Jonatox 29

1o Iopsaky NpoBeieHHs eKCIIepTH3N

peecTpaniiHuX MaTepiayie Ha JiKapehKi

3aco0H, IO ITOIAIOTECS Ha ICPKABHY
peecTpaniio (nepepeecTpaiiiio), a Takox |
CKCIIEPTH3M MaTepialliB PO BHECEHHA |
3MiH JI0 PeecTpaliiHuX MaTepialis |
IPOTATOM Jlii peecTpamiiiHoro |
IIOCBITYCHHS |
(myBKT 4 po3ainy 1V) ‘

3BIT

Npo JOKJiHIYHI JocaiIzKeHHA

1. Ha3pa nikapcbkoro 3aco0y (3a HassBHOCTI

- HOMEp peeCTpalifHOro MOCBITYeHHS):

Menokcnkam Aopui,

po3unH aas in’exmii 10 Mmr/mu

1) Tun mikapcepKoro 3aco0y, 3a SKHM
[IPOBOJMIIACH 400 IIAHYETHCS PeccTpaltis

IT'EHEPUYHUN JTIKAPCHBKHH 3ACIB

2) nIpoBe/IeH] JIOCI JIPKeHHS

TaK X HI SKINO Hi, O0TpYHTYBaTH

Bracni JOKJIIHIYH1 JIOCHIDKEHHS HE
IPOBOOWINCE,  BPAaxOBYKOYM  3adBJI€HHH  THI
JTiKapchkoro  3acoby, a came: TIeHepHYHHMH

mikapebKuii 3aci6. BigmosimHo no {A63ay oes'smuil
nionyuxmy 2 nionynxmy 1.3 nynkmy 1 posoiny Il 6
peoaxyii Haxasy Minicmepcmea O0XOPOH,
300pos'a Ne 1528 gio 27.06.2019):

W1 FGHCpI/IKiB HC€ HAaJAaKOTLBCA PC3YJIbTATH BIIACHHX

TOKCHKOJIOTTYHUX Ta hapmakonoriyHux
BunpoOyBanb  ab0  KIIHIYHHX  JIOCIIJIKEHb.
Pesynbratn JIOCIIJKEHB €KBIBAJIEHTHOCTI

T'CHEPUKIB/TIOPUIIB BKIHOYAIOTECA y po3min 5.2.1
Moxynst 5. JlocmimkeHHsT OiOeKBIBATICHTHOCTI HE
IPOBOJMIINCE BIAMOBIAHO J10 BUMOr KepiBHHIITBA
0 po3unHiB opanbHux CPMP/EWP/QWP/1401/98
Rev. 1/ Cori **,

2. dapmakooris:

BiacH1 TOKIIHIYHI JOCTIPKEHHS HE TPOBOIAIHCE

1) mepruHHA (papMaKoIHHAMIKA

BiracHi JOKIIHIYHI JOCIKEHHS HE IIPOBOMIIHCE

2) BTOopuHHA (papMakoMHaMiKa

BracHi JOKIIHIYHI JOCIIIKCHHS HE IIPOBO/HIINCEH

3) dapmakosoris Ge3nexku

BracHi JOKTIHIUHI TOCTIIKCHHS HE TPOBOIUITHCE

4) papmakoIHHAMIYHI B3a€MOIiT

BracHi 1oxIiHIYHI JOCTIKEHHS HE ITPOBOIHIACE




3. dapmakoKiHCTHKA:

1) aHaITHYHI METO/IMKH Ta 3BiTH 1110JIO0 1X
BasI11amii

Biiacui I0K/1iHIYHI JOCITIPKEHHS He TPOBOIAIIHCE

2) BCMOKTYBaHH$

Bracni jokniniuni JOCTIKEHHS He NPOBOIHIHCE

3) po3moain

BiiacH1 JOKTIHITHI JOCIIIKEHHs HE [IPOBOJH/INCD

4) Metabonism

Brachi JOKTiHIYHI JOCILIKEHHS HE IIPOBOAMIMCE

S) BUBEICHHI

BiracHi OKIHIYHI TOCTI/DKEHHS HE TPOBOMINCE

6) GpapmakokiHeTHYHI B3aeMOAil
(moKTiHIYHi)

