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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepust Ne: B2201353

Batch Quantity / O6bem

MponyxT: Omes® (omerrpa3onn), KarcyJsbl 20 mr

AR No / Anaaurnyeckuii oruert No:
2002FP22000944

CepHu:

2000000 NO

AaHaJau3a:

Date of Analysis / [laTa

05-05-2022

Mfg, Date: / JlaTa npou3BoacTBa:

04/2022

03/2025

Date of Expiry / 'ogen go:

Analysis performed according ND / Auaaus nporexen mo HJI: TI N015479/01-121120

il'j1'7‘

Ne

Test / IlHoka3aTeanb

Result / Pe3ynbTaThl

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 peliets. /

Trepable KeJIaTHHOBEIE
Mpo3payHble Karlcynbl pasmepa 2 ¢
OCCUBETHEIM  KOPIYCOM, pO30BOM
KpBILIEYKON " MapKUpOBKOMH
yepHoro uBeta «KOMEZ» Ha obenx
qactax  kamcynel.  ComepoxumMoe
Karncyn — rpaHyib! O6enoro upera.

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. /
Tpepauie JKeNATHHOBbIE npo3patnLie
Karmcynel  pasMepa 2 ¢ OecuBeTHBIM
KOPILYyCOM, pO30BOiA KPBILIEYKON u
mapkupoBkoii uepnoro 1upera «OMEZ» na
obenx 4yacTax xarcyiel. CogepxnuMoe Karcym
— rpanyJibl 6eNoTo WIN MOUTH OENOTO IBETA.

Identification / ogquHHOCTE

2a)

By UV/V®-
CHEKTPOHOTOMETPUS

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. /

YO - cnekTpsl TOTIOMIEHUA pPacTBOPOB
mpemapara W craHjapTHoro  obpasua
oMenpasona B obmactu ot 230 no 350 HMm
JOJKHBEI MMETh MAaKCHMYyMBI TIpY OJHOW M
TOM ke IIMHE BOJHEL

Remarks : The Product conforms to ND/
Mpumeuanue: TIponykT cooTBeTCTBYET TpeGoBannam HJL

Conclusion : APPROVED /
3akarouenne: OMOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg HpoaykTt: Ome3® (omenpazon), Kancynsl 20 mr
Batch No. / Cepusa Ne: B2201353 Batch Quantity / O6bem
- cepun: 2000000 NO B
AR No / AHaauTHdeckuii oT4er Ne: Date of Analysis / JlaTa
2002FP22000944 anaam3a:  05-05-2022
Mfg. Date: / JlaTa npoH3BoACTBA: 04/2022 Date of Expiry / T'ogen go:
03/2025

Analysis performed according ND / Anasu3 nposegen mo HJI: T N015479/01-121120

PacTBopenne

94%, 95%, 97%, 98%,

No Test / [lokazaTeanb Result / PesyabtaTbl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTByeT TpebOBaHUAM chromatogram of test solution should
BOKX i f:orrespbnd to the retention time of main peak
CBKX/BCKX in the chromat.ogram qf omeprazole reference
standard solution (section "Assay"). /
BpeMs yAep)XUBaHVsi OCHOBHOTO IIMKA Ha
XpoMaTorpaMMe  HCTIBITYEMOTO  pacTBOpa
IOIKHO COOTBETCTBOBAThb BpeMeHH
yOEpKUBAHMS ~ OCHOBHOIO  TIMKa  Ha
XpOMaToTpaMMe  pacTBopa  CTaHIAAPTHOTO
obpazua omeTpasona (pazmen
«KonW4eCcTBEHHOE OTIpeNiENIeHNEN ).
3 | Average net fill weight 270.6 mg /270,6 mT 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeausst Macca 283.5 mg) /
COAEPKUMOro KamncyJ 270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water/ Bona 1.0% w/w / 1,0% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 43/43 Acceptance value (AV) should be less than or
units / OTHOPOAHOCTL equal to 15.0./
JA03UPOBAHUS Toxasarens npuemieMoctd (AV) momkeH
ObITh MEHee W paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C7HoN5;0,S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJTOpHUCTOBOIOPOIHOM
kucnotsl - He 6onee 10 % Ci7H;oN;05S
(oMetipazon) wepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H,sN;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He meHee 75 % (Q)
"C,7H,9N3058 (omenpazon) uepes

