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HALIIOHAJIBHUH BCTVYII

BupoOHUIITBO AOCHIIKYBAaHMX JIKAPCHKUX 3aCO0IB  CYNPOBOIKYETHCS
JIOJTATKOBOIO CKJIQ/THICTIO MOPIBHSHO 3 BUPOOHUIITBOM 3apEECTPOBAHUX JIIKAPCHKUX
3aco0iB. Lle moB’sg3aHo 3 PI3HUM IU3aHHOM KJIIHIYHMX BUIPOOYBaHb, BIJICYTHICTIO
MOBHOI Badifamii mpolecy, CKIQJHICTIO BUPOOHMYMX OIepalii, a TaKoxX
BUKOPUCTAHHAM MOJU(DIKOBaHUX a00 MEpenaKkoBaHUX 3aPEECTPOBAHUX JIIKAPCHKUX
3ac00iB. 3 MeTor0 3a0e3mneueHHsT Oe3meKu CyO’€KTIB KIIHIYHMX BUIPOOYBaHb Ta
HEJIOMYIICHHSI BIUTMBY HEHAJCXKHOI SKOCTI, Oe3mekn uYnd eQEeKTHBHOCTI Ha
pe3yJbTaTH KIIHIYHUX JOCIIKEeHb, 0 BUPOOHMIITBA JOCTIIKYBAaHUX JIIKAPCHKUX
3ac00IB  PEKOMEHJOBAaHO 3aCTOCOBYBATH TMPHUHIMUIIM HAJIEKHOI BHUPOOHHUOT
npaktuku (man — GMP). BoaHouac mijixoyd MarOTh 3aJMIIATACA THYYKUMHU JIJIS
BpaxyBaHHsI 3MiH, 1110 BUHUKAIOTh y MPOIECl HAKONUYEHHS 3HaHb, 1 BIAMOBIIATH
cTajii po3poOKH JiKapChKOIro 3ac00y.

VY €sponeiicbkomy Cor031 CTPYKTypa PeECTPaIIfHOTO I0ChE€ BCTAHOBJICHA Y
¢dopmari 3arampHoro TexHiuHoro aokymenra (Common Technical Document —
CTD, eCTD), sixuit MiCTUTh TTOCHJIAHHS Ha CTEIialibHI HACTAHOBH, 3T1HO 3 SKUMH
NpOBOAATHCA (hapMalleBTUYHI, JOKJIIHIYHI Ta KJIHIYHI JociikeHHs. B Ykpaini
KOHTPOJIb SIKOCTI JOCIIIIP)KYBaHUX JIKAPCHKUX 3aC001B 3/1HCHIOETHCS BIJIMOBIAHO J0
crateil 718 3akony Ykpainu Big 04 kBiTHS 1996 poky Ne 123/96-BP «IIpo nikapcbki
3acobu» [1], Hakasy MiHicTepcTBa OXOPOHHU 310pOBS YKpaiHu Big 23 BepecHs
2009 poky Ne 690 «IIpo nopsok mpoBeIeHHS KITHIYHUX BUIPOOYBaHb JIIKAPCHKUX
3ac001B Ta EKCIEPTU3H MaTepialiB KIIHIYHUX BUIPOOYBaHb 1 TUMOBOTO MOJIOKEHHS
PO KOMICI1 3 THTaHb eTUKH [2], 3apeecTpoBanoro y MiHicTepcTBi FocTHIIil YKpaiHu
B 29 xoBTHA 2009 poky 3a Ne 1010/17026 Ta nacranoBu «JIlikapchki 3acoOwu.
Hanexxna BupoOnnua npaktuka CT-H MO3YV 42-4.0:2020», 3aTBepaKeHOT HaKa30M
MinictepcTBa oxXopoHHu 310poBst Ykpainu Bix 04 tpaBus 2020 poky Ne 1023 [3].
Takox BpaxoBYIOTbCS IHIII HOPMAaTUBHO-TpaBoBl akTM MO3  VYkpainu
rapMoHi3oBaHi 3 MikHapogaumu jgokymeHntamu (ICH, EMA, WHO), mo
BIJIMOBIJIAIOTh BIJAMOBIMHIA CTaaii PO3POOKM JIKAPCHKOTO 3aco0y Ta MaroTh
BIIHOIIICHHS JI0 Or0 BUPOOHHUIITBA.

3 Meroro 3abe3meueHHs BIAMOBIIHOCTI BHUPOOHHUITBA JOCHTIIKYBaHUX
JTKapChKHUX 3aCO01B NMPUHIUIIAM HAJIEKHOI BUpOOHMYOI mpakTuku (gani — GMP),
CTaJIOCTI SKOCTI Cepiid, [0 BUKOPUCTOBYIOTHCS B OJHOMY a00 KIJTBKOX KJIIHIYHUX

JOCTIPKEHHSX, a TAKOXK HAJIEKHOTO JTOKYMEHTYBAaHHS 3MiH Yy Mpolieci po3poOKu, B
v
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VYkpaini po3poOjieHa JJgaHa HACTaHOBA, SKa TapMOHI30BaHA 3 BIAMOBIIHUMU
€BpONEIChKMMU BUMOTaMu. BoHa 0a3yeTbcsi Ha TMOJIOKEHHAX KepiBHUIITBa
EMA/CHMP/BWP/534898/2008 Rev. 2 corr. "Guideline on the requirements to
quality documentation concerning biological investigational medicinal products in
clinical trials, 2022" [4], 3 ypaxyBaHnHsM BuMmor €Bporelicbkol (apmakornei (Ph.
Eur., 11-e Bumanus) [5] ta depxkasuoi ®apmakorniei Ykpainu [6], JlokmamHoro
KepiBaunra €Bporeticbkoi Komicii mono kiniHiuanx BunpoOyBanb (CT-1) [7] Ta
Pernamenty (€C) Ne 536/2014 mro10 KIiHIYHUX BUMTPOOYBAHb JIIKAPCHKUX 3aC0O01B
s nonuHM [8], 3 ajanTaiii€ro 10 HAIIOHAIBHOTO PETyJISATOPHOTO  TOJISL.
Opranizalii€ro, BIANOBIIATBHOIO 32 PO3POOKY IIi€l HACTAHOBHU, € MIHICTEPCTBO
OXOPOHM 3710pOB’sl YKpaiHH.

Y npoueci po3poOJieHHS  HACTAaHOBM /IO  MOJIOKEHb  JIOKYMEHTa
EMA/CHMP/BWP/534898/2008 Rev. 2 corr. «Guideline on the requirements to
quality documentation concerning biological investigational medicinal products in
clinical trials, 2022» («KepiBHHIITBO M[00 BHMOI' IO AOKYMEHTAI[l 3 SIKOCTI Ha
O10JIOT1YH1 JOCIIKYBaH1 JIKapChKi 3acO00M B MeXaxX KIIHIYHMX BHIPOOYBaHb,
2022») [4] Oynu BHeceHi OKpeMi 3MiHH, 3yMOBJICHI YMHHHM 3aKOHOJIaBCTBOM
YkpaiHu Ta TPUHHATAMH HAIMIOHAJTFHUMH TapMOHI30BaHUMH HOPMAaTHUBHUMH
JIOKyMEHTaMU. 30KpeMa:

Ha3By HacTaHoBHM BukiaaeHo 3rimHo 3 JICTY 1.5:2015 «HamionansHa
crangaptuzamiss. [lpaBuia  po3poOsieHHs, BUKIQAaHHS Ta  OQOPMIICHHS
HAI[IOHAJILHUX HOPMAaTUBHUX JOKYMEHTIB» [9];

J0MaHO CTPYKTypH1 eneMeHTH: «llepeamoBay, «HarioHanpHUN BCTYM,
«Cdepa 3actocyBanns», «HopmaTuBHi nocwianssy, «[lo3HaKu Ta CKOpOUEHHSY,
«bibmiorpadisn» — ohopmiteni 3rigno 3 JICTY 1.5:2015 [9] ta JICTY 1.7-2015[10];

3MICT HAaCTaHOBM TIOJIAaHO 3 YpaxXyBaHHSM 3a3HAUYCHUX CTPYKTYPHHUX
CJICMCHTIB;

OCHOBHI TOJIOKEHHS BHUKJIAQIEHO B po3auIll «Bumorn mno nokymeHTarii 3
010710T19HOT Ta G10TEXHOJIOTTYHOI SAKOCTI JIIKAPCHKUX 3aCO0IB y MexaxX KIHIYHUX
BUNIPOOYBaHbBY, IPH IIOMY KOXKEH PO3/ILT BIAMOBIAAE CTPYKTYpi MoKyMeHTa EMA;

y po3nunt «HopmatuBHi nocunanss» Ta «biOmiorpadis» HaBeaeHO MOBHI
010s10rpadiuHI OMUCH BCIX HOPMATHUBHMX AKTIB, 110 3raylOThCsl B TEKCTI,

y pO31uIi 010 cyTTeBUX Moaudikariii IMPD HaBeaeHo npuKiIaan CyTTEBUX

Ta HecyTTeBuX 3MiH BianoBigHO 110 Clinical Trial Regulation (CTR);
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y HACTAHOB1 CUCTEMAaTHU30BaHO CKOPOYEHHS B OKPEMOMY PO3/iIL;

TEPMIH «IO03BUI Ha MPOJAX» 3aMIHEHO BIJIMOBIIHUKOM <«JIep>KaBHA
peecTpairisi» ado «peecTpariiiie MOCBITICHHSY,

y TEKCT1 y3TOJ[KEHO MOCUJIaHHS Ha CTPYKTYPHI €JIEMEHTH;

JIOJIATKOBO 3pO0JICHO MOCHJIAHHS Ha BIAMOBIAHI TapMOHI30BaH1 JOKYMEHTH,
3aTBep/KeH1 B YKpaiHi, mopsin 13 kepiBauirBamu ICH Ta EMA.

HacrtanoBa mae pexkoMeHIAIIHUI XapakTep Ta BUKOHYE POJb TEXHIYHOTO
JOKyMEHTa Ui HaJaHHS KOHCYJbTallli 3asBHHUKAM, BJIACHUKAM PEECTPAIlIMHUX
NOCBIJYCHb, YIMOBHOBAKEHWM  OpraHaMm IIOAO  JIOTPUMAHHS  MOJIOKEHb
3aKOHOJIAaBCTBA YKpaiHU TMpO JIKAPChKI 3acoOu. 3aTBEP/KEHHS IOJIO0KEHb
HACTAHOBU  CIOPUSITUME  TIJBUILCHHIO  O€3MEKH  MPOBEACHHS  KJIIHIYHUX
BUNPOOYBaHb, YAOCKOHAJIEHHIO SKOCTI JOKYMEHTalli Ta HPHUCKOPEHHIO
BIPOBA/PKCHHSI HOBHUX JIKApChKUX 3acO0IB Yy TMPaKTUKYy. Y pas3l norpedu
JIOTYCKAEThCSI BUKOPUCTAHHS aIbTEPHATUBHUX MMIIXO/IIB 32 HASIBHOCTI HAJIEKHOTO
HAyKOBOTO OOTPYHTYBaHHSI.

Opuanuna cuna 1i€i HaCTaHOBU BITIOBIIA€ IOPUAUYHINA CHUIII TOKYMEHTA
EMA, Ha OCHOBI SIKOTO BOHA CTBOpeHa. Takui MifXiJ y3roJ)Ky€eTbCs 3 TPAKTUKOIO
€BpOIENCHLKOr0 areHTCTBa 3 JIIKAPChKUX 3aco0iB Ta 3 mosuiiero CBITOBOT
opranizamii Toprieini (COT) miomo 3acToCcyBaHHS MDKHApOJHUX CTaHIAPTIB.
HacranoBa onucye moToO4H1 3HAHHS 3 IEBHOT TEMU Ta MMOBUHHA PO3TIISAATUCS JIUIIE
K PEKOMEHJAIli, SIKII0 HE LUTYIOTbCS KOHKPETHI PEryJIATOpPHI ad0 3aKOHOJaBYl

BHUMOTH.

Vi



HACTAHOBA

JIIKAPCBKI 3ACOBHA
Bumoru 10 1okymeHTauii 3 IKOCTi Ha 0i0JIOTiYHI JOC/IIIKyBaHI
JIKAPChKi 32C00M B Me:KaX KJIIHIYHUX BUNIPOOYBAHb
MEDICINAL PRODUCTS
Requirements to quality documentation concerning biological
investigational medicinal products in clinical trials

Uwunna Big 22 BepecHs 2025 poxy

COEPA 3ACTOCYBAHHAA

IIs HacTaHOBa BHM3HA4Ya€ PEKOMEHJALli MO0 CHEUIAJIbHUX BHUMOT [0
JOKyMeHTarii 3 OiojoriyHoi Ta (QapMaleBTUYHOI SIKOCTI JOCTIKYBaHHUX
JIKApChKUX 3aco01B, HI0 MICTATh O10J0T14H1/010TEXHONOTIYHI pPEYOBUHH, SKa
HAJAa€ThCs U1 OTPUMAaHHSA  JI03BOJIy  HA  MPOBEAEHHSA  KJIIHIYHOTO
BUNPOOYBAHHSI/MOBIAOMJIEHHS PO  CYTTe€BlI  Moau@ikamii y J0Che Ha
nociiKyBaHui Jikapebkuil 3acid (Investigational Medicinal Product Dossier —
IMPD,) no MO3..

I[Is HacTaHOBa pEKOMEHJOBaHA ISl BUKOPUCTAHHS  Cy0’ €KTaMu
rOCIIOJApIOBaHHA, SKI 3aiiMaloThCsl PO3POOKOI0, JOKITIHIYHUM Ta KITHIYHUM
BHUBUYEHHSIM, [TOIAHHSIM 3a5BOK Ha MPOBEJAECHHS KITHIYHUX BUMTPOOYBaHb JIIKAPCHKUX
3ac00iB 010TE€XHOJIOTTYHOTO/010JIOTTYHOTO TMOXO/KEHHA Ha TEpUTOpli YKpaiHu
HE3aJIE)KHO B1J] BIIOMYOTO MIAMOPSAKYBAaHHSA Ta (POPMHU BIACHOCTI, /JII HAYKOBO-
EKCIIEpTHUX OpraHizaiii, eKCIepTiB, WO NPOBOAATh EKCHEPTU3y MaTepialiB
KJIIHIYHUX BUIMPOOYBaHb, a TAKOX JIJISl AyIUTOPIB Ta 1HCIEKTOPIB, 110 MPOBOJSATH

ayJUT KJIIHIYHOTO BUIPOOYBaHHS JTIKapChbKUX 3aCO01B.
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HOPMATUBHI NIOCUJIAHHA

V 1iit HacCTaHOBI € MOCHJIAHHS HA TaKi HOPMATUBHI TOKYMEHTH:

3akon Ykpainu Binm 04 kBiTH1996 poky Ne 123/96-BP «Ilpo mikapchki
3acoom» [1],

HepxaBua ®Dapmaxomnest Ykpainu. [pyre Bumanns. lonmoBuenns 7. 2024
pix[6],

HacranoBa CT-H MO3VY 42-7.0:2008. — Jlikapceki 3acobu. Hamexna
KJIiHIYHA npakTuka / B. Mansues, M. Jlsmnynos, T. ByxTiaposa Ta iH. — Kuis, MO3
VYkpainu, 2023 [11],

Haxka3 MinicTepcTBa 0X0opoHU 3710poB’st Ykpainu Big 23 BepecHsa 2009 poky
Ne 690 «IIpo 3atBepmxkenns [lopsaky mpoBeACHHS KIHIYHUX BHUIPOOYBaHb
JKApChKUX 3aC001B Ta EKCIEPTU3HU MaTepiaiiB KITHIYHUX BUITPOOYBaHb 1 TUIIOBOTO
MOJIOKEHHS PO KOMICI1 3 MUTaHb €TUKWY, 3apeeCTpOBaHUN Y MiHICTEpCTBI FOCTHUIIIT
Ykpainu Big 29 xoBtHsA 2009 poky 3a Ne 1010/17026 [2],

EMA/CHMP/BWP/534898/2008 Rev. 2 corr. «Guideline on the requirements
to quality documentation concerning biological investigational medicinal products
in clinical trials, 2022» («KepiBHHUIITBO I110JI0 BUMOT JO JOKYMEHTAIlii 3 SIKOCTI Ha
010J10T14H1/010TEXHOJIOTIYHI JTOCHII)KYBaH1 JIKapChKi 3acO0U B MeXaxX KIIHIYHUX
BUNIPOOYBaHb, 2022») [4],

European Pharmacopoeia. 11th Edition. European Directorate for the Quality
of Medicines (EDQM). — Council of Europe, Strasbourg Cedex, France 2024
(Esponeiicbka papmakornes (Ph. Eur.) 11-e Buganus. €Bponeiicbkuil TupeKkTopar 3
SIKOCTI JTIKIB 1 OXOpOHU 3710poB’st — Payia €Bporu, Strasbourg Cedex, @paniris 2024)
[5],

2010/C 82/01 Communication from the Commission — Detailed guidance on
the request to the competent authorities for authorisation of a clinical trial on a
medicinal product for human use, the notification of substantial amendments and the
declaration of the end of the trial (CT-1) («JdokmagHe KepiBHUIITBO 111010

OTPUMAaHHS JI03BOJIy BIiJl YIOBHOBa)XEHOTO OpraHy Ha MPOBEIEHHS KITHIYHOTO
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BUIIPOOYBaHHSI JIIKAPCHKOTO 3ac00y ISl BUKOPUCTAHHS JIFOJIMHOIO, TTOBiTOMIICHHS
IIPO CYTTEBI 3MiHHU Ta OTOJIOLICHHS PO 3aKiHdeHHs BunpoOyBanus (CT-1)») [7].
Regulation (EU) No 536/2014 OF THE EUROPEAN PARLIAMENT AND
OF THE COUNCIL of 16 April 2014 on clinical trials on medicinal products for
human use, and repealing Directive 2001/20/EC (Permament (€C) Ne 536/2014
€Bponeiickkoro Ilapmamenty ta Pamm Bim 16 kBitHa 2014 p. momo KIiHIYHUX
BUNPOOYBaHb JIIKAPCHKUX 3acOOIB JJIs JIFOJWHM, Ta, MO BiAMiHSA€ J[MpEKTUBY

2001/20/€C) [8].
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ITO3HAKHU TA CKOPOYEHHAA

— aKTUBHMH (papManeBTUUYHUNA IHTpEdieHT abo

ADI . .
aKTUBHA CYOCTaHIlis a00 Jif09a peYOBUHA

€C — €Bponeiicekuii Coro3

CPMP a6o — Committee for Medicinal Products for Human

CHMP Use (Komiter 3 mikapchbKuX MpenapaTiB s
JIFOJTHH )

CTD — Common Technical Document (3arampHuii
TEXHIYHHUN JTOKYMEHT)

DMF — Drug Master File (maiictep-daitn Ha aKTUBHY
CyOCTaHIIIIO)

EDQM — European Directorate for the Quality of Medicines
(EBporeticekuii [lupekropat 3 SKOCTI JTIKAPCHKUX
3ac00iB)

EMA — European Medicines Agency (€Bporeichke
areHTCTBO 3 JIIKAPCHKUX 3aC001B)

ICH — International Conference on Harmonisation of

Technical Requirements for Registration of
Pharmaceuticals for Human Use (MixHapoana
KOH(epeHL1Iis 3 rapMOHI3alli TEXHIYHUX BUMOT J10
peecTpallii JIKapChKUX 3aC001B IS JIFOJIUHU )

IPC — Process  parameters and  in-process-tests
(mapaMeTpu Mpolecy Ta BUIIPOOYBaHHS y POIIeCi

BUPOOHUIITBA)

IMP — Investigational Medicinal Product
(mocmimkyBaHUit JTiKapChKHi 3aci0)

IMPD — Investigational Medicinal Product Dossier (mocbe
Ha JAOCTIIKYBaHHM JIIKapChbKUH 3aci0)

Ph. Eur — European Pharmacopoeia (E€Bpornelicbka
dapmakories)

SmPC — Summary of product characteristics (kopoTka
XapaKTepUCTHUKA)

CTR — Clinical Trials Regulation

CTIS — Clinical Trials Information System

10
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BUMOI'M 1O AJOKYMEHTANII 3 SIKOCTI HA BIOJIOI'TYHI
JOCJIIIKYBAHI JIIKAPCBKI 3ACOBM B MEXAX KJVIIHIYHUX
BUITPOBYBAHDb

1. BATAJIBHI NIOJIO)KEHHSA

OcCkinpKH KIIHIYHI BUIPOOYBaHHS YacTO IUIAHYIOTh SIK 0araTOLIEHTPOBI
JOCIIJIKEHHS, 10 SIKUX 3aTy4yaroThes pi3Hi nepxkaBu €C, METOIO 111€1 HACTAaHOBH €
HaJaHHS PEKOMEHJAIN MO0 TapMOHI30BAHUX TIOJIOKEHH JI0 MTOKYMEHTAIlli, 110
CYIIPOBOKYE KITIHIUHI BHIPOOYBaHHS (IOCHIIKEHHS) JIKApChbKUX 3aco0iB B
VYkpaini Ta kpainax €C.

