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710 Topazgky IpoBeIeHHA €KCIEPTH3H
peecTpaniitaux MaTepianiB Ha JTiKapchbKi
3aco0H, 10 TOAAIOTECS Ha JICPKaBHY
peecTpaniio (nepepeecTparito), a Takox
EKCIIePTH3M MaTepiailiB Mpo BHECCHH
3MIH J0 peecTpamiiiHuX MaTepialiB
IIPOTSTOM Jii peecTpamiifHoro

1. HasBa nixapcpkoro 3acofy (3a HagBHOCTI

MOCEiquenHa
(nyrKT 4 po3yiny IV)
3BIT
PO JOKJIHIYHI A0CHiKeHHs
ABI30.JI
(ABIZOL)

- HOMEp PeecTpaliitHOro MoCBi/JUeHHs):

PO3YHH OpANBHHEH, 1 Mr/MI

1) THN miKapchKOro 3acody, 3a IKAM
IpoBOAMIIacd ado MNaHyEThCA peecTpalisa

IFEHEPHUYHUN JIKAPCHBKHAM 3ACIB

2) IPOBCIEHI JOCTIKEHHS

TaK X Bi 4Ko Hi, 06IPYHTYBaTH

Bnacui MOKTiHIYHL TOCIILTIKEHHT He

IPOBOJMNNCE,  BpPaxOBYIOUH  3asBNeHHU  THij

mMKapceKOTOo  3acol0y, a .caMe: TeHepH4HHi
mikapepkuii 3aci6. Bimmosigao no {A63ay des'amuii
nionyukmy 2 nionynxmy 1.3 nyuxmy 1 posoiny Il 6
pedaryii Harxasy Minicmepcmeaa OXOpOHY|
300poe’s Ne 1528 eio 27.06.2019}:

«I A reHepmciB HC HaJarOThCA PE3YIBTATH BIIACHHX

TOKCHKOJIOTIYHHX Ta tapmMaxoIoriyHux
BUIIPoOYBaHL  ab0  KIIHIMHHUX  JOCHiTKEHb.
Pesyapratn NOCIiIKEHD €KBiBaJIEHTHOCT]]

TeHEPHKIB/TIGPUIIB BKTIOYAIOTECA y po3din 5.2.1
momynst 5. Mocmimxenns GioexBisaneHTHOCTI He
IPOBOAMIHCE BiANOBINHO 10 BUMOF KepiBHMiisa
mo posumiis. opansuux. CPMP/EWP/QWP/1401/98
Rev. 1/ Corr **.

2. DapMaKoIoris:

BracHi JOKIIIHIYHI JOCIIIKEHH He MPOBOIMIIHCE

1) neppunna dpapMakoHHaMIKa

BnacHi JOKIIHIYHI AOCHIDKEHHA HE IPOBOAUIHCE

2) BTOpHHHA papMaKoIHHaMiKa

BrnacHi JOKIIHIYHI HOCHiJKEHHS He IIPOBOIMIHCEH

3) dapmaxonoris Gesnexu

BracHi JOKIIHIYHI JIOCHIIPKCHHS HE IPOBOIRIHCE

4) hapmakoguHamiuHi B3aeMoIil

Bracui noxmigiyHi JOCHIIKEHHS He IPOBOIUIMCE




3. PapmakoKiHeTHKA:

1) aHAMITHYHI METOAMKH Ta 3BiTH OO0 1X
Raianii

BracHi AOKIIHIYHI JOCIIKCHHS HE IIPOBOLMINCE

2) BCMOKTYBaHHS

BrnacHi DOKITINIYIT JOCTIHKEHHS He IPOBOJHINCE

3) pozmonin

BracHi JOKTIHIYHI TOCTIHKEHHS HE IPOBOIHIIHCD

4) meTabonizm

BsracHi ZOKIIIHIYHI TOCHIIKEHHSA HE IPOBOAMITHCE

5) BEUBENECHHSA

BiiacHi JOKJIIHIYHI TOCIIKEHHS He JIPOBONMIMCE

6) bapMakoKiHeTHYHI B3aeMOAIT
(moxTiHiYHi)

