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Hpoayrr: Omes® (omenpazol), kaneyis 20 mr

Batch No / Cepua Ne : B2100406

AR No / AHATHTHUCCKI 0THCT Ne: 2002FP21000361

'Date of Mfg / lata 01/2021

Batch Quantity / O6sem 1990000 No
 lcepun: -
Date of Analysis/ dara 19/02/2021

aHanunsa:
Date of Expiry / Tomen no: 12/2023

npon3sonjicrea:

617 (amend Ne 1 from 07.08.2018 /i3m.Ne

1 NO15479/01-260

Analysis performed according ND / Ananns np(jﬁéfleﬁ(_) HL[:

1 o1 07.08.2018)

i_.Ne Test / Mokasarean

Result / PesyabraThl

Speciﬁcatiﬁ/ _[{opﬁa_

1 | Description / Complies as preécribed

Onncanue

CootsercrByeT TpeboOBaAHNAM

2" size hard gelatin capsules with colorless
transparent body and pink colored transparent
cap having black "OMEZ" imprinting on both
body and cap with double locking system.
Capsule content - white to off-white spherical
pellets.

TepAble sKenaTWHOBbIE MPO3payHbIe Kancysbl
pazmepa «2» ¢ GECUBETHbIM  KOPIYCOM,
PO30BOH KpbILLEYKOH, MApPKMPOBKOH YepHOro
usera «OMEZ» nHa obenx 4acTaX Karcyibl,
CopepkuMoe Kancyn — rpanysbt Genoro uau
noyTH H6esoro upeTa.

Identification / [ToanuaHOCTD

' 23) By UV / Y®-cnekrpo-

doTomeTpus

Complies as prescribed/
CootsercTByeT TpeboBaHu

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 CMEKTPhbl  MOIJIOWEHUS  pacTBOPOB
npenapara M cTaHAapTHoOro  obpasia
omenpasosna B obaactv ot 230 no 350 Hm
HOMKHBI UMETH MAKCUMYMbI PU OAHOH U TOH
e JUIMHE BOJIUbI,

AM

Remarks : The Product conforms to ND/
1lpumeuanne: [Nponykr coorsetcTByer Tpebosanusm HJI

Conclusion : APPROVED /
3axkawucnne: OJJOGPEHO

Analyst / Checked by /

t%ﬁ__ ITpoBepeHo:

ITpoBeneno:

Approved by QA In-Charge /
Hoxyment onobpen OOK: Z/)

Date / Jlata: 19/02/20

14
{

21 Date / Jlata: 19/02/2021
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Page2 of 4/ Cup. 2 u3 4

Product: Omez (( }Jncpi-':r?:nle), capsules 20 mg

M poayrr: Omes® (omenpason), kancynb 20 mr

Batch No / Cepns Na: B2100406

‘Batch Quantity / Osem 1990000 No
leepn:

AR No / Ananrnyeeknii otuer Ne: 2002FP21000361

Date of Analysis / lara  19/02/2021
anmaJjansa:

Date of M_fg_ _/-f[a'rﬁ
[ POK3BOACTBA:

Analysis performed according ND / Anaaus NpoBeJieH 1o ilIl:
1 NO15479/01-260617 {amend Ne 1 {rom 07.08.2018 /usm.Ne 1 o1 07.08.2018)

0172021 Date of Exi)iry /Tonen no: 12/2023

No Test/ Ho&amTenb

Result / Pesyasraro Specification / Hopma

2b) | By HPLC / BDXX

The retention (ime of main peak in the
chromatogram  of test solution should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference

Complies as prescribed/
CoorgercTByeT TpebOBAHHSM

standard solution, as obtained in Assay. /
Bpewmst  yaep:kHBaHUs OCHOBHOIO
XpomarorpaMMe  HCHbITYEeMOro
JLOJIKHO COOTBETCTBOBATh
yaepKHBaHHs OCHOBHOT0
XpomarorpaMme  pacTBopa
obpa3ua omenpasona.

