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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg Hpoayxr: OMe3® (oMenpa3on), Kancyibl 20 Mr
Batch No. / Cepus Ne: B2200943 Batch Quantity / O6nem

cepun: 1990000 NO
AR No / Ananutnyecknii otder Ne: Date of Analysis / JaTta
2002FP22000603 anaqm3a:  24-03-2022 B
q\’[fg. Date: / laTa npon3BoacTBa: 02/2022 Date of Expiry / I'ogen no:

01/2025

Analysis performed according ND / Anasus npoeeaen no HJ/I: T1 N015479/01-121120

Ne Test / IloxkaszaTean

Result / Pe3yabTarsl

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. /

Trepasle JKETaTUHOBBIE
Mpo3padyHble Karcyybl pazMepa 2 ¢
GecLBETHBIM KOpPITYCOM, pPO30BOM
KpPBILIEUKOH W MapKHUPOBKOIi
yeproro usera «OMEZ» Ha o0enx
yactsx kancyinel.  CopepxumMoe
KaticyJT — rpaHysl 6estoro uBeTa.

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-whitc
pellets. /

Teepavie ’kellaTHHOBBIE po3payvHbIe
Karcynel  pasmMepa 2 C  GeCLBETHBIM
KOpITyCOM, po30Boit KpBIIIeuKon "

MapkupoBkoi depHoro nseta «OMEZ» Ha
06enx yacTax kancyibl. CoiepuMoe Karncy
— rpaHyJibl 6€noro uiv noyTH Genoro HBeETA.

2 | Identification / IlogJIHHHOCTE

2a) | By UV/ V-

cnekrpodoromeTpus

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. /

V® - crekTpsl MOIJIOLWEHUS pPacTBOPOB
Dpermapara ¥  cTaHAapTHoro  obpasua
oMenpazosia B obmacti ot 230 go 350 uMm
JIOJDKHBI MIMETh MaKCUMYMBI TIpH OAHOH M
TOM e IJIVHE BOJIHBI.

Remarks : The Product conforms to ND/
Hpumeuanne: [TpogyKT COOTBETCTBYET TpeboBanmaM HJJ

Conclusion : APPROVED /
Jaxmouenue: OAOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOPHUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg IIpoaykr: OmMe3® (oMenpason), Kancyibl 20 Mr
Batch No. / Cepns Ne: B2200943 Batch Quantity / O6bem
cepun: 1990000 NO
AR No / AnanuTudecknii oryer Ne: Date of Analysis / lara
2002FP22000603 - ananusa:  24-03-2022
Mfg. Date: / laTa nponsBojcTBa: 02/2022 Date of Expiry / I'oaen go:
01/2025

Analysis performed according ND / Anaius nposegen mo HJI: II N015479/01-121120

PacrBopenne

97%, 96%, 97%, 97%,
97%, 95%

Ne Test / IlokazaTenn Result / PesyabTarsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBaHHAM chromatogram of test solution should
BYKX fzorrespond to the retention time of main peak
CBOKX/BCHKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
Bpems ynep:kuBaHMS OCHOBHOrO NMKa Ha
XpoMarorpaMMc  HCIBITYEMOT'O  pacTBopa
JIOJKHO COOTBETCTBOBATh BpPEMEHH
YACPXKHUBAaHHS  OCHOBHOIO MiKa  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHIAPTHOIO
obpazia oMerpazona (paznen
«KonnuecTBeHHOE OTpeieNiCHUEe» ).
3 | Average net fill weight | 268.6 mg/268,6 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennsst Macca 283.5mg) /
COIEPKUMOT0 KaIcyJl 270,0 Mr£ 5,0 % (256,5 mr - 283,5 mr)
4 | Water/Boaa 1.1% wiw / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 34/34 Acceptance value (AV) should be less than or
units / OgHOpPOAHOCTL equal to 15.0./
J03UPOBAHHSA IToxazarens npuemneMocTd (AV) nomken
ObITH MeHee WK paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 1%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C17H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBope XJI0pHCTOBOAOPOIHON
KucioThl - He 6onee 10 % Ci7H;oN30O3S
(oMenpazon) yepes 2 .

