Jonmatox 29 |

no llopanky npoBe/ieHHs eKCIIEPTH3H |
peecTpailiiiHux MaTepialiB Ha JIKApChKi |
3aco0u, 10 MOJIAOTHCS Ha JIEPXKABHY |
peecTpaiio (mepepeecTpaiio), a TAKOK |
EKCIIePTU3U MaTepialiiB Ipo BHECCHHS
3MIH JI0 peecTpaliifHux MarepiaiiB
IIPOTSIOM Jii peecTpaliifHoro
[IOCBiqUEHHS

(myHKT 4 po3zminy IV)

3BIT

Npo AOKJIHIYHI J0CJIi/IKeHH

1. Hazpa nixapchKkoro 3aco0y (3a HassBHOCTI
- HOMEp PEECTPAIifHOTO TOCBITUCHHS):

Omenpazos-AGpui
Omeprazole-Abryl
NOPOINOK 1A PO3YHHY s IHPy3iH 40 mr

1) Tun niKapchbKoOro 3acody, 3a SIKUM
poBOIMIacs ad0 MIAHYETHCS peecTpariis

T'EHEPUYHHI JJIKAPCHKHM 3ACIB

2) nIpoBeJIeH] TOCIIIKEHHS

TaK X Hi KO Hi, 00IPyHTYBATH

Bnacui JIOKJIIHIYHI IOCIIKEHHS He
IIPOBOIMIIACH,  BPAXOBYIOYM  3asBJICHHHA  THIL
NiKapceKoro  3acody, a came: TeHepHYHHH
nmikapeeKui 3aci6. BigmosinHo no {463ay oes'amuil
nionynuxmy 2 nionyuxmy 1.3 nynxmy 1 posoiny Il 6
peoaxyii Haxa3sy Minicmepcmesa 0XOPOHU
300pos's Ne 1528 6id 27.06.2019}:

«OJIA I‘eHepHKiB HE HaOarOThCA PE3YIbTaTH BJIACHHX

TOKCHKOJOTIYHHX Ta (dapMaKoIoTiYHAX]
BHIIPOOYBaHb abo KIIHIYHEX JIOCIIKEHE.
Pesynprarn TTOCTTKEHD €KBiBaJICHTHOCTI

TeHEpPHKIB/TIOpHIIB BKIIOYAIOThCA Yy po3ain 5.2.1
Moxyns 5. JlocmijpkeHHs Oi0eKBIBaJCHTHOCTI He
MPOBOIMIACE BiAMOBiMHO 10 BHMOr KepiBHHITBA
1o posumHiB opansHEx CPMP/EWP/QWP/1401/98
Rev. 1/ Corr**.

2. ®apmMakonoris:

BracHi JOKJIIHIYHI JOCIIKEHHS HE TPOBOJIUIIUCEH

1) nepBunna GpapMakoHHaAMIKa

BracHi JOKIIHIYHI JOCTIPKEHHS He IPOBOIUIINACEH

2) BTOpHHHA (papMaKoInHaMiKa

BiiacHi JIOKIIHIYHI TOCTIDKEHHS HE POBOIWIHCH

3) dapmakosoris 6e3neku

BiiacHi TOKIIIHIYHI TOCHIKEHHs HE IIPOBOIMIIUCH




4) papMakoMHaMIUHI B3aEMOIT

BriacH1 JOKJIIHIYHI JOCTIPKCHHS HE MPOBOIHIIHCE

3. ®apMaKoKiHeTHKA:

1) anamiTHYH1 METOJHKH Ta 3BITH 100 1X
BaJTiTarii

BracHi TOKITIHIYHI JOCTIIKEHHS HE IPOBOIMINCEH

2) BCMOKTYBaHHS

BiiacH1 JOKIIIHIYHI IOCHI/DKEHHS HE TTPOBOIHINCH

3) posmoin

BriacH1 TOKTIHIYHI JOCTIIKEHHA HE IPOBOIHINCE

4) meTabomizm

BiiacHi JOKIIHIYHI JJOCHI/PKEHHS HE ITPOBOIHIHCH

5) BHBEICHHSA

BracHi JOKIIHIYHI JOCITIKEHHS HE IPOBOIHIIACE

6) papMakoKiHETHYHI B3aeMOIIT
(moxmiHIgHi)

