a0€3MEYEHHs SKOCTI, JU3aiHy MPOTOKONY Ta MPOBEICHHIO
KIIHIYHUX BUNpoOyBaHb. l[lopsamok odopmieHHsS Ta 3aTBEp/HKCHHS MPOTOKOJIB Ta 3BITIB
KJIIHIYHUX BUMPOOYBaHb.

Hanexna nuctpu6’roTopchka MpakTHKa MpH peatizalii Jikapcbkux 3aco0iB. Konremniis
Ta MNPUHLUINA HAJIEXKHOI TUCTPUO’IOTOPChKOI MpakTUKU. OCHOBHI BHUMOTH JI0 YIPAaBIIiHHSA
SKICTIO, TIEPCOHANly, NPHUMIIIEHbs Ta OOJIaHAHHS, JOKYMEHTAIlll, omepariii 1mo peaizaliii,
ayTCOPCHUHTY, CAMOMHCIIEKIIIH.

Hanexna BupoObnmua mpaktuka (GMP) npu BHpOOHHIITBI JIIKapChKUX 3aco0iB.
[Tpunnunu ta ocHoBHI BUMOTH. CTPYKTypa Ta OCHOBHI HANpPSMU PO3BUTKY MPABUI HAJIEKHOI
BUPOOHMYOI TpakTUKU. HacTaHOBM Ta iHIINI HOPMATHBHI JOKYMEHTH, SKHMH 3aTBEP/KCHI
BITUM3HSIHI BUMOTH JI0 HaJIeKHOI BHpOOHMYOI mpakTuku. HanmekHa BHpOOHHYA MpaKTHKA SIK
JacTHHA 3a0e3MeYeHHS IKOCTI JIIKAPChKUX 3aC00iB.

Bumorn nHanexnoi BupooHuuoi npaktuku (GMP) no nepconany. Bumoru 10 kepiBHOTO
nepcoHangy. YMoBHOBaxkeHa ocoba 3 skocTi. OOOB’S3kM YMOBHOBaXXEHOI 0COOM 3 SIKOCTI,
KEpIBHUKIB BHPOOHWUYOrO BIIAUTY Ta BIIIUIY KOHTPOJIO SKOCTI. HaBuaHHS mepcoHaly y
BiamoBigHOCTI 10 GMP. Po6oTa y BiAMOBITHOCTI 10 CTaHAAPTHUX poOOUYUX Tporeayp. Bumoru
710 TOTPUMAaHHS TIri€HU ePCOHANIOM IIPU BUPOOHMIITBI JIIKAPCHKUX 3aCO01B.

[MpuHMnu Ta npaBuia HajueXHOI BUpOOHMUYOI npaktuku (GMP) mono nmpuminieHs Ta
obOnamHanHs (apmaneBTUYHOrO mianpuemMcTBa. OCHOBHI BHMOTH 110 mpuMiiieHb. Kiacu
YUCTOTH MPUMINIeHb. BUMOTM [0 4YHMCTUX TpUMilIeHb. Bumornm no obOmamHaHHS Yy
BiamoBigHOcTi 70 GMP. Etanmm xBamidikamii TexHonorigHoro oOmamHanas. [ligxomam [0
OYHMCTKHM 0OJIaJIHAHHS, BaiaIlisl OYUCTKH.

Hanexxna mokyMeHTalliss — HEBIJ €EMHHA €JIEMEHT CHUCTEeMH 3a0e3leUeHHs SIKOCTI
JiKapchKUX 3ac00iB BIAMOBIAHO A0 BUMOT HajexHOi BUpoOHMYOi mpaktuku (GMP). OcHoBHI
npunuun GMP 1o noxymeHnTanii Ha (apManeBTUYHOMY HiANPHEMCTBI. Buan mokymenrarii,
BUMOTM 70 JokyMeHTamii. OCHOBHI 3aBIaHHS IHCTPYKIIH 1 MPOTOKOIIB TEXHOJOTIYHOTO
mporecy 1 KOHTPOro sKocTi. CTaHmapTHI onepamiifHi Mpoueaypy B ONTUMI3alii BAPOOHUIITBA.



OcHoBHi po3auu Jlocke BUpoOHUYOT AUTbHUI. CTBOPEHHS Ta YIPABIIHHS JOKyMEHTALIl 11010
TEXHOJIOTIYHOI'O MPOLIECY Ta KOHTPOJIIO AKOCTi. HanexHa npakTuka J0KyMEHTYBaHHS.

[Tpunnunu ta npaBuna GMP 1moa0 TEXHOJIOTTYHOrO MpoLecy BUPOOHUIITBA JTIKAPCHKUX
3aco0iB. 3arajibHi BHUMOTHM JO TEXHOJIOTIYHOTO Tpolecy y BigmoBigHocTi a0 GMP.
Oco0aMBOCTI TEXHOJIOTIYHOI'O MPOLECY BUPOOHULITBA TBEPAUX JIKAPCHKUX (POPM, CTEPUIBHUX
npenapariB, M sKUX JiKapcbkux GopM. Bamigaris TexHosoridyHoro mnporecy. OCHOBHI eTamu
BaJIigarii Ta BUAW BaIigari.

KoHTponb SIKOCTI sIK HEB1I'€MHUM €JIE€MEHT B CUCTEMI 3a0e3MeUYCHHS SIKOCTI JIIKaPChKUX
3aco01B BimoBiAHO 10 BUMOT GMP. OCHOBH1 BUMOTH IO KOHTPOJIIO SIKOCT1 Y BIATIOBIAHOCTI J10
Bumor GMP. Hanexxna naboparopHa npaktuka (GLP) KOHTposto SIKOCTI JIIKapChbKUX 3aco0iB.
OCHOBHI BUMOTM JI0 BII0OpY 3pa3KiB NIpHU MPOBEIEHHI KOHTpoyto skocTi. Ilinxomm no
po3po0ku crerudikaliiii SKOCTI Ta METOJUK KOHTPOJIO SKOCTI JIKapchKuX 3aco0iB. Bamigarris
aHAIITUYHUX METOJIUK KOHTpoJto sikocTi. IIpouenypu cepTudikaiii Jikapcbkux 3aco0iB Ta ix
pOJIb y MIATBEP/PKEHI SKOCTI MPEenaparis.

