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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTU3A

P_roduct: Omez (Omeprazole), capsules 20 mg

IMpoaykT: OMe3® (omenpason), Kancynsr 20 Mr

Batch No. / Cepus No:

B2200059

cepuu:

Batch Quantity / O6nem

2000000 NO

2002FP220001 10

AR No / Asanutudeckuii oTuet Ne:

Date of Analysis / laTa
aHaJM3a:

24-01-2022

Mfg. Date: / JlaTta npou3BoAcTRA:

12/2021
11/2024

Date of Expiry / Toaen go:

Analysis performed according ND / Ananus nposeaen mo HJI: IT N015479/01-121120

Ne Test / [oka3zaTennb

Result / PesyabTaTnl

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. /

TBepasie JKeJIaTUHOBLIC
Npo3pavHble Karcylbl pazMmepa 2 ¢
OeClIBETHBIM  KOPITyCOM, pPO30BOM
KPBILIEHKON " MapKHPOBKOM
yepHoro uBeta «OMEZ» Ha obenx
yacTsX  kancynel.  Coaepxumoe
KarcyJ — rpaHyJibl 6eoro LUBETa.

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. /

Teepanie AKeJIaTHHOBhIE Mpo3payHbIe
Kalcynsl  pasMepa 2 ¢ OecUBETHBIM
KOPITyCOM, pO30BOH KpEITI€YKOii n

MapKUpOBKOH depHoro meera «OMEZ» Ha
o6eux gacTax karcynbl. CogepKAMoe KarticyJ
— rpatyJbpl 6emoro Uy noyTn 6e10ro upeTa.

2 | Identification / [TogTHHHOCTD

2a) | ByUV/V®-

cnekTpogoToMeTpUs

Complies as prescribed/
CooTtBeTcTBYET 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. /

V® - crekTpsl TOIUIOIICHHS pacTBOPOB
Tpemapata ¥ CTaHAapTHOro  obpasua
oMenpasona B obnactu or 230 mo 350 um
JOJDKHBI MMeTh MaKCHMYMBI IpH OTHOW
TOM ke JUIMHE BOJIHBIL.

Remarks : The Product conforms to ND/
Tpumeuanne: [IpoxykT cooTBeTCTBYET TpeGoBanuam HJI

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

|Product: Omez (Omeprazole), capsules 20 mg

IMponykT: OMe3® (omenpason), KaucyJrsl 5:6 ) M

Batch No. / Cepus Ne: B2200059

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / AnasmTnaeckuii otueT Ne:
2002FP22000110

Date of Analysis / laTa
anamusza: 24-01-2022

Mfg. Date: / /laTa npon3BoACTBA: 12/2021

Date of Expiry / T'ogen no:
11/2024

Analysis performed according ND / Ananus nposenen o HJ: TT N015479/01-121120

No Test / [loka3aTess Result / PesyabTaTbl Specification / Hopma
' 2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOOBAHUAM chromatogram of test solution should
BYKX correspond to the retention time of main peak
CBOKX/BOIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMs ymepKUBaHMS OCHOBHOTO NWKa Ha
XpOMaToTpaMMe  WCIBITYEMOTO  pacTBopa
TOJKHO COOTBETCTBOBAThH BpeMeHH
yAepXXHUBaHUS  OCHOBHOTO nvka  Ha
XpoMarorpaMme pacTBopa CTaHAapTHOTO
obpazua omMenpasona (paznen
«KongecTBeHHOE OTpeaeNicHHeY ).

3 | Average net fill weight
/ Cpennsisi Macca
COIEPKUMOTO KaTcyn

270.3 mg/270,3 mr

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

4 | Water / Boga

1.1% w/w / 1,1%

Not more than 3.0% /
He Gamee 3,0 %

5 | Uniformity of dosage 4.0/4,0
units / O1HOpoOaHOCTH

AO3UPOBAHHA

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

TTokazarens mpuemneMoct (AV) nomkeH
ObITh MeHee Wnd paseH 15,0,

6 | Dissolution /
PacTBopenue

98%, 99%

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

99%, 99%, 97%, 98%,

In 0.1 M hydrochloric acid solution - not
more than 10 % OfC|7H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBope XJIOpUCTOBOJOPOAHOI
KUCIOTH! - He 6onee 10 % C;H;9N305S
(omMempazon) gepes 2 4.