BracHi DOKIiHIYHI JOCTI/DKEHHS HE IPOBOMINCE

7) iH1m1 papMaKoKiHETHYHI JOCIIiKeHHS

BiiacH1 TOKTIHIYHI JOCTIZKEHHSI He TIPOBOJHIIHCE

4. TOKCHKOJIOTIS:

1) TOKCHYHICTE y pa3i 0JHOPa30BOIO
BBEJICHHSI

BacHi JOKIIHIYHI JOCTIDKEHHS HE IPOBOIMIINCEH

2) TOKCUYHICTH Y Pa3i HOBTOPHUX BBEICHD

BracHi ZOKIIHIYHI JOCTIDKEHHS HE IPOBOAMINCE

3) reHOTOKCHYHICTD:
in vitro

BracHi JOKJIIHIYHI JOCTIKEHHS HE IIPOBOIHIIHCE

in vivo (BKIIOYAaIO4H JJOJATKOBY OLIHKY 3
TOKCHKOKIHETHKH)

Brachi JOKIIHIYHI JOC/IKEHHS HE IIPOBOMIIHCE

4) KaHIIEPOTeHHICTh:

BracHi JOKIIIHIYHI JOCII/PKCHHS HE TIPOBOIMINCH

JIOBFOCTPOKOBI JIOCIT JPKEHHS

BriacHi JOKIIIHIYHI JOCTIJDKEHHS HEe TPOBOIMIIHCE

KOPOTKOCTPOKOBI JOCIIIDKEHH
a00 JTOCTiHDKEHHS CepeTHBOI TPHBAIOCTI

BiacHl JOKIJIIHIMHI ZOCTIDKEHHS HE MPOBOIHIINCE

IIOJATKOBI JIOCIIIKEHHS

BracHi MOKIIHIYHI JOCTIIHKCHHS HE IIPOBOANIHCE

5) penpolyKTHBHA TOKCHYHICTh Ta
TOKCHYHMH BIUITHB HA PO3BUTOK II0TOMCTBA:

BiiacHi JIOKIIHIYHI JIOCII/DKEHHS He TIPOBOIUIICE

BIUIUB Ha (ePTUIIBHICTE 1 paHHIii
eMOpiOHAILHHI PO3BHTOK

BrnacHi AOKJIIHIYHI JOCIKEHHS He IPOBOIMIIACH

eMOPIOTOKCHYHICTh

BiacHi AOKIIHIYHI JOCIHIPKEHHS HE MPOBOIMINCE




, . BracHi qOKIIHIYRI TOCTUTKEHHS 1 T
[peHaTalbHa 1 MoCTHATaIbHA TOKCHYHICTE A R A 1¢ HPOBOMHIKCH

! BiiacHl JOKJIIHIYHI TOCTJIKEHHS HE 1
MOCIIIKEHHS, TIPU SIKAX Tpelapar ) & a G HPOBDARCRHES

YBOJUTHCA IOTOMCTBY (HECTATEBO3PLIMM
TBapHHaM) Ta/abo OLIHIETHCA BijlaieHa
s

; . Bliachi JOKIIHIYHI JOCHJKEHHS HE TTPOBO N
6) MiclieBa NCPEHOCUMICTE A AR HS PRI

. ’ ; Bracui qoxmHIUHI TOCHIHKEHHS He TITPOBOIUINCE
7) DOIATKOBI JIOCIIIIPKEHHS TOKCHYHOCTI: A i 5 RUBOL

: . Bracui qoxniHiyHi JOCHiDKEHHS He IPOBOIHIIHCD
AHTUI'€HHICTh (YTBOPEHHS aHTHTI)) A a 2 prped

