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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3IA

Product: Omez (Omeprazole), capsules 20 mg

Mpojayxr: Ome3® (oMmernpazon), Kancynsl 20 mr

Batch No. / Cepusa Ne: B2200808 Batch Quantity / O6bem

- cepun: 1960000 NO

AR No / Anasutudecknit otder No: Date of Analysis / laTa

2002FP22000569 N anaanza:  17-03-2022

Mfg. Date: / laTa mpousBojacTBa: 02/2022 Date of Expiry / [oaen no:
01/2025

Analysis performed according ND / Anasns nposenen no HJI: TI N015479/01-121120

Ne Test / [lokaszaTeanb

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. /

Teepasie KENaTUHOBbIE
Npo3payHble Karcylbl pasMepa 2 ¢
OecBETHBIM KOPITYCOM, pPO30BOI
KpBbILIEYKOii " MapKUpOBKOMH
yepHoro usera «OMEZ» Ha obenx
gacTax  kancymel.  ComepxkuMoe
KarcCyJyl — rpaHyJisl Oenoro nBera.

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. /

Teepusie MENAaTUHOBEIE NMpo3payHbIe
Kamcynel  pasMepa 2 ¢ OecuBeTHBIM
KOPITYCOM, po30BOM  KpHIIeYykoM W

MapKupoBkoit uepHoro usera «OMEZ» Ha
obenx yactax karcynel. CogepxKuMoe Karrcys
— rpadynel 6enoro MK MOYTH OENTOTOo IBETA.

2 | Identification / ITogiMHHOCTDL

2a) | By UV/Y®-

crniekTpodoToMeTpus

Complies as prescribed/
CooTBeTcTBYeT TpeGOBaHHAM

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. /

Y® - choekTpsl TOIJIOLIEHWd pPacTBOPOB
mpemapata W CcTaHAapTHOro  obpasna
oMernpaszona B obmactu ot 230 no 350 um
NOJDKHBI UMETh MaKCHMYMBI TIPH OJIHOMH U
TOI e JJIUHE BOJIHEI.

Remarks : The Product conforms to ND/
IIpumeuanue: [IponykT coorBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
Zaxuouenye: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg IMpoaykr: Omes® (omenpazo), Kancysst 20 wyr
Batch No. / Cepus Ne: B2200808 Batch Quantity / O6beM
- cepun: 1960000 NO o
AR No / AHaguTHYecKHii oTdeT No: Date of Analysis / lata
2002FP22000569 - anaJjusa:  17-03-2022
Mfg. Date: / laTa nponssoacTBa: 02/2022 Date of Expiry / T'ogen go:
01/2025
Analysis performed according ND / Anaau3s nposenen no HJI: TT N015479/01-121120
Ne Test / Iloka3aTenn Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC COOTBETCTBYET TPeOOBAHMAM chromatogram of test solution should
BYKX s .correspond to the retention time of main peak
CBOKX/BCIKX in the chroma’gogram qf 0r'r|1epra2(’)'le reference
standard solution (section "Assay"). /
Bpemst yaepuBaHMS OCHOBHOIO MMKa Ha
XpOMaTorpaMMe  HMCIBITYEMOIO  pacTBOpa
IOTKHO COOTBETCTBOBATH BpEMEHH
YAEPXKUBAHUA  OCHOBHOIO nuKka  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHIapTHOrO
obpasna oMernpaszona (pazmen
«KonudecTBeHHOE OMpEAEneHnes ).
3 | Average net fill weight | 273.5 mg/273,5 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennsis Mmacca 283.5 mg) /
COAEPKUMOTO KAMCYJ 270,0 mMr =+ 5,0 % (256,5 mr - 283,5 Mr)
4 | Water / Bona 0.9% w/w /0,9% Not more than 3.0% /
He 6o0mee 3,0 %
5 | Uniformity of dosage 52 /5,2 Acceptance value (AV) should be less than or
units / OaHOpoAHOCTL equal to 15.0./
J03HpOBAHNSA IToxasartens npueMieMocTi (AV) T0omkeH
OBITH MeHee WK paseH 15,0.
6 | Dissolution / 0%, 2%, 4%, 1%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpenne more than 10 % of C7HsN;05S
(omeprazole) is dissolved after 2 h/
B 0,1 M pacTBope XJIOpHCTOBOIOPOIHON
KUCIOTHI - He Gonee 10 % C7H oN3;0;38
(omenpason) yepes 2 1.
93%, 94%, 94%, 97%, 92%, 93% | In pH 6.8 buffer - not less than 75 % (Q) of
C7H1oN;0;S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7HgN;03S (omemnpazoi) uepes
30 mMuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanue: ITponykT cooTBeTcTBYET TpeboBanuaM HJT Zaxawuenue: OJOGEPEHO
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CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIHU3A
| Product: Omez (Omeprazole), capsules 20 mg |MpoaykT: OMe3® (oMenpason), Kancyib! 20 wmr N
Batch No. / Cepust Ne: B2200808 Batch Quantity / O6sem
- cepuu: 1960000 NO N
AR No / Aranutn4eckuii oruet Ne: Date of Analysis / laTa
2002FP22000569 anaymsa:  17-03-2022
Mfg. Date: / laTa npon3BoacTBa: 02/2022 Date of Expiry / T'ogen no:
01/2025

