Honarok 30 |
7o Hopsiiky TIpoBeieH s eKcrepTHsu |
PEECTpaIiiHIX MaTepialiB Ha JTiKapchki |
3aco0H, 110 HOJAITHCS HA JIEpKaBHY
peecTpailito (IepepeecTparin), a Takox
EKCICPTU3H MaTepialiB MPo BHECEHHS
3MIH JI0 peecTpanifHux MaTepiamis
IPOTArOM Jii peecTpaiiifHoro |
HOCBITYEHHS
(myHKT 4 po3uiny IV)

3BIT

Npo KJIiHIYHe BUNIPOOYBAHHSA

1. Ha3ga nikapcbkoro 3aco6y (3a HassBHOCTI 1:;3}) (g)li{gx

- HOMEp peecTpalliiiHoro nocBiayeHHs) ( .) =
PO3YMH JUIS 1H €KIIiH
4 Mr/2 M

B B Abpun ®opmyneiimna IIst. JItn./
Abryl Formulations Pvt. Ltd.

. Bl Abpmn Jlaboparopis Ilpaiiser Jlimiten/

Abryl Laboratories Private Limited

4. IlpoBeeni mocmiKeHHST:

TaK X Hi  SKIIO Hi, 00rpyHTYBaTH

Bnachi KJIHIYH] JOCIIDKEHHS HE
NIPOBOJIUIMCL,  BPAaXOBYIOYM  3asBICHMH  THII
JKapchKoro  3acoby, a caMe: TeHepHYHHIL
miKapcekuit 3aci6. Bixnosinmo no {A463ay des'smui
nionynxmy 2 nionynxkmy 1.3 nyuxmy 1 posoiny III &
peoaxyii Hakaszy Minicmepemea OXOPOHU
300poe’s Ne 1528 6id 27.06.2019):

«ONL  2eHepuUKiG He HAOAIOMbCA  Pe3VIbmamu
BNIACHUX MOKCUKONO2IYHUX WA  (PapMaKono2idHuX|
sunpobysans — abo  KiiHiuHux — QoCHiOdNCeHD.
Pesynomamu  docnidoicens  Hioexsiearenmmocmi
eenepuKie/zibpudie exmoualomocs y pos3din 3.2.1
Mooyna 5.

Bionosiono 0o eumoe Hacmanosu CT-H MO3Y
42-7.2:2018: «[ocnimxenss 6i0eKBiBaTEeHTHOCTI,
SK  IPaBHJIO, HE €  HCOOXIQHMMH, SKIIO
JOCTIIKYBaHUN JIKApCHKUI 3aci0 BBOIUTHCA K
BOJIHHMH BHYTPINIHHOBCHHHH PO3YMH, IO MICTHTB
TaKy X aKTHBHY PEYOBHHY, IO 1 3aTBEPKEHHUH Ha|
HaHui d4ac JIKapchKui 3acion. V. 3B'ssky 3
BHINE3a3HAYEHUM, ¥ BIZNOBIMHEX  PO3MALiIax
PEECTPallifiHOr0 JOChE HAMAIOTHLCS IIOCHIAHHS Ha




pedepentruii gikapcbkmii 3aci6.

1) Tan nikapcekoro 3acofy, 3a kUM

NPOBOAMIIACS a00 IIaHYEThCS peecTpaltis

I'EHEPUYHHUH JIIKAPCHKWUH 3ACIE

KOJIOBAHMH HOMEp KJIIHIYHOTO
BUIIPOOYBaHHs

5. IloBHa Ha3Ba KITiHIYHOrO BHIIPOGYBaHHs,

Bracui kniniuni gocmimkenss He IIPOBOIHIIHCE.

6. ®a3a KIiHIYHOTO BUNIPOOYBAHHS

Brnacui kiiniuHi qociipkeHES He MPOBOIUJIHCE.

7. Ilepiox mpoBeieHHs KITiHIUHOTrO
BUIIPOOYBaHHS

Bracki KiIiHiYHI T0CHi/PKEHHS He TIPOBOMIHCE.

