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CERTIFICATE OF ANALYSIS

2002FP22000763

CEPTH®UKAT AHAJIN3A
:"P_r()(_iu_ct: Omez (Omeprazole), capsules 20 mg Mpoysykr: Ome3® (oMenpa3ol), Karncyisl 20 mr |
Batch No. / Cepus Ne: B2201198 Batch Quantity / O6bem -
~_|cepun: 2000000 NO -
AR No / AHaauTHYecKHil oTdeT Ne: Date of Analysis / laTa o
anajusa: 18-04-2022 B
Mfg. Date: / Jlata npon3BoicTBa: 03/2022 Date of Expiry / I'oaen no:
02/2025

|Analysis performed according ND / Auanns nposenen no HJ: 11 N015479/01-121120

Ne Test / llokazaTean

Result / PesyapTaTsl

Specification / Hopma

1 | Description /
Onucanune

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

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. / Teepabie KeNaTUHOBbIE Mpo3payHbie
Teepnsie SKENAaTUHOBEIE | Kancynel  pasMepa 2 ¢ OeclBeTHEIM
Npo3pauHble Kancyyibl pasMepa 2 ¢ | KOPIycoM,  pO30BOH  KpBILIEHKOH

OecrBETHEIM KOPITyCOM, PO30BOit
KpBILLEYKO 7§ MapKUpoBKOH
yepHoro usera «OMEZ» Ha obenx
yactsax  kancynsl.  Comepxxumoe
KaricyJj — rpaHyJisl 6e1oro upera.

MapkupoBkoi uepHoro npera «OMEZ» na
obenx vacTiax karcynsl. ComepkuMoe Karncy
— TpaHyNbl 6€0T0 WK NOUTH OEI0T0 IBETA.

2 | Identification / IlopJHHHOCTDL

2a) | By UV/ V-

crniekTpooToMETPHUS

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. /

VY® - croekTpbl TMOITIOINGHUs PacTBOPOB
mperapata W CTaHZapTHoro  ofpasia
oMmenpasona B objactu ot 230 mo 350 HM
NOJDKHEI MMEeThb MaKCHMyMBI TP OXHOH W
TOI e IJTHHE BOTHEI,

Remarks : The Product conforms to ND/
IMpumeuanue: [IponykTt coorBercTByeT TpebosaHuam HJL

Conclusion : APPROVED /
3axmovenune: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIN3A

_P?)_d_uct: Omez (Omeprazole), capsules 20 mg

HpouyK?ORdm@ (omenpazon), Kancyssl 20 wr

Batch No. / Cepus Ne: B2201198

AR No / AHainTHYeCKMi oTHer Ne:
2002FP22000763

Batch Quantity / O6bem
cepun: 2000000 NO

Date of Analysis / {aTa
anaau3a: 18-04-2022

B3XX unn
CBO3OXX/BCXKX

'Mfg. Date: / JlaTa npou3BoAcTBA: 03/2022 Date of Expiry / Togen go:
| 02/2025
Analysis performed according ND / Anaans nposeen no H/I: IT N015479/01-121120
Ne | Test/Tokasarean Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoO0TBETCTBYET TpeOOBaHUAM chromatogram of test solution should

correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

Bpems ymepkuUBaHHSA OCHOBHOTO MNHka Ha
XpOMaTorpaMMe  MCTIBITYEMOTO  pacTBOpa
IOIDKHO COOTBETCTBOBATH BpeMEHHI
YREpP)XXKUBAHUS  OCHOBHOTO nuKka  Ha
XpoMaToTpaMMe  pPacTBopa CTaHAapTHOTO
obpasna oMernpazoia (pazmen
«KonuuectBeHHOE ONpeAcIeHNE ).

/ Cpeansis Macca
COIEPKUMOTO Karcyn

3 | Average net fill weight | 269.5 mg/269,5 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)

5 | Uniformity of dosage 4.6/4,6
units / OxHopoaAHOCTD

4 | Water /Boaa 1.0% w/w / 1,0% Not more than 3.0% /

He 6onee 3,0 %

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

95%, 95%

JA03UPOBAHNSA [TokasaTens npuemneMocty (AV) nomxeH
O®ITE MeHee Wi paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 2%, 0%, 1% In 0.1 M hydrochloric acid solution - not
PacTBopeHue more than 10 % of C;HoN;05S

(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope XTOpHCTOBOAOPOIHOM
KMCoThl - He 6onee 10 % Ci7HoN3 O3S
(omenpazon) yepes 2 .

