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CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg,

Mpoayxr: Ome3® (omernpason ), Karcyier 2()_Mr

Batch No. / Cepnst Ne: B2104481 Batch Quantity / O0bem

cepum: 1990000 NO I _|
AR No / Asagutnuecknii or4yet Ne: Date of Analysis / Jlata

amaauza: 23-12-2021

2002FP21002524

Mfg. Date: / laTa NpOU3BOACTBA:

12/2021
11/2024

Date of Expiry / I'ogen io:

Analysis performed according ND / Anajus nposeaes no HJL: 11 N015479/01-121120

Ne

Test / Iloka3zaTenb

Result / Pe3yabTaThl

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. /

Trepmble KeJaTHHOBLIE
TIpO3paHEIe KarcyJBl pasMepa 2 ¢
OeclBETHBIM KOPIYCOM, P030BOil
KpBIIIEYKOH W MApKUPOBKOH
yeproro usera «OMEZ» Ha o6enx
yactsax  kancynsl.  Copepxumoe
KaricyJl — rpaHyJbl 6enoro LBera.

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. /
Teepasie KETIaTHHOBBIE TIpo3payvHbIe
Kamncysiel  pasMepa 2 ¢ OecuBETHBIM
KOpIyCOM, po30BOii KpBILIEYKOit "
MapKupoBkoit depHoro usera «OMEZ» na
obenx yacTax xancysbl. ComepkruMoe Karncyln
— rpany’bl 6enoro Win No4TH 6€10ro 1BeTa.

Identification / loanuHHOCTH

2a)

By UV /V®-
cniektpodoTomeTpus

Complies as prescribed/
CoOTBETCTBYET TPEOOBAHUAM

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. /

VO - crnexTpsl IOTJIOLMIEHUS PACTBOPOB
npemapara W craHgapTHoro  ofpasua
oMempaszona B obymactn ot 230 po 350 HM
IOMKHBI UMETh MaKCUMYMBI TIpH OAHOH U
TOH K€ JUITMHE BOJHBI.

Remarks : The Product conforms to ND/

TMpumeuanne: [IponykT cooTBETCTBYET TpeboBanusaM HIT

Conclusion : APPROVED /
Zakawyenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHD®UKAT AHAJTNU3A

Product: Omez (Omeprazole), capsules 20 mg MpomykT: OMe3® (omerpazon), Kaneyisl 20 vr
Batch No. / Cepus Ne: B2104481 Buich Quantity / O6bem
B cepun: 1990000 NO .
AR No / AHanutnueckuit orver Ne: Date of Analysis / laTa o
2002I'P21002524 amaanza: 23-12-2021
Mfg. Date: / Jara npoH3BoacTBAa: 12/2021 Date of Expiry / I'ogen no:
11/2024

Analysis performed according ND / Ananns nposeaen no H/I: TI N015479/01-121120

Ne

Test / IlokazaTelab

Result / PeayabTathl

Specification / Hopma

2b)

By HPLC Or
UPLC/UFLC

BOXX nnn
CBDBXX/BCXKX

Complies as presctibed/
CoOTBETCTBYET TPEGOBAHUAM

The retention time of main peak in the
chromatogram of test solution should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

Bpemsa ylOepKHBaHWs OCHOBHOTO THKa Ha
XpoMaToTpaMMe  WCTIBITYEMOTO  pacTBopa
IOJNXKHO COOTBETCTBOBATh BpPEMEHH
yAepKUBAHUS OCHOBHOTO nmuka  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHIAPTHOrO
obpazua oMerpazoya (paznen
«KomuuecTBeHHOE onpeecHUe).

Average net fill weight
/ Cpeansist Macca
COAEP:KHMOro KareyJi

272.1 mg/272,1 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)

Water / Boaa

1.0 % w/w / 1,0%

Not more than 3.0% /
He 6omee 3,0 %

Uniformity of dosage
units / OgHopoaAHOCTL
I03NPOBAHAS

3.1/3,1

Acceptance value (AV) should be less than or
equal to 15.0./

TTokazatesns mpruemieMocTH (AV) IobkeH
OBITH MeHee WK paBeH 15,0.

