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CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJTU3A

Product: Omez (Omeprazole), capsules 20 mg IMpoaykr: Ome3® (oMenpazon), kancyibl 20 mr
Batch No. / Cepus Ne: B2104161 Batch Quantity / O6sem
5 cepun: 2000000 NO
AR No / Ananutnueckuii oruer Ne: Date of Analysis / laTa
2002FP21002288 |aHaam3a: 26-11-2021
Mfg. Date: / JlaTta npoussoacrsa: 10/2021 Date of Expiry / I'onen go:
09/2024

Analysis performed according ND / Ananu3s nposeaen no HJL: TT N015479/01-121120

Ne

Test / [Toka3zaTenn

Result / PesynbTaTnl

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. /

TBepasie KeJIaTUHOBBIE
po3pavHbie Karcyssl pasmepa 2 ¢
OeCUBETHBIM KOPIYCOM, pPO30BOM
KpbIIe4koit U MapKUpOBKOM
yeproro usera «OMEZ» Ha o6enx
yactax kancynel. ConepxuMoe
KaricyJ1 — rpaHynbl Oenoro 1Bera.

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. /
Teepmeie JKENaTHHOBBIE Mpo3payHble
Karcynbel  pasMepa 2 ¢ OECIBETHBIM
KOPILyCOM, po30BOit KpPBILICYKON U
MapkupoBkoi vepHoro usera «OMEZ» Ha
06enx yacTax karcynel. CoxepxuMoe Karncy
— rpanynsl 6eoro Wi No4TH 6eoro 1BeTa.

Identification / IlogtTHHHOCTH

2a)

By UV/V®-
cnekTpodoTOoMETpUs

Complies as prescribed/
CooTrBeTCTBYET TpeOOBaHHMAM

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® - crektphl TOTNOIIEHHsS pPacTBOPOB
npernapara WM cTaHgapTtHoro  ofpasua
oMenpazona B obmactit ot 230 mo 350 HM
JOJDKHBI MMETh MaKCHUMYMEI TIPH OXHOM M
TOH K& JIJINHE BOJIHBI.

Remarks : The Product conforms to ND/
IMpumeuanne: [Ipoaykt cooTBercTBYET TpeboBannaM HJI

Conclusion : APPROVED /
3akirwuenune: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3A

| Product: Omez (’Omcpraz_nlei. capsules 20 mg

Mpoaykr: OmMe3® (OMeUpTBoII), karncyis! 20 mr

Batch No. / Cepus Ne: B2104161

Batch Quantity / Oobem
|ceprm: 2000000 NO

AR No / AHaauTu4ecKMii otder No:
2002FP21002288

Date of Analysis / IaTa
aHajauza: 26-11-2021

Mfg, Date: / laTa npousBoacTBa: 10/2021 Date of Expiry / I'ogen no:

09/2024

Analysis performed according ND / Anaaus npoeeaen no HJ: TT N015479/01-121120

Noe Test / IlokazaTenan Result / PezyanTaTnl Specification / Hopma

B3XX umm
CBDXX/BCXKX

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOOBaHUIM chromatogram of test solution should

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

BpeMst yaepXVBaHWS OCHOBHOIO TIHKa Ha
XpOMaTorpaMMe  WCIBITYEMOTO  pacTBopa
JODKHO COOTBETCTBOBATh BpeMEHM
yIOEp)KUBAaHUSI ~ OCHOBHOTO  IIHKa  Ha
XpoMaTorpaMMe  PacTBOpa  CTaHAAPTHOTO
obpa3ua OMeTpasoa (paspen
«KonuuecTBeHHOE ONpeIelICHUEY ).

/ Cpenusisi Macca
COAEPIKAMOro Kamcy.Ji

3 | Average net fill weight 269.8 mg / 269,8 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)

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

He 6oiee 3,0 %

5 | Uniformity of dosage 42/4.2
units / OgHOpOAHOCTH

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

96%, 95%

I03UPOBAHHSA [MTokazaTens npreMieMocTr (AV) HOMKeH
OBITH MeHee WTH paBeH 15,0.
6 | Dissolution / 0%, 0%, 1%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not
PacTtBOpenne more than 10 % of C;7H;sN303S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XNOpUCTOBOAOPOAHOM
KHCITOTHI - He 6omee 10 % C;H;gN30;S
(oMenpazon) yepes 2 4.