; . BracHi JoKIIIHIYHI JOCTIIHKEHHS He IPOROIUINCE
IMYHOTOKCHYHICTB A Aocmn POBOJ

: Tl N BiiacHi JOKIIHIYHI JOCTITKEHHS HE IPOBOIMIINCH
TOCIIJPKEHHS] MEXaHI3MIB il

. . BracH1 IOKIIHIYHI JIOCHIIKEHHS HEe TPOBOIHIIHCE
JTiKapchKa 3aIeKHICTh

; e BrnacHi JOKTIHIYHI JOCIIKEHHS HE IPOBOIHINCE
TOKCHYHICTh MeTa0OO0JIiTIB

. ) BiacHi TOKJIIHIYHI JOCTIIKEHHS He POBOIUIUCE
TOKCHYHICTB JIOMIIIIOK

T BiacHi JOKIIHIYHI JOCIIJKEHHS He IPOBOIAINCE

5. BUCHOBKH 11010 TOK/TIHIYHOI0 BUBYEHHsI [BacHi TOKMIHIYHI TOCTIIKEHHS He TPOBOIHIINCE, 3
OIJIAMY Ha 3asMBICHHH THII JIIKapCHKOro 3aco0y
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Jlonarox 30
a0 Tlopaaxky npoBeeHHs eKcrepTHzy |
peecTpanifiEuX MaTepiamiB Ha TIKapehKi ;
3aco0H, 110 HOJAOTHCS Ha JACPKaBHY
peecTpanio (epepeccTpaiiio), a TAKoxK
€KCHEPTH3U MaTepialiB IIPO BHECEHHS
3MIH 70 peecTpaliiiux Marepiaiis
MPOTATOM JIii peecTpaniifnoro |
MOCBITYEHHS |
(myHKT 4 pozniny IV)

3BIT

Npo KJIIHIYHEe BUNPOOYBaHHA

1. Hazpa nikapcpkoro 3aco0y (3a HasBHOCTI
- HOMEp peecTpalifHOro MOCBiTUCHHS)

Mesokcukam Aopu,

pO3uuH A 10 exmii 10 mr/mo

2. 3agBHUK

Aopun @opmyneitmaz I1sT. JIT)./
Abryl Formulations Pvt. Ltd.

3. BupoOuuk

ASpun Jlaboparopis Ipaiiset JlimiTen/

Abryl Laboratories Private Limited

4. IIpoBeaeHi mocmiKeHHS:

TaK X HI KO Hi, 0OIPYHTYBaTH

Bacui KJIIHIYHI JIOCHTIiJDKEHHS HE
IPOBOJAMIINCE,  BPaxOBYIOYH  3asiBIEHHH  THII
Jmikapcbkoro  3aco0y, a caMe: TreHepUYHHI
mkapebkuit 3aci6. BinnorinHo no {A63ay des'smuii
nionyukmy 2 nionyuxmy 1.3 nyuxkmy 1 posoiny Il 6
peoaxyii Haxa3zy Minicmepcmea 0XOPOHU
300pos’a Ne 1528 6io 27.06.2019):

«ons  eenepuxie ne  naoalomecs - pesyrvmamu
GIACHUX MOKCUKOJIO2IYHUX Md  (PaApMAKOI0TYHUX|
sunpobyeans ~ abo  KIHIYHUX  Q0CHIOdICEeND.
Pesynomamu  oocniodicens — bioexgisanenmuocmi
eenepurie/2iopudie exmouaiomeca y poszoin 5.2.1
MOOYIISL S ».

Bionogiono oo eumoz Hacmarosu CT-H MO3Y
42-7.2:2018: «JlocmikeHHsT 010€KBIBAJIEHTHOCTI,
K IpaBuiIo, He € HeoOXigHHMH, SKIIO
IOCTIKYBaHUiT JTIKapchKuii 3acid BBOJHMTHCA SIK
BOJIHUII BHYTpPIIIHBOBEHHHH PpO3YMH, IO MICTHTH
TaKy ’ aKTHBHY PCUOBHHY, IIO 1 3aTBEp/DKCHUH HA
JaHud vac Jikapchkuil  3acib». Y 3B’a3Ky 3
BHINE3a3HAYCHUM, Y BIAMIOBITHUX  pPO3MLNIAx
peecTpariifHoro Joche HANAIOTLCS MOCHIAHHSA Ha
pedepenTHuUi TiKapchkuii 3acib.




