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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Product: Omez ( Omeprazole), capsules 20 mg Mpoaykr: Ome3® (oMerpazon), Kancysibl 20 mMr
Batch No. / Cepus Ne: B2103736 Batch Quantity / O6bem ]
- - cepun: 2000000 NO
AR No / Anaaurudecknii otuer Ne: Date of Analysis / laTa
2002FP21002103 aHanmsa:  26-10-2021
Mfg. Date: / JlaTa npoun3BoacTBA: 09/2021 Date of Expiry / Fogen no:

08/2024

Analysis performed according ND / Ananu3 npoeeaer mo H/I: 1T N015479/01-121120

Ne Test / IloxaszaTenn

Result / PesyabTaThl

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. /

Teepabie KETaTUHOBbIE
Tpo3payHbIe KaTlcylibl pazMepa 2 c
6ecUBETHBIM KOPITyCOM, pO30BOH
KpBbILIEUKOH " MapKUPOBKOMN
gepHoro uBera «KOMEZ» na obenx
yactax  kancynel. Conepxumoe
Karcyn — rpaHyJisl 6eNoro Lsera.

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. /

Tsepnsle JKEIaTVHOBBIE TIpo3payvHbie
Karcynel  pazMepa 2 ¢ OeClBETHBIM
KOpITYyCOM, po30Boil KpPBILIEYKOH n

Mapkuposkoit yepHoro msera «OMEZ» Ha
ob6enx yacTsax karcyybsl. Comep)uMoe Karncyi
— TpaHynbl 6e70ro WM MoYTH 6es1oro 1BeTa.

2 | Identification / HogauHHOCTL

2a) | ByUV/Vo-

criektpodoTomMeTpus

Complies as prescribed/
CoortsercTByeT TpeGOBaHHMIM

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. /

VO - cnekrpbl TIOTJIONIEHHS pPacTBOPOB
nperapara W CTaHAapTHoro  obpa3na
oMemnpazona B obmactu or 230 go 350 HM
JMOIDKHBI MMETh MAaKCHMYMBI TIPH OTHON W
TOMH e JIMHE BOJIHBI.

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykt cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJTH3A

[Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OmMe3® (omemnpason), Kancyasl 20 mr
Batch No. / Cepust Ne: B2103736 Batch Quantity / O6bem
cepun: 2000000 NO
AR No / Ananurudeckuit otyer Ne: Date of Analysis / laTa
2002FP21002103 anagnsa: 26-10-2021
Mfg. Date: / IlaTa npouszBoacrsa: 09/2021 Date of Expiry / 'ogen go:
08/2024

Analysis performed according ND / Auaau3s npoeesen no HJI: TI N015479/01-121120

Ne

Test / IlokazaTean

Result / Pe3yabTaThl

Specification / Hopma

2b)

By HPLC Or
UPLC/UFLC

B2XX unn
CBD2XX/BCXX

Complies as prescribed/
CootBercTByeT TpeOOBaHHAM

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"). /

Bpema ynepxiBaHHS OCHOBHOT'O TNHUKa Ha
XpoMarorpaMMe HCHBITYEMOTO  pacTBopa
JIOJKHO COOTBETCTBOBATh BpeMeHH
yIepKUBAHUA OCHOBHOTO nuKka  Ha
XpoMarorpaMMe pacTBOpa  CTaHAPTHOTO
obpazua oMelpa3oa (pazgen
«KonngyecTBeHHOE OTPEICIICHHE ).

