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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJH3A

Product: Omez (Omeprazole), capsules 20 mg TpoayxTt: Omea® (omenpazon), Kancyin 20 vr
IBatch No. / Cepus Ne: B2104627 Batch Quantity / O6bem

cepun: 1990000 NO
AR No / Avaaurmueckuii oraer Ne: Date of Analysis / TaTa
2002FP22000009 aHagmsza:  10-01-2022
Mfg. Date: / laTa npon3BoacTBa: 12/2021 Date of Expiry / T'oaen mo:

11/2024

Analysis performed according ND / Anaaus nposenen no H/[: T1 N015479/01-121120

Ne

Test / Illokazarennb

Result / PesyabTaThl

Specification / Hopma

1

Description /
Onucanne

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. /

Tsepnele XKEJIaTUHOBbIE
Tpo3payHBIe Karcynsl pazMepa 2 ¢
OCCUBETHLIM  KOPIYCOM, pPO30BOii
KPBILIEYKOH n MapKUpOBKOH
yeprnoro nusera «OMEZ» na obGenx
uacTax  kamcynsl.  Comepikumoe
Karicyl — rpaHyJibl 6eJ10ro uBeTa.

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 KEJTAaTHHOBBIC Mpo3pavHble
Kamcynel  pasMepa 2 ¢ GeclBETHBIM
KOPILYyCOM, pO30BOH KpPBILIEYKOit "
MapKHUpoBKOil vepHoro usera «OMEZ» wua
06enx "acTsx Karncynsl. CoaepumMoe Karcys
— rpaHynsl OeNI0ro WKW MOYTH Geroro 1BeTa.

Identification / I[TogauHHOCTDL

2a)

By UV/VO®-
cuekTpodoToMeTprs

Complies as prescribed/
CoorBercTBYeT TpeOOBaHUIM

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. /

V@ - cnexkTpel TOMIOWIEHWS PacTBOPOB
nperapara W CTaHAapTHoro  obpasia
omMernpaszona B obnactt ot 230 mo 350 HM
JIOJDKHBI FIMETh MAaKCHMYMBI TIpH OXHOM W
TOIA ’K€ JINHE BOJHEIL.

Remarks : The Product conforms to ND/
IMpumeyanne: IIpoaykr cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Jaxawuenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: Ajay Kumar
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

[Product: Omez (Omeprazole), capsules 20 mg

MpoayxT: Ome3® (oMempazod). KATcy bl 2i0 MT

Batch No. / Cepusn Ne: B2104627

Batch Quantity / O6bem
cepuu: 1990000 NO

AR No / Ananutuuecknii oryet Ne:
2002FP22000009 o
Mfg. Date: / JlaTa npousBoacTBa:

Date of Analysis / Jara
anagmsa: 10-01-2022

12/2021

Date of Expiry / T'ogen go:
11/2024

Analysis performed according ND / Anasus nposenen o HI: T1 N015479/01-121120

Ne

Test / TloxazaTenan

Result / Pe3yabTaTsl

Specification / Hopma

2b)

By HPLC Or
UPLC/UFLC

B3XX umn
CBOXX/BCXX

Complies as prescribed/
CooTBeTCTBYET TpeOOBAHMAM

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"). /

Bpems ynep)KUBaHWS OCHOBHOTO IHKAa Ha
XpoMaToTpaMMe  WCIBITYEMOTO  pacTBopa
JOTKHO COOTBETCTBOBATh BpeMeHU
yOepKHBAaHUSL ~ OCHOBHOTO  TMkKa  Ha
XpoMaToTpaMMe  pacTBOpa CTaHZAPTHOTO
o0pasua oMernpa3zona (pazzen
«KonnyecTBeHHOE OMpe/IeNICHHE» ).

Average net fill weight
/ Cpennsist Macca
COEPKIMOro Karncy.J

270.1 mg/270,1 mr

270.0 mg £ 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 mr £ 5,0 % (256,5 mr - 283,5 ™r)

Water / Boaa

1.2% wiw / 1,2%

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

Uniformity of dosage
units / QaHopoaHocTH
MO3UPOBAHUS

221722

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

[TokazaTens npueMieMoctd (AV) gomkeH
OBITE MeHee WiTH paBeH 15,0.

