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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHU3A

[Product: Omez {Omeprazole), capsules 20 mg

MpoaykT: Ome3® (omenpasod), KancyJbl i(_) Mr

Batch No. / Cepus Ne:

2002FP22000349

B2200506

AR No / AHaaurudeckuii orger Ne:

cepun:

Batch Quantity / O6bem

2000000 NO

aABaJin3a:

Date of Analysis / laTa

22-02-2022

Mfg. Date: / /lata npou3BoacTBa:

01/2022

12/2024

Date of Expiry / Togen x0:

Analysis performed according ND / Anaaus npogenen mo H: T1 N015479/01-121120

Ne Test / Mokazareanb

Result / Pe3yabTaThl

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 thc capsule. Capsule
content - white pellets. /

Trepneie ’KeIaTUHOBEIE
TIpo3padHbIe KarlCyibl pasMepa 2 ¢
OecLBETHEIM KOPMYCOM, pO30BOii
KpBIIIEUKOH W MapKHpOBKOH
yeproro nBeta «OMEZ» Ha 06emnx
yacTax Kancyasl.  Copepkumoe
Karcyn — rpaHyJbl 6eNnoro LBeTa.

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. /

Trepnsie KETAaTHHOBbIE Mpo3payHbie
Karncynel  pasmepa 2 ¢ OecHBETHBIM
KOpPITycoM,  pO30BOH  KpBIUEUKOi W

MapkupoBkoi uepHoro usera «OMEZ» Ha
06erx 4acTax Kancynsl. ConepXumoe Karcyim
— rpanynel 6enoro uian novrn 6enoro usera.

2 | Identification / ITlomyiMHHOCTD

2a) | By UV/ V-

crnekTpodoToMeTpus

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. /

VO - cOekTpsl TIOMNOWIEHUS pPacTBOPOB
npernapata M CcTaHaapTHoro  oOpasia
omenpasona B obmactu or 230 mo 350 HM
IOJDKHBI UMETh MaKCUMYMBI TIPW OJHON W
TOM K€ AJIMHE BOJIHBI.

Remarks : The Product conforms to ND/
IMpumeuanne: [IpoaykT cooTBercTBYeT Tpebopanmam HJL

Conclusion : APPROVED /
3akawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHUOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

FponyKT: Owmes3® (oMenpazodn), Kancyjibl 20 mr

Batch No. / Cepust Ne: B2200506

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / AHaauTudeckuii oryer Ne:
2002FP22000349

Date of Analysis / laTa
anaamnza:  22-02-2022

Mfg. Date: / laTa nponssoacTBa: 01/2022

Date of Expiry / I'ogen no:

12/2024

Analysis performed according ND / Ananus nposegen mo HJ/I: IT N015479/01-121120

No Test / IlokazaTenanb

Result / PesyabTaTsl

Specification / Hopma

2b) | By HPLC Or

Complies as prescribed/

The retention time of main peak in the

UPLC/UFLC CooTBeTcTBYET TpeOOBaHMAM chromatogram of test solution should
BKX correspond to the retention time of main peak
CBOKX/BCIKX in the chromatogram of omeprazole reference

standard solution (scction "Assay"). /

BpeMst yhep:kWBaHHMS OCHOBHOTO TIMKAa Ha
XpoMaTorpaMMe HCTBITYEMOTO  pacTBopa
JIOTKHO COOTBETCTBOBATh BpeMeHHU
yIepKUBaHNA OCHOBHOTO TTHKa Ha
XpoMarorpaMMe — pacTBOpa  CTaHIapTHOTO
obpazua oMerpasona (pazmen
«KonnuyecTBeHHOE OnpeieneHne ).

