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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepus Ne:

IMpoaykr: Ome3® (omenpasod), kancydsl 20 mr

B2103504

cepuu:

Batch Quantity / O6bem

1990000 NO

AR No / Anaaurndyeckni ordet Ne:

2002FP21002046

Date of Analysis / JlaTa
aHaJgu3a:

12-10-2021

Mfg. Date: / laTa npousBoacrsa:

09/2021

08/2024

Date of Expiry / I'open no:

Analysis performed according ND / Anaans nporenen mo H/I: 1T N015479/01-121120

Ne Test / IlokazaTeas

Result / Pe3yabTaThl

Specification / Hopma

1 | Description /
Onucauune

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. /

Teepasle KeJTaTUHOBEIE
TIpo3pavHBIe Kamlcylsl pasMepa 2 ¢
OecUBETHBIM KOpPIYCOM, pO30BOI
KpBILIEYKOoit " MapKUpPOBKOH
yeproro 1Bera «OMEZ» Ha obewnx
yacTax  kancynsl. Conepxumoe
Karcys — rpanyJisl 6enoro usera.

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. /

Teepabie XKEJTATHHOBBIE IIPO3pavyHbIC
Karcyiasl  pasmepa 2 ¢ OecUBETHEIM
KOpIiycOM,  pO30BOM  KpBILEYKOA  H

MapkupoBkoH wepHoro neera «OMEZ» na
oberx "acTax kancynsl. ComepkHuMoe Karcy
— rpanyns! 6enoro Uy no4tu 6enoro Usera.

2 | Identification / [TogiMHHOCTE

2a) | ByUV/ V-

cneKTpohOTOMETPHS

Complies as prescribed/
CootBeTcTBYeT TpeGOBAHMIM

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® - cnekTpsl TMOTNOIIEHUS pPAacTBOPOB
npenapata M CTaHAaprHoro  obpasua
oMenpaszona B obnacti or 230 mo 350 M
OJDKHET UMETh MaKCHUMYMBI TIpH OOHOHN W
TOM ke JUTHHE BOJHEL,

Remarks : The Product conforms to ND/
pumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3axarouenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykt: OMe3® (ow;e;pawn), KarcyJbl 20—_MI‘

Batch No. / Cepus Ne: B2103504 Batch Quantity / O6bem
cepun: 1990000 NO

AR No / AnanuTudeckuii otder Ne: Date of Analysis / JlaTa

2002FP21002046 anajusa: 12-10-2021

Mfg. Date: / laTa npon3BoAcTBAa:

09/2021

Date of Expiry / T'ogen go:

08/2024

Analysis performai according ND / Auanus nposenen mo HJI: IT N015479/01-121120

Ne

Test / Iloxa3zaTeap

Result / PesyabTaTsl

Specification / Hopma

2b)

By HPLC Or
UPLC/UFLC

B3XX unn
CBDXKX/BCXKX

Complies as prescribed/

CooTBeTcTBYeT TpeOOBaHUAM

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 ymepKWBaHHsS OCHOBHOTO IHKa Ha
XpoMarorpaMMe  WCIBITYEMOTO  pacTBopa
JIONKHO COOTBETCTBOBATb BpeMeHH
YAEePXKUBAHWS OCHOBHOT'0 nUka  Ha
XpoMaTorpaMMe — pacTBOpa  CTaHAapTHOTO
obpasua oMenpa3zona (pazgen
«KonnuecTBeHHOE OnpeneneHne» ).

Average net fill weight
/ Cpegnsas Macca
COMEPIKUMOro KamcyJi

270.0 mg / 270,0 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)

PacTBopeHue

99%, 100%, 103%, 101%,

103%, 99%

4 | Water/Boaa 1.2% w/w / 1,2% Not more than 3.0% /
He 6oitee 3,0 %
5 | Uniformity of dosage 33/33 Acceptance value (AV) should be less than or
units / OaHopoaHOCTH equal to 15.0./
J03HPOBAHUS [TokasaTens mpueMneMocTr (AV) nomkex
ORITH MEHee MK paBeH 15,0,
6 | Dissolution / 0%, 0%, 1%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;7H gN;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe X10pUCTOBOAOPOAHOM
KHACIOTEI - He 6ostee 10 % C7HgN3;05S
(oMenpason) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17HoN305S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C17H19N; 038 (omenpazon) gepes

