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CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJTH3A

Product: Omez (Omeprazole), capsules 20 mg_

Mpoaykr: Oves® (oMernpason), Karncyrbl 20 M

Batch No. / Cepust Ne:

B2201229

Batch Quantity / O6nem

cepun: 2000000 NO -
AR No / Avanutndeckuii orqer Ne: Date of Analysis / JaTa
2002FP22000896 anagusa:  29-04-2022

Mfg. Date: / laTa npon3BoJcTBA:

03/2022

02/2025

Date of Expiry / 'ogen no:

Analysis performed according ND / Anauus nposejaen no HJ: 11 N015479/01-121120

Ne Test / [Toka3aTean

Result / PesyabTaThl

Specification / Hopma

1 | Description /
Onncanue

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. /

Teepabie JKeTIaTUHOBbIE
TIpo3payHLle Karcynbsl pasMepa 2 ¢
OecUBETHRIM  KOPITYCOM, PO30BOM
KPBIIIEYKOH " MapKUPOBKOH
yepHoro upera «OMEZ» Ha obenx
vacTax  Kancynel.  Conepxumoe
KarcyJy — rpasyybl O€noro 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. /

Teepnbie JKeJIaTHHOBEIE Npo3pavHble
Kancyyisl  pasMepa 2 ¢ OecHBETHBIM
KOpPIycOM,  PO30BOi  KpBIIEWkodl W

MapkupoBkoi uepHoro usera «OMEZ» Ha
obenx yacTsx Karncynel. CopepkumMoe Kancy
— rpaHynbl 6e0To WK TTOYTH 6eIToro 1BETA.

2 | Identification / [lopgJnHHOCTL

2a) | ByUV/V®-
criekTpodoTromeTpHst

Complies as prescribed/
CooTBeTCTBYET TpeOOBAHIAM

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@ - chekIpel TOTTONEHWS  PACTROPOR
nperapara W CTaHgapTHoro  obpasna
oMenpasona B obnactu ot 230 no 350 HM
IOIKHRI MMETh MaKCUMYMBbI TPH ONHOH H
TOH K& JJITNHE BOJIHBI.

Remarks : The Product conforms to ND/
Mpumeuanne: [IpoaykT cooTBeTcTBYET Tpebosanmsam HJT

Conclusion : APPROVED /
3axuouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

[Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: Omes® (oMermpaszon), Karcynsl 20 mr

Batch No. / Cepus Ne: B2201229

Batch Quantity / Oobem
cepuu: 2000000 NO

AR No / AuannTudeckuii oraer Ne:
2002FP22000896

Date of Analysis / Rara
anaauza:  29-04-2022

/ Cpennsist Macca
COAEPKIMOTO KATICY I

Mfg. Date: / laTa npou3BoJcTBA: 03/2022 Date of Expiry / Toaen go:
02/2025
Analysis performed according ND / Ananu3s nporenen no HJI: TI N015479/01-121120
Ne Test / ITokazaTens Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBaHUAM chromatogram of test solution should
BYKX .correspond to the retention time of main peak
CBKX/BCIX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
Bpemsi ymep:kMBaHHsA OCHOBHOIO NHKa Ha
XpOMaTorpaMMe  HCTBITYEMOTO  pacTBOpa
JIOIKHO COOTBETCTBOBATh BpEMeHH
yAepXKUBaHUS  OCHOBHOIO MmMKa  Ha
XpomaTorpaMMe  pacTBOpa CTaHAapTHOTO
obpazna oMeTrpazona (pazmen
«KonnuecTBeHHOE ONPENENeHne» ).
3 | Average net fill weight | 270.4 mg/270,4 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 / Boxa 1.4% wiw / 1,4% Not more than 3.0% /

He 6onee 3,0 %

5 | Uniformity of dosage 39/39
units / QnHOpoAHOCTH

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

98%, 93%

J03UPOBAHUS TTokazarens npuemaeMocty (AV) nomkeH
OBITH MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacrBopenne more than 10 % of C,7HsN305S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTeBOpe XI0pHCTOBOAOPOIHOM
KUCIOTEHI - He 6onee 10 % C;H;4N;505S
(oMenpazon) yepes 2 4.