8. Kpainu, fie nposomuiocs kiiniune
BUIIPOOYBaHHs

Bracui KiiniuHi gocItikeHAS He IPOBOMITHCE.

9. KinbkicTs mocimipryBanmux

BriacHi KIIiHIYHI TOC/I/KEHHS He IPOBOIHINCE.

10. Meta Ta BTOpMHHI i KIiHiuHOrO
BUIIPOOYBaHHS

Briacki KiIiHiYHI TOCHI/PKEHHS He IPOBOHIKCE.

11. Tu3aitn K1iHIYHOrO BHIPOOYBaHHS

BiiacHi KIliHiYHi TOCHiKEHHS He IPOBOIHIHCE.

12. OcHoBHI KpuTEpil BKIIOYEHHS

BracHI KIiHIYHI ZOCTiKEHHS He IIPOBOJIHJIHCE.

13. locnipxyBanuit nikapeskuif 3aci6,
crocid 3acTocyBaHHs, CHIA Til

Biiacui kiHIYHI JOCTIPKEHHS He MPOBOIAIINCE.

14. TIpenapar nopiBHSHHS, J103a, CIIOCIO
34CTOCYBaHHS, CHJIa Jil

Bracui KniHIYHI JOCTKEHHS He MPOBOIAIIHCE.

15. CynyTtus tepanis

Brachi KniHIYHI JOCTIDKEHHS HE IIPOROIMIACE.

16. Kpurepii oninku edexruBHOCTI

BiacHi KIiHIYHI JOCTDKEHHS He IIPOBOHIIHCE.,

17. Kputepii ouinku Ge3nexn

Briachi K/1iHi4HI JOCITIPKEHHS He TPOBO/IHIIHCE.

18. CraTHcTHYHI METOTH

BiacHi KiIiHIYHI TOCTIKEHHS He TTPOBOIHIIHCE.

19. Jlemorpadiuni moKa3HHKH

TOIIO)

JIOCIiKYBaHOI TOMY Al (cTaTh, BiK, paca,

BiiacH1 KIHIYHI 0CII/PKEHHS He TTPOBOIUIINCE.

20. PesynbsraTh epekTHBHOCTI

BriacHi kniHiuHI JOCIIPKEHHS HE IPOBOIMIINCE.




BiiacHi KIiHIYHI TOCTiKEeHHS He TIPOBOIHIIICE,
21. Pesynbratu Ge3nexu HEIL T

Brachi wiiHiuHI jocTikeHHs He IIPOBOJIMJIMCE. 3

22. BucHOBOK (3aKiTroueHHs)
O]y HA OOIPYHTYBaHHS HajaHe BHIIE.

3asBHHK (BIACHHUK
PeeCTpaIiiHOro IOCBiTYeHH)

(nlﬂnn&%‘Mgﬁ
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Onpra ITIPCBRACu g 5wt
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{Ilopsdox donosneno nosum JJooamxom 30 32idno 3 Haxazom Minicmepcmea oxoponu
300pog’a Ne 1528 6io 27.06.2019)




Honatox 29

7o IMopanxy nposeseHHs ekcnepTusn
peccTpaniiinux MaTepialiiB Ha JTiKapChKi
3ac00H, 1110 MOAIOTHCS Ha JEPKaBHY
peecTpalliio (mepepeecTpartiio), a TaKoK
CKCIePTH3U MaTepiaiB PO BHECEHHS
3MIH JI0 PeECTpaLiifHAX MaTepiamnin
IPOTATOM Hii peecTpaniitHoro
IIOCBI{YEHHS

(myHKT 4 posniny 1V)

3BIT

PO JOKIIHIYHI JOCaiaKeHHS

1. Hasea nikapcbkoro 3aco6y (3a HasBHOCTI
- HOMEp peecTpanifHoro HOCBIIYEHHs):

TIOPOKC
(THIOROX)