[Tono>keHHA 11i€] HACTAHOBU OPIEHTOBAHI Ha 3aCTOCYBaHHS 3 ypaxyBaHHSAM
«KepiBHUIITBA 3 OIIHKH BIPYyCHOI O€3IMeKu OI10TEXHOJOTTYHUX OCTIIKYBaHUX
nikapcekux 3aco6iB» (EMEA/CHMP/BWP/398498/05) [12] Ta rapmoHi3oBaHOi 3
HuMm HactaHoBu (CT-H MO3VY 42-6.1:2016) [13], a Takox «KepiBHuITBa i3
CTpaTerii BU3HAUEHHS Ta 3MEHIIEHHS PHU3UKIB JJIsl KJIIHIYHUX BHUIPOOYBaHb
JOCITIIKYBaHUX JTIKAPCHKUX 3aC001B, 1110 BIEPILE MPOBOASTHCS 3a YUACTIO JIFOAMHI
(EMEA/CHMP/SWP/28367/07) [14] Tta rapmonizoBanoi 3 HuM Hactanou (CT-H
MO3YVY 42-7.10:2022) [15].

3a0e3nedeHHs SIKOCTI O10J0TTYHUX/010TEXHOJIOTTYHHUX JIIKAPCHKUX 3ac001B
BUMarae€ oOcCOOJHMBOi yBaru, OCKIJIbKM BOHM 3a3BMYail MICTATH IIOB’s3aH1 3
MPOJYKTOM PEYOBMHHU Ta MOB’SI3aHI 3 MPOLECOM JIOMIIIKUA, Mpodiib Oe3neku Ta
e¢(DeKTUBHOCTI SKMX BaXKO mnependauntd. OpHak, Ha BIAMIHY BiJ XIMIYHHX
PEYOBHH, HASBHICTh TOKCHYHHMX IOMIIIOK, SIK MPABHIIO, HE € MUTAaHHSAM Oe3MNeKH
010JIOTTYHHX/010TEXHOJOTIYHUX 3aco01B. 3a3BHYail 1X Oe3meKka 3aJIeKUTh Bl
MexaHi3My i1 a00 IMyHOT€HHOCTI.

VY KOHTEKCTI 3arajbHOi CTpaTrerii po3poOKW [JIsi OTPUMAHHS JAaHMX Ha
NOJIaHHS 3asBU Ha JICPKABHY PEECTpaIil0 MOXyTh OyTH iHimiiosani (initial
submission) mekinbka KIIHIYHUX BHMPOOYBaHb (IOCTIIKEHB) 13 BUKOPHCTAHHIM
PI3HUX CXEM BUPOOHUYOTO MPOLIECY.

MeToro 1BOTO JOKYMEHTa € Yy3arajbHEHHS MIAXOMIB 70 (OpMyBaHHS

CTparerii po3poOKH JIKapChKOTO 3ac00y JUTsl 3a0€3MEYeHHS SIKOCT1 TOCIIIIKYBAHOTO
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JIKapChbKOro 3aco0y JuIs KIIHIYHOIO BHUIPOOyBaHHSA (IOCHIIKEHHS), a He
BCTAHOBJICHHSI 00OB’I3KOBUX 1HCTPYKIIii.

3asBHUKY (CIIOHCOPY) PEKOMEHIYEThCS BXKUBATH 3aXO/IiB JIJIs 320€31CUeHHS
3aXUCTy CYO’€KTIB KIIIHIYHOTO BHIIPOOYBaHHS (HOCIIIKEHHS), 3aCTOCYBaHHS
SKICHOTO JOCTIKyBaHOTO Jikapchkoro 3acody (IMP) 3a mpusHaueHHsam Ta
KOHTPOJTIOBATH TTOKA3HUKHU SKOCTI, 10 MOKYTh HETaTUBHO BIUIMHYTH Ha OE3IEKy
NalieHTiB (HaNpUKIIaa, MiKpoO10JIOT14HI aClIeKTH, BIpyCHA KOHTaMiHaIlis, 103a), Ha
ycix (hazax KIIHIYHOT pO3POOKH.

VY 3B’513Ky 3 BIIMIHHOCTSIMH M1 MIPOIYKTaMH, 1110 3aCTOCOBYIOThCS Ha PI3HUX
dazax KIHIYHUX BUIPOOYBaHb, IMOJIOKEHHS, BU3HAYEHI y 1ii HACTAHOBI, HE €
BuuepnHuM TnieperikoMm. IMP, 3acHoBaHli Ha iHHOBaLIMHUX Ta/a00 CKJIAIHUX
TEXHOJIOT15IX, MOXKYTh BUMAraTu OUTHII JOKJIAAHUX JAHUX VIS OI[IHIOBAHHS.

BCTYII

[{ro HactaHoBy mnoTpiOHO posrasigatd pazoMm 13 Pernmamentom (€C) Neo
536/2014 [8] om0 KIIHIYHMX BUIPOOYBaHb JIIKAPCHKUX 3acCO0IB I JIFOIAMHU.
JlominpHO TPOBECTHM UITKY AuEpeHIianiio MK BHUMOraMHd JO JOChE Ha
JociKyBaHui Jtikapeekuit 3acio (Investigational Medicinal Product Dossier —
IMPD), mo HajmaeTbcs [ OTPUMAHHS J03BOJIy Ha MPOBEICHHS KIIIHIYHOTO
JOCITIDKEHHS, Ta JOChE A TIOJAaHHA B MIATPUMKY 3asBH Ha OJCpKAHHS
peECTpaIiiHOTO MOCBITYCHHS. Y TOM Yac K OCTaHHE MOBHHHO 3a0€3IEUNTH SKICTh,
110 BIJIMOBIa€ Cy4aCHOMY PI1BHIO JIIKAPCHKOT0 3aCO0Y JIsl IUPOKOTO 3aCTOCYBAHHS
y Talli€HTIB, 1H(MOpMaIlis, ska Mae nogaBarucs 1yt IMP, moBuHHa GoKycyBaTHCs Ha
aCrIeKTax pU3MKy 1 BpaXOBYBaTH THII JIIKAPCHKOTO 3aC00Y, CTaH PO3POOKH/KIIIHIUHY
(dazy, MomyJsiio MaIi€HTIB, XapaKTep 1 CKIaJAHICTh 3aXBOPIOBaHHS, a TAKOX THII 1
TPUBAJICTh CaMOTr0 KIIHIYHOTO BHUMpoOyBaHHs (mocmimkenHs). Lls HacTaHoBa
MICTUTh OPIEHTOBHHMM MepeniK CTaHAapTHOI 1H(opmarlii, Ky BpaxoBYIOTh IpH

MiAroToBIN Aocke HA IMP, 3a3HaueHi y po3jiigax 2-5 1i€i HaCTaHOBH.
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CDEPA 111

[Is wacTaHOBa MICTUTh PEKOMEHJAIl IIOAO CHEI[laJIbHUX BHUMOT JIO
JIOKyMEHTAaIlli 3 610J10T19HO1, XIMIYHOT Ta (hapMarieBTUYHO1 sikocTi IMP, 1110 MicTATH
O1070ri4Hi1 (610TEXHOJIOT14HI) PEUOBUHH.

KpiM Toro, y miii HacTaHOBI HAaBOIATHCS MPHUKIAIM 3MiH, IO 3a3BHYail
BBAKAIOThCS CYTTEBUMH, Y KOHTEKCT1 JJOKYMEHTAITIT 111070 010J10T1YHO1, XIMIYHOI Ta
(dapmaneBTUYHOT AKOCTI JOCITIIKYBaHUX JIKApPCHKUX 3aC0O01B.

[TonoxxeHHs, IPUUHATI Ta OMUCAHI Y JaHIM HACTAaHOB1, MOIIMPIOIOTHCS Ha
MPOTETHU Ta MOJIMENTUIU, X TTOXIHI Ta MPOAYKTH, KOMIIOHEHTAMHU SIKMX BOHHU €,
HaIllpUKJaJ KOHIoraTu. Takl MNpoTeiHM Ta MOJINENTUAM BHUTOTOBIISIOTH 13
PEKOMOIHAHTHUX 1 HEPEKOMOIHAHTHUX CHUCTEM EKCIpecii KIITUH, BOHU MOXYTb
OyTH BHCOKOOUMIIICHHMMHU Ta XapaKTepHU3yBaTUCS 3a JIOMOMOIOKO BiJMOBIIHOTO
Ha0Opy aHAITHYHUX TPOIEAYP.

[{s HacTaHOBa MpU3HAYEHA JIJIST BUKOPUCTAHHS TaKOK CTOCOBHO JOTMOMIKHUX
aikapcekux 3aco0iB  (Auxiliary medicinal products), mo wictaTe OuTKH Ta
MOJIIMENTH]IU SK J1I04l pedoBUHU. BUMOTH 3anexarthb Bijl TUITY JIKapChKOTro 3aco0y
(3apeecTpoBaHuUit/ He3apeecTpoBaHUM/ Mo iu(ikoBaHUN/HEMOAN(DIKOBAHUIMA
JIKapChKUii 3aCi0).

OxpeMi TOJIOKEHHS 111€1 HACTAHOBU MOXYTh OyTH BpaxoBaHi 1 JJIS 1HIIUX
TUIIB O10JOTIYHUX MPOAYKTIB, TAKUX SIK MPOTEIHW 1 MOJINENTUAN, BUAUICHI 3
TKaHWH Ta PIUH OPraHi3My.

Ils wacTaHOBa HE TONIIMPIOETHCS HA JOCIIIKYBaHI JIKapChKl 3acoOu
nepeI0Boi Teparii.

3ATAJIBHI TIPUHIIUIIN

3azanvni numanna uio0o ycix IMP

JlocmipkyBaHi JIiKapchki 3aCO0M PEKOMEHIOBAHO BUTOTOBJISITU BiJAMOBIIHO
JI0 IPUHIINIIB Ta pekoMeHaamii Hanexxnoi BupooHuyvoi npaktuku («I[IpaBuna, mo
pEryJIIoITh JIIKapchKi 3acobu B E€pomelickkomy Corosi» (1. 4) [16], Ta

rapMoHi3oBaHoi 3 Humu HactaHoBu CT-H MO3Y 42-4.0:2020) [3].
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Ilooannsa oanux

Jlocke Ha nmocmipkyBaHui jikapcekmii 3aci6 (IMPD) pekomenmoBaHO
HaJaBaTH 3TIHO 3 YITKO CTPYKTYpOBaHUM (OpMaToM, AOTPUMYIOUHCH (opMary
3araiipHOTO TexHiuHoro JokymeHTa (nani — CTD, eCTD) i3 cucremoro Hymepariii,
HAJaHO0 y po3aiyiax 2—6 1iei HactanoBu. [lepiry apabcbky udpy, 1m0 BBOIUTHCS
JIMIIIE JIJISl TIOJIETIICHHS] BUKOPUCTaHHS! HACTAHOBH, JIOLIJIBLHO OIYCKATH.

3azanvni numanna

Jns IMP, mo OyayTe BUKOPHCTOBYBATHUCS B KJIIHIYHUX BUIPOOYBAHHSX,
NpuitHATHE TMOocwiIaHHsA Ha €Bpomeiicbky ®apmakorieto (Ph. Eur.) abo inmy
BinnoBigHy ¢gapmakonero (JP, USP, BP), ab6o JlepxaBHy @apmakorneto YKpaidm.

Ilooanna oanux

Jlochbe Ha JOCIIKYBaHUM JIIKApChKUI 3aci0 pEKOMEAY€EThCA HAAATH Y YITKO
cTpykTypoBaHomy ¢opmari BignoBigHo mo ¢opmaty CTD/eCTD Monyns 3 i
MICTUTA HaWHOBINIY JOCTYNHY 1H(GOpPMAIIO, IO CTOCYEThCS KITHIYHOTO
BUNPOOYBAaHHS HA MOMEHT MOJAAHHS 3asBKU Ha KJIIHIYHE BUIIPOOYBaHHS.

SIKII0 BUKOPUCTOBYBAHUM aKTUBHUM (apMalleBTUYHUMN 1HTPEIIEHT (maii -
A®I) Bxxe n03BOJIEHUI 17151 TOTOBOrO MpoaykTy B €C/€E3 abo B ogHOMY 3 perioHiB
ICH, Mo>Ha 3poOUTH MOCWJIaHHS Ha TIMCHUI J103B11 Ha npoAax. OIHAK 3aJIe’KHO
BiJl XapakTepy MPOAYKTY MOXE 3HaJ0O0MTHCS nonatkoBa iH(opmariig. baxano
HajaTu 3asBy npo Te, mo ADI Mae Taky camy SIKICThb, IO i y 3aTBEPIKECHOMY
JKapChKOMY 3ac00i.

VY nocke Moxe OyTH 3a3HaueHa Ha3Ba TOTOBOTO JIIKAPCHKOTO 3ac00y, HOMEP
pPEECTPALIIfHOTO TMOCBIIYEHHSI a00 MOro €KBIBaJEHT, BJIIACHUKA PEECTPALIAHOTO
MOCBITYCHHS Ta KpaiHa, sika Hajajia peeCTpalliifHe MOCBITYEHHSI.

2. Indopmanis mpo OioJioriuny, XiMiuyHy Ta (apmauneBTHYHY SIKiCTh
0i0JIOTIYHMX [JOCJHIIKYBAHMX JIIKAPCHKHX 3aC00iB y paMKax KJIiHIYHHX
BUNIPOOYBaHb

S. AKTHBHA cyOCTaHIList
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ITocunannss Ha wMaiictep-aitn Ha aktuBHy cyOcranmito (DMF) a6o
ceprudikar BianosinHocti (CEP) €Bponelicbkkoro mupekropary 3 SKOCTI
nikapceekux 3aco0iB (EDQM) BigHOCHO Oi010Ti9HIX (010 TEXHOJIOTIYHUX ) aKTUBHHIX
cyOcranIiii/papmaneBTHdHuX  iHrpeaieHTiB  (ADI) HenpuiiHITHE Ta HE
3aCTOCOBYETHCS.

S.1. 3araabHa indopmauis

S.1.1. Homenkiarypa

Mae Oytu mnpezactaBieHa iH(GoOpMalis TNPO HOMEHKIATYpy aKTHUBHOI
cyOcTaHIii (HampuKiIaa, PEKOMEHJOBAaHY MIKHAPOJHY HENMAaTEeHTOBAaHY HAa3BY
(MHH), dbapmakoneiiny Ha3By, TOproBy (a0o MmareHTOBaHY) Ha3BY, KOJ KOMIIaHii,
1HIIII Ha3BH 200 KOJW 32 HAsSBHOCTI).

S.1.2. Ctpykrypa

PexoMeH10BaHO HajaTH KOPOTKHM OMHUC MependadyyBaHOi CTPYKTYpH. 3a
noTpeOM Clil BKJIIOYUTH JlaHI PO CTPYKTYpPY BHUIIOTO TMOPSAKY, CXEMY
aMIHOKHMCJIOTHOI ITIOCJIITOBHOCTI 13 3a3HAYEHHAM JUISHOK MIIKO3WIIOBAHHS Ta 1HIIINX
MOCTTPAHCIAIMHUX MOIU(iKaIlii, a TAKOK BIIHOCHY MOJIEKYJIIPHY Macy.

S.1.3. 3arajbHi BJ1aCTHBOCTI

JlomiapHO HaAmaTH Tepermik  (PI3MKO-XIMIYHHUX Ta I1HIIUX  BaXJIUMBHUX
BJIACTUBOCTEHN aKTHUBHOI CyOCTaHII1{, BKJIFOUat0UX 010JI0TTYHY aKTUBHICTH (0COOJIMBY
3JIaTHICTh a00 BJIACTHUBICTH JIIKAPCHKOTO 3acO0y JOCATATH MEBHOTO O10JOTTYHOTO
edexty). [ToTpiOHO MpoaHami3yBaTH 3alPONOHOBAHUN MEXAHI3M JIii.

S.2. BupoOHMUTBO

S.2.1. BupoOHuk(-n)

PexomennyeTbcsi 3a3HauMTH Ha3BYy(-M), ajapecy Ta (QYHKIII KOMXKHOTO
BUPOOHMKA, BKJIOYAIOUYM KOHTPAKTHUX BHUPOOHUKIB, a TaKOX KOXKHOI
3alpPONOHOBAHOI BUPOOHWYOI JUISHKA a00 MPUMINIEHHS, [0 3alydeHi [0
BUPOOHUIITBA, TECTYBAaHHS Ta BUITYCKY cepli.

S.2.2. Onuc npouecy BUPOOHULTBA i1 HOr0 KOHTPOJIIO

Bapro Hane)xHMM YMHOM oOmHCAaTH BUPOOHMYWN TMPOIEC Ta KOHTPOJb Y
npoiieci BUpOOHUIITBA. 3a3BUYall BUpOOHUYNI TIPOILIEC MOYMHAETHCS 3 (PriakoHa(-1B)
O0aHKy KJIITHH Ta BKJIIOYA€ KYyJbTUBYBaHHS KIITHH, 301p BUPOIIEHUX KIITHH,
OYMIIIeHHS, peakuii Moaudikaiii Ta ¢pacyBanHs. J{OUUTBHO TaKOX OMHCATH YMOBU
30epiraHHs Ta TpaHCHopTyBaHHA. HeoOXimHO mpenacTaBUTH OJOK-CXeMy, IO
BiJIOOpaXka€ TOCIIOBHICTh YCIX CTajii BUPOOHMIITBA, BKIIOUAIOUU PEICBAHTHI
napamMeTpu IMpoliecy Ta BUIPOOyBaHHs y Tmpoieci BUpoOHuUTBa. CTparerito
KOHTPOJIIO PEKOMEHJOBAHO 30CEepe/PKyBaTH Ha BHUAAX KOHTPOIIO Y TIpOIEeCi
BupoOHuiTBa (IPC), peneBanTHUX 11 Oe3meku, a IJis BUPOOHMIITBA MaTepiany
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ctazii I/11 3a3Buyaii BUBHAYAIOTHCS KPUTEPil MPUUHIATHOCTI ISl KPUTHYHUX CTadii
(HampukTam, Jiama3oHW IapaMeTpiB TpOIeCy IS CTaaid, M0 BKIIOYEHI [0
BUJaNeHHs Bipycy). Lli Buaum KOHTpomo y mpoiieci BUpPOOHMIITBA (MapameTpu
MpoIIeCy Ta BUMPOOYBAHHS y MPOIIECi BUPOOHUIITBA, SIK BU3HAYCHO Y KEPIBHHUIITBI
ICH Q11) [17] caim omucyBaTH y BHUIJISAL MK il a0 MOMEpeAHiX KpUTEPiiB
npuiiHaTHOCTl. [ iHmux IPC pekomeHgoBaHO mepeAOAuYUTH  BIANOBITHUN
MOHITOPHHT, a KpUTepii MPUUHATHOCTI a00 MeXi Jii HaJaBaTH HE MOTPIOHO.
OCKUJIbKH KOHTPOJIbHI MEXI1 JJIi paHHbOI PO3POOKU 3a3BUYANl IPYHTYIOTHCA Ha
OOMeKeHIM KUTbKOCTI JOCHIAHUX CEepiif, BOHU MO CyTi € nmonepeAaHimu. [Iporsarom
pPO3pOOKH y Mipy OTpUMaHHS OJATKOBUX JaHUX MpO Mpolec O0akaHO HaJaBaTH
nonatkoBi gani mpo [PC ta nepeBipsATH KpUTEpii IPUHHATHOCTI.

Mae OyTu BU3HauCHOIO cepis (cepii) Ta MaciTad BUpOOHHUIITBA, BKIFOYAIOUN
1H(popmarrio mpo Oynb-sake 00'eJHaAHHS B IMyJIM 300pIB KIHIIEBOTO 200 MPOMIKHHUX
MPOJTYKTIB.

