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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
[Product: Omez (Omeprazole), capsules 20 mg Mponykr: OMe3® (oMernpazon), kancyrsl 20 umr
Batch No. / Cepus Ne: B2201542 Batch Quantity / O6bem B

- cepuu: 2000000 NO
AR No / AHasuTHYeckHii oTder Ne: Date of Analysis / laTa
2002FP22000987 - aHaamsa: 13-05-2022
Mig. Date: / laTa nponsBoacTBa: 04/2022 Date of Expiry / Toaen no:

03/2025

Analysis performed according ND / Ananus nposejien mo HJL: 11 N015479/01-121120

Ne Test / Iloka3zaTenn Result / PesyabTaTsl

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. /

Trepmsie KeJlaTUHOBbIE
npo3payHble Karlcynsl pasMepa 2 ¢
OECIBETHBIM KOPITYCOM, pPO30BOI
KpBILIEYKOH u MapKUpOBKOi
yeproro usera «KOMEZ» Ha obenx
yacTax Kancynel.  Cogmepxumoe
KarncyJy — rpaHynsl 6enoro nsera.

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. /

Teeparie JKETATUHOBbBIE Npo3pavHble
Kamcynsl  pasMepa 2 ¢ OecuBeTHBIM
KOpITyCOM, po30BOH KPBIIIEYKON n

MapKUpoBkoit uepHoro useta «OMEZ» Ha
obenx vacTax kancynsl. CouepxumMoe Karcy
— rpanyJiel 6enoro Wiy o4ty 6esroro nera.

2 | Identification / [TogauHHOCTH

2a) | ByUV/VY®-
CTHIEKTPOPOTOMETPHS Complies as prescribed/
CooTBeTcTBYET TpeOOBaHNAM

UV-absorption spectra of both test and
standard solutions of omeprazole in the range
230 (0 350 nm should exhibit maxima at the
same wavelength. /

Y® - chnexTpbl TOMIOIIEHHS PacTBOPOB
mperapara W CTaHAapTHoro  obpasna
oMenpazona B obmact ot 230 go 350 HM
JOJKHBI MMETh MAKCHUMYMBI TPH ONHOH U
TOM ke JJINHE BOJIHBI.

Remarks : The Product conforms to ND/
IMpumevanue: ITpoayKT cooTBETCIBYET Tpebosanusam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykTt: Omes® (oMempason), Kancysisl 20 mr
Batch No. / Cepusn Ne: B2201542 Batch Quantity / O6bem
i B |cepuu: 2000000 NO
AR No / Avaautndecknii oryer Ne: Date of Analysis / ata
2002FP22000987 anagusa: 13-05-2022 - ]
Mfg. Date: / JlaTa npon3BoacTea: 04/2022 Date of Expiry / Togen no:
03/2025
Analysis performed according ND / Auanns nposegen no HJL: T1 N015479/01-121120
Ne Test / Iloxa3aTean Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeT TpeOOBAHMAM chromatogram of test solution should
B s f;orrespond to the retention time of main peak
CBRKX/BCIKX in the chromatlogram qf or'rllepraztile reference
standard solution (section "Assay"). /
Bpemsi  yiepXWBaHMA OCHOBHOIO mHKa Ha
XpoMaTorpaMMe  HCIEBITYEMOrO  pacTBOpa
TTOJIKHO COOTBETCTBOBATH BpPEMEHH
yACpPKHUBAHUS OCHOBHOTO nuka  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAApPTHOTO
obpazua oMerpazoia (pazmen
«KonuuecTBeHHOE ONpeneieHmen).
3 | Average net fill weight 268.4 mg / 268,4 mMr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpegusist macca 283.5 mg) /
cOJepKUMOTO Kancya 270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.2% wiw / 1,2% Not more than 3.0% /
He 6oiee 3,0 %
5 | Uniformity of dosage 2.0/2,0 Acceptance value (AV) should be less than or
units / OgHOpOAHOCTH equal to 15.0./
JI03UPOBAHUSA IToxazaTens npuemieMoctd (AV) moixeH
ORITH MeHee yuTH paseH 15,0.
6 | Dissolution / 0%, 1%, 0%, 0%, 0%, 2% In 0.1 M hydrochloric acid solution - not
PacTBopenue more than 10 % of C;;H,oN3;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacrBope XI0pHUCTOBOTOPOIHON
xucnoTsl - He Gonee 10 % CsHoN;05S
(omempaso) depes 2 4.
96%, 95%, 99%, 97%, 96%, 95% | In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;0;S (omeprazole) is dissolved after
30 min /
B Gydepe pH 6,8 - He meHee 75 % (Q)
C7H,oN;03S (omenpazon) uepes
30 muH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
pumeuanne: [Ipoaykt cooTBETCTBYET TpeboBanusaM HJI 3axirouenne: OJIOBPEHO
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3 strips and patient information
leaflet in a carton pack. / Ilo 10
Karcyn B allFOMHHWEBOM CTpHIIE.
Ilo 3 crpuna c MHCTPyKUMER IO
NIPUMEHEHHUIO B MAYKy KapTOHHY1O.

