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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN:

3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3® (oMempasol), Karcysl 2(_)}
Batch No. / Cepus Ne: B2200407 Batch Quantity / O6nem
cepuu: 1860000 NO
AR No / Avajgutndeckuii oTuer Ne: Date of Analysis / laTa
2002FP22000250 anajuza: 10-02-2022 -
Mfg. Date: / laTa npou3BoacTBa: 01/2022 Date of Expiry / T'ogen no:
12/2024
| Analysis performed according ND / Anaaus nposenen no HJI: IT N015479/01-121120
Ne Test / ITokazaTens Result / PesyabTaTnt Specification / Hopma
1 | Description / . Hard gelatin transparent capsules of size 2
Onucanue Hard gelatin transparent capsules of | with a colorless body, pink cap and black
size 2 with a colorless body, pink | marking "OMEZ" on both parts of the
cap and black marking "OMEZ" on | capsule. Capsule content - white to off-white
both parts of the capsule. Capsule | pellets. /
content - white pellets. / Tsepnrie KEJATHHOBBIE NIPO3PATHEIE
Teepasie JKENaTUHOBLIE | KAaTICYNbl  pasMepa 2 ¢ OeclBeTHBIM
pO3payHble KANCyJNsl pa3Mepa 2 ¢ | KOpPIycoM, — PO30BOM  KpBILICYKOH W
GecLBETHbIM KOpIycoM, po30BOl | MapkupoBkoif depHoro meeta «OMEZ» Ha
KpblIeYkolW W MapKUpPOBKOH | 00emx yacTAX Karcyiel. ComepXuMoe Karcyn
veproro usera «OMEZy» Ha o0enx | — rpaHynbl Genoro UM NouTy GENOro UBETA.
yactax Kancynel. Colepxumoe
Karcynm — rpaHynsl 6e10ro 1BeTa.
2 | Identification / Ilog1MHHOCTD
2a) | By UV / V- UV-absorption spectra of both test and
criekTpodoTomMeTpus Complies as prescribed/ standard solutions of omeprazole in the range
CooTBeTcTBYeT TpeGOBaHHAM 230 to 350 nm should exhibit maxima at the
same wavelength. /
Y® - croekTpbl TOTTIOWIEHUS PacTBOPOB
npermapara M CTaHmapTHoro  obpa3ua
omenpasona B obmactu oT 230 go 350 HM
IOJKHB UMETh MaKCUMYMBbl NMpW OZHON U
TOl ke IJINHE BOJIHBI.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIponykt cooTBeTcTBYET Tpebosanuam HJL 3axatoyenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJNU3A

[Product: Omez (Omeprazole). capsules 20 mg

Mpoaykt: Ome3® (oMempaszon), Karcy bl 20 mr

2002FP22000250

Batch No. / Cepua Ne: B2200407 Batch Quantity / O6sem
- - cepun: 1860000 NO .
AR No / Ananatudeckuii oruert No: Date of Analysis / laTa

anaausa: 10-02-2022

Mfg. Date: / laTa npoH3BOJACTBA: 01/2022 Date of Expiry / I'ogen go:

12/2024

Analysis performed_ according ND / Awaaus nposegen mo HJL: JT N015479/01-121120

CBIXX/BCXKX

Ne Test / IToxazaTesb Result / PesyabTaTsl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoO0TBeTCTBYET TPeOOBaHUAM chromatogram of test solution should
BOXKX wu correspond to the retention time of main peak

in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

Bpems yaepkHBaHWS OCHOBHOTO TIMKa Ha
XpOMAaTorpaMMe  WCTIBITYEMOTO  pacTBOpa
TIOTKHO COOTBETCTBOBATD BpeMEHH
yaAepKUBaHUS OCHOBHOTO  TIMKa  Ha
XpoMaTorpaMMe — pacTBOpa  CTaHIAPTHOTrO
obpasiua oMerpasona (pazgen
«Konu4ecTBEHHOE ONPEAEIICHUEN).

/ Cpeansisi Macca
COIEPIKHMOTO Karcya

3 | Average net fill weight 269.2 mg / 269,2 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)

4 | Water / Boaa 1.0% w/w / 1,0% Not more than 3.0% /

He 6omee 3,0 %

5 | Uniformity of dosage 43/43 Acceptance value (AV) should be less than or
units / OXHOpPOAHOCTB equal to 15.0./
JMO3UPOBAHUS TToxkazatens npueMaeMocTH (AV) NoMKeH
65ITE MeHee uiTu paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not
PacTeopenue more than 10 % of C;;H9N;05S

(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope XJI0OpHUCTOBOLOPOAHOM
KkucioTsl - He 6osee 10 % C7H 9N;O3S
(oMenpason) uepes 2 4.