PexomennoBaHo omnucatu i oOrpyHTyBatu OyAb-siKi MPOLIETYpU MOBTOPHOI
00poOKHU B X011 MPOLIeCY BUPOOHUIITBA aKTUBHOT CyOCTaHIIli (HAMpPUKIIa, HEBAAJIE
BUNPOOYBaHHS Ha HUIICHICTh (uibTpa). [loBTOpHY 00pOOKY JOIIIBLHO PO3TIIsAIaTH
32 BUHSTKOBUX OOcCTaBHH. [[ns1 O10JOTIYHUX JIIKApChKUX 3ac00iB 11 CUTyarlil
3a3BUYall OOMEXKYIOThCSI TIEBHUMHU CTaJIIMH MOBTOPHOI (PuIbTpallii Ta MOBTOPHOT
KOHIIEHTpaIlii (pEKOHILIEHTpaIlli) TP TEXHIYHOMY MOIIKOHKEHH] YCTaTKyBaHHS a00
MEXaHIYHIM moJoMIll XpoMaTorpagpigyHOi KOJOHKH.

S.2.3. KoHTpoJb AKOCTI MaTepiaaiB

CupoBuHa Ta BUXiIHI MaTepiaan

PexoMeH10BaHO MpeCTaBUTH MEPENTIK MaTepialliB, 1110 BUKOPUCTOBYBAIUCS
y BUPOOHMIITBI aKTUBHOI CyOCTaHIIIl (HapUKJIaa, CUPOBHHA, BUXIAHI MaTepiaiu,
KUBWJIbHI ~ CE€pEelOBMINA JUIsl  KYJbTUBYBAHHS  KJIITHH, (aAKTOpu poCTY,
xpoMarorpadiuHi CMOJIM, pPO3UMHHUKH, PEAKTHUBH), 3a3HAYAIOUM, HA SKOMY €Tarll
MPOILIeCy BUKOPUCTOBYETHCS KOKHMM 13 HUX. PeKoMeHay€eThCs HaJaTH MOCUIIAHHS
Ha CTaHJIApPTH AKOCTI (Hampukiaa, ¢hapmMakornenHi cTaTTi abo BiIacH1 cuerudikarii
BUpOOHMKA). baxkaHo Hajmatu 1HoOpMaIlil0o Mpo SAKICTh 1 KOHTPOJb SKOCTI
He(apMaKoNeWHUX MmaTepialiB. 3a HEOOXIIHOCTI HaaaTth 1Hdopmalito, 10
NIATBEPKYE BIAMOBIAHICTh MaTepialiiB (BKJIIOYAIOYM MaTepiaiy 3 O10JOTTYHUX
JUKEpell, HampukiaJ KOMIIOHEHTH CEpEeJOBHINA, MOHOKJIOHAJIbHI AHTUTLIA,
(dhepMeHTH) CTaH apTaM IXHBOTO IIIJIbOBOT'O MPU3HAYCHHS.

CTOCOBHO BCI€I CHPOBUHHM JIIOACHKOTO a00 TBAapUHHOTO TOXOJKEHHS
(BKITIOUAlOUM  MaTtepiaiav, BHUKOpPHCTaHl mnpu (opmyBaHHI OaHKy KIIITHH)
PEKOMEHIOBAHO BKa3aTH JHKEPEJIO W BIAMOBIIHMI €Tarl Mpolecy BUPOOHUIITBA, Y
SKOMY BOHa BUKOpHUCTOBYBasacs. Y mofatky A.2 10 i€l HacTaHOBH ISl IIUX
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MaTepiajliB PEKOMEHJ0OBAHO NPEACTaBUTH pe3toMe 1Hdopmarllli mpo Oe3mneky
CTOPOHHIX areHTIB.

JlxepeJto, icTopisi i yTBOpEeHHsI KJIITHHHOIO cy0cTpary

3rigno 3 monoxxeHusiM |ICH Q5D [18] pexoMeH10BaHO TIPEACTaBUTH CTUCIIHIA
OMHC JKEpena Ta YTBOPEHHs KIITHHHOTO cyOcTpaTy (6JI0K-cXema IMOCIi0OBHOCTI
€TamiB), aHalll3 BEKTOpa eKCIpecii, [0 BUKOPUCTOBYETHCS [JIsi TEHETUYHOI
Mou(diKalii KJIITUH Ta BKIFOYEHUH 10 0aThKIBCHKOI KJIITUHH/KIIITUHH Xa3siHa, 110
3aCTOCOBYETHCS JIJISI PO3BUTKY TojioBHOro OaHky kiiTuH (mami — I'BK), a Takox
CTparterii, 3a TOMOMOTOI0 SIKOT Y BHUPOOHUIITBI aKTHBYETHCS Ta KOHTPOIOETHCS
eKCITpecist BIAMOBIIHOTO I'eHa.

CucreMa, yCTAHOBJIEHHSI XapAKTEPUCTHK i BUIIPOOYBaHHS 0AHKY KJIITHH

I'bK mae 6yTu cTBOpeHuii 10 nouatky (azu | BunpodyBans. BuzHano, 1110 He
B ycCiX BUnNajakax pobounit 6ank kiaituH (PBK) moxe 6yt chopmoBanuM.

He BuxitodaeTbesi mojaHHsT BIJOMOCTEHM MPO YTBOPEHHsI, KBamidiKallio Ta
30epiranHs 6aHkiB KIiTHH. JlomiiasHo HagaTu onuc I'BK ta/a6o PBK i1 npencrasutu
pE3yNbTaTH MPOBEAECHUX BUNPOOYBaHb. [ THII KIITHH CCaBUIB CI1 pO3IIISIHYTH
KJIOHAJIbHICTh OaHKIB KJIITUH. Y TBOPEHHS i YCTAaHOBJIEHHS XapaKTEPUCTUK OaHKIB
KJIITHH pEKOMEHI0BAHO 3iMCHIOBATH BiAmoBiaHO 0 npuHmme ICH Q5D [18].

banku KIIITUH BapTO OMKCYBATH 3a JOMIOMOTOIO BIMOBIIHUX (DEHOTUITIYHHUX
a00 TEHOTHUIIIYHUX MapKepiB, MO0 3a0€3MEUUTH 1ICHTHYHICTD, JKUTTE3MATHICT 1
YUCTOTY KJIITHH, 1110 BUKOPUCTOBYBAIUCS Y BUPOOHUIITBI.

Jlo mnouaTky KIHIYHHX BHUIPOOYBaHb PEKOMEHJIOBAHO IMIATBEPIAUTH
MOCIIJIOBHICTh ~ HYKJIEITHOBOI ~KHCJIOTH €KCHPECIMHOI KaceTH, BKJIYAIOYU
MOCIAOBHICTh IUISIHKH, 110 KOAYE.

Tak camo, gk g Oyab-sfkoi 3MiHM y mpoueci, BBeaeHHs PBK moxe
MOTEHIIMHO BIUIMBAaTH Ha TPOPIIb SIKOCTI aKTUBHOI CyOCTaHIIii, 1[0 HEOOX1AHO
BPaxOBYBATH, TAKOX JOILLIBHO BPaXOBYBaTH MOPIBHSHHICTb.

3a HeoOX1MHOCTI y A0JaTKy A.2 10 i€l HACTAaHOBU MOTPIOHO MPEICTABUTH
OIIIHKY OE3MeKM 3aHEeCeHWX areHTiB 1 Kpamidikamii OaHKIB KJIITHH, IO
BUKOPUCTOBYBAIMCS JJI1 BUPOOHUIITBA AKTUBHOI CYyOCTaHIIi.

CraliibHICTh KJIITHHHOTO cy0cTpary

baxxaHo mpencTaBUTH BCl AOCTYNHI JaHl MpPO CTAOUIbHICTH KIITUHHOTO
cyOcTpary.

S.2.4. KoHTpOJIb KPUTHYHHUX €TaMiB i NPOMiKHUX POAYKTIB

PexomeH0BaHO TIPEICTaBUTH OMKC BUMPOOYBaHb 1 KpUTEPil MPUIHHATHOCTI
JUIST KOHTPOJIIO KPUTUYHUX €TamiB mporecy BupoOHuiTBa. Jljis KpuTepiiB
MPUHUHATHOCTI @00 MeX Jii MOKHA pOOUTH MEPEeXPECHI MOCHIaHHS Ha po3aut S.2.2
«Onuc mpoliecy BUPOOHUIITBA 1 HOTO KOHTpOJIIO». BH3HAHO, 10 BHACIIIOK

OOMEKEHOCTI JaHMX Ha paHHiX eramax po3poOku (I/II ¢a3zu) moBHI BimomocTi
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MOXYTh OYTH BIJICYTHIMH. ¥ pa3i aKTyaJbHOCTI pEKOMEHYEThCS OOTPYHTYBATH Ta
HIATBEPIUTH JaH1 MIOA0 TEPMIHY Ta yMOB 30€piraHHs MPOMDKHUX MPOTYKTIB.

S.2.5. Baaigauis npouecy

[IpoTtsirom ychoro mepioay po3poOku nependadaeThess 30upaHHs TaHUX PO
BaJIiJIallit0, OJIHAK 1X B1OOpaX€HHS y JIOChE Ha JOCIIKYBAaHHUM JIIKapChKHM 3aci0
HE € 000B’I3KOBUM.

Jlns erarniB BUpOOHUIITBA, 110 MPU3HAYEHI I BUAAJICHHS a00 iHaKTUBAIil
BIpYCHHUX KOHTaMIHAHTIB, BIJIMOBIAHY 1H()OpMAIIito JOLIBHO HAJATH Y T0JaTKy A.2
70 111€1 HacTaHOBU «O11iHKa 0€3MeKH CTOPOHHIX areHTIBY.

S.2.6. Po3poOka npouecy BHUpOOHHITBA

YaockoHa/ieHHsI IpoLecy

BupoOHuui  mpomecu Ta  cmocoOu  iX  KOHTpoJilo  Oe3repepBHO
YIOCKOHAIIIOIOTHCSA W OMTUMIZYIOThCS, 0COOJIMBO Ha (ha3i po3poOKM 1 HA paHHIX
dazax KIHIYHUX BUNpPOOyBaHb. PekoMeHJOBaHO y3araJbHUTH 3MIHH Yy
BUPOOHMUOMY TIpOLIEeCi 1 Croco0ax KOHTPOJIIO Ta HaJgaTH iX OOTpyHTYBaHHS. Y
IbOMY OIKCI PEKOMEHAYEThCA YITKO BKa3aTW BapiaHTH MPOLECY, BUKOPUCTAHI JIJIs
OTPUMaHHSA KOXHOI cepii, sIKa 3aCTOCOBYEThCS B JOKIIHIYHMX 1 KJIIHIYHUX
BUNPOOYBaHHX, MO0 BIAOOPA3UTHU 3B’A30K MDK CEpIIMH 10 1 micis 3MiH. J[is
JEMOHCTpalii 3MiH TpOLecy MOXKHa BHUKOPHUCTOBYBATH TMOPIBHSUIBHI CXEMU
BUPOOHUUOTO Tpoliecy Ta/ado mepenik 3MiH y nporect. [Ipu Mmoaudikariii mpouecy
MOke OyTHM MOTpiOHa ajanTallisi MPOMIKHUX JOCIIKEHb 1 BUIPOOYBaHb MpU
BUITYCKY JIKapChKoro 3acoOy, TOMY Il BHUNPOOYBAaHHS 1 BIAMOBIAHI KpUTEpil
NPUIUHATHOCT] CIIIJT MEPEryIsHyTH NpPH BHECEHHI 3MiH. SIKIIO 3MiHM y Mpoueci
3MIMCHIOIOTBCST Ha eTamax, [0 BKJIIOYEHI [0 BIPYCHOTO OUMIIECHHS, OakaHO
OOTpYyHTYBAaTH, YU BUMAra€ThCsi HOBE JOCIIIPKEHHSI BIPYCHOTO OYHIIIEHHS a00 BCe
11€ MO’KHA BUKOPUCTOBYBATH TOMEPEIHE TOCITIIKEHHS.

JocigkeHHsI MOPIBHAHHOCTI

3ae)KHO BIJ HACHIJKIB BHECEHHS 3MIHM Ta €Tamy po3poOKH Jyis
JEMOHCTpaIlii BIJACYTHOCTI HEOa)KaHOTO BIUIUBY 3MIHM Ha SIKICTh AaKTHUBHOI
cyOcTaHLIi MOXKYTbh OyTH MOTPiOHI AOCTIIKEeHHs MopiBHsHHOCTI. Ha panHix da3zax
OCHOBHOIO METOI0 TaKMX JOCIIIKEHb € HaJaHHS rapaHTii, 10 JIKapChbKU 3aciO
nicasi BBEJAEHHS 3MIH MPUJATHUN IJI HACTYMHHUX KIIHIYHMX BUIPOOYBaHb Ta HE
OyJle BUKJIIMKATU OY/Ib-SIKOTO 3aHETIOKOEHHS 100 OE3MEeKH MaIll€HTIB, BKIFOUEHUX
710 KJIIHIYHOTO BUMpoOyBaHHs. KpiMm Toro, Ha mi3HImmX ¢azax BapTO OIIHUTH, YU
MaTepia Mmiclisi BHECEHHS 3MIHM MOXE BIUTMBATH Ha edekTuBHIcTH IMP.

Ile mocmimKeHHS TOPIBHAHHOCTI PEKOMEHJOBAHO TPOBOJWTH TOETAITHO,
BKJIFOYAIOYM MOPIBHSHHS MOKA3HUKIB SKOCTI aKTUBHOI CyOCTaHIIli i peleBaHTHUX
MPOMIKHHUX MPOJYKTIB, 13 BUKOPUCTAHHAM MPUAATHUX aHATITUYHUX METOMIB. {0
aHAMITUYHUX METOJMIB 3a3BMYall HaJeXaThb CTAHAAPTHI BUMNPOOYBAaHHS, SKI 3a
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HEOOX1THOCTI IOMOBHIOIOTHCS JOMOMI>KHUMH BUITPOOYBAHHSAMM JIJIsl BCTAHOBJICHHS
XapaKTEPUCTUK (BKIIOYAIOYM OPTOTOHAIBHI METOAM). SIKIIO HaKOMMYEHOTO
BUPOOHHUKOM JOCBiAy Ta 1HIIOI peieBaHTHOI iH(popMaIlii HEAOCTATHBO JIJISl OIIHKH
PHU3UKY, TTOB’SI3aHOTO 13 BHECEHHAM 3MiHU, a00 OUIKY€ThCS MOTEHIIHHUIN PU3UK IS
MaIi€HTIB, JOCIKEHb MOPIBHIHHOCTI, 1[0 IPYHTYIOTHCSI BUHATKOBO Ha BUBYCHHI
MUTaHb SKOCTI, MOXe OyTH HeaocTatHho. Ilin yac panHix (a3 MOKIIHIYHUX Ta
KJIIIHIYHUX BUIPOOYBaHb JOCIIPKCHHS MOPIBHSIHHOCTI 3a3BUYali HE HACTUIBKU
MaciTabHi, sIK JIJIsl 3apeeCTPOBAHOTO JIIKAPCHKOTO 3aco0y. Y BUIAJKY KIIIHIYHUX
BUNIPOOYBaHb, IO BIEPIINE MPOBOAATHCS 3a yYACTIO JIFOAWMHH, PEKOMEHIYETHCS
3aCTOCOBYBATH JOCIIKYBaHUH JTIKapChKUil 3aci0, KU € pernpe3eHTATUBHUM MO0
MaTepianry, BAKOPUCTOBYBAHOTO Y TOKIIIHIYHUX JOCIIHKEHHIX (uB. «KepiBHAIITBO
13 cTparerii BU3HAYCHHsS Ta 3MCHIICHHS PHU3UKIB JJI KIIHIYHMX BHUIPOOYBaHb
JOCITIIKYBaHUX JIIKAPCHKUX 3aCO01B, 1110 BIEPIIE MPOBOAATHCS 32 YUACTIO JIFOTUHI
(EMEA/CHMP/SWP/28367/07) [14] ta rapmoHizoBany 3 HuM HactaHoBy (CT-H
MO3YVY 42-7.10:2022)) [15].

S.3. BusHaueHHsI XapaKTePUCTHK

S.3.1. Onuc cTpYKTYpPH M IHIIUX XapPaKTEPUCTUK

JU1st yMOXIMBJIEHHS] BCTAHOBJIEHHS MPUATHOI crienu(iKalii peKOMEHI0BaHO
BU3HAYUTH XapPaKTEPUCTUKHU OIOTEXHOJOTIYHOI abo O10JIOT14HOI CyOCTaHIIil
(BKJIFOUAlOUM ~ BH3HAYEHHS  (DI3UKO-XIMIYHMX  BJIACTUBOCTEH,  O10JIOT1UHOT
aKTHUBHOCTI, IMyHOXIMIYHUX BJIAQCTUBOCTEH, YUCTOTH M JIOMIIIOK) 3a JTIOIIOMOTOIO
BIJIMOBITHUX METOJIB. PexkoMeHayeTbcsi He OOMEXKYBaTUCSA IOCUJIAHHSMHU Ha
JITEpaTypHl JlaHi, 32 BUHATKOM BHIMAJKIB, KOJHU 1LI€ OOIPYHTOBAHO MOIEPEIHBO
OTPUMAHUMHU 3HAHHSMU 1010 MOAIOHUX MOJICKYJ JJIsi Moau(dikailiii, Koo HeMae
JKOAHUX 3ayBakeHb N0 Oe3neku (Hampukiaa, C-KIHIEBUM JI3UH IS
MOHOKJIOHAJTLHUX aHTUTLI). HanexxHe BU3HAYEHHS XapaKTEPUCTUK OakaHO
MIPOBECTHU Ha eTarti po3poOKH /10 movyaTky ¢da3u | Ta 3a HeOOX1THOCTI IMiCISI BHECCHHS
3HAYHUX 3MiH JI0 TPOIECY BUPOOHUIITBA.

Bapro Hagmatu ycroo peneBaHTHY iHGOpMAIIO MPO TMEPBUHHY, BTOPUHHY
CTPYKTYPY ¥ CTPYKTYpy BHIIOTO TIOPSAKY, BKJIIOYAIOYM TOCTTPAHCIISIIIHI
(Hanpuknan, rTaikogopmMu) Ta  iHIN  MoAMQIKalli aKTUBHOI  CyOCTaHIIi.
PexoMeH10BaHO TOAATH JTOKJIAJIHI BIJIOMOCTI MPO O10JOTIYHY aKTUBHICTH (TOOTO
MeBHY 3/IaTHICTh 200 MOTEHII1AJI JIIKAPCHKOT'O 3aCO0Y BUSBJIATH NIEBHUM 01010T1YHUN
edekrt). Jlo mouarky mocmipkeHb (asu [, gk mpaBmio, TMOTPIOHO BU3HAYUTH
O10JIOTIYHY  aKTUBHICTh, BHKOPHUCTOBYIOUM  BIAMOBITHWUN  HAAIdHUK  Ta
KBaM(iKOBaHWK MeTOA. BIiACYyTHICTh TaKOro KUIBKICHOTO aHai3y CIiJ
oOrpyHTyBatu. BHU3HAHO, 110 CTYIIHb YCTAHOBJIEHHS XapaKTEPUCTUK HA OLIbII
Ni3HIX (pazax 30UIbIIYETHCS TPOTATOM PO3POOKH.
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PekomennoBaHo  Hajatu  OOTpYyHTYBaHHS  BHOOpY  METOMAIB, IO
BUKOPHUCTOBYIOTBCS JIJIS1 YCTAHOBJICHHS XapaKTEPUCTHK, Ta iXHbOI MPHUIATHOCTI.

S.3.2. lomimku

JIOIIIbHO PO3IIISTHYTH TIOB’s13aH1 3 MPOIECOM JIOMIMIKU (HAMpUKIaa, OLIKA
KniTHHU XasdiHa, JIHK kmiTuHE XassiHa, 3aluIIKd SKUBUJIBHHUX CEPEIOBHII,
BWJIYTOBaH1 3 KOJIOHKH PEYOBUHM ) Ta IOB’s13aH1 3 TPOIYKTOM JOMIIITKH (HAIIPUKJIIA/,
MPEKYpCoOpH, po3IIeIuieHl (QopMH, TPOIYKTH pO3Maay, OILIKOBI arperaTH).
PekoMeHZ0BaHO TMpPEACTaBUTH KUIBKICHI JlaHI MpO JOMIIIKH, BKJIIOYAIOYU
MaKCUMaJIbHUM BMICT y HaWBUINN KIHIYHIA 1031, Moxe OyTu moTpiOHE
M1TBEPPKCHHSI OIIIHKY OYMIIICHHSI BiJl IEBHUX, TIOB’I3aHUX 3 MPOIECOM, JOMIIIOK
(HampuKJIaJ, MHOTACHUKIB).

