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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHANTU3A

Product: Omez (Omeprazole), capsules 20 mg |MTpoaykT: Ome3® (oMenpason), Karcyel 20 wmr
Batch No. / Cepus Ne: B2200395 Batch Quantity / O6bem
cepun: 2000000 NO B
AR No / AsasimTudecknii oTdet Ne: Date of Analysis / laTa
2002FP22000222 anaausza:  05-02-2022 ]
Mfg. Date: / JlaTa npon3soAcTBa: 01/2022 Date of Expiry / Togen ao:
12/2024

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

Ne Test / okazaTenn

Result / PesyasTaThl

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. /

Tsepaple )KeJlaTUHOBLIE
npo3payHble Kancynbl paMepa 2 ¢
GecuUBETHRIM  KOPITyCOM, PO30BOH
KPBILIEYKOH u MapKUpOBKOIi
yepHoro usera «OMEZ» Ha o0enx
yacTax  kancynsl.  ComepikamMoe
KAIICyJ — rpaHyJibl Oenoro 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. /

Teepnble KenaTHHOBbIE Mpo3payHbie
Kancynel pasMepa 2 ¢ OecuBeTHBIM
KOPITYyCOM, po30BoOit KpBILLIEY KO "

MapkupoBkoii uepHoro usera «OMEZ» Ha
obenx yacTax karcyybsl. ComepXuMoe Karcyn
— TpaHyJibl 6ET0TO WITK NMOYTH 6EJTOTo 1BETA.

2 | Identification / IloganudocTh

2a) |By UV / V-

criektpodoTomeTpus

Complies as prescribed/
CooTBeTCTBYET TPeOOBAHNAM

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. /

VY@ - crnekTphl TIOVIOHIEHHS pacTBOPOB
mpemapata W cTaHAapTHOro  obpasna
oMenpasona B o6macty ot 230 nmo 350 HMm
JOJDKHBI UMETb MaKCHMyMbl TIPH OXHOW M
TO1 ’Ke NJIVHE BOJIHBI.

Remarks : The Product conforms to ND/
TTpumeuanue: ITponyKT cOOTBETCTBYET Tpebopanuam HJT

Conclusion : APPROVED /
Zaxmovenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTH3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (OMenmpasoi), Karcy bl 20 Mmr |
Batch No. / Cepus Ne: B2200395 Batch Quantity / O6bem
N - |cepun: 2000000 NO B
AR No / Ananutnyeckuii order Ne: Date of Analysis / laTa
2002FP22000222 ananuza:  05-02-2022 o ]
Mfg. Date: / laTa nponssoacTBa: 01/2022 Date of Expiry / I'ogen go:
. 12/2024
Analysis performed according ND / Ananuns nposenen no HA: II N015479/01-121120
Ne Test / ITokazaTeiib Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeboBaHMAM chromatogram of test solution should
BYKX mmn f:orrespond to the retention time of main peak
CBXX/BCKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMs ypmepkuBaHHMA OCHOBHOI'O mNHUKa Ha
XpoMarorpaMMe  HCOBITYEMOTO  pacTBOpa
IIOJKHO COOTBETCTBOBATH BpEMEHN
yAep)KHBaHUS OCHOBHOTO nuKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHIapTHOTO
obpazua oMeTpa3ola (pazmen
«Konu4yecTBeHHOE OTNpeIeNICHUEY ).

3 | Average net fill weight
/ Cpennsist Macca
COAEPIKUMOT O KaTcyl

269.7 mg/ 269,7 mr

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

4 | Water / Bona

1.0% w/w /1,0

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

5 | Uniformity of dosage
units / OgHOpPOAHOCTDL
JA03UPOBAHUA

29/29

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

IToxasaTenb npuemieMoctd (AV) nomken
OBITH MeHee WK paBeH 15,0.

6 | Dissolution /
PacrBOopenue

4%, 2%, 0%, 1%, 1%, 0%

96%, 96%, 96%, 97%, 96%, 96%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C17H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope X10pHCTOBOAOPOIHOM
xucnotsl - He Gonee 10 % C7HoN;05S
(ometpason) yepes 2 .

In pH 6.8 buffer - not less than 75 % (Q) of
C7HoN30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C17H9N305S (omemnpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
IMpumevyanme: [IpoayKT COOTBETCTBYET Tpebopanusam H]I

Conclusion : APPROVED /
3aximouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

_P—roduct: Omez (Omeprazole), capsules 20 mg

MpoaykT

: Omes® (oﬁnpmon), KarcyJsl Zd;Mr -

Batch No. / Cepus Ne:

B2200395

CepHHU:

Batch Quantity / O6bem

2000000 NO

AR No / Apaantudecknii orget Ne:
2002FP22000222

aHajaunsa:

Date of Analysis / laTa

05-02-2022

Mfg. Date: / laTa npousBoacTBAa:

01/2022
12/2024

Date of Expiry / Toaen go:

Analysis performed according ND / Anaau3s nposeaen no HJI: T1 N015479/01-121120

Na Test / Iloka3zaTeanb Result / PesyasTaThl Specification / Hopma

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

JIro6as equHUIHAs

HeuIeHTU UL POBaHHA

s TIpUMech

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

8 | Assay/ 20.0 mg /20,0 mMr 180mg to 220 mg of C;HsN;O58
KonnyecTBenHoe (99.8% / 99,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaejeHne label claim). /

Or 18,0 MIrr 1o 22,0 MI C17H19N3O3S
(omempazon) B kancyie (ot 90,0 no 110,0 %
OT HOMHHAJIEHOTO COJIEPXKAHMNSA).

9 | Microbial limits / Mukpo6uojorudeckas YHCTOTA

a) Total Aerobic
Microbial Count /
O61ee uncno adpoOHBIX
MHKpPOOPTaHH3MOB

Less than 10 CFU/g /
Memnee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
OO611ee yuCHO
IPOMOKEBBIX W
TIecHeBbIX rpuboB

Less than 10 CFU/g /
Memnee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) E. coli

Absentin 1 g/
OrcytcTByeT B I T

Absentin 1 g/
OtcyrcrBue B 1 r

10

Packaging / YnaxoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Kancysl B aITFOMWHHEBOM CTpHIIE.
Mo 3 crpunma c¢ WHCTPYKIMWEH 10
NPUMEHEHHIO B MAYKy KapTOHHYIO.

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 xancyn B antoMMHIEBOM
crpute unu B [TA/AJI/TIBX // anroMuHreBoM
6micrepe. ITo 3 crpuma umy o 3 6nucTepa ¢
WHCTPYKLMEH TI0 MPUMCHEHHI0 B HayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: [Tpoaykr coorBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg I'lpou)_'KT: Owme3® (omempazon), KaﬂEyJTBI 26% o
Batch No. / Cepus Ne: B2200395 Batch Quantity / O6bem
L B cepun: 2000000 NO -
AR No / AHaanTH4YeckHnii oTder Ne: Date of Analysis / laTa
12002FP22000222 B aHaqam3a:  05-02-2022
Mfg. Date: / laTa npoussoacTBAa: 01/2022 Date of Expiry / I'ogen ao:
12/2024
Analysis performed according ND / Anaaus nporegen nio HJI: T N015479/01-121120
Ne Test / [loxa3aTenn Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootrercTnu ¢ HII
MapkupoBska
12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Boime 25 °C.
YcaoBuA XpaHEeHHSA
13 Shelf life / Cpox 3 years /3 rona
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
I pumeuanne: [Tponykr coorBercTBYeT TpeboBanusim HJT 3axiiwuenne: OJOBPEHO
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