JEPXJIKCIIYVXBA
AEPKABHA CJIVKBA 3 JIKAPCBKHUX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJIACTI

npocniekt Banepia Jlobanoseskoro, 51, m. Kuis, 03110, Ten/daxe: (044) 363-06-50
E-mail: dls ko@dls.gov.ua,htips://www.dls.gov.ua, Kon €IIPTIOV 37078774

BHCHOBOK
Mpo IKICTL BBe3¢HOI0 B YKpaiHy JikapchKoro 3acoly

05.02.2021 Ne 1663/21/10

OME3®

(naiimenysanns sikapenkoro 3acoby 3riano 3 peecTpauiliHum IoCBiAYCHHAM)
Kancysu o 40 mr e 7 kancya y 6aicrepi; no 4 6aicrepu B KapTonsiil Kopobui

(dopma Bunycky, n03yBanHs, BUA NAKYBAHHA MKaPCLKOro 3acoby)
Homep peectpaniitnoro nocsizuenns UA/0235/02/03 crpox nii peectpauitinoro nocsizuenns 01.01.2099
Cepis nikapcskoro sacoby Ne C2001962 Kinekicrs BBe3eHoro nikapcskoro sacofy 14535

BupoGuuk J-p Penni’c Jlaboparopic Jlta, Inais

(ualimMenynanns RHPOGHHKA NiKAPCLKOTO 32C06Y, KPaiHa NOXOMKEHHI)

Beeseno B Ykpaitry Tosapucrso 3 o6mesxenolo BitnosizaasnicTio "JIp. Pemui'c
JIaGopartopiz", ineur. kon: 37560808

(nafimenyBants ta koa 3a €JIPTIOY opuanynol ocobu afo npissuue, im'e, no Gerskosi Ginunoi
0co0H - nianpuemus, i Micue MPOXKUBAHHS Ta peecTpauliiHul omep obnixoBol KaPTKH niATHIKA
nonarkis 8o cepis Ta HOMEp nacnopra)

[Iporoxon BiayansHore kourposo ein 21.01.2021 M= 0120/3.
NaGoparopsuii ananis Ak0CTi NiKapchkoro 3acoby 3ailcHeHRAN:

TOB "Texnona6" (m.JIsBig, By Januma Anocrtona, 2)

{nalimenynanna Ta Micuesnaxomxenns nabopatopii, wo nposena naGopaTopHui ananis akocTi)

BucHosok moso axocti nixapcrkore 3acoby, suaanni naGoparopico Big 05.02.2021 Ne 0165

Pesynurath 1aBopaTopHOro aHanisy axocTi nikapcbkoro 3acoBy 3a neperipeHHMH NokasHHKamMu BiANOBiNaOTH
BHMOTAM METOIB KOHTPOMO AKOCT] (AHATITHUHO-HOPMATHRHOT IOKYMEHTANIT).

3a  pesynsTaTaMH JEPKABHOTO KOHTPONIC BCTAHOBNEHO, WO Jlikapebkuit 3aci6 beeseno »  Vipalwy 3
HOTpHMﬂHHHM BHMMOT 3aKOHOABCTBA OO 3a0e3ne e s ApOCTi .nixapcl,xax 3acobis.
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Dr.Reddy’s ‘7‘-

CEPTHOHKAT KAYECTBA

[Mponyxr: OME3®, kancynsr no 40 mr, Ne 28 (4x7)s Gaucrepax
(1 xkancyna conepkuT oMmenpasona 40 Mr)

Crpana npoussoactea: Munus

Cepus Ne: C2001962

Obnem napruu: 14560 ynakosok

AHanuTnyeckuii oruer No: 890001495722

Hara uccnenosanus: 24.12.2020

Hara npoussoacrsa: 10.2020

Cpox roanocta: 09.2023

Ne perucrpauyontoro cauaetenscrea: UA/235/02/03

HefictBuTensHo n0: Gecepounslit

[MTpukaz MO3 Vkpaunsl Ne 1655 o1 22.07.2019

PasMmep u Tin ynakoBkH:

7 kancyn B 6muctepe, no 4 Gnucrepa B
KapTOHHOH YNAKOBKE, C MAPKUPOBKOI Ha
YKPAHHCKOM M aHITUHCKOM si3bIKAX

HaHMeHOBaHMe, aapec 1 HOMEpP NHLEH3HHN MPOU3BOAUTENS U
KOHTPOJIS KauecTsa:

Hp. Peanu’c JlaGopatopuc Jtz,
Yuactox Nedl, c¢.  Bauynanu, Bauynanu
Manpan,  okpyr  Memuan  Mankaiirupu,

Tenanrasa 500090, Hunns ;
NeS9/RR/AP/OT/FIR

0 Tecr Pesynbrars Tpebosanus AHJ|

n/m

1. | BHewnuii sua [Toutn Genoro amnuntuueckod k|OT MOYTH  6eloro 00  CBETNO-ENTOro

chepuueckoit  dopMel  nenneTsl B
TBEPAOI HENPO3PAYHOH KeTaTHHOBOH
xancyne pasmepom «0» ¢ Kpblieuxoit
HENTOrO  1B€TA W TEeJOM  LBETa
JIABAHAEI ¢ HAAMHCLIO YEPHOTO LBETA
«OMEZ 40» nva kpeliedxe 1 Tene.

IUIMITAYECKOH W/nin  cheprueckoil  dopmbl
MEJIIEThI B TBEpAOH HeTpe3pauHof
KENAaTUHOBOH  kamcyne pasmepoM  «0» ¢
KPBILEYKOH MKENTOT0 LBETA M TEAOM LBETA
JIaBaHABI C HAAMUCKHIO HepHoro useta «OMEZ
40» Ha KpElLIeYKe U Tele,

2. |HMpeatudmkanus COOTBETCTBYET Bpems ynepxkupanus rnaBHoro nmKa Ha
Omenpaszon XpOMaTorpaMMax — MCIBITYEMOro  pacTRopa,
meTton BOIKX JNOMKHO COOTBETCTBOBATh BpeMeHH

YAEPKUBAHUSA [TIABHOTO nuKa Ha
XpoOMATOTpaMMax — CTAHAAPTHOTO  PacTBOpA,
MOYUEHHEIX npH KOJIHYECTBEHHOM
onpe/eneHlIH

3. | Iloteps B Macce npu 1.0 % He 6onee 2,5 %

BhicywinBanny {60 °C)

4. | Cpenmsas macea kancysnsl | 523.0 Mr

527.0 Mr = 7,5 % (ot 487,5 Mr 10 5665 MT)

5. | Cpennsas macca 420.9 mr
COZEPKUMOTO KAICYJTb

420,0 mr £ 7,5 % (ot 388,5 Mr 10 451,5 Mr)

6. | OoHOpOAHOCTH MacCHl Ipuemounoe uncno (AV) 4.6
COOEPMUMOr0 Kancynel

HomxeH cooTBeTCTEORATL TpeGoBanusM O,
CILA «905»; AV<IS

7. | OnnoponHocTh [MpuemouHoe yncno (AV) 3.2 JlomxkeH cooTBercTROBATEL TpeGorauuam @,
NO3MPOBAHHBIX CAMHHL] CILUA «905»;, AV<I5

8. | PactBopenye : Kancyna-1 1 % Cpennee 3HaueHue 1ns 6 Kancynl - He
A. Kucnornas cranug | Kancyna-2 0% Gonee 10 % omenpazona (C;7H;gN30;S)

(B 0,1M pactsope HCI) - [Kancyna-3 0 % pacTeopsercs B TeueHue 2 dacos (L1)

0
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IIpumenanve: [IpoayKT coOTRETCTBYET BhILIEYKA3AHHOM CIELM(HKAIIHIL I

' 'c Yteepkaeho

Tectuposan: HoxyMeHT niposepen: ~ Menemxkep no obecrghennio kadecTsa
lenau Pamn Pefn/Pykosoputens KoMaH bl
Hara: 28.12.2020 Hara: 28.12.2020 Hara: 28.12.2020

[NepeBox cooTBETCTBYET OpHI‘HH’dJ‘Iy
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2 .i.
Dr.Reddy's Q;'

CEPTHDPHEKAT KAUYECTBA

[ponykr: OME3®, kancynsl no 40 mr, Ne 28 (4x7)s 6nucrepax
(1 karncyna conepxxut omenpazona 40 mr)

CrpaHa npoussoacTea: Mumus

Cepua Ne: C2001962

Obbem napruu: 14560 ynakosok

Ananutrueckuit otuet No: 890001495722

Jara uccnenosanus: 24,12 2020

Hata npoussonctsa: 10.2020

Cpok rogroctH: 09.2023

Ne perucrpaunontoro ceuaerenscrea: UA/235/02/03

JelcTBHTENBHO 10: GeccpoyHbIi

[puxaz MO3 Yxpaunel Ne 1655 01 22.07.2019

Pa3mep 1 THN YNaKoBKH:

7 xancyn B Onuerepe, no 4 6nucrepa B
KapTOHHOH yNakoBKe, C MApPKUPOBKOH Ha
YKPaWHCKOM W aHTIMACKOM $I3bIKaX

HaumenoBahue, anpec 1 HOMep NHLLEH3HW MPOHU3BOAMTENS U
KOHTPOJIA Ka4yecTBa:

Hp. Pennu’c Jlaboparopuc Jltz,
VYyacrok Ne4l, c¢. DBauynanu, bauynanu
Manpan, oxpyr Menguan — Mankalrupy,

Tenanrana 500090, Mu s 5
NeSO/RR/AP/9T/F/R
b. bydepnas cranua
(B Oydbeprom pacreope | Kancyna- | 94 % He wmenee 75,0 %(Q) HOMUHAILHOIO
pH 6,8) Kancyna-2 94 % kosnuuecTBa omenpasona (C7H9N3Os3S)
Kancyza-3 94 % pacTBOPSETCA B TeueHue 45 MUHYT
Kancyna-4 96 %
Kancyna-5 95 %
Kancyna-6 90 %

9. |Konuuecrsennoe 101.7 % Ot 95,0 % no 105,0 % HoMUHanNBHOrO
ompeaeneHne konuuecrea omenpazona (Ci7HgN3O3S)
R Ha MOMEHT BBIITYCKa
B KancyJse

Ot 90,0 % mo 110,0 % HOMHHAIBHOTO
konudecTBa omenpaszona (C7H9N;O58) B
TEUEHUE CPOKA FOJAHOCTH

10. | Conyrersyrome

IIPUMECH

a) [pumecn Fu G Menee yem 0.04 %
b} Mpumech A Menee yem 0.0158 %
c) Jlrobas npyras 0.03%
HHAHBUIYanbHAas

npHMech

d) cymma npumeceii 0,1%

He Gonee 0,4 %;
He Gonee 0,4 %;

