CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Omes® (oMenpaszon), Kancysisl 20 mr
Batch No. / Cepus Ne: B2104170 Batch Quantity / Oonem
cepum: 2000000 NO
AR No / Ananutudeckuii otuet Ne: Date of Analysis / laTta
2002FP21002356 anagmsa: 03-12-2021
Mfg. Date: / laTa npon3BoAcTBA: 11/2021 Date of Expiry / Togen go:
10/2024

Analysis performed according ND / Auanns nposenen wo H/: 1T N015479/01-121120

Ne

Test / IToka3zaTeanb

Result / Pe3yabTaThl

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. /

Trepmsie KeJaTHHOBEIE
TIpO3pavHble KarcyNel pasmepa 2 ¢
GeCLIBETHBIM  KOPIYCOM, pO30BO
KpRIIIEYKOH W MapKHUPOBKOM
yeproro usera «OMEZ» wa o6enx
yacTax  kancyiel.  Coaepikumoe
Karicyq — rpaHynbl 6enoro 1Bera.

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 KEITaTHHOBBIC Mpo3payHbIe
Kancynsl  pasMepa 2 ¢ OecUBETHBIM
KOpIycOM,  pO30BOH  Kpbllledko W
MapKHpoBkoi uepHoro nsera «OMEZ» na
o6enx yacTsax karcyirsl. CoaepKuMoe Karcy
— rpanynsl 6eoro Wy noutu 6enoro LBeTa.

Identification / IloamuHHOCTEL

2a)

By UV/VO-
CTIeKTPOoHOTOMETPUS

Complies as prescribed/
CooTBeTcTBYyeT TpeOOBaHNAM

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. /

VYO - cCHekTpsl TOTIONIEHUST pacTBOPOB
npermapata W cTaHaapTHoro  obpasua
oMenpazona B obmacti ot 230 mo 350 HM
JIOJDKHBI MMETh MakCUMyMB! TIpH OIHOW W
TOM K€ JIJIMHE BOJIHEI.

Remarks : The Product conforms to ND/
Ipumeuanne: [poaykT coorBercTBYET TpeboBaHmaM HJI

Conclusion : APPROVED /
3akawuyenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: Ajay Kumar.....

Page 1 of 5

Printed Date & Time (IST):

07-12-2021 20:34:45




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez (Omepraz;)]e), capsules 20 mg

Mponykt: Ome3® (oMenpason), kancynsl 20 mr

Batch No. / Cepust Ne:

B2104170

Batch Quantity / O6sem
cepuu: 2000000 NO

AR No / AnanuTH4ecknii orger Ne: Date of Analysis / JaTa

2002FP21002356 anaguza; 03-12-2021

Mfg. Date: / JlaTa npousBoacTBa: 11/2021 Date of Expiry / T'ogen g0:
10/2024

Analysis performed according ND / Anasms nposefen no HJI: TI N015479/01-121120

Test / TlokazaTean

Result / PesyasTaTsl

Specification / Hopma

By HPLC Or
UPLC/UFLC

B3XX unn
CBDBXXX/BCXX

Complies as prescribed/
CoO0TBETCTBYET 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 yaepxWBaHHWA OCHOBHOTO TIHKa Ha
XpoMaToTpaMMe  HCIIBITYEMOTO  pacTBopa
JOJDKHO COOTBETCTBOBATh BpEMEHH
yOepKWBaHWS ~ OCHOBHOTO  TIHKa  Ha
XpoMarorpaMMe — pacTBopa  CTaHIapTHOIO
obpasua oMernpazona (paznmen
«KonmaecTBeHHOE OnpeaeNieHUE» ).

