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Product: Omez (Omeprazole), capsuTes_ 20 mg

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Mpoaykr: Omes® (OMenpa3z)n), KarcyJbl ZQ Mr

Batch No. / Cepus Ne:

B2200650

cepHu:

Batch Quantity / O6bem

2000000 NO

AR No / Ananutudecknii otaet No:
2002FP22000505

Date of Analysis / Jara
aHaam3a:

10-03-2022

Mfg. Date: / laTa npomsBoacTBa:

02/2022
01/2025

Date of Expiry / T'ogen mo:

Analysis performed according ND / Auaaus nposenen mo H: TT N015479/01-121120

Ne

Test / MokasaTeib

Result / Pe3yabTaThl

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. /

Teepasie KEaTRHOBLIE
Npo3payHble Kancysbsl pazMepa 2 ¢
OCCIBETHLIM  KOPITYCOM, pO30BOIT
KpBIIIEUKO W MapKHUpPOBKOMH
yepHoro uBera «OMEZ» na obeux
gactax kamcynmel.  Comepxumoe
KafncyJ — rpaHyJisl 6enoro nsera.

Hard gelatin transparent capsules of size 2
with a colorless body, pink cap and black
matking "OMEZ" on bolth parts of the
capsule. Capsule content - white to off-white
pellets. /
Trepavie ’KEJIaTHHOBBIE TIpo3payHble
KarcyJael  pasMepa 2 ¢ OecuBeTHLIM
KOpITyCOM, PO30BOH KpPBIIEYKOI "
MapKHpoBKoil uepnoro usera «OMEZ» na
00enx gacTax kancynsl. ComepkumMoe Karcyn
— TpaHyIIbl 6eJI0T0 UIIH NMoYTH Oenoro 1BeTa.

Identification / TlogIMHHOCTD

2a)

By UV /VY®-
crekTpodoToMEeTpHs

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. /

Y@ - cnexkTpsl MNOMIOLIEHHST PacTBOPOB
npemapata W CTaHmapTHOTO  00pasua
oMenpasona B obnactu ot 230 no 350 M
JIOJDKHBI MMETb MakCUMYMBI TMPH OIHON M
TOW K¢ JUTMHE BOJTHEL.

Remarks : The Product conforms to ND/
Tpumeuanne: [Tponykt cooTBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
3akarwouenune: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

TNponykt: Ome3® (oMenpason), kancynsl 20 mr

Batch No. / Cepns Ne:

B2200650 Batch Quantity / O6bem

cepuu: 2000000 NO

AR No / Ananutudecknii oruet Ne;

Date of Analysis / laTa

PacTBopenne

2002FP22000505 ananusa: 10-03-2022
Mfg. Date: / laTa nponu3BoAcTBA: 02/2022 Date of Expiry / Togen go:
01/2025 N
Analysis performed according ND / Ananns nposeaes no H/: 1T N015479/01-121120
Ne Test / Iloka3aTeanb Result / PesyasTaThl Specification / Hopma
2h) | Ry HPI.C Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOOBAHUAM chromatogram of test solution should
BYKX 90rresp0nd to the retention time of main peak
CBRXX/BCKX in the chroma’gogram qf or?eprazcl)'le reference
standard solution (section "Assay"). /
Bpemst ymepxuBaHWs OCHOBHOTO THKa Ha
XpOMaTorpaMMe  HCTBITYEMOTO  pacTBopa
JIOJKHO COOTBETCTBOBATH BpeMeHH!
YASPIKHBATIUS OCIIOBIIOTO naKa  1a
XpoMaTorpamMMe  pacTBopa CTaHIapTHOTO
obpazna oMemnpazoa (pazmen
«KonnvecTBeHHOE OMpencneHne»).
3 | Average net fill weight 266.1 mg / 266,1 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ CpexHsas Mmacca 283.5mg) /
COAEePKUMOro KamncyJsa 270,0 Mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water /Boaa 1.1% w/w / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 44/44 Acceptance value (AV) should be less than or
units / OQHOpPOAHOCTH equal to 15.0./
J03UPOBAHHA [TokaszaTens mpuemneMoctd (AV) nomxeH
6BITH MeHee Wiy paseH 15,0.
6 | Dissolution / 0%, 2%, 3%, 2%, 1%, 3% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;H;9N;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope XI0pHCTOBOZOPOIHOIM
KUCIoTHI - He 6onee 10 % C;;H;9N305S
(oMenpazon) yepes 2 .

