3BIT

JlopaTok 29
10 llopsaaxy npoBeieHHs eKClIepTH3H
peecTpallliiHuX MaTepialip Ha JIKapCehKi
3aco0u, 1110 MOIAIOTHCS Ha JICPIKABHY
peecTpaniio (mepepeccTpaliito), a Takox
EKCIICPTU3U MaTepialiB NPO RHECEHHSA
3MIH JI0 peecTpalliifiHuX MaTepiaiis

HPOTATOM il peecTpartiinoro i

TIOCBIJ[YCHHSA |
(nyBkT 4 po3niny IV) |

PO JOKJIHIYHI JOCTizKEeHHS

1. Ha3ra nikapchKoro 3aco0y (3a HagsBHOCTI
- HOMEP PeeCTPaliifHOTO TTOCBITYCHHS):

JNEKCOJAEB®
(DEXODEV®)

po3YHH A iH’ exmiii/indgys3iit
50 mr/2 mur

1) Tun gikapceKoro 3acoly, 3a SKHM
npoBouiacs abo MIaHYEThCS PEECTpaILis

IT'EHEPUYHUI JIIKAPCHKHUI 3ACIB

2) IpOBEICH] IOCIIIKEHHS

TaK X Hi KOO0 Hi, OOTPYHTYBaTH

Bunacui JNOKJIIHIYHI JOCJIJKEHHS HE
[IPOBOJMIINCE,  BPaxOBYIOYM  3asBICHHUH  THII
miKapcbkoro  3aco0y, a camMe: TICHEpPHYHMH
mkapeskuit 3acid. BianosijgHo 1o {463ay des'smui
nionyuxmy 2 nionyukmy 1.3 nynkmy 1 posoiny 111 ¢
peoaxyii Haxazy Minicmepcmea OXOPOHU

300pog's Ne 1528 6io 27.06.2019}:

«IJISL I‘eHepHKiB HC HaJarOTbCA PE3YJIbTAaTH BJIACHHX

TOKCHKOJIOTTUHHX Ta (hapMaKoIOTIYHIX
BunpoOyBanb  ab0o  KIIHIYHHX  JOCHIIKEHb.
Pesynbratu JOCHIJKCHD EeKBIBAJIEHTHOCTI

TeHePHKIB/TIOPHIIB BKIIOUAIOTECA y po3min 5.2.1
moayas 5. Jlocmimkenns Ol0€KBIBaJICHTHOCTI He
MPOBOJIMIHCH BiANOBiIHO O0 BUMOr KepiBHHITBA
no poszumHie opaisaux CPMP/EWP/QWP/1401/98
Rev. 1/ Corr *¥*.

2. ®apMakosIoris:

BiiacHi JOKIIHIYHI JOCIIPKCHHS HE TPOBOIMIHCE

1) mepBunHa papMakogHHaMIKA

BracHi JOKIIIHIYHI JIOCKEHHS HE [IPOBOIMIINCE

2) BropunHa (papMakoJHHaAMIKa

BiacHi JOKIiHIYHI JOCIIKEHHS He TIPOBOIUTHCH

3) ¢apmakooris Oe3nexu

BracHi JOKIIMIYHI JOCTIKEHHS HE TPOBOAHINCE

4) hapmakoTUHAMIYHI B3aEMO/Ti1

BiacHi JOKIiHIYHI JOCTI/DKEHHS He IIPOBOUIIHCE




3. ®apMakoKiHEeTHKA:

1) amanmiTHYHI METOJUKH Ta 3BITH LIOJ0 1X
BaTiamil

BliacHl AOKIIHIYHI JOCIJKEHHS HE TIPOBOIHIIUCE

2) BCMOKTYBaHHS

BilacHi DOKIIHIYHI JIOCII/DKEHHS HE TIPOBOIHIIHCE

3) poznojin

BiiacHi JOKIHIUHI JOCTIIKCHHS HE IPOBO/IHIIHCH

4) meTabomi3m

BriacHi JOKTIHIYHI JOCTIIKCHHS HE TPOBOIHINCH

5) BUBEICHHS

BracHi JOKITIHIYHI JOCIIKEHHS He TIPOBOIMINCEH

6) hapMaKOKIHETHYHI B3aeMOIi1
(TOKITIHIYHI)