CEPTHUO®UKAT AHAJIU3A

'_Product: Omez (Omcprazole), capsules 20 mg o IMpoaykT: Ome3® (OMCI’I_paBOH), Kaneyme 20 mr
Batch No. / Cepust Ne: B2201542 Batch Quantity / O6bem

cepun: 2000000 NO
AR No / Ananutudeckuii otyer Ne: Date of Analysis / /laTa
2002FP22000987 amannza:  13-05-2022
Mfg, Date: / JlaTa Mpou3BOACTBA: 04/2022 Date of Expiry / Togen no:
_ 03/2025
Analysis performed according ND / Anasms nposejen no HJL: 11 N0O15479/01-121120

Ne Test / Iloka3aTean Result / PesyabTaTsl Specification / Hopma

7 | Related substances / lTocroponnue npumecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6ag equHMYHAS

HenaeHTH hULMpOBaHHA

s TIPUMECH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMma npumecei He Gonee 2,0 %

8 | Assay/ 199 mg/ 19,9 mr 180mg to 22.0 mg of Cy;HN;O58
KonuvyecTBeHHoe (99.5% / 99,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeesiecHUe label claim). /

Or 18,0 MT™ 10 22,0 MI C17H]9N3O3S
(omempazon) B kancysne (ot 90,0 no 110,0 %
OT HOMUHAIEHOTO COZIEPKAHNSA).
9 | Microbial limits / Muxpo0Hoaornyeckas YUcTOTA
a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
OG6iee yKucio a3poOHbIX
MHKPOOPTaHH3MOB
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
O61ee yncio
IPOYNOKEBEIX U
TIEeCHEBbIX IPUGOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyTcTByeT B 1 T OtcytctBUe B 1 r
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. / [To 10 karcyn B aTtoMUHIEBOM
crpune win B I[TA/AJI/TIBX // anroMrHIEBOM
6muctepe. [To 3 crpuma wnmu no 3 6mucTepa
UHCTPYKUMEH [0 TIPUMEHEHMI0O B MayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: [TpomxykT cooTBETCTBYET TpeboBanusM HJ{

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3IA

Product: Omcz ((.)mcprumlb ). capsules 20 mg Hponyﬁ: Omes® (oﬁenpason), Kancynwt 20 mr
Batch No. / Cepus Ne: B2201542 Batch Quantity / O6bem
cepuu: 2000000 NO
AR No / Anagaurudecknii otuer Ne: Date of Analysis / lara
2002FP22000987 . aHajguza: 13-05-2022
Mfg. Date: / lata nponssoAcTBa: 04/2022 Date of Expiry / 'ogen go:
03/2025 -
Analysis performed according ND / Anaaus nposeen o H/I: 1 N015479/01-121120
Ne Test / IloxasaTeanb Result / PesyabTaTel Specification / Hopma
11 | Labeling / According to ND / B cootetcTanm ¢ HJJ
MapknpoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbie 25 °C.
YcaoBusi XpaHeHUus
13 Shelf life / Cpox 3 years / 3 rona
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
T pumeuanue; TIponyKT cooTBEeTCTBYET TpeboBanmam HJT 3axmwouenne: OJJOBPEHO
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