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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIN3A

Product: Omez (Omei)razole), capsIlles 20 mg

Batch No. / Cepus Ne:

B2103094

cepuu:

MpoaykT: Ome3® (omenpa3zon), KaucyJsl 20 mr -
Batch Quantity / O6bem

2000000 NO

2002FP21001845

AR No / Ananutudeckunii oruer Ne:

Date of Analysis / laTa

anmaausa:  08-09-2021 3
Mfg. Date: / laTa npon3BoacTBa: 08/2021 Date of Expiry / I'oaen no:
07/2024

Analysis performed according ND / Ananu3s nposexen no H/I: IT N015479/01-121120

Ne Test / Iloka3aTean

Result / Pe3yabTaTsl

Specification / Hopma

1 | Description /
Onucanue

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

Teepnsie JKETaTUHOBEIE
Tpo3padHble Kamncysl pasMepa 2 ¢
OecLBETHBIM KOPIYCOM, pO30BOii
KpbILIEYKOi U MAapKUPOBKOH
gepHoro 1BeTa «OMEZ» Ha 06evx
yactax kancynel. Couepxnmoc
Karcyn — rpaHyJsl 6eoro LgeTa.

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. /

Teepasic XKEJTaTUHOBLIE MpO3payHbIe
Karcynel  pazMepa 2 ¢ OecUBETHBIM
KOpIYCOM,  pO30BOM  Kpbllleykoll  n

MapKupoBkoil yepHoro useta «OMEZ» Ha
00erx yacTsax Karncynsl. CofepXxnuMoe Karcy
— rpaHynsl 6€J10ro Uiy MoyTH 6esoro 1BeTa.

2 | Identification / IlogiuHHOCTDL

2a) | By UV/VY®-
crnektpodoTomeTpus

Complies as prescribed/
CooTBercTBYeT TpeGOBaHWAM

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® - crnexkTphl TIOTTIOMIEHHUS PacTBOPOB
mpemapata W CTaHAapTHoro  o6pasia
omemnpazona B obmacth oT 230 mo 350 nam
JOIKHBT UMETh MaKCHUMyMBI TIPM ONHOU W
TOI )K€ JJIMHE BOJHEI.

Remarks : The Product conforms to ND/
Mpumeuanne: [TpoayKT cooTBeTCTBYET TpeboBanusiM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOHMKAT AHAJTA3A

Product: Omez (Omeprazole), capsules 20 mg

Mpouaykr: OMes® (oMe

1pa3on), Kancybl 20 mr

Batch No. / Cepus Ne: B2103094

cepun; 2000000 NO

Batch Quantity / O6bem

AR No / AHAJIHTHYECKHH oTueT Ne:
2002FP21001845

anaanza:  08-09-2021

Date of Analysis / JaTa

Mfg, Date: / JlaTa npoussoacTea:

08/2021

07/2024

Date of Expiry / Togen go:

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

Ne Test / okazaTean

Result / Pe3yibTaThl

Specification / Hopma

2b) | By HPLC Or

UPLC/UFLC

BOXXX wnnm
CBDOXX/BCXKX

Complies as prescribed/
CoOTBETCTBYET TpeOOBaHNAM

The retention time of main peak in the
chromatogram of test solution should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

Bpems ymepkuBaHHA OCHOBHOTO MUka Ha
XpoMmarorpaMMme  HCHBITYEMOTO  pacTBopa
JIOTHKHO COOTBETCTBOBATh BpEMEHM
YICPKUBAHVS OCHOBHOTO nmHka  Ha
XpoMaToTpaMMe  pacTBOpa CTAHAAPTHOTO
obpasua oMernpasolia (pasmen
«KonudecTBeHHOE ONpeaeIeHne ).

Average net fill weight
/ Cpeansis Macca
COAEPKUMOTO KATICY T

273.5mg/ 273,5 mMr

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

Water / Boaa 1.1% w/w / 1,1% Not more than 3.0% /
He Gonee 3,0 %
Uniformity of dosage 2.6/2,6 Acceptance value (AV) should be less than or
units / OgHopoaHOCTH equal to 15.0./
JIO3UPOBAHUTA IMTokasarerns mpuemiemoct (AV) nomkex

OBITH MeHee WK paBeH 15,0.

