JlonaTox 30

1o Topsanky npoBe/IcHHS eKCrnepTH3n
peecTpaniifHux MaTepialiiB Ha JiKapehKi
3aco0H, IO MOJIAKTHCS Ha JACPKaBHY
peecTpaliio (nepepeccTpariio), a TAKoXK
EKCIIEPTH3H MaTepiajiB PO BHECEHHS
3MIH JI0 peecTpamiifHux Marepianin
IPOTATOM [Iii peecTpariifnoro
IIOCBITYEHHS |

(myHKT 4 pozainy IV)

TSSO

3BIT

Npo KJiHIYHe BUNPOOYBaHHSA

- HOMEp peecTpanifioro mocBiMeHHs”)

1. Ha3pa mixapcbkoro 3aco0y (3a HasiBHOCTI

Ecomenak
MOPOIIOK /LISt PO3YHHY Id IH’exuiii Ta indy3ii
40 mr

2. 3agBHUK

Abpun @opmyneinins [Isr. JlTm./
Abryl Formulations Pvt. Ltd.

3. BupoOuuxk

Abpuit Jlabopatopiz [IpaiiBet Jlimiten/

Abryl Laboratories Private Limited

4. [IpoBeneni qOCIHKEHHS:

TaKk X HI  SKIIO Hi, 00TPYHTYBATH

Bnachi KITIHIYHI JIOCITIJDKEHHS He
IIPOBOJIMJIMCE,  BPaxOBYIOUH  3asBJICHUH  THII
Jikapcbkoro 3acoby, a came: TeHepHYHHA

nikapceKuit 3aci0. Bignosijnno no {A63ay des'smuii
nionyukmy 2 nionyuxmy 1.3 nynxmy 1 pozoiny 111 ¢
peoaryii Haxa3zy Minicmepemea 0X0pOoHU
300pos'a Ne 1528 eid 27.06.2019}:

«ONA  2eHepuKie He HaAdalomuCs — pesyibmamu
GAACHUX MOKCUKONOIYHUX MdA  PAPMAKONO02TYHUX
eunpobyeanvy ~ abo  KaiHiynux — QocriddiceHs.
Pesynomamu  docnidoicensy  bioexgisanenmuocmi
2eHepuKie/eibpudie exmouaiomecs y posoin 5.2.1
MO0V S ).

Bionogiono do sumoz Hacmanosu CT-H MO3Y
42-7.2:2018: «JlocnijpkeHHa 0i0€KBIBAIIEHTHOCTI,
SK  [OpaBWwiIo, HE €  HeoOXITHUMH,  SKIIO
JOCIIJKYBAaHUN JIIKAPChKUH 3aci® BBOJUTHCS SK
BOJAHMHA BHYTPIIIHBOBEHHHMH PpO34MH, L0 MICTHTh
TaKy K aKTHBHY PEUOBHHY, ITIO 1 3aTBEP/DKCHHI Ha
TaHMH vac JiKapchkuit 3acio». Y 3BA3Ky 3
BHIIE3a3HAYCHUM, Y BIJUIOBIIHUX  PO3JLIAX
peeCTpaIiifHoro J0Che HAJalOThCs IMOCHIIAHHS Ha
pedepeHTHUIT NTiKapchKuii 3aci0.




1) THnN niKapebKOro 3acoly, 3a SKHM
NPOBO/IKIIAcS ad0 IIaHYEeThCS peecTpanis

I'EHEPUYHMM JIKAPCHLKHI 3ACIB

KOJIOBaHUH HOMEP KJIIHIYHOTO
BHIIPOOYBaHHS

5. lloBHa Ha3Ba KIIHIMHOrO BHIPOOYBaHHS,

BacHl KIIHIYHI JIOCIIIKEHHS HE IPOBOJHIINC.

6. @a3a KIHIYHOrO BUIPOOYBaHHS

BracH1 KJIHIYHI JOCTIKEHHS HE IPOBOIHIINCE.

7. Ilepion mpoBeAeHHS KITIHIYHOTO
BUNIPOOYBaHHS

BracHi KJIHIYHI OCIIUKEHHSI HE TPOBOIHIIHCE.

