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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: OMe3® (omenpason), Karcyist 20 mr
Batch No. / Cepusi Ne: B2104352 Batch Quantity / O6nem

- cepun: 1990000 NO
AR No / Ananntndecknii ordet Ne: Date of Analysis / Jlata
2002FP21002422 anaauza: 10-12-2021
Mfg. Date: / laTa npon3BoAacTBAa: 11/2021 Date of Expiry / T'ogen 10:

10/2024

Analysis performed according ND / Anaans nposenen mo HI: TI N015479/01-121120

1 | Description /
OnucaHue

Ne Test / TloxazaTennb

Result / PesyabsTaTsl

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on

Specification / Hopma

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

both parts of the capsule. Capsule | pellets. /

content - white pellets. / Trepibie MeJIaTHHOBEIE IIpo3pavHbIe
Teepasle )KENATUHOBBIE | KallCynmBl  pasMepa 2 ¢ OecuBeTHBIM
Mpo3pavHBIe KarcyNbsl pasMepa 2 ¢ | KOPIycoM,  po30BOi  KpellIeykod W

OCCLIBETHBIM  KOPITyCOM, pO30BOM
KPBILIEYKOA " MapKUpPOBKOH
yepHoro 1BeTa «OMEZ» Ha obenx
yactax  kancynsl. Copepxumoe
Karncyn — rpaHyjb! 6enoro uBeTa.

Mapkuposkoii depHoro 1usera «OMEZ» Ha
o6enx vactsx karcysisl. ComepkuMoe KarcyJs
— rpaHyJbl 6enoro unu noutu 6enoro uBeTa.

2 | Identification / HogauHHocTL

2a) | By UV /Y-
cniekTpodoToMeETpUs

Complies as prescribed/
CootBeTcTBYET TpeOOBaHUAM

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® - crekTpsl TOTJOMEHWS PAacTBOPOB
npemapara W crapgaptHoro  oOpasua
omernpasona B obnmactd oT 230 mo 350 um
JOIDKHBI UMETh MAaKCHMYMBI TIpH OXHOW M
TOI1 2Ke JIMHE BOJIHBI.

Remarks : The Product conforms to ND/
Ipumeuanue; [IponyxT cooTBercTBYET TpeboBanusam HJL

Conclusion : APPROVED /
Jaxuouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Product: Omez (Om_eprazole), capsules 20 mg

Tpoaykr: OmMe3® (oMenpason), Kancysibl 20 MT

Batch No. / Cepus Ne:

B2104352

cepHu:

Batch Quantity / O6nem

1990000 NO

AR No / AnajntHyeckii oruer Ne:
2002FP21002422

Mfg, Date: / JlaTa nponu3BoAcTBA:

11/2021

Date of Analysis / Jata
aHaJIn3a:
Date of Expiry / I'ozen go:
10/2024

10-12-2021

Analysis performed according ND / Anaans npoeegen mo H/I: 11 N015479/01-121120

PacTBOpenue

94%., 95%, 98%, 95%, 94%, 95%

Ne Test / [ToxazaTenb Result / PesyabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTseTcTBYyeT TpeOOBaHUAM chromatogram of test solution should
BOXKCX f:orrespond to the retention time of main peak
CBYIKX/BCIKX in the chroma‘Fogram qf or'r'leprazcl)'le reference
standard solution (section "Assay"). /
Bpemst ylepkHBaHMS OCHOBHOIO TIHMKa Ha
XpoMaTorpaMMe  VICIIBITYEMOTO  pacTBOpa
IIOTKHO COOTBETCTBOBATh BpEMeHU
yaepKUBAHNSA OCHOBHOTO MHKa  Ha
XpoMaTorpaMMe  pacTBOpa CTaHOapTHOTO
obpasua oMemnpasoa (pazmen
«KonmuecTBeHHOE OTIpEACHEHIEY ).
3 | Average net fill weight 269.4 mg /269,4 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeanasi Mmacca 283.5 mg) /
COePKUMOTO0 Kamncy.J 270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boaa 1.1%w/w/1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 48/48 Acceptance value (AV) should be less than or
units / OgHOpoAHOCTD equal to 15.0./
J03UPOBaAHHS [Toxaszatesns npueMieMocTh (AV) nomkeH
OuITh MeHee Wiin paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H4N;0sS
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope xJ10pUCTOBOOPOAHOMN
KHcIToThI - He 6oree 10 % C,H oN30O;5S
(oMenpazon) yepes 2 y.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H;sN30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C7HsN30;S (omemnpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBannsam HJI