Dissolution /
PacrBopenue

0%, 0%, 0%, 0%, 2%, 0%

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

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;H,,N;05S
(omeprazole) is dissolved after 2 h/

B 0,1 M pactBope XJI0pUCTOBOAOPOIHOI
KUCToTEI - He 6onee 10 % C,;HoN;058
(omenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7H1sN305S (omenpazoin) uepes

30 MHUH.

Remarks : The Product conforms to ND/
Mpumeuanne: [IponyxT coorBercTBYET TpeboBanwsM HJL

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg I poaykr: Omes® (oMertpazon), Kancysb 20 Mr
Batch No. / Cepus Ne: B2103094 Batch Quantity / O6bem
- |ceprm: 2000000 NO B
AR No / AHanuTu4yeckuii oT4eT No: Date of Analysis / laTta
2002FP21001845 anajusza: 08-09-2021
Mfg. Date: / lata npoussoacTBa: 08/2021 Date of Expiry / 'ogen no:
07/2024

Analysis performed according ND / Anaaus nposenen o HJI: T1 N015479/01-121120

Ne Test / ITokasaTenan Result / PeaynbTaThi Specification / Hopma

7 | Related substances / ITocTtoponnue npumecn
Any individual 0.02% /0,02% Not more than 0.5 %. /
unidentified impurity / He 6oree 0,5 %

JIro6ast enuHnyHan

HeuAeHTUPHLIMPOBaHHA

s TIpUMech

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

8 | Assay/ 20.1 mg /20,1 mr 18.0mg to 22.0 mg of C;7H;gN;0O38
KosnuecTBeHHoE (100.6% / 100,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegejeHue label claim). /

Or 18,0 MIT 1o 22,0 MT C17H]9N303S
(omMenpazon) B karcyse (ot 90,0 mo 110,0 %
OT HOMUHAJIBHOTO CONEPMAHNS ).

9 | Microbial limits / Mukpo6uogornueckas 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
O6miee uncno aspobHBIX

MHKPOOPTaHU3MORB
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
OO1ee yncmo
JIPOACOKEBBIX U
IUIECHEBBIX TPUOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytctByeTB 1 T OrcyterBue B I 1

10 | Packaging / Ynakoeka | 10 capsules in an aluminum strip.

3 Siips and patient information | 1 capsules in an aluminum strip or

leaflet in a carton pack. / Tlo 10 PA/AL/PVC // aluminum blister. 3 strips or

Kalicyll B aTIOMHHNEBOM CIPHNIC. | 3 yisters and patient information leaflet in a

Ilo 3 crpuma ¢ HHCTpYKUMEH TO | ooppop pack. / TTo 10 karncyn B aTrtoMUIHHEBOM

MPUMEHEHUIO B MKy KapTOHHYIO. | oropne wm B TTA/AJI/TIBX // amoMuHiEBOM
6nucrepe. [To 3 crpumna wiu no 3 6ancrepa ¢
WHCTPYKIMEH TIO0 TIpUMEHCHHWI0 B TAYKy
KapTOHHYO.

Remarks : The Product conforms to ND/
Mpumeuanue: [TpoxykTt cooTBeTcTRYET TpeboBanusm HJ{

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJIU3A
Product: Omez (Omeprazole), capsules20mg MpoaykT: OMe3® (oMenpason), Karncybl 20 mr
Batch No. / Cepus Ne: B2103094 Batch Quantity / O6bem
B cepun: 2000000 NO
AR No / Avaimutudecknii otuet Ne: Date of Analysis / laTa
12002FP21001845 anaausza:  08-09-2021
Mfg. Date: / laTta nponu3BoacTBa: 08/2021 Date of Expiry / I'ogen go:

07/2024

Analysis performed according ND / Anaau3s nposeaen mo HJ/I: 1T N015479/01-121120

Ne Test / [TokasaTenn Result / Pe3yabTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootBerctBuu ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temnepatype He Beime 25 °C.
YcaoBus XpaHeHus
13 | Shelf life / Cpok 3 years / 3 roza
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusM HJL 3akaouenne: OJJOBPEHO
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