Dissolution /
PacTtBOpenue

1%, 2%, 2%, 1%, 0%, 0%

100%, 100%, 97%, 100%,
98%, 100%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;H;oN305S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBOpe XnopHcTOBOLOPOAHOI!
KHCIOTHI - He 6ostee 10 % C7HoN;05S
(omenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
Cy7HsN;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17HsN;O;S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
IMpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akmwuenne: OJJOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: Ajay Kumar.....

Page 2 of 5
Printed Date & Time (IST):

12-01-2022 16:38:31




CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
|Product: Omez (Omeprazole), capsules 20 mg MpoaykTr: OmMe3® (oMenpa3on), KancyJis! 2__6 MT
Batch No. / Cepus Ne: B2104627 Batch Quantity / O6bem
_ cepuu: 1990000 NO -
AR No / AHasurnyecknii ovuer Ne: Date of Analysis / laTa
2002FP22000009 anaausa: 10-01-2022
Mfg. Date: / laTa npou3BoacTBa: 12/2021 Date of Expiry / 'oaen go:

11/2024

Analysis performed according ND / Ananus nposeaen nmo H: ¥T N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / ITo 10
Karcyl B QIIOMHHHEBOM CTpPHIIE.
Ilo 3 crTpuna c WHCTpyKuMeH 1o
TIPUMEHEHMIO B TTAYKy KapTOHHYIO.

Ne Test / IlokazaTean Result / PeayabTaTtsi Specification / Hopma

7 | Related substances / IloctopoHHne npumecn
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

Jobas equHUYHas

HeWJIeHTU(pUUMpoBaHHA

s IpUMech

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

8 | Assay/ 20.2 mg /20,2 mr 18.0mg to 220 mg of C;H;oN;0;8
KoanuecTBeHHOE (100.8% / 100,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeeHne label claim). /

Or 18,0 mMr gmo 22,0 mr C;;HoN;O5S
(oMenpazon) B karncyne (ot 90,0 mo 110,0 %
OT HOMUHAJILHOTO COepKaHu).

9 | Microbial limits / Mukpoononormdeckast 4ucTOTa

a) Total Aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6onee 1000 KOE/r
Ob1ee yncno a’poOHEBIX

MHKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6onee 100 KOE/r
O6mee yucmo
ZIPOXOKEBBIX U
IDTECHEBBIX TPHOOR
¢) E. coli Absentinl g/ Absentin 1 g/
OrcytctByeTB 1 T OtcyTtcTBHE B 1 T
10 | Packaging / ¥YnaxoBka | 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. / [To 10 kamcyn B amtOMAHHAEBOM
crpurte win B [TA/AJI/TIBX // anfoMWHNEBOM
6nucrepe. Ilo 3 crpuna unu no 3 6nucrepa c
WHCTpYKUMEH MO0 TPUMEHEHWI0O B MaYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeyanmne: [IponykTt cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akiarwuenune: OJOEPEHO

WI-GLOB-QA-0669-1.0

Printed By: Ajay Kumar.....
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: Ome3® (oMeTpason), KancyJrel 20 Mr
Batch No. / Cepus Ne: B2104627 Batch Quantity / O6nem
- cepun: 1990000 NO
AR No / Anaautnueckuii otvet Ne: Date of Analysis / laTta
2002FP22000009 anaausa: 10-01-2022
Mfg. Date: / JlaTa npou3BoACTBA: 12/2021 Date of Expiry / I'ogen go:

11/2024

Analysis performed according ND / Anaaus nposeaen no H/I: 11 N015479/01-121120

Ne Test / llokazaTean Result / PezyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cooTsetcteuu ¢ HJJ
MapkupoBKa
12 | Storage conditions / At temperature below 25 °C. / TIpu TemMneparype He Bbime 25 °C.
YcjoBusi XpaHeHust
13 Shelf life / Cpox 3 years / 3 ropa
TOIHOCTH

Remarks : The Product conforms to ND/

Ipumeuanne: [Iponykt cooTBeTcTRYET TpeGoBaHusaM HJI

Conclusion : APPROVED /
3akawuyenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: Ajay Kumar.....
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