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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (oMenmpason), Kancynel 2(i_Mr ]
Batch No. / Cepus Ne: B2103740 Batch Quantity / O6bem ]

cepun: 1990000 NO
AR No / Ananmutuueckuii oryer No: Date of Analysis / laTa =
2002FP21002146 anaausa: 30-10-2021
Mfg. Date: / laTa npon3BoacTBa: 09/2021 Date of Expiry / T'ogen no:

08/2024

Analysis performed according ND / Anaaus nposegen mo H/: 1T N015479/01-121120

Ne Test / HoxasaTeab

Result / PesynbTaTsl

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. /

Trepnsle »KeJIaTUHOBEIE
Mpo3pavHBIe KarcyNbl pasmepa 2 C
GecuBeTHBIM KOPIYCOM, PO3OBOH
KpBIIIEYKOW W MapKHUpPOBKOH
yepHoro useta «OMEZ» na obenx
yactax kancynel. Coaepikumoe
Karcyq — rpaHyJibl 6enoro LBeTa.

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. /

Tsepavie KENaTHHOBEIE TIpo3pavyHbIe
Kamcynel  pasMepa 2 ¢ OeclBeTHBIM
KOPNYyCOM, po30BOit KPBILIEYKOM "

MapkupoBkoit uepHoro nsera «OMEZ» Ha
06enx yacTax kancynel. CofiepXuMoe Kancyn
— rpanyJibl 6enoro UM MoUTH OENOro UBeTa.

2 | Identification / [TogauuHoCTL

2a) | By UV/ V-

crniekTpodoTOMeTpUs

Complies as prescribed/
CoortBercTByeT TpeOOBaHMAM

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. /

Y® - cnoexTpel INOMJIOLIEHWS PacTBOPOB
npenapata M CcraHaapTHoro  obpasua
oMenpaszona B obmacti or 230 mo 350 um
JOJDKHBI WMETh MaKCUMyMBbl IIpH OXHOW H
TOI1 K€ IJINHE BONHBL.

Remarks : The Product conforms to ND/
Hpumeuanue: [Iponykr coorBercTByer TpeboBanuam HJI

Conclusion : APPROVED /
Zaxarouenue: OJJOBPEHO
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Ne Test / IlokazaTesn Result / PesyabTaTsl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootBeTcTByeT TpeOOBaHMAM chromatogram of test solution should
BOK st f:orrespond to the retention time of main peak
CBYOXX/BCKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMs ymepKWBaHWA OCHOBHOTO INMKa Ha
XpomarorpaMMe  HCITBITYEMOTO  pacTBOpa
JOJIDKHO COOTBETCTBOBATh BPEMEHN
yIepKUBaHWS  OCHOBHOTO TMKa  Ha
XpomarorpaMMe  pacTBopa  CTAHIAPTHOTO
obpasua oMernpasoa (pasnmen
«KonnyecTBeHHOE OTIpeACIeHIEY ).

Average net fill weight
/ CpenaHsist Macca
COJIEPIKUMOTO KATICY

266.4 mg / 266,4 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 1.1% w/w / 1,1% Not more than 3.0% /
He 6omee 3,0 %
Uniformity of dosage 43/4,3 Acceptance value (AV) should be less than or
units / QanopoaHoCcTL equal to 15.0./
MO3HPOBAHUS [MTokasatens npuemieMocTH (AV) nomkeH

OBITH MeHee uiH pased 15,0.

Dissolution /
PacTtBopenne

0%, 0%, 0%, 0%, 1%, 1%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;H,oN;05S

(omeprazole) is dissolved after 2 h /

B 0,1 M pactBOope XnopHcTOBOAOPOAHOM
KUCIOTEI - He 6oy1ee 10 % C,7HyN3O5S
(omenpazon) yepes 2 4.

