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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product: Omez (Omeprazole), cap_su]es 20 mg

| ]'lpony_lc;: Omes3® (oMenpasol), Kancyisl 20 mr

Batch No. / Cepus Ne: B2103508

cepHum:

Batch Quantity / O6bem

2000000 NO

AR No / AHaauTnyeckuii oTuet Ne:

2002FP21002018

aHaJIH3a;

Date of Analysis / JlaTa

05-10-2021

Mfg. Date: / JaTa nponu3BOACTBA:

09/2021
08/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / Anaans nposenen mo H: 1 N015479/01-121120

Ne Test / Tloka3aTean

Result / PezynsTaTsl

Specification / Hopma

4

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. /

Trepnste XKeNaTUHOBbIE
TIpO3payHble KarllCyNibl pasMepa 2 ¢
GeclBETHBIM KOpPIYCOM, pPO30BOii
KpBILIEYKOH U MapKUpPOBKOMH
yepHoro 1Beta «OMEZ» na o6eux
yacTax  kancynel. Conepxumoe
KamcyJ — rpaHyssl 6enoro LBeTa.

Hard gelatin transparent capsules of size 2
wilth a colorless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white

pellets. /

Teepasie KeTaTHHOBEIE Mpo3pavyHbIe
Kancynel  pasmepa 2 ¢ OECUBETHBIM
KOpIycOM,  pO30BOMH KpBIIIEYKOW U

MapkupoBkoi uepHoTO uBeTa «OMEZ» Ha
obeux HacTax Karcynel. CopepXuMoe xancys
— rpaHynsl 6enoro M no4tH Genoro uBera.

2 | Identification / IToaaunuocTs

2a) | By UV/V®-

crekTpodoTomeTpus

Complies as prescribed/
CooTBeTCTBYET TpeOOBAHMAM

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® - cnHekTphl TOIJIOMIEHNA pPacTBOPOB
npenapata WM craHmapTHoro  obpa3ua
omernpa3zona B obmacti oT 230 mo 350 HM
IOJDKHBT UMEeTh MaKCHMYMBI TIPH OXHOH M
TOM K€ IIHC BOJIHEL.

Remarks : The Product conforms to ND/
Mpumeuanne: ITpoayxT cooTBeTCTBYET TpeboBanmsaM HJI

Conclusion : APPROVED /
3axawuenne: OJIOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIHU3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykTt: OMe3® (oMenpasodn), Karncysbl 20 mr

Batch No. / Cepnst Ne: B2103508 Batch Quantity / O6nem
cepnn: 2000000 NO

AR No / AHATHTHYCCKHUIT oTYeT Ne: Date of Analysis / laTta

2002FP21002018 anajusa: 05-10-2021

Mfg. Date: / lata nponu3BoacTBa: 09/2021 Date of Expiry / 'ogen mo:
08/2024

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

No Test / [TokasaTeanb Result / PezyabTaThl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoO0TBETCTBYET TpeOOBaRUIM chromatogram of test solution should
BOIKX s correspond to the retention time of main peak
CBRIKX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

XpOMaToTpaMMe  HCTBITYEMOro
IOMKHO COOTBETCTBOBATh
yOepKWBaHUS  OCHOBHOTO
XpoMaTorpaMMe  pacTeopa
obpazua oMerpazona
«KonmuecTBeHHOE OTIpEAETEHUEY ).

TTNKa

Bpems yaepkHBaHHS OCHOBHOTO IIHKAa I
pacTBopa
BpEMEHH

Ha

CTaHIAPTHOTO
(pasnen

3 | Average net fill weight
/ CpeaHsist Macca
COAEPKUMOr0 Kamncyl

267.1 mg/267,1 mr

283.5mg) /
270,0 Mr+ 5,0 % (256,5 mr - 283,5 wmr)

270.0 mg + 5.0 % (Between 256.5 mg and

4 | Water /Boaa

1.1%w/w /1,

1%

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

5 | Uniformity of dosage 2.7/2,7
units / OgHopoaHOCTL

AO3UPOBAHHSA

equal to 15.0./

O®ITH MeHee 1K paBeH 15,0.

