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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20?g

_i'l_pol]ylc'r: Omes® (oMenpazon), Kancyyisl 20;_Mr

Batch No. / Cepust Ne:

B2201357

cepun:

Batch Quantity / O6bem

2000000 NO

AR No / Anaantudeckuit order Ne:
2002FP22000970

Date of Analysis / Jara
aHaJu3a:

12-05-2022

Mfg. Date: / /laTa npou3BoacTBAa:

04/2022

03/2025

Date of Expiry / F'ogen go:

Analysis performed according ND / Anaaus nposeaen nmo HJI: TT N015479/01-121120

Ne

Test / IlokazaTean

Result / Pe3yJ‘l]>T;bl

Specification / Hopma

1

Description /
Onucanue

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. /

Teepnple XKeJlaTUHOBLIE
TIpo3payHble KancyJjbl pasMepa 2 ¢
GeciBETHBIM KODITYCOM, pPO30BOif
KpBIIEYKoi U MapKUpOBKoit
yeproro usera «OMEZ» Ha obenx
qactsax  kancynel.  ComepxuMoe
Karicys — rpanyJibl 6esoro upera.

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. /
Teepnnie ’KeTaTHHOBLIE npo3payHble
Karcynsl  pasMepa 2 ¢ OecuBeTHBIM
KOpILyCcOM, po30BOIt KpBILLIeYKOH "
MapkupoBKoi 4YepHoro uBetra «OMEZ» na
obenx yacTax karcynsl. ComepKuMoe Kamncy
— TpaHynel 6enoro WM noyTH 6eoro usera.

Identification / IlopanHHOCTEH

2a)

By UV/Y®-
crieKTpodoToMeTprs

Complies as prescribed/
CoOTBETCTBYET 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. /

YO - cnexTpbsl TOTNOWEHWA pPacTBOPOB
Mpenapara W CTaHOapTHoro  obpasiia
oMenpazona B obnactu or 230 mo 350 HM
IOJKHBI MMETh MaKCHMYMbI TIPH OAHOH N
TOM JKe JUTMHE BOJIHBI.

Remarks : The Product conforms to ND/
Tpumeuanne: [Ipoaykr coorBercTBYET TpeboBaHmam HJL

Conclusion : APPROVED /
3axmiouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3IA
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Omes® (oMernpason), kKancymel 20 wr
Batch No. / Cepust Ne: B2201357 Batch Quantity / O6bem
_ cepun: 2000000 NO
AR No / Auaanrudeckuii oTyer Ne: Date of Analysis / laTa
2002FP22000970 aHaamsa:  12-05-2022
Mfe. Date: / laTta npon3BoAcTBAa: 04/2022 Date of Expiry / T'ogeu go:
03/2025
Analysis performed according ND / Anasns nposegen no HL: 11 N015479/01-121120
Ne Test / HHokazaTenb Result / PesyasTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC Co0TBETCTBYECT TPEOOBAHUAM chromatogram of test solution should
BYKX s ?orrespond to the retention time of main peak
CBRKX/BCHX in the chromatogram of omeprazole reference
' standard solution (section "Assay"). /
Bpemst yaepXMBaHUA OCHOBHOTO TMHKa Ha
XpoMaTorpaMMe  UCITBITYEMOTO  pacTBopa
IOIDKHO COOTBETCTBOBATh BpeMeHN
yaepKUBaHUS OCHOBHOTO nuKka  Ha
XpoOMaTorpaMMe  pacTBOpa CTAaHAAPTHOTO
obpazua oMeTIpa3ona (paznen
«KonnyecTBeHHOE OIPEAENECHUEN).
3 | Average net fill weight | 270.0 mg/270,0 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist macca 283.5 mg) / ‘
COJEPIKUMOTO KarcyJ1 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 G6onee 3,0 %
5 | Uniformity of dosage 34/34 Acceptance value (AV) should be less than or
units / OIHOpPOAHOCTH equal to 15.0./
03UPOBAHUSA ITokasarens npuemieMocTd (AV) momkeH
OBITH MeHee Wi paBeH 15,0.
6 | Dissolution / 0%, 2%, 0%, 1%, 1%, 1% In 0.1 M hydrochloric acid solution - not
PacTBopeHue more than 10 % of C;;HoN305S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBOpe XJIOPHUCTOBOIOPOAHOM
KucioTs! - He Goiee 10 % CisHoN305S
(oMenpazon) yepes 2 4.
99%, 101%, 97%, 98%, 101%, In pH 6.8 buffer - not less than 75 % (Q) of
100% C7H,sN30;S (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - He MeHee 75 % (Q)
C7HgN;0;S (oMempason) uepes
30 muH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpebGoBanuam HJI 3axmaouenue: OJOEPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules20mg Ipoaykr: Ome3® (oMenpason), KancyJel 20 M
Batch No. / Cepust Ne: B2201357 Batch Quantity / O6nem

