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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

IProduct: Omez (Omeprazole), capsules 20 mg IMpoaykr: Omes® (oMenpazon), Kancybt 20 mr -
Batch No. / Cepusi Ne: B2200946 Batch Quantity / O6bem

cepun: 1990000 NO
AR No / AHanuTU9ecKuii oTdeT Ne: Date of Analysis / laTa
2002FP22000719 ~ |anaam3a: 31-03-2022
Mfg. Date: / laTa nponsBoacTBA: 02/2022 Date of Expiry / I'ogen no:

01/2025

Analysis performed according ND / Anasnu3s npoBefen mo HA: JI N015479/01-121120

Ne Test / [lokazaTensn Result / PesyabTaTsl

Specification / Hopma

1 | Description / :
OnucaHue 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 ’K€J1aTUHOBbIE
Npo3payHble Kancyjiel pazMepa 2 ¢
OeCIBETHBIM  KOPITyCOM, PO30BOIA
KpBILICUKOH U MapKHUpPOBKOIA
yepHoro usera «OMEZ» Ha obenx
yacTsax  Kancynel.  CopaepxkuMoe
Karcyn — rpaHyns! 6enoro npera.

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. /

Trepable KCITaTHHOBEIE Mpo3payHble
Kancynbpl  pasMepa 2 ¢ 6GecuBeTHBIM
KOPITyCOM, pO30BOIt KPBILIEY KO "

MapKkupoBkoii uepHoro usera «OMEZ» Ha
obenx yacrsx karncynbl. ColepXuMoe KarcyJ
— rpaHyJb 6enoro UM Mo4TH 6eoTo uBeTa.

2 | Identification / IlogiuHHOCTDL

2a) | By UV/ V-
CrieKTpohoTOMETPHS Complies as prescribed/
CooTBercTBYET TpeOOBaHHAM

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® - crmekTpbl NOIJIOMIEHUS pPacTBOPOB
mperapara W CTaHmapTHoro  obpasna
oMenpasona B obnactu ot 230 no 350 HM
JOMKHBI UMETh MaKCHMYyMBI TIPH ONHON U
TOMU XKe JJINHE BOJHEI.

Remarks : The Product conforms to ND/
| IIpumeuanue: [Iponykt cooTBeTcTBYeT TpeGoBaHusiM HJI

Conclusion : APPROVED /
3axmouenne: ONOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

_Fro?lct: Omez (Omeprazole), capsules 20 mg

Npoaykr: Ome3® (oMenpazon), kaneysibi 20 mr

Batch No. / Cepus Ne:

B2200946

cepuM:

Batch Quantity / O6bem

1990000 NO

AR No / AHaauTHYecknii oTyet No:

Date of Analysis / laTa

/ Cpenusisi Macca
COIEPIKHMOT0 KATICY T

2002FP22000719 anagmsa:  31-03-2022
Mfg. Date: / laTa npon3BoacTBa: 02/2022 Date of Expiry / T'ogen no:
01/2025
Analysis performed according ND / Ananus nposeaen no HJI: TT N015479/01-121120
Ne Test / IlokazaTenn Result / PesyasTaTsl 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
BOIKX f:orrespond to the retention time of main peak
CBOKX/BCIKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
Bpems ynepKMBaHMS OCHOBHOIO MMKa Ha
XpoMmarorpamMe  HCITHITYEMOTO  pacTBopa
TOJKHO COOTBETCTBOBATh BpeMeHU
yAepKMBaHHA  OCHOBHOrO  IUka  Ha
XpoMarorpaMMe  pacTBopa  CTAHOApPTHOTO
o0pazua oMernpazona (pazmen
«KonudecTBeHHOE ONpesieNneHuen).
3 | Average net fill weight | 269.4 mg/269,4 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)

