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CERTIFICATE OF ANALYSIS

-

CEPTHOHUKAT AHAJIN3A

| Product: Omez (Omeprazole), capsules 20 mg ITpoayxr: OMe3® (omemnpason), Kancyiel 20 mr _ ||
Batch No. / Cepust Ne: B2103506 Batch Quantity / Oobem

cepuu: 2000000 NO
AR No / Ananutudeckuii oruer Ne: Date of Analysis / 1aTa
12002FP21002052 anagmsa:  13-10-2021
Mfg. Date: / JlaTa npou3BoacTBa: 09/2021 Date of Expiry / I'ogen no:

08/2024

Analysis performed according ND / Auanus nposesen no HJI: IT N015479/01-121120

Ne

Test / IlokaszaTeJnb

Result / PesyabTaThi

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. /

TBepasie JKeNnaTUHOBLIE
MPO3payHBIe Karcyibl pasMepa 2 ¢
GecUBETHBIM  KOPITYCOM, PO30BOi
KpbIHEUKOon n MapKUPOBKOH
yepHoro usera «OMEZ» Ha 00enx
yacrsix  kaieyssl.  Copeprumor
KarcyJ — rpaHyJisl 6eNoro ygera.

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 KeTaTHHOBEIC
Karcynel  pasmepa 2 ¢ OecuseTHBIM
KOPITycOM,  pO30BOM  KpbllIeukoi  H
MapkupoBkol depHoro usera «OMEZ» Ha
obenx yacTsax karcynsl. CogepXuMoe Karcym
— rpaHynbl 6e10ro U NouTH HeNoro UBeTa.

MIpo3payHbie

Identification / IloaanpHOCTEL

2a)

By UV / V®-
criekTpodoToMeTpHs

Complies as prescribed/
CootBeTcTBYyeT TpeOGoBaHUAM

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® - crnekTpel TOTIOWIEHHS pPAacTBOPOB
npermapata WM craHaapTHoro  obpasna
omemnpazona B obnacth oT 230 mo 350 HM
JIOJDKHBI UMETh MaKCUMYMBI TIpH ONHOM H
TOU K€ JINHE BOJHBIL.

Remarks : The Product conforms to ND/
Mpumeuanne: ITpoaykT cooTsercTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3ZA

Product: Omez (Omeprazole), capsules 20 mg

MponykTt: Ome3® (omMempason), kaneyasl 20 yp

Batch No. / Cepus Ne: B2103506

Batch Quantity / O6nem
cepun: 2000000 NO

AR No / AHaanTH4eckuii oTuet Ne:

2002FP21002052

Date of Analysis / laTa
aHaamsa:  13-10-2021

Mfg. Date: / laTa np:)lBBO}ICTBa: 09/2021 Date of Expiry / Togen no:

08/2024

Analysis performed according ND / Auaaus nposeaen no HJ/I: IT N015479/01-121120

BOXX unn
CB3XKX/BCXX

Ne Test / [TokazaTeanb Result / PesyanTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTseTcTByeT TpeOOBaHUIM chromatogram of test solution should

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

BpeMmst ymepxHBaHWS OCHOBHOTO TMHKa Ha
XpOMAaTorpaMMe  WCITBITYEMOTO  pacTBopa
IOJDKHO COOTBETCTBOBATH BpPEMCHU
yAepKUBAaHUA  OCHOBHOTO  TIMKa  Ha
XpoMaTorpaMMe  pacTBopa CTaHIApTHOTO
obpazua oMernpasona (pa3men
«KonmuecTBeHHOE OTPCACICHUCY ).

/ Cpeaunsist Mmacca
COIEPIKUMOTO KATICYJI

3 | Average net fill weight | 267.8 mg/267,8 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)

4 | Water / Boaa 1.1% w/w / 1,1% Not more than 3.0% /

He 6o1ee 3,0 %

5 | Uniformity of dosage 3.8/3,8
units / OaHopoanocTh

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

J03HPOBAHUSA TTokazarens mpueMneMocTh (AV) OomKeH
OBITH MeHee WiH paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOopeHHe more than 10 % of C;HsN3;03S

(omeprazole) is dissolved after 2 h/

B 0,1 M pactBope xn0puUCTOBOAOPOIHOM
KUCIOTHI - He 6oitee 10 % C7H9N;05S
(oMenpazon) yepes 2 4.

