CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIHU3A

_Produc_t: Omez (Omeprazole), capsules 20 mg

MpoaykT: OMe3® (omenpason), kancyyis 20 mr

Batch No. / Cepnsi Ne:

AR No / Ananxutudeckuii otdert Ne:
2002FP22000993

B2201545

CepuH:

Batch Quantity / O6mem

2000000 NO

Date of Analysis / laTa
aHaju3a:

16-05-2022

Mfg. Date: / laTa npou3BOACTBA:

04/2022
03/2025

Date of Expiry / T'ogen go:

Analysis performed according ND / Ananus npnseu_cn no H/I: TT N015479/01-121120

Ne

Test / lloxa3zaTenn

Result / PeyabTaThl

Specification / Hopma

1

Description /
Onucanune

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. /

Trepnele KeNaTHHOBbIE
TIpO3payHble KallCylbl pasmepa 2 ¢
OeCUBETHBIM KOPIYCOM, PO3OBO
KpBILIEYKOH u MapKUpPOBKON
yepHoro usera «OMEZ» Ha obenx
yactax  kancynel.  Conepxumoe
Karcyn — rpaHynibl 6e10ro NBeTa.

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. /
Teeparie XKeNnaTUHOBBIE Mpo3payHbIe
Kancyyiel  pasMepa 2 ¢ OecuBeTHHIM
KOpITYyCOM, po30BOI KpBILIEYKOI )4
MapkupoBkoil uepHoro usera «OMEZ» na
obenx yactax kancynel. ComepKuMoe Karcyn
— rpaHyJiel 6eoro WM MOYTH 6€0To 1BeTa.

Identification / llogIMHHOCTD

2a)

By UV/V®-
cniekTpodoToMeTpUs

Complies as prescribed/
CootBeTcTBYET TpeOOBaHUSAM

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 IIOTJIOLIEHUA pPacTBOPOB
mperapata W CTaHmapTHoro  obpasna
oMmenpasona B obmactu or 230 mo 350 um
JOJDKHBEI UMETh MAaKCHMYMBI TIpU OJZHOH M
TOI1 e JUIMHE BOJIHBI.

Remarks : The Product conforms to ND/
Tpumeuanue: [TponykT cooTBeTcTBYET TpeGoBaHusM H/L

Conclusion : APPROVED /
3akmouenue: OJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: Ome3® (oMenpason), Kancynsl 20 Mr
Batch No. / Cepust Ne: B2201545 Batch Quantity / O6bem

cepuu: 2000000 NO |
AR No / AnanutHueckuii oryer Ne: Date of Analysis / laTa
2002FP22000993 anagusza: 16-05-2022
Mfg. Date: / laTa npoH3BOACTBA: 04/2022 Date of Expiry / I'ogen no:

03/2025
|Analysis performed according ND / Auanus npoejien no HJI: T N015479/01-121120

Ne Test / Iloka3aTeanb Result / PesyabTaTsl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeT TpeboBaHMAM chromatogram of test solution should
BOKX s f:orrespond to the retention time of main peak
CBRIX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpemsi ynep)kMBaHHMA OCHOBHOIO THKa Ha
XpoMaTorpaMMe  HUCIBITYEMOTO  pacTBOpa
IOJDKHO COOTBETCTBOBATh BpEeMEHH
yIepKUBAHUS OCHOBHOTO nuka  Ha
XpoMaToTpaMMe  pacTBOpa  CTaHAaPTHOTO
obpazna oMemnpazoia (pazmen
«KonuuecTBeHHOE OTIpeICNEHNEY ).

3 | Average net fill weight | 267.1 mg/267,1 Mr
/ CpeaHsisi Macca
coiepKUMOro Karcy.