[IpuHinu Ta npaBwiia HanexxHoi BUpoOHH4oi npaktuku (GMP) mono ayrcopcuHroBoi
TUSTTLHOCTI, OpraHizallii poOoTH 3 peKyiaMmaIlisiMu, BIAKIMKAHHS TPOIYKIlli Ta CAMOIHCTIEKIII].

Bumorn GMP no BupoOHHMIITBA aKTHMBHUX (papManeBTUYHUX IHrpenaieHTiB. Mera Ta
3apaaHHd GMP mpu BUPOOHMIITBI aKTMBHUX (apMaleBTMUHUX I1HTpeaieHTiB. OcoOnMBOCTI
MIIXOMIB 10 CHUCTEMHU ympaBmiHHA skicTio. Bumorn GMP 1o mepconany, mpuMilieHb Ta
oOnasiHaHHs, TOKyMEHTAIlll, TEXHOJOTIYHOr0 MpPOoLEeCy, TaKyBaHHs, MAPKyBaHHS Ta 30epiraHHs
aKTUBHMX (hapMalleBTUYHUX IHTPEIIEHTIB.

PO3A1JI 3. TexnoJiorii akTUBHMX (papManieBTUYHUX iIHTPeIi€HTIB

XiMIYHa cXeMa CHHTEe3Y SIK OCHOBA PO3POOKH TEXHOJIOT1i 01070T1YHO aKTUBHUX PEUYOBHH
(BAP). Buau Ta 1ini cunte3y. Kputepii KUTbKICHOT OIIIHKHM pe3yJbTaTUBHOCTI OOpaHOi CXeMHU
cuHTe3y. dakTopu, IO BHU3HAYAIOTh BHOIp Kpamoi cxemu cuHTe3y. OCHOBHI MIIXOAH 110
IUTAaHYBaHHS CUHTE3Y.

Metoau onepkaHHS OpraHidyHUX CyJIb(OKUCIOT 1 CyIbPOXJIOPUIIB Y XIMIUHIN
texnosorii BAP. Peakmii cynepdyBanHS Ta cCynab(OXJOpyBaHHS B CHHTE31 aKTHBHHUX
(dhapManieBTUIHUX 1HTpeaieHTIB. TexHika Oe3leKu Mpu MPOBEACHHI MPOIeCiB Cyab(yBaHHA 1
Cynb(OoXIIOpyBaHHS

Metoau onaepkaHHs OpPTraHIYHUX HITPOCIONYK y XiMiuHii TexHojorii BAP. Peakmii
HITpYBaHHS B CHHTE31 aKTUBHUX (hapMalleBTUYHHMX IHTPEIIE€HTIB. ATEHTH HITpyBaHHS. Brums
OCHOBHUX TEXHOJIOTIYHMX TMapaMeTpiB Ha TMpoIlec HITpyBaHHA. TexHika Oe3meku mpH
MPOBEJICHHI TMpOIECIB HITpyBaHHsA. biojoriyHo akTWBHI ¢apMmipenapaTd Ha OCHOBI
HITPOCIIOJIYK.

Metoan ojep)kaHHS OpraHIYHUX TaJIOTeHIAIB y MPOMHUCIOBIH TexHomorii A®I.
[anmorenyBanHs. YMOBU TpOBEJEHHS TMpolieciB raigoreHyBaHHs. OCHOBHI cCTajii MpoIecy.
Texnika 6e3meky. bioJoTriuHO aKTHBHI JIIKApChKi pEYOBHHU HAa OCHOBI TAJIOTCHITOX1THHX.

[Ipouiecu HITpO3yBaHHS i Aia30TyBaHHA y mpomuciioBiid TexHonorii ADI. Mexanizmu
mporeciB. BIIMB OCHOBHHMX TEXHOJIOTIYHUX TMapaMmeTpiB Ha XiJl TPOIECY Aia30TyBaHHS.
Oco0arBOCTI TEXHIKH O€3MeKH MPU MPOBEICHH] MPOIIECIB /11a30TyBaHHS Ta HITPO3yBaHHSI.

[Ipouiecu 3amimieHHs (QYHKIIOHAIBHUX TPYyH Yy MOJEKYJl OPraHiyHOI CHOIYKU Y
npoMucioBiit  Texnosorii A®I. AnkinmyBaHHS 1 alWIyBaHHS B CHHTE31 aKTHUBHUX
(dbapmalrleBTUYHUX IHTPEI€HTIB. YMOBU TpoBeneHHs. Karamizatopu B mpoliecax aikiTyBaHHS.
ATmTIOBaHHS 110 aTOMY KHCHIO, 330TY, ByTJIEITIO.

[Iporiecu BiAHOBJICHHSA 1 OKUCIIEHHS y NMpoMHUCIOBiid TexHonorii A®I. Buxopucranus
OKHCHEHHS B CHHTE31 JIIKAPCHKUX pPEUOBUH Ta BiTamiHiB IIpoMucioBi meroam Ta yMOBHU
npoBeneHHs. TexHika Oe3neKu.

[Iporiecu yTBOpEHHS T€TEPOLHMKIIB Y MPOMHUCIOBOMY BUPOOHUITBI CUHTETUYHUX ADI.



