« @%
Dr.Reddy’s Q¢
000 «[p. Pen’c J'[aﬁopa:'ropuc»

115035, r. Mocksa, i
Opuunnukonckas Hab., A 20 cTp. 1

Tenedon (495) 79539 39
www.drreddys.ru
www.drreddys.com

01.02.2022 r.
Ne 127/22

CBHUJIETEJILCTBO O COOTBETCTBHUM
TPEBOBAHMAM I'OCY IAPCTBEHHOM PEI'I/ICTPAIJI/II/I

Hacrospm OO0 «lp. Pennu’c JlaGopaToprcs yIoCTOBEPSET, 4TO
JIEKapCTBEHHBIH Ipenapar A1l MeIMIIHECKOT0 IPHMEHEHS

Haumenosanue JII1: Omes®

MHH: Owmernpazon

Jlexapcmeennas gopma, ‘ ‘ |

popma evinycxa: xarcynsl, 20 Mr (ctpum) 10 x 3 (nayka KapTOHHa;{)

PY No, oama: TINO015479/01 or 26.09.2008 (gara 3aMexs] PV
12.11.2020)

HI[, usmenenue No: - TINO015479/01-121120

Ipouseodumens, cmpana: H-p Penmm’c Jlaboparopuc JIta., Mupus

Adpec npoussoocmea: Formulations Technical Operations — Unit-II, Survey Ne 42, 45 &

46, Bachupally Village, Bachupally Mandal, Medchal Malkajgm
District, Telangana State, India — 500 090 I

Cepusa Ne: B2104165

Konuuecmeo: - 65505 ymakoBox

Hama uszomoenenus: 11.2021 :
Cpox zo0Hocmu: 10.2024 ?
Koo OKIIJ2: ' 21.20.10.112

Koo TH B3/I: 3004900002 :

Koumparxm Ne: DRL 01/2020 ot 26.10.2020

Hrneotic Ne: 185032249 ot 15.12.2021

COOTBETICTBYLT TPeOOBAHIAM, yCTAHOBICHHEIM TPH €T0 TOCY,L‘[apCTBeHHOH
pemwpaum

YIIOJIHOMOYEHHEIH 110 KaUecTBY

|
Hatuit A.B.
BBO3HMOM TIPOAYKLIAH :




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

ITponyxr: Omea® (omenpason), kancyis 20 mr

Batch No. / Cepusn Ne:

B2104165

cepum:

Batch Quantity / O6nem

2000000 NO

2002FP21002341

AR No / Ananurnuecknii oTuer No:

Date of Analysis / Jara
aHAIH3a!

02-12-2021 .

Mfg, Date: / laTa nponssoicTra;

11/2021
10/2024

Date of Expiry / Toaen no:

Analysis performed according NI / Anwanuz nporeen o HJI: 1T NO15479/01-121120

Ne Test / ITokazaTens

Result / PesyasraTnt

Specification / Hopma

1 | Description /
Onucanue

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on
both parts of the capsule. Capsule
content - white pellets. /

TBEp}IbIB HEIAaTUHOBLIE
Npo3payHble Karcyssl pasMepa 2 ¢
GecuBerHeIM  KOpOycoM, po3oBoi
KpPBIIEeYKOH n MapKHPOBKOH
wepHoro useta «OMEZ» Ha obemx
wactax  kaocynasl.  Copepxumoe
Karcys — rpaHynel Genoro sera,

Hard gelatin transparent capsules of size 2
with a colorless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white
pellets. /

Teepuste JKENATHHOBBIE Npo3payHble
Karcynel  pasmMepa 2 ¢ GeclpeTHBIM
KOPIycoM, pozoBoii Kpbitieyko# "

Mapkuposked wepnoro usera «OMEZy» na
oGewx yacTax kancynul. ConepxuMoe karcysn
— rpaHynsl Genoro Hnu nout Genoro useTa.