In pH 6.8 buffer - not less than 75 % (Q) of
C17H;9N;05S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - ne menee 75 % (Q)
C7HoN30;S (omMenpazon) yepes

30 muH.

Remarks : The Product conforms to ND/
Ipumeuanne: Ipoaykt cooTBeTcTBYeT TpeboBanuam HJ

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg IpoayxT: OMe3® (omMenpas3oi), KarncyJel 20 Mr
Batch No. / Cepusn Ne: B2200943 Batch Quantity / O0bem

cepum: 1990000 NO
AR No / Auanurndeckunii oruer Ne: Date of Analysis / lata
2002FP22000603 _ |amanmmza:  24-03-2022 __
Mfg. Date: / laTa npou3goicTBa: 02/2022 Date of Expiry / I'ogen jo:

01/2025
Analysis performed according ND / Ananus nposenen no H/I: TI N015479/01-121120

Ne Test / Iloka3aTesb Result / PesyabTarst Specification / Hopma

7 | Related substances / IlocTopoHnne npumecn
Any individual 0.05% /0,05 Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIrobas eguHMUHAA

HeWIeHTHOUIMPOBAHHA

s IpUMeECh

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

8 | Assay/ 20.1 mg/ 20,1 mr 18.0mg to 22.0 mg of Cj;H;gN;O,8
KosuuecTBenHoE (100.3% / 100,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneieHne label claim). /

Or 18,0 Mr o 22,0 Mr C]7H]9N3O3S
(omenpazon) B kancyiae (ot 90,0 no 110,0 %
OT HOMHHAIIBHOTO COJIepKaHHA ).

9 | Microbial limits / Mukpo6uosornyeckasi 4HcTOTa

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
O01ee 9UCIo a3poOHBIX

MHKpPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count |/ Menee 10 KOE/r He 6omnee 100 KOE/r
O61mee 4ncio
JPOAOKEBBIX U
TIECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyterByerB 1 1 OtcytcrBUe B 1 1
10 | Packaging / Ynakoeka | 10 capsules in an aluminum strip. 10 [ . lumi .
3 strips and patient information capsuies in - an atummnum SHTipl ©F
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / ITo 10 3 bl i . .
isters and patient information leaflet in a
e B SamOMIT MERON S k. / TTo 10 karicyn B ajlFOMMHHEBOM
Ilo 3 crpuna ¢ MHCTPYKUMEH IO carton pac Y
OYMEHCRMIO B HaTKy KapToHmvio. | CPAHe HiH B IMA/AJI/TIBX // amoMuH#eBOM
p ¥ KapTOHHYIO. 6nuctepe. ITo 3 crpuna wmu no 3 Gnucrepa ¢
HHCTPYKIMEH TIO0 TPUMEHEHHI0 B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Hpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUHOHKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg Ipoaykt: Ome3® (oMenpazon), Kancyibl 20 mr
Batch No. / Cepus Ne: B2200943 Batch Quantity / O6bem
cepum: 1990000 NO
AR No / AnannTndecknii order Ne: Date of Analysis / [laTa
2002FP22000603 anagmsa:  24-03-2022 -
Mfg. Date: / laTa nponsBoacTsa: 02/2022 Date of Expiry / T'ogen ao:
01/2025
Analysis performed according ND / Anasnns nposesien no H/I: IT N015479/01-121120
Ne Test / IloxazaTenns Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorsercteuu ¢ HJI
MapkupoBKa
12 | Storage conditions / At temperature below 25 °C. / Tlpu Temneparype He Boitue 25 °C.
Yciosusa xpanenus
13 | Shelf life / Cpox 3 years / 3 roza
roAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpuMeuanue: [Iponykt cooTBeTcTBYeT TpeboanmsaM HJT Zaxkmouenne: OOBPEHO
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