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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

TpoayxTr: Ome3® (omenpason), karcyibl 20 mr

Batch No. / Cepus Ne:

B2104167

cepmm:

Batch Quantity / O6bem

1990000 NO

2002FP21002388

AR No / AHaautnueckuii oTuer Ne:

Date of Analysis / laTa
anaausa: 06-12-2021

Mfg. Date: / laTa npou3BoacTBA:

11/2021
10/2024

Date of Expiry / I'ogen go:

Analysis performed according ND / Auanus nposeaen no HJI: T N015479/01-121120

Ne Test / ITokazaresab

Result / PeyabsTatsl

Specification / Hopma

1 | Description /
Onuncanue

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMLZ" on
both parts of the capsule. Capsule
content - white pellets. /

‘I'Bepabie JKeNnaTWHOBbIE
Mpo3payHble Karncymsl pasMepa 2 ¢
OeclBETHBIM KOPITYCOM, pO30BOM
KpBILIEYKOMA " MapKUPOBKOH
yeproro usera «OMEZ» na obenx
yactsax  kamcynbl.  Copepxumoe
KarcyJl — rpaHyJisl Genoro uBera.

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. /

Tsepneie KEIaTHHOBBIE Mpo3padHbie
Kancynel  pasMepa 2 ¢ OEcCHBETHBIM
KOpIycoM, po3oBOi  Kpeleykolt  n

MapKupoBko#i depHoro 1seta «OMEZ» Ha
obenx yacTax karcyyel. ComepXkuMoe Karcyn
— rpanynbl 6€noro UIx No4TH 6eoro UBeTa.

2 | Identification / IlogTHHHOCTDL

2a) [By UV /Vo-

cnekTpodoTomeTpHs

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® - croekTpel TIOTIOMICHWS pPacTBOPOB
npenapata M craHgaprtHoro  ofpasua
oMmenpasona B obmactn ot 230 go 350 mmM
JIOJDKHBEI UMETh MaKCHMYMBI TIPH OIHOH M
TOH K€ JIINHE BOJIHBI.

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cooTBeTCTBYET Tpebosatuam HJT

Conclusion : APPROVED /
Zaknwuenune: OJJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

[Product: Omez g_OmeprazGlé_), capsules 20 mg

MpoayxT: Ome3® (omenpason), kancynb 20 wr

Batch No. / Cepus Ne:

B2104167

Batch Quantity / O6nem

cepuM:

1990000 NO

AR No/ AHa.nnanecrc;lﬁ oTyer No:
2002FP21002388

Date of Analysis / laTta
anaauza: 06-12-2021

Mfg. Date: / laTa npou3BOACTBA:

11/2021

Date of Expiry / I'ogen go:

10/2024

Analysis performed according ND / Anasus npoesen mo H/: T1 N015479/01-121120

PacTBOpeHue

91%, 97%, 95%, 96%, 98%, 91%

Ne Test / Iloxa3aTenn Result / PesynabTaThl 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 mm f:orrespond to the retention time of main peak
CBOIKX/BCIKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
BpeMs ymepxHBaHWsA OCHOBHOIO TIMKa Ha
XpoMaTorpaMMe — HCTIBITYEeMOTO  pacTBOpa
IOTKHO COOTBETCTBOBATh BpPEMEHU
yOEpKUBAaHUS ~ OCHOBHOTO  THKa  Ha
XpoMarorpamMMe  pacTBOpa  CTaHIApTHOTO
obpazua omenpasoja (pasmen
«KoIM4ecTBEHHOE OTIPENEIICHUEN ).
3 | Average net fill weight | 272.0 mg/272,0 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennsist Macca 283.5 mg) /
COAEPKUMOro KancyJa 270,0 mMr + 5,0 % (256,5 Mr - 283,5 mr)
4 | Water / Boaa 1.2% w/w / 1,2% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 2.7172,7 Acceptance value (AV) should be less than or
units / QaHopoaHoCTL equal to 15.0. /
JO3UPOBAHUA Tokasarens npuemimeMoct (AV) noymkeH
OBITH MeHee WK paBeH 15,0.
6 | Dissolution / 2%, 0%, 3%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;HoN305S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XNOpHUCTOBOAOPOJHOMN
KUcoTH - He 6omee 10 % Ci7H9N3O05S
(omenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN30;S (omeprazole) is dissolved aller
30 min /