2 | Identification l Mognuunocts

2a) | ByUV/VY®-

CIEKTPOOTOMETPHS

Complies as prescribed/
CootsercTByeT TpeGoBaHUIM

UV-absorption spectra of both test and
standard solutions of omeprazole in the range
230 to 350 nm should exhibit maxima at the
same wavelength. /

YO - crexTpsl TOMIOIIEHHA PacTBOPOR
npenapata UM craHfaprioro  ofpasua
oMmenpazona B obnacty or 230 mo 350 HM
JIOIKHB! HMETh MaKCHMYMBI [pH OZHON W
TOM K€ ANNHE BOJMHEL

Remarks : The Product conforms to ND/
Ipuneuanue; ponykr coorsercrsyer Tpebopanusm HIT

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Hpoaykr: Omes® (omenpazon), kancynsr 20 Mr
Batch No. / Cepusn No: B2104165 Batch Quantity / O6nem

cepmi: 2000000 NO
AR No / Ananuruvecknii oruer Na; Date of Analysis / Jata
2002FP21002341 anaanza:  02-12-2021
Mfg. Date: / {ara nponssoacTea: 11/2021 Date of Expiry / Togen po:

10/2024

|Analysis performed according ND / Anasmna nposeaen no HI: 11 N015479/01-121120

/ Cpeausist Macca
COMIePAIMOT0 Karncy.

Ne Test/ Hokazatens Result / PesyssraTh Specification / Hopma
2b) | By HPLC Or Comgplies as prescribed/ The retention time of main peak in the
| UPLC/UFLC CooTsercTByeT TpeGoBAHMAM chromatogram of test solution should
BN correspond to the retention time of main peak
CBOKX/BCICK in the chromatsogmm O.f omeprazole reference
standard solution (section "Assay"). /
Bpemst ynepkuBaHuA OCHOBHOrO nuka Ha
XPOMATOrpaMMe  WCTLITYEMOTO  pacTBopa
OOJKHO COOTBETCTBOBATE BpeMeHH
YOCDXHBaHMA  OCHOBHOr®  nuka  Ha
XPOMAaTOTpaMMe — pacTBopa  CTAHZAPTHOrO
ofpazua oMenpazona (paznen
«KonuuecTsennoe onpenenernnen).
3 | Average net fill weight | 269.3 mg /2693 mr 270.0 mg + 5.0 % (Between 256.5 mg and

283.5 mg) /
270,0 Mr £ 5,0 % (256,5 mr - 283,5 mr)

PacTropenue

95 %, 96%, 102%, 95%, 95%,
92%

4 | Water / Bona 1.2% wiw / 1,2% Not more than 3.0% /
He Goree 3,0 %
5 [ Uniformity of dosage 33133 Acceptance value (AV) should be less than or
units / Ognopoanwocts equal to 15.0. /
J03HPORAHNA Tokasarens nmpuemnemocts (AV) nomken
OHITL MeHee uiy pasen 15,0.
6 | Dissolution / 1%, 3%, 0%, 0%, 0%, 1%

In 0.1 M hydrochloric acid solution - not

.| more than 10 % of Cj;H,N;0,8

{omeprazole) is dissolved after 2 h /

B 0,1 M pacrsope xnopucrosopopozatoit
KHCJIOTH - He 6onree 10 % Cy;H,oN3058
(omenpason) wepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
Ci7H 9N;038 (omeprazole) is dissolved afier
30 min/

B Gydepe pH 6,8 - He mernee 75 % (Q)
Ci7HsN3038 (omenpason) wepes

30 mumH.