He Gonee 0.4 %;

He Honee 2,0 %
JIOIKeH COOTBETCTROBATEL TPeOORAHUAM
. CIIA «621»

11. | Mzonponunossiif cnupt | 2448 ppm

He 6onee 5000 ppm
JToMKeH COOTBETCTBOBATEL TpeOOBAHMAM
D. CLHA «621»

12. | MukpobOuosoruueckas

STy

YHCTOTA: H

a) odlee yucno <10 KOE/r { $E/T

a’po0HEIX SPé 2 :

MHKPOOPTaHH3MOB “g ‘AP PEAAI'C &

b) obutee yncIo w Ol q&gﬁfﬁi@g&’ =35 _ vk
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[IpuMeuanue: TTIpoayKT COOTBETCTBYET BbILIEYKA3AHHOMN cneumbm(auu@?%ﬁﬁfzﬁﬁe: Yrteepxacho
TecTtuporan: JIOKYMEHT NIPOBEPEH: -~ Menemkep no 00eCTEUEHHIO KaueCTBa
Iexnu Pamu Penu/PyKOBOANUTEN KOMaH b

Jata: 28.12.2020 Hara: 28.12.2020 Jara: 28.12.2020°

ﬂepeBo,u COOTBETCTBYCT OpUTHHATY




o.
Dr.Reddy's ‘;

CEPTHOUKAT KAYECTBA

[ponykr: OME3®, xancyns no 40 mr, Ne 28 (4x7)B Gmuctepax
(1 xancyna copepxut omenpazona 40 mr)

Ctpana npouzeoactea: MHous

Cepua Ne: C2001962

O6bem naptun: 14560 ynakosox

AnranHTHYecKkui oTyer Ne: 890001495722

Jlara nccneposanus: 24,12.2020

Jara npoussoactea: 10.2020

Cpok ronnoctu; 09.2023

Ne perucrpauyontoro csuaerenscraa: UA/0235/02/03

HeficTeurensHo no: Geccpounbiii

[lpukas MO3 Vkpaunws Ne 1655 ot 22.07.2019

Pasmep v Tun ynakosxu:

7 xancyn B Onncrepe, no 4 Gnucrepa B
KapTOHHOH YNakKoBKe, ¢ MapKUPOBKOH Ha
YKPaMHCKOM W aHITIMHACKOM S3bIKaX

HaMMEHOBaHHe, anpec U HOMEP JTMUEH3 WU NPOU3BOAUTENA U
KCHTPOJA KauecTBa:

Hp. Penau’c Jlabopartopuc JIth,

Yuactok Nedl, c¢. bBauynanw, Baaynanu
Manpan, okpyr Memuan  Mankaiirupm,
Tenanrana 500090, WHaus
NeSO/RR/AP/9T/F/R

3

¢) Escherichia coli Otcytereyer B 1 1

JomkHe! oTeyTcTBOBATL B | T

HAexnapauus cneunduxanpu: " Taxum 00pasoM § YAOCTOBEPSIO, YTO BLIIEHITOKEHHAS HHPOPMALMA NOATHHHA U TOUHA. OTa
cepus npoaykTa ObLla NPOH3BECHA, BKJIOYAA yNAKOBKY/MapKHPOBKY M NPOBEPKY KAYECTBA HA BBIIE YTIOMAHYTOM caiTe(ax) B
NOAHOM COOTBETCTBHM ¢ Tpebosanuamu GMP mectHoro PerynatopHoro oprasa u co creunbuKalUaMH B PerucrpalnoHHOM
CBH/IETENLCTBE UMITOPTHPYIOLISH CTpaHbl WK (afine cneunuKkalum NpoayKra A HCCIeAYEMBIX NEKaPCTREHHBIX NPENapaToR.
HokymenTel o 06paboTke, yNakoBke n aHANU3Y GBUTH IPOCMOTPEHBI M [IPU3HAHDI cooTBeTcTBYIOIMMH GMP. "
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Mpumenanie: [IPOLyKT COOTBETCTBYET BLILIEYKA3aHHOM crieMbUKAIMK SPunrimrciiie: YTRepkIeHO

Tectuposan: JloKyMeHT nposepeH: Menemkep no obecneliennio kauectra
Iepnn Pamu Pelnn/PykoBoaANTENE KOMAH/IbI
Hata: 28.12.2020 Hara: 28.12.2020 Hata: 28.12.2020

[TepeBon cOOTBETCTBYET OPUTHHAIY




AEPIKABHA CJIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

npocnekT Banepis Jlobanoscekoro, 51, M. Kuig, 03110, Ten/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpaiHy JiKkapchbKoro 3acody

02.05.2023 Ne 16967/23/10

OME3®

(HaHMeHYRAHHA MiKapChKoro 3acofy 2riTHo 2 peccTpaliiHHM MOCBIIICHHAM)
Kancyian mo 40 Mr; oo 7 kancya y oaicrepi; no 4 6aicTepr B kapTonHii Kopodmi

(topMa EHITyCKY, /102 YBAHHA, RH] HAKYBAHHA JTiKApCEKOTO 2acoby)

Howmep peectpaniiinoro noceimacras UA/0235/02/03 crpok gii peectpaniitnoro noceimuenns 01.01.2099
Cepin nikapcekoro zacoby Ne €2301994 KinnKicTh BBe3e6HOTO MiKapchkoro 3acoby 22905

BrpoSHHEK JI-p Peqnmi’c JIaGoparopic JITa, Immia

(HaliMeHYBaHAA BHPOOHAKA KAPCEKOTO 3aco0y, KpaiHa ToX0MeHHA)

Brezeno B Yxpainy ToBaprCTBO 3 06Mexenoio BinnoBinaasnictio " Jlp. Penai’c
JlabopaTopiz", inenr. xox: 37560808

(HaiiMeHyBaHHA Ta KoX 3a €JIPIIOY opraETHOI ocoSH abo OpisBHINE, iM'A, Do GaTekoBi (isHIHOI
ocobH - mianpHemna, 1i Miclie TPOXKHBAHHA T peccTpanifinui HoMep OGNiKORO] KAPTKH IIIATHHKA
IOJATKIB a0 cepid Ta HOMEp TacHopTa)

Ipotokoen Bizsyannaoroe xeaTpomo six 12.04.2023 N 1099/1.
JlaGopaTopHuii aHATIZ AKOCTL MIKAPCRKOTO 3aco0y 3iiiCHCHHIL

JI1 "IlexTpansHa 1afopaTopid 3 aHANIZY SKOCTI MKAPCHKEX 3ac001B 1 MEJIMIHOT OPOoAyKIi"
(m.Kuis, Byn. Kynpasceka 10r M. Kuig, Byn. Kyapasceka 8B Kuiecbka o6nacts, ¢. Hosi Ilerpieini,
ByaI. IBana @panxa, 19)

{HaiiMeHYEaHHA Ta MicTle3HAXo/DKCHAA NabopaTopii, mo mpoBena NaGOPATOPHHH AHATNZ AKOCTI)

BHCHOBOK MO0 AKOCTI MKApCLKOTo 3aco8y, BHanHaH naboparopicio six 02.05.2023 No 0717

PesynbTaTH TaGopaTOPHOTO aHANIZY AKOCTI NKAPCEKOTO 3aco6y 3a IepeBipeHHMH TOKA3HHKaMHE BilIIOBIAAI0TH
BHMOTaM METOJIIE KOHTPOO AKOCTi (AHANITHIHO-HOPMATHBHOI JOKYMCHTAIT).

3a pe3YNBTATAMH JCPKABHOIO KOHTPDONIO BCTAHORICHO, IO WKAPCHKHA 3acild BBe3eHO B YKpaiHy 3

JAOTPHMAHHAM EHMOT 3aKOHOJARCTBA MO0 3a0e3MeIcHAA AKOCTI MKapPChKHX 3acofiE.




Dr.Reddy’s Qi

CEPTH®IKAT AKOCTI

Ipoayxr: OME3®, kancymn no 40 Mr, Me 28 (4x7) y GnicTepax
(1 xancyna MiCTHTE oMempa3ony 40 Mr)

Kpaina supobHumTa: Ingisz

Cepia No: C2301994

006 eM naprii: 22930 ynakoBoK

AnamiTHaami 3BiT Ne: 890001649541

Jara ermpobypamnd: 10.03.2023

Jara supobrrmiTea: 01.2023

Tepmin nprgaTaOCTi: 12.2025

Ne peectpaniiinoro noceiggerss: UA/(235/02/03

JikicHe 10: 6e3CTPOKOBO

Haka3 MO3 Vkpainu Ne 1655 Big 22.07.2019

Po3Mip Ta THII TAKYBAHHA:

7 karcyn y OmicTepi 3 MapKYBaHHAM YEPaiHCEKOIO
MOBOI; 10 4 OmicTepH B KapTOHHIiH KopoOmi 3
MApKYBaHHAM YKPalHCRKOIO Ta aHIHCHKOIO
MOBaMH

HaiimenypaHH#, afipeca Ta HOMep AiNeH3ii BHpoOHHKA Ta KOHTPOMIO

Jp. Peani’c JlaGoparopic JITa,

AKOCTL Jimearma MNedl, c¢. bauynmam, bagynoami
Mampan, okpyr  Mepagan Marnkaifripi,
Tenamrama 500090, Tnmin, Ne5S9/RR/AP/97/F/R

Ne TecT PesynsTatn Cnemuadikaris

nn

1. |3oBHinmii BUTIIAN Maike Oimoro Big emnTauHoi Ao |Bim Maibke 6imoro A0 CBITIO-XOBTOTO

cthepranoi $OpPMH MENeTH Yy TBEpHii
HEMpO30piH XKeNaTHHOBIH  Kamcymi
po3MipoM «0» 3 KpFINEUKOI0 JKOBTOI0
KOIILOPY Ta TLNOM KOJIBOPY JIABAHAH 3
HAIIHCOM YOPHOT0 KOmbopy «OMEZ
40» Ha KpAITedIli Ta Tili.

emnTaIHOi Ta/abo chepudrol opMH neneTH y
TBEpAiH Hempo30piil JKeMaTHHOBIH Kamcymi
po3MipoM «0» 3 KpHIICYKOK JKOBTOTO KONLODY
TAa TIIOM KOIBOPY NABaHAH 3 HAJIHCOM
qopHOTro Komsopy «OMEZ 40» Ha KpHOIedri Ta
TiJIi.

