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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoayxr: OMe3® (omenpason), Kancyssl 20 mr

2002FP21002402

Batch No. / Cepust Ne: B2104168 Batch Quantity / O6bem
cepum: 2000000 NO .
AR No / AnannTuueckuii otuer No: Date of Analysis / laTa

anaau3za: 07-12-2021

Mf{g. Date: / laTta npouszsoacrsa;

11/2021

Date of Expiry / Togen go:
10/2024

Alratysis performed according ND / Anaans nposenen no HJI: TT N015479/01-121120

Ne

Test / Iloka3zarean

Result / Pesyanratnl

Specification / Hopma

1 | Description /
Onucanue

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. /

Trepavie KeNATUHOBBIE
Tpo3payHbIe KarcyJyel pasMepa 2 ¢
0ecLIBETHBIM KOPMYCOM, pO30BOii
KpPBILIEYKOI " MapKUpPOBKOH
yepHoro upeta «OMEZ» Ha obeux
yacTax  Kancynel. CoaepkumMoe
Karicysi — rpanyJsi 6enoro usera.

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. /

Tsepawie KeNaTHHOBBIE TIpo3pavHble
Kancynael pasMepa 2 C¢  OecUBETHBIM
KOpITYyCOM, poO30BOit KPBIIEUKOH "

MapkuUpoBKoi YepHoro nBeta «OMEZ» na
obenx 4HacTax kancynsl. Conepxumoe Karcyi
— rpanyJibl 6€10ro WiM moytH 6enoro usera.

2 | Identification / lognuuHOCTL

2a) | By UV/ V-

cniekTpodoToMeTpus

Complies as prescribed/
CooTBeTCTBYET TpeOOBaHMUAM

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® - cnekTpbl NOTTIOMIEHUS PAaCTBOPOB
npemapara M CcTaHjapTHoro  obpasna
omenpazona B obrmacth oT 230 no 350 uwm
JOIKHEl MIMETH MaKCHMYMBI TIpY OOHON W
TOI K€ JJINHE BOJHEL

Remarks : The Product conforms to ND/
I pumeuaune: [IpogykT cooTBercTBYET TpeGoBaHnsM HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIHM3A

Product: Omez (Omeprazole), capsules 20 mg

Hpoaykr: OMes® (omenpason), Kancymsr 20 mr

Batch No. / Cepusi Ne:

B2104168

Batch Quantity / O6bem

cepun:

2000000 NO

AR No / AvaanuTHdeckuii oTuer
2002FP21002402

Ne:

Date of Analysis / TaTa
anaausa: 07-12-2021

Mfg. Date: / lata npousBoacrsa:

11/2021

Date of Expiry / Toaen ao:

10/2024

Analysis performed according ND / Ananuns nposesien no H/L: 11 N015479/01-121120

|—Nﬂ

Test / Tloxazatean

Result / PesynnTarTni

Specification / Hopma

PactBopenne

99%, 100%, 101%, 100%, 101%,

99%

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootBercTByeT TpeGoBaHHIM chromatogram of test solution should
BYKX s .correspor-ld I.t:"l 1lle.retention time of main peak
CBKX/BOICK in the chiomdt.(agtam o_f oTeprazole reference
standard solution (section "Assay"). /
Bpems ynepxuBaHus OCHOBHOTO mnHka Ha
XpomaTorpaMMe  HCTIHITYEMOTO  pacTBopa
ZOIKHO COOTBETCTBOBATh BpeMeHu
YAEPKVMBAHUS  OCHOBHOTO nMKka  Ha
XpomMaTorpaMMe  pacTBOpa  CTaHAapTHOro
o6pasua oMmemnpazona (paznen
«KonmyecTBenHOE onpenenenue).
3 | Average net fill weight | 268.6 mg/268,6 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsis macca 283.5mg) /
COIEPKMMOro KarncyJt 270,0 Mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boma 1.1% w/w / 1,1% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 27127 Acceptance value (AV) should be less than or
units / OgHOpogHOCTD equal to 15.0. /
MO3HpOBAHHS [Toxasatens npuememoctu (AV) nomken
ObITE MEHee uiTH paseH 15,0.
6 | Dissolution / 1%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

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

B 0,1 M pacTBope XJ10prCTOBOROPOAHOI
KHCTOTHI - He Gomee 10 % C7H sN;0;S
(omenpazon) uepes 2 u,

In pH 6.8 buffer - not less than 75 % (Q) of
Cy7H9N30,S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He mMenee 75 % (Q)
C17H19N3058 (omenpazon) qepes

30 mMuH.

