CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Product: Omez (Omepr'c;zole), capsules 20 mg

|Mpoaykt: OMe3® (oMenpason), KarcyIrsl 20 mr B

Batch No. / Cepus Ne:

B2103849

cepHu:

Batch Quantity / O6nem

2000000 NO

2002FP21002170

AR No / AHaauTryeckHii oTaeTt Ne:

Date of Analysis / laTa
aHAJIM3a:

02-11-2021

Mfg. Date: / JaTa npousBoactsa: o

10/2021
09/2024

Date of Expiry / 'ogen no:

Analysis performed according ND / Anaans nposeaen no H/I: T N015479/01-121120

Ne Test / IToka3zatennp

Result / PesyabTaTh!

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. /

Tsepnpie KeJTaTHHOBEIE
Npo3padHBle Karcyybsl pazMepa 2 ¢
OECLIBETHBEIM KOPNYCOM, pO30BOM
KpBIIIEYKOW W MapKHUpOBKOH
yeproro nseta «OMEZ» Ha o0Gewx
yactax  kancynsl. ComepkumMoe
Karlcyn — rpaHyJibl 6enoro 1BeTa.

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. /

Teepasle »KeTTaTMHOBBIE po3payvHble
Karcynael  pasMepa 2 ¢ OeclBeTHBIM
KOPITyCOM, pO30BOM KpPBIIEYKON "

MapkupoBkoi yepHoro nsera «OMEZ» nHa
0obeux yactax kancynbsl. CogepX numMoe Karcyn
— rpadynsl Oeoro Wiy no4tu Genoro uBeTa.

2 | Identification / IlogiuHHOCTD

2a) | ByUV/VY®-

crrekTpodoTomMeTpust

Complies as prescribed/
CooTBeTCTBYET TpeOOBAHUAM

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. /

Y® - chnekTpel NOTNOLIEHHS pPacTBOPOB
npenapata ¥ craHgapTHoro  ofpasua
oMenpaszosia B obmactu or 230 mo 350 HM
JIOKHBEl UMETh MAaKCHMYMBI TIpH ORHOW H
TOi1 )K€ JUTHHE BOJIHBL.

Remarks : The Product conforms to ND/
Mpumeuanune: TIponykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zaxkmouenune: OJOLPEHO
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

[Product: Omez (Omeprazole), capsules 20 mg

ITpoayxT: OMe3® (OMeTIpa3ox), Karcyis! 20 wr

Batch No. / Cepust Ne: B2103849

Batch Quantity / O6bem
cepum: 2000000 NO

'AR No / AHanuTH9ecKuii oTuer No:
2002FP21002170

Date of Analysis / laTa
aHanusza: 02-11-2021

Mfg. Date: / JlaTa npoH3BoACTBA; 10/2021 Date of Expiry / Togen go:

09/2024

Analysis performed according ND / Ananns nposegen mo HJL: 11 N015479/01-121120

[ Ne Test / IokasaTeab Result / Pe3yabTaThbl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBaHNUAM chromatogram of test solution should
BYKX s correspond to the retention time of main peak
in the chromatogram of omeprazole reference
SB SNBSS standard solution (section "Assay"). /
Bpemst yaep:KMBaHWS OCHOBHOTO THKa Ha
XpomarorpaMMe  HCTIBITYeMOTO  pacTBopa
JOIDKHO COOTBETCTBOBAaThb BpPEMEHN
yOepKUBaHWs  OCHOBHOTO nMka  Ha
XpomarorpamMme — pacTBopa CTaHIapTHOTO
o0pa3ua oMeTipasona (pazmen
«KonmuuecTBeHHOE OTpCAEIIEHNEY ).
3 | Average net fill weight | 265.4 mg/265,4 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5 mg) /
COAEePKUMOro KarncyJsa 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 32/32
units / OaHopoaHocTh

Acceptance value (AV) should be less than or
equal to 15.0./

J03HPOBAHUSA Tokazaress mpueMieMocTH (AV) nonxen
OBITH MeHee unu paseH 15,0.
6 | Dissolution / 6%, 0%, 1%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not
PacrBopenne more than 10 % of C;;HoN3;0;3S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpE XJIOpHNCTOBOAOPOIHOM
K#eIToThl - He Gonee 10 % Ci7H sN;O;S
(oMenpazon) yepes 2 4.

