-
wOpy

- |
o |

Uncontroiled

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Omez _(_Omepr_azol_e), capsules 20 mg -

IMpoaykr: Ome3® (omenp_a30n), Karncyiel 20 mr

Batch No. / Cepust Ne:

B2200503

cepHH:

Batch Quantity / O6bem

2000000 NO

AR No / Ananurnuecknii otuet Ne:

AaHaJu3a:

Date of Analysis / lata

16-02-2022

2002FP22000315
Mfg. Date: / laTa npou3BoAcTBAa:

01/2022

12/2024

Date of Expiry / I'ogen go:

Analysis performed according ND / Auanms nposeaen no H: IT N015479/01-121120

Ne

Test / Hokasarean

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. /

Teepable KeNaTUHOBBIE
Mpo3payHble Kancyisl pasMepa 2
OecuBEeTHHIM  KOPIIyCOM, pO30BOIi
KpbIIeYKoit " MapKUPOBKOM
yepHoro 1Beta «OMEZ» nHa o6enx
yactax  kancynsl. Copepxumoc
Karcyn — rpaHyJibl 6enoro uBeTa.

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. /
Tsepmsie KeJTaTHHORBBIE Mpo3payvHble
Karncynsl  pasMepa 2 ¢ OECUBETHBIM
KOPILyCcOM, pO30BOii KpPbILISYKOH "
MapKupoBKoii uepHoro useta «OMEZ» Ha
06eux gacTax karcynel. ComepKuMoe Karcyn
— rpaHyJel 6enoro uau noyt 6eoro 1BeTa.

Identification / IlogiuHHOCTDL

2a)

By UV/ V-
cnekTpoHoTOMETPHS

Complies as prescribed/
CoorBercTByeT 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@ - chnekTpbl TONNIOWIEHHUS pacTBOPOB
npemapaTa W craHmapTHoro  ofpasua
oMemnpazona B obmacth oT 230 mo 350 M
JOJDKHB! VMETh MaKCHMYMBI TPH OXHOM W
TOIl e JJIMHE BOJIHBL.

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoayKt cooTBeTCcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axmouenune: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

_l;_r:)ju_cg Omez (Omeprazole), capsules 20 mg

.HPOHyKT: Owme3® (omernpa3zon), Karcyiel 2_0741* -

2002FP22000315

Batch No. / Cepus Ne: B2200503 Batch Quantity / O6bem

cepun: 2000000 NO -
AR No / Avaaurudeckuii oraer Ne: Date of Analysis / lata

anaauza:  16-02-2022

Mfg. Date: / JaTa npou3BoacTBA:

01/2022

12/2024

Date of Expiry / Tonen go:

Analysis performed according ND / Ananus npoeenen no HJI: 1T N015479/01-121120

Ne Test / IToxazaTeab Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBETCTBYET TPeOOBAHNAM chromatogram of test solution should
correspond to the retention time of main peak
(?;C;I)CKXXI;IEE)KX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMmst yIoepkWBaHMS OCHOBHOTO TMKa Ha
XpOMaTorpaMMe HCIBITYEMOr0  pacTBOopa
ZIOJIXKHO COOTBETCTBOBATh BpeMeHH!
yAEPXUBaHHA  OCHOBHOTO nika  Ha
XpoMaTorpaMMe pacTBopa CTaHOApTHOrO
o0pazua OMeTIpas3ona (pa3zmen
«KonnyectBeHHOE OTIpeieNeHne ).

3 | Average net fill weight
/ Cpeansisi Macca
COAEPIKUMOT0 KATICYJI

268.5 mg /268,5 mr

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

4 | Water/ Boaa

1.0% w/w / 1,0%

Not more than 3.0% /
He 6onee 3,0 %

5 | Uniformity of dosage
units / OqHopoaHocTL
IO3NPOBAHUSI

44744

Acceptance value (AV) should be less than or
equal to 15.0./

ITokazarens mpuemneMoctu (AV) nomkeH
6bITh MeHee WK paBeH 15,0.

