Jlonarox 29

no Iopszaky mpoBeAeHHs eKCIIepTH3H
peecTpaiiifiHuX Mmatepiatis Ha nikapchKi
3ac00H, 10 TIOAIOTECA Ha ACPHABHY
peecTpatio (TepepeecTpanito), a Takox
eKCTiepTH3U MaTepialis Mpo BHECEHH
3MiH JI0 peecTpauiiHimX marepianis
npoTAroM Jil peecTpauiiHoro
MOCBiAYEeHHA

(nmyHKT 4 pO3ALTY V)

3BIT

npo MOKJHIYHI A0CTI/KeHHS

1. HasBa jikapchKoro 3aco0y (3a
HASBHOCTI - HOMEp PeEcTpaliifHoro
[IOCBi/{4EHHS):

Cenredpua Bepzie Bia 60110 B rop.Ji, cpei 11st
pOTOBOI MOPOKHUHH, 3 mr/mua, mo 30 May
du1axoHi 3 103y104010 cnpeii-HACAIKOIO, 110 1
¢aaxony y nauui

1) TaII TiKApCHKOro 3ac00y, 32 AKAM
iposouIacst a0 IUIAHY€THCA peecTpais

Ti6pumHuMii JiKapChKHH 3acib

?) IpOBE/ICH] IOCIIJUKCHH

] Tax Hi gKo Hi, OOIpyHTYBaTH
O6rpynmyeanns: Lle riGpuHMiL JTiKapCHKHH 3acib.
BigmosifHO 10 BAMOT PO3ZUTY III Tlopsaxky
[POBE/ICHHSA eKCIepTU3H peecTpaniifnux
MaTepianis Ha JTKapchKi 3aco0u, 10 MO/Ial0ThCA Ha
JlepKaBHY PEECTPAIIIO (TIepepeECTpalLiio), & TAKOK
eKCIIePTH3H MaTepiaiiB Npo BHCCCHHS 3MIiH 0
peecTpanifHux MarepianiB  MPOTATOM it
peecTpauiifHOTo NOCBIYCHH (makas MinicTepcTBa
OXOPOHH 3/10pOB’s Y KpalHu Bim 26.08.2005 Ne 426
(31 3MiHamMM, YMHHA penakiiis)) Ta JIMPEKTHBH
EMEA/CHMP/225411/2006 JOKJIiHIYH1
ZIOCITiIIKEHHS HE BHMAraroTbCs. Ilo
peecTpanifHOro A0ChE BKIFOYCHO MaTepiaiy o0
TiaTBepIKEHHs (papMaleBTHIHOL eKBiBaJIEHTHOCTI
nikapcekoro  3acoby, IO PEECTPYETBCA,
pedepeHTHOMY JIKapChKOMY 3aco0y, a TaKoX
TOKTagHi HAyKOBi naHi, IO CTOCYIOTbCA BCIX
acHeKTiB OINHKA e(deKTHBHOCTI Ta Oe3mexkd B
JMOKNTHIYHMX  yMOBax,  OIJA BiAIIOBIAHOL
jitepaTypd Ta KOii BiIMOBIAHMX HAYKOBUX
nyOTiKaIin.

2. dapMakoIoris:

1) nepunHa apMaKoHHaMIKa

2) BropunHa (papMaKoMHAMIKA

3) hapmaxosoris 6e3neKH

4) bapMaKoJMHAMIYH] B3aEMOIi1

3. dapMaKoKiHETHKA!