BracHi JOKTIHIYHI JOCHIKEHHS HE POBOIHIMCH

7) 11111 papMaKOKIHETHYHI JTOCITIIKEHHSA

BracHi JOKTIHIYHI JOCHIKEHHS HE IPOBOIUINCH

4. TOKCHKOJIOTIS:

1) TokcHUHICTB Y pa3i 0IHOPA30BOTO
BBE/ICHHS

BriacHi JOKTIHIYHI JOCIIKEHHS HE TIPOBOIHIACH

2) TOKCHYHICTh Y pa3l IOBTOPHUX BBEACHD

BracHi JOKITIHIYHI JIOCKEHHS HEe MTPOBOHIIHCH

3) FreHOTOKCHYHICTB:
in vitro

Brracui JOKIIHIYHI JOCHIIKCHHS HE IPOBO/IHIINCH

in vivo (BKITIOUAIOYH J0JIATKOBY OIIHKY 3
TOKCUKOKIHETHKH)

BitacHi JOKITIHIYHI JIOCIIKEHHS HE POBOIHINCE

4) KaHIIEPOTEHHICTh:

BriacHi JOKIIHIYHI JOCTIIKEHHS HE TTPOROIAINCE

JTOBrOCTPOKOBI AOCTIKCHHS

BracHi JOKI1HIYHI JOCTXKEHHS He IIPOBOIHINCH

KOPOTKOCTPOKOBI JIOCHI/KCHHS
b0 JIOCIIJPKEHHS Cepe/IHbOI TPUBAIIOCTI

BracHi JOKIIHIYHI JOCTIKEHHS HE TTPOBOIHIHCH

TT0/IATKOB1 JOCIIIIKEHHS

BracHi MOKTIHIYHI JOCTIIKEHHS HE TIPOBOAMIINCH

5) penpoIlyKTHBHA TOKCHYHICTb Ta
TOKCHYHUI BIUIHB HA PO3BUTOK ITOTOMCTBA!

BracHi JOKITIHIUHI TOCTI/DKEHHS HE TTPOBOJIAINCH

BIUTMR Ha (hepTHIIBLHICTL 1 paHHii
eMOpiOHaIBHUE PO3BUTOK

BiracHi TOK/IIHIUHI TOCII/DKEHHS HE TIPOBOMIINCH

eMOpIOTOKCHYHICTh

BiiacHi JIOKJIHIYHI JOCIKCHHS HE TIPOBOIHIINCE




NpeHaTaTbHa 1 HOCTHATAIbHA TOKCHYHICTD

Bracni 1oKTiHIYHI JOCIDKEHHS HE TPOBOJIMIIICEH

J0CJIL/UKCHHS, TIPH SIKHUX TIperapar
VBOJMTLCS IIOTOMCTBY (HECTaTeBO3PLINM
TBapHHaM) Ta/ado OIIHIOEThCS BilalicHa
s

Bracui JOKIIHIYHI JOCHII/DKEHHS He IPOBOANIIHNCEH

6) MicLeBa IEPECHOCHMICTE

BiiacH1 IOKTiHIYHI T0CTIKEHHS HE TPOBOIIIINCEH

7) TOAATKOBI OCIIJKEHHS TOKCHYHOCTI:

BracHi TOKTIHIYHI JOC/IIKEHHS HE MPOBOIIACH

AQHTUTCHHICTH (YTBOPSHHS aHTHTLI)

BriacHi JOKTIHIYHI JOCTIIKCHHS HE TIPOBOMNIIHCH

IMYHOTOKCHYHICTE

BracHi JOKTIHIYHI JOCHI/PKEHHS HE IPOBOININCE

TTOCITIDKCHES MEXaHI13MIRB il

BrnacHi IOKJIIHIYHI JOCI/PKEHHS He TTPOBOIHIHCE

JIKapChKa 3aJIEKHICTD

BiiacHi JOKTIHIYHI JOCIIIKCHHS HE TIPOBOIMIIACH

TOKCHYHICTE METAbOTITIR

BiiacHi JOKIIHIYHI JOCIIKEHHS He TIPOBO/IHIIACH

TOKCHYHICTE JIOMIIIIOK

BiacHi TOKTIHIYHI AOCTIYKEHHS HE TIPOBOJIMITHCH

1HIIIE

BracHi ZOKTiHIYHI TOCTIIKEHHS HE TPOBOIUIIUCH

5. BHCHOBKH 111010 JOKJIIHIYHOTO BHBUEHHS

BracHi TOKTIHIYHI TOCTKEHHS HE IPOBOMIINCE, 3
OISy Ha 3asBACHMH THI JTIKapChKOro 3aco0y