30 MuH.

97%, 95%

Remarks : The Product conforms to ND/
Mpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBatnam HJT

Conclusion : APPROVED /
Zaxmodenue: OJJOBPEHO
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[Product: Omez (Omeﬁrazoﬁ), capsules 20 mg )

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Mpoaykr: Omes® (omenpason), Kancysisl 20 mr

Batch No. / Cepusn Ne:

B2201353

cepuu:

Batch Quantity / O6bem

2000000 NO

AR No / AHanuTnuecknii otyer Ne:

Date of Analysis / Jlata

2002FP22000944 - amaansa:  05-05-2022
Mfg. Date: / JlaTa npou3BoacTBAa: 04/2022 Date of Expiry / T'open po:
03/2025

Analysis performed according ND / Anasins nposened mo HJI: TT N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / ITo 10
Kamncyl B aJlOMUHNEBOM CTpHIIE.
ITo 3 crpuna c WHCTpyKLWEH IO
NPUMEHEHHUIO B MAYKy KAPTOHHYIO.

Ne Test / Iloka3aTean Result / Pe3yabTaThl Specification / Hopma

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

JIro0asg eqpHUYHAS

HenneHTU LY pOBaHHA

s TIpUMech

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

8 | Assay/ 19.4 mg/ 19,4 mr 18.0mg to 22.0 mg of Cy;HoN;05S
KosnuecTBeHnHOE (97.1%/ 97,1%) (omeprazole) in capsule (90.0 to 110.0 % of
oTpefeeHHe label claim). /

Ot 18,0 MI" o 22,0 Mr C17H]9N303S
(omemrpason) B kamncyne (ot 90,0 no 110,0 %
OT HOMMHAJIBHOTO COTEpKaHuUA).

9 | Microbial limits / Muxpo0nonoruyeckast Y4ucToTa

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
O6uiee yrcno aspoOHBIX

MUKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6onee 100 KOE/r
O6mee umcno
IPOKIKEBBIX U
MIJIECHEBLIX rpUOOB
¢) E. coli Absentin 1 g/ Absentin1 g/
OrcytctByeTB I T OtcyTctBUe B 1 1
10 | Packaging / Ynakoska | 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. / TTo 10 kancyn B amOMHAHHEBOM
crpune wim B [TA/AJI/TIBX // anroMuHVEBOM
onuctepe. Ilo 3 crpuna unm no 3 6mmuctepa ¢
UHCTpYKUMEN [0 TPHMEHEHWI0 B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanne: [IponyKT cooTBETCTBYET TpeGoBanuam HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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Product: Omez [(')nu—:prazle)_. capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTU3A

HpO}IyKT:_OMC3® (OMenton),_KancyanQ MT

Batch No. / Cepus Ne:

B2201353 - Batch Quantity / O6bem
cepun: 2000000 NO

AR No / Ananutndeckuii oraer No: Date of Analysis / Jara
2002FP22000944 aHaausa:  05-05-2022
Mfg. Date: / lata npousBoacTBa: 04/2022 Date of Expiry / T'ogen no:
. 03/2025
Analysis performed according ND / Anauns nposeaen mo HJL: 1T N015479/01-121120
Ne Test / IlokazaTensn Result / PesyasTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootercreum ¢ HJ{
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / ITpu Temneparype He Bbiute 25 °C.
YcjioBHS XpaHeHHS
13 | Shelf life / Cpox 3 years /3 rona
TOAHOCTH

Remarks : The Product conforms to ND/
Mpumeuanue: [IpoaykT coorseTcTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO
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