8. Kpainm, me mpoBoiniiocs KiliHigHe
BHMIPOOYBaHHS

BracHi KJIHIYHI JIOCITI/DKEHHSI HE TIPOBOIHIIKCE.

9. KinpKicTh DOCIIIKYBAHUX

BracHi KIHIYHI IOCITIPKEHHS HE TPOBOIHIIKCE.

10. Mera Ta BTOPMHHI LI KJIHIYHOTO
BUIIPOOYBAHHS

BracHi KJIiHIYHI JOCTIDKEHHA HE IPOBOIUINCH.

11. Jlu3aiin KIiHIYHOTO BUIPOOYBAHHS

BiacHl KJIiHIYHI ZOCIIKEHHS HE TPOBOTHIIUCE.

12. OcHOBHI KpHTepii BKIIOYCHHS

BiacHi KJTIHIYHI TOCTIKEHHS HE TPOBOIAIHNCE.

13. DocniukyBanuii JlikapchbKui 3acio,
CIT0Ci0 3acTOCyBaHHS, cUia Iii

BracHi KTiHIYHI JOCTIKEHHSA HE TIPOBOIAIHCE.

14. Tlpenapar mopiBHAHHSA, 1034, CIIOCIO
3aCTOCYBaHHS, CHJIA il

BracHi KJIHIYHI JOCIIPKEHHS HE IPOBOINCE.

15. CynyTHs Tepanis

BracHi KJIIHIYHI JOCTIHKEHHS HE TIPOBOIIIHCE.

16. Kpurepii oninku eeKTHBHOCTI

BracHi KTiHIYHI JOCTIHKEHHS HE TIPOBOMIIKCE.

17. Kputepii oninku 6e3nexn

BracHi KIiHIYHI JOCTIKEHHS HE TIPOBOIHIHCE.

18. Craructyuni MeToaH

BracHi KIHIYHI JOCIKEHHS HE IPOBOIMIIHCE.

19. lemorpadiysi OKa3HUKH

TOIIIO)

moCITiKYBaHOT MOy Al (cTaTh, BiK, paca,

BracHi KIHIYHI JOCIIKEHHS HE IPOBOIHIHCE.

20. PesynpraTi e)eKTHBHOCTI

BriacHi KJIIHIYHI JOCTIKEHHS HE MPOBOININCE.

21. Pesynbraru Ge3nexu

Biracui KIiHIYHI JOCHIKEHHS HE IPOBOHINCE.




BiacHl KIIHIYHI JOCHI/DKEHHS HE MPOBOIHINCE. 3
22. BUCHOBOK (3aK/IHO4eHHS ) Seie

OTJIsly Ha OOTPYHTYBaHHS HalaHe BHIIIE.

3asBHUK (BIIACHUK
peecTpaifHoro NOCBiTuenHs) |- °

(mmimuc)
Ousra IITPCBKA

(IL 1. B.)

{Ilopsdox oonoeneno nosum Jooamxom 30 3ziono 3 Haxasom Minicmepcmsa oxopomu
300po6'ss Ne 1528 6io 27.06.2019)}




Jlozarox 29
no Tlopsaky npoBeieHHS eKCTIEPTH3H |
peecTpanifHuX MaTepialiB Ha TiKapehKi
3ac00H, 110 IOJAOTECS Ha JIePKABHY
peecTpariio (epepeecTpartiin), a TAkokK
CKCIIEPTH3H MaTepialiB Npo BHECCHHS
3MiH JI0 peecTpallifiHuX MaTepiamniB |

HIPOTArOM Jiil peccTpaniifnoro

MOCBIYEHHS

(nyHKT 4 posainy 1V)