B cepun: 2000000 NO -
AR No / AHanuTH4yeckHii oT4et No: Date of Analysis / lata -
2002FP22000970 aHagu3a: 12-05-2022
Mfg. Date: / laTa npou3BoAcTBA: 04/2022 Date of Expiry / I'ogen g0:

03/2025

Analysis performed according ND / Anasnu3s nposeaen no H/: T1 N015479/01-121120

Ne Test / Iloka3aTeab Result / Pe3syabTaThl Specification / Hopma

7 | Related substances / ITocToponHue nnpuMecu
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He Gonee 0,5 %

JIro6as epuHUYHAs

HenAeHTUPULIMpOBaHHA

s IPUMECH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMmMma npuMeceit He Gonee 2,0 %

8 | Assay/ 20.2 mg /20,2 mMr 180mg to 22.0 mg of Ci;H;oN;05S
KosuuecTBeHHOE (100.9% / 100,9%) (omeprazole) in capsule (90.0 to 110.0 % of
ompeeieHUe label claim). /

Or 18,0 MIr 10 22,0 MI C17H]9N303S
(omenpazon) B karcyie (ot 90,0 no 110,0 %
OT HOMHHAJIBHOTO CONlepXKaHus).

9 | Microbial limits / Muxpofuonxornieckasi YucToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 60mee 1000 KOE/r
O6uiee gncno a’pobHBIX

MHUKpPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Meunee 10 KOE/r He 6onee 100 KOE/r
O61ee yucio
IPOKIKERBIX U
NIIECHEBBIX IpUbOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyrctByerB 1l OtcyTcTBHE B 1 T
10 | Packaging / YnakoBka | 10 capsules in an aluminum strip. . . .
3 strips and patient information ey o an alum.mum strl.p or
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / Ilo 10 3 blist d patient information leaflet in
KancyJd B alOMHHUEBOM CTpPHIIE. SISISTAIE DanETiaIT e
Mo 3 crpuma ¢ WHCTpyKHeH Mo carton pack. / ITo 10 kancyn B amoMUHMEBOM
crpurie win B ITA/AJI/TIBX // anroMuHNEBOM
TIPUMCHEHMIO B NAHKY KAPTOHAYIO. | gnycrepe. TTo 3 cTpuma wiv 1o 3 6mmcTepa c
pe p Y
UHCTpYKUMEl TI0 MpUMEHeHHI0 B MNadyKy
KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TMpumeuanne; [TponykT cooTBeTcTBYET TpeboBanuam HJL 3axmwouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
j’rod_ua Omez (Orr?przzole), capsules 20_mg - | Mpoaykr: Omes® (oMeTpa3on), Karcyb! ZOer
Batch No. / Cepusa Ne: B2201357 Batch Quantity / O6nem
- cepun: 2000000 NO -
AR No / Ananurndeckuii order Ne: Date of Analysis / laTa
2002FP22000970 anagmsa:  12-05-2022 B
Mfg. Date: / laTta nponssoacTsa: 04/2022 Date of Expiry / I'ogen go:
03/2025
Analysis performed according ND / Anaau3s nposegen nmo H/: 1T N015479/01-121120
Ne Test / [lokasaTtens Result / Pe3yabTaThbl Specification / Hopma
11 | Labeling / According to ND / B cootBerctaun ¢ HJI
Mapxkuporka
12| Storage conditions / At temperature below 25 °C. / ITpu TeMneparype He Bbie 25 °C.
YcaoBusi XpaHeHust
13 | Shelf life / Cpok 3 years /3 rona
TOXHOCTH
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Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykt cooTBeTcTBYET TpeboanusiaM HJT

Conclusion : APPROVED /
3amouenne: OJJOBPEHO
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