SIKIIO HAaroThCs TIIBKM SKICHI HaHl MIOAO0 JEIKUX JOMIIIOK, IIe
PEKOMEHIYEThCSI OOTPYHTYBATH.

S.4. KoHTpoJIb aKTUBHOI CyOCTAHILIl

Konu pani mpo Bamijamito Mpolecy HENOBHI, MOKAa3HMKM SKOCTI, WIO
3aCTOCOBYIOTHCS [UJII KOHTPOJIO AaKTUBHOI CYOCTaHIlli, € BaXJIMBUMH [JIsi
J€MOHCTpalii (papMalleBTUYHOI SIKOCTI, CTINKOCTI i HOPIBHSIHHOCTI TPOYKTY IICIs
BHECEHHS 3MiH 10 mpouecy. ToMy MOKa3HHUKHM $IKOCTI, IO KOHTPOJIIOKOTHCS
OPOTATOM MpPOLIECY PO3POOKH, HE il OOMEXYyBAaTU TECTaMH, BKIIOYEHHUMH JI0
cneruikaiii, 1Jig SK01 BCTAHOBJICHO MOTIEPEIHI KpUTEpii MPUHHATHOCTI.

S.4.1. Cneuudikanis

Y cnemmdikamii Ha cepito(-i) aKTHUBHOI cyOcTaHuii, 1mo Oyae
BUKOPHCTOBYBATUCS B KJIIHIYHUX BUIPOOYBAaHHSAX, PEKOMEHIYETHCS BU3HAYHUTH
KpUTEpli MPUIUHATHOCTI, @ TaKOXX BUIIPOOYBAaHHS [Jisi BCTAHOBJICHHS HAJIEKHOIO
KOHTPOJIIO 32 SIKICTIO aKTUBHOI cyOcTaHLii. BunpoOyBaHHs Ta BU3HAUY€HI KpUTEPIl
MPUIMHATHOCTI Ha KUIBKICHHM BMICT, 1JCHTHYHICTh Ta YHUCTOTY (BIJACYTHICTh
JIOMIIIIOK) € 0OOB’SI3KOBUMH, a BCTAHOBJICHHS TPAHMYHOI KIJIBKOCTI JJISI 3aIllHCIB
«record» abo pe3ynbTaTiB AJIA 3BITYBaHHS «report results» He € MPUIHATHUM IS
MX MOKa3HUKIB SKOCTI. PEKOMEHI0BAaHO BKJIFOUMTH BUIIPOOYBaHHS Ha 010JIOT14YHY
aKTUBHICTh, 32 BUHATKOM BHIAJKIB, KOJMU MOro BiJCYTHICTh OOIDYHTOBaHa.
PekoMeH10BaHO BCTAHOBHUTH BEPXHI MEX1 BMICTY JOMIIIOK, BPaXOBYIOUHM MUTAHHS
0e3MeKH, Ta BU3HAYUTH MIKpOOI10JIOTYHY YMCTOTY aKTUBHOI CYOCTAaHIII1.

OcCkUIbKH KpUTEPii MPUUHATHOCTI, SIK MPaBUII0, 0a3ylOThCS Ha OOMEXKEHIH
KUIBKOCT1 Cepiii, BUTOTOBJIEHUX y MeXaX pO3poOKH, 1 cepidd, MPU3HAUCHUX IS
JOKJTIHIYHUX 1 KJITHIYHUX BUTTPOOYBaHb, BOHH 32 CBOIM XapaKTEPOM € TOTIEPETHIMU
Ta MOXKYTbh OTPeOyBaTH NEPETIAAY W KOPEKIIi MPOTATOM MOAAIBIIOT pO3POOKH.

Bapro TakoXk IOKYMEHTYBAaTH XapaKTEPUCTHKU O10TEXHOJOr14HOi abo
OlosoriyHoi  cyOcTaHIlli, sKI Ha TI€BHIM cTamli po3poOKHM HEMOBHICTIO
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OXapaKTepU30BaHi1 (HAIPUKIIAJ, TJIIKO3WIIOBAHHS, T€TEPOreHHICTh 3apsay) ado
BIIHOCHO SIKMX HasBHI JaHI HAATO OOMEXKEHI JIsi BCTAHOBJICHHS PEJICBAHTHUX
KpUTEpIiB MpUUHATHOCTI. SIK Hacmigok, Taki Xapaktepuctuku APl MokHa
BKJIFOUATH 710 cnenudikaiiii 0e3 3a3/1aaeriap BCTAHOBICHUX MEX MPUHHATHOCTI. Y
TaKWX BHITQJKaX BCTAHOBJICHHS TPAHUYHOT KIJIBKOCTI JJIs 3amuciB «record» ato
pe3yabTaTiB Ui 3BITYBaHHsS «report results» e npuiiHaTHuM. Pesyibratu ciif
3a3HavaTu y po3aim S.4.4 «AHami3 cepiity.

Honarkosa ingopmanis moxo ¢pasu I kiaiHivHNX BUNIPOOYBAHb

VY Mipy oTpuMaHHs 3HaHb Ta JOCBITY MOKe OyTH HEOOX1THUM J0AaBaHHs a00
BUKJTFOUCHHS TTapaMeTpiB Ta Moau@ikaIlis aHanTHaHuX MeToaiB. Crienudikarii ta
KpUTepil MPUUHATHOCTI, 10 BCTAHOBJICHI VIS MOMEPEAHIX BUIPOOYBaHb, BapPTO
MepersIHyTH Ta, 32 HEOOXI1THOCTI, CKOperyBaTH BiAMOBIIHO A0 MOTOYHOI CTajii
PO3pPOOKH.

S.4.2. AHaJIiITUYHI IPOoLEAYPH

Bapro 3a3HaunTH aHAMITUYHI METOJM, 110 BUKOPUCTOBYIOTHCSA ISl YCIX
BUNPOOYBaHb, BKIIOYEHHUX 10 creuu@ikanii akTUBHOI cyOcTaHLIi (HampUKIal,
xpoMarorpadiuHi METO/IU, KUIbKICHUI Ol0JIOTTYHHMM aHaii3 TOLIO), Y TOMY YHCII
BUNPOOYBaHHS 0€3 MeX MPUIHATHOCTI, 110 3a3HayeHl y cneuudikanii. [lorpidHO
MPEACTaBUTH KOPOTKUH OMUC YCIX HepapMakoMeHHUX aHATITUYHHUX MPOIEAYD
(To6TO cmocoOy TPOBENCHHS aHali3y) 13 3a3HAUYECHHSIM BHUJIB KOHTPOJIO, IO
3aCTOCOBYBAJIMCS B aHAITI3I.

Jlns MeToiB, IO BIAMNOBIIAIOTH BHUMOTaM MoHorpadiii €Bponeiicbkoi
®dapmakornei (Ph. Eur.) abo inmoi dapmakonei aepxkaBu-wieHa €C, dapmakomnei
CIIA (USP), SImoncekoi ®@apmakorei (JP) ado [eprkaBHoi @apmakoriei YKpainu,
CJI1J1 HaJJaT¥ TIOCUJIaHHA Ha BIJMOBIJIHY CTATTIO.

S.4.3. Bagigauisa aHAJITUHYHUX NPOLEAYP

Bamipamis aHamiTHYHUX TpoNEAyp Mig dYac KIIHIYHOT  PO3pOOKHU
PO3TISAAETHCS SIK MPOLIEC, 1110 MOCTIHO PO3BUBAETHCS.

AHamiTuyHi niporienypu, onucadi B €sporneticbkiit ®apmakomnei (Ph. Eur.),
dapmaxorei nepxapu-wieHa €C abo B iHmIiN BignoBinHii dpapmakonei (USP, JP),
B JlepxaBHiii ®@apmakonei YkpaiHu abo moB’si3aHi 13 (hapMakoONEeWHOI CTaTero
110J10 TIEBHI 010TEXHOJIOTTYHOT a00 010J0r1YHOI CyOCTaHIIli, 3a3BUYail BBAXKAIOThCA
BaJIiJOBAaHUMU. 3anponoHOBaH1 MoauQikaiii abo anbTepHaTUBU (PapMaKoNeHHUM
METOJIaM PEKOMEHIOBAHO BaJi1yBaTH.

Jns xriaiganx BunpoOyBanb I ta Il dasu pexomeHg0BaHO MiATBEPAUTH
NPUIATHICTh AHATITUYHUX METOJIB, IO BUKOPUCTOBYBaiucs. s mpoBeaeHHS
BaJiJalli aHaJITUYHUX METOMAIB BapTO MPEJACTABUTH B TaOIMUYHIN QopMi Mexi
NPUIAHATHOCTI (HAPUKJIIAL, MEX1 IPUMHATHOCTI JIJIs1 BU3HAYEHHS BMICTY JIOMIIIOK,
AKIIO0 HEOOX1HO) Ta mapaMeTpu (cnetu@iyHiCTh, JIHIMHICTD, I1aa30H, TOUYHICTS,
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MPEeNU3IHHICTh, MEXI KIJBKICHOTO BHU3HAYEHHS W BUSIBJICHHS, SIKIIO HEOOXITHO).
SIKII0 TOCHIKeHHS BaliJalii MPOBOAWIMCA IJIsl paHHbOI (pa3su BUIIPOOYBaHb,
Ta0NMYHE pE3IOMe PEe3yJbTaTiB JOCTIDKCHb Bamiiamii aHATITHYHOTO METOMIY
JOLUTFHO HAJATH JIsl TOJAATKOBUX TapaHTIiM.

Indgopmanis mono ¢gazu Il kiiHiYHEX BUNIPOOYBAHb

PexoMentoBaHO HajaTy iHGOPMAILIIIO MPO BaTIAAIII0 aHATITUHYHUX METO/IIB,
110 3aCTOCOBYIOTHCS [l TECTYBAaHHSI MPH BUITYCKY Ta TE€CTyBaHHS CTaOUIbHOCTI.
Pestome pesynpTaTiB  mpoBeaeHOi Bamigaiili (Hampukiaad, pe3yabTatd  abo
MOKA3HUKHU CTIeU(IgHOCTI, JIIHIHHOCTI, Miama3oHy, TOYHOCTI, TPEIU3IHHOCTI, MEX
KUTBKICHOTO BU3HAYCHHS W BUSBIICHHS, SKIIO HEOOX1THO) PEKOMEHIOBAHO HAJATH
y ¢opmi Tabmumi. [o 3aBepmenHs ¢asu Il xmiHIYHEX ~ BUIPOOYBaHb
PEKOMEHIOBAHO 3aKIHUUTH MTOBHY BaJI1Iallil0 METOTY, BKIIOYAIOYHN TATBEPIKEHHS
pobactHocTi. [ToBHUI 3BIT Mpo Baiigaliio HajgaBaTH HE 000B’I3KOBO.

S.4.4. AnaJi3 cepiii

OckUIbKY CcTIOYaTKy crienudikaiis Moxe OyTH TyKe HIHPOKOI0, JJI OI[IHKU
AKOCTI BaXJMBHUMHM € (pakTHU4HI JaHi npo cepli. g KUIBKICHUX MapaMeTpiB
PEKOMEHIOBAHO MPEICTABUTH (DAKTUYHI YUCTIOB1 3HAYEHHS.

3aBaHHSIM IIOTO PO3AUTY € JIEMOHCTpAIlisi SKOCTI cepiil (BIAMOBIIHICTh
MOTEePeIHbO BCTAHOBJICHIN crenudikalii), mo OyAyTh 3aCTOCOBYBaTUCA Yy
KJIIHIYHOMY BUIIpoOyBaHHi. J[Jis KIIHIYHUX BUMIPOOYBaHb paHHBOI (a3u, s STKUX
BUTOTOBJICHO TUIBKM OOMEXKEHY KIJIbKICTh Cepiii  aKTHBHOI CyOCTaHIIi,
PEKOMEHIOBAHO MPEJICTABIISATH PE3YJIbTATH BUIPOOYBAHHS PEICBAHTHUX CEPld IS
JOKITIHIYHMX Ta KIIHIYHUX BHUIPOOYBaHb, BKJIIOYAOUM Ti, 1O OyAyTh
3aCTOCOBYBATUCS Yy KIIHIYHOMY BHUIIPOOYBaHHI, Ha MIATPUMKY SKOTO HAJAETHCS
IMPD. Jlns akTUBHUX CYOCTaHIII 3 TPUBAIILIOIO 1ICTOPIE0 BUPOOHUIITBA JOLIBHO
HAJaBaTH PE3yNbTaTH TUIBKH JJS HU3KH PEMpPE3CHTAaTUBHUX CEpid, SKIIO IIe
BIJIMOBITHO OOTPYHTOBAHO.

Howmep cepii, po3mip cepii, BUpoOHUYY JIISHKY, JaTy BUPOOHUIITBA, METOIU
KOHTPOJItO, KPUTEpil MNPUHUHATHOCTI Ta pe3yJlbTaThd TECTyBaHHS  BapTo
nepepaxoByBaTH IiJ1 yac onucy cepii. [loTpiOHO BU3HAYNTH MPOIIEC BUPOOHUIITBA,
110 3aCTOCOBYETHCS JIs1 KOKHOT Cepii, Ta OyIb-AK1 BIIMIHHOCTI y LIUX IPOLIECAX.

PexoMeH10BaHO HaJaTH JIaHi TIPo aHaji3 cepii(-it), 1o Oy1e 3aCTOCOBYBATHUCS
y KJIIHIYHOMY BUIIPOOYBaHHIi, a00 iH(pOpMaIlil0 Ipo AOJATKOBI cepii, 0 He Oynu
BUpOoOJIeH1 Ha MOMeHT noganus IMPD.

S.4.5. O6rpynTryBanus cnenudikaunii

JIOLITTbHO IPEICTaBUTH OOTPYHTYBAHHS BCIX MOKA3HUKIB SIKOCTI, BKIIOUSHHUX
1o cnenu@ikaii, Ta KpUTepiiB MPUHHATHOCTI JUIsl YUCTOTH, TOMIIIOK, O10JIOTTUHOT
aKTUBHOCTI Ta IHIIMX TOKA3HUKIB SKOCTI, SIKI MOXYTh BIUIMHYTH Ha IO

Jikapchkoro 3aco0y. IIpu oOrpyHTyBaHHI MOTPIOHO KEpPyBaTHUCS BIAMOBITHUMHU
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JAHUMU PO pO3pOOKY, TaHUMH MPO cepii, 110 BUKOPUCTOBYBAIUCS Y JOKITIHIYHUX
Ta/ab0 KIHIYHUX BUMPOOYBAHHSX, 1 pe3ylbTaTaMH JOCITIKEHb CTaOUIBHOCTI 3
ypaxyBaHHSM METO/IB, 110 BUKOPUCTOBYBAIHCS AJIS iX KOHTPOIIt0. Bu3HaHo, 1110 mij
gac KIIHIYHOI pO3pOOKH KpHUTepli MPUHHATHOCTI MOXYTh OYyTH MIUPIIMMHU Ta
MOXXYTh HE BiAOOpa)kaTw MPOJIYKTUBHICTH mporecy. OaHaK A TUX MOKa3HUKIB
SKOCTI, SIKI MOXYTh BIUIMHYTH Ha O€3MeKy Malli€eHTa, PeKOMEHJOBAHO PETEIbHO
po3riasgaTd MeXi, Oepydyd 70 yBaru JOCTYNMHY 1H(OpMaIliio (HAmpUKIa,
MPOIYKTUBHICTH Tipotiecy, Thun A®I, 103y, TpUBaNiCTh YBEIEHHS TOIIO). JoI1bHO
OOTpYHTYBaTH 3HAYNMICTh 00paHOT METOUKH KUTBKICHOTO BU3HAUYCHHS aKTHBHOCTI
1 IPOMIOHOBAHUX MEX 11 MPUHHATHOCTI.

OuikyeThcsi, 1O 3MiHM, BHECeHI g0 croerudikaiii, 0 paHilme
BUKOpPUCTOBYBaiacs (Hampukiad, AOJaBaHHS a00 BUKIIOUEHHS IapaMeTpiB,
PO3UIUPEHHS KPUTEPIiB NPUMHATHOCTI) OyAyTh 3a3Ha4€H1 i1 OOIPYHTOBAHI.

S.5. CranpaprHi 3pa3ku 200 maTepiaan

3 orJisi1y Ha MpUPOAY O10JI0TTYHUX/010TEXHOJIOTTYHMX aKTUBHHUX CyOCTaHITIH,
3 METOK 3a0e3MEUYeHHs BIANOBIAHOCTI MIX PI3SHUMHU CEpIsIMU JOCIIKYBaHOTO
JIKApChKOro 3aco0y, a TakoX MOPIBHAHHOCTI JIKAPCHKOro 3acoly, 110 MiJIsarae
OpoJaxy, 3 JIKapChbKUM 3aco00M, 10 BHKOPHUCTOBYBAaBCS y KIIIHIYHHUX
BUIIPOOYBAHHIX, @ TaKOX JJI1 OMNHCY 3B’S3Ky MDK pO3pOOKOI0 mpouecy M
KOMEpPLIMHUM BHUPOOHUITBOM PEKOMEHJOBAHO BUKOPHUCTOBYBATH HAJIEKHUM
YMHOM OXapaKTepPU30BaHUM BHUXIJHHM MaTepiaj. YCTaHOBJIEHHS XapaKTEPUCTHK
CTaHJIAPTHOT'O MaTepialy peKOMEHJI0BAaHO 3/1MCHIOBATH 3a JOIOMOTOK HaJlMHUX
CYy4acHHX aHAJITUYHUX METOIB, SKi PEKOMEHIOBAHO OINMCATH HAJC)KHUM YHHOM.
PexomeHnmoBano Hamatu iHQoOpMallil0 NOpOo  MpoIeC BUPOOHUIITBA, IO
BUKOPHUCTOBYBABCS AJIs OJIEP)KaHHS CTaHAapTHOTO MaTepiaiy.

Skmo mig 4Yac KIHIYHOI PO3pOOKH BHKOPHUCTOBYBAIM OLIbIIE OJHOTO
CTaHJapTHOTO 3pa3Ka, PEKOMEHIOBAHO MPEACTaBUTH KBai(iKaIiiHy 1CTOPIitO, 1110
OIHCYE, SIK MIATPUMYIOTHCS 3B SI3KH MK PI3HUMU CTaHAapTaMHU.

3a HasABHOCTI, B SAKOCTI TEPBUHHOTO CTAHJAPTHOTO  Marepiany
PEKOMEHJJ0OBaHO BUKOPHCTOBYBATH MIXKHAPOAHMM cTaHaapT ado cranaapt Ph. Eur.,
abo 1Hmoi BiAmoBinHOI (¢apmakonei, adbo JlepxkaBHoi Papmakonei YkpaiHu.
KBamigikaiito KOXHOro BHYTPIIIHBOTO POOOYOro  CTAHIAPTHOTO  3pa3ka
PEKOMEH/IOBAHO MPOBOAUTH TOPIBHAHO 3 MEPBUHHUM CTaHAAPTHUM MaTepiaioMm.
OpnHak HEOOXITHO BpaxOBYBAaTH, 110 BUKOPUCTAHHS MIKHAPOJHOTO CTaHIAPTHOTO
3paska abo crtanmaptHoro 3paska Ph. Eur., abo iHmioi BinnosigHoi ¢papmakomnei, adbo
HepxaBHoi Papmakonei YKpaiHu Moxke OyTH OOMEXKeHEe MEeBHUMHU METOJIaMU
BUNPOOYBaHb, HAMNPUKIAL Ha OIONOrIYHY aKTUBHICTh. SKIIO MiXHApOJHUN
CTaHJApTHUM 3pa3ok abo craHgapTHui 3pa3ok Ph. Eur., abo iHIIoi BiAmoBigHOI
dapmaxkorei, ado [epxaBHoi @apmakonei YKpaiHu BiICYTHIHU, M1 4ac pO3pOOKH SIK
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NEPBUHHOTO CTaHJAPTHOTO MaTepialy PEKOMEHJIOBAHO CTBOPUTU BHYTPIIIHINA
cTaHaapT. PekoMeH10BaHO KOHTPOTIOBATH CTA0IIBHICTh CTAHIAPTHOTO MaTepiay.
Ile Mo>kHA 34ICHIOBATH B MEXKaX CHCTEMH SIKOCTI KOMIIaHII.