98%, 98%, 98%, 99%, In pH 6.8 buffer - not less than 75 % (Q) of
103%, 100%

C7H sN;0:S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Meree 75 % (Q)
C,7HsN305S (omernpazomn) depe3

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IMpumeuanue: [TpoRyKT cooTBeTCTBYET TpeboBanusaM HJI 3akmouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5
Printed Date & Time (IST):  14-10-2021 21:59:46




CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A
| Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (omempazan), kancyJibl 20 mr ]
Batch No. / Cepus Ne: B2103506 Batch Quantity / O6sem
= - cepun: 2000000 NO
AR No / Anagutuyeckuii oTuet Ne: Date of Analysis / laTa
2002FP21002052 a”aqauza: 13-10-2021
Mfg. Date: / laTa npon3BoacTBA: 09/2021 Date of Expiry / T'ogen ngo:

08/2024

Analysis performed according ND / Ananns nposeaen mo HJ[: 1T N015479/01-121120

[ Ne Test / TlokasaTeas Result / Pe3yabraThbl Specification / Hopma

7 | Related substances / IlocropoHHune npumecn

Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JTroGast eqmuHUYHaNA

HenJleHTH HULMpoBaHHA

s IPUMeCh

Total impurities / Not detected / He o6HapykeHa Not more than 2.0 % /
CyMmMa npumecen He 6onee 2,0 %

8 | Assay/ 20.0 mg / 20,0 mr 180mg to 22.0 mg of C;;H;gN;O;S
KonndgecTrennoe (100.2% / 100,2%) (omeprazole) in capsule (90.0 to 110.0 % of
o omnpejaeneHue label claim). /
(ﬁb Ot 18,0 MT 10 22,0 MT C]7H]9N303S

) (omenpazon) B kancyne (ot 90,0 mo 110,0 %

OT HOMHUHAJIBHOI'O conepmaﬂuﬂ).

_,w;wﬁf 9 | Microbial limits / MukpoGuosiornueckast 4HcTOTa

- -

o a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /

o Microbial Count / Menee 10 KOE/r He 6onee 1000 KOE/r

8 O6ee yncno a3poOHBIX

& MUKPOOPTaHW3MOB

= 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

O061ee yncio
JIPOOKEBBIX 1
TIIECHEBBIX TPUOOB
c) E. coli Absentin 1 g/ Absentin 1 g/
OrcyrctByerB I T OrcytctBue B 1 T

10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.

3 strlps. and patient information | | capsules in an aluminum strip or
leaflet in a carton pack. / o 10 PA/AL/PVC // aluminum blister. 3 strips or
Karcyll B alntOMWHWCBOM  CTPHIIC. | 3 plisters and patient information leaflet in a
llo 3 crpuna ¢ MHCTpYKUUEH 1O | .opon pack. / TTo 10 kamncyn B alFOMUHHEBOM
TPUMEHEHHNIO B TatKy KapTORHYIO. | crpyune unm B [TA/AJI/TIBX // anroMuHueBOM
onucrepe. [To 3 c¢rpuna umm o 3 Gnmuctepa ¢
HHCTPYKUMEH TO0 TPUMEHEHWI0 B MAaYKy

KapTOHHY!O.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumevanne: IIpoaykT cooTBeTCTBYET TpeboBaHusaM HJI 3axurodenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

IpoaykT: OMe3® (oMemnpa3son), Kancysisl 20 wr

Batch No. / Cepusa Ne: B2103506

Batch Quantity / O6bem
cepuu: 2000000 NO

AR No / AHanuTn4eckuii ordet No: Date of Analysis / laTa

2002FP21002052 anaausa: 13-10-2021

Mfg. Date: / laTa npou3BoacTsa: 09/2021 Date of Expiry / 'ogen ao:
08/2024

Analysis performed according ND / Ananuns nposeaen mo HIA: I1 N015479/01-121120

Ne Test / [loka3aTesn Result / PesyabraTsl Specification / Hopma
11 | Labeling / According to ND / B cooreercTBun ¢ HJ
Mapkuposka
12| Storage conditions / At temperature below 25 °C. / Tlpu TeMmnieparype He Bbitte 25 °C.
YcsoBus XpaHeHHs
13 | Shelf life / Cpox 3 years / 3 roga
TOAHOCTH

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBarmsaM HJI 3akaouenue: OJJOBPEHO
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