Acceptance value (AV) should be less than or

[Moxkasarens npueMiaeMoct (AV) TomkeH

6 | Dissolution /
PacTBOpeHne

1%, 3%, 0%, 0%, 1%, 3%

97%, 95%, 96%, 95%, 97%, 92%

more than 10 % of C7sH,;oN30;S
(omeprazole) is dissolved after 2 h /

(omenpazon) yepes 2 4.

30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7HsN50;S (oMempazon) depes

30 MuH.

In 0.1 M hydrochloric acid solution - not

B 0,1 M pacTBOpe XnopHucToBOAOPOIHOM
KUCHOTEI - He 6onee 10 % C7H ¢N3O3S

In pH 6.8 buffer - not less than 75 % (Q) of
C17HsN;0;S (omeprazole) is dissolved after

Remarks : The Product conforms to ND/

TMpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (oMenpason), Karcyisl 20 mr
Batch No. / Cepus Ne: B2103508 Batch Quantity / O6nem

- cepuu: 2000000 NO
AR No / AHaIuTHYecKHit oTdeT No: Date of Analysis / laTa
2002FP21002018 anajusa: 05-10-2021
Mfg, Date: / lata npoussoacTaa: 09/2021 Date of Expiry / Cogen mo:

08/2024

Analysis performed according ND / Anayms npoeened no H/I: IT N015479/01-121120

No Test / IlokasaTeanb Result / Pe3yabTaThl Specification / Hopma

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

JIro0asn enHUYHAA

HeuJieHTHULMPOBaHHA

5 TIpUMeECh

Total impurities / Not detected / He 06HapyxeHa Not more than 2.0 % /
CymMMa npuMeceit He 6omnee 2,0 %

8 | Assay/ 20.1 mg /20,1 mr 18.0mg to 220 mg of C;sH;gN;O;S
KosnyecTBeHHOE (100.7% / 100,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeneHne label claim). /

Or 18,0 mr mo 22,0 mr C,;H_gN;O5S
(oMermpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMUHAJILHOTO COZIEPXKaHMs).

9 | Microbial limits / Mukpo0nooru4eckasi Y4HCTOTA

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
O0uiee 4nciio adpoOHBIX

MHUKPOOPraHU3MOB
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
O61ee 9yncno
JIPOJKKEBBIX 1
TIECHEBBIX TPUOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcyrcrByerB I T OTtcyTcTBHEB 1 T
10 | Packaging / Ymakoska | 10 capsules in an aluminum strip.

3 strips and patient information
leaflet in a carton pack. / TTo 10
Karmcysl B aTIOMHHWEBOM CTpHIIE.
Ilo 3 crpuna c wHCTpyKUMEH TIO
TIPUMEHEHHIO B TTAYKy KaPTOHHYIO.

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. / ITo 10 karicyn B altOMUHHEBOM
crpurte unn B [TA/AJI/TIBX // antoMUHHEBOM
onuctepe. ITo 3 crpuna unu no 3 Grucrepa ¢
HHCTPYKOMEH TO TpPUMEHEHHI0 B IauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: TIpoaykT cooTBETCTBYET TpeboBaHuaM HJJ

Conclusion : APPROVED /
3axkawuenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

|Mpoaykt: Omes® (OM_CI'Ipa30.TI), Karreyinl 20 wr

Batch No. / Cepust Ne:

B2103508 Batch Quantity / O6bem

cepun: 2000000 NO

AR No / AHannTH4ecknii oTdeT Ne: Date of Analysis / JaTa
2002FP21002018

anaausa: 05-10-2021

Mfg. Date: / laTa nponssojcTna: 09/2021

Date of Expiry / Togen no:
08/2024

Analysis performed according ND / Anann3 nposeaes no HJI: TI N015479/01-121120

Ne Test / IlokasaTenan Result / Pe3yabTaThl Specification / Hopma
11 | Labeling/ According to ND / B coorsercrumn ¢ HJI
Mapkuposka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Bhiiue 25 °C.
YcaoBus XpaHeHust
13 Shelf life / Cpox 3 years / 3 roma
TOAHOCTH

Remarks : The Product conforms to ND/
Mpumeuaune: ITpogykT cooTBETCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zakmouenue: OTOBPEHO
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