95%, 92%, 96%, 97%, In pH 6.8 buffer - not less than 75 % (Q) of

C7H9N303S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17HsN3;05S (oMenpason) uepes

30 MuH.

Remarks : The Product conforms to ND/

IIpumeuanne: [TponykT cooTBeTCTBYET TpeGoBanuam HJI 3akawuenue: OJOBPEHO

Conclusion : APPROVED /
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
|Product: Omez (Omeprazole), capsules 20 mg Hpoayxt: OMe3® (oMernpasoi), Kancynsl 20 Mr
Batch No. / Cepust Ne: B2201229 Batch Quantity / O6bem
L cepun: 2000000 NO
AR No / AHanuTHdeckuii otyet Ne: Date of Analysis / laTa
2002FP22000896 anaauza:  29-04-2022
Mfg. Date: / laTa npousBojacTBAa: 03/2022 Date of Expiry / I'ogen go:

02/2025

Analysis performed according ND / Ananns nposeaen mo H/I: 1T N015479/01-121120

Ne Test / IloxazaTeJn Result / Pesyastathl Specification / Hopma

7 | Related substances / Iloctoponnue npumecu
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIrobas egHIYHAS

HenaeHTU HULMpOBaHHA

S IPVIMECh

Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npumMeceit He Gonee 2,0 %

8 | Assay/ 20.1 mg /20,1 mr 180mg to 22.0 mg of C;;H;gN;O;S
KosudecTBenHoe (100.6% / 100,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejeieHne label claim). /

Or 18,0 mr mo 22,0 Mr Cy;H;oN;O5S
(omenpaszon) B karncyne (ot 90,0 no 110,0 %
OT HOMHWHAJTBHOTO COZIepKaHu).

9 | Microbial limits / MuxpoOuoidorndeckas YHCTOTA

a) Total Aerobic 10 CFU/g/ Not more than 1000 CFU/g /
Microbial Count / 10 KOE/r He 6onee 1000 KOE/r
O61uee Yucno adpoOHBIX

MHUKPOOPTaHU3MOB
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
Ob6u1ee uncio
IPO3CKEBBIX U
MJIECHEBLIX I'PUOOB
¢) E. coli Absentin 1 g/ Absentin1 g/
OrcytcrByerB I T OtcytctBUe B 1 T
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip. . . .
3 strips and patient information 0 scapsules| Jin an alum_mum Stl‘l'p or
. PA/AL/PVC // aluminum blister. 3 strips or
Ieaticrin " catton] packs f Mo L9 3 blisters and patient information leaflet in a
Karcynl B allOMUHMEBOM CTpUIIE. p
Mo 3 crpuma ¢ HHCTpKUMeH MO carton pack. / ITo 10 kancyn B altOMMHHEBOM
crpune win B I[TA/AJI/TIBX // anroMuHIeBOM
TIPUMEHEHIIO B MARKY KAPTOHHYIO. | 6ycrepe. TTo 3 crpuna mm o 3 Gruicte
pe. p i pa c
WUHCTPYKIMe#H 10 NPUMEHEHMI0 B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanne: [TponykT coorBeTcTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3akaryenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEIPTHOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Ipoayxr: OMe3® (oMenpazon), Kancyinl 2()_ MT

Batch No. / Cepus Ne:

B2201229 Batch Quantity / O6nem

cepun: 2000000 NO

AR No / AHaauTHYeckHii oTuer No: Date of Analysis / JlaTa
2002FP22000896 anajuza:  29-04-2022
Mfg, Date: / laTa npon3BoacTBa: 03/2022 Date of Expiry / I'ogen no:
02/2025
Analysis performed according ND / Anaaus nposeaen no HJI: 1T N015479/01-121120
Ne Test / IlokazaTean Result / Pe3yabTaTnl Specification / Hopma
11 | Labeling / According to ND / B coorsercreun ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / Ipn Temneparype He Bbime 25 °C.
YcJjoBusi XpaHeHHs
13 | Shelf life / Cpok 3 years / 3 rona
TOAHOCTH

Remarks : The Product conforms to ND/
Mpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBaHmsaM HJL

Conclusion : APPROVED /
Sakmouenue: OJOBPEHO
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