CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: OMe3® (oMenpasoir), KancyJisl 20 Mr

Batch No. / Cepus Ne: B2104488 Batch Quantity / O6bem
- cepun: 1970000 NO
AR No / AHaauTrudeckuii oTyeT No: Date of Analysis / Jara
2002FP21002627 anaausa: 30-12-2021 -
Mfg. Date: / laTa nponsBoacTsa: 12/2021 Date of Expiry / 'ogen no: o
11/2024

Analysis performed according ND / Anaau3s nposegen mo H: TT N015479/01-121120

Ne Test / Iloka3zaTtean

Result / PesyabTaTsl

Specification / Hopma

1 | Description /
Onucanne

TBepnsle

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. /

KeJIaTHHOBEIE
Mpo3padHBle KaricyJsl pazMepa 2 ¢
GecBETHBIM  KOPITYCOM, pO30BOH

KpbIIIEYKOoit 51 MapKUPOBKO
yepHoro neeta «OMEZ» na obenx
gacTaXx  Kancyhbel. Cogpepxumoe

KancyJl — rpaHyJbl Genoro LBETa.

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 KCITATHHOBBIE MIPO3pavHBIC
Kancynsl  pasMepa 2 ¢ OeclBeTHBIM
KOPIIYCOM, po30BoOIit KpPBILIECYKOH "

MapkupoBkoii dyepHoro usera «OMEZ» Ha
obenx yactax kancynsl. CogepKumMoe Karcyn
— rpaHyIbl 6€J10r0 WK NOoUTH OeNoro 1BeTA.

2 | Identification / [log1uHHOCTL

2a) | ByUV/VYO-

crekTpodoToMeTpust

Complies as prescribed/
Co0TBETCTBYET TpeOOBaHUAM

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® - cnekTpbl TIOTJIOWIEHUS PACTBOPORB
npemapara W CTaHmapTHoro  obpa3sua
omemnpasona B obmacty or 230 mo 350 HwM
IOJDKHBI UMeTh MaKCUMyMBl TIpH OJHOW W
TOM K€ AJIUHE BOJIHEI.

Remarks : The Product conforms to ND/

Mpumevanne: IIponykT cooTBeTCTBYET TpeboBanusamM HJT

Conclusion : APPROVED /
3axuwuenune: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Batch No. / Cepus Ne:

Product: Omez (Omeprazole), capsules 20 mg

Mponykr

: Omea® (omenpazon), kancysist 20 mr

B2104488

cepuu:

Batch Quantity / O6vem

1970000 NO

K?NO / AHaauTHuecknii otuer Ne:
2002FP21002627

AaHaJaIu3a:

Date of Analysis / laTa

30-12-2021

Mfg. Date: / laTa nponssoacrsa:

12/2021

11/2024

Date of Expiry / T'oaen go:

Analysis performed according ND / Ananus nposenen no HJ: 1T N015479/01-121120

Test / IlokasaTeap

Result / PesyabTaThl

Specification / Hopma

By HPLC Or
UPLC/UFLC

B32XX unmn
CBDXX/BCXX

Complies as prescribed/

COOTBCTCTByeT Tpe60BaHI/IHM

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"). /

Bpemsi yUEPKHUBAHWA OCLOBLOIO THKA HA
XpoMaTorpaMMe  WICHBITYEMOTO  pacTBOpa
JOTKHO COOTBETCTBOBATh BpPEMEHHU
Ve pKUBaHHS OCHOBHOTO nWKa ~ Ha
XpoMaTorpaMMe  pacTBopa  CTaHIApTHOTO
o6pa3ua oMenpasona (pazmen
«KonmaecTBenHoe onipeieIeHHEY ).

