CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

__P_r;d_uc_t: Omez (Omeprazole), capsules 20 mg

H[;OJ]_VKT: Omes® (oMemnpazol), KarcyJbl 20 mr |

Batch No. / Cepus No: B2104621

Batch Quantity / O6nem
CepHH: 1990000 NO

KR No / Anajaurudeckuii oTuer Ne:
2002FP21002685

Date of Analysis / laTa
anaausa: 06-01-2022

Mfg. Date: / laTa npon3sBoacTBA:

12/2021

Date of Expiry / I'oaen go:
11/2024

Copy

ncontrolied C

|

L

Analysis performed according ND / Auanus npoeemen mo HJL: TI N015479/01-121120

Ne Test / IlokazaTean

Result / PesyabTaTthl |

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. /

Teepnsie KEeNaTUHOBbIE
TIPO3padHBle KancyNbl pasMepa 2 ¢
OecuBETHBIM KOPILyCOM, PO30BO
KpbIEYKoi " MapKUPOBKOH
yepHoro nseta «KOMEZ» Ha o6enx
yactax Kancynsl. Coaepikumoe
KancyJ — rpaHyJisl 6enoro uBera.

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. /

Trepasle KEJIATUHOBHIE npo3payHbIe
Kamcynsl  pasMepa 2 ¢ GecmBETHBIM
KOPIIyCOM, po30BOM  KpBILlEukoil U

MapkupoBkoii yepHoro neera «OMEZ» na
obenx yactax kancynsl. CogepkuMoe Kancy
— rpaHynsl 6eoro Uiy nouty 6emoro uBeTa.

2 | Identification / IlogauHHOCTB

2a) | By UV /Y-
cniekTpodoTomMeTpus

Complies as prescribed/
CootsercTByeT TpeboBaHHAM

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® - cnekTpsl TOMIOIIEHUA pPACTBOPOB
mpemapara W CTaHmapTHOro  obOpasua
oMernpazona B obmactu oT 230 mo 350 mm
JO/DKHBI MMETh MAaKCHMYMBI TPH OJHOW U
TOH K€ IJIMHE BOJIHEIL.

Remarks : The Product conforms to ND/
Mpumeuanne: [Ipoayxr coorBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHANTH3A

i’;duct: Omez (Omeprazole), capsules 20 mg

|Hpoayxt: Ome3® (OMC]‘Ipa30H),_Kal'ICYIIBI 20 Mr

Batch No. / Cepns Ne: B2104621

AR No / AnaauTudecknii oTuer Ne:
2002FP21002685

Batch Quantity / O6sem
cepuu: 1990000 NO

Date of Analysis / laTa
aHamuza: 06-01-2022

Mfg. Date: / laTa MpoH3BoACTBA: 12/2021 Date of Expiry / I'ogen go:

11/2024

Analysis performed according ND / Anaau3 nposeaen no HJI: 1T N015479/01-121120

B3XX i
CBD2XX/BCXX

Ne Test / [lokazaTen Result / Pe3yabTaTsl Specification / Hopma
2b) | By HPLC Or - Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoO0TBETCTBYET TPeGOBAHUAM chromatogram of test solution should

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

Bpemsi ynep>kKHBaHHS OCHOBHOTO TIMKAa Ha
XpoMarorpaMMe  HCHBITYEMOTO  pacTBopa
JIOTKHO COOTBETCTBOBATH BpPEMEHH
yaepKUBAHUS OCHOBHOTO MKa  Ha
XpoMaToTpaMMe  pacTBopa CTaHTApTHOTO
o6pasua oMerpasoJia (pazmen
«KonuuecTBEHHOE OTIPEACTICHUEY ).

/ Cpeansist Macca
COIEPIKUMOro KarncyJ

3 | Average net fill weight | 268.5 mg/ 268,5 mr 270.0 mg + 5.0 % (Between 256.5 mg and

283.5 mg) /
270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)

4 | Water / Boaa 1.1% w/w/1,1% Not more than 3.0% /

He 6omee 3,0 %

5 | Uniformity of dosage 33/33 Acceptance value (AV) should be less than or
units / OgHOpOAHOCTH equal to 15.0./
IO3UPOBAHHUS IMokasatens mpuemMiaeMocTH (AV) JoKeH
OBITH MeHee UM paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopenue more than 10 % of C;7HgN303S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope x10pUCTOBOAOPOAHOMN
KucIOTHI - He 6omee 10 % C,;H;9N305S
(oMenpason) yepes 2 u.

