Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg I poaykT: OMe3® (omenpaszon), Kancyisl 20 mMr
Batch No. / Cepus Ne: B2200948 Batch Quantity / O6nem

cepun: 2000000 NO
AR No / AHanuTuyeckuii oruer Ne: Date of Analysis / laTa
2002FP22000622 anaamsa:  28-03-2022 -
Mfg. Date: / laTa npou3BOACTBA: 02/2022 Date of Expiry / 'open po:

01/2025

Analysis performed according ND / Anaaus npoeeaes no HJI: TI N015479/01-121120

Ne Test / [Toka3zaTennb

Result / PesyabrarTsl

Specification / Hopma

1 | Description /
Onucanne

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on
both patts of the capsule. Capsule
content - white pellets. /

Teepneie
1po3pauHbie Kalcyibl pazmepa 2 ¢
0ecLIBETHBIM  KOPITYCOM, PO30BOH
KpBbILLIEYKOH u MapKUPOBKOM
gyepHoro usera «OMEZ» Ha obenx
yacTsax  Kancynel.  Coaepxumoe
Karcyn — rpaHysl 6eJ10ro LBera.

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. /

Trepavle JKENATUHOBEIE IpO3payHbIe
KETaTUHOBRIE | Kancynsl  pasMepa 2 ¢ OeClBETHBIM

KOpPILYyCOM, po3oBoii KpbILLIEYKOI u

MapkupoBkoil depHoro useta «OMEZ» Ha
o6eux JacTax Kancysl. Coaepkumoe Kamncyil
— rpaHyJisl 6eoro Win mo4tu 6eoro sera.

2 | Identification / [ToaaMHHOCTL

2a) | By UV/Vo®-

crekTpohoTOMETpHS

Complies as prescribed/
CooTBeTcTByeT TpeGOBaHUAM

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. /

YO® - cnekTpsl MOIIOLIEHUST PacTBOPOB
mpernapata M cTaHaapTHoro  ofpasua
omenpazona B obmactu or 230 mo 350 um
JIOJDKHBL MMETh MaKCUMYMBI IpH OOHOH M
TO# e JJIMHE BOJIHbL.

Remarks : The Product conforms to ND/

HNpumeuanue: ITpoaykr coorBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg IIpoaykTt: OMe3® (omenpason), KancyJibl 20 Mr
Batch No. / Cepusn Ne: B2200948 Batch Quantity / O6bem

cepun: 2000000 NO
AR No / Auanutuuyeckuii oryet Ne: Date of Analysis / lara
2002FP22000622 anagnsa: 28-03-2022 )
Mfg. Date: / laTa npon3BoacTBa: 02/2022 Date of Expiry / I'ogen po:

01/2025

Analysis performed according ND / Ananns nposenen no HJl: 11 N015479/01-121120

/ Cpeansas macca
COAEPIKUMOTrO KamcyJ1

Ne Test / [lokasaTenb Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYyeT TpeOOoBaHHAM chromatogram of test solution should
BYIKX mm f:orrespond to the retention time of main peak
CBYKX/BCKX in the chroma‘gogram qf omeprazole reference
standard solution (section "Assay"). /
Bpems yAepKdBaHUS OCHOBHOTO TNHMKa Ha
XpoMarorpaMMe  HCIBITYeMOTO  pacTBoOpa
JOJDKHO COOTBETCTBOBATh BpeMeHHU
yIepKUBaHUA  OCHOBHOIO nuka  Ha
XpoMaTorpamMme  pacTBopa  CTaHOAapTHOTO
obpasua oMernpasofna (paznen
«KonuuecrseHHOE OnpenieNieHne).
3 | Average net fill weight 270.6 mg/270,6 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

101%, 97%, 97%, 97%,
97%, 101%

4 | Water/ Boaa 1.2% wiw / 1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 23723 Acceptance value (AV) should be less than or
units / OaHopoaHoCTH equal to 15.0./
A03UPOBAHUSA INokasarens npuemiaeMocTtu (AV) nomkeH
6bITh MeHee unu pased 15,0.
6 | Dissolution / 0%, 0%, 1%, 1%, 1%, 3% In 0.1 M hydrochloric acid solution - not

more than 10 % 0fC17H19N303S
(omeprazole) is dissolved after 2 h/

B 0,1 M pacTBOpe XJIOpUCTOBOLOPOAHOI
KUCIIOTHI - He 6oiee 10 % Ci7H oN;058
(omenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7HoN305S (omeprazole) is dissolved after
30 min/