2. |IpenTH}IKALIA Biamoeipac Yac yIpHMYBaHHA TOJOBHOTO MIKYy Ha
Omenpazon XpOMaToTpaMax BHOPOGOBYBAHOTO  PO3UHHY
metod BEPX MA€ BiJIMOBIJATA 9acy yTPHMYBaHHSA TONOBHOTO

mKy Ha  XpoMaTorpaMax  CTaHAApTHOIO
pO3UHHY, OTPHMAaHMX TMpPH  KUIEKICHOMY
BH3HAYEHHI
3. |Brpara B Maci IpH 0.8 % He 6imbmie 2.5 %
BHCymyBagHi (60 °C)

4. | Cepenns Maca xamcymu | 525.1 mr 5327.0 Mr + 7.5 % (Big 487.5 M Jlo 566.5 MT)

5. | Cepemas Maca BMIicTY 4229 Mr 420.0 Mr + 7.5 % (ot 388.5 M Jjo 451.5 MT)
Kancyln

6. | OaHOpIMHICTE MacH [IpwiMantsHe wrcno (AV) 3.7 Mac Bignosinaty BaMoraM @. CIIIA «905»;
BMICTY KaICyIIH AV<13

7. | OaEOpiTHICTE IIpuiMantsHe Trcno (AV) 7.1 Mac Bignosinaty BaMoraM @. CIIIA «905»;
J030BaHHX OJHHHUITL AV<15

8. |Po3wHeHHs: Kancyna-1 0% CepepHe 3HAYEHHA A 6 Kancyl - He OLIbIme
A. KucioTHA cTajis Kancyna-2 0% 10 % OMeIIpa3oIy (C17H1sN3055)
(& 0,1M pozwmmi HCI) Kancyna-3 0% PORUHHACTRCA BrpoAoRK 2 romuH (L1)

Kancyia-4 0% Cepepre zHa"ueHHA 714 12 Kancyn - He OLIbITe
Kancya-5 0% 10 % OMelpasony (C17H15N508)
Kalcyia-6 1% PORUHHACTRECA BIPoAORK 2 royuH (1.2)
Cepepae zHaueHHA 714 24 Kancyn - He OLikime
7 (Cy7HsN3058)
i (L3)
R — Kancyma-1 95 % ﬁ Hoolugamﬂm KLIBKOCTI
. A WHEH PO3IHHAETECA
(y Gydepromy pozurmi | Kancyna-2 93 % +
Kancyna-3 93 %
HpamiTka: IpoXykT BiANoBifae BHIMe3asHaYeHil criermmdikarmii
TecTyRan: JIoKyMeHT mepeBipeHuii: AKOCTI
PIRHHE KOMAaHTH
Jara: 11.03.2023 Jara: 13.03.2023

Tlepekmaf BiTHOBiTac OPHTIHATY




Dr.Reddy’s €9

Ipoayxr: OME3®, kancymn o 40 Mr, Ne 28 (4x7) y GnicTepax Kpaina supobHunTea: Ingis
(1 xancyna MiCTHTE oMempazony 40 Mr)

CEPTHPIKAT AKOCTI

Cepin No: 2301994 06 eM naprii: 22930 ynakoBoK

AHaniTHIHFAH 3BiT Ne: 890001649541 Jara grmpobypamnd: 10.03.2023

HJara supobrrmTea: 01.2023 Tepmin nprgaTaOCTi: 12.2025

Ne peectpaniiinoro noceiggerss: UA/(235/02/03 JikicHe 10: 6e3CTPOKOBO

Haxa3z M3 Ykpainu Ne 1655 Bix 22.07.2019

Po3Mip Ta THI TaKYBaHHA: 7 Karcyn y OmicTepi 3 MapKyBaHHAM YEpaiHCRKOIO

MOBOIO; 10 4 OmicTepH B KapTOHHIiH KopoOlmi 3
MAPKYBAaHHAM YKpalHCRKOIO Ta aHIIIHCHKOIO

MOBaMH
HaiiMeHyBaHH4, ajipeca Ta HoMep NireH3ii BupoOHHKa Ta KoHTpomo | JIp. Peani’c JlaGopatopic JITa,
SKOCTI: Jumeanma  Nedl, c. bauymami, bagyoani

Maggan, okpyr Meagan — Mankaifripi,
Tenaarana 500090, Inais, Ne5SS/RR/AP/97/F/R

pH 6.,8) Kancyna-4 95%
Kancyna-5 94 %
Kancyna-6 93 %
9. |KumkicHe BH3HadgeHHA | 102.8 % Bix 95,0 % no 105,0 % HOMIHANLHOL KUIBEKOCTI
OMeNpazoNny B Kancyii omenpazony  (Cy7HppN3038) Ha  MoMeHT
BHITYCKY
Bix 90,0 % no 110,0 % HoMiHANLEHOL KUIBEKOCTI
oMenpazony (C;7H;sN3058) BOpofioRK TepMiHy
TIPHAATHOCTL
10. | CymyTHI JOMIITKH:
a) Jomimku F ta G Menmie miMiTy BH3HaTeHHS (TiMiT [He Oinnmie 0,4 %;
BH3HAYeHEL: 0.04 %)
b) Jdomimka A He BHABIEHO ge Ginnme 0,4 %;
0.03%
c) byan-gka iHma He Ginnmre 0,4 %;
iHAHBIYanRHA
JOMimKa 0.03%
d) Cyma JJoMimox He Ginnme 2,0 %
11. | IzomponinoBHi CEpT 1853 ppm Mae gimmorinata BaMoraM @. CIIIA «621»
He 6insme 5000 ppm
Mac BimmoifnaTH BaMoraM O. CITIA «621»
12. | MikpoGionoriaaa
JHCTOTA:
4) 3araasHa KiIEKICTh <10 KYO/r He 6imme 1000 KYO/ir
aepolHHX
MiKpOOpPTaHiIMiB
b) 3aramnHa KiEKICTh <10 KYO/r He 6imsmie 100 KYO/T
JIpLKDKOBAX T2
ILTiICHARHX rpHOiB
¢) Escherichia coli BigcytHiR I T BigcyrHicTE B 1 T

-

3asBa upo ceprudikamniio: «ITumM g 3acBLAUVIO, IO HABE/IEHA BHIIE mtbopmaum € Iocko 111010 T2 TOARGKY; ITro cepuo

JAUMLHAIN ¥ TOBHIH Bmuom;[ﬂocn 3 BAMoraMi GMP, ECTaHORICHAME MiCTICEERMD
crelmdikaiiii, Mo MiCTSTRCA ¥ PeECTPAIHHOMY AOCHE KpaiHU-IMIIOpTepa. S8 dhiic
V110 mepernIHyTo Ta BCTAHOBIICHO BiMOBiAHICTE GMP. :

IpamiTia: IponykT BiANoBifjae BHINe3asHaYeHii criemmdikarnii
TecTyRan: JlokKyMeHT OepeBipeHHii:
JHara: 11.03.2023 Jara: 13.03.2023

Tlepekma/ BiTHOBiNAac OPHTIHATY



HEPKABHA CJIYIKBA 3 JIKAPCHBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMY Y KHIBCBKINA OBJACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €EIIPIIOY 37078774

BUCHOBOK
PO SIKICTH BBE3EHOI0 B YKpainy JikapcbKoro 3acoby

28.08.2023 Ne 38672/23/10

OME3®

(HaliMeHyBaHHA MKAPCEKOro 3ac00Y 3TigHO 3 PeCCTPaiiHAM ITOCBI YCHTHM)
Kancyau mo 40 mr kancysn y Guaicrepi; no 7 Kamneya y Gaicrepi; mo 4 Gaicrepu B kapTouHiii
Kopooui

(bopma BrnycKky, no3yBaHHS, BH) HaKyBaHHA JIKAPCHKOro 3acoby)
Homep peecrpaniitroro mocsinuenns UA/0235/02/03 CTpOK Aii peectpauiiinoro noceimuenas 01.01.2099
Cepis nikapeskoro 3aco6y Ne C2307098 Kinexicts BBe3eHOTO s1iKapekoro 3acoby 48

Bupo6muxk H-p Penni’c JlaGoparopic JItx, Iuzis

(HaitMeHyBanHs BHPOGHHKa miKapcrkoro 3acoby, kpaita TIOXOJKEHHA)

Bsesero B Vipainy ToBapucreo 3 o6MeskeHO0I0 BitnosinaaeHicrio "JIp. Peuni'c
JlaGoparopiz", inenr. kox: 37560808

(nafimenysanns Ta kox 3a €PIIOY FOPHAHYHOT 0co6M abo npisBuie, iM's, 110 GaThKoB] (hizuyHOT
ocolu - minupreMns, i Miclie MpoKUBAHHA Ta PeECTpaLifnmit HoMep 06/IIKOBOT KapTKH MaTHUKA
TMOJIATKIB a0 cepis Ta Homep [acropTa)

poroxoen sisyanpuore konrpomro six 08.08.2023 Ne 2435/1.

Jlaboparopuuii anamnis skocti TKapcEKOro 3acoby 3ailicHeHmii:

JII "Lenrpansna nabopaTopis 3 aHamisy sKoCTI MKapCBKUX 3ac00iB 1 METUYHOT npoaykiii"
(M.Kwis, Byn. Kyapsscska 10r M.Kuis, Byn. Kynpssceka 8B Kuiscnka obuacte, ¢. Hosi ITetpiswi,
Byl IBana ®panxa, 19)

(HaiiMEHYBaHHA Ta MiCLE3HAXO KO nabopatopii, 1o nposena nabopaTopHHii aHami3 aKocri)

Brcnosox mwozto sxocti nikapeexoro saco6y, Bupanmii naboparopiero six 25.08.204

PesyneTatu naGoparopaoro aHaTi3y AKOCTi JikapchKoro 3acoby 3a nepesipeHHMHI s
BHMOTaM METOJIB KOHTPOIIIO SIKOCTI (aHaMITHYHO -HOPMATHBHOT JOKYMEHTAIiT).
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CERTIFICATE OF QUALITY

CEPTUDIKAT IKOCTI

o .
Dr.Reddy’s ‘;‘

Page "Urop, L of/ 3

Product: OMEZ, capsules 40 mg No28 {7xd) in blisters
MpoayxT: OME3" rancyan no 40 mr X 28 (7x4) y daicrepax
! capsule contains: Omeprazole 40 nmg

I xaneyna micTure: Omenpazony 40 mr

Country of manufacturer; India
Kpaina-snpoSiine: Iuais

Batch / Cepig Ne: C2307098

Batch Quantity / O6°cv naprii: 23056 packs / 23056 ynagonry

Analytical Report / Ananinieannii 3sit Ne: 890001671507

Date of Analysis / lata sunpotysanns: 30.06.2023

Date of Manufacture / Jata BlpoduTuTBa: 05-2023

Date of Expiry / Tepmin npunarnocti: 04-2026

UAM235/02/03

Registration certificate / Pecctpaniiine nocsinuenns Ne:

Valid till: Unlimited
Jiitcne no: HeoBmexeno

Order of MOH No:

Net655 tram 22.07,2019 / Hakas MO3 Yxpainn Nel655 pin 22.07.2019

Size and type of the package / Poamip ra Ton nakysauns:

7 eapsules in 2
cardboard box
no 7 wancya y

no 4 Gaicrepn
YKDATHCBLKO0 Ta aHILICLKOI0 MOBaMN

blister with labeling in Ukrainian; 4 blisters in a
marked in Ukrainian and English /

BaicTepi 3 Mmapkyaauam YEPATNCHLKOIO MOBUID;
B Kaprauuiii xopobui 3 MADKYBARHIM

Name, address and numbers of the licenses of manufacture
and quality control/ Hatimenrynauna, aapeca ta HOoMep
niuensii BupodHNKa T2 KOHTRONIO SKOCTI:

Dr. Reddy’s La
Survey No. 41,

Ainsema Ne 4
Meauan-Mank

boratories Limited, FTQ Unit 3
42 part, 45 part & 46 part, Bachupaly Village

and Mandal, Medchal Maikajgiri Distriet-500090, Telangana,
India Ne S9/RR/APY7T/F/IR
A-p Penni'c Madoparopic Jlva, OTO - 3

1, 42p, 45p i 46p, ¢. Bavuynani i Yaupam, oxpyr
afiripi — 500090 Tenanraua, lngin

Jlinenzine SO/RR/AP/OT/EIR

Results / Peavnbrari

Specification / Cocuninania

No Test / Teer

; Description / 3oeaimniii
‘ BULNA

5 ldentification HPLC /

- laevTndirauis BEPX

Off-white elliptical to spherical pellets
filled in size “0” hard gelatin capsules with
opaque yeilow colored cap and opaque
lavender colored body imprinted with
“OMEZ 48” on cap and body with black
ink. / Maitxke 6inoro, sin eninTuunaf o
chepruHol GopmH neneTr B TBCpLi He
11posoplii seaaTunosiit kancyni poamip
«0» 3 KPHIUEUKOLO KCBTOTO KOJILOPY Ta
TIIOM NAaBAHAOBOTO KONLOPY 3 HAMHCOM
HOpHOTo Koawoby «OMEZ 40s ua
KPHIIeu Ui Ta Tini kancysiu

Ry A

Ch\ﬁ;ﬂicﬁﬂ
a0

m@w““““ o
0
168

Remarks: The preduct confirms to above specifications
[Tpustivica: Tlpoayks sianosinae eiimeyaznascnii eneundiranii

Tested by / Tectypag: /..9>0
g

c'%/@i&/

Document Checked by / Tlepenipris:

Ly

Off-white to pale yellow, elliptical to spherical
peliets fifled in size “0" hard gelatin capsules with
opague yellow colored cap and opaguc lavender
colored body imprinted with “OMEZ 40™ on cap
and body with black ink. / Bin maibxe Sinoro Fits)
CBITNO-3KOBTOMO eAinTyuHoT Ta/abo ceprunol
(hopmn nesteTH B TRepR He nposopiii
AENATHHOBHT xancyni posmip «0» 3 KIHILICUKOIO
HOBTOrO KONLOPY Ta TINOM NABAIAOROIG KONGOpY

RPHINEYLN T Tisi karicysn

The reicntion time of the major peak in the

chromategram of the assay preparation should
correspond to that of the major peak in the
chromatogram of the standurd preparation as
obtained in the assay / Yac yrpimanns ranosioro
Aika Ha XpoMaTorpami BnIpoGyRINere posunuy,
NOBNHHO  BiAnosizaTn  wacy  yTpnManig

FONOBIOTO NIKE HA XPOMATOrpani CTOIIARTIOTO
ok BT
BH3tAYRIFH

OTRHMAHOTO Hpn KlJ]bK;CHOM}’

Date ' Jlara; OG- G-l R

Date 7 Rava: (54 < J -T2

Lnvon - sual

Brans/ wss o7 1yws07C




CERTIFICATE OF QUALITY

CEPTHUPRIKAT SAIKOCTI

Dr. Reddy’s ‘;‘

Page 7 Cuop, 20f/ 36

Product: OMEZ, capsules 40 mg Ne28 (7x4) in blisters
flpoaykr: OME3® kancymit no 40 mr No 28 {7x4) vy daicrepax
I capsule contains: Omeprazole 40 mg

! waneyna micTirn: Ostenpasosry 40 mr

Country of manufacturer: ladia
Kpafua-supotunw: Ingis

Baich / Cepist No; C2307098

Batch Quantity / Q6 em naprii: 23056 packs / 23056 YNAKOBK)

Analytical Report / Anasitinannii rit Ne: 890001671507

Date of Analysis / lata snapoGysanns: 30.06.2023

Date of Manufacture / lava supoGunnrsa: 05-2023

Date of Expiry / Tepmin npuaatiocti: 04-2026

Registration certificate / Peccrpanifine nocsinuennst No:
UA/0235/02/03

Valid till; Unlimited
HAilicre no: neoGnmexens

Order of MOH No: Ne1655 from 22.07.2019 / Hawcas MO3 Yicpainn Nei655 sin 22.07.2019

Size and type of the package / Posmip rta Tun nakysanns:

7 capsules in a blister with labeling in Ukrainian; 4 blisters in a
cardboard hox murked in Ukrainian and English /

ne 7 kancyn y Gnicrepi 3 maprysannam YKpaincbKo0 MOBOIO;
no 4 Ggicrepu B KapTonmiii wopodui 3 MAPKYBAHHRAM
YKpatHeL Koo Ta anraifies koo mosamMi

Name, address and numbers of the licenses of manulacture
and quality control / Hafimenypanus, aapeca Ta Homep
SHueHsit BupoGunKs Ta KOHTPROJIIG FKOCTE:

Dr. Reddy’s Laboratories Limited, FTO Unit 3

Survey No. 41, 42 part, 45 part & 46 part, Bachupally Village
and Mandal, Medchal Malkajgiri District-300090, Telangana,
India Ne S9/RR/AP/9T/F/R

H-p Peani'c JiaGoparopic Jlra, ®TOQ - 3

Aisswinst Ne 41, 42p , 4Sp i 46p, c. bauynani i Maugan, oxpyr
Menuan-Maakaitripi — 500090 Teaaurana, higis

JlinensisNe S9/RR/AP/Y7/FIR |

Loss on drying (60°C} /

BMICTY KANCya

3 Biparta macu npn 0.9%/0.9 % Not more than 2.5% / He Ginuwe 2.5%
BMCYIIYBAHH] {60°C) o
A verZisinelshialthe 527.0 mg £7.5% (from 487.5 mg 10 566.5 mg) /
4. capsute / Cepeann maca 5310mg/531.0 mr S37.0 r £7.5% (gin 487.5 Mrbgm Py Ml‘%
KancyJsm
Average weight of the ner 420.0 mg £7.5% (from 388.5 mg to 451.5 mg) /
3, content / Cepenss maca 428.7 me /4287 mr A20.0 Mr £7.5% (niz 388.5 mr oo 4515 M7}

Uniformity of weight for net
6. content / OaxopianicTs
__ NOBOBAHHX ONMHHLL
Uniformity of dosage units /
OntopianicTs nozoBanHX
O/IHHHUIL

The acceptance value (AV) is 3.0 /
Hpniimansue wueno (AV) 3.0

The acceptance value (AV) is 5.2 /
Tpudimantue wicio (AV) 5.2

Meets the requirements of USP “005” AV <|5 /
Nopien sianoeinatv pumoram . CLLIA «905%;
AV <13 o

Meets the requirements of USP “005” AV <15 /
Nosiwew pinneeisat sumoray ©. CLHA «905n:

Dissolution / Posusnenns

Unit I/ Crpota |

Unit 27 Cnpota 2

Unit 3/ CnpoGa 3

nit 4/ Cnpoda 4

nit 5/ Cripoda 5

|2 AL The average of the 6 capsules is not more than
A 10% of Omeprazole {C1=HwN20:S) is dissolved
4% - i 2 hours (L1} / Cepenne anavenns ais 6
20 KANCya - ve dinkie 0% oMeapazony
et L AGTHeNAGOS) posumHseTheH RIIDOAOBIK 2 roami
(L1)
| e The average of the 12 capsules is not more than
10% of Omeprazole (CizHwN0-S) is dissolved in
73 Yo 2 howrs (L.2) 7 Cepeanc siavenns s 12 Kancyn

- ne Gizsuie 10% omeirpazany (CrHoN0s8)
PORHIHACTHCA 3NNOZODES 7,7 roan {1.2)

Remarks: The product confirms to above specifications
fipusiTea: HipoaykT sianosizae mnesazuaneniii cneryrpikandy

Tested by ¢ Tectypan: :ﬂ,v = IDocument Checked by / Ftepegipun:
&Zw&“///{ LD
Date 7 flara: CO-EFeFo)E Date " Jlata: 3 e A3 -2OTL




CERTIFICATE OF QUALITY

CEPTHDIKAT SIKQCTI

Dr.Reddy’s @3¢

Page (o 3 0l 3 6

[ Product: OMEZ, capsules 40 mg Ne2§ (7x:1) in blisters
Hpoaykr: OME3* kancyan no 40 smr Ne 28 (7xd) y nticrepax
1 capsule contains: Omeprazole 40 mg

I kancyaa mieTnTs: Omenpazosny 40 ar

Country of manufacturer: India
Kpaiua-supetnng: lnain

Batch / Cepin Ne: C2307098

Bateh Quantity / O6°em napTii: 23056 packs / 23056 yoawosxkn |

Analytical Report / Ananivnvnnii 3sir No: 9000 1671507

Date of Analysis / Aara Bunpodysanna: 30.06.2023

Date of Manufacture / laTta Bitpodunursa: 05-2023

Date of Expiry / Tepmiu npuaarnocri: 04-2026

Registration certificate / PeceTpauiiine noceinuenns Ne;
UA/0235/62/03

Valid till: Unlimited
Aiiicke no: neotimemeno

Order of MOH No: No1655 from 22.07.2019 / Haxaz MO3 Ykpainn Nel655 pig 22.07.2019

Size and type of the package / Poasip 1a tin naxyeanng:

7 capsules in a blister with labeling in Ukrainian; 4 blisters in a
cardboard box marked in Ukrainian and English /

no 7 kauneyn y Gnicrepi 3 MAPKYBAHHAM yIPATHCBKOIO MOBOJ;
no 4 Gaicrepn R KapTolHiil  wopobui 3 MapPKYBaHHM
YKPATHCEKOI0 TA aHTAIHCLKOI0 MOBAM

Name, address and numbers of the licenses of manufacture
and quality control / Halimenysauns, agpeca ra Homep
Aiuensii BpoGxnka ta KOHTPOTIO AKOCT:

Dr. Reddy’s Laboratories Limited, FTO Unit 3

Survey No. 41, 42 part, 45 part & d6 part, Bachupally Village

and Mandal, Medchal Malkajgiri District-500090, Telangana,
India Ne S9/RR/AP/O7/F/R

A-p Peani’c JlaGopatopic Jita, DTO — 3

Hinbanua Ne 41, 42p, 45p i 46p, ¢, bauynani i Mangan, oKpyr
Menqan-Mangaiiripi — 500090 Tenanra Ha, [nain

JiuensiaNe 59/RR/AP/97/F/R

- S

The average of the 24 capsules is not more than
[0% of Omeprazole {CiH1N2018) is dissolved in
2 hours (L3) / Cepejne snauenns ans 24 KancyJs
— He 6inbise 10% omenpasony (CirHiwN0:S)
PO3THHAETECR BRponosxk 2 roauH (L1)

Unit | / Cnpo6a |

B.Buffer stage (in buffer
PH 6.8) / Bydepna cranis (y
dythepromy  posunni pkl
6.8)

Unit 2/ Capoda 2

Unit 3 / Copota 3

Unit 4 7 Cnpoda 4

Unit 5/ Cripoda ¢

Urit 67 CipoBa 6

Assay of Omeprazole in
capsule / Kijnkicie
BHIHAUCHH Omenpilona o
Kancyni

94 % .
B. Not less than 75% {Q) of the labeled nmouni
96 % of Omeprazole (CorHuN:O58) is dissolved in 45
i minutes / He meume 75% {Q) nominanklior
95 % KILKOCTI oMenpazony (CarHiuNA0:S)
T S PO3UHHACTLCS BRPOAOBK 45 XBHIIH
93 %
93 %
94 9%

From 95.0% to 1635.0% of the labeled amount of
Omeprazole (Ci+HiwN:0:8) at the release / Bin
95.0% no  105.0% HomiHanbiod KifiskooTi
onmenpazona (CiHeNa0sS) na momens BHIOVLKY
From 90.0% to 110.0% of the labeled amoumn of
Omeprazole (CisH N, 01S) during shelf life / Bin
20.0% a0 110.0%  woMinanbuol KiNbKROCT
osmenpazona (CoHwN:OWS) snponosx TEpMIHY
L npuagrnocri

Remavrks: The product confirms to above specifications
Mpustivia: HpoaysT sinnosinac Brihesasiaveniii coendgivanii

Tested by / Tectypun: 3 _é‘),p

@,’—-{/*, e [—@

I Die ! 1...1.:1“:-”7 (")G@-—g*?E’LJ o il

Document Checked by 7 Tepenipiin:

Date Jlira: oﬁ?@?"wlfg

awthorizing the hatch

WEPIL KD BOBBOMIG BlNYVCK
S LR \Dq M‘) Nag

Ty frf’\n«rv-.\n’.

[ R B . j

oy Be 1
AABORATORIS




CERTIFICATE OF QUALITY

® CEPTU®DIKAT SIKOCTI

Dr.Reddy'’s Q3¢

L4

Puge “Crop, d6l/ 3 6

Product: OMEZ, capsules 40 mg No28 {7x4) in blisters
Mpoayir: OME3* cancyan no 40 mr No 28 (7x4) y Gnicrepax
I capsule contains: Omeprazole 40 mg

I kancyma MicTnes: Oxenpazony 40 mr

Country of manofacturer; India
Kpaiua-supoduuk: Ingis

Batch / Cepia Ne: C2307098

Batch Quantity / O6’em naprii: 23056 packs /23056 ynaxoskn

Analytical Report / Ananivirunndi sait No: 890001671507

Date of Analysis / Jata mitnpodysanun: 30.06.20723

Date of Manufacture / lara sHpoGunurea: 03-2023

Date of Expiry / Tepmin npuaariocri: 04-2076

Registration certificate / Pecerpauitine nocrinuenms No:
UA/MG235/02/03

Valid till: Unlimited
Hificke no: weoBbmemxeno

Order of MOH No: Ne1655 from 22.07.2019 / Haxas MO3 Ykpainu Nel655 gig 22.07.2019

Size and type of the package / Posntip Ta Tun naxysannsa:

7 capsules in a blister with Iabeling in Ukrainian; 4 blisters in 2
cardboard box marked in Ukrainian and English /

no 7 kancyn y 6xicrepi 3 MAPKYBAHHAM YRPATHCLKOIO MOBOW;
nmo 4 Gaictepn B Kaproswiii Kopobui 3 mapxysanunm
YKPATHCHKOW Ta aANILHCh K010 MOBaMI

Name, address and numbers of the licenses of manufacture
and quality control / Haiimenypanns, aapeca o HOMED
Atuensii BitpoGiuica KOHTDOMO SIKOCTL:

L

Dr. Reddy’s Laborateries Limited, FTO Unijt 3

Survey No. 41, 42 part, 45 part & 46 part, Bachupally Village

and Mandal, Medchal Malkajgiri District-300099, Telangana,
India No S9/RR/AP/97/F/R

A-p Peaai'e Taboparopic Jiva, &TO 3

Hinvnuusn Ne 41, 42p , 45p i d6p, c. Bauynani i Maunan, okpyr
Meauan-Maneaiicipi — 500090 Tenauraua, lugia

JinemiaNe SO/RR/AP/OT/F/R

Related substances /
CynyTsi somilkn;

a}Impurities Fand G /
Homimkin Fma G
0.04 %)

Y0, 1 b)Impurity 7 Jamimka A

e} Any other individual
Impurity / Syas-ska ina
HHANBIAYaIRHE nOMiyKa

d) Total impurities / Cyma
_Aomiior

Below LOQ (LOQ = 0.04%) / Himxue

MEIRE KUK ICHUI O BISHULEH H (MKB ~

Not detected / He Bi3Hauena

0.09%70.09 %

0.1%/0.1%

not more than 0.4% / e 6insie 0.4%

not more than 0.4% / ne Sinbe 0.4%

not more than 0.4% / Me 6utsige 0.4%

not more than 2.0% / ne Ginswe 2.0%

Meets the requirement of USP General chapter
«62 1 / TloBiines pinnosigaTy sBUMOranm &, CLIEA
«62 1y

Remarks: The product conlirms 1o above specifications
Hpumitea: Mponysy sinnesiane BHLHCIOIHAYCHIE cienidikawii

Tested by * Teoryaan: a 5
" ; 3,{":

L

Document Checked by / Nepenipiis:

ghuthorizing the batch
. BRGNS BHYCR
£ ‘

Aoy ey 10

[ Dae Jara: GRS o B

Date " Nara; D‘}‘}f‘f‘)\rlf?,.(ﬁlf%




CERTIFICATE

OF QUALITY

CEPTH®DIKAT SIKOCTI

Dr.Reddy’s Qf:‘

age / rop. 3oi/a 6

Product: OMEZ, capsules 40 mg No28§ (7x4) in blisters
Mpoayicr: OME3® caneyan no 40 mr Ne 28 (7xd) y GnicTepax
i capsule contains: Omeprazote 40 mg

I kancyaa mierirrs: Omenpasany 40 mr

Country of manufacturer: India
Kpaina-gupoduine: Innin

Bateh / Cepia Ne: C2307098

Batch Quantity / O6"em naprit; 23056 packs /23056 ynakosien

Analytical Report / Awastitisingi sgit No: 890001671507

Date of Analysis/ Qara sititpoGyeanns: 30.06.2033

Date of Manufacture / aTa eupofnnuTea; 05-20723

Date of Expiry / Tepmiu npuaariocti: 04-2026

Registration certificate / Peectpauiiine nocsinuennn Ne;
UA/0235/02/03

Valid till: Unlimited
Hiiicne no: neobmeneno

Order of MOH No: No1655 from 22.07.2019 / Haxaz MO3 Yipa

i Ne 1655 min 22.07,2019

Size and type of the package / Posmip ta Tan naxysanns:

7 capsules in a blister with tabeling in Ukrainian; 4 blisters in g
cardboard box marked in Ukrainian and English /

no 7 xancyn y Gnicrepi 3 MAPKYERHHAM yRPalICEK0I0 MOBOIO;
no 4 Guictepy B KapToHHIi KOPOOW 3 MAaprkyBaRHIM
YKPaiHCLbikol Ta aurmificLKoo MoBamu

Name, address and numbers of the licenses of manufacture
and quality control / Haiimenysauns, aapeca ta HOMep
Niuensii BupoSuika Ta KONTPONE0 AKOCT:

Dr. Reddy’s Laboratories Limited, FTO Unit 3

Survey No. 41, 42 part, 45 part & 46 part, Bachupally Village
and Mandal, Medchal Malkajgiri District-500090, Telangana,
India Ne SO/RR/AP/97/F/R

A-p Peani'c Jadopatopic Jita, GTO — 3

Ainvinms Ne 41, 42p 45p i d6p, e. Bavynanii Marzan,
Menuan-Manwaiiripi — 500090 Tenaanrana, luais
JinensinNe S9/RR/AP/OT/FIR

OKpYr

Microbiclogical purity /
Mikpofionoriuna uucrora:
a) Total aerobic microbia]
count/ 3aransHa KineKicTs
aepoSHux mixpooprauiamis
{TAMC)

b) Total veasts and molds
count / 3araibHa KinbkicTs
ApIKIKOBHX T8 NAICHABMX
rpubis (TYMC)

¢} Escherichia coli

lsopropyl alcohol / Criupr
izonponitosuii

a) <10 CFU/g/ <10 KYGir

b) <0 CFU/g /<10 KYQ/r

¢y Absentin | g/ niacyrnin | r

3267 ppm /3267 ppm

&) Not more than 1000 CFU/g 7 He 6inpine
100 KYO/r

b) Not more than 100 CFU/g / He Ginbuse 100
K¥YO/r

¢) Absentin | g/ Bineyruis 1 r

Not more than 5000 ppm B
Meets the requirement of USP Gener
«O2in /

He Ginkie 5600 ppm
Iosunen sianosigatu sumoray @, CLUA «621» N

al chapter

-

7

3
//
&
.L]

Remarks: The product confirms 1o above specifications
Mpnatirika: Uponyver aignosinae BHLIC3ATHANCHIIT chewidixani

yapalug Py
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ested by / Tectynas;
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Document Checked by / IMepenipus:
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CERTIFICAT

EOF QUALITY

CEPTH®IKAT AAKOCTI

Dr.Reddy’s Qf':‘

Fuse Cipp 6 0l/ 36

Product: OMEZ, capsules 40 mg No28 (7x4) in blisters
fApoayxr: OME3® kancynu no 40 sr Ne 28 (7x4) y daietepax
T capsule contains: Omeprazole 40 mg