98%, 98%, 94%, 96%, 95%, 93% | In pH 6.8 buffer - not less than 75 % (Q) of

C17H9N305S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C,7HsN;0:8 (oMempazoi) uepes

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

ITpumeyanue: ITponyKT cooTBeTcTBYET TpeboBanuaM HJ 3akmodenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIH3A

Product: Omez (Omeprazole), capsules 20 mg Tpoaykr: OMe3® (omerrpason), karcyisl 20 mr
Batch No. / Cepust Ne: B2200407 Batch Quantity / O6bem
cepun: 1860000 NO -
AR No / AHaquTH4yeckHii oTdeT Ne: Date of Analysis / laTa N
2002FP22000250 - aHagmsza:  10-02-2022 3
Mfe. Date: / laTa npoussoAcTBAa: 01/2022 Date of Expiry / T'onen go:
12/2024

-Analysis performed according ND / Auaaus nposexen no HJL: TT N015479/01-121120

Ne Test / IokazaTeab Result / PesynsTaThl Specification / Hopma

7 | Related substances / [locToponnne npuMecH

Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JIro6ag egHI4YHAasA
HenacHTU(GUINPOBaHHA
s IPUMeECh
Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymmMa npumecei He 6onee 2,0 %
8 | Assay/ 20.0 mg /20,0 mr 180mg to 220 mg of C;7H;oN;058
KonuuecTBeHHOE (100.1% / 100,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeieHue label claim). /

Or 18,0 mr mo 22,0 mr Cy;HgN3;0O;S
(omenpazon) B karcyne (ot 90,0 go 110,0 %
OT HOMMHAJIBHOTO COAIEPKaHMs).

9 | Microbial limits / Muxpo6nonornyeckast YHCTOTA

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
OGuiee YHCIo adpOOHBIX

MHKpPOOPTaHU3MOB

b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Meree 10 KOE/r He 6onee 100 KOE/r

OO011ee yuciIo
JIPOXKIKEBBIX 1
TIJIECHEBBIX TPHOOB

¢) E. coli Absentinl g/ Absentin1 g/
OTtcyTctByeTrB 1 1 OtcyTctBUe B 1 T

10 | Packaging / ¥Ynaxoeka | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Ilo 10
Karcysl B aJIOMHHWEBOM CTpHIIE.
ITo 3 crpuna c UMHCTpyKUMER IO
NPUMEHEHHIO B [1a9Ky 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. / ITo 10 xarcyn B alFoMMHUEBOM
crpurie v B TTA/AJI/TIBX // antoMuHneBoM
6nucrepe. [To 3 crpuna nunn no 3 6nuctepa ¢
WHCTPYKUMEH 10 MPUMEHEHNI0 B TIayKy

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: ITponykT cooTBeTCTBYET TpeboBanuaM HJI 3axawuyenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg ~ [Mpoayxr: OMe3® (OMETpasoi), KarcyJrbl 20__]\7
Batch No. / Cepust Ne: B2200407 Batch Quantity / O6bem

cepun: 1860000 NO -
AR No / Anaantudeckuii oTyet No: Date of Analysis / laTa
2002FP22000250 |anammza:  10-02-2022
Mfg. Date: / laTa npousBoacTBAa: 01/2022 Date of Expiry / I'ogen go:

12/2024

Analysis performed according ND / Auaans nposejien no HJL: 1T N015479/01-121120

Ne Test / IToka3zaTeanb

Result / Pe3yabnTaThl

Specification / Hopma

11 | Labeling /
Mapknposka

According to ND / B cootercrauu ¢ HJJ

12 | Storage conditions /
YciioBUsI XpaHEHUS

At temperature below 25 °C. / TIpu Temneparype He Bbiie 25 °C.

13 | Shelf life / Cpox
TOAHOCTH

3 years /3 roma

Remarks : The Product conforms to ND/

Tpumeuanne: IIponyKT cOOTBETCTBYET TpeboBanuaM H/T

Conclusion : APPROVED /
Zaxawyenue: OJOBPEHO
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