S.6. Cucrema KoHTeliHep/3aKynopoOBaJIbLHU 3aCi0

[lepenbauaeTncs, mo Oyae 3a3HAYEHUN MaTepiayl MEPBUHHOTO MaKyBaHHS,
IO 3aCTOCOBYETHCS JUIsl aKTUBHOI cyOcTaHIli. JIOLJIbHO BpaxoBYBAaTH MOKJIUBI
B3a€MO/IiT MIDK aKTHBHOIO CYOCTaHIII€I0 M IEPBUHHUM TaKyBaHHSIM.

S.7. CTabijibHICTh AKTHUBHOI CyOCTaHIII
Pe3iome it BUCHOBKH 11010 CTA0OLIBHOCTI (MPOTOKOJI/MaTepiaa i MeTo)

OuikyeTbecsi, Mo Oyle HAAAHO TMPOTOKOJ CTAOLIBHOCTI, HIO0 OXOILIIOE
3alPONIOHOBAHMM  TIepiofl 30epiraHHs AaKTUBHOI CYOCTaHIli, BKJIIOYAIOYU
cnenudikaiito, aHaJITUYHI METOJUKM W I1HTEPBAIM MDK BUIPOOYBAHHSIMHU.
[HTepBa MK BUIIPOOYBAaHHSIMM MOBUHHI BIJMOBIJATH TMOJOKEHHSIM HACTaHOBU
ICH Q5C [19] ta rapmoni3oBanoi 3 HuM HactanoBu CT-H MO3YVY 42-8.2:2013 [20].

SkicTh cepiifi aKTMBHOI CyOCTaHIli, BKJIIOYEHUX JI0 MPOrpamMu BHUBUCHHS
CTaO1IbHOCTI, TTIOBUHHA OyTH PEMPE3CHTATHUBHOIO IIOJI0 SKOCTI MaTepiaiy, KUl
OyJie BUKOPUCTOBYBATHUCS Y 3aIUIAHOBAHOMY KJIIHIYHOMY BUIIPOOYBaHHI.

AKTUBHY O10TE€XHOJIOTTYHY a0o0 Oi0JIOTiUHY CyOCTaHIlIl0, BKJIOUYEHY O
nporpaMu BUBYEHHS CTaOUIBHOCTI, PEKOMEHJOBaHO 30epiraTd y CHCTEMI
KOHTEHHEP/3aKyMOPIOBAIBHUM 3aC10, Sika € TaKOro K THUITYy Ta BUTOTOBJICHA 3 THX
caMuX MaTepialiB, Kl OyyTh BAUKOPUCTOBYBATUCS JJisi 30€piraHHs cepiil aKTUBHOT
cyOcTaHIlii, M0 MiJJISTal0Th BUKOPUCTAHHIO y KIIHIYHOMY BuUIpoOyBaHHi. Jlis
JOCIIIJIKEHHSI CTAaOUIBHOCTI AaKTHMBHOI CyOCTaHIli MOXHa BHKOPHCTOBYBATU
KOHTEWHEPHU 3MEHIIIEHOTO PO3MIpY.

Y  nocniKeHHSX BapTO OI[IHUTU CTAOUIBHICTH O10TEXHOJIOTIYHOT a0o
010J710T1YHOT CcyOCTaHLIi Y 3alIpOolOHOBAaHUX YMOBax 30epirants. PekoMeHyeTbes
MPOBOJIUTH JIOCII/DKEHHS B yMOBaX NPHCKOPEHOTO 30€piraHHs Ta B CTPECOBUX
yMOBaX, OCKUIBKM BOHM JAIOTh 3MOTYy 3p03yMiTu npodiias po3naganHs ADI ta
HAJIAl0Th MIATBEPKYIOU1 IaHl JJIs 301IBIIICHHS TEPMIHY IPUAATHOCTI.

JUisi HajgaHHA TapaHTid TOro, WO OyAyTh BUSBIEHI 3MIHM MPOQLIO
YUCTOTU/IOMIIIOK Ta cuiu A1 A®I, HeoOXiTHO oOmUCyBaTU METOIHU, SKi
BUKOPUCTOBYIOTBCS [UJIsl aHali3y BJIACTUBOCTEW, IO BKa3ylOTh Ha CTa0lIbHICTH
aKTUBHOI cyOcTaHIlii, abo poOUTH TmepexpecHe NocuilaHHA Ha po3aunr S.4.3
«Bamimamis aHamiTHYHUX Tporenyp». Jlo mpoTokoiy peKOMEHI0BAaHO BKIIOYUTH
METOJ] KIJBbKICHOIO BH3HAUYE€HHS CWJIM i, 3a BHHSATKOM BHIIJIKIB, KOJHU
OOIPYHTOBAHO 1HIIIE.

[lepion moBTopHOrO BUNpoOyBaHHs (Bu3HaueHuil y kepiBHuuTBi [CH Q1A
(R2) [21] Ta y rapmownizoBaHiii 3 HuM HactanoBi CT-H MO3Y 42-3.3:2004 [22]) ne
3aCTOCOBY€ETHCS 10 01070T1UHUX (O10TEXHOJOTIUHUX ) aKTUBHUX CYOCTaHIIIN.
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Jani/pe3yabTaTn 11010 CTA0LIBLHOCTI

Jlani moA0 cTabLIBHOCTI BAapTO HAJaBaTH MPHHAWMHI A OJHIET cepii,
BUTOTOBJICHOT 32 JIOTIOMOTOIO IMPOLIECY, 10 € PENPEe3CHTATUBHUM IIOAO MPOLECY,
KU BUKOPUCTOBYBABCS JJisi BUPOOHUIITBA MaTepiaidy MAJid 3aCTOCYBaHHS Y
KIHIYHUX BUMNpoOyBaHHAX. KpiM Toro, 3a HasBHOCTI PEKOMEHJIOBAaHO HaJaTH
M1ITBEPKYIOU1 TaH1 PO CTaOUIBHICTD BIMOBITHUX CEPiil, III0 BUKOPUCTOBYBAIUCS
B po3po0iii, abo cepiif, BUTOTOBJIEHUX 3a JOMOMOIOI0 MOIMEPEAHBOTO MPOIECY
BUpoOHMIITBA. Taki 1daHi Mpo cepii PEKOMEHJOBAHO BHUKOPUCTOBYBATH MJis
BU3HAYCHHS TEPMIHY MPUIATHOCTI aKTUBHOI CyOCTaHIi 3a YMOBH HaJaHHS
BIJIMOBITHOTO OOTPYHTYBAaHHS PENPE3CHTATUBHOI SKOCTI AJisl MaTepiaiy, o Oyze
BUKOPHCTOBYBATHUCS y KIIHIYHUX BUMIPOOYBAHHSX.

VYci peneBaHTHI JaHi MPO CTAaOUIBHICTh PEKOMEHJOBAHO Yy3araJlbHUTH B
TaOJIHII 13 3a3HaYEHHSIM BUIIPOOYBaHUX CEpiif, TaTH BUPOOHUIITBA, BEPCIi Mpo1iecy
BUPOOHMIITBA, CKJIaay, YMOB 30€piraHHs, TOUYOK 4acy JJIsi KOHTPOJIO, METOJIB
aHai3y, KpUTEPIiB NPUUHITHOCTI i PE3yJIbTATIB.

Bapro npeactaBuTi (hakTUUHI YUCIOBI 3HAYEHHS KIJIbKICHUX MapaMeTpiB Ta
MIPOAHAJI3yBATH BC1 TEHAEHIIII Y JaHUX, IO CIIOCTEPIrat0ThCsl.

Jlns BimoOpakeHHsT OOCSTy HasSBHUX JIaHMX Ta HOBOI 1HQOpMAaIli Mnpo
CTaOlIBHICTh aKTHUBHOI CyOCTaHINi Mmiag Yac pi3HMX (a3 KIIHIYHOI PO3POOKH
PEKOMEHJOBAaHO BHOCHUTH 3MIHM JI0O BUMOT CTaOUIBHOCTI aKTUBHOI cyOcTaHIii. o
daszu Il 3agaBHMK MOBUHEH MaTHh BCEOIYHE PO3YMIHHS MPOQIII0 CTAOUILHOCTI
aKTUBHOI CyOCTaHIII1.

BusnaveHHsi TepMiHy 30epiraHas

JIOLJIBHO 3a3HAYUTH 3asBJICHUI TEPMIH MPUAATHOCTI aKTUBHOT CyOCTaHIIi B
3aMpPONOHOBAHUX YMOBax 30epiraHHs, CynpOBOKYIOUN MOr0 OLIIHKOK JOCTYIHHUX
naHuX. PekomMeHJ0BaHO TpoaHai3yBaTH BCl TEHAEHUII Yy JaHUX, WIO
CIIOCTEPITal0ThCS.

3rigHo 3 monokeHHsamu kepisaunTea ICH Q5C [19] Ta rapMoHi30BaHOi 3 HUM
HactanoBu CT-H MO3Y 42-8.2:2013 [20], 3anpornoHoBaHui mepion 30epiraHHs
PEKOMEHI0OBAaHO BM3HAYaTH Ha MiJCTaBl pe3yJbTaTIB JOCIIIXKEHb JOBIOCTPOKOBOI
CTaOUIBHOCTI Yy peaJIbHOMY 4acl Ta 3a peajibHOo1 Temneparypu. OqHak JOIMyCKAeThCs
30UIBIICHHS] TEPMIHY MPHUAATHOCTI MOHAJ MEPIOJ, 10 OXOIUTIOETHCS TAHUMU MPO
CTaOUIBHICTh Y pEAIbHOMY 4aci, 32 YMOBH MIATBEPPKEHHS BIIMOBIAHUMU JTAaHUMH,
y TOMY 4YHCIlI JaHUMU TPUCKOPEHUX JOCIKEHb CTaOUIBHOCTI Ta/abo
BIIMOBIAHUMH JaHUMH TIPO  CTaOUIBHICTh, OTPUMAHUMH 3a JIOIIOMOTOO
penpe3eHTaTUBHOTO MaTepiay.

He pexoMeHIOBaHO TIEPEBUINYBATH BUXITHUH MaKCHUMAJIbHUW TEPMiH
NPUAATHOCTI TICAS MOro MPOJOBXKEHHS OUIbII HIK Yy 2 pa3d 1 HE MOXKHA
NepeBUILyBaTH OUIbII HIK HAa 12 MICAIIB TEpMiH MPUAATHOCTI, BCTAHOBJICHUN 3a
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HAJaHUMU JIaHUMH WIOJ0 CTaOUIBHOCTI, OTPUMAHUMU 3 BUKOPUCTAHHSIM
pernpe3eHTaTuBHOI cepii (cepiit). 30UIBIICHH TEPMIHY MNPUIATHOCTI HE MOXKeE
NEPEBUIYBaTH  3allJIAHOBaHY  TPUBAJICTh  JIOBIOCTPOKOBUX  BHUIPOOYBaHb
CTaO1TbHOCTI.

IIpy  mmanyBaHHi  30UIBIICHHS  TEPMIHY  HPUAATHOCTI  3asBHUKY
PEKOMEHIOBAaHO BUKOHATH 3alPOIIOHOBAHY MPOTrpaMy CTab1IbHOCTI BIATOBIIHO 10
MPEICTABICHOTO MPOTOKOJY Ta MIPU BUHUKHEHHI Helepeq0aueHnX MUTaHb 0axaHo
MOBIJOMUTH MPO HUX YIMOBHOBAaXXEHI OpraHd, a TaKOXk 3allpONOHYBATH IJIaH
KOPHUTyBaJIbHUX 3aXO/1B.

[Tonepenni 3HaHHSA, BKIOYaruHW 1iatGopmHi (11abJoOHHI) TEXHOJIOTII,
JOTTPHO BPAaxXOBYBATH MPHU CKJIAJaHHI MPOTOKOMY cTaOUTbHOCTI. OgHAK cami 1Mo
co01 111 IJaH1 HEe BBAXKAIOTHCS JOCTATHIMU JJIsI OOIPYHTYBAHHS TEPMIHY IPUIATHOCTI
peanabHOI aKTUBHOI CyOCTaHIII].

[ndopmartiss mpo 30UIBIICHHS TEPMIHY MPHUAATHOCTI INIJISXOM BHECEHHS
CyTT€eBOI MoaudIKalli mpeacrasieHa B po3nui 6 «llepenik acnekTiB, MoB’s3aHUX 3
JOCHIIKYBaHUMHU Ta JonoMibkHUMH (auxiliary) gikapchbKUMU 3ac00aMu, II0/10 SKUX
CIIOHCOP Ma€ BHECTH CYTTeB1 Moau(ikaiiii 70 Jlochke 10CTIHKYBAHOTO JIIKAPCHKOTO
3aco0y (IMPD)» 1i€i HacTaHOBH.

P. JocaimxyBanuii JikapcbKuii 3aci6 y npoueci rectyBaHHs

P.1. Onmc i ckiaax J0CTiIKyBaHOTO JIKAPCHLKOro 3aco0y

PexoMeH10BaHO 3a3HAYUTH SKICHUN 1 KUIBKICHHUH CKJaJ] JOCITIiIKYyBaHOTO
Jikapcbkoro 3aco0y. Taka indopmarrist BKIIIO4aE:

CTUCIHI BUKJIa] a00 ONMKC JIIKapCchkoi popMu y TabIuyHOMY (hopmarti;

CKJ1aJ], TOOTO MepeiK yCIX KOMIOHEHTIB JIKapChKOi (OpMH Ta iX KIJIBKICTb,
110 po3paxoBaHa Ha OAWHUINIO 103U (BKIIOYAIOUM HAJUIIKK Y pa3i iX HasBHOCTI),
(GyHKL10HAJIbHE MPU3HAYEHH KOMIIOHEHTIB, MOCUJIAHHS Ha iXHI CTAaHAAPTH SKOCTI
(manpukiian, Ha ¢hapMakorelHi cTaTTi abo crenudikailii BUpoOHUKA);

OTHC PO3YMHHUKIB, 1110 JOJAIOTHCS;

KOPOTKHI OIMUC THUIYy CHUCTEMU KOHTEHHEp/3aKymoproBaJbHHUM 3aci0, M0
BUKOPUCTOBYBABCS IS JIIKApChkoi (GopMu Ta Ajid OyAb-SKOrO PO3YMHHUKA IS
BIJIHOBJIEHHSI Ta CYHPOBIJIHUX MPUCTPOIB, AKIIO 1€ MOXJIUBO. [loBHUI onuc ciin
Hajatu y po3aini P.7 «Cucrtema koHTeHHEp/3aKyIOPIOBaIBLHUN 3aCi0».

P.2. ®apmaneBTHYHA PO3POOKa

Ha pannix eramax po3poOku iH(opmarllis, mpusHa4eHa JJis BKIIOUCHHS 0
IIHOTO PO3JILTY, MOXKE OYyTH 0OMEXKEHOIO.

Bapro mnpeacraBuTM KOPOTKHM OMHC PO3POOKH CKIIATy, BKIIOYAIOYH
OOrpyHTYBaHHs Oy/1b-sIKO1 HOBOI JIIKAPChKO1 (popMHU 200 TOMOMI>KHOI PEYOBUHH.

Jlist nmikapchbKuUX 3aco0iB, IO BHUMAararTh J0JATKOBOTO MPUTOTYBAHHS
(HampuKkJaa,  BIJHOBJIEHHS,  PO3BEJEHHS,  3MIIIyBaHHSA), PEKOMEHIOBAHO

26



CT-H MO3YV 42-8.6:2025

MIJTBEPIUTH CYMICHICTh 3 MarepiajlaMH, 110 BUKOPUCTOBYBAIHCS (HANpUKIA, 3
PO3YMHHUKAMH, PO3PIIHKyBadaMu, MAaTPHIICIO), 1 pE3IOMYBATH METO/I TPUTOTYBAHHS
(o CKa€eTHCS MOCHJIAHHS HA TIOBHUM OIMKUC, BKITIOYEHUH 10 TIPOTOKOITY KITHIYHOTO
BUIIPOOYBAHHS).

PexomeHnoBaHO OOIpYHTYBATH, 110 KOMOIHAIliSl 3allJIJAaHOBAHOTO CKJIAay Ta
Marepial TaKyBaHHS HE BIUIMBAIOTh Ha MpPaBWIbHE JO3yBaHHS, HANPUKIIAL
MIJTBEPIUTH, IO JIIKAPChKUH 3aci0 He abcopOyeThCs Ha CTIHKaX KOHTeHHepa abo
iH(Dy31iiHOT cuctemu. BukoHaHHS I1i€i BUMOTHM OCOOJHMBO BaXJuBE s (opm
BUITYCKY 3 HU3bKOIO /103010 200 BUCOKHM CTYTICHEM PO3BEICHH. Y BUITIKaX, KOJIA
y KIIHIYHUX BHUIIPOOYBAHHSX, IO BIIEPIIEC MPOBOAITHCS 3a YYaCTIO JIIOJWHHU,
TJIAHYETHCS BBEACHHS AY)KE HU3BKUX 703, Y IMPOTOKOJI BapTO 3a3HAYWTH, IO
BBEJCHHS TaKUX J03 3J1MCHIOEThCS BIANMOBIAHO a0 «KepiBHuUITBA 13 cTparerii
BU3HAYCHHS Ta 3MEHIICHHS PU3UKIB JUISI KIIIHIYHUX BUIPOOYBaHb JOCTIIHKYBAHUX
JIKapChKUX 3aco0iB, 1[0 BIEpPIIC MPOBOASTHCS 3a y4YacCTIO  JIFOJUHK
(EMEA/CHMP/SWP/28367/07) [14] ta rapmonizoBanoi 3 HuM HactaHoBu (CT-H
MO3Y 42-7.10:2022) [15].

Po3poOka npouecy BUpoOHULTBA

PekomeH10BaHO onucaTH 3MIHH MPOLIECY BUPOOHMIITBA, BKIIOYAIOUN 3MIHU
CKJIaJy ¥ JIKapchKoi (OpMHU, MOPIBHSHO 3 paHille MPOBEACHUMHU KIIHIYHUMHU
BunpoOyBanHsMU. CyTTEBI 3MiIHM, HAPHUKIAJ 3MIHH y CKIIaJl, PEKOMEHJIOBAHO
OOTpYyHTYBATH BIJAMOBIIHUMU JOCTIKEHHSIMH MOPIBHSIHHOCTI. Y I[bOMY BHIAIKY
pexomeHaaIi moAiOH1 TUM, IO OMHUCYyBaIucs y po3aiuil S.2.6 «Po3pobka mporecy
BUpoOHULTBay. Ili mani cmig ngeramizyBaTtd, 100 YMOXJIMBUTHU BIIAMOBIIHE
PO3YMIHHS 3MiH Ta OLIIHKY MOXJIMBUX HACIIJIKIB JIJIsl OE3MEeKH MallieHTa.

Bynp-axi 3mMiHM y CKJaal MiJ 4Yac KJIHIYHOI PO3POOKH PEKOMEHJI0BAHO
JIOKYMEHTYBATH i OOIPYHTOBYBATHU 3 TOUKH 30PY iX BILIUBY HA SIKICTh, O€3MEUHICTb,
KJIIHIYHI BJJACTUBOCTI, I03YBaHHS 1 CTaOUIBHICTD JIKApCHKOTO 3aC00Y.

P.3. BupoOHMUTBO

P.3.1. BupoOHuK(-u)

PexoMeH10BaHO 3a3HA4YMTH Ha3By(-H), ajapecy(-M) ¥ BIANOBIAAIBHICTh
KOKHOTO BHUpPOOHMKA Ta KOXKHOI 3alpONOHOBAHOI BUPOOHMYOI MUISHKH, III0
3aTy4eHl 10 BUPOOHUIITBA, BUMIPOOYBAHHS Ta BUITYCKY cepii. K110 y BUpoOHUIITBI
JOCIIJIKYBAHOTO  JIIKApChKOro 3aco0y OepyThb yuyacTh Kijlbka BHPOOHMKIB,
PEKOMEHIOBAHO YiTKO OMHUCATH 000B’ I3KM KOYKHOTO 3 HUX.