97%, 93%, 94%, 92%, 97%, 92% | In pH 6.8 buffer - not less than 75 % (Q) of
C,7HsN3O3S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - e Menee 75 % (Q)

C7H yN303S (omenpazon) gepes

30 MuH.

Conclusion : APPROVED /
3axarwuenne: OJOBPEHO

Remarks : The Product conforms to ND/
TIpumeuanne: [1poaykt cooTBeTcTBYET TpeboBanusaM HJL

WI-GLOB-QA-0669-1.0

Page 2 of 5

Printed By: Ajay Kumar..... Printed Date & Time (IST): 31-10-2021 14:08:45




™\ I
N
I

o~
1 UO

i

Uncontroliet

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN:

3A

2002FP21002146

Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: OMe3® (oMempason), Kancyibl 26_M1: ]

Batch No. / Cepusa Ne: B2103740 Batch Quantity / O6bem

| cepun: 1990000 NO

AR No / AHasimTHYecKuit oTyeT Ne: Date of Analysis / Jara T
anagusa: 30-10-2021

Mfg. Date: / JaTa nponsBoacTBa:

09/2021
08/2024

Date of Expiry / 'ogen no:

Analysis performed according ND / Auaau3s nposenen mo H/I: IT N015479/01-121120

3strips and patient information
leaflet in a carton pack. / Ilo 10
Karcyjl B aTIOMMHHEBOM CTpHIIE.
ITo 3 crpuna ¢ WHCTpyKLME TO
MTPUMEHEHHUIO B MTAYKY KapTOHHYIO.

No Test / Tlokazatean Result / PesyabTaThl Specification / Hopma

7 | Related substances / IlocTopoHHHe NpUMecH
Any individual 0.03% / 0,03% Not more than 0.5 %. /
unidentified impurity / He 6omee 0,5 %

JIroGas emuHUYHas

HeuIeHTHHUIIMPOBaHHA

s IpUMeECh

Total impurities / 0.1%/ 0,1% Not more than 2.0 % /
CyMMa npumecei He 6onee 2,0 %

8 | Assay/ 20.2 mg /20,2 mr 18.0mg to 22.0 mg of Cy;HgN;O;58
KoanvecTBeHHOE (100.8% / 100,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaegeHue label claim). /

OT 18,0 Mr ao 22,0 Mr C17H]9N3O3S
(oMenpason) B kancyne (ot 90,0 mo 110,0 %
OT HOMHHAJIBHOIO COJePKaHU).

9 | Microbial limits / Mukpo6uosiornueckast 4McTOTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6omee 1000 KOE/r
OG1ee YncIo adpoOHBIX

MHKPOOPTaHN3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count |/ Menee 10 KOE/r He 6omee 100 KOE/r
O6mIee uncino
IPOXOKEBBIX U
TIJIECHEBBIX MPHOOB
c) E. coli Absentin 1 g/ Absentin 1 g/
OtcyTtctByerB 1 T OtcytcrBe B 1 1
10 | Packaging / YmakoBka | 10 capsules in an aluminum strip.

10 capsules in an aluminum strip or
PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / ITo 10 xancys B aJloMAHUEBOM
ctpure v B ITA/AJI/TIBX // anroMuHneBOM
Gnucrepe. To 3 crpuna unm mo 3 Gnucrepa c
WHCTPYKIMeH [0 TpPHUMEHEHHWIO B MAadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanne: [ponykr coorBercTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (omertpason), KarcyJrsl 20 wr
Batch No. / Cepus Ne: B2103740 Batch Quantity / O6nem

cepun: 1990000 NO

AR No / AHanutnyecknii orver No: Date of Analysis / laTa

2002FP21002146 anaauza: 30-10-2021

Mfg. Date: / /laTa npoH3BOACTBA: 09/2021 Date of Expiry / Toaen no:
08/2024

Analysis performed according ND / Anaaus npogenen mo HJI: TI N015479/01-121120

Ne Test / TloxazaTenn Result / Pe3ynsTaTsi Specification / Hopma
11 | Labeling / According to ND / B coorercreuu ¢ HJI
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / TTpu Temniepatype He Bbine 25 °C.
Ycaosus XxpaHeHus
13 Shelf life / Cpox 3 years / 3 rona
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: ITpoaykt cooTBeTcTBYET TpeboBaHusAM HJL 3akawuenue: OJOBPEHO
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