Conclusion : APPROVED /
3akurouenne: QJIOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

IMpoaykT: Ome3® (_(_)Menpa301_1),§ancynm 20 wr

Batch No. / Cepus Ne: B2104352 Batch Quantity / O6nem
B - cepun: 1990000 NO -
AR No / AHaauTHYecKHii oTyeT Ne: Date of Analysis / laTa
2002FP21002422 aHaamuza:  10-12-2021
Mfg. Date: / laTa npou3BojAcTBAa: 11/2021 Date of Expiry / I'ogen go:
10/2024

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

3 strips and patient information
leaflet in a carton pack. / ITo 10
Karcyn B aTIOMHHHUEBOM CTpPHITE.
ITo 3 crpuna c wuHCTpyKuUMeH MO
TIPUMEHEHHIO B MaUKy KapTOHHYIO.

Ne Test / [TokazaTennb Result / PesyabTaTsl Specification / Hopma

7 | Related substances / [locTopoHHMe npuMecn
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jlrobas ennHMYHAA

HeUAeHTU(PULIMPOBaHHA

1 IPUMEChH

Total impurities / 0.1%/ 0,1% Not more than 2.0 % /
CymMa npumeceit He 6omee 2,0 %

8 | Assay/ 20.0 mg / 20,0 mr 18.0mg to 22.0 mg of C;7H4N;O5S
KojsinuecTBeHHOE (100.1% / 100,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejesieHHe label claim). /

Oor 18,0 MI" 10 22,0 MT C]7H[9N3O3S
(oMenpason) B kancyne (ot 90,0 mo 110,0 %
OT HOMUHAJIBHOTO COTEPXKaHMUA).

9 | Microbial limits / Muxpo6noesiornyeckasi HHCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6onee 1000 KOE/r
OO01mee 9ncio a3poOHBIX

MHUKpPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He 6omee 100 KOE/r
O61uee yncno
JPONOKEBBIX U
TTECHEBBIX TpUGOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytctByeTrB L T OTtcytcTBHE B 1 T
10 | Packaging / Ymaxoeka | 10 capsules in an aluminum strip.

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 karcyn B aTtOMUHHEBOM
crpure Win B TTA/AJI/TIBX // antoMmuHHEBOM
6macrepe. ITo 3 crpumna unu no 3 6nuctepa c
HHCTPYKIMEHl 1O TNPUMEHECHWIO B TadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanne: [IponykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akawyenune: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: Ome3® (omernpazon), Kancyibl 20 mr
Batch No. / Cepusi Ne: B2104352 Batch Quantity / O6bem

cepuu: 1990000 NO
AR No / Avaautudecknii oTuer Ne: Date of Analysis / laTa
2002FP21002422 anajgusa:  10-12-2021 N
Mfg. Date: / laTa npou3BoacTBa: 11/2021 Date of Expiry / 'ogen no:

10/2024

Analysis performed according ND / Anasus nposeaen no HJI: IT N015479/01-121120

Ne Test / Toka3aTean Result / PeaynbTaTnt Specification / Hopma
11 Labeling / According to ND / B coorsercrun ¢ HJ|
Mapxkuposka
12 | Storage conditions / At temperature below 25 °C. / ITpy Temmneparype e Boie 25 °C.
YcaoBusg XpaHeHHS
13 | Shelf life / Cpoxk 3 years / 3 rosia
ro/IHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: [IponykT coorBeTcTBYET Tpeboanusm HJI 3akimrouenne: ONOBPEHO
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