3BIT

NPO AOKIIHIYHI JOCTiIKeHHS

1. Hasga nikapcbkoro 3aco0y (3a HassBHOCTI
- HOMEp peecTpaliiHOro MOCBT4eHHs):

Ecomenak
NOPOLIOK JJIA PO3YHHY I iH €Kil Ta indy3ii
40 mr

1) Tun mikapceKoro 3acofy, 3a IKHM
poBoHIIacst abo IJIaHYEThCs PeecTparlis

TEHEPUYHUM JIKAPCBKHUI 3ACIE

2) HIpOBEIEH] TOCIIDKEHHS

TaK X Hi KO HI, OOIPYHTYBaTH

Bnacni JIOKJTIHIYHI JIOCIIJDKCHHS He
IPOBOJIMIINCE,  BPAXOBYKOYM  3asBIEHHH  THII
JmiKkapcbkoro  3acoby, a  caMe:  TIeHepH4HHH
JiKapcekuid 3aci6. BinmosigHo 1o {A63ay oee'smuii
nionyuxmy 2 nionynxkmy 1.3 nynxmy 1 pozoiny Il ¢
peoarxyii Haxazy Minicmepcmea 0XOpoHY,
300pog'a Ne 1528 @io 27.06.2019):

W1 FeHepHKiB HC HaIalOTLCA PE3YJILTAaTH BJIIACHHX

TOKCHKOJIOTTYHHX T4 dapmakonoriaHux
BunpoOyBanb  a00  KJIIHIYHHUX  JIOCHI/DKCHb.
Pesynbratn JOCITiTKEHb €KBIBAJIEHTHOCTI

TeHEpHKIB/TIOPHIIB BKMOYAIOTHCA y posain 5.2.1
moayns 5. JlocmimkeHHs Ol0€KBIBAJEHTHOCTI He
MPOBOIHMIIACH BimmoBigHo 10 BUMOT KepiBHUITBA
no pozuuHiB opansHux CPMP/EWP/QWP/1401/98
Rev. 1/ Corr **,

2. ®apmakosoris:

BracHi JOKIIHIYHI JOCTIIKEHHS HE IPOBOIHINCE

1) mepBuHHA apMakoMHaAMIKa

BriacHi JOKITIHIYHI TOCHIKEHHS HE ITIPOBOIAINCE

2) BTOpHHHA apmMako iHaMiKa

BJiacHi TOKIIHIYHI TOCTIKEHHS HE IPOBOJIAINCE

3) dapmakosoris 6e3nexu

BracHi JOKIIHIYHI JOCTIIKEHHS He TTPOBOJIMIIUCH

4) bapMaxkoHHAMIYHI B3aeMOJIT

BracHi JOKIIHIYHI JOC/IPKEHHS HE TPOBOIHINCH

3. ®apmMakokiHeTHKa:




1) aHaniTHYHI METOMKH Ta 3BITH LIOI0 iX
Basinanii

Bracui gokniHIYHI JOCTIKCHIS HE IPOBOIHIHCE

2) BCMOKTYBaHHS

BuiacHl JOKJIIHIYHI JOCHI/PKEHHS HE IIPOBOAMIHCH

3) po3noi

BiiacH1 TOKJIHIYHI AOCTIUKCHHS HE IPOBOIMIINCE

4) meTabonizm

BiiacHi JOKJIHIYHI IOCIPKEHHS HE IPOBOIMINCEH

5) BUBeeHHS

BiacHi JIOKJIIHIYHI TOCTIDKEHHS HE TPOBOIHINCE

6) hapmaxokiHeTHYHI B3aeMOJIil
(roxITiHIYHI)

BracHi QOKJIIHIYHI JOCHI/PKEHHS HE IPOBOIUIHCEH

7) 1111 (hapMaKOKIHETHYHI JOCITIKCHHS

BiiacHi JOKIHIYHI JIOCTIDKEHHS HE IIPOBOIMIHCEH

4. Toxcukomoris:

1) TOKCHYHICTE Y pasi 0IHOPA30BOTrO
BBCIICHHS

BiacH1 JI0KJIIHIYHI JI0OCHI/DKEHHS HE TTPOBOIHIHCH

2) TOKCHYHICTE Y pa3i HOBTOPHUX BBE/ICHD

BriacHi TOKIHIYHI OCII/DKEHHS HE IPOBOIMINCH

3) TeHOTOKCHYHICTE:
in vitro

BrracHi JOKTIHIYHI JOC/IHKEHHS HE TPOBO/IUIHCEH

in vivo (BKJIFOYAIOYH JI0JJATKOBY OIIIHKY 3
TOKCUKOKIHETHKH)

