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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg TMpoayxr: OMe3® (omenpason), kancyisl 20 mr
Batch No. / Cepus Ne: B2103900 Batch Quantity / O6bem

cepuu; 2000000 NO
AR No / Aranurndecknii oTyeT Ne: Date of Analysis / lata
2002FP21002221 anaausa: 13-11-2021
Mfg. Date: / laTa npou3BoacTBa: 10/2021 Date of Expiry / T'ogen mo:

09/2024

Analysis performed according ND / Anaau3s nposenen mo HI: T1 N015479/01-121120

Ne Test / [TokazaTtean

Result / PesyabTaThl

Specification / Hopma

1 | Description /
Onuncanue

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. /

Teepnele ’KeJIaTUHOBLIE
Mpo3padHble KarcyJel pa3Mepa 2 ¢
OCCLBETHBIM KOpPITyCOM, pPO30BOIi
KPBILIEYKO n MapKUPOBKOMH
yepHoro usera «OMEZ» Ha o6enx
yacTax kancynel. CojepkrumMoe
KarCyJ — rpaHynbl 6enoro LBera.

Hard gelatin transparent capsules of size 2
with a colorless body, pink cap and Llack
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white

pellets. /

Trepasle KEJTaTHHOBBIE Npo3padHble
Karcynel pazMepa 2 ¢ OeclBeTHBIM
KOpIycOM,  pO30BOH  KpbIIIeYKod W

MapkupoBkoif depHoro usera «OMEZ» Ha
0benx vacTax kancyysl. Comepxumoe Karcys
— IpaHyJibl OeNoro Uy nouTy OeNoro UBeETa.

2 | Identification / IloasiuHHOCTD

2a) | By UV/ V-

criekTpodoToMeTpHs

Complies as prescribed/
CooTBeTcTBYET TpeGOBAHUAM

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® - cnekTpbl TOTJIOWIEHUS pPacTBOPOB
nperapatra W cTaHmaprHoro  oGpasua
oMemnpazona B obnactu ot 230 mo 350 um
IOMKHBl UMETh MaKCUMYMEBI TIpH OAHON W
TOH e JUIMHE BOJIHBI.

Remarks : The Product conforms to ND/
Mpumeuanne: [IponykT cooTBeTcTBYET TpeboBaHuam HJL

Conclusion : APPROVED /
3akaiouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIMU3A

-froduct: Omez (Omeprazole), capsules 20 mg_

HMpoayxr: Ome3® (omenpazon), Karlcyna 2_§_MF

Batch No. / Cepus Ne: B2103900 Batch Quantity / O6bem
cepun: 2000000 NO

AR No / AHanuTnyecknii ordyer Ne: Date of Analysis / laTa

2002FP21002221 aHajamsa: 13-11-2021

Mfg. Date: / laTa npon3BoACTBAa:

10/2021

09/2024

Date of Expiry / T'onen go:

Analysis performed according ND / Auanus nposenen mo H: TI N015479/01-121120

Ne Test / ITokazaTtenan Result / Pe3yabraTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYeT TpeOOBaHUAM chromatogram of test solution should
BYKX mmn f:drrespond to the retention time of main peak
CBMKX/BCIKX in the chroma‘Fogram qf or?eprazt?'le reference
standard solution (section "Assay"). /
Bpems ymepkKWBaHHsS OCHOBHOTO TIHMKa Ha
XpOMaTorpaMMe  WCTIBITYeMOTO  pacTBopa
IIOTKHO COOTBETCTBOBATD BpEeMeHH
yOepKUBAHMA  OCHOBHOTO  TIMKAa  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHIapTHOIrO
obpasia oMerpa3ona (pasmen
«KonuuecTBeHHOE OTpeneneHme» ).
3 | Average net fill weight | 271.8 mg/271,8 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeausisi Macca 283.5 mg) /
COIEPKUMOTO0 KATICYJ 270,0 Mr+ 5,0 % (256,5 mr - 283,5 Mr)
4 | Water / Boaa 1.1% w/w / 1,1% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 29729 Acceptance value (AV) should be less than or
units / OgHopoaHoCTh equal to 15.0./
03U POBAHUTA ITokazatens nmpueMneMoctd (AV) nomkeH
66ITh MeHee WITH paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

