Ny

Uncontrolled Copy

I

-

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A
[Product: Omez (Omeprazole), capsules 20 mg IMpoayxTt: OMe3® (omenpason), kancynb! 20 mr
Batch No. / Cepus Ne: B2102997 Batch Quantity / O6bem
= cepuu: 1990000 NO
AR No / Anaaurndeckuii otaer Ne: Date of Analysis / IaTa ]
2002FP21001768 aHaausa:  30-08-2021 B
Mfg. Date: / laTa mpon3soacTea: 08/2021 Date of Expiry / 'ogen no:

07/2024

Analysis performed according ND / Anaau3 npogesen o H/I: TT N015479/01-121120

No

Test / Iloka3zaTesnb

Result / PesynasTaTsl

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. /

TBepavie KeNaTUHOBEIE
Mpo3payHpie Karcyibl pasMepa 2 ¢
OecuBeTHbLIM KOPIYCOM, pO30BOii
KpBIIEYKOil H MapKHpPOBKOM
yepHoro usera «OMEZ» Ha obenx
yactax Kancynsl. Copepiknmoe
KarcyJs — rpaHyJbl 6enoro 1BeTa.

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. /
Trepasie KeTaTHHOBEIE Mpo3pavHbIe
Kamcynsl  pasmepa 2 ¢ OecuseTHBIM
KOPTIyCOM, pO30BOH KphlII€YKOoi )7}
MapkupoBkoit 4yepHoro nsera «OMEZ» Ha
06enx yacTsx kancynel. CogepxumMoe Karcys
— rpaHynibl 6E€NOro WK NOYTH OENIOTo UBETA.

Identification / ITogJaHHHOCTEL

2a)

By UV /VY®-
cnekTpooToMeTpHst

Complies as prescribed/
CootBercTBYyeT TpeGoBaHUAM

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® - crexrps! TOTIOIIEHWS PacTBOPOB
npemapata W CTaHOapTHoro  ofpasua
oMemnpaszona B obnmacté ot 230 mo 350 nm
JOJDKHBI MMETh MaKCUMyMBI TP OHOW W
TOM K€ JIJIMHE BOIHBL.

Remarks : The Product conforms to ND/
Ipumeuanne: [TponykT coorBeTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3akodenne: OJJOBPEHO
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Eroduét: Omez ( Omeprazoleﬁpsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Mpoaykr: OMe3® (omenpason), Kancyaer 20 mr

Batch No. / Cepns Ne:

B2102997 Batch Quantity / O6bem

CepHu: 1990000 NO

AR No / Anajgutndeckmii oTuet Ne: Date of Analysis / aTa

2002FP21001768 anamnza; 30-08-2021

Mfg. Date: / laTa npon3BoacTBa: 08/2021 Date of Expiry / I'ogen no:
07/2024

Analysis performed according ND / Anaaus npoeeaex mo HJL: 1T N015479/01-121120

rNe

Test / TlokazaTean

Result / PesyabTaTsl Specification / Hopma

PacTBOpeHue

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBAHNAM chromatogram of test solution should
BOXCK w0 correspond to the retention time of main peak
in the chromatogram of omeprazole reference
CBOXX/BCXKX . s "
standard solution (section "Assay"). /
BpeMst ymepKWBaHWsA OCHOBHOTO MNHWKa Ha
XpoMaTorpaMMe  HCITBITYEMOTO  pacTBOpa
JOTDKHO COOTBETCTBOBATh BpEeMEeHU
yaepkMBaHUA  OCHOBHOTO  THWKa  Ha
XpoMaTorpaMMe  pacTBOpa  CTAHOAPTHOTO
o6pasia oMerpasona (pazmen
«KonudecTBeHHOE OTIPEACTEHUEN ).
3 | Average net fill weight | 270.4 mg/270,4 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsist Macca 283.5mg) /
COAePKUMOro KancyJ 270,0 mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boaa 1.1% wiw / 1,1% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 1.8/1,8 Acceptance value (AV) should be less than or
units / OaHOpoAHOCTH equal to 15.0./
J03UpOBaHUS Iokasatens mpueMneMoctu (AV) nomkeH
OBITh MeHee uITH paseH 15,0.
6 | Dissolution / 1%. 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C[7H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XnopHcTOBOAOPOAHO
KxucnoThl - He 6omee 10 % C7H oN3Os5S
(omenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H;9N30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7H1oN30;S (omenpazon) gepes

