Hopatok 7
1o [opsiaKy poBesieHHsI eKCIIepTH3n
peecTpaLiiHuX MaTepiasiB Ha JiKapChKi
3aco0u, L]0 TIOAAIOTECS Ha [iep>KaBHY
peecTpaliito (TlepepeecTpaliito), a TaKOX
eKCIIepTU3U MaTepiajiB Ipo BHeCeHHs 3MiH

ITEPE/IIK TOKYMEHTIB J10 peecTpaLjitHuX MaTepiasiiB MPOTIroM

AJISl IPOBE/IeHHS eKCIePTU3M MaTepia/liB  fii peecTpaliiiiHOro MOCBifueHHs
AJIA1 lep>KaBHOI mepepeecTpauii
JIKapCcbKOro 3acofy

1. CymnpoBiHWM JTUCT.

2. [ToBHUI 3MicCT.

3. 3asiBa Mpo Jiep>KaBHY MepepeecTpaliito JiKapChKoro 3acoby (1oaaTok 4).

4. Tadopmaliis Tpo YNOBHOBa)KeHUX KBaslihikOBaHMX OCIO 3asBHMKA B YKpaiHi /s
37ilicHeHHs hapMaKOoHarsizy.

5. Komis nitieH3ii Ha BUpOOHMIITBO (SIKIIIO 3TifIHO i3 3aKOHO/IaBCTBOM KpaiHW BUPOOHHKA
nitieH3iss Ha BUPOOHUMIITBO iCHYE JivIlle B efleKTpOHHOMY BUr/isifii (Haripukiaz, CIIA), mae 6ytu
HaZlaHa pO3/pYKiBKa i3 TIOCWIaHHSAM Ha BifgnoBigHuN odiuiiHuii cailiT, 3acBigueHa
TTiZITTMCOM/TIeUaTKOIO 3asiBHHKA) a00 iHIIIOTO [03BiIbHOTO OKyMeHTa Ha BUPOOHUIITBO 3asiB/IEHO1
niKapchKoi popMH y KpaiHi BUpOOHUKaA.

6. 3acBigueHa Korisi [JOKyMeHTa, III0 ITi/[TBEPIKYE BiJNIOBiIHICTE BHUPOOHMIITBA
JikapceKoro 3aco0y Bumoram GMP, BuzaHoro Jlepskmikcmy»K0010 BiZIMOBiZHO 10 BUMOT Hakasy
MiHicTepcTBa 0XOpOHU 370poB’ss YKpainu Big 27 rpyaHs 2012 poky Ne 1130 «IIpo
3aTBeppKkeHHs TTopsaKy TpOBeeHHs IMiATBepKEeHHsST YMOB BHUPOOHMIITBA JIIKADCHKUX 3aco0iB
BHMMOTaM Hajie’)KHOI BUDOOHHWUOI MPAKTUKHW», 3apeeCTpoBaHOr0 Y MiHicTepcTBi oCcTHIil YKpaiHu
21 ciuns 2013 poky 3a Ne 133/22665, abo rapaHTiliHUI JIMCT 3asBHHKA II0/I0 Ha/IaHHS TaKOTO
JIOKyMeHTa TPOTArOM CTPOKY IIPOBe/IeHHs CrieLliasi30BaHOol eKCIIepTU3H.

7. Komisi peectpaniiiHoro(ux) mnocBigueHHs(b) B YKpaiHi pa3oM i3 BK/IaJKaMu [0
peecTpariiiHoro(ux) TMocCBizueHHs () Ta KOIS PeeCcTpaLiiiHOTO ITOCBiZUeHHsT abo iHIIOro
no3BinbHOTO AokyMmeHTa (Marketing Authorization, Certificate of a Pharmaceutical Product, Free
Sale Certificate ToIII0), BUIaHOTO YITOBHOBa)>KEHUM OpraHOM KpaiH{ BJIaCHMKA PeeCTpaliiiHOTo
TIOCBi/TUeHHs (3asiBHUKA) Ta/abo0 BMpOOHMKa, abO0 iHIIOI KpaiHW, pPeryassTOpHUM OpraH sKOl
KepyeTbCsl BUCOKMMH CTaHJapTaMy SIKOCTi, O BIJIOBiJal0Th CTaHZApTaM, PeKOMeHJO0BaHUM
BOO3, Ha pyHKY KO PO3MIIlIeHO JIiKapChKUM 3aci0, i3 3a3HaueHHSIM Ha3BU JIOKyMEHTa Ta Ha3BU
KOMITETEHTHOT'O OpraHy, 1[0 MOro BU/aB, JaTy BU/laui i CTOPiHKH, MiANMcaHOl yITOBHOBaXKeHOH
ocoboto  KomrieTeHTHOro  opraHy. Komis  mae  OyTu  3acBijueHa  I€YaTKOIO
3asiBHUKA/TIpe/ICTaBHUKA 3asiBHUKA B YKpaiHi. 3a3HauuTH TepesiK KpaiH, /e JAaHul JliKapChbKUi
3acib 3apeecTpOBaHO/TIePePEECTPOBAHO.