Mertoau cuHTE3y II'SITHWICHHUX TETEPOLMKIIB 3 OJHUM 1 JBOMa TeTepoaToMamH.
[lecTuuneHH1 TETEPOLUKIN 3 OAHUM rerepoaToMoM. KoHIEeHCOBaHI TreTepOIUKIN 3 OJHUM
rerepoatoMoM. lllecTuuneHHi reTepouuKiIn 3 ABOMa aTOMaMH a30Ta. bisgepHi reTepouuKiIn 3
IEK1IIbKOMa aToOMaMHU a30Ta.

PO31JI 4. Cnieno0/1aiHAHHA Ta OCHOBHU NPOEKTYBAHHA XiMiKo-(apMaueBTHYHHUX
BUPOOHHUITB

OCHOBM TPOEKTYBaHHS NPOMHUCIOBHX OyJiBellb Ta MPOEKTHA JOKYMEHTallisl.
Oco0aMBOCTI MPOEKTYBAHHS XIMIKO-(apMalleBTUYHUX BHpPOOHMUTB. IIpoexkT Ta mnpoekTHa
JOKYMEHTAaLlIsl, CTPYKTYPHI pO3J1JIM NPOEKTHOT JOKYMEHTAII1i.

['enepanbHuil miiaH mignpueMcTsa. Bumorn OyaiBeNbHMX HOPM 1 MpaBWJl, CTaHIApPTIB
GMP Po3zmilieHHsl Ha reHepajibHOMY IJIaHI BUPOOHWYMX 1 JIONOMIXKHUX OyJIBENb Ta CHOPY/I.
[InanyBaHHs Ta pPO3MIIIEHHS JIIOJCBKUX 1 BAHTAXKHUX IIOTOKIB HAa TE€HEpPAJIbHOMY IIJIaHi.
TexHIKO-eKOHOMIYH1 MOKa3HUKHU T€HEePATLHOTO IJIaHY.

XapakTepucTuka  NpPOMHUCIOBUX  OyaiBenb.  OO'eMHO-IIaHyBadbHI  pIllIEHHS
npomucioBux OyaiBenb. Bumorn GMP 10 BUpOOHHMYHX 1 JOMOMDKHHX MPHUMIIIEHb XIMIKO-
¢dapmaneBTHYHUX BUpPOOHUUTB. Tumizamis Ta yHigikalis NPOMHUCIOBHX OyIiBeiab Ta iX
€JIEMEHTIB.

Uucti mnpumimieHHs. TexHosorii 4ucTtux npuminieHb. HopmatuBHa 0aza s
MPOSKTYBaHHS Ta €KCIUTyaTallii YMCTUX MpuMilieHb. [IoToku TOBITps Ta iX XapaKTepHCTHKA.
[loBiTpsiHi ¢inbTpu Ta QuIbTpyroul Marepianu. IIpoekTyBaHHS CHCTEM MIATOTOBKH Ta
KOHJMIIIIOBAaHHA TIOBITPSI B CTEPUJIbHUX 1 AaCENTUYHHMX MPUMILIEHHAX (papMaleBTUUYHUX
BUpPOOHULTB. OCHOBHI NPUHIMNM NPOEKTYBAHHSA YUCTUX HpuMimeHb. Kiacu uwucrortn.
MoaynesHi uncti npuminieHHs. Bumorn GMP 110 KOHCTpYKTMBHUX 1 TJIaHYBaJbHUX PIIICHb
OpU HPOEKTYBaHHI (hapMalleBTUYHOIO BUPOOHMLITBA, MaTeplalbHUX 1 JIOACBKMX IOTOKIB.
KoHCTpyKTHBHI 1 mJaHyBajbHI pIIIEHHS HIpPU MPOEKTYBaHHI YHCTUX MPUMILIEHb IS
CTEpWJIbHUX, ACENTUYHUX Ta 1HIIUX MPUMIIIEHb (papMalleBTUUHUX BUPOOHULTB. Po3MileHHS
obnaHaHHSA y BHPOOHMYMX TMPUMIMICHHSIX, IUIAHK Ta PO3pi3u BHPOOHWYMX Oy/iBEb,
npumitieHb. [3omroroui (6ap’epHi) TexHoaorli. ABTOHOMHI Ta MOOUIbHI YHCTI 30HU (KaOiHH,
Moaysi, Ookcu). I3omsaTopu. OcCOOAMBOCTI KOHCTPYKIiHM 130JsaTOpiB. [301sTOp Ta RABS
(cuctemu Gap'epiB 0OMeKeHOTO H0CcTyIy) bokcu 6i070T14HO1T O€3MeKH, KOHCTPYKITiS.

OPIEHTOBHMI MEPEJIK NHUTAHb, 10 BHUHOCATHCS HA BCTYIIHUHA
ICIINT 31 CIIEHTAJIBHOCTI

1. HaBecTu TEXHOJOTIYHY CXeMy BUPOOHHUIITBA HACTOSHOK 13 3a3HAYCHHSM KPUTHYHUX CTail
Ta oOagHaHHA. [T0SICHUTH MEeTO MEPKOJIAIIIT PU OJiepKaHHI HACTOSHOK.

2. Hamectn TeXHOJIOTIYHY CXeMy BHPOOHMIITBA CKJIAQTHUX 300piB 13 3a3HAYCHHSM
amapaTypHOT'O OCHAIIIEHHS KOXKHOI CTafii, OOIpyHTyBaTH BUOIp 00JIaHAHHS B 3aJI€KHOCTI
B1J1 BUAY BUX1THOI CHPOBHUHH.

3. HaBectn TexHONOTIYHY cXeMy BHUPOOHHUIITBA TaOJETOK TNPSIMHM TPECYBaHHAM 13
3a3HAYCHHSAM amnapaTypHOro OCHAIIEHHS KOXKHOI CTajil; BKa3aTh TMepeBaru METOAy Ta
MOSICHUTH HOT0 3aCTOCYBaHHS Y BUIAJIKY JIIKAPCHKUX PEUOBUH, L0 MOTAHO MPECYIOTHCS.

