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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg

|TTpoaykT: OmMe3® (oMenpasolr), KarcyJbl 20 mr

Batch No. / Cepus Ne:

B2102996

CepH:

Batch Quantity / O6bem

1990000 NO

AR No / AHanuTHUYecKHii oTueT No:
2002FP21001765

Date of Analysis / laTa
|anasnmusa: 30-08-2021

Mfg. Date: / JlaTa npoussolcTBa:

08/2021
07/2024

Date of Expiry / Toaen go:

Analysis performed according ND / Anaaun3 nposesen no HJL: IT N015479/01-121120

Ne

Test / Iloka3zaTeab

Result / Pe3yabTaThl

Specification / Hopma

1

Description /
Onucanne

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. /

Trepnwie )KEJIaTUHOBbIE
npo3payHble Karcyisl pasMepa 2 ¢
OeclBETHLIM KOPIYCOM, PO30BOii
KpBIIEYKO " MapKUpPOBKOH
yepHoro usera «OMEZ» Ha ob6enx
yactax  Karncynel.  Comepxumoe
KaricyJ1 — rpaHynbl 6enoro uBera.

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. /
Trepmsle JKEATHHOBBIE TIpo3payHBIe
Kancynel  pasMepa 2 ¢ OecuBeTHBIM
KOpIyCcOoM, pO30BOil KPBILIEYKOHI "
MapKupoBKoif uyepHoro usera «OMEZ» Ha
obenx gacTax karcynel. CooepXuMoe Karcy
— rpanynbl 6enoro WK NOYTH OENOro 1BeTA.

Identification / IlognunHoCTL

2a)

By UV/ V-
crniekTpodoToMeTpHs

Complies as prescribed/
CooTBeTCTBYeT TpeGOBaHMAM

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. /

YO - cnekTphl TOMIOLIEHUS pPacTBOPOB
npemapara M CTaHapTHoro  oOpasua
oMemnpasona B obmacri ot 230 go 350 HMm
JIOJKHBI MMETh MakCHMYMBl TIpU ONHOH W
TOM K€ JIJIVHE BOJIHEI.

Remarks : The Product conforms to ND/
Tpumeuanne: [IponyKT COOTBETCTRYET TpeboBarusaM HJJ

Conclusion : APPROVED /
3akawyenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg Mpoayxr: Ome3® (oMenpason), Kancynbl 20 mr
Batch No. / Cepust Ne: B2102996 Batch Quantity / O6bem

cepHH: 1990000 NO
AR No / Ananutudecknii oTuet Ne: Date of Analysis / laTta
12002FP21001765 anaauza: 30-08-2021
Mfg. Date: / JlaTa npoussoacTsa: 08/2021 Date of Expiry / logen xo:

07/2024

Analysis per_formed according ND / Ananus nposegen o HJ[: TI N015479/01-121120

Ne Test / IToxazaTeab Result / PeayasTaTsl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOoBaHUIM chromatogram of test solution should
BYKX wmn correspond to the retention time of main peak
CBIXX/BCKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpemst ymepWBaHWS OCHOBHOTO THKa Ha
KpoMaTorpaMMe  WCIBITYEMOTO  pacTBOpa
JOIDKHO COOTBETCTBOBATh BpeMeHH!
yOep>KMBaHWS ~ OCHOBHOTO  TIMKa  Ha
XpomarorpaMMe  pacTBopa  CTaHZapTHOTO
obpasua oMelnpazoina (pasmen
«KonyecTBEHHOE OTIpeACeHEY ).

/ Cpennsis Mmacca
COEPKUMOTO KATCyJl

3 | Average net fill weight 271.0 mg /271,0 Mr

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

4 | Water/ Bopaa 1.1% w/w/ 1,1% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 3.1/3,1 Acceptance value (AV) should be less than or
units / OXHOPOAHOCTL equal to 15.0./
XO03HpPOBaHUSA TTokasartens nmpuemaeMocti (AV) momkeH
OBITH MeHee Wi paseH 15,0.
6 | Dissolution / 0%. 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpenne more than 10 % of C;HgN305S

(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope XJI0pHUCTOBOIOPOIHON
KHCIOTHI - He 6oitee 10 % C7H19N305S
(omenpazon) uepes 2 4.