P.3.2. Cknanx Ha cepito

BaxxnuBo npeacraButu iHGopMarliiro mpo ckiian Ha cepiro(-i), mo oyae(-yTh)
3aCTOCOBYBAaTUCS Yy KIIHIYHOMY BUIpoOyBaHHI (mocmimkenHi). s iHpopmaris
MOBUHHA BKJIIOYATH TIEPETiK yCiX KOMIOHEHTIB. PEKOMEHII0BaHO 3a3HAYWTH
po3Mipu abo JianazoH po3MIpiB CEpiil.
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P.3.3. Onuc npouecy BUPOOHUIITBA TA KOHTPOJIIO MPOIeCy

PexomenmoBano mpencTtaBuUTH — OJIOK-CXEMy  BCIX  €TamiB  MPOIECy
BUPOOHUIITBA, Y TOMY YHCJII BHAM KOHTpoONO0 y mpoueci Bupoobnunrsa (IPC —
napaMeTpH MpoIecy Ta BUIPOOYBaHHS y MPOIleci BUPOOHUIITBA), CYTTPOBOIKYIOUH
ii ctucnuM onucom mpouecy. [IPC 3a moTpeOu BCTaHOBIIOIOTH K MeX1 Jii abo
3a3HaYalOTh y 3BITaxX K IOMEpPeaH] KpUTEpii MPUHUHATHOCTI, TaKOX MPHUAUISIOTH
yBary ImOKa3HUKaM, II0 MOXYThb BIUTMHYTH Ha Oe3neky. Jus inmux [PC
PEKOMEHI0OBAHO TepeI0aYMTH BIAMOBIAHUN MOHITOPHHT, a KPUTEPii IPUHHATHOCTI
abo Mexi aii mpeacTaBiaTu He MoTpioHO. [IpoTarom po3poOku, y Mipy OTpUMAaHHS
JOJJATKOBUX JAHUX PO MPOIEC, BAXKIUBO MPEACTABIATH AOKIaaHimI gaHi npo [PC
Ta MeperyiaaaTH KpUuTepii NpuHHATHOCTI.

binbmricte nmikapchkux 3aco0iB, IO MICTIATh pPEKOMOIHAHTHI OUIKM Ta
MOHOKJIOHAJIbHI aHTUTLIa, BUPOOJISIFOTECS 3@ JOIMOMOTIOK ACENTUYHOIO MpOIECy,
KWW BBAXKAE€ThCS HeCTaHAApTHUM. HecTanaapTHi nporiecu BUpOOHUIITBAa a00 HOBI
TEXHOJIOT1i Ta HOBI MPOIIECH MAaKyBaHHSA BapTO OMHCYBATH JIOCTATHHO JIOKJIAHO
(muB. «KepiBHMUIITBO 3 Badijalii MPOIECIB JJii TOTOBUX JIIKAPCHKUX 3acC00IB —
iH(dopMarlliss Ta JAaHi, O CJIJ HAJaBaTH B MeE¥XKax PEryJATOPHOrO IOJAHHS
(EMA/CHMP/CVMP/QWP/BWP/70278/2012) [23] Ta rapMoHi30BaHy 3 HHM
HactanoBy (CT-H MO3YV 42-3.5:2016) [24]).

[ToBTOpHAa 00pOOKa JOMYCKAEThCSI HAa KOHKPETHUX €Tanax BUPOOHUIITBA
(HampuKIaz, MOBTOpPHA (iIBTpAIlisl), TIIBKUA SKIIO TaKi €Tany HAJICKHUM YUHOM
OIKCaH1 Ta OOTPYHTOBAHI.

P.3.4. KoHTPOJIb KPpUTHUYHHUX €TaIIB I IPOMI*KHUX MPOAYKTIB

baxxano onucatu BUNPOOYBaHHS Ta KPUTEPii NPUUHATHOCTI AJIsi KOHTPOIIIO
KPUTUYHUX €TalliB MPOIECY BUPOOHUITBA. Bu3HAaHO, 10 BHACIIOK OOMEKEHOCTI
JaHUX Ha paHHboMy etami po3poOku (Pasza I/II) moBHa 1HPopMaliss Moxke OyTU
BiJICYTHBOIO.

Axmo 11 TpOMDKHUX MPOAYKTIB MependadyeHuid MeBHUN 4Jac 30epiraHHs,
PEKOMEHJIOBAaHO OMHCATH TEPMIHM Ta YMOBHU 30epiraHHsi ¥ OoOIpyHTyBaTd iX 3a
JIOTIOMOTOI0 JTAaHUX TIPO (Pi3UKO-X1M14yH1, 610JI0TT4HI 1 MIKPOO10JIOT1YHI BJACTUBOCTI.

Jlns crepwizanii MmeToaoM (pinbTparlii y 3asBi peKOMEHI0BAHO 3a3HAYUTHU
MaKCUMaJlbHE MPUUHATHE O10JI0T1YHE HaBaHTaXEHHS A0 (inbTpamii. Y OLIpIIOCTI
BUMAJKIB MOKA3HHUK, 1110 CTAHOBUTH He Outbine HiK 10 KYO/100 mit, € npuiHATHUM.
3a HagBHOCTI OOIPYHTYBaHHS JOINMYCKA€TbCS BHUKOPUCTAaHHS OO €MiB IS
TECTYBaHHs MeHIINX, HiX 100 M.

P.3.5. Baainauisi npouecy

3a HE0OX1THOCTI CJIiJT KOPOTKO ONMUCATH CTaH BadiAallii acenTUIHOi 0OpoOKu
i modimizamii. Bianosigno no aomatky 13 «lIpaBui, 1mo perymorTh JiKapChKi
3acobu B €BporneiickkoMmy Coro3i» (T. 4) [16] Ta rapMoHi30BaHOT 3 HUMH HACTaHOBU
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CT-H MO3Y 42-4.0:2020 [3], Bamigarist mpoiieciB cTepui3allii MOBUHHA MaTH
TaKUW CaMHM CTaHIapT, 110 W AJs JIIKapChKOro 3aco0y, sSIKUW MiAJsArae peasnizaiii.
PexoMeH0BaHO BKJIIOUMUTH 1HGOPMAIIiIO, 10 0€3MOCePeHBO CTOCYEThCS OE3MEKU
JIKapchbKOro 3aco0y, TOOTO MaHi Mpo OlOHABAaHTAXKEHHSA Ta IMITAILI0 MPOIECY
HAIMOBHEHHS (DJIAKOHIB JKUBUJIBHUM CEPEIOBUIIIEM.

P.4. KoHTpOJIb 10NOMI>KHMX PEYOBHH

P.4.1. Cneundikamist

JHouinbHo nocunatuca Ha €Bponeiicbky @apmakoneto (Ph. Eur.) abo inmny
BinnoBinHy ¢apmakonero (JP, USP, ®dapmakomnei nepkaB-uineHiB), abo JlepxaBHY
®dapmakonero YkpaiHu. [l JOMOMIKHHX pPEYOBHH, HI0 HE BKIIOYEHI [0
BUINE3TJaHUX CTAHJAPTIB, PEKOMEHIOBAHO HAJaTH BHYTPINIHIO CHenudiKariio
BUPOOHUKA.

P.4.2. AHAJITHYHI MEeTOANKH

SIKII10 HEMOXKJIMBO TOCTIATUCS Ha CTATTIO (papMaKoIeH, 10 nepepaxoBaHi B
po3auni  P.4.1  «Cnemudikariis», peKOMEHJOBAHO 3a3HAYUTH BUKOPHUCTaHI
aHAJIITUYH] METOIUKH.

P.4.3. Bajigauisa aHaJiTHYHUX METOTUK

He 3acTocoByeTncs.

P.4.4. O0rpynryBanHs cnenundikamiii

Jliist HepapMakoneHUX JOTIOMIKHUX PEYOBHH, SIK 3a3Ha4eHO y po3aim P.4.1
«Crnenudikariis», ciiiji OOrpyHTYBAaTH BHYTPILIHIO crienddikaliiro BUpOOHHUKA.

P.4.5. lonoMikHi pe4OBHUHH JIIOACHKOT0 200 TBAPUHHOI'O MOXOIKEHHS

JIJIst TOTIOMIDKHUX PEYOBHH JTIOACHKOTO a00 TBapUHHOTO TOXOMKCHHS Yy
nonatky A.2 1€l HaCTaHOBM PEKOMEHJOBAHO HaAaTH 1H(OpPMAIlI0 MPO OLIHKY
Oe3MeKy II0JI0 CTOPOHHIX areHTIiB (HaAmpUKIaj, JKepena, creuudikailii, omuc
MPOBEJEHUX BUMPOOYBaHb) 1 JIaHI MPO BIpyCHY O€3MeKy BIAMOBIAHO 10
«KepiBHUIITBA 3 OIIHKM BIPYyCHOI O€3IMeKu OI0TEXHOJOTTYHUX JTOCIIIKYBaHUX
mikapcbkux 3aco0iBy (EMEA/CHMP/BWP/ 398498/05) [12]. Kpim Toro, naHi,
3a3Ha4yeHl y JoAaTky A.2 10 1€l HAacTaHOBHU, PEKOMEHJOBAHO MPHUBECTH Y
BIMOBIIHICTh 3 «KepiBHMMM BKa3iBKaMH IMOAO MiHIMI3alli pHU3UKY Mepenadi
are’HTaMm Ty04acToi eHiedanonarii Ipu 3aCTOCYBaHHI JIKAPCBKUX 3ac001B s
mroauau Ta TBapuH» (EMA/410/01) [25].

S0 SIK JOMOMI’KHA pEYOBHMHA BUKOPUCTOBYETHCS allbOYyMIH JIIOACHKHIA a00
IHIIUHA JTIKapChbKUM 3aci0, M0 € TOXIIHUM IUIa3MH, PEKOMEHJIOBAHO I10JIaTH
BIJIOMOCTI TIPO OIIIHKY O€3MEKHU I0J0 CTOPOHHIX areHTIB 3T1IHO 3 BiAMOBIIHUMH
rnaBamu  «KepiBHUIITBA 3 JIKapChbKUX 3ac00iB, BHUTOTOBJICHUX 3 ILUIA3MH»
(EMA/CPMP/BWP/706271/2010) [26]. SIkmo oTpuMaHuii 3 Iia3MUd KOMITOHEHT
paHillie BAKOPUCTOBYBABCS Y 3apPEECTPOBAHOMY JIIKAPCHKOMY 3aC001, JOMYCKAEThCS
MOCUJIaHHS Ha peecTpalliiiHe MOCBITUYEHHS.
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P.4.6. HoBi 1onomMiskHi pe410BUHHA

JIJIsi TOMOMIXKHUX PEYOBHUH, IO 3aCTOCOBYBAIHCS Yy JIKApPChKOMY 3aco0i
BIIEpILe a00 3a JJOTIOMOTOI0 HOBOTO IIIJISIXY BBEJICHHS, PEKOMEH IOBAHO MPECTABUTH
MOBHUW OIKC TPOIECYy BUPOOHMIITBA, BCTAHOBJICHHS XapaKTCPUCTHUK 1 BHIIB
KOHTPOJIIO 3 TMOCWUJIAaHHSIMHU Ha JIOJATKOBI JlaHi mpo Oe3mneky (AokiiHIuHI Ta/abo
KJIIHIYH1) 3riHO 3 ¢opMaToM, mepeadadyeHuM sl aKTUBHOI CyOCTaHIIi (J10aTOK
A.3 1i€i HaCTaHOBH).

P.5. KOHTPOJIb J0CTII)KYBAHOIO JIIKAPCHKOTO 32C00Y

P.5.1. Cnenndikanis

[Ipu po3pobui crenudikamii A8 JIKapChKOro 3aco0y pPEKOMEHIO0BaHO
KepyBaTUCS TMPUHITUIIAMH, 1110 OMKCAHI JIsl aKTUBHO1 cyOcTaHItii. ¥ cnerudikarrii
cepii(-if) JniKapchbKoro 3acody, mo Oyae(-yTh) BUKOPUCTOBYBATUCS Y KIIHIYHOMY
BUNPOOYBaHHI, JJI1 YMOXKJIMBJICHHS HAJIEKHOTO KOHTPOJIIO 32 SIKICTIO JIIKAPCHKOTO
3aco0y. BumpoOyBaHHS Ha BH3HAYEHHS BMICTY, 1JICHTUYHOCTI Ta YHCTOTH
pekoMeHAoBaHl1. J[Jig CTepuIbHUX J1KapChKUX 3aC001B PEKOMEHI0BaHO MPOBEICHHSI
BUMIPOOYBaHb Ha CTEPWIBHICTh Ta EHJOTOKCHHHU. PEKOMEHJOBAaHO BKIIIOYATH
BUNPOOYBaHHS Ha OI0JIOTIYHY AaKTHUBHICTh, 3a BHUHSATKOM BHMAJKIB, KOJHU
OOIpyHTOBaHa BIJCYTHICTh TaKOro BKJIIOUEHHS. {711 IOMINIOK pPEKOMEHJI0BAHO
BCTAHOBUTU BEPXHI MEX1 BMICTY JOMIIIOK, BPAaXOBYIOUM MIpPKyBaHHS MI0JI0
oe3neku. [1i yac moganpioi po3poOKu MOKe BUHUKATH MOTpeda y iX meperisial ta
MPUBECHHI Y BIIMOBIIHICTb.

Kpurepii npuiHATHOCTI MOKA3HHUKIB SKOCTI AOCTIIKYBAHOI'O JIKapChKOIO
3aco0y BHMararoTh ypaxyBaHHsI MUTaHb O€3MeKu Ta cTajii po3poOku. OCKUIbKU
KpUTEpil IPUIUHATHOCTI, SIK TPaBUJIO, IPYHTYIOThCS Ha OOMEXEH1H KUIBKOCTI Cepii,
110 BUKOPUCTOBYBAJIMCS B pO3pO0I1i, 1 cepiid, [0 BUKOPUCTOBYIOTHCA Y JOKIIHIYHUX
Ta KJIIHIYHUX JOCIIDKEHHIX, BOHU MO CyTi € monepeadiMu. [IpotaroMm momanbmioi
pPO3pOOKH BOHU MOXKYTh MOTPeOyBaTH MEPETIsiy Ta KOPUTYBAHHS.

AHaTITUYHI TIPOLIETypH, MEX1 BMICTY W O10J0TIYHOI aKTUBHOCTI TMOBHHHI
3a0e3MeuyBaTy MpaBUIbHE JO3YBaHHS.

PekomMeH10BaHO BCTAaHOBUTHU BEPXHI MEXK1 BMICTY JIOMIIIOK, 1110 HE BKJIIOYEHI
10 crienudikaiii akTMBHOI CyOCTaHII11, BpaXOBYIOUM MUTAHHS OE3IEKH.

Jonarkosa indopmanis s KIiHIYHUX BUIPoOyBaHb (paszu 111

VY Mipy HaKONMUYEHHS 3HaHb Ta JOCBIAY MOXke OyTH MOTpiOHE JOTIOBHEHHS
a00 BUITyYEHHS TapaMeTpiB 1 Moaudikailist aHam THIHUX mporenyp. Crenudikaiiro
Ta KPUTEPii IPUIHITHOCTI, 1110 BCTAHOBJICHI JIJIs1 paHIIle MPOBEACHUX BUTTPOOYBaHb,
BapTO MEPErNIAHYTH Jis KJIiHIYHUX BunpoOyBaHb (asu III Ta 3a HeoOxigHOCTI
aJanTyBaTH 0 TOTOYHOI CTajli po3pOOKH.

P.5.2. AnaniTu4Hi npoueaypu
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PexoMeH10BaHO omucaTH aHAJITHYHI MPOLEIYpH BCiX BHUIPOOYBaHb, IO
BKJTFOUEHI 70 crienudikaiii. BiTHOCHO neskux O1IKIB Ta KOMIUIEKCHUX JIIKAPChKUX
¢dopM abo 1HHOBALIWHUX JIKAPCHKUX (POpM MOke OyTH MOTPIOHUN BUIIMIA PIBEHD
JeTani3aii.

CTOoCOBHO BUMOT 3BepTaiitecs 10 po3ainy S.4.2.

P.5.3. Bajgiganis aHaJiTHYHHAX METOAUK

CTOoCOBHO BUMOT 3BepTaiitecs 10 po3auny S.4.3.

P.5.4. Anaui3 cepiii

OcCkinpbKd TEpBHHHI cHeludikaiii MOXyTb OyTH OyXe HIMPOKUMH, IS
OLIIHKH SIKOCTI PEKOMEHIOBaHO HajaTH (akTuuHi JgaHi mpo cepito. HeoOxigHo
HaAaTu (HaKTUYHI YMCIIOB1 JIaH1 JJIsl KUTbKICHUX TapaMeTpiB.

VYBary y upoMy po3aull PEeKOMEHIOBAHO MPUAUIATA JEMOHCTpaIli SIKOCTI
cepiii (BLAMOBIAHICTH paHillle BCTAHOBJICHIM crenudikaiii), mo OyIyTh
BUKOPUCTOBYBATHUCS Y KJIIHIYHOMY BUIpPOOyBaHHI. JIJis KIIHIYHMX BHUIPOOYBaHb
paHHbO1 (pa3u, JUIsl SKUX BUTOTOBJIEHO TUIBKM OOMEXEHY KUIBKICTh Cepii, Ciij
HaJaTU pe3yJbTaTu BUIPOOYBAHHS PEJICBAHTHUX CEpId I JOKJIIHIYHUX Ta
KJIIHIYHUX BUOPOOYBaHb, BKIIOYAIOYM TI, IO OYAyTh 3acCTOCOBYBaTHUCA ¥
KJIIHIYHOMY BUIIPOOYBaHHI, Ha MIATPUMKY SIKOTO HajaeTbesa IMPD. [ nikapchbkux
3ac001B 3 TPUBAIIIIONO ICTOP1€I0 BUPOOHUIITBA MOKHA HAJIABATU PE3YyJIbTATH TUIBKU
JUTSI HU3KH PEMPE3eHTATUBHUX CEpill, SIKIIO 11€ BIAMOBIIHO OOIPYHTOBAHO.

Howmep cepii, po3mip cepii, BUpoOHUYY JIISHKY, JaTy BUPOOHUIITBA, METOIU
KOHTPOJIIO, KpUTepli MNPUMHATHOCTI Ta pe3yJdbTaTH BUIPOOYBaHHS  CIIiJT
nepepaxoByBaTH Pa3oM i3 3aCTOCYBaHHSIM cepiil. Y TOKyMeHTallii BapTo 3a3Ha4aTu
MPOLIEC BUPOOHUIITBA, 1110 3aCTOCOBYETHCS JIJISl KOXKHOI Cepli.

PexoMeH10BaHO HaJaTH JIaHi Ipo aHaji3 cepii(-it), 1o Oy1e 3aCTOCOBYBATHUCS
y KJIIHIYHOMY BUIIPOOYBaHHI, a00 1H(pOpMaIlil0 Ipo AOAATKOBI cepii, 0 He Oynu
BUpOoOJIeH1 Ha MOMeHT nojanus IMPD.

P.5.5. XapakTepucTuka 10MilIoK

JlomiapHO 1MeHTU(]IKYBaTH Ta KUTBKICHO BU3HAYaTH JOAATKOBI JOMIIIKH Ta
MPOAYKTH PO3Iay, 0 CIOCTEPITatOThCs y AOCIIKYBAHOMY JIIKAPCHKOMY 3ac001,
ajie He onucaHi B po3au S.3.2 «JloMimkmy.

P.5.6. O0rpynTtyBanns cnenugikamii

[Ipu oOrpyHTYBaHHI MOKa3HHUKIB SIKOCTI, IIO0 BKJIOYEHI J10 crenuikarii
JKApChKOTO 3ac00y, PEKOMEHJIOBAaHO KEPYBATHCS B OCHOBHOMY CHEIU(IKAINIEO
akTuBHOI cyOcrtanmii. Crmig BpaxyBaTH TMOKAa3HUKH SIKOCTi, IO BKa3ylOTh Ha
cTabuIbHICTh. BapTO 0OTpyHTYBaTH 3ampONIOHOBAH1 KPUTEPIl MPUHHITHOCTI.

P.6. CtangapTHi 3pa3ku ad0 marepiajan
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VY  BIANOBIAHUX BHUMAAKaxX CJIJ HAJAATH [apaMeTpy BCTAHOBJICHHS
XapaKTEPUCTHUK CTAHIAPTHOTO 3pa3ka. 3a HEOOX1THOCTI MPUITYCTUMO TTOCUIAHHS Ha
po3nin S.5 «CranaapTHi 3pa3ku abo MaTepiaim.