4. HaBecTH TEXHOJIOTIUHY CXEMYy BHUPOOHMIITBA PIJKUX EKCTPAKTIB Ta TMOSCHUTU CIOCIO
OJIEp’)KaHHSA PIOKUX EKCTPAKTIB PEMEepKOAIi€0. 3a3HAYUTH KPUTHYHI CTajii Ta
oOaiHaHHs, 1[0 BUKOPUCTOBYETHCS Ha KOXKHIM cTaii.

5. HamecTu TexHOJOTIUYHY cXeMy BUPOOHUIITBA iHPY31MHUX PO3YHHIB Y CKISHUX (IIakoHAaX i3
3a3HAYCHHSM arapaTypHOTO OCHAIIEHHS KOXKHOI CTafil. BUSHAUNTH Ta MOSICHUTH KPUTHYHI
cTaii mporiecy.

6. HaBecTn TEXHOJOTIYHYy CXeMy BHPOOHHMIITBA TYCTHX €KCTPaKTIB 13 3a3HAYCHHSIM
amapaTypHOTO OCHAIIEHHS KOXKHOI CTafii; MOSICHUTH NPUHIUI poOOTH OONagHaHHA Ha
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CTalil 3TyIIeHHS

HaBectu TexHOJIOTIYHY cXeMy BHPOOHHUITBA 1H(Y3IIHUX pO3YMHIB 3a TexXHOJOTi€0 «blow-
fill-seal» (BFS) i3 3a3Ha4yeHHsSM amapaTypHOTO OCHAIICHHS KOXKHOI CTajii; MOSCHUTH
0COOJIMBOCTI Ta MepeBaru JaHOi TEXHOJOT1].

HaBectn TexHONOriuHy cXeMy BHUPOOHMITBA OYHUX Kpamelb 13 3a3HayeHHSIM
amapaTypHOTO OCHAI[EHHS KOXXHOI CTajli, MOSICHUTH OCOOJMBOCTI BHPOOHHUIITBA OYHHX
JKapchKUX (Hopm

HaBectn TexHONOriYHYy cxeMy BHUpPOOHMIITBA €MYJIbCIHHOI Ma3l 13 3a3HAYEHHSIM
oOnazHaHHA Ta KPUTHYHUX CTaalid. 3a3HauuTH (aKToOpH, 110 BIUIMBAIOTh Ha (HI3UUHY,
XIMIYHY Ta MIKpOO10JIOT14HY CTaOLIBHICTh EMYJIbCIH

HaBectu TexHOJIOTIUHY cXeMy BHUPOOHHLTBA TAOJETOK 3 HUIYHKOPO3YMHHUM IMOKPHUTTSM,
BKa3aTH 00JaJIHaHHS, 1[0 BUKOPUCTOBYETHCS HA KOXKHIN cTali

HaBectu TexHONOriyHy cxeMy BHUPOOHHMITBA J1O0(UII30BAHUX JIKApChbKUX (HopM
MapeHTepaIbHOrO0 TMPU3HAYEHHS Ta TMOSACHUTH MPUHIUO poOOTH oOJaJHaHHA IS
miodimizarii.

HaBectn TexHONOriyHy cXeMy BHUPOOHHUITBA TaOJIETOK 3 IPECOBAHUM IMOKPUTTSAM Ta
MOSICHUTH MPUHLHUIT POOOTH 00JIaAHAHHS JUIsl OZiepKaHHS IPECOBAHUX MOKPUTTIB.

HaBecTu TexHOJOT1YHY cXeMy BUPOOHUITBA TaOJIETOK Yepe3 CTa/Ail0 BOJIOTOi IPaHyIISIIT 13
3a3HaYCHHSM KPUTHUYHUX CTaJii Ta anapaTypHOTO OCHAICHHS KOXHOI CTaIii.

HaBecTn TexHONOTiYHY CXeMy BHPOOHMIITBA TBEPAWX OIKEJATHHOBUX Karcyn i3
3a3HAYCHHSIM KPUTHYHHUX CTaJiil Ta amapaTypHOTO OCHAICHHS KOXKHOI CTajii, 3a3HAYUTH
CIocoOM 1HKAICYJIOBaHHS.

HaBectu TexHOJOrIYHY cXeMy BHpPOOHHMITBA Ma3eil 13 3a3HAYEHHSIM amapaTypHOro
OCHaIIleHHs1 KOXHO1 cTajii. HaBecTu kiacudikaliito Ta BAMOTH 10 Ma3€BHX OCHOB

HaBecTu TeXHOJOTIYHY cXeMy BUPOOHUIITBA Jpake 13 3a3HAYCHHSIM KPUTHYHUX CTald Ta
HOSICHUTH TEXHOJIOT1}0 BUTOTOBJICHHS JIPAXKE.

HaBecTtn TexHONOriYHY CcXeMy BHUPOOHHUIITBA TaOJIETOK 3 IUIIBKOBUM TOKPHUTTAM 13
BKa31BKOIO KPUTUYHUX CTaiil Ta amapaTypHOro OCHAllleHHsS KOxHOi crafii. [loscHuTH, SK
KJIacU(PIKYIOTHCS TOKPUTTS TSI TaOJIETOK.

