Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIHU

3A

[Product: Omez (Omeprazole), capsules 2&1@_ B

Tpoaykr: Ome3® (oMenpasor), KarcyJst 20 Mr_ _

Batch No. / Cepus No: B2200263 Batch Quantity / O6bem

B cepuu: 1990000 NO B
AR No/ Ananmutnyeckmii oTueT Ne: Date of Analysis / laTa
2002FP22000135 anmanuza:  27-01-2022

Mfg. Date: / laTa npoH3BoACTBA:

01/2022
12/2024

Date of Expiry / T'ogen no:

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

Ne Test / [TokazaTenns

Result / Pe3yabTaThl

Specification / Hopma

1 | Description/
Onucanne

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. /

Tepasie KENATIHOBEIE
TIpo3payHble Kallcyllbl pasmepa 2 ¢
fecLUBETHBIM KOPITYyCOM, PO30BOH
KpBIIIEYKOH " MapKUPOBKOA
yepHoro 1Beta «OMEZ» Ha o6emx
yacTax kancynel. Comepxumoe
KarcyJr — rpaHyJibl 6eloro 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. /

Trepasie XKeNaTHHOBBIE Mpo3payHble
Kancynsl  pasMepa 2 ¢ OeclBETHBIM
KOpIycoM, PO30BOH KpBIIIEeUkon n

MapkupoBkoit uepHoro useta «OMEZy Ha
o0enx YacTsax Kancyabl. CouepXumMoe Karcy
— rpadyibl 0€J10To WK NMoYTH 6enoro 1BeTa.

2 | Identification / IlogtuHHOCTHL

2a) | By UV/V®-

CNIeKTPOhOTOMETPHS

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. /

V® - crekTpsl TIOLNOMIEHHS PacTBOPOB
npemapata W CTaHAapTHoro  ofpasma
oMenpasona B obnactn of 230 no 350 Hm
JOJIKHEI MMETh MaKCHMyMBI IpH OIHOH M
TOM e ANVHE BOJHB.

Remarks : The Product conforms to ND/
IIpumeuanne: [TpogykT coorBeTcTBYET TpeboBaHusIM HJ

Conclusion : APPROVED /
3aksouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHM3IA

|Product: Omez (Omeprazole), capsules 20 n_'.g_ TpoaykT: OMe3® (oMenpazon), KaTcyJibl 2(_)_ MT 1
Batch No. / Cepns Ne: B2200263 Batch Quantity / O6bem
cepun: 1990000 NO
AR No / AnanuTndeckHuii otaeT Ne: Date of Analysis / {aTa
12002FP22000135 aHamm3a:  27-01-2022 B B
Mfg. Date: / [laTa npou3BoACTBA: 01/2022 Date of Expiry / Togen po: -
12/2024

| Analysis performed according ND / Ananus nposesen no HJL: TTN015479/01-121120

Ne Test / IToxazaTenb Result / PeaynbTaThi Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTseTcTBYyeT TpeboBaHNAM chromatogram of test solution should
BYKX correspond to the retention time of main peak
CBYKX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMs ymepkuMBaHHS OCHOBHOTO [MKa Ha
XpoMaTorpaMme  HCIBITYEMOTO  pacTBOpa
JOJKHO COOTBETCTBOBATH BpPEMEHU
yIepXKUBaHWS OCHOBHOTOQ nnka Ha
XpoMaTorpamMe  pacTBopa  CTaHIapTHOTO
o0pasua oMernpazona (paspen
«KonnuecTBeHHOE OTIpENICTIEHNER ).

3 | Average net fill weight
/ Cpennsist Macea
COTEPIKUMOTO Kamncyl

268.4 mg / 268,4 mr

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

4 | Water / Boaa

1.3% wiw / 1,3%

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

5 | Uniformity of dosage
units / OauopoaHocTh
A03UPOBaHUsI

3.8/3,8

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

Tokazarens npaeMiieMocTH (AV) 10IKeH
ObITH MeHee MITH paBeH 15,0.