92%, 96%, 96%, 96%, In pH 6.8 buffer - not less than 75 % (Q) of

C;7H sN30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Meree 75 % (Q)
C,7H9N30:S (oMenpa3zon) depes

30 MuH.
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3IA
Product; Omez (Omeprazole). capsules 20 mg Hpoaykt: OMe3® (oMenpa3on), KarcyJist 20 mr |
Batch No. / Cepust Ne: B2104161 Batch Quantity / O6sem |
B - B cepun: 2000000 NO -
AR No / AHaanTudeckuii orgeT Ne: Date of Analysis / laTa
2002FP21002288 anajgu3za: 26-11-2021
Mfg. Date: / laTa npou3BoAcTBAa: 10/2021 Date of Expiry / 'ogen no:

09/2024

Analysis performed according ND / Anaaus nposeaen no HJL: TT N015479/01-121120

Ne Test / llokazaTennb Result / Pe3yabTaThl Specification / Hopma

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

JIro0asg eqguHUYHAA

HenieHTUOUUMpPOBAaHHA

s IPUMeCh

Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma rpumMeceit He 6omnee 2,0 %

8 | Assay/ 20.1 mg /20,1 mr 18.0mg to 220 mg of C;;H;sN;O58
KosndecTBeHHOE (100.7% / 100,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeeHne label claim). /

Or 18,0 mr mo 22,0 mr Ci;HgN3;O;8
(omempaszon) B karcyne (ot 90,0 no 110,0 %
OT HOMHMHANBLHOTO COAEPKAHNA).

9 | Microbial limits / Mukxpo6uojoruyeckas YHCTOTA

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
O611iee 4HCIo adpoOHBIX

MHKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/T He Gosnee 100 KOE/r
Qb6mee 9ucio
IpPOMOKEBBIX U
TM7IECHEBEBIX IpHUO0B
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyrctByeTB I T OtcyrctBHEB I T

10 | Packaging / YnakoBka | 10 capsules in an aluminum strip. 10 1 . lumi .

3 strips and patient information R o e str{p ol
. PA/AL/PVC // aluminum blister. 3 strips or

leaflet in a carton pack. / Tlo 10 3 blisters and patient information leaflet in
Karncyl B ATIOMHHHEBOM CTpHIIE. p © SAC i @
Mo 3 orpuma ¢ MHCTpyKeH mo carton pack. / TTo 10 xarcyn B alltOMUHHEBOM
OHMEHCHHI® B HAYKY KapToHHyio, | CTPYTE WK B TTA/AJI/TIBX // anroMAHHEBOM
p ¥ KapTOHHYIO. 6mucrepe. [To 3 crpuna win no 3 6nucrepa ¢
HHCTPYKIWEH 10 TPHWMEHEHHI0 B [aYKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoayKT cooTBETCTBYET TpeboBanusm HJL

Conclusion : APPROVED /
Jaxurouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

mduct: Omez (Omeprazole), capsules 20 mg Mpoaykr: Omes® (omernpazon), kancyibl 20 MT
Batch No. / Cepus Ne: B2104161 Batch Quantity / O6bem
cepun: 2000000 NO
AR No / Adanurudeckuit otuer Ne: Date of Analysis / laTa
2002FP21002288 anaamsa: 26-11-2021
Mfg. Date: / laTa npou3BoAcTBA: 10/2021 Date of Expiry / Toaen go:
09/2024

Analysis performed according ND / Auaau3s nposesen no HJL: 11 NO15479/01-121120

Ne Test / ITokasaTeJnb Result / PeynnTaTel Specification / Hopma
11 | Labeling / According to ND / B coorercTtBun ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu TeMneparype He Boiute 25 °C.
YciioBust XpaHeHUs
13 | Shelf life / Cpox 3 years /3 roma
TOAHOCTH

)
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Remarks : The Product conforms to ND/
Mpumeuaune: [Iponykr cooTBercTByeT TpeboBaHmaM HJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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