1 kaiteyaa mictiTs: OMenpasoay 40 mr

Country of manufacturer: India
Kpaina-supotuux: Inaisn

Batch / Cepis No: C2307098

Batch Quantity / ©6’em napTii 23056 packs / 23056 ynakopxn

Analytical Report / Auaniviunnii spir Ne: 890001671507

Date of Analysis / lata sunpodyrauna: 30.06.2023

Date of Manufacture / lata supotauuTea: 05-2023

Date of Expiry / Tepmin npuparnocri: 04-2026

Registration certificate / Peccrpauifine nocsinveniist No:
UA/0235/02/03

Valid till: Unlimited
Hiftene go: neobmekeno

Order of MOH No: Ne1655 from 22.07.2019 / Haras MO3 ¥Ykp

atHn Nel 655 pig 22.07,2019

Size and type of the package / Posmip Ta tun nakyeanus:

7 capsules in a blister with labeling in Ukrainian; 4 blisters in a
cardboard box marked in Ukrainian and English /

no 7 kancyn y GiicTepi 3 mapKyBsanss YRPATHCEROIO MOBOIO]
no 4 Onictepn B waprommif Kopobui 3 mapkyBanHam
YRPaTHCLKGID TA AHLAIfIChK0O0 MOBAMH

Name, address and numbers of the licenses of manufacture
and quality control / Halimenysanus, ajnpeca Ta Homep
fMiueHsii BupoSHMKa Ta KOHTDGAID AKOCT:

Dr. Reddy’s Laborateries Limited, FTO Unit 3

Survey No. 41, 42 part, 45 part & 46 part, Bachupally Viliage
and Mandal, Medchal Malkajgiri District-5000690, Telangana,
India No 39/RR/AP/O7/F/R

A-p Peaai'c Nadoparopic Jlta, ®TO - 3

Ainbhiua Ne 41, 42p , 45p i 46p, ¢. Bauynani i Mawaan,
Menuan-Maakaiiripi — 500090 Tenaurana, luaia
JlinensinNe 59/RR/AP/9T/F/R

OKpYIr

Declaration of certifieation: “| hereby certify that the above inform

manufactured, including packaging/labelling
requirements of the local Regulatory Authorit
product specification file for [nvestigational
and found to be in compliance with GMP™. /
Hexnapauin npo ceprudixanito: “Lium 3aceinn
BUTOTOB/IEHA, BXMOHAIONH YRAKOBKY/M
BHmoramu GMP Micuesoro Perynsropi
ninensiv Kpaink-iMnoprepa abo y nocke crewdixauil npoaykry
YNAaxoBUI Ta aHanisy Gynu neperaanyTi ta seTanosNEHO Binnosinan

and quality control
y and with the speci

ApKyBaHHi Ta nepesipky

Medicinal Products. The batch processing,

{07 oprauy i Bianoeinuo 1o cne

ation is authentic and accurat
at the above mentioned
fications in the Marketing

¢. This batch of product has been
site(s} in full compliance with the GMP
Authorisation of the importing cousntry or
packaging and analysis records were reviewed

YI0, U0 pUwerHknanena jnhopmain cnpasikus i Touna. Ll cepis npoaywry Gyaa

AKOCT) Ha BHWE 3rafaHoMy cafiti (ax) y noswili signosianoeti 2
uuixauiii, mo micrarees n peectpauifinomy socke / Toprosiii
A DOCRIGKYBAHMY AiKapcexux 3acobis, Howkymeren no ofpobui.

icrs GMB,”

Remarks: The product confirms 10 above specifications
Hpumitiea: Npoaysr signosinac BHELe3a3HAMeHI Cne i kauii

gy L0

Tested by 7 Teerysan: = o Document Checked by /

(22— Ly

[Mepesipiss:

-t,, ¥ ‘S”f
R onea Usors smewslpy ~

ate 7 Jiara: -0 Lol Date 7 Jlara:

OO ~1D73,

Hivdaa 2

Pate / Jlara:




HEPKABHA CJIYIKBA 3 JIKAPCHBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMY Y KHIBCBKINA OBJACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €EIIPIIOY 37078774

BUCHOBOK
PO SIKICTH BBE3EHOI0 B YKpainy JikapcbKoro 3acoby

28.08.2023 Ne 38672/23/10

OME3®

(HaliMeHyBaHHA MKAPCEKOro 3ac00Y 3TigHO 3 PeCCTPaiiHAM ITOCBI YCHTHM)
Kancyau mo 40 mr kancysn y Guaicrepi; no 7 Kamneya y Gaicrepi; mo 4 Gaicrepu B kapTouHiii
Kopooui

(bopma BrnycKky, no3yBaHHS, BH) HaKyBaHHA JIKAPCHKOro 3acoby)
Homep peecrpaniitroro mocsinuenns UA/0235/02/03 CTpOK Aii peectpauiiinoro noceimuenas 01.01.2099
Cepis nikapeskoro 3aco6y Ne C2307098 Kinexicts BBe3eHOTO s1iKapekoro 3acoby 48

Bupo6muxk H-p Penni’c JlaGoparopic JItx, Iuzis

(HaitMeHyBanHs BHPOGHHKa miKapcrkoro 3acoby, kpaita TIOXOJKEHHA)

Bsesero B Vipainy ToBapucreo 3 o6MeskeHO0I0 BitnosinaaeHicrio "JIp. Peuni'c
JlaGoparopiz", inenr. kox: 37560808

(nafimenysanns Ta kox 3a €PIIOY FOPHAHYHOT 0co6M abo npisBuie, iM's, 110 GaThKoB] (hizuyHOT
ocolu - minupreMns, i Miclie MpoKUBAHHA Ta PeECTpaLifnmit HoMep 06/IIKOBOT KapTKH MaTHUKA
TMOJIATKIB a0 cepis Ta Homep [acropTa)

poroxoen sisyanpuore konrpomro six 08.08.2023 Ne 2435/1.

Jlaboparopuuii anamnis skocti TKapcEKOro 3acoby 3ailicHeHmii:

JII "Lenrpansna nabopaTopis 3 aHamisy sKoCTI MKapCBKUX 3ac00iB 1 METUYHOT npoaykiii"
(M.Kwis, Byn. Kyapsscska 10r M.Kuis, Byn. Kynpssceka 8B Kuiscnka obuacte, ¢. Hosi ITetpiswi,
Byl IBana ®panxa, 19)

(HaiiMEHYBaHHA Ta MiCLE3HAXO KO nabopatopii, 1o nposena nabopaTopHHii aHami3 aKocri)

Brcnosox mwozto sxocti nikapeexoro saco6y, Bupanmii naboparopiero six 25.08.204

PesyneTatu naGoparopaoro aHaTi3y AKOCTi JikapchKoro 3acoby 3a nepesipeHHMHI s
BHMOTaM METOJIB KOHTPOIIIO SIKOCTI (aHaMITHYHO -HOPMATHBHOT JOKYMEHTAIiT).
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CERTIFICATE OF QUALITY

CEPTUDIKAT IKOCTI

o .
Dr.Reddy’s ‘;‘

Page "Urop, L of/ 3

Product: OMEZ, capsules 40 mg No28 {7xd) in blisters
MpoayxT: OME3" rancyan no 40 mr X 28 (7x4) y daicrepax
! capsule contains: Omeprazole 40 nmg

I xaneyna micTure: Omenpazony 40 mr

Country of manufacturer; India
Kpaina-snpoSiine: Iuais

Batch / Cepig Ne: C2307098

Batch Quantity / O6°cv naprii: 23056 packs / 23056 ynagonry

Analytical Report / Ananinieannii 3sit Ne: 890001671507

Date of Analysis / lata sunpotysanns: 30.06.2023

Date of Manufacture / Jata BlpoduTuTBa: 05-2023

Date of Expiry / Tepmin npunarnocti: 04-2026

UAM235/02/03

Registration certificate / Pecctpaniiine nocsinuenns Ne:

Valid till: Unlimited
Jiitcne no: HeoBmexeno

Order of MOH No:

Net655 tram 22.07,2019 / Hakas MO3 Yxpainn Nel655 pin 22.07.2019

Size and type of the package / Poamip ra Ton nakysauns:

7 eapsules in 2
cardboard box
no 7 wancya y

no 4 Gaicrepn
YKDATHCBLKO0 Ta aHILICLKOI0 MOBaMN

blister with labeling in Ukrainian; 4 blisters in a
marked in Ukrainian and English /

BaicTepi 3 Mmapkyaauam YEPATNCHLKOIO MOBUID;
B Kaprauuiii xopobui 3 MADKYBARHIM

Name, address and numbers of the licenses of manufacture
and quality control/ Hatimenrynauna, aapeca ta HOoMep
niuensii BupodHNKa T2 KOHTRONIO SKOCTI:

Dr. Reddy’s La
Survey No. 41,

Ainsema Ne 4
Meauan-Mank

boratories Limited, FTQ Unit 3
42 part, 45 part & 46 part, Bachupaly Village

and Mandal, Medchal Maikajgiri Distriet-500090, Telangana,
India Ne S9/RR/APY7T/F/IR
A-p Penni'c Madoparopic Jlva, OTO - 3

1, 42p, 45p i 46p, ¢. Bavuynani i Yaupam, oxpyr
afiripi — 500090 Tenanraua, lngin

Jlinenzine SO/RR/AP/OT/EIR

Results / Peavnbrari

Specification / Cocuninania

No Test / Teer

; Description / 3oeaimniii
‘ BULNA

5 ldentification HPLC /

- laevTndirauis BEPX

Off-white elliptical to spherical pellets
filled in size “0” hard gelatin capsules with
opaque yeilow colored cap and opaque
lavender colored body imprinted with
“OMEZ 48” on cap and body with black
ink. / Maitxke 6inoro, sin eninTuunaf o
chepruHol GopmH neneTr B TBCpLi He
11posoplii seaaTunosiit kancyni poamip
«0» 3 KPHIUEUKOLO KCBTOTO KOJILOPY Ta
TIIOM NAaBAHAOBOTO KONLOPY 3 HAMHCOM
HOpHOTo Koawoby «OMEZ 40s ua
KPHIIeu Ui Ta Tini kancysiu

Ry A

Ch\ﬁ;ﬂicﬁﬂ
a0

m@w““““ o
0
168

Remarks: The preduct confirms to above specifications
[Tpustivica: Tlpoayks sianosinae eiimeyaznascnii eneundiranii

Tested by / Tectypag: /..9>0
g

c'%/@i&/

Document Checked by / Tlepenipris:

Ly

Off-white to pale yellow, elliptical to spherical
peliets fifled in size “0" hard gelatin capsules with
opague yellow colored cap and opaguc lavender
colored body imprinted with “OMEZ 40™ on cap
and body with black ink. / Bin maibxe Sinoro Fits)
CBITNO-3KOBTOMO eAinTyuHoT Ta/abo ceprunol
(hopmn nesteTH B TRepR He nposopiii
AENATHHOBHT xancyni posmip «0» 3 KIHILICUKOIO
HOBTOrO KONLOPY Ta TINOM NABAIAOROIG KONGOpY