94%, 96%, 96%, 96%, In pH 6.8 buffer - not less than 75 % (Q) of

C7H,sN;0;8 (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7HgN30;S (omenpazon) uepes

30 mMuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanue: [Iponykt coorBeTcTBYET TpeboBaHuIM HJL 3akmouenue; OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

__Pﬁ)alct: Omez (Omeprazole), capsules 20 mg

: Ome3® (oMemnpa3zon), Kancynsl 2_0_;\4?

| IMpoaykr

Batch No. / Cepusn Ne:

B2201198

cepun:

Batch Quantity / O6nem

2000000 NO

2002FP22000763

AR No / AHaaurn4deckuii otuyer Ne:

Mfg. Date: / laTa npoussoacTBa:

aAHaJn3a:

Date of Analysis / laTa

18-04-2022

03/2022

02/2025

Date of Expiry / T'ogen fmo:

Analysis performed according ND / Anasm3 npoeeaen mo HJI: 1T N015479/01-121120

Ne Test / [Toxa3zaTenn

Result / PesyabTaThl

Specification / Hopma

7 | Related substances / IlocropoHHHe MpUMecH

Any individual
unidentified impurity /
JIrobas emuHUYHAs
HeuIeHTUpUIIMpPOBaHHA
s IPUMECH

0.04% / 0,04%

Not more than 0.5 %. /
He 6onee 0,5 %

Total impurities /

0.1%/0,1%

Not more than 2.0 % /

CymmMma npumMeceit He 6onee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 mMr 18.0mg to 22.0 mg of C;;H;sN505S
KosnuecTBeHHOE (99.2% / 99,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenaeieHne label claim). /

Or 18,0 MIrr  ao 22,0 MI C17H19N303S
(omenpazon) B karcyie (ot 90,0 no 110,0 %
OT HOMUHATTRHOTO COJIeKaHNs ).

9 | Microbial limits / Mukpo6uosiorudeckast Y4cToTa

a) Total Aerobic
Microbial Count /
OO61ee yncno a3poOHBIX
MHKpPOOPTaHH3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6omee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
OO01ee 4yuco
IPOXKIKEBBIX 1
MIECHEBbIX FPUGOB

Less than 10 CFU/g /
Meunee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absentin 1 g/
OtcyrctByerB I T

Absentin 1 g/
OrcytcrBe B 1 1

10 | Packaging / ¥Ynakopka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / TTo 10
Kancyll B allOMHHUEBOM CTpUIIE.
Ilo 3 crpunma c WHCTpykHuel Mo
NpHUMEHEHNIO B NauKy KapTOHHYIO.

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 xancyn B anmtOMUHHEBOM
crpurte win B [TA/AJI/TIBX // amtoMurnAEBOM
ommctepe. ITo 3 crpuna umu 1o 3 6nucTepa ¢
HHCTpYKLUMEll TO MpUMEHEHHI0 B MadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanne: [IponykT cooTBeTcTBYET TpeboBaHuaM HJL

Conclusion : APPROVED /
3axawuenune: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

_P_rodu_ct: Omez (Omeprazole), capsules 20 mg

MpoaykT: Ome3® (oMernpason), Karcylibl ??j(j MT

Batch No. / Cepusi Ne: B2201198

Batch Quantity / O6bem

I B cepuu: 2000000 NO )
AR No / AHaiuTHyecknii otvet Ne: Date of Analysis / laTa o
2002FP22000763 o anayusa: 18-04-2022
Mfg. Date: / laTa npousBoacTBa: 03/2022 Date of Expiry / 'oaen go:
02/2025

Analysis performed according ND / Anasan3s nposenen mo HII: T N015479/01-121120

No Test / IlokazaTennb

Result / Pe3yabTaTsl

Specification / Hopma

11 | Labeling /
MapkupoBka

According to ND / B cootsetcTBum ¢ HJI

12 | Storage conditions /
YcjoBus XpaHeHHs]

At temperature below 25 °C. / I1pu Temmiepatype He BbIe 25 °C.

13 | Shelf life / Cpox
TOAHOCTH

3 years / 3 roma

Remarks : The Product conforms to ND/

IIpumeuanne: [IponykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axkimovenne: OJIOBPEHO
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