PO3YMH 171 1H €Ki
4 Mr/2 mn

1) THn niKapcHKOTo 3aco0y, 3a IKUM
POBOAMIIACS a00 IJIAHYEThCS PEECTpallis

I'EHEPUYHWUI JIIKAPCBKHM 3ACIE

2) mpoBeJieHi JOCIIiIKeHH s

TaK X HI SIKIIO Hi, OOIPYHTYBaTH

Bnachi IOKJIiHIYH1 IOCTI/DKEHHSA HE
IpOBOJAUIIHCE,  BpPaxXOBYIOUM  3asBJIEHHH  THII
JTiKapchKOro  3acofy, a  caMme: reHepHYHUIH
JMikapcekuit 3aci6. Bixnosimmo mo {A63ay dee'amuil
nionynkmy 2 nionynkmy 1.3 nynxmy 1 posoiny IlI 6
peoaryii Haxasy Minicmepcmea 0XOPOHU,
300pos'a Ne 1528 6i0 27.06.2019):

KA FeHCpHKiB HE€ HaOarOTBCA PE3YJIBTAaTH BIACHHUX

TOKCHKOJIOITYHHX Ta dbapmakonorigynux
BUNPOOyBaHh  a00  KIIHIYHEX  JOCIHIKEHb.
Pesyneratn JOCII/KEHD €KBIBaAJICHTHOCTI

TEHEPHKIB/TIOPHAIB BKIIIOYAIOTECA Y po3ain 5.2.1
mMoxaynst 5. JlocmikeHHst 0l0€KBIBAJICHTHOCTI HE
NPOBOJUINCE BiMIOBIMHO 10 BuMOr KepiBHHIITBA
no posuuHiB opansHEX CPMP/EWP/QWP/1401/98
Rev. 1/ Corr **,

2. ®apmakooris:

Brachi JOKIiHIYHI ZOCTIKEHHSA HE TPOBOIUIHCH

1) nepBuHHa (papMakoJUHAMIKA

Biiachi OKIIiHIYHI TOCTIKEHHS HE IPOBO/IH/IHCE

2) BTOpUHHA (papMakoauHaMiKa

BiiacHi DOKIIHIYHI JOCTIKEHHS HE IPOBOIHIINCE

3) dhapmaxornoris Oe3nexu

BracHi TOKTIHIYHI JOCTIIKEHHS He IPOBOHIHCH




4) GapmakomuHamiuHi B3aeMoj1ii

BracHi noKTiHiuHI TOCII/UKEHHS He MPOBOIMIIHCE

3. dapMakoKiHeTHKA:

1) aHamiTHYHI METOMKY Ta 3BiTH 0710 iX
BasTigaii

BiiacHi HOKJIIHIYHI ZOCTIUKEHHA He TPOBOUIINCE

2) BCMOKTYBaHHS

Bracui oKmiHIYHI J0CITIKEHHS He TPOBOIMIIACE

3) posnoain

BiiacHi nOKIiHIYHI TOCITIIKEHHS He TIPOBO/THIINCE

4) metabomi3zm

Brnacui qokIiHiYHI JOCTITIKEHHAS He [IPOBOTHIIHCE

5) BHBEIEHHS

BriacHi MOKTIHIYHI JOCTI/UKEHHS He TPOBOIHINCE

6) bapMaKoKiHETHYHI B3aeMO il
(JroxTiHIYHi)

Bracui noxmiHi9HI JOCTIZKEHHS He TPOBOIMIINCE

7) inmmi papMaKoOKIHETHYHI JOCITiDKEHHS

Briacui JJOKTiHIYHI TOC/IDKEHHS He TPOBOIMIINCE

4. Toxcuxomnoris:

1) TOKCHYHICTB Y pa3i 0IHOPa30BOro
BBCJICHHS

Bracui JOKMIHIYHI ZOCHIKEHHS He TPOBOIHIINCE

2) TOKCHUHICTD y pa3i MOBTOPHHX BBEIECHH

Bracui noxitiHiuHI 0CHIDKEHHS He TPOBOIHIHCE

3) FEeHOTOKCHYHICTE:
in vitro

Bracui moxitiHiuHI JOCTIKEHHS HE TPOBOIUIIHCE

in Vivo (BKJIIOYAIOUH J0/IaTKOBY OLIIHKY 3
TOKCHUKOKIHETHKH)

