Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUHOHKAT AHAJIN3A

Product: Omez (6meprazole), capsules 20 mg

Hpoaykr: Ome3® (omernipazod), KarcyJbl gg Mr

Batch No. / Cepus Ne: B2103973

AR No/ AHaJIHTHI‘IeCKl/lﬁ ordet Ne:
2002FP21002234

Batch Quantity / O6bem

cepHu:

2000000 NO

Date of Analysis / JlaTa

AHAJIN3A:

17-11-2021

Mfg. Date: / laTa npou3BoACTBA:

10/2021

Date of Expiry / 'open no:

09/2024

Analysis performed according ND / Anaaus nposegen no H/I: 1T N015479/01-121120

Ne

Test / Moka3zaTeanb

Result / PesynabTaTthl

Specification / Hopma

1

Description /
Onucanne

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. /

Teepavle KEJaTNHOBbIE
Npo3payHble Karcymbl pasMepa 2 c
OecuBETHLIM  KOPIyCOM, PpO30BOIi
Kppllleuko U MapKUpOBKOH
yeproro useta «OMEZy na obenx
yacTax kancynsl. Coaepxkumoe
Karcyn — rpaHyJibl 6€JI0ro 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-white
pellets. /
Teepawie KETATHHOBBIC TIpO3paYyHbIe
Karcynsl  pasMepa 2 € OecuBETHBIM
KOpIlycoM,  PO30BOHM  KpBbIIEUKOH U
MapkupoBkoit depHoro nsera «OMEZ» na
o0eux yacTax kancynbl. COOepXBMoe Karncyn
— rpadynel 6e10ro WM moyTH Genoro uBeTa.

Identification / IloanHHHOCTEL

2a)

By UV /Vo-
crekTpodoToMeTpust

Complies as prescribed/
CoO0TBETCTBYET TPeOOBaHNAM

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® - cnexTpel TOTIOWEHNS pPacTBOPOB
npermapara M cTaHmapTHoro  ofpasua
oMenpasora B obmacty ot 230 mo 350 HM
JIOJDKHBI MMETh MaKCUMYMBI TIpH OINHOR 1
TOM e JIJIMHE BOJIHBI.

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBercTBYET TpeboBaHmaM HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

[Product: Omez (Omeprazole), capsules 20 mg

Hpouyﬁ: Ome3® (omenpason), Kancymnb! 2_9 MT

Batch No. / Cepus Ne:

B2103973

Batch Quantity / O6bem

. cepuu: 2000000 NO N -
AR No / Anagutnueckuii orver Ne: Date of Analysis / laTa -
2002FP21002234 anajmsa:  17-11-2021
Mf{g. Date: / laTa npou3BoacTBa: 10/2021 Date of Expiry / 'ogen go:

09/2024

Analysis performed according ND / Anaan3s nposenen no H/; 1T N015479/01-121120

Ne Test / TlokazaTenn Result / PesyabTaTel 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
BOKX correspond to the retention time of main peak
CBKX/BCKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMst ymepkvBaHMS OCHOBHOTO MHKa Ha
XpoMaTorpaMMe — WCIIBITYEMOTO  pacTBoOpa
ZIOJIKHO COOTBETCTBOBATb BpeMeHH
yIOEPKUBAHUS ~ OCHOBHOTO TWka  Ha
XpoMaTorpaMMe  pacTBopa  CTaHZapTHOTO
obpazua oMerpasona (pasmen
«KonmnuecTBEHHOE OTIPEREIICHUE ).

3 | Average net fill weight
/ Cpeansas macca
COAEPKUMOro KarncyJI

270.2 mg / 270,2 mr

270.0 mg + 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 mr £ 5,0 % (256,5 mr - 283,5 wmr)

4 | Water / Boaga

1.1%w/w / 1,1%

Not more than 3.0% /
He 6omee 3,0 %

5 | Uniformity of dosage
units / OgHOpOAHOCTH
JO03UPOBAHUSA

25725

Acceptance value (AV) should be less than or
equal to 15.0./

IToxasaTtens npuemMiaeMocTd (AV) IokeH
ObITH MeHee WITH paBeH 15,0.