3asiBHUK (BJIACHHK
peecTpaliifiHoro

s vy,
o0TpYHTYBAHT AAHO; BHIE).
MLy % e ol

HOCBIJIYEHHS)

{Ilopaoox oonogueno wHosum JJooamxom 29 3eiono 3 Haxazom Minicmepemea oxoponu

300pos’s Ne 1528 eio 27.06.2019}




Jlogarox 30

J1o Hopsaky npoBe/ieHHs eKcnepTH3H

peceTpaniifHux MarepialiiB Ha JTiKapchbKi
3aco0H, 0 M0/1A0ThCs HA ICPKABHY |
peecTpaLiio (mepepeecTpaiii), a TAKoxK
EKCIIEPTHU3H MaTepialiB PO BHECCHHS
3MIH JI0 peecTpallifHuX MaTepiais
OPOTATOM JIiT peecTpalliiiHoro
IOCBITYECHHS
(mynkr 4 pozainy IV)

3BIT

npo KJIiHiYHe BUNPOOYyBaHHS

y . IEKCOJIEB®

1. Ha3ga sikapcbkoro 3aco0y (3a HasBHOCTI

- HOMEp PEECTPALIHHOTO TOCBITICHHS) (DEXODEV®)
PO3YMH JII 1H €Ki/ iH] Y31
50 mr/2 M

D RasBHIK Aopmr @opmyneitmas [1sT. JITH./
Abryl Formulations Pvt. Ltd.

3, BrpoGHUK AOpwun JlaGopatopis Ipaiiser Jlimiten/

Abryl Laboratories Private Limited

4. [IpoBencHi TOCTIKCHHS:

TaKk X Hi AKINO Hi, OOIPYHTYBaTH

Biacui KJITHIYHI MOCTITKEHHS HE
IPOBOJWINCH,  BPAaxOBYKOUM  3asBJICHHH  THI
Jmikapcepkoro  3acofy, a came: TeHepUYHHH
nmikapeekuid 3aci0d. BianosijiHo 1o {A63ay des'smuil
nionyuxkmy 2 nionynxmy 1.3 nyuxmy 1 pozoiny Il &
pedarxyii Haxa3zy Minicmepcmea 0XOPOHU
300poe’a Ne 1528 6io 27.06.2019):

«0Ns  2enepuxkie He  HAOAIOMbCs  pe3yibmami
GNACHUX MOKCUKOJOZIYHUX Ma  (PapMaKoNo2idHUX
eunpobyearnv — abo  KIHIYHUX ~— 00CHIONCeHb.
Pesynemamu  oocniodicenv  OioexeieaieHmnocnii
2enepuxie/2iopudie exuovalomocs y posoin 5.2.1
MO0y S».

nionogiono oo eumoz Hacmanosu CT-H MO3Y
42-7.2:2018: «JlocnipkeHHs OiO€KBIBaJIEHTHOCTI,
K  IpaBWwIo, He €  HeOOXIAHHMH,  SAKIIO
JOCIIUKYBAHWM JIKApChKUH 3aci0 BBOOUTHCS SIK
BOLHHN BHYTPIIIHLOBEHHHH PO3YHH, 10 MICTHTH
TaKy 7 aKTHBHY PEYOBHHY, IO 1 3aTBEP/KCHUH Ha
JaHuit  yac JHikapchkuid  3acib». Y 3B7A3Ky 3
BUIIC3a3HAYCHUM, Y BIIIIOBITHUX  pO3/Iinax
peecTpariitHoro JI0cheé HaJaloThCA TOCHIAHHA HAa




o . & ; 5 O 5
pedpepenTHuil Jikapebkuit 3aci6 Simpal” inject,

solution for Injections/Infusions 50 mg/2ml.