95%, 96%, 95%, 97%, 97%, 98% | In pH 6.8 buffer - not less than 75 % (Q) of

C,7H,sN30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - ne menee 75 % (Q)
C,7HoN303S (oMemnpazon) uepes

30 MHH.

Remarks : The Product conforms to ND/

TMpumeuanne: [IpoxykT cooTBETCTBYET TpeboraHusam HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product: Omez (Omepazole), capsules 20 mg HMpoaykr: Ome3® (oMenpazon), KancyJbl 20 mr
Batch No. / Cepus Ne: B2102996 Batch Quantity / O6nem
| - cepun: 1990000 NO ~
AR No / Anaautudecknii oTder Ne: Date of Analysis / laTa
2002FP21001765 - ananusa: 30-08-2021
Mfg. Date: / laTa npou3BoAcTBA: 08/2021 Date of Expiry / I'ogen no:
- 07/2024
Analysis performed according ND / Ananus nposeaen no HJI: 11 N015479/01-121120

No Test / Iloxa3aTesn Result / Pe3yabTathl Specification / Hopma

7 | Related substances / IloctoponHue puMecH
Any individual 0.01%/0,01% Not more than 0.5 %. /
unidentified impurity / He 6omee 0,5 %

JTrobas enMHUYHAs

HeUACHTUHULMPOBaHHA

s IpUMech

Total impurities / Not detected / He o6HapyxeHa Not more than 2.0 % /
CyMMa niprMeceit He Gonee 2,0 %

8 | Assay/ 20.1 mg /20,1 mr 18.0mg to 22.0 mg of C;;H;oN;05S
KonnvecrBeHHoe (100.7% / 100,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeseHue label claim). /

Or 18,0 MIT 10 22,0 Mr C17H]9N303S
(omemnpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHHANIBHOT'0 COZlepKaHN).

9 | Microbial limits / Mukpo6Hosornieckass YHCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
OO6iee YnCio a3poOHBIX

MHUKpPOOPTaHNU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count |/ Menee 10 KOE/r He Gonee 100 KOE/r
Oo01ee 9ucio
ZPOOKEBLIX 1
THIECHEBBIX IprboB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcytcrByerB I T OrcytecrBUue B I T
10 | Packaging / Ynaxoska | 10 capsules in an aluminum strip.
3 SUGPS! and patient information | 1, capsules in an aluminum strip or
leaflet in a carton pack. / TIo 10| pA/A7/PVC // aluminum blister. 3 strips or
Kamcyl B alFOMUHHEBOM CTPHIIC. | 3 plisters and patient information leaflet in a
Tlo 3 crpuna ¢ WHCTPYKUMEH TIO | carion pack. / TTo 10 Kancyn B amiOMHHHACEOM
TIPUMEHCHUIO B TIa4Ky KapToHHYI0. | orpyne pnn B TTIA/AJI/TIBX // antoMuHieBOM
6mucrepe. ITo 3 crpuna wiu no 3 6nMcTepa ¢
HHCTPYKIWMEH 1O TpPUMEHEHWI0O B Mauky
KapTOHHY!O.
L
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanue: [IponykT cooTseTcTBYET TpeboBanmsam HJT Zaxkauenue: OJIOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS
CEPTHMUKAT AHAJTU3A

Product: Omez (Omeprazole), capsules 20 mg

IMpoaykr: Ome3® (oMernpaszon), Kancysl 20 mr

Batch No. / Cepusi Ne:

B2102996 Batch Quantity / O6bem

|cepau: 1990000 NO

AR No / Anajaurudecknii oTuer Ne: Date of Analysis / laTa

2002FP21001765 anaamsa: 30-08-2021

Mfg. Date: / laTa npousBoacTBa; 0872021 Date of Expiry / 'ogen go:
07/2024

Analysis performed according ND / Ananns nposeaen mo H: IT N015479/01-121120

No Test / Iloka3zaTennb Result / PezyabraTsl Specification / Hopma
11 | Labeling / According to ND / B coorBerctuu ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Boime 25 °C.
YcioBus XpaHeHud
13 Shelf life / Cpox 3 years / 3 roza
TOAHOCTH

Remarks : The Product conforms to ND/
TMpumeuanne: [IponykT cooTBeTcTBYET TpeboBanysM HJI

Conclusion : APPROVED /
Zaxawuyenue: OJOBPEHO
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