BiiacH1 JOKIIHIYHI JOCTIIKEHHS HE TPOBOIHINCE

7) iH11l hapMaKOKIHETHYHI JOCH1DKEHHS

BitacH1 JIOKJIHIYHI JOCITIIDKEHHS HE POBOMINCE

4. TOKCHKOJIOTIS:

1) TOKCHYHICTB Y pa3i 0JIHOPA30BOTO
BBE/ICHHS

BracHi JOKIIHIYHI TOCHIKCHHS HE TPOBOIHITHCE

2) TOKCHYHICTD y pa3i MOBTOPHHX BBEIIEHb

BriacHi JOKJIIHIYHI JOCITIDKEHHS HEe MPOBO/IAIIICE

3) TeHOTOKCHYHICTB:
in vitro

BracHi JOKITIHIYHI TOCTIKEHHS HE IIPOBOTHIIHCH

in vivo (BKJIIFOUAIOYH JIOJJATKOBY OLIHKY 3
TOKCHKOKIHETHKH )

BracHi JOKTiHIYHI JOCTIIKEHHS HE IPOBOIUINCH

4) KaHIIePOTeHHICTE:

BiiacHi JIOKITiHIUHI JOCTI/PKEHHS! He IIPOBOIMIINCE

JTOBIOCTPOKOBI JJOCTIIXKEHHS

BrnacHi JOKIIHIYHI JOCTIHKESHHS HE TPOBOIMIKCE

KOPOTKOCTPOKOBI TOCIIKEHHS
ab0 IOCITiIPKEHHS CepeHBOI TPHBAIOCTI

BriacHi JOKIIHIYHI TOCTIKEHHS HE MPOBOAUIIACE

TOIaTKOBI IOCIIJKEHHS

BracHi JOKTIHIYHI JOC/IIPKEHHS HE IIPOBOIUIHCEH

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHHI{ BIUIMB Ha PO3BUTOK II0TOMCTBA:

BitacHi JOKIIHIYHI JIOCIKEHHS HE IIPOBOIUIHCH

BILTHB Ha (GepTHIBHICTH 1 paHHIH
eMOpiOHANTBHUHE PO3BUTOK

BracHi JOKJIiHIYHI JOCHIKEHHs He IPOBOIMIIMCE




. . Bracui qoxkmiHIYHI JOCTLIK
R —— i JOCIIIIKEHHS HE TIPOBOIHIINCE

- ) BracHi JOKIIHIYHI TOCITIIKEHHS He POROIMIIUCE
MpeHaTaIbHA 1 TOCTHATAIBHA TOKCHYHICTh A A i FREd

i BiacHi TOKIIHIYHI JOC/I/UKSHHSA HE IPOBOIAIICH
JIOCIIJDKEHHSL, TIPH SIKHX TIperapar 2 ez POBOJL

YBOJHUTBCS TOTOMCTBY (HECTATEBO3PLIMM
TBAPHUHAM) Ta/ab0 OIIHIOETELCA BiganeHa
s

) ] BiacH1 DoKIIHIYHI JOCTIKEHHS He IIPOBOIHIIUCH
6) MiCIieBa IEPEHOCHMICTh A A A ROBOA

. y .. [BmacH1 noxmiHIUHI JOCTIIKEHHS HE IPOBO,THITHCE
7) IOJATKOB1 OCTIIKEHHS] TOKCHYHOCTI:

. . BracH1 JOKTIHIYHI JOCTIIKEHHS HE TIPOBOIHIIHCE
AQHTUI'€HHICTE (YTBOPEHHS aHTHUTLI)

) ) BiacH1 JOKJIIHIYHI JOCTIPKEHHS He TIPOBOIHITHCE
IMYHOTOKCI/I‘IHICTI:

) v g BracHi JTOKJTIHIYHI JIOCTIKEHHS HE TPOBOHITHCE
JTOCIPKEHHS MEXaH13M1B /111

; . BracHi TOKTiHIYHI JTOCTIKEHHS He TPOBO/IHIIHCE
TiKapchKa 3a7IeKHICTh

; - BracHi JOKTIHIYHI JOCTITKEHHS He IPOBOIIIHCE
TOKCHYHICTH META0O0IITIB

) ) BracHi TOKIIHIYHI TOCITIKEHHS HE TIPOBOJUIINCE
TOKCHYHICTD IOMIIIIOK

T BracHi JIOKTIHIYHI TOCIIIKEHHS HE TIPOBOUINCE

5. BUCHOBKHM MI0/10 JIOKJIIHIYHOTO BHBYEHHs |BlIacHi JOKITIHIYHI JOCTIHKEHHS He TIPOBOJIUIINUCE, 3
OIJISTy Ha 3asBICHHH THIT JIIKapChKOTO 3ac00y

(06TpyHTYBAHES HAZTAaHO B .

3asaBHUK (BIACHHK

peecTpariitnoro 2.3 Y
MIOCBITYCHHS)  (ninnuc)
~Ilipeska O.A.
"(IL 1B

{Ilopsioox Odonoeneno Hoeum [ooamrxom 29 3ziono 3 Haxasom Minicmepemea oxoponu
300poe’s Ne 1528 ¢io 27.06.2019}




Honarox 30

no Iopsiiky npoBeieHHs eKCIepTH3H
peecTpaliiiHiux MaTepiajiiB Ha JIIKapchKi
3aco0H, 110 ITOJAFOTHCS Ha JIEPHKAaBHY
PEECTpALIiIO ([IepepeecTpalliio), a TAKOK
EKCIICPTU31 MaTepiajliB PO BHECCHHS
3MIH JI0 peccTpalifHuX MaTepialiB
NIPOTSTOM Jiil peecTpaniifHoro
IIOCB1TUEHHS

(myHKT 4 po3aimy 1V)

3BIT

Npo KJiHiYHe BHNIPOOyBaHHHA

1. Hazpa nikapcbkoro 3aco0y (3a HassBHOCTI
- HOMEp peecTparnifHoro MoCBiUEHH)

Omenpason-AGpHJI
(Omeprazole-Abryl)

NOPOIIOK /ISt pO34MHY A iHdy3iid 40 mr

2. 3asABHHUK

Abpun opmyneiinms [1sr. JITa./
Abryl Formulations Pvt. Ltd.

3. BupoOHuK

A6pun Jlaboparopis IIet. JITa./
Abryl Laboratories Pvt. Ltd.

4. IlpoBeeHi TOCHTIKEHHS:

TaKk X HI  SKIIO Hi, oOOTpYHTyBaTH

Biachi KJIHIYHI JOCIIJKEHHS He
[IPOBOJIMJIACH,  BPAaXOBYIOUM  3adBJICHHH  THII
mikapchkoro 3acoby, a caMme: TI'CHEpHYHHH
likapchKuit 3aci6. BinnosinHo no {A63ay oesamuil
nionynxkmy 2 nionyuxkmy 1.3 nynxkmy 1 posoiny 111 ¢
peoaxyii Haxa3sy Minicmepcmea 0XOpOHU
300poe’s Ne 1528 @io 27.06.2019}:

«ONA  2eHepuxie He  HAOQIOMbCS  pe3yibmamu
GlaCHUX MOKCUKOIOTYHUX mMd  (apMaKon02iyHux
sunpobysans ~— abo  KIIHIYHUX ~ O0CHIOJCEeHb.
\Pezynemamu  0ocniodicens  bioexeisanenmnocmi
cenepuxie/zibpudie exmoyaromves 'y po3oin 5.2.1
Mooyaa d».

Bionosiono 0o eumoz Hacmanosu CT-H MO3Y
42-7.2:2018: «Jlocnipkennss 0i0eKBiBaJIEHTHOCTI,
9K OpaBWwio, HE €  HeoOXiTHHMH,  SKIIO
MOCITIKYBaHHi JIiKapchKuil 3acid BBOIUTHCS 5K
BOJHHI BHYTPIIIHHOBEHHHH PO3YMH, II0 MICTHTH
TaKy K aKTHBHY PEYOBHHY, INO i 3aTBEPIDKEHHN HA
naHmMii  uyac JKapChKHHA 3acib». YV 3B’A3Ky 3
BUINC3a3HAYEHHM, ¥ BIAMOBIIHUX  PO3ALIax
peccTpallifHOro J0che HAJalOThCs TOCHIIAHHS Ha
pedepentnuii mikapcbkuii 3acid Protium i.v. 40 mg




powder for solution for injectiony.

