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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg IMpoayxr: OMe3® (oMenpaszon), KancyJib 29_;”: ]
Batch No. / Cepus Ne: B2104357 Batch Quantity / O6bem

- cepun: 1980000 NO
AR No / Anaautnuecknii otyeT No: Date of Analysis / laTa
2002FP21002480 anaguza:  17-12-2021
Mfg. Date: / IaTa npousBoacTBa: 11/2021 Date of Expiry / T'onen jxo:

10/2024

Analysis performed according ND / Anaauns nposegen o HJI: 11 N015479/01-121120

Ne

Test / Iloka3zaTenn

Result / Pe3yabTaThl

Specification / Hopma

1

Description /
Onuncanue

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. /

Teepmsle KeNaTUHOBLIE
TIpo3padHbIe Karcyiabl pasMepa 2 ¢
OcclIBETHBIM KOPITYyCOM, pO30BOI
KpBIIEYKo W MapKUpOBKOi
yepHoro Berta «OMEZ» wa o6enx
yacTax kancynel. CopepxumMoe
Karcyn — rpaHyJsl 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. /
Teepasie KeaTHHOBLIE Mpo3pavyHbIe
Karcynel  pasmepa 2 ¢ GecuBeTHBIM
KOpITyCOM,  pO30BOM  KpBIIIEYKOil M
MapkupoBkoi yepHoro usera «OMEZ» Ha
06enx wacTax xarcynbl. ComepKuMoe Karcyi
— rpaynbi 6€710ro UK MOoYTH GeNloro UBeTa.

Identification / IloganHHOCTH

2a)

By UV/VY®-
criekTpodoToMeTpus

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. /

V® - cnexkTpel TOTTOIIEHHWS pPacTBOPOB
mperapata M CTaHmapTHoro  obpasia
omemnpazona B obsacty oT 230 nmo 350 HM
JOMKHB! MUMETh MaKCUMYyMBI TIPH OOHON W
TOI e JUIMHE BOJHEL.

Remarks : The Product conforms to ND/
Hpumeuanue: [Tpoaykr coorBeTcTBYeT TpeboBannsM HJI

Conclusion : APPROVED /
3akmwuenue: ONNOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHATHU3A

Copy

s

\
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e
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Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (omenpason), Kancyibl 20 wmr
Batch No. / Cepus Ne: B2104357 Batch Quantity / O6bem
- cepun: 1980000 NO -
AR No / AHaauTH4eckuii oTqeT No: Date of Analysis / laTa
2002FP21002480 anagmsa:  17-12-2021
Mfg. Date: / laTa npous3BoacTBA: 11/2021 Date of Expiry / 'ogen no: -
10/2024

Analysis performed according ND / Anaaus nposeaen no HI: TI1 N015479/01-121120

Ne Test / Moka3saTtenab Result / PesyabTaTsl
2b) | By HPLC Or Complies as prescribed/
UPLC/UFLC CooTBeTCTBYET TpebOBAHUAM
B3XX v
CBDXKX/BCXKX

Specification / Hopma

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

Bpemss yIOepXWBaHHS OCHOBHOTO TIMKa Ha
XpoMaToTpaMMe  WCIBITYEMOTO  pacTBOpa
JOJDKHO COOTBETCTBOBATh BpeMEHH
yIepXKUBAHNS OCHOBHOT'O MKa  Ha
XpoMarorpaMMe  pacTBopa  CTAHAApPTHOIO
obpasua oMernpazona (paznmen
«KonnuecTBeHHOE OTIpEACIECHUE) ).

3 | Average net fill weight
/ Cpennsisi Macca
COAEPKUMOTO KamncyJl

267.7 mg /267,7 mMr

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

4 | Water / Boaa

1.1% w/w/1,1%

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

5 | Uniformity of dosage
units / QqHOpOAHOCTH
J03NPOBAHHUS

35/3,5

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

[Tokasarens npuemieMocti (AV) qomkeH
OBITE MeHee wH paseH 15,0.