6 | Dissolution /
PacTBOpenne

0%, 3%, 2%, 4%, 0%, 1%

93%, 94%, 92%, 91%, 93%, 94%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C,7H;sN303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJIOpHCTOBOAOPOLHONM
kucnoThl - He 6onee 10 % C,7H sN305S
(oMempazon) gepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H,oN;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - ne meree 75 % (Q)
C7HsN;0;S (omerpazon) gepes

30 muH.

Remarks : The Product conforms to ND/
Mpumeuanne: [IpoayKT cooTBETCTBYET TpeboBanusam HJT

Conclusion : APPROVED /
Zakmouenne: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3IA

[Product: Omez (Omeprazole), capsules 20 mg B

IpoaykT: Ome3® (ow?enpa30n), Kancysst 20 M

Batch No. / Cepus Ne: B2200263 Batch Quantity / O6bem
I B cepun: 1990000 NO
AR No / Anasurnuecknii order Ne: Date of Analysis / laTa
2002FP22000135 aHamuza:  27-01-2022 -
Mfg. Date: / JlaTa npou3BOACTBA: 01/2022 Date of Expiry / Toaen go:
12/2024

'Analysis performed according ND / Anasnu3 nposegen no HJI: TT N015479/01-121120

3strips and patient information
leaflet in a carton pack. / ITo 10
Kancyl B alFOMHHHEBOM CTpHIIE.
ITo 3 crTpuma ¢ HHCTPyKUUeH IO
TpHUMEHEHHIO B TaYKy KapTOHHYIO.

Ne Test / Tloxa3zaTean Result / PesyasTaThl Specification / Hopma

7 | Related substances / [TocTopoHHHe npuMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6omee 0,5 %

Jiobas enuHn4Ha

HeuIeHTU(OUIMPOBaHHA

A IPUMECh

Total impurities / 0.1%/0,1% Nol more than 2.0 % / R
Cymma npumecei He Gonee 2,0 %

8 | Assay/ 19.8 mg /19,8 mr 180mg to 22.0 mg of C;;H;oN;O58
KonuuecTeeHHOE (98.9% / 98,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaegeHne label claim). /

Or 18,0 MI' 10 22,0 MT C17H]9N303S
(omenpaszon) B kancyne (or 90,0 no 110,0 %
OT HOMHUHATIBHOTO COAEPXKaHus).

9 | Microbial limits / Mukpo6uosiorgueckas 4ucToTA

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
O6uree Uncno a3poOHbIX

MUKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He Gonee 100 KOE/r
Ob6uiee yncno
JPOMOKEBBIX 1
MJ1eCHEBBIX 'puboB
c) E. coli Absentin 1 g/ Absentin 1 g/
OtcyTcTBYeTB 1 T OtcyrctBue B 1 T
10 | Packaging / Ynakorka | 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 xancyn B aTtOMUHHEBOM
crpune win B [TA/AJI/TIBX // antoMyHueBOM
6nucrepe. ITo 3 ctpuna unm no 3 6amcrepa ¢
UHCTpYKIMEH MO TNpPHUMEHEHUIO B TAUKy

KapTOHHYTO.

Remarks : The Product conforms to ND/
TMpumeyanne: Ipoaykr coorsercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
Saumnouenue: OJIOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJTM3A

[Product: Omez (Omeprazole), capsules 20 mg IpoxykT: OMe3® (oMenpa3oi), Kancyisl 29__Ml“
Batch No. / Cepust Ne: B2200263 Batch Quantity / O6bem -
_ B cepun: 1990000 NO
AR No / Anayutndeckuii oraer Ne: Date of Analysis / laTa
2002FP22000135 aHajquza:  27-01-2022
Mfg. Date: / laTa npousBoACTBa: 01/2022 Date of Expiry / T'ogen no:

12/2024

Analysis performed according ND / Anaaus nposesen o H/I: 1T N015479/01-121120

Ne Test / IToka3zaTesIb Result / Pe3yabTaThl Specification / Hopma
11 | Labeling/ According to ND / B cooretctBum ¢ HJT
MapkupoBska
12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Boiue 25 “C.
YciioBUS XpaHeHUs!
13 | Shelf life / Cpox 3 years /3 roma
roJHocTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ipoaykr coorBeTcTBYET Tpebopanmam HJT 3axmouenne: OJOBPEHO
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