1) Tun nikapceKoro 3aco0y, 3a SKUM
[poBO/IMIIacs ado MIIaHY€EThCs PeecTparis

FTEHEPUYHUWI JIKAPCHKUI 3ACIB

5. [ToBHa Ha3Ba KJIIHIYHOTO BUIPOOYBaHHA,
KOJIOBaHHH HOMED KJIIHIYHOTO
BUNPOOYBAHHS

BracHi KIiHIYHI JOCHIPKCHHSA HE IPOBOIUIIHCH.

6. Maza KIHIYHOTO BUITPOOYBAHHS

BracHi KIiHIYHI JOCITIIKEHHS! HE IPOBOTAIINCE.

7. Ilepion NpOBEAECHHS KIIHIYHOTO
BUIPOOYBaHHS

BiiacHi KITiHIYHI JOCTIKEHHs HE TPOBO/IAIIUCE.

8. Kpainu, ne mpoBouiIocs KiiHIgHe
BHITPOOYBaHHA

BiracHi KTiHIYHI JOCTIHKEHHS HE IPOBO/IUIINCE.

0. KibKicTh TOCTIIKYBaHUX

BiacHi KJIiHIYHI JOCTIKEHHS HE TIPOBOIHIHCE.

10. MeTa Ta BTOPHHHI 11 KJIIHIYHOTO
BUITPOOYBaHHSA

Biacui KIiHIYHI TOCTIHKEHHs He IPOBO/IHIINCE.

11. JIu3aifd KJIiHIYHOTO BUIIPOOYBaHHS

BracHil KIiHIYHI ZOCIIHKEHHS HE IPOBO/IHIIHCE.

12. OcHOBHI KpUTepil BKIIOUCHHS

BracHi KIiHIYHI JOCIIHKEHHS HE TTPOBO/IUIIHCE.

13. JlocmipkyBaHuii Jlikapebkui 3acio,
crioci6 3acTocyBaHHs, cuia il

BracHi KIiHi4HI JOCTIKEHHS He IPOBOIMIIUCE.

14. TIpenapar mopiBHsHHSL, 103, CIIOC10
3aCTOCYBAHHS, CHJIa JIiT

Bracui KIiHIYHI ZOCTIHKEHHS HE IIPOBOJIHIIHCE.

15. CynyTHs Teparis

BracHi KIiHIYHI JIOCHTIKEHHS HE IPOBOIHIIUCE.

16. Kpurepii ominku eheKTHBHOCTI

BiiacHi KIiHI4HI TOCIIIDKEHHS HE IIPOBOIHAIIICE.

17. Kpurepii oninku 6e3rnexu

BiacHi KIiHIYHI IOCTI/DKCHHS HE IIPOBOIMIIHCE.

18. CrarucTHYHI METOIH

BiacHi KIiHIYHI JOCHIKeHHS HE IIPOBOUIIHCE.

19. JlemorpadivHi HOKa3HUKH
MOCIIPKYBaHOI Moty snii (cTaTh, Bik, paca,
TOIIO)

BracHi KIiHIYHI JOCTIIAKESHHSI HE IPOBOJIUIHCE.

20. PezynpraTd eeKTHBHOCTI

BiiacHi KIiHIYHI JOCHIHKEHHS HE IIPOBOJIMIIHCE.




BracHi KIIMHIYHI JOCHI/DKEHHS HE TTPOBOIHIINCE.
21. Pe3yneTaTu O€31eKu Sl ROBOR

BracHi KIHIYHI TOCTIIKCHHS HE MPOBOIHIIHCE. 3

¢2. BRCHOBOK {SaRMORGHTA) OrJISITY Ha OOTPYHTYBAHHS HaJIaHE BUIIIE.

. \_/ -
S S

3asBHHK (BIaCHHUK Vil y
e 7

peeCTpaIifHOro MOCBIIYEHHS )

o (i)
“Iipepxa’O.A.
(ILL B

{Ilopadox Oonogneno nosum [Jooamwxom 30 32iono 3 Harxazom Minicmepcmea oxoponu
300pos’a Ne 1528 ¢io 27.06.2019}




