CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A
|Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: Ome3® (oMenpaszon), Kancyibl 20 mr
Batch No. / Cepusi Ne: B2103228 Batch Quantity / O6bem
| cepun: 2000000 NO
AR No / Anammtudeckuii oruer Ne: Date of Analysis / Jata
2002FP21001891 anaausa:  18-09-2021
Mfg. Date: / Jlata nponsBojacTBA: 08/2021 Date of Expiry / I'ogen no:

07/2024

Analysis performed according ND / Anaaus nposenen mo HJ: 11 N015479/01-121120

No

Test / Iloka3zaTenan

Result / Pe3yasTaTsl

Specification / Hopma

1

Description /
Onucanuve

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. /

Teepmeie KeTaTHHOBBIC
Tpo3payHbie KaricyJibl pasMepa 2 ¢
OCCIIBETHBIM  KOPITYCOM, PO30BOiA
KpBIIIEYKod ¥ MapKHpPOBKOM
yepHoro useta «OMEZ» Ha obeux
yacTax  karncynel.  Coaep:xumoe
KaICcyln — rpaHyJisl 6eoro uBeTa.

Hard gelatin transparent capsules of size 2
with a colorless body, pink cap and black
marking "OMEZ" on both parts of thc
capsule. Capsule content - white to off-white
pellets. /
Teepaste KEJTaTUHOBEIE MpO3patHbIC
Kancynel  pasMepa 2 ¢ GecUBETHBIM
KOpPITyCOM,  pPO30BOH  KpBIIEYKOH U
MapKrpoBkoi yepHoro usera «OMEZ» Ha
o6enx gactax kancynsl. Coepxumoe Kancyi
— rpaHyIbl 6eoTo WITH oYTH Getoro 1seTa.

Identification / HoxuuHoOCTL

2a)

By UV/V®-
criekTpodoToMeTpHs

Complies as prescribed/
CootBeTcTBYET TpeOOBaHMAM

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. /

VY® - cCrekTpbl TOMIOMIEHUS pacTBOPOB
npenapara W cTaHAapTtHoro  ob6pasua
omernpazona B obmacty ot 230 mo 350 um
IOJPKHEI UMETh MaKCHMYMBI TIPH OXHOM |
TOI1 K€ JIJINHE BOJHEL.

Remarks : The Product conforms to ND/
ITpumevanne: TIponykt coorBercTBYET TpeboBaHnsam HJ{

Conclusion : APPROVED /
3akmawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
|Product: Omez (Omeprazole), capsules 20 mg IpoaykT: OMe3® (OMempason), KancyIsl 20 mr
Batch No. / Cepust Ne: B2103228 Batch Quantity / O6sem |
cepuu: 2000000 NO )
AR No / Ananurudeckuii order Ne: Date of Analysis / laTa
2002FP21001891 anammza:  18-09-2021
Mfg. Date: / laTa mpou3BoJcTBAa: 08/2021 Date of Expiry / 'ogen go:
07/2024

Analysis performed according ND / Ananus nposenen mo H: IT N015479/01-121120

PacTBOpenne

93%, 99%, 92%, 91%, 96%,
93%

[ N Test / Tloka3arens Result / PesyabraThl Specification / Hopma
2b) | By HPL.C Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBETCTBYET TpeHoBaHUAM chromatogram of test solution should
BOKX f:orrespond to the retention time of main pcak
CBYKX/BCIKX in the chromat.ogram qf or'r’lepraZ(')'le reference
standard solution (section "Assay"). /
BpeMs yHepKUBaHWS OCHOBHOT'O TIMKAa Ha
XpOMaTorpaMMe  UCHLITYEMOr0  pacTBOpa
TIOJDKHO COOTBETCTBOBATh BpEMeHU
yOepXWBAHUA  OCHOBHOTO IWKa  Ha
XpoMaTorpaMMe pacTBopa CTaHIAPTHOrO
obpazua oMeTIpasoa (pazpen
«KonvyecTBeHHOE OTNIpenenecHre» ).
3 | Average net fill weight | 268.6 mg/268,6 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5 mg) /
COAEPAHAMOTO KaTICYJT 270,0 mMr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Bona 1.1%ww/1,1% Not more than 3.0% /
He 60mee 3,0 %
5 | Uniformity of dosage 28/28 Acceptance value (AV) should be less than or
units / OaHOpoOAHOCTL equal to 15.0./
J03HPOBAHUA TToxasaTens npuemieMoctd (AV) TokeH
ObiTh MeHee 1y pasel 15,0.
6 | Dissolution / 4%, 0%, 2%, 0%, 3%, 1% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;HoN30;S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XnOpHUCTOBOAOPOLHOMI
KHCIIOTHI - He Gonee 10 % C7H 9N3;0;S
(omenpason) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HoN;05S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7HoN305S (omenpazon) gepes