BracHl JOKIIHIYHI JOCIIZYKEHHS He TIPOBOIMIIHCE

7) iHImi (hapMaKOKiHETHYHI NOCTiDKEHHS

BrnacHi JOKIIHIYHI JOCTIHKEHHS HE IPOBOTUIHCE

4. ToxCHKOIOriN:

1) ToxcHYHICTE ¥ pasi OTHOPa30BOTO
BBEJICHHA

BracH! ZOKIIHIYHI JOCHIIIKEHHS He IIPOBOLHIHCE

2} TOKCHYHICTD ¥ pa3i IOBTOPHHUX BECACHD

BrnacHi oKIiHIYHI JOCTIMKEHHS HE IPOBOIUIKCE

3} reEOTOKCHYHICTE:
in vitro

BracHi fokmiHIgH] TOCTiIKEHHS HE IPOBOAHINCE

in vivo (BKIIIOYAIOYH JOJATKOBY OIIHKY 3
TOKCHKOKIHGCTHKH)

BracHi goxniHigH] JOCTIMKEHHS He IPOBOJIIHCE

4) KaHIIEPOTeHHICTh:

BracHi DOKIIHIYHI JOCTIHKEHHEA He IIPOBOIHIIHCE

TOBTOCTPOKOB1 JOCIIKEHHS

BrnacHi noxnidigHi DoclipKeHHs He [IPOBOIUINCEH

KOPOTKOCTPOKOBI JOCIIIIPKESHHS
a0 JOCIIiIKEHHS CepPEeNHB0] TPHBAIOCTI

BrracHi MOXIHIMHI AOCIIHKEHHS HE IPOBOAMIHCE

IMOMaTKOBI NOCHTIIKEHHS

Biracei NOxNiHiYH1 OCHIKEHHS HE IPOBOAMIIECE

5) penpoAYKTHBHA TOKCHYHICTE Ta
TOKCHYHHMH BIUIMB Ha PO3BHTOK [IOTOMCTBA!

BriacHi JOKIIIHIYHI JOCTIIKEHHA HE IPOBOIMIINCE

BILIUB Ha (epPTHIBHICTD 1 paHHii
eMOploHaNBEHUI PO3BHTOK

BiacHi JOKIIHIYHI AOCTIIHKEHHS HS IPOBOAHIIACEH

eMOpPIOTOKCHYHICTD

BracHi JOKIiHIYHI AOCIIHKEHHS HE IPOBOUIIICE




MpcHaTajJIbHa 1 MoCTHATAIbLHA TOKCHYHICTh

BiiacHi JIOKIIHIYHI J10CTIIKEHHSI HE TTPOBOIHIIHCE

TOCITIJIKCHHS, IPH AKHX TIperapaT
YBOJMTECS MOTOMCTBY (HECTATEBO3PIIHM
TBapMHaM) Ta/a0o0 OLIHIOETLCS BijlajieHa
ist

BiiacH1 JIOKJIIHIYHI JIOCTIJIKEHHS HEe TTPOBOHIIHCE

6) MicueBa NEPeHOCHMICTh

BriacHi JOKIHIYHI JOCIIDKEHHS HE TPOBOJIMIINCH

7) noIaTKOBI JOCIIKEHHS TOKCHYHOCTI

BiiacHi JOKJIHIYHI IOCIIJKEHHS He IPOBOIMINCE

AHTUTCHHICTh (YTBOPEHHS aHTHUTLN)