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

99%, 98%, 95%, 94%,
95%, 93%

4 | Water/ Bona 1.2% w/w / 1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 25725 Acceptance value (AV) should be less than or
units / OTHOPOaHOCTL equal to 15.0./
J03UPOBAHUS Tokaszarens npremiaeMocTu (AV) nomKeH
OBITH MeHee WK 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;;HoN503S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJIOPUCTOBOIOPOXHOM
kucnoTsl - He Gonee 10 % C;HsN303S
(omMenpazon) gepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H19N;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He meHee 75 % (Q)
C17H,9N;0;5S (oMenpason) yepes

30 MuH.

Remarks : The Product conforms to ND/

Ipumeuanne: IIpoaykT coorBeTcTBYET TpeboBaunam HJI

Conclusion : APPROVED /
3akuaouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIN3A

Product: Omez (Omep?azole), capsules 20 mg

IMponykT: Omes® ( oMenpason), Kancynmg()__ﬁr

Batch No. / Cepus Ne: B2201545

Batch Quantity / O6bem

__ cepnu: 2000000 NO
AR No / AHaquTH4YecKHii oTyeT Ne: Date of Analysis / lata
2002FP22000993 aHaan3a: 16-05-2022 -
Mfg. Date: / laTa npousBoacTBAa: 04/2022 Date of Expiry / T'ogen no:
03/2025
Analysis performed according ND / Anasus nposezen no HJL: TT N0O15479/01-121120

Ne Test / [loka3aTenasn Result / PesyasTaTn! Specification / Hopma

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

JIio6as equHUYHAA

HenaeHTUGULMpPOBaHHA

s IPUMeEChH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMMa npumecei He 6onee 2,0 %

8 | Assay/ 20.0 mg /20,0 mr 180mg to 220 mg of C;;H;sN;O58
KonuyecTBeHHOE (100.0% / 100,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaegeHHe label claim). /

Or 18,0 MIr oo 22,0 MI C]7H]9N303S
(omenpazon) B xancyne (ot 90,0 no 110,0 %
OT HOMHHAJILHOTO COEPKaHN).

9 | Microbial limits / Mukpo6Guonorudeckast YHCTOTA

a) Total Aerobic 10 CFU/g/ Not more than 1000 CFU/g /
Microbial Count / 10 KOE/r He 6omnee 1000 KOE/r
O6uiee 4uciIo a3pOOHBIX

MHKPOOPTaHI3MOB
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
O6miee 4ncio
JPOXCKEBBIX U
IJIECHEBBIX IpUGOB
¢) E. coli Absentin 1 g/ Absentin1 g/
OtcyTcTByeTr B 1 OtcyrcTBUe B 1 T
10 | Packaging / Ymaxoska | 10 capsules in an aluminum strip. 10 1 . Jumi .
3 strips and patient information Pl Sm.p or
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / ITo 10 3 blisters and patient information leaflet in a
Karncysl B aTlOMHHMEBOM CTpHIIE. p
Mo 3 CTpuMA ¢ MHCTpYKIHGH IO carton pack. / ITo 10 kancyn B altoOMAHHAEBOM
crpume win B ITA/AJI/TIBX // amoMUHEEBOM
NPUMEHCHMIO B NAUKY KAPTOHHYIO. | 61yorepe. Tlo 3 crpuma wny mo 3 Gnucrepa
pe. p pa ¢
UHCTpYKUMEN [0 TNPUMEHEHMI0 B MayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: [TpoaykT cooTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axirouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Product: Omez (anprazole_), capsules 20 mg

IMpoaykT: OMe3® (om%np%on),_xancynm 20 mr

Batch No. / Cepus Ne:

B2201545 Batch Quantity / O6bem

cepun: 2000000 NO

AR No / ARanuTAYecKHii oTuer Ne: Date of Analysis / laTa
2002FP22000993 ananusa; 16-05-2022
Mfg. Date: / JlaTa nponzsoacTsa: 04/2022 Date of Expiry / I'ogen no:
B 03/2025
Analysis performed according ND / Anasus nposegen mo HJI: 11 N015479/01-121120
Ne Test / [lokazaTenn Result / Pe3yabTaThbl Specification / Hopma
11 | Labeling / - According to ND / B cootBetctum ¢ HJI
MapkupoBKa
12| Storage conditions / At temperature below 25 °C. / Tlpu Temneparype He Boie 25 °C.
Ycnopust XxpaHeHust
13 Shelf life / Cpox 3 years /3 ropa
roAHOCTH

Remarks : The Product conforms to ND/
Iprmeuanne: TIpoayKT COOTBETCTBYET TpeGOBAHMAM HJI

Conclusion : APPROVED /
Zaxinouenue: OJIOBPEHO
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