CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (oMerpa3on), KancyJrel 20__1\41“
Batch No. / Cepust Ne: B2201360 Batch Quantity / O6bem i
- cepuu: 2000000 NO .
AR No / Anaautudecknit oTueT Ne: Date of Analysis / HaTa
2002FP22000979 anasmsa:  12-05-2022
Mfg. Date: / [laTa npousBoacTna: 04/2022 Date of Expiry / Toaen go:
03/2025

Analysis performed according ND / Ananus npoenen mo H/L: T1 NO15479/01-121120

Ne Test / [loxa3aTenn Result / Pe3yabTaThl Specification / Hopma

Hard gelatin transparent capsules of size 2
with a colorless body, pink cap and black

1 | Description/

Onucanue Hard gelatin transparent capsules of

size 2 wilh a colorless body, pink
cap and black marking "OMEZ" on
both parts of the capsule. Capsule
content - white pellets. /

Teepnsle JKENAaTUHOBBIE
Ipo3pauHble Karncysbl pasmepa 2 ¢
6ECLBETHEIM  KOPITYCOM, PO30BOIf

marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white

pellets. /

Tsepnbie JKenaTHHOBbIE Npo3payHble
Kamcynbl  pasMepa 2 ¢ OecuBeTHBEIM
KOpITYyCOM, po30Boit KpBILLIEY KOl u

mapkuposkoil ueproro usera «OMEZ» na

Copy

o

A

A

rolle

L

Nncom

L

?

obenx vacTax Karcyysl. ColepKuMOoe Karcy
— rpaHyJsibl 6ENoTo WK TTOYTH O€JIoTOo IBETA.

KPBIILEYKOH " MapKUpPOBKON
yepHoro usera «OMEZ» Ha o6enx
yacTax kancynsl.  Copepiknrmoe
KarcyJs — rpaHyJbl 6enoro UBETa.

2 | Identification / IloganHHAOCTDL

2a) | By UV /Y-
crekTpodoTOMETpHS

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@ - cnekTpel TIOTNIOIIEHWS pacTBOPOB
mpemapata W CTaHZapTHoro  obpasia
oMemnpasona B obnactu ot 230 mo 350 HM
IOIKHBI MMETh MaKCUMyMBI TIpH OAHOH M
TOH e JIJIVHE BOJTHBL.

Complies as prescribed/
CoOTBETCTBYET TPeHGOBAHUAM

Conclusion : APPROVED /
Zaxkmouenne: OJOBPEHO

Remarks : The Product conforms to ND/
Mpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusaM HJI
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
\Product: Omez (Omeprazole), capsules 20 mg IMpoaykr: Ome3® (oMempazon), kancysisl 20 mr
Batch No. / Cepus Ne: B2201360 Batch Quantity / O6nem
|cepnu: 2000000 NO
AR No / Anaaurndecknii order No: Date of Analysis / laTa
2002FP22000979 anamm3za:  12-05-2022
Mfg. Date: / laTa npon3BoACcTBA: 04/2022 Date of Expiry / T'ogen go:
03/2025
Analysis performed according ND / Auanu3s nposesen no H/L: 11 N015479/01-121120 B
| Ne Test / IloxasaTenasn Result / Pe3yabTaThl 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
BOKX s .corrcspond to the retention time of main peak
CBRIKX/BCIKX in the chromat'ogram qf omeprazole reference
standard solution (section "Assay"). /
Bpemst yaepXUBaHMS OCHOBHOIO MUKa Ha
XpoMaTorpaMMe  HCIBITYEMOTO  pacTBOpa
JIOIDKHO COOTBETCTBOBATH BpEeMeHHU
yIepXUBaHUS  OCHOBHOIO nuka  Ha
XpOMaTorpaMMe  pacTBOpPa  CTAHZAPTHOIO
obpazna oMeTpazoa (pazmen
«KonuuectsenHoe onpeaenenue»).
3 | Average net fill weight 265.7 mg/ 265,7 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennas macca 283.5 mg) /
cOAePKUMOro Karncy.n 270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.2 % wiw/1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.1/3,1 Acceptance value (AV) should be less than or
units / OxHOpoaHOCTD equal to 15.0./
JA03UPOBAHUS TTokasarens npuemaeMocT (AV) nomxkeH
ObITH MeHee Win paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopenne more than 10 % of C;7HoN3;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBope XI0pHuCcTOBOIOPOIAHOMN
xucnotsl - He 6ornee 10 % Ci7H gN305S
(omempasour) yepes 2 4.
95%, 97%, 95%, 97%, 93%, 94% | 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 - He MmeHee 75 % (Q)
C7HoN;0;S (omenpazoi) depes
30 muH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Opumeuanue: [Tponykr cooTBeTcTBYeT TpeboBanusam HJI 3axmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Npoaykr: Omes® (oMemnipa3on), KancyJel Z_Q_Mr
Batch No. / Cepus Ne: B2201360 Batch Quantity / O6bem '
i - cepuu: 2000000 NO -
AR No / Ananuruuaecknii ordeTt Ne: Date of Analysis / JaTa
2002FP22000979 anamza:  12-05-2022
Mfg. Date: / JlaTa mpou3sBoacTBa: 04/2022 Date of Expiry / Cogen no:

03/2025

Analysis performed according ND / Ananus nposener mo HJI: 11 N015479/01-121120

[ Ne Test / ITokazaTenb Result / PesynabTaThl Specification / Hopma

7 | Related substances / [TocToponnue npumMecn

Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He Gonee 0,5 %
JIrobas equHMIHAS
HEUJISHTU(PUIIMPOBAHHA
S TIPUMECH
Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMmMma npumMeceit He 6onee 2,0 %
8 | Assay/ 20.4 mg /20,4 mr 18.0mg to 22.0 mg of Cj;HN3;058
KonuuecTBeHHOE (102.0% / 102,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeseHue label claim). /

Or 18,0 MIr 1o 22,0 MI C17H|9N303S
(omempazon) B kancyne (oT 90,0 mo 110,0 %
OT HOMHHAJTLHOTO COAEpKaHMs).

9 | Microbial limits / Mukpo6uonorndeckast YHCTOTA

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
O6Luee 4ucio aypoOHBIX

MHKPOOPTaHW3MOB

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

Obiee ancno
JIPOKOKEBBIX U
TJIECHEBBIX MPHOOB

¢) E. coli Absentin1g/ Absentin 1 g/
OtcyTtctByeTB 1 T OtcyrcTBUe B 1 T

10 | Packaging / Ymakoska | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Ilo 10
Karncynl B aTIOMHHHEBOM CTpHIIE.
ITo 3 cTpuna ¢ WHCTpYKIHWEH IO
NPUMEHEHHIO B MAYKy KapTOHHY1O.

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 kancyn B antOMAHHEBOM
crpurte win B [TA/AJI/TIBX // anrtoMuHuEBOM
6mictepe. [To 3 crpuma nnu no 3 6nucrepa ¢
MUHCTPYKIMel 10 TPUMEHEHMI0 B IAYKy

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IponykT coorBercTBYET TpeboBanusam HJL 3axmouyenue: OTOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJTH3A

Product: Omez (Omeprazole), capsules 20 mg

|Mpoaykr: Omes® (omenpazon), kancyer 20 mr

Batch No. / Cepust Ne: B2201360

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / AHaanrnyeckuii otuer Ne:
2002FP22000979

Date of Analysis / laTta
amajguza:  12-05-2022

Mfg. Date: / JlaTa nponsBoacTBa: 04/2022

Date of Expiry / I'onen no:

YcaoBust XpaHeHns

Hal_vsis performed according ND / Ananms npogejen no H())jiz/z;)]2§1015479/01-121120
Ne Test / lloxa3aTenan Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootserctenu ¢ HJ]
MapxupoBka
12 | Storage conditions / At temperature below 25 °C. / ITpu Temmneparype He Boinie 25 °C.

13 | Shelf life / Cpox
FOAHOCTH

3 years /3 roga

Remarks : The Product conforms to ND/

TMpumeuanne: [1ponykT cOOTBETCTBYET TPCOOBAaHUAM HJ

Conclusion : APPROVED /
3aximouenne: OJOBPEHO
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