8. INepenik o/iep;kaHUX 3a OCTaHHi 5 POKiB B YKpaiHi pekiamMalliii Ha JiKapcbKui 3aci6 (y
XPOHOJIOTIYHOMY TOPSIAKY) 3 AOK/JIaIHAM aHasli30M MPUUMH, 10 CTalu MiJCcTaBaMU [/1s1 BUjaui
pekJiamalliid, Ta 3aX0/[iB, B)KUTHUX 3asiBHUKOM JIJIs 3ar00iraHHs iX y MailbyTHEOMY.

9. Ilepenik rapaHTiii 3assBHHMKa Ta 3000B's3aHb, HaJJaHWX ITiC/IST peeCTpariii/mepepeectparii
(Y XpoHO/OriuHOMY TOPS/JIKY) i3 3a3HaueHHsIM XapaKTepy, CTaHy BUKOHaHHS, [JaTH MOJAHHS Ta
JlaTh, Kou rpobsieMa Oysa BupillieHa (peKoMeHfarllii Io/0 Mic/IsApeecTpal[iiHiX JOCTi[KeHb,
yCyHeHHs1 Oy/ib-SIKUX HeZIOiKiB, 1[0 Ha/laBa/IMCsl KOHTPO/TFOIOUYMMU Ta iHIIIMMH OpraHaMu TOIIIO0).

10. OHOB/IeHa KOPOTKA XapaKTePUCTHKA JIIKapChKOTO 3aco0y/iHCTPYKIis A1 MeJUYHOTO
3aCTOCYBaHHSI TiKapChbKOTo 3acoby, 3aTBep/KeHi B KpaiHi BUpOOHMKA/3asiBHUKA; /Iitoui B YKpaiHi
IHCTpYKList [/i5 MeJMYHOTO 3aCTOCYBaHHSI JIiIKAPChKOTO 3aco0y Ta KOpOTKa XapaKTepHCTHKa
JmiKapcbKoro 3aco0y (3a HasBHOCTi); TIPOEKT OHOBJIEHOI iHCTPYKI[I [ MeAUYHOTO
3aCTOCYBaHHS JIiKapCHKOTO 3aco0y (Ha rarepoBOMY Ta eJIeKTPOHHOMY HOCIsIX).

11. Miroui B YKpaiHi MeTOAX KOHTPO/IO SIKOCTi TOTOBOTO JIiKapChKOTO 3acoly, 3MiHM /10
HUX (3a HasIBHOCTI) Ta OHOBJIEHI MeTO/I KOHTPOJIIO SIKOCTi TOTOBOTO JIiIKapChKOTO 3aco0y.
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12. [iroua Bepcis wactunu II abo Mogyns 3 peecTpaliiiHOTO [OCBHE (3a/€KHO Bif
obpaHoro 3assBHUKOM (hopmaty maTtepiaiB peecTpariiHOro 0ChE).

13. 3BiT 3a pe3yJsibTaTaMH MiCIIPEECTPAL|iIMHOIO HarJIsAAy (PeryssipHO OHOB/IFOBaHUU 3BIT 3
Oe3meky) Ta/abo y3arajbHIOIOUNI 3BiT.

14. 3Begeni faHi BUPOOHMKA/3asBHHKA IPO CTaH Oe3leKd MeWUYHOTO 3aCTOCYBaHHS
JIIKapCchKOTOo 3aco0y B YKpaiHi 3a mepiof Ail 0CTaHHBLOTO PeECTPALifHOTO MOCBiJUeHHs 3TifHO 3
dopmoto, miepeibaueHo0 BUMOTamMu [1opsaKy 3ailiCHEeHHsT Harmsigy 3a MOOIYHMMH peakilisiMu
JiKapCchKUX 3acobiB, /[03BOJIEHUX /10 MeJUUHOr0 3aCTOCYBaHHS, 3aTBep/keHOro Hakazom MO3
Bin 27 rpyansa 2006 poky Ne 898, 3apeectpoBaHoro y MiHicTtepcTBi roCTULiii YKpaiHu 29 ciuns
2007 poky 3a Ne 73/13340.

IMpumitku: 1. TIpu nmepepeecTpariii MikapchKux 3acobiB y popmi in bulk HeobxigHo
HaJlaBaTW JOKYMEHTH, TlepeniveHi y nyHkrax 1, 2, 3, 5,6, 7, 8, 9, 11, 12 usoro
Jlofarka.
2. [I71st OKpeMUX IpyT MeIMYHUX iMyHOOiI0/I0OTiUHMX TIperapaTiB 3Be/ieHi JaHi
BUPOOHMKA/3asiBHUKA TIPO CTaH Oe3reKy Moro MeAMYHOTO 3aCTOCYBaHHS B
YKpaiHi 3a nepiog, fjii 0CTaHHBOT'O PeeCTpaL{ifHOrO MOCBiJUeHHsI MiCTATh:
I/ BAaKI[H Ta aHATOKCHHIB - /IaHi MOHITOPUHTY 3a TIOOiUHOIO /Ii€r0 Ta TIpo
iMyHOMOTriuHy, emifeMionoriuHy eeKTUBHICTb;
JUIs ajiepreHy TyOepKyJ/Ib03HOrO - [jaHi 111010 mobiuHol il Ta BigCcyTHOCTI
cnetygiyHoi eheKTUBHOCTI.