NMUKa

1270.0 mg + 5.0% (Between 256.5 mg and
283.5mg) /
270 Mr + 5,0% (256,5 mr - 283,5 mr)

267.6 mg/ 267,6 mr
[/ Cpeansist macca
COACPIRUMONO KANCYJT .

| Not more than 3.0% /
He 6onee 3,0 %

4 | Water / Boaa 1.2 %w/iw /1,2 %

nuKka Ha
pacTBopa
BpEMEHH

CTaHAapTHOTO

Ha

5 | Dissolution /
PactBopenue

0%, 0%, 2%,
)] 0 0

Uil dissolved after 2 h./

B 0,1 M pacrtBope Xi10prucTOBOAOPOAHOIH

kHcaoThl - e 6onee 10 % C7H 9N30;S

(omenpasot) uepes 2 u,

97%, 97%, 93%,

91%, 92%, 91% .
30 min./
B 6ydepe pH 6,8 - He menee 75 % (Q)

Ci7H19N30;3S (omerpazon) vepes 30 muH.

In 0.1 M hydrochloric acid solution - not more
than 10 % of Ci7H9N30;S (omeprazole) is

In pH 6.8 buffer - not less than 75 % (Q) of
Ci7H19N30;38 (omeprazole) is dissolved after

Conclusion : APPROVED /
Jakmouenue: OJJIOBPEHO

‘Remarks : The Product conforms to ND/
Ipumcyanne: MpoaykT coorpercrnyer Tpeboanuam H/I

Approved by QA In-Charge /

Anaiyst / Checked by /
/g Hoxyment ogobpen OOK:

Iposenetio: %’;__ [posepeno:
Date / Jara: 19/62/2021 Date / Jlata: 19/02/2021

Date / JlaTa: 19/02/2021

y

—ld
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page3of4/Crp.3 34

__Produc_t_:_Omez (Omepraz_o_le),_cép&lﬂ__es 20 _mg e i [Oponysr: Omes® (oMenpason), kancy b 20 mr

Batch No/ Cepus Ne: B2100406 Batch Quantity / O6sem 1990000 No

i o | _ - ‘cepnn: - 53

AR No / Anamnrnuecknii oruer Ne: 2002FP21000361 Date of Analysis / laTa 19/02/2021

o ~|lamanmsa: o

Date of Mfg/ {ara 01/2021 Date of Expiry / Fogen go: 12/2023

japonssonersas — ‘

Analysis performed according ND / Anaaws oposenen no HI:

TTNO15479/01-260617 (amend Ne 1 from 07.08.2018 /usm.Ne 1 ot 07.08.2018) ]
Ne Test / Ilokazarenn [ Result/ PesyabraTs -Speﬁcation / Hopn_la_ N 1
6 | Related substances / HocToponnue npnmecn N |

Any individual 0.02% / 0,02% Not more than 0.5 %./ - g
unidentified impurity / He 6onee 0,5 %
Jltobast ennHuuHas
HEWACHTH(HIMPOBAHHA
A npuMech
Total impurities / Not detected Not more than 2.0 % /
Cymma npumeceii He 6onee 2,0 %
" 7 | Microbial limits / Muxpoduonornyeckas YncToTa -
a) Total Aerobic ' Less than 10 CFU/ é/ “Not more than 1000 CFU/g/
Microbial Count / Mence 10 KOE/ 1 He 6onee 1000 KOE/ r
Obuiee uncno a’spobHbIX
MHKPOOPIraHHU3MOB
b) Total Combined Less than 10 CFU/ g/ Not more than 100 CFU/g /
Yeasts and Mould Count Metee 10 KOE/ r He 6onee 100 KOE/ r
O6uwee uucno
JPOMIKERBIX H
nyiecHeBbIX rpubon
¢) E. coli Absentin 1 g/ o Absentin 1 g/
OtcyrerByerB 1 1 OrcyrctBue B 1 1
8 | Uniformity of dosage 4.0/4,0 Acceptance value (AV) should be not more
units / OaHopoanocTh than 15.0/
A03HPOBAHMS [Tokazarens npuemnemoct (AV) nomkeH
ObITb He Oonee 15,0