30 MuH.

Remarks : The Product conforms to ND/
Ipumeaanue: Hponykr cooTBeTcTBYET TpebosauuaM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
[Product: Omez (Omeprazole), capsules 20 mg Mpoayxr; OMe3® (oMenpason), Kancyasl 20 mr
Batch No. / Cepusi Nu: B2103228 Batch Quantity / O0kem
B cepum: 2000000 NO
AR No / Ananutudeckuii oruer Ne: Date of Analysis / [laTa
2002FP21001891 anaymza:  18-09-2021
Mfg. Date: / laTa nponssoacTsa: 08/2021 Date of Expiry / T'oaen ao:

07/2024

Analysis performed according ND / Ananns nposenen mo HJI: 11 N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / TTo 10
Kancyjl B alOMHUHHUEBOM CTpHIIE.
ITo 3 crpuna c WHCTpyKnMeH 110
NPUMCHEHUIO B TTAYKy KapTOHHYIO.

Ne Test / Iloxazarenh Result / PeayanTaThl Specification / Hopma

7 | Related substances / IlocToporHHe nIpuMecH
Any individual 0.01% /0,01% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIwobas equHnuHasg

HenmeHTHQUIIMPOBaHHA

K IPUMECH

Total impurities / Not detected / He 06HapyxeHa Not more than 2.0 % /
Cymma npumeceil He 6onee 2,0 %

8 | Assay/ 20.0mg /20,0 mr 180mg to 22.0 mg of C;HsN;058
KosnuecTBeHHOE (100.0% / 100,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeieseHue label claim). /

Oor 18,0 mr mo 22,0 mr C,;;H;oN;O05S
(omemnpason) B karncyne (ot 90,0 no 110,0 %
OT HOMUHAJILHOTO COAEPKaH!s).

9 | Microbial limits / Mukpo6uonoruueckast HucroTa

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
Ob1mee uncno aspoOHBIX

MHUKPOOPTaHH3MOB
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
Obmiee yuciIo
JIPOXIKEBBIX U
TIECHEeBBIX MPHOOB
c) E. coli Absentin 1 g/ Absentin 1 g/
OTtcyrcTBYeTB I T OtcyTcrBHE B 1 T
10 | Packaging / Ynmaxoska | 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 kamncyn B aTtOMHHHEBOM
crpune unu B TTA/AJI/TIBX // anfoMnHHEBOM
omucrepe. ITo 3 crpuna unu no 3 Gaucrepa ¢
WHCTpYKUWell TI0 TIpUMEHEHWI0 B TMAadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanue: [Iponykr coorBeTcTRYET TpeOoBarusM HJ{

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Ipoaykr: OMe3® (omerpason), kancysl 20 mr
Batch No. / Cepusi Ne: B2103228 Batch Quantity / O6bem
B cepun: 2000000 NO o
AR No / AvaanTudecknii otdet Ne: Date of Analysis / laTa
2002FP21001891 anmammsa:  18-09-2021
Mfg. Date: / laTa npon3BoacTBa: 08/2021 Date of Expiry / Fogen go:
07/2024

Analysis performed according ND / Auanu3 nposesien o H/: T1 N015479/01-121120

Ne Test / IlokasaTeas Result / PezynbTaThl Specification / Hopma

11 Labeling / According to ND / B cooteercTBnn ¢ HJ| o
MapkupoBKa

12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbie 25 °C.
YcaoBusl XpaHeHHUs

13 | Shelf life / Cpox 3 years /3 roma
TOAHOCTH

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

TMpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanuaM HJI 3axmouenune: OJJOGPEHO
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