/ Cpeansist Macca
COIEPKUMOT0 KaTCyJi

3 | Average net fill weight 270.1 mg/270,1 mr

270.0 mg + 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 Mr £ 5,0 % (256,5 mMr - 283,5 wr)

4 | Water / Boaa 1.1% wiw/ 1,1%

Not more than 3.0% /
He 6omnee 3,0 %

5 | Uniformity of dosage 3.0/3,0
units / QqHopoaHoCTL
JO3UPOBAHUS

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

TMokasarens npuemnemoct (AV) nomkeH
OBITH MeHee uiH paBeH 15,0.

6 | Dissolution /
PacrBopenne

97%, 99%

1%, 2%, 1%, 0%, 1%, 0%

95%, 96%, 92%, 95%,

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;H;oN;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope xn0opHcTOBOAOPOIHOI!
KHcoThI - He 6omee 10 % C;;H;9N305S
(omenpazon) yepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
Cy7HsN30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17HsN305S (oMemnpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/

IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmwouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepus Ne:

B2200506

IponykTt

cepuu:

: Ome3® (omMernpazon), Kancylsl 20 mr

Batch Quantity / O6bem

2000000 NO

AR No / Anaqutudeckuii otuert Ne:
2002FP22000349

AHAJIN3a:

Date of Analysis / laTa

22-02-2022

Mfg. Date: / ]laTa npou3BOACTBA:

01/2022

12/2024

Date of Expiry / T'ogen go:

Analysis performed according ND / Ananus nposeaen no H/: 1T N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Kamcyll B aIOMWHHEBOM CTpHIIE.
Ilo 3 crpuna c wHCTpyKIMER TO
IPHAMEHEHHIO B TAYKy KapTOHHYIO.

Ne Test / ITokazaTenn Result / PeayabTaTsl Specification / Hopma

7 | Related substances / IllocTopoHHHE TpUMecH
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He bonee 0,5 %

JIro6as epuHUYHAA

HeUAEeHTU GUUMPOBaHHA

s IPUMECH

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

8 | Assay/ 19.8 mg/ 19,8 mr 180mg to 22.0 mg of C7H;gN;058
KoauuyecTBeHHOE (99.0% / 99,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaesieHue label claim). /

Ot 18,0 MIrr 1o 22,0 MT C17H19N303S
(omermpazon) B kxaricyrne (ot 90,0 mo 110,0 %
OT HOMHUHAJILHOIO COAEPKaHUS).

9 | Microbial limits / Muxpo6nonornueckast Y4HCTOTA

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
Obmee yncio a3poOHBIX

MUKpPOOPTaHW3MOR
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
O61ee yrucno
JIPOXKKEBBIX 1
TUIECHEBBIX TPUOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytctByer B 1 T OrcyrctBue 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 xarcyn B aTrFOMHHUEBOM
crpune wn B [TA/AJI/TIBX // anrtoMuHHeBOM
onucrepe. ITo 3 crpuna unu no 3 Gnucrepa c
WHCTPYKIMell TO TpPUMEHEHWIO B [auyKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykr coorBeTcTBYET TpeboBanmuam HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20mg Mpoaykr: Omes® (oMenpason), Kancysst 20 mr
Batch No. / Cepus Ne: B2200506 Batch Quantity / O6bem

cepun: 2000000 NO B
AR No / Anagurnyeckuii oruer No: Date of Analysis / laTa
2002FP22000349 _|amanm3a:  22-02-2022
Mfg. Date: / JlaTa npou3BoAcTBA: 01/2022 Date of Expiry / Togen go:

12/2024

Analysis performed according ND / Ananus nporenen mo H: 11 N015479/01-121120

No Test / llokazaTeb Result / Pe3yabTaTh! Specification / Hopma
11 | Labeling/ According to ND / B cootBerctBuu ¢ HJI

MapknpoBka
12| Storage conditions / At temperature below 25 °C. / Tlpn Temnepatype He Boie 25 °C.

Y cioBHS XpaHeHHUst
13 | Shelf life / Cpok 3 years / 3 roma

TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: ITponykT cooTBeTcTBYET TpeboBanusM HJL 3axmouenue: OJIOGPEHO
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