Conclusion : APPROVED /
Jakmoucune: OJOBPEHO

Remarks : The Product conforms to ND/
Hpumeuanue: [ponykr coorsercruyer Tpebobanusam ]

Approved by QA In-Charge /
HokymeHT onobpen OOK:

Analyst / ; Checked by /

A4

Date / Jlarva: 19/02/2021

[IposeneHo: I1poseperio:
Date / Harta: 19/02/2021 Dalte / lata: 19/02/2021
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CERTIFICATE OF ANALY 3IS

CEPTUDOHUKAT AHAJIN3A

Product: Omez (Omeprazole), L'.:-ip-sulcs 20 m;g_

[T poaykr: Omest® (omelipasiod), karncyne 20 mr

Paged of 4/ Crp. 4 u3 4

Batch No / Cepust Ne @ B2100406

|Batch Quantity / O6u.em
: cepu

1990000 No

AR No / Auajanrudecknii oraer Ne: 2002FP21000361

Date of Mfg / Nata 01/2021
[lpUll iBo/icTRa:

Analysis performed acco'r-ding ND / Auaans npoBeAcH No HIL

_|aHaJjiv3a:

ﬁatc of Analysis / larTa
Date of Expiry / Fogen po: 12/2023

(TTNOT5479/01-260617 (amend No 1 from 07.08.2018 /u3m.Ne | ot 07.08.2018)

19/02/2021 )

Ne Test / llokazaTear Result/ Pe3yhbTa1'1)l
9 | Assay/ 203 mg (101.5%) /
Koanuecrseunoe

20,3 mr (101,5%)
onpeaenenue

Package / VYnakoska - 10
capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / o 10
Kancyn B allOMHHHEBOM
crpune. [lo 3 crpuna c
MIICTPYKUHKEH Mo NpuMeHeHHIo
B Na4YKy KapTOHHYIO.

10 | Packaging / ¥Ynakoska

Specification / HO[)M;

180mg to 220 mg of C;HN;O:S
(omeprazole) in capsule (90.0 to 110.0 % of
label claim). /
Or 18,0 mr ao 22,0 mr C7H19N3O3S
(omenpazon) B kancyne (o1 90,0 10 110,0 % o7
HOMUHANLHOTO COAEPAAaHHs),

"P_ackage__/_ Vnakoska - 10 capsules in an

aluminum strip or (PA/AL/PVC) / aluminum
blister. 3 strips or 3blisters and patient
information leaflet in a carton pack./ Ilo 10
KAncyj B QMIOMHHMEBOM CTpUOE WIH B
[MA/AJI/TIBX // antomurnesom dauctepe. Io 3
crpuna unu no 3 Gauctepa ¢ MHCTPYyKUUeH no
MPUMEHECHHIO B NAYKY KAPTOHHYIO.

11 Labelin_g_/ - According to ND / B coorsetcteuu ¢ HJI
MapkupoBka
= gtorage conditions,/ At temperature below 25 °C. / [1pu Temnepatype He shitie 25 °C.
CJOBHS XpaHeHust
13 | Shelf life / Cpok 3 years/ 3 roga
roIHOCTH

Remarks : The Product conforms to ND/
ITpumeuanne: [Tpoaykr cootBercrByeT Tpebosannam HJ|

Conclusion : APPROVED /
3akmovenne: ONOBPEHO

Analyst / Checked by /

Approved by QA In-Charge /

HokymenTt ogobpen OOK: <Z/)
(14

Date / Jlara; 19/02/2021

[Tposenerio: [Tposepeno:
Dale / lava: 19/02/2021

Date / [lata: 19/02/2021
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