PacTBOpenue

100%, 98%, 100%, 98%, 100%,
100%

more than 10 % of C;H;9N;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope Xn0pHCTOBOAOPOHOMH
KuCIoTHI - He 6oiee 10 % C;H 9N;05S
(omenpazon) uepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H19N30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He meree 75 % (Q)
C7H9N30;S (omenpason) gepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumeuanne: [Tponykr cooTBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3akmwuenne: ONNOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (omMernpason), Kancynsl 20 mr
Batch No. / Cepus Ne: B2103900 Batch Quantity / O6bem
| cepun: 2000000 NO
AR No / Anaautndecknii otder No: Date of Analysis / JaTa -
2002FP21002221 aHajauza: 13-11-2021
Mfg. Date: / JlaTa npou3BoACTBA: 10/2021 Date of Expiry / Togen go:

09/2024 B

Analysis performed according ND / Ananus nporeaen mo H/I: 11 N015479/01-121120

Ne
7

Test / MMokazaTexnb

‘Related substances / ITocTopoHHME NpHMecH

Result / PesyasTaTsl

Specification / Hopma

Any individual
unidentified impurity /
JIro6asd equnuHas
HeMUeH THPULMPOBAHHY
s IPUMECH

0.04% /0,04%

Not more than 0.5 %. /
He 6onee 0,5 %

Total impurities /

0.1%/0,1%

Not more than 2.0 %/

3 strips and patient information
leaflet in a carton pack. / Ilo 10
KaricyJi B alfOMHHWEBOM CTpPHIIE.
[To 3 crpuna ¢ WHCTpyKUMEH IO
TIPUMEHEHUIO B TAYKy KapTOHHYFO.

CyMmMa npumeceii He 6onee 2,0 %

8 | Assay/ 20.1 mg/ 20,1 mr 18.0mg to 22.0 mg of Ci;H;oN;O;sS
KonauyecTBeHHOE (100.5% / 100,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeieHne Jabel claim). /

Or 18,0 MI™ OO0 22,0 Mr C|7H19N303S
(omermpazon) B kamcyne (ot 90,0 mo 110,0 %
OT HOMUHAJILHOIO COAEpKaHu).

9 | Microbial limits / Muxpo6nosioruyeckas 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
Obmee yncno a3poOHBIX

MHUKPOOPTaHH3MOB
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
Obuiee yucio
IPOJKIKEBBIX U
TUIECHEBBIX TPUOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyrctByeTB I T OtcytcTBue B 1 T
10 | Packaging / Ynakorka | 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. / TTo 10 xancyn B amtoMUHIEBOM
crpurte wu B ITA/AJI/TIBX // anroMMHIEBOM
6nucrepe. [To 3 crpuna unu no 3 6aucrepa ¢
WHCTPYKUMEH MO TIPHUMCHEHWIO B MavyKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanne: [Iponykr coorBercTByeT TpebopaHusm HJL

Conclusion : APPROVED /
3axkmwuenune: OJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHUIA

[Product: Omez (Omeprazole), capsules 20 mg_—
Batch No. / Cepus Ne: B2103900

Mpoaykr: OMe3® (oMenpa3on), KancyJikl 20 wmr
Batch Quantity / O6bem
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:\R No / AnaauTHuecKkHil oTuer Ne:
2002FP21002221

cepuu: 2000000 NO

Mfg. Date: / laTa nponu3ssoacTBa: 10/2021

09/2024

Date of Analysis / Jara
anajusa: 13-11-2021]

Date of Expiry / l'ogen go:

Analysis performed according ND / Ananus nposeaen mo HJA: IT N015479/01-121120

Ne Test / [lokasarenn Result / PeyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootBercTBuu ¢ HJI
MupkupuBka
12 | Storage conditions / At temperature below 25 °C. / Ilpu Temnepatype He Boitre 25 °C.
YciaoBusi XpaHeHUs
13 | Shelf life / Cpok 3 years /3 roma
TFOAHOCTH

Remarks : The Product conforms to ND/
ITpumeuanue: [TponyxT cooTBercTBYeT TpeboBanmaM HJL

Conclusion : APPROVED /
3akawuenue: OJOBPEHO
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