BracHi TOKITIHIYHI TOCHI/DKEHHS HE TTPOBOIMITHCE

4) KaHLEEPOreHHICTh:

BiiacHi TOKIIIHIYHI JIOCHIJIPKEHHSI HE [IPOBOJIMIIUCE

JTOBFOCTPOKORI JIOCIIIJIKEHHSI

BracHi JOKIIIHIYHI JOCHIKEHHs HE IIPOBOIMIIACE

KOPOTKOCTPOKOBI JTOCITIIIKEHHS
a00 JTOCHKeHHS cepelHbOl TPHBAIOCTI

BracHi JOKIIHIYHI JOCTIPKEHHS HE IPOBOIHINCE

TTOJATKOBR] JOCIIIHKEH IS

BiiacHi JOKTIHIYHI OCTIIKEHHS HE TIPOBOJIMIINCH

5) penpoIyKTHBHA TOKCHYHICTH Ta
TOKCHYHUI BIUIMB Ha PO3BUTOK IOTOMCTBA:

BiacHi JOKTIHIYHI JIOCIIKEHHS HE TPOBOAUINCH

BILTHB Ha (ePTHIBHICTE 1 paHHIA
eMOpioHANLHUH PO3BATOK

BracHi JOKITIHIYHI JOCTIDKEHHS HE IPOBOJIMIIMCE

eMOpIOTOKCHYHICTh

Bnacui JOKITiHIYHI JOCTIKEHHs! He IPOBOAMIIACE

[IpeHaTalbHa 1 IOCTHATAIbHA TOKCUYHICTD

BracHi JOKITIHIYHI TOCTIKEHHS He TPOBOIUIHCH




. BrnacHl JOKITIHIYHI J0CIHKEHHS HE TPOBO/IHIIHCE
OCTIKEHHS, TP AKUX TpenapaTt A ASSI0 pasal

YBOZMTECS IHOTOMCTBY (HECTATEBO3PLUINM
TBapHHaM) Ta/abo OLIHIOETLCS BIIAICHA
i

: . BriacH1 JJOKIIHIYHI JOCTIIKEHHS HE TPOBOMITHCH
6) MiCIieBa IEPEHOCUMICTh

A ; ; BitacHi DOKIHIYHI JOCTIDKEHHS HE TPOBOHIINCEH
7) 101aTKOB] JOCIITKEHHES TOKCHYHOCTI:

; ; BracHi oKIIHIUHI TOCTIKEHHS HE IPOBOIMIIHCH
AHTUI€HHICTD (YTBOPEHHS AHTHTLN)

: : BiracHi TOKIIHIYHI TOCIIIKEHHS HE IIPOBOINIMNCE
IMyHOTOKCHYHICTE

) o BracH1 JOKIIHIYHI JIOCIIHKEHHS HE IIPOBOIHINCE
TOCIIKCHHS MeXaHi3MiB Jiii

; : BiiacHi JOKIIHIYHI JJOC/IPKEHHS HE IIPOBOINUINCE
TiKapChKa 3aJICXKHICTh

. - BracHi JOKIIHIYHI JOCHI/KEHHS He TIPOBOINIINCE
TOKCHYHICTE META0OITIB

; . BracHi JOKTIHIYII JOCIIKEHHS HE ITIPOBOIHIINCH
TOKCHYHICTE JTOMillIOK

o BiracHi JOKTIHIYHI JOCTIKEHHS HE TIPOBOIHIINCE

5. BucHOBKY 00 AOKIIHIYHOTO BHBUCHHS (BlIacH1 JOKITHIYHI T0CTIKEHHS He IPOBOIMIINCH, 3
OISy Ha 3asBJICHHH THII JIIKApChKOT0 3ac00y
(0OrpyHTYBaHHS HAXAHO-

N A\\‘ 3 :

3asgBHUK (BJIACHHK

peecTpaniigoro flo -,
IOCBITUCHHS ) R (fii?%@?)
Omnpra TIIPCHKA
(L. BB, v

{Ilopsook oOonosreno Hosum JHooamrxom 29 3eiono 3 Haxazom Minicmepcmea oxoponu
300poe’a Ne 1528 gio 27.06.2019}