Average net fill weight
/ Cpeansis Macca
COIEPKNMOT0 KaTcyJl

272.2 mg/272,2 Mr

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

PacTBOpenue

94%, 96%, 94%, 95%, 94%, 95%

4 | Water / Boaa 1.0% w/w / 1,0% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 4.1/4,1 Acceptance value (AV) should be less than or
units / OQHOPOAHOCTH equal to 15.0./
J03WPOBAHHA TTokasaTens mpueMieMocTd (AV) JOIKeH
OBITH MeHee nnu paseH 15,0.
6 | Dissolution / 0%, 0%, 2%, 2%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;7HoN3;0;S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe X10puUCcTOBOAOPOIHOI!
KkucioTsl - He 6omee 10 % C;H | gN3O5S
(oMenpason) dyepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C;7H,9N505S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - ne Menee 75 % (Q)
C7HsN305S (omenpazoir) yepes

30 MuH.

Remarks : The Product conforms to ND/
ITpumeuanne: ITpoaykT cooTBeTCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIMU3A

Product: Omez (Omeprazole), capsules 20 mg B Tpoayxr: Omes® (oMernpason), Kancys 20 mr
Batch No. / Cepus Ne: B2103736 Batch Quantity / O6bem

B - cepunu: 2000000 NO
AR No / Anaaurnuecknii oTuer No: Date of Analysis / laTa
2002FP21002103 aHaauza: 26-10-2021
Mfg, Date: / laTa nponsBoacrsa: 09/2021 Date of Expiry / 'ogen no:

08/2024

Analysis performed according ND / Anaans nposegen mo H/I: TT N015479/01-121120

[ Ne Test / IoxazaTean Result / PeayabsTatsl Specification / Hopma

7 | Related substances / IlocropoHHne npumecn

Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6ornee 0,5 %
JIro0ast enHUuHas
HenIeHTUhUIMpoBaHHA
s APNMeECh
Total impurities / 0.1%/0,1% Not more than 2.0 %/
CymMmMa nprMeceit He 6omee 2,0 %
8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 22.0 mg of CyH;oN;O;S
Koanuecrrennoe (99.9% / 99,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneseHne label claim). /

O 18,0 MIr 1o 22,0 MTI C17H|9N303S
(omenpason) B kancyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO COZIEPKaHus ).

9 | Microbial limits / Mukpo6Hogoruieckas 4HcTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6osee 1000 KOE/r
O611ee 9ucno a3poOHBIX

MHWKPOOPraHN3MOB

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

O611ee YHUCIIo
JIPOMOKEBBIX U
TIIIECHEBBIX TPUOOB

¢) E. coli Absentin 1l g/ Absentinl g/
OtcyTcTByeTB 1 T OrcyTeTBHE B 1 T

10 | Packaging / YmakoBka | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / TTo 10
Kallcyl B aJIOMUHHEBOM CTpUIIE.
ITo 3 crpuna c MHCTpyKUMEN MO
IPUMEHEHUIO B TAYKY KapTOHHYIO.

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 aNloOMAUHHEBOM
ctpute i B 1TA/AJI/TIBX // amoMuHieBOM
6nucrepe. 1o 3 crpuna wmu no 3 Gunucrepa ¢
WHCTPYKIMEH TI0 TIPUMEHEHHIO B MAYKy

KapTOHHYHO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
HMpumeuanue: ITpoaykT coorBeTcTBYeT TpebosanusiM HJT 3axarouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Hpoaykr: Omes® (oMemnpason), kancynsl 20 mr

Batch No. / Cepusa Ne:

B2103736 Batch Quantity / O0bem

cepuu: 2000000 NO

AR No / AnanutHdeckuii oTder No: Date of Analysis / laTa

2002FKP21002103 B aHaimsa: 26-10-2021

Mfg. Date: / JlaTa npon3BoAcTBa: 09/2021 Date of Expiry / I'open go:
08/2024

Analysis performed according ND / Anaaus nposenen no HJ/L: 11 N015479/01-121120

No Test / ITokazaTeanb Result / PesyabTatnl Specification / Hopma
11 | Labeling / According to ND / B cootrercTBun ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / ITpu Temnepatype He Boiue 25 °C.
YcioBus XpaHeHHs
13 Shelf life / Cpox 3 years / 3 rona
TrOAHOCTH

Remarks : The Product conforms to ND/

Ipumeuanue: [IpOAYKT COOTBETCTBYET TpeGoBannsam HJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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