CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product; Omez (Omeprazole), capsules 20 mg

] Hpoaykr: Ome3® (oMenpason), Kaneyibt 20 mr

Batch No. / Cepnst Ne: B2201191

Batch Quantity / O6nem
cepun: 2000000 NO

AR No / Anaaurnueckuii order No:
2002FP22000734

Date of Analysis / laTa
anaausa:  11-04-2022

Mfg, Date: / laTa npoH3BoACTEBA:

03/2022

Date of Expiry / T'oagen npo:
02/2025

Analysis performed according ND / Ananus nposesen no HJL: 11 N015479/01-121120

Ne Test / Iloka3aTennb
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Result / PesyabTaThl

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. /

Taepasie JKeTTaTUHOBBIE
Tpo3pavHblc Karicynbl pa3Mepa 2 ¢
OECUBETHBIM KOPITYCOM, PO30BOJ
KpBIILIEYKO u MapKUPOBKOH
yepHoro LBeta «KOMEZ» Ha obeux
qacTsix  karmcynel.  Copepxumoe
KarcyJy — rpanyns! 6enoro usera.

2 | Identification / [TonaHHHOCTH

Hard gelatin transparent capsules of size 2
with a colorless body, pink cap and black
marking "OMEZ" on baoth parts of the
capsule. Capsule content - white to off-white

pellets. /

Teepable KeNlaTHHOBLIE npo3pavsble
Karnicynel  pasMepa 2 ¢ OGecuBeTHBIM
KOpITYyCOM, pO30BOI KPBILIEYKOH "

MapkupoBkoit yepHoro upeta «OMEZ» na
obenx vacTax xarcyiybl. ComepX)uMoe Karncy
— TpaHyJIB! 6eJI0TO WK TTOUTH 6eNToro uBeTa.

2a) | By UV / V-
crekTpodoTOMETPUS

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. /

YO - choekTpbl TOTIIONIEHUS pPacTBOPOB
mpenapaTa W cTaHAapTHOro  ofpasua
oMenpasona B obnactn or 230 mo 350 um
JIOJOKHBI MMETh MAKCUMYyMbI TIPU OOHON M
TOM K€ JJIHHE BOJIHEI.

Remarks : The Product conforms to ND/
IMpumeuanne: [Tponykr cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

l'l}m)]ym‘: OmMe3® (omemnpazor), Karcy sl 2_0__Mr

Batch No. / Cepna Ne:

B2201191 Batch Quantity / Oobem

cepun: 2000000 NO

PacTBOpenue

AR No / Avanutnyeckuii oryer No: Date of Analysis / {aTta
2002FP22000734 anajgmsa:  11-04-2022
Mfg. Date: / laTa npou3BoacTBa: 03/2022 Date of Expiry / T'ogen no:
02/2025
Analysis performed according ND / Ananus nposenen o HJl: TT N015479/01-121120
Ne Test / IloxasaTean Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOOBAHUAM chromatogram of test solution should
BYKX ?onespond to the retention time of main peak
CBOICX/BCIKX in the chroma'fogram of ox:r'1epra2(’>'le reference
standard solution (section "Assay"). /
Bpemsi ynepXMBaHHA OCHOBHOIO NuKa Ha
XpoMarorpaMMe  WCIBITYEMOTO  pacTBOpa
IOTKHO COOTBETCTBOBATH BpEMEHU
yAepXMBaHMS ~ OCHOBHOrO  THKa  Ha
XpoMaTorpaMMe  pacTBOpa CTaHIapTHOTO
obpasma oMenpazoia (pazpen
«KonuyecTBeHHOE ONIpEneneHuen).
3 | Average net fill weight 269.9 mg /269,9 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeausist Macca 283.5 mg) /
CO1ePKUMOT0 KATCYJI 270,0 Mr =+ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Bona 1.1% wiw / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.0/3,0 Acceptance value (AV) should be less than or
units / OIHOpPOAHOCTD equal to 15.0./
A03NPOBAHHS TTokazaresb ipuemieMocTy (AV) nomkeH
OBITH MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;HgN3;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJIOpHCTOBOJOPOAHOMH
Kucnotel - He 6onee 10 % C7H 9N30;8
(omMempazon) uepes 2 4.