Dissolution /
PacTBopenmue

2%, 0%, 0%, 2%, 0%, 0%

97%, 98%, 99%, 100%,
95%, 96%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;H;oN3;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBope XnopHcTOBOAOPOAHOM
KUCITOTHI - He 6omee 10 % C7HgN;058
(oMempazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17H1oN30;S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
Mpumeuanne: [IpoaykTt cooTBeTcTBYET TpeboBaHusam HJ

Conclusion : APPROVED /
Zakawuenne: OJJOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 5

Printed Date

& Time (IST): 24-12-2021 18:15:55




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHD®UKAT AHAJIN3A

Ipoaykt: OMe3® (oMenpazon), KancyJibl 20 Mr

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepna Ne: B2104481 Batch Quantity / O0bem
cepuu: 1990000 NO

AR No / AHanuTH4ueckHii ordeT Ne: Date of Analysis / laTa

2002I'P21002524 anaamsa: 23-12-2021

Mfg. Date: / lara npoussoacTsa:

12/2021

Date of Expiry / l'ojen po:
11/2024

Analysis performed according ND / Anasms nposesen no H/: 1T N0O15479/01-121 120

Ne Test / IToxa3aTtesn Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / IlocToponnne npumMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JTro6as enHYHAsA

HeWIeHTU(PHULNPOBAHHA

s IpAMeCh

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMmMma nipuMeceit He 6oree 2,0 %

8 | Assay/ 20.4 mg/ 20,4 Mr 18.0mg to 22.0 mg of C;;H;sN;O;8
KoaugecTBeHHOE (102.0% / 102,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpe/eieHUe label claim). /

Or 18,0 mr gmo 22,0 mr Cy;H;gN;OsS
(omempazon) B karcyie (ot 90,0 mo 110,0 %
OT HOMUHANILHOT'O COAEPIKAHNA).

9 | Microbial limits / Mukpo0nonoruyeckasi 4HcTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6onee 1000 KOE/r
O61ee 9ucito a3poOHbIX

MHKPOOPTaHU3MORB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6omnee 100 KOE/T
O61ee yneno
IPOXKEBBIX U
MJIECHEBBIX IpHOOB
¢) E. coli Absentin1l g/ Absentin 1 g/
OtcytcTByeTB 1 T OrcyrcrBue B 1 1
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip. 10 | . Jumi .
3 strips and patient information Cgpshies Hn A% auniiiim strl'p o
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / Ilo 10 3 bl; . . .
isters and patient information leaflet in a
KalcyJl B aJIOMHHUEBOM CTpHIIE.
flo 3 crpWma ¢ WHCTpYKUMeH MO carton pack. / ITo 10 xancyn B amroMHHUEBOM
crpune unn B [TA/AJI/TIBX // antoMUHHUEBOM
TPUMCHEHHIO B TIATIKY KAPTOHHYTO. 6muctepe. TTo 3 crpuna nnu no 3 dnucrepa ¢
MHCTPYKUMEH 1O TIPUMEHEHWI0 B TAukKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanusam HII

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product: Omez (Omepra?znle')- capsules 20 mg Ipoaykr: Owmes® (oMempasod), KancyJrsl 2_6_ MI
Batch No. / Cepus Ne: B2104481 Batch Quantity / O6bem

cepun: 1990000 NO

AR No / AHanuTRYecKuHit oTueT Ne: Date of Analysis / laTa
2002I'P21002524 anaausa: 23-12-2021 B B
Mfg. Date: / lata npousBoacTBa: 12/2021 Date of Expiry / 'ogen no:

11/2024

Analysis performed according ND / Anasus nposegen no H/I: 11 N015479/01-121120

Ne Test / ITokazaTeas Result / PesyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B coorBerctBun ¢ H]T
MapkupoBka

12 | Storage conditions /
Y cJoBUSA XPAHEHHS

At temperature below 25 °C. / TIpw Temuepatype He Bbime 25 °C.

13 | Shelf life / Cpox

3 years /3 rona

TOXHOCTH
Remarks ; The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [ponykr coorBeTcTBYET TpeboBannim HJL 3axarwyenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES

Title

B2104481

Document No.
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