RPHINEYLN T Tisi karicysn

The reicntion time of the major peak in the

chromategram of the assay preparation should
correspond to that of the major peak in the
chromatogram of the standurd preparation as
obtained in the assay / Yac yrpimanns ranosioro
Aika Ha XpoMaTorpami BnIpoGyRINere posunuy,
NOBNHHO  BiAnosizaTn  wacy  yTpnManig

FONOBIOTO NIKE HA XPOMATOrpani CTOIIARTIOTO
ok BT
BH3tAYRIFH

OTRHMAHOTO Hpn KlJ]bK;CHOM}’

Date ' Jlara; OG- G-l R

Date 7 Rava: (54 < J -T2

Lnvon - sual

Brans/ wss o7 1yws07C




CERTIFICATE OF QUALITY

CEPTHUPRIKAT SAIKOCTI

Dr. Reddy’s ‘;‘

Page 7 Cuop, 20f/ 36

Product: OMEZ, capsules 40 mg Ne28 (7x4) in blisters
flpoaykr: OME3® kancymit no 40 mr No 28 {7x4) vy daicrepax
I capsule contains: Omeprazole 40 mg

! waneyna micTirn: Ostenpasosry 40 mr

Country of manufacturer: ladia
Kpafua-supotunw: Ingis

Baich / Cepist No; C2307098

Batch Quantity / Q6 em naprii: 23056 packs / 23056 YNAKOBK)

Analytical Report / Anasitinannii rit Ne: 890001671507

Date of Analysis / lata snapoGysanns: 30.06.2023

Date of Manufacture / lava supoGunnrsa: 05-2023

Date of Expiry / Tepmin npuaatiocti: 04-2026

Registration certificate / Peccrpanifine nocsinuennst No:
UA/0235/02/03

Valid till; Unlimited
HAilicre no: neoGnmexens

Order of MOH No: Ne1655 from 22.07.2019 / Hawcas MO3 Yicpainn Nei655 sin 22.07.2019

Size and type of the package / Posmip rta Tun nakysanns:

7 capsules in a blister with labeling in Ukrainian; 4 blisters in a
cardboard hox murked in Ukrainian and English /

ne 7 kancyn y Gnicrepi 3 maprysannam YKpaincbKo0 MOBOIO;
no 4 Ggicrepu B KapTonmiii wopodui 3 MAPKYBAHHRAM
YKpatHeL Koo Ta anraifies koo mosamMi

Name, address and numbers of the licenses of manulacture
and quality control / Hafimenypanus, aapeca Ta Homep
SHueHsit BupoGunKs Ta KOHTPROJIIG FKOCTE:

Dr. Reddy’s Laboratories Limited, FTO Unit 3

Survey No. 41, 42 part, 45 part & 46 part, Bachupally Village
and Mandal, Medchal Malkajgiri District-300090, Telangana,
India Ne S9/RR/AP/9T/F/R

H-p Peani'c JiaGoparopic Jlra, ®TOQ - 3

Aisswinst Ne 41, 42p , 4Sp i 46p, c. bauynani i Maugan, oxpyr
Menuan-Maakaitripi — 500090 Teaaurana, higis

JlinensisNe S9/RR/AP/Y7/FIR |

Loss on drying (60°C} /

BMICTY KANCya

3 Biparta macu npn 0.9%/0.9 % Not more than 2.5% / He Ginuwe 2.5%
BMCYIIYBAHH] {60°C) o
A verZisinelshialthe 527.0 mg £7.5% (from 487.5 mg 10 566.5 mg) /
4. capsute / Cepeann maca 5310mg/531.0 mr S37.0 r £7.5% (gin 487.5 Mrbgm Py Ml‘%
KancyJsm
Average weight of the ner 420.0 mg £7.5% (from 388.5 mg to 451.5 mg) /
3, content / Cepenss maca 428.7 me /4287 mr A20.0 Mr £7.5% (niz 388.5 mr oo 4515 M7}

Uniformity of weight for net
6. content / OaxopianicTs
__ NOBOBAHHX ONMHHLL
Uniformity of dosage units /
OntopianicTs nozoBanHX
O/IHHHUIL

The acceptance value (AV) is 3.0 /
Hpniimansue wueno (AV) 3.0

The acceptance value (AV) is 5.2 /
Tpudimantue wicio (AV) 5.2

Meets the requirements of USP “005” AV <|5 /
Nopien sianoeinatv pumoram . CLLIA «905%;
AV <13 o

Meets the requirements of USP “005” AV <15 /
Nosiwew pinneeisat sumoray ©. CLHA «905n:

Dissolution / Posusnenns

Unit I/ Crpota |

Unit 27 Cnpota 2

Unit 3/ CnpoGa 3

nit 4/ Cnpoda 4

nit 5/ Cripoda 5

|2 AL The average of the 6 capsules is not more than
A 10% of Omeprazole {C1=HwN20:S) is dissolved
4% - i 2 hours (L1} / Cepenne anavenns ais 6
20 KANCya - ve dinkie 0% oMeapazony
et L AGTHeNAGOS) posumHseTheH RIIDOAOBIK 2 roami
(L1)
| e The average of the 12 capsules is not more than
10% of Omeprazole (CizHwN0-S) is dissolved in
73 Yo 2 howrs (L.2) 7 Cepeanc siavenns s 12 Kancyn

- ne Gizsuie 10% omeirpazany (CrHoN0s8)
PORHIHACTHCA 3NNOZODES 7,7 roan {1.2)

Remarks: The product confirms to above specifications
fipusiTea: HipoaykT sianosizae mnesazuaneniii cneryrpikandy

Tested by ¢ Tectypan: :ﬂ,v = IDocument Checked by / Ftepegipun:
&Zw&“///{ LD
Date 7 flara: CO-EFeFo)E Date " Jlata: 3 e A3 -2OTL




CERTIFICATE OF QUALITY

CEPTHDIKAT SIKQCTI

Dr.Reddy’s @3¢

Page (o 3 0l 3 6

[ Product: OMEZ, capsules 40 mg Ne2§ (7x:1) in blisters
Hpoaykr: OME3* kancyan no 40 smr Ne 28 (7xd) y nticrepax
1 capsule contains: Omeprazole 40 mg

I kancyaa mieTnTs: Omenpazosny 40 ar

Country of manufacturer: India
Kpaiua-supetnng: lnain

Batch / Cepin Ne: C2307098

Bateh Quantity / O6°em napTii: 23056 packs / 23056 yoawosxkn |

Analytical Report / Ananivnvnnii 3sir No: 9000 1671507

Date of Analysis / Aara Bunpodysanna: 30.06.2023

Date of Manufacture / laTta Bitpodunursa: 05-2023

Date of Expiry / Tepmiu npuaarnocri: 04-2026

Registration certificate / PeceTpauiiine noceinuenns Ne;
UA/0235/62/03

Valid till: Unlimited
Aiiicke no: neotimemeno

Order of MOH No: No1655 from 22.07.2019 / Haxaz MO3 Ykpainn Nel655 pig 22.07.2019

Size and type of the package / Poasip 1a tin naxyeanng:

7 capsules in a blister with labeling in Ukrainian; 4 blisters in a
cardboard box marked in Ukrainian and English /

no 7 kauneyn y Gnicrepi 3 MAPKYBAHHAM yIPATHCBKOIO MOBOJ;
no 4 Gaicrepn R KapTolHiil  wopobui 3 MapPKYBaHHM
YKPATHCEKOI0 TA aHTAIHCLKOI0 MOBAM

Name, address and numbers of the licenses of manufacture
and quality control / Halimenysauns, agpeca ra Homep
Aiuensii BpoGxnka ta KOHTPOTIO AKOCT:

Dr. Reddy’s Laboratories Limited, FTO Unit 3

Survey No. 41, 42 part, 45 part & d6 part, Bachupally Village

and Mandal, Medchal Malkajgiri District-500090, Telangana,
India Ne S9/RR/AP/O7/F/R

A-p Peani’c JlaGopatopic Jita, DTO — 3

Hinbanua Ne 41, 42p, 45p i 46p, ¢, bauynani i Mangan, oKpyr
Menqan-Mangaiiripi — 500090 Tenanra Ha, [nain

JiuensiaNe 59/RR/AP/97/F/R

- S

The average of the 24 capsules is not more than
[0% of Omeprazole {CiH1N2018) is dissolved in
2 hours (L3) / Cepejne snauenns ans 24 KancyJs
— He 6inbise 10% omenpasony (CirHiwN0:S)
PO3THHAETECR BRponosxk 2 roauH (L1)

Unit | / Cnpo6a |

B.Buffer stage (in buffer
PH 6.8) / Bydepna cranis (y
dythepromy  posunni pkl
6.8)

Unit 2/ Capoda 2

Unit 3 / Copota 3

Unit 4 7 Cnpoda 4

Unit 5/ Cripoda ¢

Urit 67 CipoBa 6

Assay of Omeprazole in
capsule / Kijnkicie
BHIHAUCHH Omenpilona o
Kancyni

94 % .
B. Not less than 75% {Q) of the labeled nmouni
96 % of Omeprazole (CorHuN:O58) is dissolved in 45
i minutes / He meume 75% {Q) nominanklior
95 % KILKOCTI oMenpazony (CarHiuNA0:S)
T S PO3UHHACTLCS BRPOAOBK 45 XBHIIH
93 %
93 %
94 9%

From 95.0% to 1635.0% of the labeled amount of
Omeprazole (Ci+HiwN:0:8) at the release / Bin
95.0% no  105.0% HomiHanbiod KifiskooTi
onmenpazona (CiHeNa0sS) na momens BHIOVLKY
From 90.0% to 110.0% of the labeled amoumn of
Omeprazole (CisH N, 01S) during shelf life / Bin
20.0% a0 110.0%  woMinanbuol KiNbKROCT
osmenpazona (CoHwN:OWS) snponosx TEpMIHY
L npuagrnocri

Remavrks: The product confirms to above specifications
Mpustivia: HpoaysT sinnosinac Brihesasiaveniii coendgivanii

Tested by / Tectypun: 3 _é‘),p

@,’—-{/*, e [—@

I Die ! 1...1.:1“:-”7 (")G@-—g*?E’LJ o il

Document Checked by 7 Tepenipiin:

Date Jlira: oﬁ?@?"wlfg

awthorizing the hatch
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CERTIFICATE OF QUALITY

® CEPTU®DIKAT SIKOCTI

Dr.Reddy'’s Q3¢

L4

Puge “Crop, d6l/ 3 6

Product: OMEZ, capsules 40 mg No28 {7x4) in blisters
Mpoayir: OME3* cancyan no 40 mr No 28 (7x4) y Gnicrepax
I capsule contains: Omeprazole 40 mg