Remarks : The Product conforms to ND/
Mpumeyanue: Ipoaykr coorsercrayer TpeboBanuam H){

Conclusion : APPROVED /
3axarouenne; OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

HMpoaykr: Omes® (oMerpason), Karncynsi 20 mMr -

Batch No. / Cepust Ne: B2104168

Batch Quantity / O6bem
cepHu: 2000000 NO

AR No / AHannTHYecKHuit oTueTt Ne:
2002FP21002402

Date of Analysis / TaTa
ananusa: 07-12-2021

Mfg. Date: / Iata npoussoacTBa:

1172021

Date of Expiry / Togen no:

10/2024

Analysi'_s performed according ND / Anasns nposenen no HJI: 1T N015479/01-121120

[ Ne Test / [lokazaTenn Result / PeayastaThi Specification / Hopma

7 | Related substances / [Toctoponnue npumecu
Any individual 0.04%/0,04% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIio6as equHMYHAsS

HeUACHTUGHUMpPOBaHHA

s IPAMECH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npuMecei He 6onee 2,0 %

8 | Assay/ 20.2 mg/ 20,2 mr 180mg to 22.0 mg of C;H;N;058
Kosnyecreennoe (100.8% / 100,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeieHne label claim). /

Or 18,0 mr mo 22,0 mMr C;;H;oN;0,S
(omemnpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHHAIILHOTO COAEPKaHMs ).

9 | Microbial limits / Mukpo6nonoruyeckas uncroTa

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
O6mee qucio a3po6HBIX

MUKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Mewee 10 KOE/r He 6ornee 100 KOE/r
O61uee uncio
IPOKIKEBBIX U
IIJIECHEBBIX TPpHUOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyrctByerB 1 T OtcyTctBue B 1 T
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip. . . .
3 strips and patient information 20| e o e alum.mum strl'p or
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / ITo 10 . AT . .
3 blisters and patient information leaflet in a
Karlicyl B alfOMHHUWEBOM CTpHIIE. \ L016 IOE E — —- ~
Ilo 3 crpuna ¢ uHCTpykuMel Mo CaTtoN pack Y
MPUMEHEHIIO B Maviy KapTOHHYIo crpune unu B [TA/AJITIBX // antomuHEHEBOM
" | 6macrepe. Mo 3 cTpuna unm no 3 6nucrepa ¢
MHCTPYKIHWEH 10 TNpPUMEHEHHI0 B Madky
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanue: [poaykr coorBercryer TpeGopanusm HJJ

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

|Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: Omes® (omenpazon), Karcyirs 20 mr

Batch No. / Cepua Ne:

B2104168

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / Ananutnueckuii orger No:
2002FP21002402

Date of Analysis / {ara
anaamsa: 07-12-2021

Mifg. Date: / JITata nponzBoacTna; 11/2021

10/2024

Date of Expiry / Togen no:

Analysis performed according ND / Anaans nposenen mo H: T N015479/01-121120

YeaoBus Xpanenns

Ne Test / MoxazaTenn Result / Pesyabtarei Specification / Hopma
11 | Labeling / According to ND / B cootserctsun ¢ HJI

MapkupoBka
12| Storage conditions / At temperature below 25 °C. / ITpu Temnepartype ue Boime 25 °C.

13

Shelf life / Cpox
TOAHOCTH

3 years /3 roga

Remarks : The Product conforms to ND/
HNpumeuanne: Mpoaykr cooTseTcrryer Tpebosanmam HJ[

Conclusion : APPROVED /
3akmouenue: QJJOGPEHO
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