HaBecTu TexXHONOTIYHY cXeMy BUPOOHUIITBA TAOJETOK 3 KUIIIKOBOPO3YMHHOIO 0O0JIOHKOIO
13 3a3HAYEHHSIM anapaTypHOro OCHAIICHHs Ta KpUTUYHUX cTaii. [IpuBecT kiacudikaiiro
(3a (QyHKIIOHATPHUM MPU3HAYCHHSIM) TOTMOMDKHHX PEUYOBHH [IJII TOKPUTTS TaOJICTOK
000JIOHKOIO

HapecTn TexXHOJOTiYHYy cXeMy BUPOOHHUIITBA OPTaIbMOJOTIYHUX Ma3el 13 3a3HauYCHHSIM
amapaTypHOrO  OCHAIleHHS  KOXKHOI  cTajii, BKa3aTH OCOOJMBI  BUMOTH [0
0 TaTBEMOJIOTIYHUX JIIKAPCHKUX M’ SIKHX (popM

HaBectu TeXHONOTIYHY cXeMy BUPOOHUIITBA TBEPIUX JIKAPCHKUX (POPM 3 BUKOPUCTAHHSIM
OJIHOTO 3 BIJOMHX CHOJYYEHHUX METO/IIB OJICp>KaHHS TPAHYJIATY 13 3a3HAYEHHAM KPUTUYHUX
CTaIiii Ta amapaTypHOTO OCHAIIEHHS KOXKHOI CTaiil, BKa3aTH HaWOIIbII TMOMIHUPEHI
CIIOJTYYCHI METOI!

HaBectu TexHONIOTIUHY CXeMy BHPOOHHUIITBA TBEPIUX KEIATHUHOBUX KaIlCyJl, 3alIOBHEHHUX
rpaHyJiaMd, 13 3a3HAYCHHSIM KPUTUYHHUX CTaJii Ta amnapaTypHOro OCHAIEHHS KOXKHOT
cramii. IloscHUTH MeXaHI3M BUBUIBHCHHS AaKTHBHUX (DapMarneBTUYHUX I1HTPEIIEHTIB 3
TBEPJUX KEITATUHOBUX KarlCyJl

HaBecTu TexHOMOTiYHY cXeMy BUPOOHHIITBA O(TAIBMOJIOTIYHIX PO3UMHIB 13 3a3HAYCHHIM
KPUTHYHUX CTaJiil Ta amapaTypHOro OCHAILIECHHS KOXKHOI cTali; chopMynroiiTe BUMOTH J10
iX BUpOOHUIITBA

HaBecTn TexHOJIOTIYHY cXeMy BUpPOOHHMIITBA OaraTomapoBuX TaOJETOK 13 3a3HAUYCHHSIM
KPUTUYHHUX CTaJIi Ta amapaTypHOrO OCHAIICHHS KOXKHOI CTaiii; MOSICHUTH 3a SKHUMH
MMOKA3HUKAMH KOHTPOIIFOETHCS SIKICTh Ta0JIETOK
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HaBectu TexHOJIOTIUHY cXeMy BUPOOHHMLTBA OYHMX Kpamesb y TIOOMK- KpameJbHHIIX 13
3a3HAYEHHSAM KPUTUYHHUX CTaJiil Ta amapaTypHOro OCHAILEHHS KOXHOI CTaiil; MOSCHUTHU
CHocoOM 130TOHI3allli OYHUX Kpaneb

HaBectn TexHOJOTIYHY CXe€My BHPOOHMITBA CKJIQJHUX [OPOLIKIB 13 3a3HAYEHHIM
anmapaTypHOTO OCHAILEHHS KOXHOI CTajii; MOSICHUTH OCHOBHI IMpaBujia 3MIITyBaHHS
IHIpEIIEHTIB

HaBectn TexHOJOTIYHY cXeMy BHUpPOOHUUTBA CyXHX €KCTPakTIiB 13 3a3HAYCHHIM
anmapaTypHOro OCHAIEHHsS KOKHOI CTafil; 3a3Haure (akTopu, IO BIUIMBAIOTH Ha
eKCTparyBaHHs 010JIOTTYHO aKTUBHUX PEYOBHH 3 BUCYILIEHOT POCIMHHOI CUPOBUHU
HaBectu TexXHOJIOTIUHY CXEMY BHUPOOHMIITBA O(PTATIBbMOJOTIYHUX PO3YMHIB y THOOHK-
KpamnenbHUIX 13 KPUTUYHUX CTaJlil Ta 3a3HAUYECHHSIM anapaTypHOrO OCHAIIEHHS KOKHOT
CTaJIil; MOSICHUTH CTIOCOOM 130TOHI3aIllT OUHUX Kparelb

HaBectu TexHOJIOTiUHY CXeMy BHUPOOHMIITBA TaONETOK 3 IUIIBKOBHM MOKPUTTAM 13
3a3HAYCHHSM KPUTUYHHUX CTaJiil Ta amapaTypHOro OCHAIICHHS KOXHOI CTajii, MOSCHUTH
MPUHIMI poOOTH OO IHAHHS JJI1 HAHECEHHS TUTIBKOBUX MOKPUTTIB

HaBectu TexHOJOTiYHY cXeMy BHPOOHHIITBA JBOIIAPOBHX TAOJIETOK 13 3a3HAYCHHSIM
KPUTHYHHUX CTaJii Ta amapaTypHOTO OCHAIICHHS KOXXHOI CTaii; MOSCHUTH, SKI YMHHHKU
BIUTMBAIOTH Ha AKICTh TaOJETOK

HaBecTn TexHOJOTIYHY CXeMy BHUPOOHHUIITBA TaOJICTOK 3 JAPAKOBAHHM TMOKPHUTTIM 13
3a3HAYCHHSM KPUTUYHHUX CTaiil Ta amapaTypHOro OCHAIICHHS KOXHOI CTajii, MOSCHUTH
METOJT HAHECEHHS JPaKOBAHMX MOKPHUTTIB