BiiacHi JOKTIHIYHI JOCTIKEHHS HE IPOBOIHIIHCE

IMYHOTOKCHYHICTh

BiacHi JOKJIIHIYHI JOCTIPKEHHS HEe TIPOBOIUIHCEH

TOCTIIKEHHS MEXAHI3MIB il

BiiacHi I0KI1HIYHI AOCTDKEHHS HE ITPOBOIHIIHCE

TiKapchKa 3aJIeXKHICTh

Bracui JOKJIIHIYHI JOCTIDKEHHS HE ITPOBOIHIIMCH

TOKCHYHICTL META00TITIB

BracHi JOKIIHIYHI JOCITIDKEHHS He ITPOBOJIMIINCH

TOKCHYHICTE JOMIIIIOK

BracHi OKJIHIYHI JOCIIKEHHS HE IPOBOAMIHCE

1HIIIEe

BriacHi JOKJIHIYHI JOCI/KEHHS HE MTPOBOJIMIIHCH

5. BHCHOBKH 11010 JOKJIIHIYHOIO BUBYEHHS

BriacHi OKIIHIYHI JOCTIKEHHS HEe TPOBOIUITHCE, 3
OIJIsLJLy Ha 3asBJIEHUI PHTLTIKAPCHKOTO 3ac00y

(oOrpyHTYBaHHS H ayénme).

3asBHUK (BJIACHHK
peecrpatiiitHoro

e YHPBINg
7 i

MOCB1JTYEHHS)

{Ilopsioox OonosHeno Hosum Jooamrkom
300poe'a Ne 1528 id 27.06.2019}
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1o Ilopsaky npoBeNeHHS eKCIEPTH3H
peecTpaifHuX MaTepialiB Ha JiKapchKi
3ac0bH, 10 TOJAIOTHECA Ha ACPKaBHY
peectpauiio (llepepeecTpaLiio), a TAKoK
eKCIIepTH3H MaTepialiii Ipo BHECEHHS
3MiH J0 peecTpalliiiHux MaTepiaiiB
IPOTArOM JIii peecTpauiitHoro
TIOCBITUEHHH

(uyuxr 4 posuniny IV)

3BIT

Npo KJIiHiYHe BUNPOOYBaHHS

1. Hazpa nixapcpkoro 3aco0y (3a HaIBHOCTI
- HOMEP peecTpanifHoro IOCBiITYCHHS)

ABI30JI
(ABIZOL)
PO34HH opajbHMH, 1 Mr/Ma

HoGen Imaa Canai Be Timxaper A.IlL,

2. 3agBHUK
Typeuunna
Nobel Ilac Sanayii ve Ticaret A.S., Turkey
3. BapoGHUK Hofen Inaw Camai pe Timxaper A.IlL,

Typeurauna

Nobel Ilac Sanayii ve Ticaret A.S., Turkey

4. IIporeneHi DOCTIIKEHHA:

Tak X HI  AKIO Hi, OOIPYHTYBaTH

Briacui KIHHIYHI . JOCIIJUKEHHSA HE
OPOBOAMIHCH, BPaxOBYIOUM  3aiBICHHH  THI
mKapchKoro 3aco0y, a came: TEHEpHUHHH
nikapceKuit 3aci6. BignoeimHo mo {A63ay Oes’smull
rionyuxmy 2 nionyuxmy 1.3 nynxmy 1 po3oiny Il g
peoaxyii Haxazy Minicmepcmea O0XOPOHU
300poe's Ne 1528 @¢id 27.06.2019):

«INIA TeHEPUKIB He HANAIOTECA Pe3yNIBTATH BIaCHHX
TOKCHKOJIOTTHHHX Ta ¢hapMaxoIoriYHHX
BUNpoOYBaHE 200 KIIHIYHEX JTOCIIIKEHEY.
Jocnimxennd 6i0ekBiBaTeHTHOCTI He TIPOBOMIIHCH
BigmoBizHO no BHMor KepiBHuuTBa [0 pO3vHHIB
opansrux CPMP/EWP/QWP/1401/98 Rev. 1/ Corr
*%  3ampneHuit Jikapcekuit 3acid po3pobieHuit
BIAIIOBIAHO IO CKJIALy OPHIiHAJBHOTO NiKAPCHKOIo
3acoby, Abilify, pozunun opansuuit 1 Mr/mi, Otsukal
Pharmaceuticals (UK) Ltd, UK.