30 MuH.

102%, 98%, 99%, 94%,
95%, 96%

Remarks : The Product conforms to ND/
Mpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmawyenne: OJJOGPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHM3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykTt: Ome3® (omemnpazon), Karncysbl 20 mr -
Batch No. / Cepus Ne: B2102997 Batch Quantity / O6bem
C . cepun: 1990000 NO N
AR No / Ananutnydeckuii order Ne: Date of Analysis / laTa o —
12002FP21001768 aHanau3a:  30-08-2021
Mfg. Date: / laTa npou3BoaCTBA: 08/2021 Date of Expiry / T'oagen go:

07/2024

Analysis performed according ND / Ananus nposeaen o HA: T N015479/01-121120

Ne Test / Tloka3zaTeanb Result / PeyasTaThl Specification / Hopma

7 | Related substances / [locTopoHHHe IpUMecH
Any individual 0.01%/0,01% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6as enunyHan

HenIeHTU(PULMPOBaHHA

s TPUMeECh

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

8 | Assay/ 20.0 mg /20,0 mr 180mg to 22.0 mg of C;HpN;O;:8
KoauuecTtBeHHOE (99.9% / 99,9%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpeaeseHue label claim). /

Or 18,0 MI"” 10 22,0 MT C]7H19N3O3S
(oMmenpazon) B karncyne (oT 90,0 mo 110,0 %
OT HOMMHAJIBHOTO COZIEPIKaHU).

9 | Microbial limits / Mukpo6uosioruvueckasi 4HCTOTA

a) Total Aerobic
Microbial Count /
O6i1ee 9nCITO aypoOHBIX
MHUKPOOPraHH3MOB

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

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

b) Total Combined
Yeasts and Mould Count
O01ee ynciIo
TIPOXOIKEBBIX U
IUIECHEBBIX IpHOOB

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

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

¢) E. coli

Absentin 1l g/
OtcytcrByeTB 1 T

Absentin1 g/
OrcyTcTBHE B 1 T

10

Packaging / Ynakoska

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Ilo 10
Karncysl B aTlOMWHWEBOM CTpPHIIE.
ITo 3 crpuna ¢ WHCTPYKLMER IO
MIPUMEHEHHIO B TTAYKy KapTOHHY!O.

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 kamncyn B anmtOMHHHEBOM
crpune win B ITA/AJI/TIBX // antoMuHIeBOM
6nucrepe. [To 3 crpuna wunu no 3 Gnucrepa ¢
HHCTPYKIMEl 10 TIPUMEHEHHIO B Tauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: ITpoxyxr cooTBeTcTBYET TpeboranusM HJ{

Conclusion : APPROVED /
3akmouenue: OJIOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Product: Omez (dmeprazo]el capsules 20 mg

Mponykt: OMe3® (omerpason), Kancynst 20 mr

Batch No. / Cepus Ne:

B2102997 Batch -Quantity / O6bem

cepuu: 1990000 NO

AR No / AHaauTndeckuii ot4et No: Date of Analysis / laTa

2002FP21001768 B anaausa: 30-08-2021

Mfg. Date: / laTa nponssoacTBAa; 08/2021 Date of Expiry / I'ogen no:
07/2024

Analysis performed according ND / Ananus nposesen no HJ: 1T N015479/01-121120

Ne Test / IlokasaTennb Result / PesyabTaThl Specification / Hopma
11 | Labeling/ According to ND / B cootserctBum ¢ HJJ
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpn Temnepatype He Bbiie 25 °C.
Ycaoeus XpaHeHHS
13 | Shelf life / Cpok 3 years /3 rona
TOAHOCTH

Remarks : The Product conforms to ND/
Mpumeuanue: [IponykT cooTBeTCTBYET TpeborannsM HJT

Conclusion : APPROVED /
3axmrouenue: OJOBPEHO
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