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

B 6ydepe pH 6,8 - He MeHee 75 % (Q)
Ci7HsN;0;S (omenpazon) gepes

30 mun.

Remarks : The Product conforms to ND/

Ipumeuanue: [Mpoxykt cooTBeTcTBYET TpebobansiM HJL

Conclusion : APPROVED /
Zaxmouenue: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
[Product: Omez (Omeprazole), capsules 20 mg [TIponyxT: Omes® (oMenpason), Kancyibl 20 ur
Batch No. / Cepusi Ne: B2200059 Batch Quantity / O6bem -
o cepun: 2000000 NO
AR No / AHamuTu4yeckuii oTuer Ne: Date of Analysis / laTa
2002FP22000110 aHamm3a:  24-01-2022 o
Mfg. Date: / J/laTa npon3R0ACTRA: 12/2021 Date of Expiry / I'ogen go:

11/2024

Analysis performed according ND / Ananus nposegen no H: ITN015479/01-121120

Ne

Test / IToxasaTenn

Result / PeaybTaThl

Specification / Hopma

7

Related substances / ITocTopoHHHe TIpUMeECH

Any individual
unidentified impurity /
Jlrobast eAHUYHAs
HEWIEeHTUOUIIMPOBaHHA
S IPUMECh

0.04% / 0,04%

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

 Total impurities /
CyMmMa nipumecei

0.1%/0,1%

Not more than 2.0 % /
He 6omee 2,0 %

3 strips and patient information
leaflet in a carton pack. / Ilo 10
Karncyl B aTIOMHHHUEBOM CTpHIIE.
Ilo 3 crpuma ¢ HHCTpPYKUMEH IO
TIPAMEHEHHUTO B TAUKy KapTOHHYIO.

8 | Assay/ 19.9 mg/ 19,9 mMr 18.0mg to 220 mg of C;;H;N;058
KonuuecTBeHHOE (99.3% / 99,3%) (omeprazole) in capsule (90.0 to 110.0 % of
ompegeeHue label claim). /

Ot 18,0 M 1o 22,0 MT C17H19N303S
(omemnpazon) B kancyne (ot 90,0 no 110,0 %
OT HOMHHAIBHOTO COIECPKAHMIS).

9 | Microbial limits / MukpoGnosornueckasi H4HCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g/
Microbial Count / Menee 10 KOE/T He Gonee 1000 KOE/r
Oouiee gmcio a3poOHBIX

MHUKPOOPTraHU3MOB
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
O6uiee UKCcII0
JPOMNCKEBBIX 1
NJIECHEBBIX IPUGOB -
¢) E. coli Absentin1g/ Absentin 1 g/
OTtcytcTBYeTB 1 T OtcyTcTBUe B 1 1
10 | Packaging / Ynaxoexa | 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. / ITo 10 kamncyn B antoMHHUEBOM
ctpune win B [TA/AJI/IIBX // antomMuHREBOM
omuctepe. ITo 3 crpuna wnn o 3 6nucrtepa ¢
WHCTPYKUMEN 10 NpHUMEHEHWIO B Nadky

KapTOHHYTO.

Remarks : The Product conforms to ND/
IIpumeuanue: Ipoaykr coorBeTcTBYET TpeboBaHusaM HT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIM3A

groducz: Omez (Omeprazole). capsules 20 mg

Batch No. / Cepus Ne: B2200059

Batch Quantity / O6bem
cepuu: 2000000 NO

AR No / Anasntudeckuii oTuer Ne:
2002FP22000110

Date of Analysis / laTa
anannia: 24-01-2022

Mfg. Date: / laTa Mpou3BOACTBA: 12/2021

Date of Expiry / I'ogen jo:
11/2024

Analysis performed according ND / Ananns npoBeaen mo H/I: IT N015479/01-121120

No Test / [ToxasaTens Result / PeayasTaThl Specification / Hopma
11 | Labeling / According to ND / B cootsetcTBuu ¢ HJJ
Mapkuposka
12 | Storage conditions / At temperature below 25 °C. / TIpu TeMnepatype He Beime 25 °C.
YenoBus xpanHeHHA
13 | Shelf life / Cpok 3 years/ 3 roga
TOAHOCTH

Remarks : The Product conforms to ND/

TIpumeuanne: [TponykT coorseTcTBYET TpeboBanmaM H]I

Conclusion : APPROVED /
3axmaiouenne: OJJOBPEHO
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