B 6ydepe pH 6,8 - He meree 75 % (Q)
C7HoN;0;S (omenpazon) gepes

30 MuH.

Remarks : The Product conforms to ND/
Tpumeuanne: TIponykT cooTBeTcTBYET TpeboBanuam H/

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

TMpoaykr: Ome3® (oMenmpasoi), Kancyrsl 20 mr

Batch No. / Cepus Ne:

B2104167

CepHH:

Batch Quantity / O6nem

1990000 NO

AR No / AHanmuTHueckHit oTdeT Ne:
2002FP21002388

Date of Analysis / laTa
anaausa: 06-12-2021

Mfg. Date: / laTa npousBoacTBa:

11/2021

Date of Expiry / T'ogen no:
10/2024

|Analysis performed according ND / Ananus nposenen o HA: 1T N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karcysl B aJTIOMHHHEBOM CTpPHIIE.
ITo 3 crpuna ¢ WHCTPYKLMEH 10
MIPUMEHEHUIO B MAYKy KaPTOHHYIO.

Ne Test / [TokazaTennb Result / PesyabTaThl Specification / Hopma

7 | Related substances / [locTopoHHNE IpUMecH
Any individual 0.05% /0,05% Not morc than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6as enHHUYHas

HenaeHTU GUUMpPOBaHHA

s TIpMMech

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

8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 22.0 mg of Cy7H;oN;058
KoauuecTBeHHOE (99.9% / 99,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeneHue label claim). /

Or 18,0 mr mo 22,0 mr C;;H;gN;O58
(omemnpazon) B kancyne (ot 90,0 o 110,0 %
OT HOMUHAJIBHOTO COEPKAHUA).

9 | Microbial limits / Mukpo6Honorndeckas 1HcTOTa

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
O6u1ee 9YncIo a3poOHBIX

MHKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He 6onee 100 KOE/r
O6niee YnCIo
JpOKKEBBIX 1
TIIECHEBBIX TPHOOB
¢) E. coli Absentinl g/ Absentinl g/
OtcytctByeTB 1 T OrcyterBue B 1 1T
10 | Packaging / Ynaxoska | 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. / ITo 10 xancyn B alrtoMHMHUEBOM
crpune win B ITTA/AJI/TIBX // anroMraneBom
6aucrepe. [To 3 crpuna unu o 3 Gnucrepa ¢
MHCTPYKUMEH 10 TPUMEHEHWIO B Ma4Ky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeyanue: [IponyKT COOTBETCTBYET TpeboBanmsM H]J

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg IpoaykT: Ome3® (oMemnpasom), karcysisl 20 mr
Batch No. / Cepus Ne: B2104167 Batch Quantity / O0sem

cepun: 1990000 NO
AR No / AnasgnTuyecknii oTuet Ne: Date of Analysis / lata
2002FP21002388 anaan3za: 06-12-2021
Mfg. Date: / Jlata nponsBoAcTBa: 11/2021 Date of Expiry / I'ogen go:

10/2024

Analysis performed according ND / Anasnus nposeaen o HJI: 1 N015479/01-121120

Ne Test / [loxazaTenb Result / Pe3yabraThl Specification / Hopma
11 | Labeling / According to ND / B cooterctuu ¢ HJ
MapxnpoBka
12 | Storage conditions / At temperature below 25 °C. / Tlpu temneparype He Bbinie 25 °C.
YcnoBus xpaHeHus
13 | Shelf life / Cpox 3 yecars /3 roga
TOAHOCTH

Remarks : The Product conforms to ND/

IIpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akaiouenne: OTOBPEHO
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