99%, 93%, 94%, 96%, 96%, 97% | In pH 6.8 buffer - not less than 75 % (Q) of

C17HsN505S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - e Menee 75 % (Q)
C7HgN305S (oMemnpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IMpumeuanne: [IponykTt cooTBercTBYeT Tpebopannam HJI 3axmwouenne: OJJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg TTpoaykT: OMe3® (oMenpason), kancyisl 20 mr
Batch No. / Cepus Ne: B2104621 Batch Quantity / O6bem
- B CEepHUH: 1990000 NO
AR No / Anaantudecknii oruert No: Date of Analysis / laTa
2002FP21002685 anaausa: 06-01-2022
Mfg. Date: / laTa npou3BoJcTBa: 12/2021 Date of Expiry / I'ogen go:

11/2024

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

Ne
7

Test / IloxazaTesnb

Result / PezyasTarsi

Specification / Hopma

Related substances / HocTopOHHne NpUMecH

Any individual
unidentified impurity /
Jlrobas enuHUYHAsA
HENBEeHTUPULMPOBaHHA
st IPUMecCh

0.03%/0,03%

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

Total impurities /
CyMMa npuMeceit

0.1%/0,1%

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

3 strips and patient information
leaflet in a carton pack. / Ilo 10
Karcyn B alIOMHHHCBOM CTpUIIE.
Ilo 3 crpuna c uwHCTpykKUMER 1O
TIPHMEHEHHIO B TTAYKy KapTOHHYIO.

8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 220 mg of C;HN;O:S
KonndecTBenHoe (99.8% / 99,8%) (omeprazole) in capsule (90.0 to 110.0 % of
oTipe/esieHUe label claim). /

Ot 18,0 MIr 1o 22,0 MT C17H]9N303S
(omMenipazon) B karicyie (ot 90,0 mo 110,0 %
OT HOMHUHANBHOT'O COAEPXKAHUS ).

9 | Microbial limits / Mukpo6nonoruieckast 4ucToTa

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
O61ee 9ucno aspobHBIX

MHKPOOPTaHI3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Meree 10 KOE/r He 6omee 100 KOE/r
OOwee yucio
JIPOXIKEBBIX 1
TIECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OTtcyTctByeTB I T OtcyTcTBue B 1 T
10 | Packaging / Ynakoska | 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. / ITo 10 kancyn B amroMUHHEBOM
crpure win B ITA/AJI/TIBX // anfoMuHIEeBOM
onucrepe. ITo 3 crpuna wnn no 3 Gnucrepa ¢
HHCTPYKIMEH 10 TPUMEHEHWIO B TAaduKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
TMpumeuanue: [TponykT coorBercTByer TpeboBanuam HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

_gToduct: anz—(Or_nep_razole), capsules 20 mg

Hpoaykt: Omes® (O_Menpas'on,\, Kancymst 20 mr

Batch No. / Cepus Ne: B2104621

Batch Quantity / O6nem
cepun: 1990000 NO

AR No / Ananntnyeckunii oruer Ne: Date of Analysis / JlaTa

2002FP21002685 anajquza: 06-01-2022

Mfg, Date: / laTa nponsBoacTsa: 12/2021 Date of Expiry / I'ogen no:
11/2024

Analysis performed according ND / Anaaus nposesnen mo H/I: TI N015479/01-121120

Ne Test / Moxa3aTean Result / PesyabTaThl Specification / Hopma
11 Labeling / According to ND / B cootserctauu ¢ H/J
MapxupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temniepatype He Bbime 25 °C.
Y cJI0BHSI XpaHEeHHS
13 | Shelf life / Cpox 3 years / 3 roma
TOAHOCTH

Remarks : The Product conforms to ND/

IIpumevanne: IIponykT cooTBeTcTBYET TpeboBanuaM HJL

Conclusion : APPROVED /
3axaovyenne: OJOBPEHO
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