6 | Dissolution /
PacTBopenue

0%, 1%, 0%, 0%, 0%, 0%

99%, 97%, 98%, 98%, 97%, 97%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;7Ho0N303S
(omeprazole) is dissolved after 2 h/

B 0,1 M pactBope Xn0prUCTOBOAOPOIHOA
kucioTsl - He Gomnee 10 % Ci7H 9N3O5S
(oMenpaszon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C;7H19N505S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - ne menee 75 % (Q)
C7sHsN3O;S (omMemnpazoi) uepes

30 muH.

Remarks : The Product conforms to ND/
Ipumeyanue: [Iponykt cooTseTcTByeT TpeboBaHusaM H/

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr

: Ome3® (oMemnpa3zon), Karcyrsl 2_0_ MT

Batch No. / Cepus Ne:

AR No/ AHa;"/lTHlleCKHﬁ OT'-IC; Ne:
2002FP21002234

B2103973

cepuu:

Batch Quantity / O6bem

2000000 NO

AHAJIU3A:

Date of Analysis / laTa

17-11-2021

Mfg. Date: / laTa npon3BoACTBA:

10/2021

09/2024

Date of Expiry / I'open go:

|Analysis performed according ND / Anaaus nposeaen no H/: 11 N015479/01-121120

.| leaflet in a carton pack. / ITo 10

3strips and patient information
Karcyn B aJIOMHHHEBOM CTPWIIE.
ITo 3 crpuna ¢ WHCTpyKUMEH 110

MIPUMEHEHHUIO B MAYKy KapTOHHYIO.

Ne Test / IloxazaTens Result / PesyabTaTsl Specification / Hopma

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

Jrobas egnHnuHas

HeuneHTH QUIIMpOBaHHA

s TIpUMech

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

8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 22.0 mg of C;;HsN;058
KonnuecTBeHHOE (99.8%/ 99,8%) (omeprazole) in capsule (90.0 to 110.0 % of
ompe/ejeHne label claim). /

Or 18,0 mr mo 22,0 mr C;;H;gN;O;8
(omempaszon) B kancyne (ot 90,0 no 110,0 %
OT HOMHHAJIBHOIO COZleP KaHU).

9 | Microbial limits / MukpoOnoJioru4eckasi YHCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Meuee 10 KOE/r He 6onee 1000 KOE/r
O6iee 4ncio a3poOHBIX

MUKpPOOPTaHN3MOB
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/T
O6uiee uncno
IPOXOKEBBIX 1
TUTECHEBBIX TpU6OB
¢) E. coli Absentin1lg/ Absentin 1 g/
OrcyTtctByeTB 1 T OTtcyTctBUE B 1 T
10 | Packaging / Ynaxogxa | 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 aliOMHHHEBOM
crpune unu B ITA/AJI/TIBX // amroMuHVEBOM
onucrepe. [To 3 crpuna unu no 3 6nucrepa ¢
WHCTPYKUMEH 10 TNpUMEHEHU0 B TAuKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanne: [IpoayKT cooTBETCTBYET TpebGoBaHusM HJT

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3® (oMenpason), KancyJsr 20 Mr
Batch No. / Cepus Ne: B2103973 Batch Quantity / O6bem

cepuu: 2000000 NO
AR No / Araautudecknii otdet No: Date of Analysis / laTa
2002FP21002234 _|anaamza:  17-11-2021
Mfg. Date: / /laTa npon3BoAcTBA: 10/2021 Date of Expiry / I'ogen no:

09/2024

Analysis performed according ND / Anaans nposenen no H/: IT N015479/01-121120

No Test / TloxasaTeanb Result / PeayabTaTnl Specification / Hopma
11 | Labeling / According to ND / B coorserctBumn ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temnepatype Re Bbime 25 °C.
YcaoBusi XpaHeHust
13 | Shelf life / Cpox 3 years /3 roza
TOAHOCTH
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Remarks : The Product conforms to ND/

Mpumeuanue: IIponykr coorBeTcTBYET TpeGoBaHusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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