6 | Dissolution /
PacTtBopenne

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

99%, 99%, 100%, 96%, 95%,
93%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C]7H]9N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope xnoprcToBOAOPOIHOM
KHUCIoTHl - He 6onee 10 % Ci7H9N3O5S
(omenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H9N30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C,7H9N305S (omemnpazoi) gepes

30 MUH.

Remarks : The Product conforms to ND/
Hpumeuanne: TIpoaykT cooTBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 5

Printed Date & Time (IST):

20-12-2021 14:45:38
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

_Fro_duct: Omez (Omeprazole), capsules 20 1 mg

TMpoaykt: Ome3® (omenpason), kancysl 20 mr

Batch No. / Cepus Ne: B2104357

Batch Quantity / O6bem
cepun: 1980000 NO

AR No / Ananuruueckuii oTuet Ne:

Date of Analysis / laTta

2002FP21002480

AHAJIHu3a:

17-12-2021

Mfg. Date: / {aTa npousBoacTBa:

112021

10/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / Ananus nporenen mo HJL: 1T N0O15479/01-121120

No Test / IlTokazaTtenn

7 | Related substances / IocToponune npumecu

Result / PesyabTaTsl

Specification / Hopma

Any individual
unidentified impurity /
JIro0as equHUYHAs
HeuneHTHULMpOBaHHA
A MpUMech

0.04% / 0,04%

Not more than 0.5 %. /
He 6onee 0,5 %

Total impurities /
CyMma nprMecei

0.1%/0,1%

Not more than 2.0 %/
He 6omnee 2,0 %

8 | Assay/
KoanuecTBenHoe
omnpejaeneHue

19.7 mg/ 19,7 mr
(98.5% / 98,5%)

18.0 mg to 22.0 mg of C]7H19N3O3S
(omeprazole) in capsule (90.0 to 110.0 % of
label claim). /
Or 18,0 mr xmo 22,0 mr C;;H9N;05S
(oMermpason) B kancyne (or 90,0 jpo 110,0 %
OT HOMHUHAJILHOIO COIEPKAHU).

9 | Microbial limits / Mukpo6nonorudeckast HMcTOTa

a) Total Aerobic
Microbial Count /
Ob1uee 4nuCIo a3poOHBIX
MUKPOOPTraHW3MOB

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

Not more than 1000 CFU/g /
He 6omee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
O6miee yucio
JPOMOKEBBIX U
TIECHEBBIX I'pHOOB

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

Not more than 100 CFU/g /
He 6omee 100 KOE/r

¢) E. coli

Absentin1 g/
OrcytcrByeTB 1T

Absentin 1 g/
OtcyTcTBHE B 1 T

10 | Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / TTo 10
Kancyjl B ATIOMMHHEBOM CTpPHIIC.
Ilo 3 crpuna c MHCTpyKuUMER Mo
TIPUMEHEHHUIO B TTAYKy KapTOHHYIO.

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. / TTo 10 xaricyn B amroMAIHUEBOM
crpurie win B ITA/AJI/TIBX // amoMHUHIEBOM
onucrepe. ITo 3 crpuna unum no 3 6aKcrepa ¢
WHCTpYKUMEN TI0 TPUMEHEHHIO B DAuKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoaykT coorBeTCTBYET TpeboBaunsaM HJI,

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 5

Printed Date
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Omes® (oMenpason), kancyist 20 yr
Batch No. / Cepns Ne: B2104357 Batch Quantity / O6bem
B cepun: 1980000 NO L
AR No / AnannTndecknii order Ne: Date of Analysis / JaTa
2002FP21002480 anagauza:  17-12-2021
Mfg. Date: / laTa nponsBoacTBa: 11/2021 Date of Expiry / I'ogen no:

10/2024

Analysis performed according ND / Anaaus nposeaen mo HJI: 1T N015479/01-121120

Specification / Hopma

Ne Test / IlokazaTean Result / Pe3yabTaThl
11 | Labeling / According to ND / B coorsercrsnn ¢ HJT
MapkupoBka

12 | Storage conditions /
YcaoBUA XpAHCHUSA

At temperature below 25 °C. / TTpu Temneparype He Boie 25 °C.

13 | Shelf life / Cpok
TOTHOCTH

3 years / 3 roma

Remarks : The Product conforms to ND/

IIpumeuanne: [Iponykr coorBeTcTBYET TpeboBanmam HJT

Conclusion : APPROVED /
3akmrouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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