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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykTr

: Omes® (oMenpazon), kancyssl 20 mr

Batch No. / Cepus Ne: B2103733

CepHH:

Batch Quantity / O6nem

2000000 NO

AR No / Anaautudeckuii oruer Ne:

Date of Analysis / laTa

2002FP21002078 aHagmsa: 20-10-2021
Mfg. Date: / laTa npou3soicTea: 09/2021 Date of Expiry / I'ogen ao:
08/2024

Analysis performed according ND / Anaims npoBeaen mo HJI: 1T N015479/01-121120

Ne Test / HoxasaTennb

Result / PesyabTaThl

Specification / Hopma

1 | Description /
Onucainne

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. /

Teepmsie KeJTaTUHOBEIE
Tpo3payHBIc KaTlcyJiel pasMepa 2 ¢
OecuBeTHBIM  KOPITyCOM, pO30BOii
KpbILIEYKOi " MAapKUPOBKOH
yepHoro useta «OMEZy» Ha obenx
yacTax kancynel. Comepxumoe
KaricyJ — TpaHynbl OEJI0ro 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 JKeaTHHOBBIE Nnpo3payHbie
Karcynel  pazMepa 2 ¢ OecuBETHLIM
KOPIIYCOM, pO30BOH KpBILIEYKOH "

MapKupoBkoil depHoTo uBeTa «OMEZ» Ha
o6enx vacTsax kancynsl. ComepXuMoe Karcyi
— rpaHynbl 6€Noro UM NMoYTH 6eNIoro 1BeTa.

2 | Identification / ITopuHHOCTH

2a) | By UV / V-

CIIeKTpodoTOMETPHS

Complies as prescribed/
CootsercTByeT TpeGOBaHWAM

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® - choekTpsl TIOTJIOLIEHHS pPacTBOPOB
npermapara W CTaHAapTHoro  obpa3sua
oMenpasona B obmactn ot 230 mo 350 HM
JOIDKHBI MMETh MaKCUMYMBI TIDH OXHOH U
TOI1 Ke JIJINHE BOJIHBI.

Remarks : The Product conforms to ND/
TIpumeuanne: IIponykT coorBeTcTBYET Tpebosannsam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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Uncontrolle

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

__Pﬂ)duct: Omez (Omeprazole), capsules 20 mg

MpoaykTt: OMe3® (omertpason). kancyisl 20 mr

Batch No. / Cepus Ne:

B2103733

cepHu:

Batch Quantity / O6bem

2000000 NO

AR No / AnajutHuyecknii otuer Ne:

Date of Analysis / laTa

2002FP21002078 amagusa: 20-10-2021 |
Mfg. Date: / JlaTa npoH3BOACTBA: 09/2021 Date of Expiry / Tonen no:
08/2024

Xnalysis performed according ND / Ananu3s nposeaen o HJI: IT N015479/01-121120

PacTBOpeHue

95%, 100%, 98%, 95%,
98%, 100%

Ne Test / IToxazaTenb Result / PesyasTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootpercTnyeT TpeGonalisaM chromatogram of test solution should
BOIKX it f:orrespond to the retention time of main peak
CBRIKX/BCIKK in the chroma‘fogram qf or'r'wprazc‘)'le reference
standard solution (section "Assay"). /
Bpemst yaep:KUBaHHA OCHOBHOTO TIHKa Ha
XpoMaToTpaMMe  HCITHITYeMOTO  pacTBOpa
IOJKHO COOTBETCTBOBATh BpeMeH!’
yAep)KMBaHWs ~ OCHOBHOTO  TIMKa  Ha
XpOMaTOTpaMMe  pacTBopa CTaHIapTHOTO
oOpa3sua omeripasoia (pa3men
«KonmnuecTBeHHOE OTIpeNeNIeHHEY ).
3 | Average net fill weight | 266.6 mg/266,6 Mmr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ CpenHsisi Macca 283.5 mg) /
COIEPKUMOT0 KancyJa 270,0 mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boga 1.0 % w/w / 1,0% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 231723 Acceptance value (AV) should be less than or
units / QaHopoaHoCTHL equal to 15.0./
J03UPOBAHUA ITokaszaTens npremieMocT (AV) noimkeH
OBITH MeHee WITH paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 2%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;HoN305S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBOpe X10pHUCTOBOAOPOIHOMN
KMCToTRI - He 6onee 10 % C,;HoN3;O3S
(omenpason) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H,sN;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - ne menee 75 % (Q)
C,7HoN30;S (omemnpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/
Mpumeuanue: ITpoRYKT cOOTBETCTBYET TpeboBaHusaM H]I