6 | Dissolution /
PacTrOopenue

0%, 0%, 0%, 0%, 2%, 0%

97%, 99%, 95%, 99%, 95%, 97%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;;H;sN;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope X10pHUCTOBOAOPOIHOI
KHUCNOTHI - He 6onee 10 % C7H;oN3;05S
(oMenpazon) depes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - ne menee 75 % (Q)
C17H9N30;S (omenpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/
Ilpumeuanne: IIponykt coorBercTBYET TpeboBanuaM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3® (oMenpaso), KancyJib! 20 Mr
Batch No. / Cepust Ne: B2200503 Batch Quantity / O6bem

cepun: 2000000 NO
AR No / AHanuTH4ecknii oTdeTt Ne: Date of Analysis / laTa
2002FP22000315 - anajausa:  16-02-2022
Mfg. Date: / JlaTa npousBoacrsa: 01/2022 Date of Expiry / T'ogen no:

12/2024

Analysis performed according ND / Anaaun3s nposegen mo H: TI N015479/01-121120

Ne Test / IlokazaTensn Result / PesynabTaThl Specification / Hopma

7 | Related substances / ITocToporHHe IpUMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6ornee 0,5 %

JIro6asn eqpuHUuHAS

HeuAeHTHUUMPOBaHHA

s TIpUMech

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMMma nipuMeceit He 6omee 2,0 %

8 | Assay/ 20.1 mg /20,1 Mr 18.0mg to 220 mg of C;;HoN;O;8
KonnyecTtBenHoe (100.5% / 100,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeieHne label claim). /

Or 18,0 mr mo 22,0 mr C;H;oN;0;S
(omempason) B karicyne (ot 90,0 mo 110,0 %
OT HOMUHANEHOTO COfIepKaHus).

9 | Microbial limits / MuxpoGuonorudyeckas 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
O611ee 9cno aspoOHBIX

MUKpPOOPTaHN3MOB
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
O061ee uncno
JIPOXIKEBBIX U
TIIECHEBBIX MPUOOB
¢) E. coli Absentin 1 g/ Absentinl g/
OtcyTcTBYeTB 1 T OtcyrctBUEe B I T
10 | Packaging / Ymakoska | 10 capsules in an aluminum strip. 10 I . lumi .
3 strips and patient information e e s str1.p el
. PA/AL/PVC // aluminum blister. 3 strips or
IEasier in 2 (EaniGn pacidm/” Mox L0 3 blisters and patient information leaflet in a
Karcyl B allOMHHUEBOM CTPHIIE. p
a3 SBTHETR 122 HEETpEE | 0B carton pack. / TTo 10 xamncyn B atoMHHHEBOM
ctpure win B [TA/AJI/TIBX // amomunneBoM
GREISEEERED B HaRRY Rapr ONEyAC: onuctepe. ITo 3 crpuna unu no 3 6nucrepa ¢
WHCTPYKUMeH Mo TPUMEHEHWHd B TavyKy
KapTOHHYO.

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr cootBeTcTBYET TpeboBanusam HJ{

Conclusion : APPROVED /
3axmouenne: OTOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg - poaykT: OMe3® (omenpason), Karcysl 2__()_ MT
Batch No. / Cepus Ne: B2200503 Batch Quantity / O6bem -
cepun: 2000000 NO
AR No / AraanTuyecknii otaer No: Date of Analysis / laTa
2002FP22000315 anagmsa:  16-02-2022
Mfg, Date: / laTa npon3BojacTRA: 01/2022 Date of Expiry / 'ogen no:
12/2024

Analysis performed according NI / Avaaus nposeaen mo H/: TT N015479/01-121120

Ne Test / [lokazaTens Result / Pe3yabTaTn Specification / Hopma
11 | Labeling / According to ND / B cootBetcTBuu ¢ HJI
MapkunpoBka
12| Storage conditions / At temperature below 25 °C. / [Ipu Temnepatype He Brinte 25 °C.
YciioBHA XpaHEeHNSsT
13 | Shelf life / Cpox 3 years / 3 rona
TOAHOCTH

Remarks : The Product conforms to ND/

IMTpumeyanme: [IpoayKT cooTBETCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO
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