Average net fill weight
/ Cpeansist Macca
COIePIKUMOro KarncyJ

270.8 mg / 270,8 mr

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

Water / Boaa

1.1% w/w / 1,1%

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

Uniformity of dosage
units / OaHOpoaAHOCTH
J03UpOBaHUSA

45/4,5

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

Tokazaresns npuemMneMocT (AV) momxeH
OLITL MeHee MW paBeH 15,0.
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Dissolution /
PacTBOpenne

0%, 0%, 0%, 0%, 0%, 0%

95%, 96%, 97%, 96%, 95%, 94%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;H¢N5;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJ0pUCTOBOAGPOIHOM
Kuc)oTel - He Gorree 10 % C17H9N5O3S
(oMenpa3zon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H sN3038 (omeprazole) is dissolved after
30 min /

B Gydepe pH 6,8 - He menee 75 % (Q)
C17H9N;0;S (oMenpazoi) gepes

30 MuH.

Remarks : The Product conforms to ND/
IIpaveuanue: [IponyKT COOTBETCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akmoueune: ONOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg TpoaykT: OmMe3® (oMerpasonr), kancyssr 20 MF
Batch No. / Cepus Ne: B2104170 Batch Quantity / O6bem
cepun: 2000000 NO
AR No / AnaanTuyeckuii or4et Noe: Date of Analysis / laTa
2002FP21002356 anaansa: 03-12-2021
Mfg. Date: / laTa nponssoacrsa: 11/2021 Date of Expiry / Togen mo:
10/2024

Analysis performed according ND / Anasns nposeges mo HJI: 1T N015479/01-121120

Ne Test / IlokazaTennb Result / PesyabTaTshl Specification / Hopma

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

Jro6as eqnHMYHas

HeuaeHTHHULMpOBaHHA

s TIPUMeEChH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npuMmeceit He 6oitee 2,0 %

8 | Assay/ 20.2 mg /20,2 Mr 18.0mg to 22.0 mg of Cy;H;sN;O58
KojsinuecTBeHHOE (100.8% / 100,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeacHUe label claim). /

Or 18,0 MI' 1O0 22,0 MT C17H19N3O3S
(omempazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHMHAJILHOTO COAEPKaHNA).

9 | Microbial limits / Mukpo6nosoruyeckas 4HcTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6onee 1000 KOE/r
O61nee uncio a3poOHBIX

MHKPOOPTaHH3MORB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He Gomee 100 KOE/r
O6miee yncno
IPOROKEBBIX U
IUIECHEBBIX IPUOOB
¢) E. coli Absentin 1 g/ Absentinl g/
OtcyrcTByeTB I T OtcyrctBre B 1 1
10 | Packaging / Ynaxorka | 10 capsules in an aluminum strip. 10 1 . lumi .
3 strips and patient information Ry £ S SHipl ©F
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / Ilo 10 3 bli . . .
sters and patient information leaflet in a
karicylt B ATIOMITHUCBOM CTPHTIC. k. / 1o 10 kancynm B alFlOMHHHUEBOM
ITo 3 crpuna c WHCTpyKUMeil 1o carton pac .
OVMCHEHIO B TaHKy KapTommyio. | CTPHIE A B TTA/AJI/TIBX // anrtoMUHHEBOM
p ¥ KapToHmyto. 6mucrepe. [To 3 crpuna uny no 3 Gauctepa ¢
WHCTpYKUMell 10 NpUMEHEHWI0 B TadkKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanune: [TpoayKT cooTBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3akmovenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: Omes® (oMempazolr), kancyast 20 mr

Batch No. / Cepus Ne:

B2104170 Batch Quantity / O0bem

cepun: 2000000 NO

AR No / AnanuTHyecknii orver No: Date of Analysis / laTa

2002FP21002356 anaamsa: 03-12-2021

Mfg. Date: / laTa npou3BoaCTBA: 11/2021 Date of Expiry / I'ogen no:
10/2024

Analysis performed according ND / Anaau3 npoeenen no HII: 1T N015479/01-121120

Ne Test / IlokasaTeanb Result / PesyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B coorerctBum ¢ HJI
MapxnpoBka
12 | Storage conditions / At temperature below 25 °C. / Tlpu temnepatype He Boime 25 °C.
YcaoBusi XpaHeHust
13 | Shelf life / Cpox 3 years / 3 roma
TOAHOCTH

,“
)

Remarks ; The Product conforms to ND/

Mpumeuanue: [IponykT cooTBETCTBYET TpeboBaHMAM H ]I

Conclusion : APPROVED /
3akaouenne: OJJOGPEHO
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