[TosicHUTH OCOONHMBOCTI TUTAHYBAHHS YHCTHX MPUMIIIEHh BHUCOKOTO KJIAcy YHCTOTH
B1JIHOCHO 1HIITUX MPUMIIICHb

3aznaure ocHoBHI BuMoru GMP 1o TexHos0ri4HOr0 npoiecy

JlaTn XapakTepuCcTUKy YUCTUM 30HaM. [10SCHUTH KOHCTPYKTUBHE O(OPMIIEHHS YUCTUX 30H
JlaT XapaKTepuCTUKY CHCTEMaM MIATOTOBKU TMOBITPS MAJS CTEPWIBHUX 1 ACENTHYHHMX
BUPOOHUIITB

JlaTu 3aranbHy XapakTEepUCTUKY (PUIbTpam, 110 BUKOPUCTOBYIOTHCS JJIsI OUUIIEHHS MOBITPS
3a3HauMTH 3aXO0AM IO 3amoOIraHHIO MepexXpecHOl KOHTaMiHAIil TMpH TMPOBEICHHI
TEXHOJIOTIYHOTO MPOIIECY

JlaT  XapakTEepUCTUKY 130JI0I0YMM TEXHOJIOTISIM Ta 3a3HAYUTH TMEPCHEKTUBU  iX
BUKOPHUCTAHHS Ha (papMalleBTUYHUX IMiAMPUEMCTBAX

Hanatu Bu3HAaueHHs 100 CYMYyTHBOI Bajifaiii Ta 3a3HAYMTH, SK BOHA MPOBOAUTHCS Y
BiANOBIAHOCTI 10 BUuMor GMP

JlaTu BH3HAYEHHS YHUCTOTO NpuMimieHHs. Kiacudikaliis nmpyuMimieHp 3a KJlacaMl YUCTOTH
3a3HauUTH BUMOTH JI0 OOJIaJHAHHS NIl BUPOOHUIITBA CTEPUIIbHUX JIKAPCHKUX 3aCO0IB Ha
(hapMalieBTHIHOMY ITIAMPUEMCTB1 Y BiAMOBIAHOCTI 10 BuMor GMP

[TosicHUTH KOHCTPYKTHUBHI 1 IJTaHYBaJIbHI PIIIEHHS MMPY MPOCKTYBAHHI YNCTUX MPUMIIICHB
Hanmat Bu3HaueHHs 11070 ¢apMaIeBTHYHOI pO3pOOKH Ta 3a3HAYUTH ii pOb y CHUCTEMI
3a0e3reueHHs SKOCTI JTIKapChKUX 3ac00iB

3a3HauUTH BUMOTH JI0 HAaBYaHHS NIEpCOHANY Yy BianoBigHocTi 10 GMP

Ornrcatv BUMOTH JI0 BUPOOHHMYO1 30HU Y BiMOBiTHOCTI 10 GMP

Hanatu Bu3HAuUeHHs MO0 CYMyTHBOI Bajifamii Ta 3a3HAYUTH, SK BOHA TMPOBOJUTHCS Y
BiAnOBIAHOCTI 10 BUuMor GMP

3a3HaYUTH METy Ta OCHOBHI MPHUHLMIHN HaJEKHOI MPAKTUKH 30epiraHHs JIKapChKUX
3ac00iB Ha (hapMaleBTUYHOMY MiAIMPUEMCTBI

3a3HaunTH 3arajbHi BUMOTH JI0 TEXHOJIOTIYHOTO TIpOoIiecy Y BianoBigHocTi 10 GMP
Hanatu Bu3HayeHHs MmOJ0 peBalifaimii Ta 3a3HA4YUTH, SK BOHA MPOBOJUTHCSI Y
BlamoBigHocTl 10 BUMor GMP

3a3HAaUWTH OCHOBHI BHUMOTH JO JIOCKE€ BUPOOHWYOI MAUTbHHUIN (HapMaleBTUIHOTO
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M1AIPUEMCTBA

3a3HaYUTH BUMOTH JI0 BUX1HOI CHPOBHHH Ta MaTepialiB y BIAMOBITHOCTI 70 BuMor GMP
3a3HaYUTH OCHOBHI MPUHILIUIIH BaJiAAI1 OUUCTKH

3a3HauUUTH Ta OXapaKTepU3yBaTH eTanu KBajigikamii obmagHaHHS (papMaleBTUYHOrO
MIMPUEMCTBA Y BianoBiaHocTi 10 GMP

3a3HauUTH BUMOTH J0 JOKYMEHTallii Ha (papMaleBTUYHOMY MiIIPUEMCTB1 y BIAMOBIAHOCTI
1o sumor GMP

[TosicHuTy MeTy Ta OCHOBHI MPUHIIMIHU CKJIAJIaHHS MaTepialbHOTO OanaHCy BUPOOHHIITBA
(bapmareBTUYHOI POIYKIIT

Hanatu Bu3HAueHHs SKOCTI JIKapChbKOTO 3aco0y Ta 3a3HAYUTH BHMOTH JO SIKOCTI
(bapmareBTUYHOI IPOIYKIIT

3a3HAaYUTH OCHOBHI TIOJIOKEHHSI KOHIICTIIIT 3a0€3MEeUeHHs SKOCT1 JIIKAPChKUX 3aco0iB 1
MOCTYJIaTH, Ha STKUX BOHA 0a3yeThes

BuszHaunTv OCHOBHI MNPUHIMIN KOHTPOJIIO SKOCTI BIAMOBIAHO JO BUMOT HaJEXKHOI
BUPOOHNYOI IPAKTUKU

3a3HauUTH 3arajbHi BUMOTM JI0 MpHUMIilIEHb (apMaleBTUYHOIO MIANPUEMCTBA Y
BianoBigHocTi 10 GMP

3a3HauYUTH OCHOBHI MPUHIIUIHN (apMalleBTUIHOT CUCTEMH SIKOCTI

BusHauuTte ponp Ta 3HAYCHHS HAJCKHUX MPAKTHK Yy 3a0e3MeueHHi SKOCTi JKapChbKUX
3ac00iB