1) THII JIIKAPCBLKOTO 3aco0y, 3a AKUM
IpOBOMIIACs a00 IIAHYETBCS PeECTpartis

I'EHEPUYHHHN JIKAPCHLKHUI 3ACIB

5. IloBHa Ha3Ba KIIHIYHOTO BUIIPOOYBaHH4,
KOJIOBaHHI HOMEP KJIIHIYHOI'O
BUIIPOOYBAHHA

BriacHi KIIHIYHI JIOCILIKCHHS HE IPOBO/IHIIHCE.

6. dasa KIHIYHOTO BUIPOOYBaHHA

BracHi KJIiHIYHI TOCTI/DKEHHS HE IPOBO/IHITACE.

7. Iepio 1POBEICHHS KIIIHIYHOTO
BUIIPOOYBAHHS

BracHi KiiHiYHI JOCTIHKCHHS HE TTPOBO/IMIIACE.

8. Kpaiuu, Jie mpoBoJIIocs KIiHiuHe
BUITPOOYBaHHsA

BiiacHi KIiHIYHI JOCHIKEHHS HE IPOBOJIMIIUCE.

9. KinbKicTh JOCHIIKYBaHUX

BiacHi KIiHiuHI JOCTIPKEHHS HE IIPOBOIMIIHACE.

10. MeTa Ta BTOPHHHI LI KIIHIYHOTO
BUITPOOYBAHHS

BiacHi KJIIHIYHI JOCTIKEHHS HE IPOBOIHIIHCE.

11. Ju3aiin ki1iHiYHOTO BUIIPOOYBaHHS

BiacHi KIIHIYHI TOCTIKEHHS HE IPOBOMIIHCE.

12. OcHOBHI KpHUTepii BKIIOYEHHS

BiiacHI KJIIHIYHI JOCHIIKEHHS He IPOBOIHIIUCE.

13. JlocaiKyBanuii TiKapchKuii 3acio,
crroci6 3acTOCYBaHHS, CHIA il

BracHi KIiHIYHI JOCTIIKCHHS HE IPOBOMIIUCE.

14. Ilpenmapat mopiBH;HHS, /1034, CIIOCIO
3aCTOCYBaHHS, CHJIA JIil

BiiacHi KJIiHIYHI JOCIIIKEHHS He IPOBOIUITHCE.

15. CynyTHs Tepanis

BuitacH1 KJIHIYHI JOCHIIKEHHS He IIPOBOJMIIUCE.

16. Kpurepii orinku e)eKTHBHOCTI

BiacHi KIiHIYHI JOCTI/PKEHHS HE IIPOBOJIUIHNCE.

17. Kputepii oninku 0e3neKn

Biiacui KIiHIUHI JIOCTKSHHS He TPOBOIHIIHNCE.

18. CTatucTHyli METOIH

BiiacHi KIiHIYHI JOCTIIKEHHS He IPOBOIUITHCE.

19. emorpadiuni MOKa3HUKH
nocITi Ky BaHol Oy sl (cTaTh, BiK, paca,
TOIIO)

Brnacni KiiHiuHiI JOCHIKEHHS He IPOBOJHIIUCE.

20. Pe3ynprati e)eKTHBHOCTI

BracHi KiIiHIYHI JOCTIDKEHHS HE IPOBOIHIIUCE.




5 BiacHi KJiHIYHI JOCTIKEHHS HE IPOBOIHIIHCE.
21. Pesynbratu Oe3nexu

BiacHi KJIiHIUHI JOCII/UKEHHS HE MPOBOIMIINCH. 3
oruIsly Ha OOIpYHTYBaHHS HajJaHe BHUIIE.

o

22. BUCHOBOK (3aK/IIOYEHHH)

YHpulhg ™

i & e Y
1":’;},\‘[1“&({;“‘ ,:._\.

3asBHUK (BJIACHUK
peeCTpaiiftHOro MOCBiMCHH)

“Onbia TIIPCHKA
(L. 1. B.)

{Ilopsioox donoeneno nosum Jooamrxom 30 seiono 3 Haxasom Minicmepemea oxoponu
300poe's Ne 1528 gid 27.06.2019}