Remarks : The Product conforms to ND/
Mpumeyanne: [Mponyxr COOTBETCTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
3akaouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJN3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoayxr

! OMea® (omenpason), kaneyns 20 vr

Batch No./ Cepun Ne: B2104165 Batch Quantity / O6nem
cepmi: 2000000 NO

AR No / Anaautnyeckuii otuer No: Date of Analysis / Jlata

2002FP21002341 anaausa:  02-12-202]

MIfg. Date: / 1ata npousroncrna: 11/2021 Date of Expiry / T'ogen ao:
10/2024

|Analysis performed according ND / Anaunus nposejten no HJT: 1T NO1£470/01-121120)

Ne Test / Hoxazarens Result / PesyastaTn Specification / Hopma

7 | Related substances / [ocToponnue npumecn
Any individual 0.04% /0,04% Not more than 0.5 %, /
unidentified impurity / He Gonee 0,5 %

| JIroBan epunuynan
HEHICHTHHUMpPOBANHA
5 TIpUMech
Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMa npumeceit He Gonee 2,0 %

8 | Assay/ 20.1 mg /20,1 mr 180mg to 220 mg of Cy;H;gN;0,8
Konusecrsennoe (100.4% / 100,4%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeacHue label] claim), /

Or 18,0 mMr mo 22,0 wmr Cy7HsN;058
(omenpason) B kancye (ot 90,0 mo 110,0 %
OT HOMHHAJIBHOFO Coflepyanus),

9 | Microbial limits / MukpoGuonorneckan uncrora

a) Total Aerobic
Microbial Count /
Ob1ee uueno aspoGHEX
MHKPOOPTaHH3IMOB

Less than 10 CFU/g /
Mence 10 KOE/r

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
O61mee yucno
IPOHOKEBBIX 1
TIECHEBBTX TpHOOD

Less than 10 CFU/g /
Meree 10 KOE/r

Not more than 100 CFU/g /
He Gonee 100 KOE/r

c) E. coli

Absentin1 g/
Otcyreryers I ¢

Absentin1g/

Orcyrersne s | 1

10

Packaging / Ynakogrxka

10 capsules in an aluminum strip.
and patient information
leaflet in a carton pack. / TTo 10
Kancyn B amOMMHMEBOM CTpure,
I[To 3 crpuna ¢ wuncrpykumeit no
TIPUMEHEHHIO B MaYKy KapTOHHYIO.

3 strips

10 capsu[::s in an aluminum strip or
PAJAL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / ITo 10 xancynm B amomunuesom
ctpune win B ITA/ATITIBX // amoMunHeBOM
Gnuetepe. ITo 3 cTpuna unn no 3 fnucrepa ¢
WHCTPYKUMEH NO NpUMEHEHMIO B mauky
KAPTOHHYIO.

Remarks : The Product conforms to ND/

Ipumeuanwne: Iponykr COOTBETCTBYET Tpeboranusm HJJ

Conclusion : APPROVED /
3akuouense: ONOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJTH3A

Product: Omez (Omeprazole), capsules 20 mg

Tponyxr: Oves® (omMenpazon), karncyns 20 mr

Batch No. / Cepun Ne: B2104165 Batch Quantity / O6nem
cepry: 2000000 NO

‘AR No / Ananiwruveckuii otuer No: ' Date of Analysis / TaTa

2002FP21002341 anajgu3a:  02-12-2021

Mfg. Date: / laTa npoussogeraa: 11/2021

Date of Expiry / Togen no:
10/2024

Analysis performed according ND / Awanus nposenen no HI; 1 N015479/01-121120

Ne Test / TTowkazarens Result / PezyanTarst Specification / Hopma
11 | Labeling / According to ND / B cooreetcraun ¢ HJJ
MapxupoBka
12 | Storage conditions / At temperature below 25 °C. / [1pu Temnepatype ne spiue 25 °C,
YenoBUA XpaHcHiA
13 | Shelf life / Cpox 3 years /3 rona
rOQHOCTH

Remarks : The Product conforms to ND/
Hpumeyanne: Tponykr coorsercTByeT Tpebopanuam HIT

Conclusion : APPROVED /
3axmouenne: OHOBPEHO
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