3arajgbHa TEXHOJIOTISl OTPUMaHHS aHTUOAKTepiaIbHUX Cylb(paHiIaMiIHUX 3ac001B
[TosicHUTH TEXHOJIOTII0 OTPUMaHHSI JIeBOMilleTHHY. HaBecTr cxemy XiMiuHUX MEPETBOPEHB,
BUXOJISIYM 3 aHITIHY

[TosicHUTH OCHOBHI crOCOOM Cynb(yBaHHS y MPOMHUCIOBOMY BHPOOHHUIITBI CHHTETHYHUX
A®I. 3a3Ha4nTH YMOBHU Ta KOHTPOJIb MPOBEACHHS MPOIIECIB CyIb(yBaHHS

JlaTh XapakTepUCTHKy MICIIEBUM (€CTepHMM 1 amigHUM) aHecTteThkaM. [loximHi m-
aMIHOOCH30MHOI KHCJIOTH. TexHoJIoTis OTpuMaHHS Ta (I3WYHI BIACTUBOCTI CKJIAJHUX
€CTepiB - aHECTE3UHY, HOBOKATHY, AUKATHY

[TosicCHUTH TEXHOJNOTII0 OTPUMAaHHS HOPCYJIb(}a30dy Ta HABECTH CXEMYy XIMIYHHX
NEpPEeTBOPEHh  BUXOASYM 3  IlaHaMiJly  Kalbllilo, YpUTWIAHCYIb(OXIOpUIy Ta
XJIOpaleTaabAeriay. 3a3HaYUTH METOAN CTBOPEHHS Tia30JIbHOTO LIUKITY

[TosscHUTH TEXHOJIOTII0 OTPUMaHHS CyJb(paAIMETOKCHHY Ta HABECTH CXeMa XIMIYHHUX
NEPEeTBOPEHh BHUXOJAAYM 3 I[IAHOLTOBOI KHCIOTH, CEYOBHHH, I-KapOOMETOKCiaMiHO-
6enzoncynbdoxiiopuay. 3a3HAYUTH METOIU CTBOPECHHS MIPUMITIHOBOTO IIUKITY

[TosscHUTH TEXHOJIOTIF0 OTpPHMaHHS Cyib(alipyuIa3uHy Ta HABECTH CXEMY XIMIYHHUX
MEePEeTBOPEHb BHUXOASYM 3 MaJIEiHOBOTO AaHTHIPHIY Ta TiApasuHCynbdaTy. 3a3HayTe
METOM CTBOPEHHS Ta MOAMQIKAIl T1APHIa3HHOBOTO IIHUKITY

[TosiCHUTH TEXHOJOTII0 OTPUMAaHHS Calla30JJUMETOKCHUHY Ta HAaBECTH CXEMYy XIMIYHHX
MEePEeTBOPEHh BUXOIMYM 3 Cylb(aaiMETOKCMHY Ta calinuioBoi kuciuotu. Jlatu
XapaKTepUCTUKY KOMOIHOBAHUM MPOTHUMIKPOOHUM 3aco0am

Jlati xapakTepucTuKy cyibQaHutaMizaMm aHTUTIikemiuHoi aii. [loSCHUTH TEXHOJIOTio
OTpUMAaHHS I[MKJIAMily Ta HABECTH CXEMY XIMIYHUX TEPEeTBOPECHb, BUXOIIYH 3 II-
TOIYOJICYJIb(amiay, CCUOBUHH Ta IUKIOTeKCHIAMIHY

Jlati xapakTepucTuky cynbdamigam-nuyperukam. [lOSICHUTH TEXHOJOTiII0 OTPUMaHHS
eTaMigly Ta HAaBECTH CXEMY XiIMIYHUX MEPETBOPEHD BUXOSYU 3 TOIYOITY, IIMKIOMETHAZUTY
[TosicHUTH TEXHOJOTiI0 OTpUMaHHS (QypOCEeMiTy Ta HAaBECTH CXEMY XIMIUHUX NEPEeTBOPEHb
BUXOJISIYH 3 2-aMiHO-4- XJIOPTONIyOIy Ta Qypdypoiy

[TosicHuTH MeXaHi3M MPOIIeCy HITPyBaHHS Ta BIUIMB OCHOBHHMX TE€XHOJIOTIYHHMX MapaMeTpiB
Ha TPOIIEC HITPYBaHHS. 3a3HauTe eJeKTPO(UIBbHI HITPYIOUl areHTH

[losicHUTH TEXHOJIOTiI0O OTPUMAaHHS JICBOMILIETHHY Ta HABECTH CXEMy XIMIYHHX
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NIEPETBOPEHB, BUXOSYH 31 CTUPOILY YEPE3 M- HITPOPEHUIXIIOPMETHIKAPOIHOI

[losicHUTH TEXHOJNOrII0 OTPUMAHHS JIEBOMILIETUHY Ta HABECTH CXEMYy XIMIYHUX
MIEPETBOPEHB, BUXOIYH 3 ETHIOEH30ITY

[TosicHuTH peakuii a30cnoayYeHHs B TpoMHUCIIOBiil TexHoorii ADI Ta HaBecTH npuKIaIH
JlaTn XapakTepHCTHKY IpoliecaM CyJlb(pyBaHHS B MpOMHUCIOBIN TexHosorii ADI, HaBecTn
MpUKIaan

[TosicHuT OCHOBHI MAXOU A0 MIaHyBaHHs cuHTe3y ADI, HaBecTH mpukiIaau

[losicHUTH MeTOoAM OJEpKaHHS OPraHiuYHUX CYJIb(POKHUCIOT 1 CyIb(OXIOPUAIB Yy XIMIUHIN
TEXHOJIOT1i 010JI0T1YHO AKTUBHUX PEUYOBUH