Average net fill weight
/ Cpennsis Mmacca
€OAEeP;KUMOro Karmncya

271.6 mg/271,6 Mr

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

PacTBopenue

94%, 99%, 94%, 95%,

97%, 95%

4 | Water / Boaa 1.1% wiw / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 221722 Acceptance value (AV) should be less than or
units / OqHOpoOHOCTH equal to 15.0./
A03UPOBAHUS ITokasatens mpueMiaeMocTr (AV) Tomken
OBITH MeHee Wiy paBeH 15,0.
6 | Dissolution / 1%, 0%, 0%, 0%, 1%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C]7H]9N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpE X10pHCTOBOAOPOAHOIA
xucioTsl - He 6onee 10 % C7H oN30,5S
(omenpazon) yepes 2 d.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N305S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Meree 75 % (Q)
C7H9N305S (oMenpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/
Ipumeuanne: [TpogykT cooTBeTcTBYET TpeboBanmsim HJT

Conclusion : APPROVED /
3aksrouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg _ |Hpoayxt: Ome3® (oMenpason), karncyisl 20 mr
Batch No. / Cepns Ne: B2104488 Batch Quantity / O6bem
B cepHu: 1970000 NO -
AR No / Ananuruyecknii oTuer Noe: Date of Analysis / laTa
2002FP21002627 anaausa: 30-12-2021]
Mfg. Date: / Jlata npou3BoACTBA: 12/2021 Date of Expiry / I'ogen go:
11/2024

Analysis performed according ND / Auamaus nposesen mo HJI: T1 N015479/01-121120

Ne Test / IToka3zaTesnb

Result / Pe3yasTaThi

Specification / Hopma

7 | Related substances / Ilocroponsne npumecH

Any individual
unidentified impurity /
JIro6as canHI4HAA
HeWIEeHTU(PNMPOBAHHA
51 TIpUMeECh

0.03%/0,03%

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

Total impurities /
CyMMa npuMeceit

0.1%/0,1%

Not more than 2.0 % /
He 6onee 2,0 %

8 | Assay/
KoanuectBeHHOE
ompefeneHUe

19.8 mg/ 19,8 mr
(99.1%/99,1%)

18.0 mg to 22.0 mg of C17H19N303S
(omeprazole) in capsule (90.0 to 110.0 % of
label claim). /
Or 18,0 MrC 10 22,0 MI C]7H|9N303S
(omenpazon) B kancyie (oT 90,0 mo 110,0 %
OT HOMUHAJILHOTO COZIEpIKaHUs).

9 | Microbial limits / MukpoGuoaornyeckas 44cTOTa

a) Total Aerobic

Less than 10 CFU/g /

Not more than 1000 CFU/g /

Yeasts and Mould Count
O6mee yncio
JPOOKEBBIX U
NJIECHEBBIX TpHOOB

Mewnee 10 KOE/r

Microbial Count / Menee 10 KOE/r He 6onee 1000 KOE/r
Obmiee yncno a’poOHBIX

MUKpPOOPTaHH3MOB

b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /

He 6onee 100 KOE/T

¢) E. coli

Absentin1 g/
Oreyrersyer B 11

Absentin 1 g/
Otcyrereue B 1 1

10 | Packaging / YnakoBka

10 capsules in an aluminum sttip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Karncyl B alFOMWHHEBOM CTPHIIE.
[lo 3 crpuna c MHCTPYKLMEHR MO
TIPUMCHEHHIIO B MAYKY KApTOHHYO.

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 xamncyn B amOMUHHEBOM
crpurte win B ITA/AJI/TIBX // amromuHuEBOM
6nuctepe. Ilo 3 crpuna wim no 3 6nuctepa ¢
HHCTPYKIMEH 10 TpPUMCHEHWIO B TAYKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
TMpumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axuaouenue: OJIOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: Ome3® (omenpazon), Kancyist 20 mr

Batch No. / Cepus Ne:

B2104488 Batch Quantity / O6bem

cepuu: 1970000 NO

AR No / AHanuTudecknii oTueT Ne: Date of Analysis / /laTa

2002FP21002627 anammza: 30-12-2021

Mfg. Date: / laTa npousBoacTea: 12/2021 Date of Expiry / I'oxen go:
11/2024

Analysis performed according ND / Awaau3s nposesesn no HJL: TT N015479/01-121120

Ycnorud XpaHeHHs

Ne Test / IlokasaTens Result / Pe3yabTaTbl Specification / Hopma
11 | Labeling / According to ND / B cootBetrctBuu ¢ HJI

MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / Tlpu Temneparype se Boie 25 °C.

13

Shelf life / Cpok
TOHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/
Ipumeuanue: [ponykt coorBeTcTBYET TpeGoBanyaM HJI

Conclusion : APPROVED /
Sakarouenne: OJOBPEHO
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