92%, 96%, 95%, 91%, 94%, 91% | In pH 6.8 buffer - not less than 75 % (Q) of

C;7H,sN;05S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C7H9N30;S (omenpazoin) yepes

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Tpumeuanue: [IpoayKT cOOTBETCTBYET TpeboBanusam HJT Zaxmwouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (oMENMpPaso), Karcyis Q_O_Mr_ o
Batch No. / Cepusa Ne: B2103849 Batch Quantity / O6bem

- cepun: 2000000 NO
AR No / Auangurnuecknii oryert Ne: Date of Analysis / laTa
2002FP21002170 anajamusa: 02-11-2021
Mfg. Date: / JlaTa npon3BoACTBA: 10/2021 Datc of Expiry / Togen go:

- 09/2024

Analysis performed according ND / Anaaus nposejen mo HJI: TI N015479/01-121120

Ne Test / [loxa3aTenan Result / PesyabTaThl Specification / Hopma

7 | Related substances / Ilocroponnrne npumecn
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6as eguH4HAA

HeWJeHTHPULMPOBAHHA

K TIpAMech

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMma npuMeceit He 6oree 2,0 %

8 | Assay/ 19.8 mg/ 19,8 mr 18.0mg to 22.0 mg of C;sH;oN3;05S
KoauuecTBeHHOE (98.8% / 98,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeeHHe label claim). /

Ot 18,0 MTIT 10 22,0 MT C17H|9N303S
(oMmenipason) B Kamcyne (ot 90,0 go 110,0 %
OT HOMUHANILHOTO COAEPKaHUs).

9 | Microbial limits / MukpoGuoJsioruieckasi Y4HCTOTA

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
Ob6m1ee Yncito a3poOHBIX

MHKPOOPTaHHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Mewnee 10 KOE/r He 6onee 100 KOE/r
Ob61iee ynciio
JPOXIKEBBIX U
MIITECHEBBIX TPHOOB
¢) E. coli Absentinl g/ Absentinl g/
OtcyterByerB I T OtcyTcrBHE B 1 T

10 | Packaging / Ynaxorka | 10 capsules in an aluminum strip. 10 | . lumi .

3 strips and patient information SORees i B S Stip) [or
3 PA/AL/PVC // aluminum blister. 3 strips or
EariGt in (@, cajon, pacc /g S0 3 blisters and patient information leaflet in a

Karcyll B alfOMUHHEBOM CTpPHIIE. © K p ©
1iie) [3| [espmmm) ¢ pEeToyHeH [ carton pack. / TTo 10 xancyn B aJfOMHHHEBOM
DHMEHEHHIO B Ha9KY KapToHHyio. | CTPHTE M B [TA/AJI/TIBX // anroMuHUEBOM
p 9Ky KapTOHHYIO. 6mucrepe. ITo 3 cTpuna unm no 3 6aucrepa ¢
WHCTPYKIMEH 10 TPUMEHEHWI0 B MayKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanue: [Iponykr cooTBercTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3axmodenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: Omes® (oMenpaszon), KancyJisl 20 mMr
Batch No. / Cepust Ne: B2103849 Batch Quantity / O6bem

- cepun: 2000000 NO
AR No / Ananurnyecknii oTuer Ne: Date of Analysis / laTa
2002FP21002170 anagusa: 02-11-2021
Mifg. Date: / laTa npoussofcTna: 10/2021 Date of Expiry / T'ogen xo:

09/2024

Analysis performed according ND / Ananus nposejieH mo HJ],: IT N015479/01-121120

No Test / IlokazaTennb Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cooreerctuu ¢ HJl
MapxkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temmepatype He Bbiue 25 °C.
YcaoBus XpaHeHuUst
13 | Shelf life / Cpok 3 years / 3 roma
roAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TponykT coorBeTcTBYET TpeboBanusaM HJT Zakmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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