I kancyma MicTnes: Oxenpazony 40 mr

Country of manofacturer; India
Kpaiua-supoduuk: Ingis

Batch / Cepia Ne: C2307098

Batch Quantity / O6’em naprii: 23056 packs /23056 ynaxoskn

Analytical Report / Ananivirunndi sait No: 890001671507

Date of Analysis / Jata mitnpodysanun: 30.06.20723

Date of Manufacture / lara sHpoGunurea: 03-2023

Date of Expiry / Tepmin npuaariocri: 04-2076

Registration certificate / Pecerpauitine nocrinuenms No:
UA/MG235/02/03

Valid till: Unlimited
Hificke no: weoBbmemxeno

Order of MOH No: Ne1655 from 22.07.2019 / Haxas MO3 Ykpainu Nel655 gig 22.07.2019

Size and type of the package / Posntip Ta Tun naxysannsa:

7 capsules in a blister with Iabeling in Ukrainian; 4 blisters in 2
cardboard box marked in Ukrainian and English /

no 7 kancyn y 6xicrepi 3 MAPKYBAHHAM YRPATHCLKOIO MOBOW;
nmo 4 Gaictepn B Kaproswiii Kopobui 3 mapxysanunm
YKPATHCHKOW Ta aANILHCh K010 MOBaMI

Name, address and numbers of the licenses of manufacture
and quality control / Haiimenypanns, aapeca o HOMED
Atuensii BitpoGiuica KOHTDOMO SIKOCTL:

L

Dr. Reddy’s Laborateries Limited, FTO Unijt 3

Survey No. 41, 42 part, 45 part & 46 part, Bachupally Village

and Mandal, Medchal Malkajgiri District-300099, Telangana,
India No S9/RR/AP/97/F/R

A-p Peaai'e Taboparopic Jiva, &TO 3

Hinvnuusn Ne 41, 42p , 45p i d6p, c. Bauynani i Maunan, okpyr
Meauan-Maneaiicipi — 500090 Tenauraua, lugia

JinemiaNe SO/RR/AP/OT/F/R

Related substances /
CynyTsi somilkn;

a}Impurities Fand G /
Homimkin Fma G
0.04 %)

Y0, 1 b)Impurity 7 Jamimka A

e} Any other individual
Impurity / Syas-ska ina
HHANBIAYaIRHE nOMiyKa

d) Total impurities / Cyma
_Aomiior

Below LOQ (LOQ = 0.04%) / Himxue

MEIRE KUK ICHUI O BISHULEH H (MKB ~

Not detected / He Bi3Hauena

0.09%70.09 %

0.1%/0.1%

not more than 0.4% / e 6insie 0.4%

not more than 0.4% / ne Sinbe 0.4%

not more than 0.4% / Me 6utsige 0.4%

not more than 2.0% / ne Ginswe 2.0%

Meets the requirement of USP General chapter
«62 1 / TloBiines pinnosigaTy sBUMOranm &, CLIEA
«62 1y

Remarks: The product conlirms 1o above specifications
Hpumitea: Mponysy sinnesiane BHLHCIOIHAYCHIE cienidikawii
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CERTIFICATE

OF QUALITY

CEPTH®DIKAT SIKOCTI

Dr.Reddy’s Qf:‘

age / rop. 3oi/a 6

Product: OMEZ, capsules 40 mg No28§ (7x4) in blisters
Mpoayicr: OME3® caneyan no 40 mr Ne 28 (7xd) y GnicTepax
i capsule contains: Omeprazote 40 mg

I kancyaa mierirrs: Omenpasany 40 mr

Country of manufacturer: India
Kpaina-gupoduine: Innin

Bateh / Cepia Ne: C2307098

Batch Quantity / O6"em naprit; 23056 packs /23056 ynakosien

Analytical Report / Awastitisingi sgit No: 890001671507

Date of Analysis/ Qara sititpoGyeanns: 30.06.2033

Date of Manufacture / aTa eupofnnuTea; 05-20723

Date of Expiry / Tepmiu npuaariocti: 04-2026

Registration certificate / Peectpauiiine nocsinuennn Ne;
UA/0235/02/03

Valid till: Unlimited
Hiiicne no: neobmeneno

Order of MOH No: No1655 from 22.07.2019 / Haxaz MO3 Yipa

i Ne 1655 min 22.07,2019

Size and type of the package / Posmip ta Tan naxysanns:

7 capsules in a blister with tabeling in Ukrainian; 4 blisters in g
cardboard box marked in Ukrainian and English /

no 7 xancyn y Gnicrepi 3 MAPKYERHHAM yRPalICEK0I0 MOBOIO;
no 4 Guictepy B KapToHHIi KOPOOW 3 MAaprkyBaRHIM
YKPaiHCLbikol Ta aurmificLKoo MoBamu

Name, address and numbers of the licenses of manufacture
and quality control / Haiimenysauns, aapeca ta HOMep
Niuensii BupoSuika Ta KONTPONE0 AKOCT:

Dr. Reddy’s Laboratories Limited, FTO Unit 3

Survey No. 41, 42 part, 45 part & 46 part, Bachupally Village
and Mandal, Medchal Malkajgiri District-500090, Telangana,
India Ne SO/RR/AP/97/F/R

A-p Peani'c Jadopatopic Jita, GTO — 3

Ainvinms Ne 41, 42p 45p i d6p, e. Bavynanii Marzan,
Menuan-Manwaiiripi — 500090 Tenaanrana, luais
JinensinNe S9/RR/AP/OT/FIR

OKpYr

Microbiclogical purity /
Mikpofionoriuna uucrora:
a) Total aerobic microbia]
count/ 3aransHa KineKicTs
aepoSHux mixpooprauiamis
{TAMC)

b) Total veasts and molds
count / 3araibHa KinbkicTs
ApIKIKOBHX T8 NAICHABMX
rpubis (TYMC)

¢} Escherichia coli

lsopropyl alcohol / Criupr
izonponitosuii

a) <10 CFU/g/ <10 KYGir

b) <0 CFU/g /<10 KYQ/r

¢y Absentin | g/ niacyrnin | r

3267 ppm /3267 ppm

&) Not more than 1000 CFU/g 7 He 6inpine
100 KYO/r

b) Not more than 100 CFU/g / He Ginbuse 100
K¥YO/r

¢) Absentin | g/ Bineyruis 1 r

Not more than 5000 ppm B
Meets the requirement of USP Gener
«O2in /

He Ginkie 5600 ppm
Iosunen sianosigatu sumoray @, CLUA «621» N

al chapter

-

7

3
//
&
.L]

Remarks: The product confirms 1o above specifications
Mpnatirika: Uponyver aignosinae BHLIC3ATHANCHIIT chewidixani
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CERTIFICAT

EOF QUALITY

CEPTH®IKAT AAKOCTI

Dr.Reddy’s Qf':‘

Fuse Cipp 6 0l/ 36

Product: OMEZ, capsules 40 mg No28 (7x4) in blisters
fApoayxr: OME3® kancynu no 40 sr Ne 28 (7x4) y daietepax
T capsule contains: Omeprazole 40 mg

1 kaiteyaa mictiTs: OMenpasoay 40 mr

Country of manufacturer: India
Kpaina-supotuux: Inaisn

Batch / Cepis No: C2307098

Batch Quantity / ©6’em napTii 23056 packs / 23056 ynakopxn

Analytical Report / Auaniviunnii spir Ne: 890001671507

Date of Analysis / lata sunpodyrauna: 30.06.2023

Date of Manufacture / lata supotauuTea: 05-2023

Date of Expiry / Tepmin npuparnocri: 04-2026

Registration certificate / Peccrpauifine nocsinveniist No:
UA/0235/02/03

Valid till: Unlimited
Hiftene go: neobmekeno

Order of MOH No: Ne1655 from 22.07.2019 / Haras MO3 ¥Ykp

atHn Nel 655 pig 22.07,2019

Size and type of the package / Posmip Ta tun nakyeanus:

7 capsules in a blister with labeling in Ukrainian; 4 blisters in a
cardboard box marked in Ukrainian and English /

no 7 kancyn y GiicTepi 3 mapKyBsanss YRPATHCEROIO MOBOIO]
no 4 Onictepn B waprommif Kopobui 3 mapkyBanHam
YRPaTHCLKGID TA AHLAIfIChK0O0 MOBAMH

Name, address and numbers of the licenses of manufacture
and quality control / Halimenysanus, ajnpeca Ta Homep
fMiueHsii BupoSHMKa Ta KOHTDGAID AKOCT:

Dr. Reddy’s Laborateries Limited, FTO Unit 3

Survey No. 41, 42 part, 45 part & 46 part, Bachupally Viliage
and Mandal, Medchal Malkajgiri District-5000690, Telangana,
India No 39/RR/AP/O7/F/R

A-p Peaai'c Nadoparopic Jlta, ®TO - 3

Ainbhiua Ne 41, 42p , 45p i 46p, ¢. Bauynani i Mawaan,
Menuan-Maakaiiripi — 500090 Tenaurana, luaia
JlinensinNe 59/RR/AP/9T/F/R

OKpYIr

Declaration of certifieation: “| hereby certify that the above inform

manufactured, including packaging/labelling
requirements of the local Regulatory Authorit
product specification file for [nvestigational
and found to be in compliance with GMP™. /
Hexnapauin npo ceprudixanito: “Lium 3aceinn
BUTOTOB/IEHA, BXMOHAIONH YRAKOBKY/M
BHmoramu GMP Micuesoro Perynsropi
ninensiv Kpaink-iMnoprepa abo y nocke crewdixauil npoaykry
YNAaxoBUI Ta aHanisy Gynu neperaanyTi ta seTanosNEHO Binnosinan

and quality control
y and with the speci

ApKyBaHHi Ta nepesipky

Medicinal Products. The batch processing,

{07 oprauy i Bianoeinuo 1o cne

ation is authentic and accurat
at the above mentioned
fications in the Marketing

¢. This batch of product has been
site(s} in full compliance with the GMP
Authorisation of the importing cousntry or
packaging and analysis records were reviewed

YI0, U0 pUwerHknanena jnhopmain cnpasikus i Touna. Ll cepis npoaywry Gyaa

AKOCT) Ha BHWE 3rafaHoMy cafiti (ax) y noswili signosianoeti 2
uuixauiii, mo micrarees n peectpauifinomy socke / Toprosiii
A DOCRIGKYBAHMY AiKapcexux 3acobis, Howkymeren no ofpobui.

icrs GMB,”

Remarks: The product confirms 10 above specifications
Hpumitiea: Npoaysr signosinac BHELe3a3HAMeHI Cne i kauii

gy L0
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