3a3Haure OI0JOTIYHO aKTHBHI (apMipenapatd Ha OCHOB1 HiTpocnoiyk. [losicHuTu Ha
MPUKIaaX MEXaHI3M HITPyBaHHS

[TosicHuTH MexaHI3M peakuiid a3ocnojlydeHHs B mpomuciioBid TexHonorii A®I. Hasectu
MpUKIaaN

3a3Haure O010JIOT1YHO aKTWBHI JIIKAPChKI PEUOBUHM HAa OCHOBI rajioreHnoxignux. Hasectu
CTa/ii raJoreHyBaHHs apOMaTHYHUX CIOJYK Ta CXEMU T'aJIOTeHyBaHHS aJKaHIB

HaBectu npuxmnanu rajgoreHyBaHHs cnupTiB B TexHousorii A®I. IloscHutH, SIK 3aM€XKHUThH
HIBUJKICTh rasiorenyBanHs Bia npupoau HHal ta 6ynosu cnupty

[TosicHuTr MexaHi3M TrajoreHyBaHHS KapOOHUIBHUX CIOJYK 1 KapOOHOBHX KHCJIOT Ta
HaBECTHU CXeMU CUHTE3y edenpuny Ta Opomkambopu

JlaTu xapakTepuCTHUKY (Ha MPUKIIAax) MpoiecaM BiJHOBJICHHS Y MPOMHUCIOBINA TE€XHOIOTI]
ADI

JlaTn XapakTepHCTHKY (Ha MPHUKIa[ax) METOJaM OKHCIIEHHS Yy IMPOMHUCIOBIN TEXHOJOTIT
ADI

[TosicHUTH 3acTOCYBaHHS METOMIB OKUCHEHHs (Ha mpukiagax) y TexHosorii AL
3a3HauYUTH, B CUHTE31 SIKUX JIIKAPCHKUX PEUOBHH Ta BITaMiHIB BUKOPUCTOBYIOTh OKMCHEHHS
JlaTu xapakTepucTUKy (Ha MpPUKIAAAx) TMpolecaM HITPO3yBaHHS y IPOMUCIIOBIH
texHousorii A®I

JlaTu XapakTepUCTUKY (Ha IMPUKIIaAax) Mpouecam Iia30TyBaHHS Y IPOMUCIIOBIN TEXHOJIOTIT
ADI

JlaTtu 3arajgbHy XapakTepUCTHUKY MpoIecaM 3aMillleHHsI (QYHKLIIOHAIBHUX I'PYIN Y MOJEKYJIl
OpraHivyHOI CHOJYKH Yy TPOMHCIIOBiIM TexHosorii A®I. 3a3HaunTu OCHOBHI (hakTOpH, IO
BIUIMBAIOTh Ha X1JI IPOLIECY

JlaTyn XapakTepuCTHKy (Ha MNpUKIanax) MpolecaM ajKUIyBaHHS Ta alWJIIOBaHHA Y
MPOMUCIIOBiH TexHooT1i ADI
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KPUTEPIi OLIHIOBAHHS BUIITOBIJE

O1iHIOBaHHS BIJNOBIAI Ha MHCHbMOBI MUTAHHS Ta YCHY CIHIBOECIAY 3M1MCHIOETHCA 3a
1IKaj1010. MakcuMalbHa KIIbKICTh OaliB 32 BUYEPIIHI BIANOBIAlI HA TPY MMChMOBI MUTAaHHS Ta
ycHy criBOeciny ckinagae 100 Gamis.

IIIkxaJjia oniHIOBaHHA BiANoBigel HAa NUTaHHA

[Tkana oriHIOBaHHS BIANOBIEH HA TUTAHHS KpuTepii ouiHOBaHHS
nepiie apyre TpeTe crniBOeciga
MMATAHHS MMATAHHS MMATAHHS (ycHe)
(nucpmoBe) | (mucbMoBe) | (MUCHMOBE)
30 30 30 10 [TpaBunbHa BUUepIiHa
BIJTIOB1/Ib Ha ITOCTABJICHE
3aMUTaHHA,

POJEMOHCTPOBAHO TNIMOOKI
3HAHHS MOHATIHHOIO anapary i
JTepaTypHUX JHKEPEIl, yMIHHS
apryMeHTYBaTH CBOIO
BIJIITOB1b, HABEJIEHO
NPUKIATU

24 24 24 8 B ocHOBHOMY Bi/MIOBi/Ib HA
[IOCTaBJICHE TUTAHHS
MpaBUJIbHA, ajie € HECYTTEBI
HETOYHOCTI

18 18 18 6 Bianosigs Ha mocTaBieHE
[IMTAHHS 3arajoM HaBEIEHO,
ajyie He Ma€e NIEPEKOHIIUBOT
apryMeHTaIlii BiiroBiii,
XapaKTePUCTUKH TTEBHHUX
00’€KTIB

12 12 12 4 BiamoBiap mokasye mocepeaHe
3HaHHSI OCHOBHOT'O
IPOTPaMHOTO Martepiaiy,
MICTHTh CYyTT€B1 TOMUJIKH TIPH
TpaKTyBaHHI TOHATIHHOTO

amapary
6 6 6 2 BinnoBigs Ha 3anUTaHHS
HEIOBHA Ta MICTUTh CyTT€EBI
ITOMUJIKH
0 0 0 0 Bianosines HenmpaBuibHa abo
BIJICYTHS
IlincymMKkoBa mKajia OHiHIOBAHHS
Ominka B 6aimax | Ominka 3a mkainoro ECTS O1iHKa 3a HAIlOHAJILHOIO IIKAJIO0
81-100 A BIIMIHHO
80 B
70 C Aodpe
60 D )
0 E 3aJ0BUILHO
0-40 F HE CKJIaB
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