Brachi 10KNiHIYHI TOCTIIKEHHSs HE MPOBOIHIINCE

4) KaHLEPOTr'eHHICTh:

BiiacHi JOKIHIYHI JOCTI/PKEHHS HE TIPOBOIHIINCE

JIOBIOCTPOKOBI TOCITIJKEHHS

BuiacHi TOKIIHIYHI JOCHITKEHHSA HE IPOBOIMINCE

KOPOTKOCTPOKOBI TOCTi JIKEHHSI
abo IOCTIKEHHS CepeTHbOT TPUBAIIOCTI

BracHi JOKIiHIYHI TOCTIKEHHS HE IPOBOAHIIACE

TOJIATKOBI TOCHTIKEHHS

Biiacui JOKIIHIYHI JOCTIIDKEHHS He TPOBOMIIHCE

5) penpoyKTHBHA TOKCHYHICTh Ta
TOKCHYHHMH BIUIMB Ha PO3BUTOK IIOTOMCTBA:

BacH1 TOKJIIHIYHI IOCII/HKEHHS HE IIPOBOJHIINCE

BILIAB Ha ()EPTUIILHICTD 1 paHHIi
eMOpIOHATBHUI PO3BUTOK

BiiacHi TOKIIHIYHI OCITIPKEHHS HE TPOBO/THIIHUCE




CMGDIOTOKCI/IIIHICTB aCH1 OJOKJIIHIYHI JOCIKEHHS He ITPOBOIHIIUCE

) ) BracHi JoKITHIYHI JOCTIDKEHHS He
MpcHaTalIbHa 1 IOCTHATAIBHA TOKCHYHICTE a A H HPOBO/HITHCE

i Bracui 10KIiHIYHI TOCTIDKEHHES He TTPOBOTHINCE
MOCIIJDKEHHS, IPH AKHX [pernapat = AACHIS POHOH

YBOJHTBCS IIOTOMCTBY (HECTATEBO3PIIHM
TBapHHaM) Ta/ab0 OLiHIOEThCS BijyianeHa
ist

’ " BitacHi JOKTiHIYHI JOCTIDKEHHS He IPOBOIHIHCE
6) MicIleBa IepeHOCHMICTE A Aocig POBOAHIIHC

. . : Brachi mokmiHiyHi TOCTiKEeHHS He IPOBOIIIIHCE
7) DOATKOBI JOCIIIKEHHS TOKCHYHOCTI: L bl s

; . BracHi qOKTIHIYHI JOCTIIKEHHS He IIPOBOTHIIHCE
AHTHTCHHICTE (YTBOPEHHS aHTUTII)

! ; BracHi JIOKIiHI9HI JOCITIUKEHHS He TIPOBOIMIHCE
IMYHOTOKCHYHICTh

; o BriacHi 1oKIiHIYHI JOCTIIKEHHS He TPOBO/IHITHCE
JIOCIIIDKEHHS MEXaHI3MIB J1i

: . BriacHi JOKIiHIYHI IOCTIKEHHS He TPOBOIHINCE
IKapchKa 3alieKHICTh

: - Briachi 10KTiHI9HI JOCII/PKEHHS HE IIPOBOIMIICE
TOKCHYHICTH MeTa0OJIITiB

' ; BriacHi JIOKJTiHi4HI JOCITDKEHHSs HE POBOIHIIHCEH
TOKCHYHICTE JJOMILIOK

- Bracni JOKJTiHIYHI JOCTIKEHHS HE IPOBOIMINCE

5. BACHOBKH 111010 TOKTIHIYHOTO BUBYeHH:A|BIacH] qOKTiHIYHI JOCTIIKEHHS He IIPOBO/IHITHCK, 3
OIJIA/lY Ha 3asBJIEHHH THII IIKapChKOTo 3aco0y

. |(oBIpyHTYBaHHS HAJAHO BHLIE).
RS —

3agBHHUK (BIACHHK

peecTpariifinoro
MOCBITUEHHS) (mifirnc) ——
Ompra ITIPCBKA
(IL. 1.B)
{Tlopsidox  donosmneno noeum Hod 229 seiono 3 Haxasom Minicmepemsa oxoponu