1) aHaiTHYHI METOIMKH Ta 3BITH MOJ10 1X
BaTifarii

2) BCMOKTYBaHHs




3) po3moziJt

4) MeTabom13M

5) BUBEJEHHS

6) bapMaKOKiHETHUHI B3a€MOJI1
(moxsiHiuHI)

7) ianni hapMaKOKiHeTHYH] JOCIIDKEHHS

4. TOKCHKOJIOTIS:

1) TOKCHYHICTB y pa3i OXHOPA30BOTrO
BBEICHHS

) TOKCHYHICTB y pa3i IOBTOPHUX BBCACHD

3) reHOTOKCHYHICTB!
in vitro

in vivo (BKIIOYAIOUH T0J[aTKOBY OLIHKY 3
TOKCHKOKIHETHKH)

4) KaHIePOreHHICTh:

JIOBrOCTPOKOBI JOCTIKCHHS

KOpOTKOCTpOKOBl ,I[OCJIII[}KGHHH
abo ,IIOCJ'IIIDKGHHEI cepenﬂbm TpHBaJ'IOCTl

,HOI{&TKOBI ,JIOCJIIIDKGHH}I

5) pernpoIyKTHBHA TOKCHYHICTD Ta
TOKCHYHHH BIUIMB Ha PO3BHTOK
[IOTOMCTBA!

BIUIMB Ha (epTHIBHICTD 1 paHHiH
eMOpiOHAILHUHA PO3BHTOK

eMOPIOTOKCHYHICTh

npcHaTajlbHa 1 MOCTHATAJIEHA TOKCHYHICTh

MOCITi/DKEHHS, TIPU SKAX Mpenapar
yBOIHTECS [IOTOMCTBY (HECTATEBO3PLIAM
TBapHHaM) Ta/ab0 OIiHIOETHCS BifaTeHa
st

6) MicIieBa IEPEHOCHMICTh

7) MOMATKOBI DOCIIiKEHHS TOKCHUYHOCTI:

AHTHTeHHICTh (YTBOPEHHS aHTHTLI)

iMyHOTOKCHYHICTh

MOCITiIDKeHHS. MEXaHi3MiB [l

TiKapchKa 3aIEKHICTh

TOKCHYHICTH METa0O0JIiTIB

TOKCHYHICTH JOMIIIIOK

1HIIE

5. BHCHOBKH 010 JOKIIHIYHOTO

BUBUCHHSA Ty
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3agBHUK (BIIACHH

peecTpaniifnoro
[IOCBiTUEHHS)

(migruc)
Huxudopuus L.B.

(II.1. B.)




Jonartok 30

1o Ilopanky npoBeneHHs eKCIIEPTH3H
peecTpauiiiHUX MaTepianiB Ha JTiIKapChKi
3aco0Hu, 110 MOJAITHECA Ha ISP KABHY
peecTpallito (epepeecTpaliio), a TAKOK
EKCIIEPTU3HU MaTepiaiiB PO BHECEHHS
3MiH JI0 peecTpauiifiHuX MaTepiajiB
TIPOTATOM Jii peecTpaiiiiHoro
MOCBiTYEHHS

(myskr 4 pozniny IV)

3BIT
Npo KJiHiYHe BHNPOOyBaHHSA

1. Ha3Ba jikapcbKoro
3aco0y (3a HASBHOCTI -
HOMEp peecTpauiiHoro

Centedpua Bepae Bix 60,110 B ropi, cripeii ajis porosoi
NOPOKHMHH, 3 Mr/mi, o 30 Ma y ¢iakoHi 3 103yH04010 cnipeii-
Hacaakom, no 1 paaxony y maumi

MOCBITUCHHS)
2. 3asBHHK ITpAT «®apmanentruuna dipma «lapautis
3. BupoOuuk [IpAT «®apmanesruuna dipma «lapHuLs»