1) Tam nikapebKoro 3acofy, 3a SKuM
NpOBO/HIAca abo NIaHyeThes peecTpatis

I'EHEPUYHHUNI JIKAPCLKHH 3ACIB

5. [loBHa Ha3Ba KIIHIYHOrO BHIPOOYBAHHS,
KOJI0BaHUH HOMCP KIIHIYHOI'O
BUIIPOOYBaHHS

Biachi KIiHIYHI JOCIKEHHS HE IPOBOHIIUC.

6. ®aza KIHIYHOTO BUIPOOYBaHHs

Biiachi KniHiYHI JOCTiIKEHHS He IPOBOIUIIHCE.

7. lleploa mpoBeAeHHS KIIIHIYHOTO
BUIIPOOYBaHHSA

BiiacHi KJIHIUHI JOCTI/UKEHHS He MTPOBOIHIIHCE.

8. Kpainu, ne npoBomunocs Kiiniune
BUIIPOOYBaHHS

BiiacHi KIiHIYHI JOCTIKEHHS He MPOBOIHIIHNCE.

0. KinpKiCTB TOCTiIKYBaHHX

BracHi KIIHIYHI JOCITI/DKEHHS HE IIPOBOIHIINCE.

10. Mera Ta BTOpHHHI 1T KIIHIYHOIO
BHITPOOYBAHHS

BriacHi KIHIYHI JOCTIIKEHHS HE IPOBO/IHIIUCE.

11. Iu3aiin kiiHi4HOrO BUIPOOYBaHHS

BiiacH] KIIHIYHI JOCTITKEHHS HE TIPOBO/IHIINCE.

12. OcHOBHI KpUTEpii BKIFOUCHHS

BracHi KIiHIYHI JOCTIKEHHS He TIPOBOIAIINCE.

13. NocnikyBanuii TikapchKuii 3acio,
crocid 3acTocyBaHHs, cHia il

BracHi KIIHIYHI JOCHIKEHHS He TIPOBOIHIIHCE.

14. Ilpenapar nOpiBHAHHA, 1034, CIIOCIO
3aCTOCYBAaHHS, CHIIA Jii

BracHi KITiHIYHI JOCTIIKEHHS HE IIPOBO/IHIIUCE.

15. CymyTHs Teparis

BracHi KIiHIYHI JOCTITKEHHS HE IIPOBO/IHIIHCE.

16. Kpurepii oninku eeKTHBHOCTI

BracHi KIIHIYHI JOCHIJPKEHHS HE ITPOBOIHITUCK.

17. Kpurepii oninku Oe3neku

BiiacHi KIiHIYHI JOCHIKEHHS He TIPOBOJIHIIUCE.

18. CrarHcTuyni METOIH

BracHi KIIHIYHI JOCIIKSHHS HE IIPOBOMUIIHCE.

19. Jlemorpadiuai moKa3HHKH
OCITIKYyBaHOI Oyl (CTaTh, BiK, paca,
TOIIIO)

BiacHi KTIHIYHI OCTKEHHS HE TPOBOIHIIHCE.

20. PezynbTat eeKTUBHOCTI

BracHi KTIHIYHI TOCTIKEHHS HE POBOIUIIHCE.

21. PesyneTarn Oe3nexkH

BracHi KmiHIUHI JOCTIKEHHSA HE MPOBOIHIHCE.




BiiacHl KIIHIYHI JIOCIIDKEHHSI HE MPOBOJIUINCE. 3

22. BucHoBok (3axirodeHns)
OIJIAAY Ha OOIPYHTYBaHHsS HAZaHe BHIIIE.

3asgBHUK (BIACHHK
peccTpanifHoro NOCBiAYCHHS)

{Ilopsidox donosneno nosum Jooamxom 30 sziono 3 Haxasom Minicmepemea oxoponu
300po6'ss Ne 1528 6id 27.06.2019}