99%, 95%, 97%, 94%, In pH 6.8 buffer - not less than 75 % (Q) of
96%. 96% C7H,sN;0;S (omeprazole) is dissolved after
’ 30 min/
B 6ydepe pH 6,8 - He menee 75 % (Q)
C;7H;9N;0;S (oMerpazoir) uepes
30 MuH.

Remarks : The Product conforms to ND/
Mpumeuanune: [IponykT coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3aximouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAIU3A

[Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: Ome3® (oMemnpazon), karcysibl 20 mr |
Batch No. / Cepns Ne: B2201191 Batch Quantity / O6nem -
cepun: 2000000 NO -
AR No / Anaautn4eckuii or4er Ne: Date of Analysis / laTa
2002FP22000734 anaawza:  11-04-2022
Mfg. Date: / [laTa npou3BoACTBAa: 03/2022 Date of Expiry / T'ogen mo:
02/2025

Analysis performed according ND / Anaaus nposejen no HJ/L: 11 N015479/01-121120

Ne Test / IlokazaTenn Result / PesyabTaThl Specification / Hopma

7 | Related substances / ITocroponnue npumecu

Any individual 0.05% /0,05% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JIrobag equHUYHAs
HenaeHTUGUIUpPOBaHHA
s TIPUMECH
Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMa npumecei He 6onee 2,0 %
8 | Assay/ 199 mg/ 19,9 mr 180mg to 220 mg of C;;H;sN;058
KoanuecTBeHHoOE (99.5% / 99,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneieHue label claim). /

O 18,0 MI" 140 22,0 Mr C17H]9N3O3S
(omemnpazon) B kancyne (ot 90,0 no 110,0 %
OT HOMUHAIIBHOTO CONCPKAHNA).

9 | Microbial limits / MukpoOuoioru4yeckast YHCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 60nee 1000 KOE/r
O61ee yncno adpoOHBIX

MUKPOOPTaHH3MOB

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

Ob1ee 4ncito
JpPOXKEBBIX ¥
IIeCHeBbIX rpuboB

¢) E. coli Absentinl g/ Absentin 1 g/
OtcytctByeTB 11 Otcytersue B I r

10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Karncysl B QTIOMUHHEBOM CTpHIIE.
Ilo 3 crpuma c WHCTpyKUMEH IO
MIPUMEHEHHIO B ITaUKy KaPTOHHYHO.

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. / Ilo 10 xancyn1 B alOMMHUEBOM
crpurne win B [TA/AJI/TIBX // anroMUHHEBOM
6aucrepe. ITo 3 crpuma wmy 1o 3 énuctepa ¢
MHCTPYKUMEH 10 TPUMEHEHWI0 B IauKy

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanusm HJI Saxmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 m_g - MpoaykT: OMe3® (oMenpasoln), KancyJisl 20 mr
Batch No. / Cepua Ne: B2201191 Batch Quantity / O6nem

B cepuu: 2000000 NO
AR No / Anasurudecknii orger Ne: Date of Analysis / laTta
2002FP22000734 anaamsza:  11-04-2022
Mfg. Date: / laTa npoH3BOACTBA: 03/2022 Date of Expiry / 'ogen go:

02/2025
Analysis performed according ND / Ananus npogejen no H: IT N015479/01-121120
Ne Test / IToka3zaTean Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootBerctBru ¢ HJT
MapxupoBxa

12 | Storage conditions /

At temperature below 25 °C. / TIpu Temneparype He Boltme 25 “C.
YcnoBust xpanenus

13 | Shelf life / Cpox 3 years / 3 rona
TOHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IponykT cooTBETCTBYET TpeboBaHusam HJI 3axmouenne: OJJOBPEHO
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