101%, 97%, 101%, 100%, In pH 6.8 buffer - not less than 75 % (Q) of
100%, 101% C17H}9N303S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7H9N;0;S (omempazon) gepes
30 muH.

Remarks : The Product conforms to ND/
Ipumeuanne: IIponykr coorBercTBYET TpeGoBanuamM HJI

Conclusion : APPROVED /
3akmouenue: OJOEPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg Mpoayxr: Ome3® (oMernpasoin), kancyiibl 20 mr
Batch No. / Cepus Ne: B2200650 Batch Quantity / O6bem
B cepun: 2000000 NO -
AR No / Avanantudeckuii order Ne: Date of Analysis / laTa
2002FP22000505 anagnsa: 10-03-2022
Mfg. Date: / lata nponsBoacTBa: 02/2022 Date of Expiry / T'ogen xo:

01/2025

Analysis performed according ND / Ananus mposenen o H/I: 1 N015479/01-121120

Ne Test / IlokazaTean Result / PesyabraTsl Specification / Hopma

7 | Related substances / ITocTopoHHKe TPpUMecH

Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JIrobag eqnHAUHAS
HeHaeHTUGHUINpOBaHHA
s TIPUMECh
Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npumecei He 60mnce 2,0 %
8 | Assay/ 19.8 mg/ 19,8 mMr 18.0mg to 220 mg of C;;HiN;0;58
KosnuecTBeHHOE (98.8% / 98,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaegeHne label claim). /

Or 18,0 mr po 22,0 Mr C;;H;oN;O58
(omenpazon) B karcye (ot 90,0 mo 110,0 %
OT HOMHMHAJIBHOTO COIEPKAaHUA).

9 | Microbial limits / Mukpo6uoJsiornyeckast Y4HCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g/
Microbial Count / Menee 10 KOE/r He 6omee 1000 KOE/r
O611ee 9ncno aspoOHBIX

MHKPOOPTaHW3MOB

b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Mence 10 KOE/r He 6onee 100 KOE/r

Obmiee 9ncio
JIPOIKEBBIX U
MJIECHEBLIX I'pUOOB

¢) E. coli Absentin 1 g/ Absentin1 g/
OrcytcrByerB I T OrcyTcTBUE B 1 T

10 | Packaging / Ynakoeka | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Tlo 10
KalcyJl B QTIOMHHHEBOM CTpHIIC.
ITo 3 crpuna c WMHCTpyKUWEH IO
NPUMEHEHNIO B 24Ky 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 kamncyn B aTFOMHHMEBOM
ctpure wii B [TA/AJI/TIBX // amomMunneBOM
onuctepe. ITo 3 crpuna unm no 3 G6ructepa ¢
UHCTpYKUMel [0 NPUMEHEHWH B MaukKy

KapTOHHYIO,
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuyanmne: [IponykT cooTBETCTBYET TpeboBaHusiM HJT 3axatoyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

[Product: Omez (Omeprazolt:,), capsules 20 mg

MpomykT: OMe3® (oMenpason), KancyJisl 0 r

Batch No. / Cepusi Ne:

B2200650 ~ |Batch Quantity / O6bem

cepun: 2000000 NO

AR No / AHaauTHueckuii oruer Ne: Date of Analysis / laTta
2002FP22000505 anaausa:  10-03-2022
Mifg. Date: / laTa npou3BoAcTRA: 02/2022 Date of Expiry / T'ogen go:
01/2025
Analysis performed according ND / Anaan3s nposenen mo HJI: 1T N015479/01-121120
Ne Test / IlokazaTeanb Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND /B cootreteTRun ¢ HJ
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / ITpu Temmiepatype He Bbinie 25 °C.
Ycaosus XpaHenns
13 | Shelf life / Cpox 3 years /3 rona
TOAHOCTH

Remarks : The Product conforms to ND/
MMpumeuanne: [TpoaykT coorBeTcTBYeET TpeOoBaHuiM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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