Analysis performed according ND / Anasus nposeaen mo HJI: 1T N015479/01-121120

Ne Test / Iokxa3zaTeanb Result / Pe3yabTarnl Specification / Hopma

7 | Related substances / Tlocroponnue npumecn

Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
Jrobas emnANYHAs
HenaeHTU GHLYpPOBaHHA
s IPUMECh
Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMa npumeceii He 6onee 2,0 %
8 | Assay/ 199 mg/ 19,9 mr 180mg to 220 mg of Cj;HsN;0;8
KonundecrBeHHoOE (99.4% / 99,4%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeieHue label claim). /

Or 18,0 mr mo 22,0 Mr C;7H;oN;O;S
(oMenpason) B karcyne (ot 90,0 no 110,0 %
OT HOMHHAJILHOTO COMIepKaHu).

9 | Microbial limits / Mukpofuoaornyeckas H1HcTOTA

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
O6iiee 4nCo adpoOHBIX

MHKpPOOPTaHH3MOB

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

O6wiee uncno
IPOOKEBBIX U
TJICCHEBBIX IpH6OB

¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcyTtctByerB I 1 OtcytctBUue B 1 1

10 | Packaging / Ynaxoeka | 10 capsules in an aluminum strip.
3strips and patient information
leaflet in a carton pack. / ITo 10
Kamcyn B allOMHHHCBOM CTpUIIE.
Ilo 3 crpuma ¢ WHCTPYKIMER 1O
HPHMEHEHUTO B 124Ky KapTOHHY1O.

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. / I1o 10 xancyn B antoMUHHEBOM
crpurte win B ITA/AJI/TIBX // antomiHneBOM
6mucrepe. ITo 3 crpumna mnu no 3 6amcTepa ¢
MHCTPYKUUEH 10 [pUMEHEHWI0 B IaykKy

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: Mponykr coorercTBYeT TpeboBanusam HJI 3axmouenune: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
[Product: Omez (Omeprazole), capsules 20 mg MpoaykTt: OMe3® (oMemnpason), karcyssl 20 mr
Batch No. / Cepus Ne: B2200808 Batch Quantity / Obbem
| _ cepur: 1960000 NO
AR No / AHanuTu4deckuii oTdet Ne: Date of Analysis / JaTa
2002FP22000569 aHaamsa:  17-03-2022
Mfg. Date: / [laTa npon3BoACTBA: 02/2022 Date of Expiry / T'ogen no:
01/2025
Analysis performed according ND / Auaau3s npoeesen mo HJI: IT N015479/01-121120
Ne Test / ITokazatenan Result / Pe3yabTaTnl Specification / Hopma
11 | Labeling / According to ND / B cootBetcTBrn ¢ HJI
MapkHpoBska
12 | Storage conditions / At temperature below 25 °C. / Tlpu Temnepatype He Boiie 25 °C.
YcaoBus XpaHeHHs
13 | Shelflife / Cpoxk 3 years / 3 rona
TOJHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanuaM HJI 3axmiouenne: OJIOBPEHO
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