P.7. Cucrema KOHTeiiHep/3aKyOPIOBAJILHUI 3aCi0

Bapro Hagatu omnuc 3aluiaHOBAaHOIO TEPBUHHOIO IMAaKyBaHHS, IO Oyje
3aCTOCOBYBATUCSA ISl JOCHIDKYBAHOTO JIIKAPCBKOTO 3acol0y y KJIIHIYHOMY
BUNPOOYBaHHI. 3a HEOOX1HOCTI HAa/IaTH MOCWJIAHHS Ha BIANOBIAHY (hapMaKoIeHy
CTaTTIO. SIKIO JIIKapChbKUU 3aci0 yMakOBYETbCS Y HECTAaHAAPTHUN TPUCTPINA IS
BBEJICHHs a00 BUKOPHUCTOBYIOTHCS He(papMaKoMeHl MaTepiany, CIIiJl HaJaTh iXHIl
oruc Ta crienudikarii.

SAxmo meguuHMA BUpiO Oyae 3acTOCOBYBAaTHCS IS BBEIACHHS, CIIT
3a3HAYNTH, Y1 MeTuuHUN BUp10 Mae MmapkyBaHHs CE (eBporeichKoi BiIITOBITHOCTI)
Ha CBO€ IIUIbOBE MpHU3HAUYCHHS. 3a BiAcyTHOCTI MapkyBanHs CE Ha 1iiboBe
MPU3HAYEHHS PEKOMEHJOBAaHO HAJaTH 3asBY IMPO BIAMOBIAHICT BaXXIMBUM
peeBaHTHUM BUMOTaM JI0 METUYHUX BUPOOIB Y KOHTEKCTI XapaKTEPUCTUK Oe3MeKu
Ta Aii MeauyHoro BupoOy. HeBia’eMHUN NPUCTPIi-KOMIOHEHT KOMOIHOBAHOTO
MPOAYKTY, IO CKJIAJAa€ThCsl 3 JIIKAPCHKOTO 3aco0y Ta MEIUYHOTO BUPOOY,
BIIMOBIJHO /10 BU3HAauYCHHS J[MPEKTHUBU NMPO MEAWYHI BUPOOU, 3BUIBHSAETHCS BiJl
BUMoru matu mapkyBaHHs CE.

J1ist mikapchKUX 3ac001B, MPU3HAYCHUX JIJISI TAPEHTEPAILHOTO 3aCTOCYBAHHSI,
K1 MalOTh MOTEHIIA 0 B3a€EMOJIi 13 CHCTEMOI0 KOHTEHHEP/3aKyHOpIOBaIbHHM
3aci0, MOXyTb OyTH TOTPIOHI OAATKOBI JaHl (Hampukiaa, iHdopmarils Tpo
PEYOBHUHU, 1[0 €KCTPAryHOThCS/BUITYTOBYIOTHCS 11 TocaikeHs daszu I1I).

P.8. CTabiiibHICTH 10CTIAKYBAHOIO0 JiKAPCHLKOI0 3aC00y

Jlo nikapchKOTo 3ac00y pEKOMEHI0BAaHO 3aCTOCOBYBATH Ti caMl BUMOTH, 11O
W 0 aKTMBHOI CyOCTaHIli, BKJIFOYAIOUM MPOTOKOJ JOCIHIIKEHHS CTaO1IbHOCTI,
pPE3YNbTATH JOCHIKEHHS CTAa0UTBbHOCTI, BU3HAYECHHS TEPMIHY MPUJIATHOCTI, Y TOMY
YUCII 30UTBIICHHS] TEPMIHY MPUIATHOCTI TIOHA] MEP10J, OXOIUICHUH NaHUMHU TPO
CTaOIBHICTh Y PeaJIbHOMY 4aci, 3000B’s13aHHS 11010 MPOJAOBXKECHHS JOCIIIKCHHS
CTaOUIBHOCTI Ta TEPMiHY MNPUIATHOCTI micas peectpauii. [lpeacrtaBneni gaHi
MOBUHHI MIATBEPJKYBAaTH CTAOUIBHICTh 1 3alPONOHOBAHMIA TEPMIH MPHUAATHOCTI
JIKApChKOTro 3ac00y 3 MOMEHTY MOro BUIYCKY 10 MOMEHTY BBEJCHHS NallieHTam. Y
MPOTOKOJII JAOCIIJIPKEHHSI CTa01IbHOCTI JIOCIHKYBAHOTO JIIKAPCHKOTO 3ac00y CIIijT
BpaxyBaTH oTpuMaHny iH(popMailiro mpo npodias cTadiIbHOCTI aKTUBHOI CYOCTaHII].

3a yMOBM HaJlaHHS OOIPYHTYBaHHS NMPUHHATHUMHU € MIAXOINU OPEKETHHTY Ta
noOy10BU MaTpuIlb.

Jlns  mikapchkux —3aco0iB, MpPU3HAYEHUX IS 3aCTOCYBaHHSA  TICIs
B1IHOBJICHHSI, PO3BEJICHHS, 3MIIITyBaHHs, a00 /1si GOPM BUITYCKY, 1110 MICTSTh JO3U
JUTs1 0araTopa3oBOTO BBEACHHS, PEKOMEHIOBAHO TIPEICTABUTH JaH1 JOCIIHKEHB PO
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CTaO1IBHICTD MICIIS MEPILIOTo BIAKPUTTS NakyBaHH. Taki JOCIIKEHHs HE MOTP10HI,
SKIIO JTIKApChKUA 3aci0 TpU3HAYEHWW I HEralHOTO 3aCTOCYBAaHHS IICIS
BIJIKPUTTSI MaKyBaHHA 200 BiTHOBJICHHS.

JlonaTku

A. 1. Bupobuuui npumingeHH:A i ycCmamrKkyeanns

He Bumaraerncs.

A.2. Ouinka 0e3neku cmopoHHix azeHmie

BaxnmuBo ineHTH(diIKYBaTH yCcl Marepialid JIIOJACBKOro abo TBapUHHOTO
MOXO/PKCHHS, 10 BUKOPUCTOBYIOTHCS y TIPOIECI BHPOOHWIITBA SIK AKTHUBHOI
cyOcraHIii, Tak 1 JIKapchbKOTO 3acol0y, abo Mmarepianu, MO0 KOHTAaKTYIOTh 3
aKTUBHOIO CyOCTaHITI€I0 a00 JIKApCHKUM 3aCO00M ITiJT 9ac MPOIeCy BUPOOHUIITBA.
Y 1mpoMy po3aili peKOMEHJIOBAaHO HaJaTH 1H(OpMAII0 MPO OIIHKY PHU3UKY Y
3B’SI3KY 3 MOTEHIIHHOI0 KOHTAMIHAI[IEI0 CTOPOHHIMU areHTaMHu.
AreHTH TPaHCMiCHMBHOI ry0uaToi ennedanonarii

PexomeH0BaHO HalaTH NOKIIAIHY 1H(OpMAILiIO TPO YHUKHEHHS Ta KOHTPOJIb
areHTiB TPaHCMICUBHOI ry0uaToi eHuedanomnarii. Taka iHpopmais, Harpukiaj,
MOX€ BKJIIOYATH cepTU(IKalliio i KOHTPOJIb MPOLIECY BUPOOHUIITBA JIJIs1 MaTepialy,
npotecy abo areHTa 3a HeoOX1JHOCTI.

baxxano kepysarucs «KepiBHUMHU BKa3iBKaMH MI0JI0 MIHIMI3AIll PUBHUKY
nepeiayl areHTam ryouactoi eHiedanonarii mpu 3acToCyBaHHI JIIKAPCHKUX 3aC001B
i mronuHu Ta TBapuH» (EMA/410/01) [25].
Bipycna 0e3neka

3a MOXJIMBOCTI HAJATH PE3YIbTATH OLIHKU PU3HKY Y 3B’SI3KY 3 MOTEHU1HHOIO
BIPYCHOIO KOHTaMmiHauli€r. [[okymeHTaliss Mae y3roJ)KyBaTUCS 3 BUMOraM, IO
onucani y «KepiBHULTBI 3 OIIIHKA BIPYCHOI Oe3neku Ol0TEeXHOJOTTYHUX
JTOCTiKyBaHUX Jiikapchkux 3aco0iBy (EMEA/CHMP/BWP/398498/05) [12] Ta
rapMoHi3oBaHiit 3 Hum HactaHosi (CT-H MO3Y 42-6.1:2016) [13].
IH1i cTOpPOHHI areHTH

JIOIJIBHO TIPEICTaBUTH TOKJIAAHY 1H(QOpPMAIlIIO MPO 1HIIN CTOPOHHI areHTH,
Hanpukiaag OakTepii, MIKOIUIa3MH Ta IpuOH, y BIAMOBIAHUX PO3/LJIaX OCHOBHOI
YaCTHHHU JIOCHE.

A.3. /lonomixchi peyosunu

JIJIst HOBUX JTOTTOMIXKHUX PEYOBHMH PEKOMEHIOBAHO HajaTH iH(opMallito, mo
3a3HaueHa B YaCTHHI S «AKTHBHA CyOCTaHLIs», 3T1IHO 3 BIAMOBIAHOIO KITHIYHOIO
¢hazoro.

A.4. Po3uunnuku 011 po3ee0enns ii po3pioxcysaui

JIns  pO3UMHHUKIB Ui PO3BEACHHS U PO3pIIKYBauiB CIiJI HaJaTH
1H(opMallito BiAMOBIAHO 10 yacTuHU P «JlocaimkyBanuii JikapChbKUi 3aci0y.
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3. Indopmanis npo sikicTb 3apeecTpoBaHUX HeMoAH(pikoBaHUX OioJOTiYHMX
AOCHIKYBAaHUX 3ac00iB Ta mpenapariB NOPIiBHAHHA Yy MeaxX KJIHIYHHMX
BUIIPOOYBaHb

[apopmariiss  mpo  SAKICTb ~ 3apEECTPOBAHOTO  HEMOIM(IKOBAHOTO
JOCITKYBaHOTO 3ac00y/mpenapaTy MOPIBHSHHS y KIIHIYHUX BUNPOOYBAaHHSIX, 1110
HajaeTbest y IMPD, moBrHHA BiJIMOBIAATH KPUTEPISIM, TIPEJACTABICHUM Y PO3Iii 3
«KepiBHUIITBA 111010 BUMOT JI0 JOKYMEHTAIlli 3 XIMI4HO1 Ta (hapMarieBTUYHO1 SIKOCTI
CTOCOBHO JOCJIIJPKYBaHHUX JIIKAPCHKUX 3aC001B Y paMKax KIIIHIYHUX BUIIPOOYBaHbY
(EMA/CHMP/QWP/545525/2017) [25] Ta rapmonizoBaHoi 3 HuM HacTaHoBu (CT-
H MO3Y 42-7.13:2024) [26].

VY pasi, KoJu MPOBOJUTHCS TIIBKU MepenaKkyBaHHS Oe3 3MiHUM MEPBUHHOTO
MaKyBaHHsI, TaKy 1H(QOPMaIIiIo CIIiJT BKIFOYUTH 10 cripoiieHoro IMPD nogatkoBo g0
BUMOT, 1110 nepepaxoBani y pos3aiai 3 (EMA/CHMP/QWP/545525/2017) [27] Ta
rapMoHizoBaHoi 3 HUM HacTanoBu (CT-H MO3YVY 42-7.13:2024) [28]:

iH(dopMaIlito, 10 3aJ0BOJBHSAE BUMOTY MpO 3a0€3MEUYECHHS HAsBHOCTI Y
JOCJIII)KYBaHOTO JIIKAPCHKOT0 3aC00Y BIAMOBIIHOI 1ICHTUYHOCTI, IKOCT1 T4 YUCTOTH
(HampuKIIam, nepexpecHe mocuiaHHA Ha KOpOTKy XapaKTepUCTHKY JKapCHKOTO
3aco0y AJIsl JIIKapChKOTO 3aco0y, 110 MpoAaeThesi Ha puHKy €C);

JOKJIaJHy 1HGOpMAIiI0 TMpo JUISTHKY, Ha SKIA 3JIHCHIOIOTBCS — Omepartii
nepenaKkyBaHHs/ TIepeMapKyBaHHS.

4. Indopmanisa npo skicTh 3apeecTpoBaHUX MOAUGiIKOBAHMX 0i0I0TiYHHUX
npenapariB NOPiBHAHHSA Y MeKAX KJIIHIYHUX BUNIPOOYBAHb

[npopmaniss npo Moau(IKOBaHUN  3apeecTpOBAHUM  JTOCHIIKYBaHUU
JiKapCchKU 3acib/mpenapaT MopiBHIHHSA, 110 Hajgana y IMPD, noBuHHa BiNOBIIaTH
BUMOTIaM, OMKUCAHUM Y 11 HACTaHOBI.

Y pospinax, skux Moaudikailisi HE CTOCYEThCS, MOXHa MOCHJIATHCS Ha
3apeecTpPOBAHMI JIIKApChKUH 3aciO.

5. Indopmanis npo ximiuHy Ta (QapmaneBTHYHY SIKiCTh s MJanedo-
npenapary y Mekax KJIiHiYHUX BUNIPOOYBAHb

[ndopmaris npo mamedo-npenapar, mo Hagasatumerbest y IMPD, noBunna
BI/IMOBIJJaTH BUMOTaM, BUKJIQJICHUM Yy po3auil 6 «KepiBHUIITBA 1100 BUMOT 10
JOKyMEHTaIlli 3 XIMI4HOI Ta (apMaleBTUYHOI SKOCTI CTOCOBHO JOCJIIIKYBaHHUX
JKapChKUX 3aco0iB y Mexax KiiHiuHuX BunpoOysauby (EMA/CHMP/QWP/
545525/2017) [27] Ta rapmonizoBanoi 3 HuMm HactaHoBu (CT-H MO3Y 42-
7.13:2024) [28].

6. Ilepesik acmekTiB, MOB’SI3aHUX 3 [OCJHIIKYBAHMMH Ta JAONOMI*KHUMH
(auxiliary) mikapcbkuMHu 3ac00aMH, OO0 AKUX CIIOHCOP MAa€ BHECTH CYTTEBI
moaudikanii no IMPD
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Bignosimno 10 HanexxHoi BUpPOOHMYOI MpakTUKH, (aitn, 1Mo MICTUTh
cnenudikarii Ha sikapcekuii 3acid (Product Specification File), ciix Bectn mst
kKoxxHOTO |IMP/monomi>kHOTO JTIKApChKOTO 3acoOy Ha BIAMOBIAHIN AUISHIN Ta
MOCTITHO TIOHOBJIIOBATH y MIpYy PO3POOKH JKapChKOTo 3aco0y, 3abe3meuyrodun
BI/IMOBIIHE BIJICTEXKEHHS IOIEpeaHiX Bepciil. Biamorimno o Permamenty mpo
kiiHiyHl BunpoOyBanHs (CTR), 3mina manux mnpo skicte |MP/monomMixkHMX
JIKapChKHUX 3aC001B MOXKE OYTHU:

cyTTeBOIO Moudikairiero (mompaBkoro) (cT. 2.2.13);

3MIHOIO TIOJI0 HATJISIAY 33 KIIIHIYHAM BUIPOOyBaHHSIM (CT. 81.9);

HECYTTEBOIO MoAU(DIKAI€IO (3MIHU 11032 MEXaMH CYTTEBUX MOJUdiKaliii Ta
3MiHH, SIKi HE CTOCYIOTBCSI HArJIsMy 3a KIIIHIYHUM BUTIPOOYBaHHSIM).

CyrreBa moaudikailis o3Hadae OyIb-IKy 3MiHY, SKa, WMOBIPHO, MaTHMeE
CYTTE€BUM BIUIMB Ha O€3IMeKy Ta mpaBa cy0’e€KTiB a00 Ha HAAIMHICTH 1 MIIHICTh
JTAaHUX, OTPUMAHMX 1] Yac KITHIYHOTO BUMPOOYBAHHS.

Ouinka IMPD noBunHa OyTu 30cepeikeHa Ha Oesmeni marieHTta. Takum
YyuHOM, Oyab-sfika Moaudikalls, sika mnepeadadae MOTCHIIWHUM HOBUN PHUBHK,
MOBUHHA PO3IIISIATUCS K CyTTeBa MoAudikaiiss. OcoOIuBO 1€ MOKE CTOCYBATHUCS
3MiH IpO(]II0 JOMIIIOK, MIKPOOHOTO 3a0pyIHEHHSI, BIPYCHOI 0€3MeKn ado pU3UKy
3apaxeHHss TSE a0o B JesKMX OKpEeMUX BHITQJIKaX CTAOLIBHOCTI, KOJH MOXYTh
YTBOPIOBATHUCSA MPOIYKTU PO3NAAY, 10 BUKIMKAIOTH 3aHEMTOKOEHHS.

HecyrreBi Mopumdikamii, mnoB’s3aHi 3 HArSAOM 3a  KIIHIYHUMHA
BUNPOOyBaHHsIMU (BianoBiaHO 10 ctarti 81.9 Permamenty (€C) mpo kiiHIYHI
BUNIPOOYBaHHS), PEKOMEHJOBAHO pO3IIISIIATH K OHOBJICHHS KOHKPETHOI
iH(popmarii y 6a31 ganux €C (CTIS). YV takux Bunaakax, 3a3Bu4ail, HeMae noTpeou
3aCTOCOBYBaTH  KaTeropito  «cyTTeBa  Moaudikamis», AKmo  iHdopmaris
BUKOPHCTOBYETHCSI BUKIIIOUHO [IJISI CIIOCTEPEKCHHS 1 HE BIUIMBAE Ha Oe3MmeKy
MaIi€HTIB, JOTPUMaHHS iXHIX ITpaB Ta/ab0 HAIIMHICTh JaHUX.

PexoMeH10BaHO CBOEYaCHO OHOBITIOBATH B 6a31 manux €C iHbopMaIlito 11010
3MIH y KJIIHIYHUX BUNPOOYBaHHSX, SIKI HE € CYTTEBUMH, 3 METOIO 3a0e3MedYeHHs
HaJICKHOTO KOHTPOJIFO Ta HArdsamy. Taki 3MiHW, SK TPaBUJIO, HE CTBOPIOIOTH
JIOIATKOBUX PU3MKIB JJIsI YYACHUKIB BUIPOOYBaHb 1 HE MOTPEOYIOTh MOJAHHS SIK
3asiBKAa Ha CYTTEBY MOJU(IKAIIIO.

Jlns HecyTTeBUX Moaudikaliii JOKyMEHTAIll0 He CJIiJ] MOoJAaBaTh 3aB4acHo,
aJyie BIATMOBIAHY BHYTPIIIHIO Ta JOCIITHUIIBKY TOKYMEHTAIlI0, IO IMiJATBEPIKYE
3MiHHM, MOTPIOHO JOKYMEHTYBAaTH B KOMIIaHII Ta, SKIIO HEOOXIAHO, HA MICIl
npoBeneHHs: BunpoOyBanHs. [lim wac moBHOro oHOBieHHs IMPD abo momanus
CyTTEBOI Moaudikaiii HECYTTEBI 3MIHM JOIIILHO BKIIOYUTH O OHOBJIEHOI
nokyMeHrariii. Ognak, nojgaroun moaudikoBane IMPD, crnioHcop MOBHHEH YiTKO
BU3HAUYUTH, K1 3MIHU € CYTTEBUMH, a SIKI Hi.
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Axmo moaudikaiiss HaOyBa€ YMHHOCTI 3 IMOYAaTKOM HOBOI'O KJIIHIYHOIO
BUIIPOOYBaHHs (Hampukian, 3MiHa Ha3Bu IMP, HOBHMIT BUpoOHMUMII mpoIiec),
CTOBIIIEHHSI OyAe MOAAHO pa3oM 13 3asBKOI0 Ha HOBe BunpoOyBaHHs. [lomaHHs
CYyTT€BUX MoOAM(piIKamii HEOOXITHO JWIIE /IS BHECEHHS 3MiH J0 MOTOYHUX
KJIIHIYHUX BUIIPOOYBaHb (TOOTO MICIs Yyacy 3aTBEPKCHHS).