Bigmosinko, sxicHmit 1 KITBKICHUIH CKNIaL IIpenapary)
ABI30JI € ropmibHEH OO  OpPHITHANBEHOTO
mixapepkoro 3acoly Abilify, posunmn opansHuit 1
Mr/mi. JeranbHe OOrpYHTYBaHHA IIPEACTABICHO Y




Monymi 5 peecTpanifHOTO JOCEE.

1) rux nixapcekoro 2acody, 3a KM

[IPOBOAMIIACA a00 MIAHYETHCS PEECTpAIli

TEHEPHTYHUI JIKAPCHKUM 3ACIB

KOJOBaHHH HOMep KIHIYHOIO
BHIIPOOYBaHHS

5. IloBHa Ha3Ba KIiHIYHOTO BHIIpOOYBaHHS,

BracH1 Ka1HI9HI JOCTIIKEHHS He IPOBOJHIIHCE.

6. daza KNiHIYHOTO BUITPOOYBAHHS

BnacHi KIHIYHI JOCTJPKEHHS He [TPOBOIMIIHACE,

7. Ilepion mporeReHHS KNIHI9HOTO
BHIIPOOYBaHHA

BrnacHi KIHIYHI XOCIPKSHHS HE TPOBOIMIMCE.

8. Kpainn, ne npoBoamiIocs KiliHiuHe
BUIIPOOYBaHH

BracHi KIIiHIYHI JOCTIHKEHHS He MPOBOIUIHC,

9. KinskicTh MOCHiIKYBaHHX

BriacHi KIiHIYHI JOCTiMKeHHS He POBOIHIIHCE.

10. Mera ta BTOpHHHI LI KIIHIYHOTO
BHIIPOOYBaHHEA

BracHi KIiHIYHI TOCTIIHKSHHA He IPOBO/MIIKCE.

11. Tusaiin KITHIYHOIO BUIPOOYBAHHS

BiracHi KITIHIMHI JOCHTiOKEHHS HE IPOBOIMIACE,

12. OcHOBHI Kprrepil BKIIOYCHHS

Bracyi KIHIYHI JOCTIKSHHS HE IPOBOAMIUCE.

13. JocnimxyBasnid sTiKapchKHit 3aci6,
crocid 3acTOCyBaHHS, CHIA il

BrracHi KIIHIYHI JOCIiIKEHHSA He TTPOBOHIIHCE.

14. Tlpenapat nopiBHsHHS, 4034, CIIOCIO
3aCTOCYBaHH, CHIa Jif

BracHi KIiHIYH] TOCTHIKEHHS He IIPOBOAMIIHCE.

15, CynyrtHa Tepanis

BracHi KIITHIGHI JOCHiPKEHHS HE [IPOBOIMIIHCE.

16. Kpurepii ontinku ehekTHBHOCTI

BracHi 1tiHiYHI JOCTIIKEHHI He IPOBOJMIKCE.

17. Kputepii oninku Ge3nexkn

BracHI KIIHIYHI JOCHIKEHHS HE IPOROIMIHCE.

18. CraTHcTUuHI METOIH

BiacHi KIHIYHI JTOCTiIKEeHHS. He TPOBOIUIHCE.

19. Jlemorpadiuni nokazHEKH

TOIIO)

nocIiKyBaHol momynanii (crars, Bik, paca,

BracHi xninivHi AOCHIIKEHHS HE TIPOBOJHIIHCE.

20. Pesynerati etheKTHBHOCTI

BracHi KIMHiYH] JOCTIIPKEHHS HE IIPOBOIMIINCE.




21. PesynbraT Ge3nexu

BiiacH1 KJIIHIYHI JIOCIKEHHS HE POBO/IUIIHC.

22. BUCHOBOK (3aKJIIOUYCHHS)

BracHi KIiHIYHI JIOCTIPKEHHSI HE NPOBOJIUIHCE.

orysily Ha oOIpyHTyYBaHHA Ha/laHE BHUIIE.

3agBHHUK (BJIACHHK
peecTpariifHoro nocBiT4eHH)

300poe’st Ne 1528 gio 27.06.2019}

pT———

som Minicmepemsa oxoponu