30 MuH.

Remarks : The Product conforms to ND/
Ipumeuanue: ITpogykT cooTBeTcTBYET TpeboBanmaM HJI

Conclusion : APPROVED /
3axkmouenne: ONOBPEHO

Printed By: Krishnamohan Gunturu
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

[Product: Omez ( Omeprazole), capsules 20 mg

Mpoayxr: Ome3® (oMenpason), Karicyel 20 vr

Batch No. / Cepusi Ne:

B2103504

cepHH:

Batch Quantity / O6bem

1990000 NO

AR No / AHanuTHdeckuii oruet No:
2002FP21002046

aHaJu3a:

Date of Analysis / laTa N

12-10-2021

Mfg. Date: / laTa npousBoacTea:

09/2021

08/2024

Date of Expiry / Toaen go:

Analysis performed according ND / Ananns nposenen no HJ/I: TI N015479/01-121120

Ne Test / Iloxa3zaTenn Result / PezyabTaThl Specification / Hopma

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

Jrobas emuHUYHAs

HeMIeHTHOUIMPOBaHHA

s IPUMeCh

Total impurities / Not detected / He oGHapyxeHa Not more than 2.0 % /
Cymma npumecei He 6onee 2,0 %

8 | Assay/ 20.1 mg /20,1 mr 18.0mg to 220 mg of Ci7H;sN;O;8
KoJsnuecTBeHHOE (100.3% / 100,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeieHHe label claim). /

OT 18,0 MT" 1O 22,0 MT C|7H[9N303S
(omenpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHUHATBHOIO COJIePXKaHus).

9 | Microbial limits / Mukpo6uesornieckasi HHCTOTA

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
O01mee yncno a3pobHBIX

MHUKPOOPTaHW3MOB
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
Ob6uee yucio
JPOXKIKEBBIX U
TIIIECHEBRIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytctByeTB 1 T OtcytctBHEe B 1 T
10 | Packaging / Ymakoska | 10 capsules in an aluminum strip.

3 strips and patient information
leaflet in a carton pack. / [To 10
Karcyll B aTIOMHHHEBOM CTpHIIC.
IMo 3 crpuma ¢ WHCTpyKuMeH Mo
TpUMeHEeHHI0 B TaYKy KapTOHHYTO.

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. / I[To 10 kamicyn B antOMUHHEBOM
crpune win B ITA/AJI/TIBX // anroMuHneBoM
6nucrepe. [To 3 crpuna nnu no 3 6nucrepa ¢
WHCTPYKIMEH 10 TIPUMEHEHWI0 B MAaYKy

KapTOHHY10,

Remarks : The Product conforms to ND/
Tpumeuanne: ITpodyKT coOTBETCTBYET Tpeboanmam HJL

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3IA
Product: Omez (Omeprazole), capsules 20 mg Mpoayxr: Ome3® (omMenpason), karcyasl 20 mr
Batch No. / Cepus Ne: B2103504 Batch Quantity / O6nem
L cepun: 1990000 NO
AR No / Aranurndecknii ordet Ne: Date of Analysis / IaTa
2002FP21002046 anajausa: 12-10-2021 B
Mfg. Date: / JaTta npousBoAcTBAa: 09/2021 Date of Expiry / T'ogen go:

08/2024

Analysis performed according ND / Anaau3s nposeaen mo H: TT N015479/01-121120

Ne Test / ITokasaTenanb Result / PesyabTaTbl Specification / Hopma
11 | Labeling / According to ND / B coorsetcTBuu ¢ H/J
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Bbie 25 °C.
YcaoBus XpaHeHHsA
13 | Shelf life / Cpoxk 3 years / 3 roma
TOAHOCTH

Remarks : The Product conforms to ND/
Hpumeuanue: [1poaykr coorBercTByeT TpeboBanusMm HJ

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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