4. IlpoBeneHi TOCTiKEHHS:

[J rax DJui sKmo Hi, 00rpyHTYBaTH

Ob6rpynmysanns: 1le ribpumamii nikapcekuii 3acib. BignosigHo
hiC HACTaHOBH «Jlixapcbki 3aco0u. Hocnimxkenns
bioexsiBanentHocti» CT-H MO3Y 42-7.4:2022 (Jomatox II,
nmaparpad «Jlikapceki 3aco0u wMmicieBoi aii Ta MICIEBOTO
3acTocyBaHHsA») Ta kepiBaunrBa CPMP/EWP/ QWP/1401/98
Rev. 1 / Corr ** «KepiBHHIITBO 3  JOCHiIKEHB
OioexsiBanenTHocT» ([omarok II, maparpad «Jlikapceki 3aco6u
MicleBoi fii Ta MicleBOro 3acTocyBaHHs») 0i0eKBiBaJIEHTHICTH
nikapcpkoro 3aco0y Cenredpun Bepae Bix Gomro B ropii, cripeit
JUIsl POTOBOI IOPOYKHUHH, 3 MI/MJI, pehepeHTHOMY JIiKapChKOro
3acoby Oyio moBeleHO Ha  OCHOBI  (hapManeBTHYHOL
eKxBiBaleHTHOCTI. BiamosigHo mo Bumor posainy III ITopsaxy
IIPOBEJICHHS €KCIIEPTU3H PEECTpaLlifHIX MaTepialliB Ha JIiKapChKi
3aco0H, 10  [OJANOThCS  HA  JEpXKaBHY  pPEeCTpamiio
(mepepeecrpalito), a TaKO¥XK eKCIEPTH3H MaTepiaiiB IIpo
BHECEHHSI 3MiH JI0 peecTpallifHUX MarepialiB mpOTATOM il
peecTpaniiiHoro nocBigdeHHs (Haka3 MiHicTepcTBa OXOpOHH
310poB’ss Ykpaiam Bix 26.08.2005 Ne 426 (3i 3miHaMu, 4HHHA
penakuist)) ta JupextuBu EMEA/CHMP/225411/2006 BnacHi
KJIIHIYHI JOCTi/DKEHHA HE MPOBOIMIIKCH, JI0 MarepialiB I0ChE
BKJIIOUCHO Marepiayii IIOAO MiATBEPIKEHHS (hapMareBTHYHOI
eKBIBAJIEHTHOCTI JIIKAPCBKOro 3aco0y, IO PEECTPYEThCS,
pedepeHTHOMY JIIKapchbKoMy 3ac00y, a TAKOXK OI[iHKH Oe3IMeKH Ta
e(eKkTHBHOCTI B KIHIYHMX yMOBaX, OIJISAA  BiAMOBiIHOI
JITEPaTypH Ta KOIil BiAMOBIAHUX HAYKOBHX MyOTiKaIliii.

1) Tun nikapceKoro 3aco0y,
3a SKHM IpoBoAMIIacs abo
[JIaHY€THCS peecTparis

['iOpumamii mikapebkuit 3acid

5. IToBHa Ha3Ba KJIIHIYHOTO
BUITPOOYBaHHs1, KOJOBAHUMH




HOMEp KIJIIHIYHOTO
BUIIPOOYBaHHS

6. ®aza KIIHIYHOTO
BHIIPOOYBaHHSA

7. Ilepion npoBe/ieHHS
KJIIHIYHOTO BHIIPOOYBaHH:

8. Kpainu, ie npoBoauiocs
KJTiHIYHE BHIIPOOYBaHHS

0. KinpkicTs
ITOCTT Ky BaHUX

10. Mera Ta BTOPHHHI i
KJIIHIYHOTO BUIIPOOYBaHHS

11. JIuzaitH KIiHIYHOTO
BUIIPOOYBaHHSA

12. OcHoBHi kpuTepii
BKJIFOUCHHA

13. JlocmimKyBaHuii
TikapchKu# 3aci0, crnocid
3aCTOCYBaHHS, CHJIa il

14. IIpenapaT mopiBHAHHA,
1032, crocib 3acTocyBaHHS,
cuia Jii

15. CynyTtHs Teparris

16. KpuTepii omiHku
e(heKTHBHOCTI

17. Kpurepii omiHKu
De3nexu

18. CratucTiuni MeToqu

19. lemorpadiuni
MOKA3HUKHU JTOCITIKYBaHOT
nomysnii (cTaTh, Bik, paca
TOIIO)

20. Pe3ynbpTati OIIHKH
e(DeKTHBHOCTI

21. Pe3aynbTati OIiHKH
Oe3nexkn

22. BUCHOBOK
(3aKIHOYEeHHS)

3asgBHHEK (BJIACHHUK
peecTpaniifHoro moc

(nianuc)
Huxudopunu 1.B.
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