B 6y¢epe pH 6,8 - He meHee 75 % (Q)
C17H9N30sS (omenpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/
Ipumeyanne: [TpoaykT cooTBeTcTBYeT TpeGobanuam HJT

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJTH3A

Product: Omez (Omeprazole), capsules 20 mE |IpoaykT: Ome3® (omenpason), Kancyisi 20 mr N
Batch No. / Cepun Ne: B2200948 Batch Quantity / O6bem
cepun: 2000000 NO
AR No/ AnanuTuyeckuii oTyer Ne: Date of Analysis / laTa
2002FP22000622 avagusa:  28-03-2022
Mfg. Date: / laTa npou3BoAcTBA: 02/2022 Date of Expiry / ['ogen po:
01/2025

Analysis performed according ND / Ananus nposeaex no H: I1 N015479/01-121120

Ne

Test / IlokazaTean

Result / PesyabTaThl

Specification / Hopma

7

Related substances / IllocTroponnune npuMecu

Any individual
unidentified impurity /
Jio6as enuHnYHAs
HeuAeHTUPULIMPOBAHHA
A IpUMECh

0.04% / 0,04%

Not more than 0.5 %. /
He Gonee 0,5 %

Total impurities /
Cymma npumeceit

0.1%/0,1%

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

3 strips and patient information
leaflet in a carton pack. / ITo 10
Karncyn B aJIOMUHHEBOM CTpHIIE.
ITo 3 crpuma ¢ HMHCTpYKLHEl MO
NpUMEHEHHIO B Na4YKy KapTOHHYIO.

8 | Assay/ 20.0 mg /20,0 mr 180mg to 220 mg of CHigN;O;s8
KonnyecTBeHHOE (100.1% / 100,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejaesieHue label claim). /

Or 18,0 mr mo 22,0 mMr Cy7H;oN;O;S8
(omenpason) B karncyne (ot 90,0 no 110,0 %
OT HOMHMHAJILHOTO COMIEPIKAHUS).

9 | Microbial limits / Mukpo6uoJ/iornyeckast 4HCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6omee 1000 KOE/r
O6uiee 4ncno a3poOHbIX

MHKPOOPTaHU3MOB
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
O6iiee yucno
JIPOAOKEBBIX U
[JIECHEBBIX M'PUOOB
c) E. coli Absentin 1 g/ Absentinl g/
OtrcytcTByer B 1 T OrcyrctBue B 1 T
10 | Packaging/ YnakoBka | 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 xancyn B antoOMHHUEBOM
crpune ninu B [TA/AJI/TIBX // antoMHHHEBOM
6nucrepe. [1o 3 crpurna unu no 3 6nucrepa ¢
HHCTPYKIMEN MO MNPUMEHEHUIO B IAUKY
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykr coorsercTByeT Tpebopanuam HJT

Conclusion : APPROVED /
Zakioyenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez ( Omeprazole)_, capsules 20 mg

IpoaykT: Ome3® (oMenpazo), KancyJibl 5_6 MF

Batch No. / Cepns Ne:

B2200948 - Batch Quantity / O6bem

cepuu: 2000000 NO

Ycaosus XPaHEHHus

AR No / Avanutudeckuii ordyer Ne: Date of Analysis / laTa
2002FP22000622 - aHagausa: 28-03-2022
Mfg. Date: / Iata npou3BoacTBa: 02/2022 Date of Expiry / 'ogen no:
01/2025

Analysis performed according ND / Anaju3 nposeaen mo H/I: 1 N015479/01-121120

Ne Test / IloxasaTean Result / PesyabTaTni Specification / Hopma

11 | Labeling/ According to ND / B coorserctBun ¢ HJ

MapxkupoBka
12 | Storage conditions / At temperature below 25 °C. / Ipu Temnepatype He Bbiute 25 °C.

13

Shelf life / Cpok
FOAHOCTH

3 years /3 rona

Remarks : The Product conforms to ND/
Ilpumeuanue: IIponykr cooTBeTcTBYET TpeboBaHUsIM HJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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