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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (oMenpason), Karcysl 2Q_ﬁ— o
Batch No. / Cepus Ne: B2201224 Batch Quantity / O6bem
B . cepun: 1978680 NO
AR No / Anaqurnyeckuii order Ne: Date of Analysis / laTta
2002FP22000827 aHagm3a; 25-04-2022 -
Mfg. Date: / JlaTa npoH3BOACTBA: 03/2022 Date of Expiry / 'ogen go:
02/2025

Analysis performed according ND / Ananus nposeaen o HJ: I1 N015479/01-121120

Ne

Test / Iloxa3zaTeanb

Result / Pe3yasTaTbl

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. /

Trepneie JKeJIaTHHOBEIE
Mpo3padHBIe Kamlcylsl pasMepa 2 ¢
OeclBETHBIM  KOPITYCOM, pPO30BOM
KpBIIEYKOW W MapKUPOBKOH
yepHoro usera «OMEZ» Ha obenx
yactax karcynel.  ComepxnMoe
Karcyn — rpaHyJibl 0enoro 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. /
Trepaple KeTaTHHOBBIC MIPO3pavHEIE
Kancynsl  pasMepa 2 ¢ 6GecuBeTHBIM
KOpIYCOM,  PO30BOM  KpblIEUKOH U
MapkupoBkoil uepHoro usera «OMEZ» na
o6enx yactax xancynsl. ColepkuMoe Karncyl
— rpaHynsl 6enoro wiy noyty 6enoro uBeTa.

Identification / IlopanaHoOCTHL

2a)

By UV /V®-
crekTpodoToMETpHs

Complies as prescribed/
CooTBeTCTBYET TpeOORAHUAM

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® - cnexTphl NOIMNOWEHAS pPacTBOPOB
mpemapaTa W cTaHAapTHOro  ofpasua
oMenpasona B obnactu oT 230 go 350 HmM
JIOJXHBI MMETh MaKCHMYMbI TIpU OXHON M
TOM ke JNTUHE BOIHEL

Remarks : The Product conforms to ND/
Mpumeuanne: [Tpoaykt cooTBeTcTBYET TpeboBaHniM HJL

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJH3A

Product: Omez (Omeprazole), capsules 20 mg

| n_pOZlyKT: Omes® (omenpason), karcyisl 20 mr

Batch No. / Cepusn Ne:

B2201224 Batch Quantity / O6bem

cepun: 1978680 NO

AR No / AHaauTHueckHii oTyeT No: Date of Analysis / laTa

2002FP22000827 aHaamza: 25-04-2022

Mfg. Date: / laTa npousBoacrsa: 03/2022 Date of Expiry / T'oaen go:
02/2025

Analysis performed according ND / Ananus nposeaen o HJI: TI N015479/01-121120

Mpumeuanne: Iponykt cooTBeTcTBYET TpeboBanusM HJL

Ne Test / IloxazaTean Result / PesyabTaTsl 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
B f:or;esp(t)lnd to the reten;ion time of maifn peak
in the chromatogram of omeprazole reference
OEDNSHETER standard solution (section "Assay"). /
Bpems ymepXHUBaHHS OCHOBHOIO IIMKa Ha
XpoMarorpamme  WCTTBITYEMOTO  pacTBopa
IOJDKHO COOTBETCTBOBATh BpEMEHH
yIepKUBAHUS OCHOBHOTO  TIMKa  Ha
XpoMarorpaMMe  pacTBopa CTaHIApTHOTO
obpazna omMerpasona (pa3zmen
«KomaecTBeHHOE OTIpEeAENEeHEN ).
3 | Average net fill weight | 272.0 mg/272,0 M 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansist macca 283.5 mg) /
COePKRNMOro KatcyJa 270,0 Mr + 5,0 % (256,5 Mr - 283,5 mr)
4 | Water / Bona 1.0% w/w / 1,0% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 3.5/3,5 Acceptance value (AV) should be less than or
units / OqHOpoaHOCTH equal to 15.0./
JO3UPOBAHHUS IMokazarens mpHeMaeMocT (AV) TokeH
ObITH MeHee WK paseH 15,0,
6 | Dissolution / 0%, 2%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacrBopenue more than 10 % of C;;H;oN;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacrtBope XI10pHUCTOBOIOPOIHOIA
KUCIOTHI - He 6oiee 10 % Ci7H9N305S
(omenpa3zon) yepes 2 1.
93%, 92%, 93%, 93%, 92%, 93% | In pH 6.8 buffer - not less than 75 % (Q) of
C17HsN;0;S (omeprazole) is dissolved after
30 min/
B Gydepe pH 6,8 - He Menee 75 % (Q)
C17HoN;0;S (omenpason) vepes
30 mMuH.
Remarks : The Product conforms to ND/ : Conclusion : APPROVED /

3axiouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product: Omez (Omeprazole). capsules 20 mg MpoaykT: Ome3® (oMenpazon). kancyibl 20 wr
Batch No. / Cepna Ne: B2201224 Batch Quantity / O6nem
= - o cepun: 1978680 NO -
AR No / Anaautndeckuit orqer Ne: Date of Analysis / Jara
2002FP22000827 anamm3a: 25-04-2022
Mfg. Date: / laTa Npou3BOACTBA: 03/2022 Date of Expiry / 'ogen fo:

02/2025

Analysis performed according ND / Anasu3s nposenen no HII: 1T N015479/01-121120

Ne Test / IlokazaTenn Result / PeyabTaThl Specification / Hopma

7 | Related substances / IlocTopoHHue MpUMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIrobag equHUYHAS

HeugeHTU)ULMPOBaHHA

s TIPUMeEChH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMmmMa npumeceit He 6onee 2,0 %

8 | Assay/ 19.7 mg / 19,7 mr 180mg to 22.0 mg of C;;H;gN;05S
KonauuecTBeHHOE (98.5% / 98,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeaeHue label claim). /

OT 18,0 Mrr oo 22,0 MTI C17H]9N303S
(omempazon) B kancyne (ot 90,0 o 110,0 %
OT HOMHHAJIBHOTO COEPXaHuU).

9 | Microbial limits / MukpoGnonornveckasi YucToTa

a) Total Aerobic
Microbial Count /
O011ee uncno a3poOHbIX
MHKpPOOPTaHNU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6omee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
OO1mee 9ncio
JIPOXOKEBBIX U
HIECHEBBIX TpHbOoB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absentin 1 g/
OtcyTctByeTB | T

Absentin1g/
OtcytctBUE B 1 T

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3strips and patient information
leaflet in a carton pack. / TTo 10
Karcysl B ATIOMHUHHEBOM CTpHIIC.
ITo 3 crpuna ¢ HMHCTpyKHOWel 1o
TIPUMEHEHUIO B ITAYKy KapTOHHYIO.

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 altOMUHHEBOM
crpurie win B [TA/AJI/TIBX // antoMHHIEBOM
6mucrepe. To 3 crpumna unu no 3 ducTepa ¢
WHCTPYKLMEH 10 NPUMEHEHHIO B Tayky
KapTOHHYIO.

Remarks : The Product conforms to ND/
HNpumeuanue: [TponykT coorBeTcTBYeET TpeboBanusm HJT

Conclusion : APPROVED /
3axmwovenne: OTOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

2002FP22000827

CEPTHOUKAT AHAJIN3A

Broalct: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (oMenpazon), KancyJibl 20 mr
Batch No. / Cepus Ne: B2201224 Batch Quantity / O6bem )
- cepun: 1978680 NO -
AR No / Auaaurndecknii oTuet Ne: Date of Analysis / TaTa

aHaauza: 25-04-2022 B
Mfg. Date: / laTa npousBoacTBa: 03/2022 Date of Expiry / T'onen go: -

02/2025

Analysis performed according ND / Anasns nposenen no H/: T N015479/01-121120

Ne Test / IloxazaTeb Result / PezyabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorsercTBrm ¢ HJ|
Mapkuposka
12 | Storage conditions / At temperature below 25 °C. / Tlpu Temmepatype He Bolie 25 °C.
YcioBuS XpaHeHHS
13 | Shelf life / Cpox 3 years / 3 rona
TOXHOCTH

Remarks : The Product conforms to ND/

Ipumeuanne: IIponykT coorBeTcTBYET TpebopanuaM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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