Conclusion : APPROVED /
3akmouenue: OJIOGPEHO

Printed By: Ajay Kumar.....
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& Time (IST): 21-10-2021 12:24:50




opy

|
1

(i
LW B

Uncontrolle

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

-_Pl'oduct: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepus Ne:

B2103733

cepHu:

MpoayxT: Omes® (oMernpaszol), Kancymns! 20 Mr
Batch Quantity / O6bem

2000000 NO

AR No / Anaanrudeckmii oraer Ne:

Date of Analysis / laTa

2002FP21002078 |anagauza: 20-10-2021 -
Mfg. Date: / laTa npou3BoAcTBa: 09/2021 Date of Expiry / I'ogen go:
08/2024

Analysis performed according ND / Ananns nposexen mo H/: 1T N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / ITo 10
Kamncysl B aTIOMHHHEBOM CTpHIIE.
ITo 3 cTpuna ¢ WHCTpyKLMEH Mo
MPHAMEHEHHIO B TTaYKy KapTOHHYHO.

Ne Test / IlokazaTennb Result / PesyasTaTsl Specification / Hopma

7 | Related substances / [TocToponnne npumMecu
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6as eqHUYHAS

HenneHTH GUIMPOBaHHA

s TIPUMECH

Total impurities / 0.1%/0,1% | Not more than 2.0 % /
CymMmma TipuMecei He Gomnee 2,0 %

8 | Assay/ 20.3 mg /20,3 mr 180mg to 22.0 mg of C;;H;gN;O;8
KonndecTBeHHOE (101.6% / 101,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejaeeHne label claim). /

Or 180 mr mo 22,0 wmr C;;H;9N;O;S
(oMenpaszon) B kancyine (ot 90,0 mo 110,0 %
OT HOMHUHAJILHOTO COEPXKaHN).

9 | Microbial limits / Mukpo6uoJjiorudeckasi 4HCTOTA

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
O61ee yncio a3poGHBIX

MHKPOOPTaHU3MOB
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
Ob111ee yucno
IPOYKIKEBBIX U
MIJIECHEBBIX I'PHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyterByeT B 1 T OtcyTtctBUEe B 1 T
10 | Packaging / Ynakorka | 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. / TTo 10 kancyn B aTrtOMHHHEBOM
crpurne win B [TA/AJI/TIBX // anrtoMyuHUEBOM
6nucrepe. Ilo 3 crpuna wnu no 3 6nucrepa ¢
WHCTPYKIMEH 10 TIPUMEHEHWI0O B Madky
KapTOHHY1O.

Remarks : The Product conforms to ND/
IMpumeuanne: Iponykt coorBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Printed By: Ajay Kumar.....
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Printed Date & Time (IST):

21-10-2021 12:24:50
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg ) MpoaykT: OMe3® (oMemnpazod), karcymsl 20 wr
Batch No. / Cepun Ne: B2103733 Batch Quantity / O6bem

cepun: 2000000 NO
AR No / Aranutndecknii oTuer Ne: Date of Analysis / laTta
2002FP21002078 anagusa: 20-10-2021
Mfg. Date: / laTa npoH3BoacTBA: 09/2021 Date of Expiry / T'ogen g0:

08/2024

Analysis performed according ND / Anaans nposeaen mo HJ/[: IT N015479/01-121120

Ne Test / [Tokazatean Result / PesyabTaThi Specification / Hopma
11 | Labeling / According to ND / B coorsercTBuu ¢ HJI
MapxnpoBka
12| Storage conditions / At temperature below 25 °C. / Tlpu Temnepatype He Bbiuie 25 °C.
YcaoBusa XxpaHeHus
13 Shelf life / Cpox 3 years / 3 roma
rOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanue: IIpoxykT cooTBeTcTBYET TpeboBanuaM HJI 3axmouenue: OJJOBPEHO
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