CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: OMe3® (omenpason), Kancynsl 20 mr

Batch No. / Cepust Ne:

B2103979

cepHM:

Batch Quantity / O6sem

2000000 NO

AR No / Ananntadyecknii oruer Ne:
2002FP21002276

Date of Analysis / IaTa
aHaM3a:

25-11-2021

Mfg. Date: / lara npousBoacTBa:

10/2021

Date of Expiry / Topen go:
09/2024

Analysis performed according ND / Ananu3s npoeeaen mo H/I: I N015479/01-121120

Ne

Test / Iloka3zaTeJnb

Result / PezyabTaTsi

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. /

Trepmsle ’KEJaTUHOBEIE
Mpo3pavHEIC Karcyiel pasMepa 2 ¢
OCCIIBETHBIM  KOpITyCOM, PO30BOI
KpBILIEYKOi n MapKUpPOBKOH
yeproro 1Beta «OMEZ» Ha o6emnx
yactax kancynsl.  Coaepxumoe
KarcyJ — rpaHyJisl 6eNoro 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. /
Trepable *eJTaTHHOBEIE Mpo3payvHble
Karcynel  pazMepa 2 ¢ OeclBETHBIM
KOpIycoM,  pPO30BOH  KpBIIEuYKoit |
MapkupoBkoW dYepHoro useta «OMEZ» wa
obenx yactax xancynsl. CoepXxumoe Karcyn
— rpanynsl 6e10ro uiK Mo4TH 6enoro uBera.

Identification / IloaiuHHOCTDL

2a)

By UV/ V-
criekTpodoTOMeTpHs

Complies as prescribed/
CoorBeTrcTByeT TpeGOBaHHAM

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. /

VO - crexTpsl TOMIONIEHHS PacTBOPOB
npenapara #  CTaHmapTHOro  obpa3ua
omenpasona B obmactw ot 230 xmo 350 HM
DNOIDKHBI UMETh MaKCHUMYMBI TIPH OIHOM M
TOMH K€ IJIMHE BOJIHLI.

Remarks : The Product conforms to ND/
IIpumeuanne: Iponykr coorBercTBYET TpeGoBaHuam HJL

Conclusion : APPROVED /
3akmoduenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

;Productj)mez (Omeprazole), capsules 20 mg

Batch No. / Cepus Ne:

B2103979

cepun:

Batch Quantity / O6sem

2000000 NO

AR No / Auanutndyecknii orueT Ne:
2002FP21002276

AHAJIU3A:

Date of Analysis / [laTa

25-11-2021

Mfg. Date: / lara nponssoacrsa:

10/2021

09/2024

Date of Expiry / T'ogen go:

;\nalysis performed according ND / Anaau3s nposenen mo H/[: TI N015479/01-121120

PactBopenne

98%, 94%, 97%, 95%, 96%, 98%

Ne Test / IlokazaTean Result / PezyasTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTtBeTcTBYET TpeboBaHNAM chromatogram of test solution should
BOKX wnn f:orrespond to the retention time of main peak
CBOKX/BCIKCX in the chroma‘fogram qf or’r}epraz?'le reference
standard solution (section "Assay"). /
BpeMmst ynepkWBaHHS OCHOBHOTO THKa Ha
XpoMaToTpaMMe  WCIBITYEMOTO  pacTBOpa
TIOMXKHO COOTBETCTBOBATh BpPEMeHH
yOep)KUBaHWS  OCHOBHOTO nHMKa  Ha
XpOMAaTOTpaMMe  pacTBOpa  CTaHIAPTHOrO
obpasua oMernpasona (paznen
«KonuyecTBeHHOE OTIpeIeIEHHE ).
3 | Average net fill weight | 267.9 mg/267,9 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5 mg) /
COACPKHUMOTO KAMICYJT 270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water /Boaa 1.1% w/w/1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 2.0/2,0 Acceptance value (AV) should be less than or
units / OgHOpOAHOCTH equal to 15.0./
JI03UPOBAHUS ITokasarens npuemnemoctu (AV) nomkeH
ObITH MeHee mu paBeH 15,0.
6 | Dissolution / 2%, 0%, 0%, 1%, 0%, 1% In 0.1 M hydrochloric acid solution - not