Y mactynHid Tabauill HaBeneHo npukiaaad 3miH y IMP, mo wicTaTh
010JIOT1YHO aKTHBHI PEYOBHHHU, Ta iX Kiacudikailito. [{el cnucok He mpeTeHaye Ha
BUYEPHHICTh. CIIOHCOP MOBUHEH BUPIIIYBATH B KOXKHOMY KOHKPETHOMY BHUIIAJIKY,
K KJIacu(iKyBaTu 3MiHY.
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3minu 1o IMPD

CyrreBa moaudikanis

Cr. 81.9 HecyrreBa Monmpikanis

HecyrTeBa moaudikanis

Bupo6Huk akTHBHOT CyOCTaHITI
(DS)

* Bynb-sKi JOMOBHEHHS 0 PO3ALTY
S.2.1/P.3.1

JlonaBanHs a00 3aMiHa BUPOOHUKA,
BUPOOHMYOI AIITHKY a00 MICIIs
tectyBanHs QC (BKJIIOUaOYn
JUISTHKY B THIIIOMY MiCITi
BCEepeIMHI KOMIaHii).

* Bunanenns BupobHu1ITBa 60
Micus tectyBanHa QC (3
MipKyBaHb SIKOCTi/0e31eku abo
HeBianoBiHOCTI GMP).

* Bunanenns BupoOHuITBa 200
Mici rectyBanHs QC (3 mpuymH,
SIK1 HE BIUIMBAIOTh Ha
saKicTe/0e3nexy IMP abo
BijnoBigHicTh GMP).

* 3MiHA Ha3BU BUPOOHUKA.

BupoOunumii mporec akTuBHOL
cyocranmii

Taxi 3MiHH, SIK:

* HOBA JIiHIS KJIITHH €KCTIPeCii;

* HOBUII TOJIOBHUH O0aHK KIIITHH;

* BIIPOBAKEHHsI p0O0YOro GaHky
KJITHH, SIKIIO BiH BUTOTOBJICHMI 13
3arBepmxkeHoro MCB;

* 3MiHa CUPOBHHHU 010JIOTTYHOTO
MTOXO/KEHHS;

* 3MIHM B T€CTax Ha BIpyCHY
0e3meKy, IpOBeICHUX Ha OaHKaX
KJIITUH 200 HEOOpOoOIeHMX
MacCOBHX CepisiX;

* 3MiHa MacITaly BUPOOHUYOTO
6iopeakTopa (BUX1IHUIH Mporec);
* 3MiHM YMOB KYJIbTHBYBaHHS
KJIITHH, K1 IIOTEHIIIHHO
BITUBAIOThH Ha MTOKA3HHUKH SIKOCTI;
* 3MiHH B MPOIIECI OUUIIICHHS:
JoaBaHHs a00 BUAANICHHS,

* JlonaBanus a6o nmocuieHHs [PC,
SIKIIO HE 3 MPUYHH Oe3IeKH.

* Moaudikais napameTpis
nporiecy (Toi camuit mpoiiec,
aHAJIOT14YHA CUPOBUHA), SKILO HE
IPOJIEMOHCTPOBAHO BILJIMBY Ha
SIKICTD TTPOJTYKTY.

* [ToBrOopHa 06po0Ka, SKIIO
HAJICKHUM YHHOM OTIHCaHa Ta
NpUIfHATA B 1HILIaTbHIN MOAAYI.

* He3nauni 3MiHu y BUpOOHHYOMY
mpolieci, SKi He BUMararmTh
JTOCJTIIPKEHHS TIOP1BHSIHHOCTI.

* 3MiHM B KOHTPOJII HEKPUTHUYHOL
CHPOBHHU.
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* nogaBaHHs a60 nocuieHus IPC,
SKIIO HE 3 MPUYHH Oe3MeKH;

* MoJHQiKaIlisl mapaMeTpiB
nporiecy (Toi camuii mporiec,
aHaJIOTi1YHA CUPOBHHA), SIKIIO HE
MIPOAEMOHCTPOBAHO BILTUBY Ha
SKICTh IPOYKTY;

* IOBTOPHA 00POOKa, SKIIO
HAJIC)KHUM YHHOM OITMCaHa Ta
MPUAHSATA 111 Yac 1HiIiaapHOo1
mozadi;

* He3HAYH1 3MIHU Y BUPOOHUYOMY
poreci, ki He BUMararTh
JTOCJTIJDKEHHS TIOPiBHSIHHOCTI;

* 3MiHM B KOHTPOJII HEKPUTHUYHOT
CUPOBUHU Ha €Tarll OYHIIEHHS;

* 3MIHM B YMOBaX Mpo1ecy Oyb-
SKHX €TaIliB, sKi Oymu
171eHTU(DIKOBaHI K Taki, 10
CIPUSIOTHh BUIaJICHHIO/IHAKTUBAIII1
Bipycy a0o0 sIKi BUMararoTb HOBUX
JOCHIJKEHb IEPEBIPKU Bipycy
(mocmipKeHHST OYUTIICHHS BiJl
BIpyCY);

* Oy/b-sika TOBTOpHA 00poOKa, He
onucana B IMPD;

* 3MiHH, IO IPU3BOJIATH JIO TIOSBH
HOBHX JOMIIIIOK 1 ITOB'I3aHUX 13
MTPOAYKTOM PEUOBHH.

Crnenudikanii (BUMYCKY 1 TEpMiHY
MPUIATHOCTI) aKTUBHOT CyOCTaHITIi

* 3miHa y cnernudikatii, Ko
KpUTEpii NPUIMHATHOCTI PO3LIUPEH]
a0o BUIAJIEH].

* [locunenss kputepiiB
MPUHHATHOCTI 200 JT0/TaBaHHS
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* lonaBanns crnienudikariit abo
KpUTEPiiB MPUHHITHOCTI 3
MipKyBaHb O€3IEKH/SKOCTI.

KpUTEPiiB NPUHHATHOCTI 6e3
NPUYHH O€3TEKU/SKOCTI.

* JlonaBaHHs, BUIAJICHHS 200
3aMiHa mapameTpa crenudikaiii.

AHaTITUYHI IPOLIETYPH TS
KOHTPOJIIO aKTUBHOI CyOCTaHITii

* BripoBaykeHHSI HOBOTO METOAY
TECTyBaHHSI.

* 3MiHa Ha METOJ TECTYBaHHS,
SIKU BIUTMBAE HA MIOTOYHI
napamMeTpu eeKTHBHOCTI METO/Y.

* YIOCKOHAJIEHHS TOTO CAMOTO
AQHAJITUIHOTO METONY (HApUKIIAI,
OiSTbIIIa Yy TIIMBICTD,
MPEIU31HHICTh, TOYHICTH):

1) xpurepii npuitHATHOCTI TOAI0H1
a00 YKOPCTKIIII;

2) MOKpaIeHni METOJT TPUAATHUN
JUISL BAKOPUCTAHHA 200
BaJI1IOBAaHUN BIJIIOBIIHO 10 cTamil
PO3pOOKH Ta MPU3BOIUTH /10
MOPIBHSHHUX a00 Kpamux
pe3ynbTaTiB BaliIallii.

* Heznauni 3MiHH METOTY
TECTyBaHH4, oxoruieHi Bxe IMPD,
SIK1 HE BIUIMBAIOTh Ha MOTOYHI1
napameTpH e(peKTHUBHOCTI METOAY.
* OHOBJICHHSI METOJTy T€CTYBaHHS
BIJIOBITHO /10 MEPENNISIHYTO1
MoHorpadii Ph. Eur., USP a6o JP.

Amnani3 cepiif akTuBHOI cyOCcTaHIiT

* JlonatkoBi JaHi mpo cepiro,
BHUTOTOBJICH] 3 BUKOPUCTAHHIM
TOTO X TPOIIECY, [0 OMHUCAHUN Y
IMPD, sxmio He BUMaraeTbCs
1HIIIE.

Pedepentrnii crangapt (RS) abo
marepiain

* 3anpoBaIKEHHSI HOBOTO
pedepeHTHOro CTaHIapTy
010JI0T1YHO aKTUBHOI PEYOBUHH.

* HoBuii RS st 6iomoriunoi DS,
SIKIIO BiH OyB BUTOTOBJICHUIA
BIAMOBIAHO 10 TOTO CaMOTo
BUPOOHUYOTO MPOIIECY, IO i
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norounuii RS, 1 HoBwit RS OyB
KBaTi(hiKOBAaHUH BiJIMOBITHO 10
3aTBEPAYKEHOTO IIPOTOKOIY
KBauTiikarii.

* HoBwmii RS g XiMiuHOT cIOTyKu
3a yMOBH, 10 OYyJI0 BCTAHOBIICHO
€KBIBaJICHTHICTbH MTOTIEPETHHOMY
RS.

Cucrema
KOHTEWHep/3aKyNOpIOBaIbHUN
3aci0 1A aKTUBHOI CyOCTaHIII1

* 3MiHA CUCTEMU 3aKPHUTTS
KOHTEHHEepa, Ka MOXKE BIUIUHYTH
Ha CTaOUIBHICTH JIIKAPCHKOi
PCUOBHHU (HaNPUKJIA,
KOHTAKTHHIA Marepia,
CIiBBiJHOIIICHHS IOBEPXHS/00’€M).

* 3MiHa MOCTAaYIbHUKA
KOMITOHEHTIB YIaKOBKH, SKIIIO
Marepiaj iIeHTHYHUHA Ta
€KBIBaJICHTHOT SKOCT1 (HAIPUKIIAI,
OTHAKOBA KOMIIEH iaJIbHA SIKICTh ).

CtalinpHICTh aKTUBHOT CyOCTaHIII|

* 3MiHU 3aTBEP)KEHUX YMOB
30epiraHHsl.

* 3MiHa Y3TO/KEHOTO MPOTOKOTY
CTaOUTBHOCTI.

* Bynp-sike IOIOBKEHHS TEPMiHY
MPUJATHOCTI 1032 Y3TOPKEHUM
IIPOTOKOJIOM CcTabLIbHOCTI abo 0e3
MOTIEPETHHOTO 30008’ AI3aHHS.

* 3MEHILIEHHS TEPMIHY
MPUIATHOCTI Yepe3 mpolieMu
6e3neKku abo SKOCTI.

* JlonarkoBa mpoMi>kHA TOYKA Yacy
CTaOLIBHOCTI, SIKa IIIe He OXOILICHA
(HampuKiana, 101aTKOBA TOUKA
BUITydeHHs Ha 42 micsli) 0e3
3MIHHM YMOB €KCTpParnosisiii, o
MPU3BOUTH JI0 BIATIOBITHOTO
MIPOMIKHOTO TIOJIOBKEHHS TEPMIHY
MPUIATHOCTI.

* 3MEHIIIEHHS TEPMIHY
MIPUAATHOCTI, SKIIO HE TIOB’sI3aHE 3
0€3IeKOI0 UM SKICTIO 200
MIOJTOBKEHHS TEPMiHY
MPUIATHOCTI, SKIIO:

* KO’)KHE JIOIaTKOBE MTOIOBKEHHS
TEPMIHY NPUIATHOCTI HE OLIbIle
HI)K [OJBOIOETHCS 1 HE OLIBII HIXK
Ha 12 MICSIIIIB TTEPEBUIITYE
JIOCTYIIHI JIaHi1 B peaJIbHOMY 4aci
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Ta HE NEPEBUIILY€E TPUBAJIOCTI,
3a3HAYCHO]I B y3TOKEHOMY
MIPOTOKOJII CTAOUTEHOCTI;

* PO3MIMPEHHS OXOIICHO Ta
BIJIMTOBIIA€ 3aTBEPKECHOMY
MIPOTOKOJY CTa01IbHOCTI;

* Y MOTOYHUX JIOCIIHKEHHSX
CTaOLIBLHOCTI IIPH MPU3HAYCHIN
Temreparypi 30epiranss He Oyno
BUsBIIEHO pe3ynbrariB OOS abo
3HAYHUX TEHJICHIIIH, SKI MOXKYTh
Ipu3BeCTH 10 pesyasrary OOS
IPOTATOM 3aTBEPKEHOTO TEPMIHY
IIPUIATHOCTI.

Cxnan 1ociIKyBaHOTO
JIKapChKOTo 3aco0y

* 3MiHA AKICHOTO Ta KUJIBKICHOTO
CKJIaJTy JIIKapChKO1 GOpPMHU, Y TOMY
YUCIT 3MIHUA KOHIIEHTpAIIi] A1F040i
PEUOBUHU Ta CKIIATy AOMOMIXKHUX
pPEYOBHH.

Bupo6HuK ociaKyBaHOTO
JIKapChKOTO 3aC00y

* JlonaBaHHs a00 3aMiHa JiISHOK
BUPOOHUIITBA, TAKYBaHHS a00
tectyBaHHs QC.

* Buganenns miciisg BUpOOHUIITBA,
YIIAKOBKH 200 TeCTyBaHHS (IS
SIKOCTI1/0€3I1eKH, HEBIAIOBIIHICTE
GMP).

* JlonaBanHs a00 3aMiHa MiCIIS
cepTHdikamii BUITycKy cepii
(ceptudikaris QP).

* Bunanenns micis BUpOOHMIITBA,
YIaKOBKH UM TecTyBaHHS (0e3
IPUYHH 3 SKOCTI/Oe3MeKH).

* 3MiHa Ha3BU BUPOOHUKA.

* JlonaBanHs a00 3aMiHa MiCIIs
IMITOPTY, SIKUW HE € MiCLIEM
ceprudikamii QP, i3 niicHuM
crarycom GMP.

Bupo6unumnii nmporec
JOCJTIPKYBAHOTO JIIKAPCHKOTO
3aco0y

* 3Ha4Hi 3MiHU Y BUPOOHUYOMY
Ipoleci Ta KpUTHYHUX 3ac00ax

* 3MiHM nTapaMeTpiB npoiiecy (Ton
camuil mpoiiec), sSiKi He BIUTUBAIOTh
Ha SIKICTh MPOAYKIII.
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KOHTPOJIIO MTPOIieCy (HanpuKIai,
0oOMeKeHHsT 010HAaBaHTAKEHHS).

* MacmraOyBaHHs TIpoLiecy
HAITOBHEHHS, SKIIO 1€
MiITPUMYETHCSI BIATIOBITHUMU
CEPEIOBHINAMHU HAIIOBHECHHSI.

Crnenudikamii (BUIYCKY 1 TEpMiHY
MPUAATHOCTI) JOCIIIKYBAaHOTO
JKapChKOTO 3aC00y

* 3miHa y cnernudikaitii, Ko
KpUTepii MPUHHATHOCTI

PO3IIMPIOIOTHCSA 00 BUIATISIFOTHCS.

* JlonaBanus cnenudikariiii abo
KpPUTEPiiB NIPUHHIATHOCTI 3 MUTaHb
0€e3IEKU/SIKOCTI.

* [locunenns kKpuTepiiB
MPUHHATHOCTI O€3 IPUYHH 3
0Oe3MeKH/IKOCTI.

* JlonaBaHHs mapameTpa
cnerudikarii 6e3 MpUIvH 3
Oe3IEeKH/SIKOCTI.

AHaTITUYHI METOT KOHTPOJTIO
JOCIIPKYBAHOTO JIKapChKOTO
3aco0y

* 3anpoBaPKEHHS HOBOTO METOY
TECTYBaHHS.

* 3MiHa Ha METO/ TECTYBaHHS,
SIKMH BIUIMBA€ HA OTOYHI
rapamMeTpu NpOTyKTUBHOCTI
METONY.

* [TokpaleHHs TOro caMoro
aQHAITUYHOTO METOAY (HANPHUKJIAI,
OiSTbIIIa Yy TIIMBICTD,
MPEIU31HHICTD, TOYHICTH):

1) kpuTepii NPUIHHATHOCTI NOAI0HI
a0 JKOpCTKiMli;

2) moKpaleHui MeTo/ MpUIaTHUM
U1l BUKOPHCTaHHS 200
BaJITOBAaHUI BIIIIOBIIHO 10 CTamil
PO3pOOKHU Ta MPU3BOAUTE J10
MOPIBHIHHUX a00 Kpamux
pe3ynbTaTiB BaiIallii.

* He3nauHi 3MiHH METOTY
TECTYBaHHS, SIKi BXKE OXOIICH1
IMPD, sxi He BIUIMBAIOTh Ha
MOTOYHI MapaMeTpu ePeKTUBHOCTI
METOTY.

* OHOBJIICHHSI METO/lY T€CTYBaHHS
BI/IMOBITHO 10 TIEPETIISTHYTOT
moHnorpadii Ph.Eur, USP a6o JP
(ADY).
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Amnauni3 cepiit JoCiIKyBaHOTO
JIIKapChKOTO 3ac00y

* JlomaTkoBi gaHi mpo cepii,
BUTOTOBJICHI 3 BUKOPUCTAHHSM
TOT'O % MPOLIECY, IO OMUCAHUMN Y
IMPD, sxmio He BUMaraeTbCs
1HIIIE.

Cucrema
KOHTEHHEP/3aKymopIOBaTbHAN
3aci0 AOCTIAKYBAaHOTO JTIKapChKOTO
3aco0y

* 3MiHH Y IEpBUHHOMY TIaKyBaHHI.

* 3MiHU BTOPHHHOI YITaKOBKH.
» 3MiHa ITOCTA4YAILHUKA
(BumaneHHs, 3aMiHa abo
JOJIaBaHHS ) KOMITOHEHTIB
NIEPBUHHOI yITAKOBKH, SKIIO
marepiaj iIeHTHYHHA, a
cnenudikarii mpuHaiMHI
€KBIBaJICHTHI.

Menuani BUpoOH

* JlonaBaHHs, 3MiHH a00 3aMiHa
MEIUYHOTO npuiany (BupoOy) B
IMPD, mo nmoteHmiiino BIUIMBA€E Ha
SIKICTb, O€3IeKy Ta/abo
€(heKTHUBHICTb.

» 3MiHH a00 3aMiHa MEQUYHOTO
npunany (BupoOy) B IMPD, ski ve
BBAKAIOTHCS TAKUMH, 1110
BIUIUBAIOTH HA SIKICTh, O€3MEKy
Ta/ab0 eEeKTUBHICTb.

CrabinbHICTh JOCIIKYBAaHOTO
JIKapChKOTo 3aco0y

* 3MIHU B y3TrO/PKEHOMY ITPOTOKOJI1
CTaOUTBHOCTI.

* 3MIHU B 3aTBEPHKEHUX
pPEKOMEHAAIIISIX 00 CTa0lIbHOCTI
11T YaC BUKOPUCTAHHSI.

* Bynb-sike MOAOBKEHHS TEPMiHY
MIPUIATHOCTI 11032 Y3TO/KCHUM
MIPOTOKOJIOM CTa01TBHOCTI

ab0 0e3 monepeTHpOro

3000B’ sI3aHHS.

* 3MEHILIEHHS TEPMIHY
MPUAATHOCTI Yepe3 npodieMu
6e3neKku abo SKOCTI.

* JlonarkoBa mpoMi>kHa TOYKA Yacy
CTaOLIBHOCTI, SIKa IIIe He OXOIICHA
(HampuKiaa, A0AaTKOBA TOYKA
BUIIy4eHHs Ha 42 micsli) 0e3
3MIHU YMOB €KCTPAIOJIAIIi1, 110
MIPU3BOJIUTH JI0 BiJTIOB1IHOTO
MIPOMIKHOTO TIOJIOBKEHHS TEPMIHY
MIPUIATHOCTI.

* 3MEHIIIEHHS TEPMIHY
MPUAATHOCTI, SKIIO 1€ HE

OB’ A3aHO 3 OE3IEKOI0 YU AKICTIO.
* [TonoBxeHHs TEpMiHY
MPUIATHOCTI, SIKIIO:
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- KOYKHE JIOIaTKOBE TOJIOBKCHHS
TEPMiHY MPUIATHOCTI HE OLIbIIIE
HI)X [OJBOIOETHCA 1 HE OLIBII HIK
Ha 12 MicAIiB IepeBUIITYE
JOCTYIIHI /1aH] B peaJbHOMY 4aci
Ta HE NIEPEBUIILYE TPUBAJIOCTI,
3a3HAYECHOI B Y3TOPKEHOMY
MIPOTOKOJIi CTaOUIBHOCTI;

- PO3MIUPEHHS OXOIUICHO Ta
BIJIIIOB1/1a€ 3aTBEPIKEHOMY
IIPOTOKOITY CTAO1IBHOCTI;

- Y MOTOYHUX JOCIIKSHHSX
CTaOUTBHOCTI MPH MPHU3HAYEHIH
Temmeparypi 30epirants He OyJ10
BUsIBIIEHO pe3ynbrariB OOS abo
3HAYHHUX TEHJICHIIIH, sIKI MOXKYTh
npu3BecTH A0 pesyasrary OOS
MPOTATOM 3aTBEPIKEHOTO TEPMiHY
MIPUIATHOCTI.
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