PactBopenue

95%., 95%, 98%, 94%, 93%, 93%

4 | Water / Bona 1.1% w/w / 1,1% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 33733 Acceptance value (AV) should be less than or
units / OTHOPOIAHOCTD equal to 15.0./
[I03UPOBAHUA IToxasarens npuemnemoct (AV) nomken
6bITH MeHee WiH paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C17H]9N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBope XJI0pHCTOBOZOPOIHOMN
KucnoTel - He 6onee 10 % C7H9N3O;S8
(omerpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - ne menee 75 % (Q)
C7HoN3;0;S (oMemnpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
IMpumeuanue: [Iponykr coorBeTcTBYET TpeboBaHmsaM HJT

Conclusion : APPROVED /
3akawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg

| IMpoaykT

: Omes3® (omenpazon), gancynbﬁ()?vlr

Batch No. / Cepusi Ne:

B2200946

Batch Quantity / O6bem

| cepum: 1990000 NO _
AR No / Avanutudecknii oTuer Ne: Date of Analysis / laTa
2002FP22000719 anaiausa: 31-03-2022

Mfg. Date: / [lata npou3BoAcTBA:

02/2022

Date of Expiry / T'ogen no:

01/2025
Analysis performed according ND / Anaans nposeen mo H/I: TI N015479/01-121120

Ne Test / [loka3aTenn Result / PesyabTaThnl Specification / Hopma

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

Jlrobas eqHMMHas

HeUJECHTUUIMPOBAHHA

s IpUMech

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

8 | Assay/ 20.0 mg / 20,0 mr 180mg to 22.0 mg of C;;HN;0;58
KosnvecTBenHoe (100.2% / 100,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeieHue label claim). /

Or 18,0 Mr Ho 22,0 MI C]7H]9N303S
(omempazon) B kancyne (ot 90,0 no 110,0 %
OT HOMWHATBHOTO COREPKaHNA).

9 | Microbial limits / Muxpo6uonoruueckas 4ucrora

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
OOGiee yncao adpoOHbBIX

MUKPOOPTaHU3MOB

b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /

Yeasts and Mould Count
QOb11€ee YUCIOo
JPOKKEBBIX U
MIECHEBLIX TPUOOB

Menee 10 KOE/r

He 6onee 100 KOE/r

¢) E. coli

Absentin 1l g/
OrcytctByeT B 1 T

Absentin 1 g/
OrcytcTBUE B 1 T

10

Packaging / Ynakoska

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Tlo 10
Kamncysl B aTlOMWHHUEBOM CTpHIIE.
[lo 3 crpuna c WHCTPYKLMER IO
MIPUMEHEHHUIO B MAYKy KapTOHHYO.

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 antOMUHHEBOM
crpurne wiu B [TA/AJI/TIBX // anroMHHEEBOM
omactepe. [To 3 crpuna unu no 3 6nucrepa c
UHCTPYKUMEH Mo TNpUMEHEHUI0 B Mauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanue: [IponykT coorBeTcTBYET Tpebosanusam HJL

Conclusion : APPROVED /
Saxmovenne: ONJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg
B2200946 Batch Quantity / O6bem

IMpoaykTt: Ome3® (oMenpason), kancyibi 20 mr

Batch No. / Cepus Ne:

cepun: 1990000 NO

AR No / AaanTrgeckuii oTder Ne: Date of Analysis / JaTa
2002FP22000719 anaausa: 31-03-2022
Mfg. Date: / [laTa npousBoAcTBA: 02/2022 Date of Expiry / Togen go:
01/2025
Analysis performed according ND / Anasnns nposeges mo H/I: TT N015479/01-121120
Ne Test / [loxa3aTenan Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootBercTBuu ¢ HJ|
Mapxupogka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temnepatype re Boime 25 °C.
YcioBust XpaHEeHUSA
13 | Shelf life / Cpoxk 3 years /3 rona
TOTHOCTH

Remarks : The Product conforms to ND/
IIpuveuanue: [IpofYKT COOTBETCTBYET Tpebopauusim HJT

Conclusion : APPROVED /
3axmrouenue: OJOBPEHO
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