more than 10 % of C,;HoN;0,S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope X10pHUCTOBOAOPOAHOM
KHCIHOTHI - He 6onee 10 % C;;H;oN305S
(oMenpazon) yepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7;H9N3058 (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7H9N305S (omenpazomn) yepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumewanne: [Ipoaykr cooTBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg Tpoayk’r: Omes® (omMenpason), Kancysl 20 Mr
Batch No. / Cepust Ne: B2103979 Batch Quantity / O6bem '

cepun: 2000000 NO
AR No / AHanuTH4ecknii oTyet Ne: Date of Analysis / Jata
2002FP21002276 anagmsa: 25-11-2021
Mfg, Date: / JlaTa nponsBoacTBa: 10/2021 Date of Expiry / I'ogen go:

09/2024 -

Analysis performed according ND / Ananus nposenen mo HJ: 1T N015479/01-121120

3strips and patient information
leaflet in a carton pack. / Tlo 10
Kallcyl B aTIOMUHHEBOM CTpPHIIE.
ITo 3 crpuna ¢ HHCTpyKUME#H MO
NPUMEHEHHIO B TAYKy KapTOHHYIO.

Ne Test / [IokazaTens Result / PeayabraTsl Specification / Hopma
7 | Related substances / IlocTopoHHHe NpuMecH
" Any individual 0.03% /0,03% Not more than 0.5 %. /

unidentified impurity / He 6omnee 0,5 %

JTro6as exyHUUHAs

HenIeHTH GUIIMpOBaHHA

s TIpAMeCh

Total impurities / 0.1%/0,1% Not more than 2.0 % /

CymMa npumMeceit He 6omnee 2,0 %

8 | Assay/ 20.2 mg /20,2 Mmr 180mg to 22.0 mg of C;;HN;OsS
KonnuecrBeHHoe (101.1% /101,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejaeneHue label claim). /

Or 18,0 mr mo 22,0 mr C;7H;oN;05S
(omenpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMUHAJIEHOTO coaepKaHus).

9 | Microbial limits / Mukpo6unonorudeckad 4ucToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g/
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
O6mee yncno aspoOHBIX

MHKpPOOPTaHU3MORB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He 60nee 100 KOE/r
O61ee yncio
IPOXIKEBBIX U
MIIECHEBBIX IPUOOB
¢) E. coli Absentin 1l g/ Absentin 1 g/
OtcyterByeTB 1T OtcytcTBUe 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. / Tlo 10 kancyn B aJJFlOMHHHEBOM
crpurie unu B [TA/AJI/TIBX // anroMUHEEBOM
6nucrtepe. [1o 3 crpuna unu no 3 6aucTepa ¢
WHCTPYKUWEH 10 TPUMEHEHHI0O B TaYKy
KapTOHHY!O.

Remarks : The Product conforms to ND/
IIpuMmeyanune: [IponykT cooTBeTCTBYET TpeboBaHusaM H]I

Conclusion : APPROVED /
3axkawuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
' Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: Omes® (oMenpason), Kancyisi 20 mr
Batch No. / Cepus Ne: B2103979 Batch Quantity / O6bem
L - cepun: 2000000 NO
AR No / Ananurnyecknii oraet Ne: Date of Analysis / IaTa -
2002FP21002276 anajgnsa: 25-11-2021
Mfg. Date: / JlaTa npon3BoacTBa: 10/2021 Date of Expiry / I'ogen go:
09/2024

Analysis performed according ND / Anaaus nposeaen no H/I: TI1 N015479/01-121120

Ne Test / ITokazaTenb Result / PesyabTaTtsl Specification / Hopma
11 | Labeling / According to ND / B cootrBercTBuu ¢ H/J
MapxupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temmeparype He Bbie 25 °C.
YcaoBus XpaHeHHs
13 Shelf life / Cpoxk 3 years / 3 rosa
rO/IHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanme: [TpoaykT cooTBeTcTBYeET TpeboBaHnam HJI 3axawuenue: OJOBPEHO
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