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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHANTU3A

_Pfoduct_: Omez (Omeprazole), capsules 20 mg

_ﬁpouyKT: Omes® (omenpasod), KancyJibl EI) Mr

Batch No. / Cepust Ne:

B2104628

Batch Quantity / O6nem

cepun: 1990000 NO
AR No / AHannuTn4ecknii oTdet Ne: Date of Analysis / JaTa
2002FP22000024 anammza:  11-01-2022

Mfg. Date: / laTa npon3BoacTBa:

12/2021

11/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / Ananus npoeenen mo HJI: 1T N015479/01-121120

rNE

Test / Iloxa3zaTenan

Result / PesyabTaTsl

Specification / Hopma

1

Description /
Onuncanue

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. /

Trepavie KENaTUHOBEIE
Tpo3payHBIe Kamlcylwl pa3Mepa 2 ¢
OeclBEeTHBIM KOpPIYCOM, PO30BOii
KPBILIEYKOI " MapKUPOBKOH
yepHoro nseta «OMEZ» Ha obewx
yactax kancynel. Conepknmoe
Karcyn — rpaHyJsisl 6enoro 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. /
Trepnsie ’KEJTATHHOBEIC ITpo3payHble
kKarcynel  pasmepa 2 ¢ OecUBETHBIM
KOpPIYyCOM,  pO30BOH  Kpbllleukoil M
MapkupoBkoii depHoro nsera «OMEZ» Ha
o6evx yacTax Kancyssl. ComepuMoe Karcyi
— rpaHynbl 6€noro WM No4YTH OeIoro UBeETa.

Identification / IloaMTMHHOCTE

2a)

By UV /V®-
crekTpooToMeTpus

Complies as prescribed/
CootBercTByeT TpeOOBaHHAM

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® - cnekTphl TOTJOIIEHWS pacTBOPOB
npemapata M CTaHAapTHoro  ofpasua
oMernpazona B obiacty ot 230 mo 350 HM
JOJDKHBI MMEeTh MaKCUMyMB! TIPY OXHOW W
TOMH K€ JIJI1He BOJIHBI.

Remarks : The Product conforms to ND/
TTpumeuanue: ITpoaykr coorBercTByer TpeboBanuaMm HJI

Conclusion : APPROVED /
3akiarouenue: ONOBPEHO
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Uncontrolled

Product: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIN3A

MpoaykT: OMe3® (oMenpa3ol), KancyJibl 5_0 Mr

Batch No. / Cepus Ne:

AR No / AnanuTuuecknii oraer No:
2002FP22000024

B2104628

cepuu:

Batch Quantity / O6bem

1990000 NO

Date of Analysis / JlaTa
AHAH3A:

11-01-2022

Mfg, Date: / laTa npousBOACTBA:

122021 -

Date of Expiry / I'oaen no:
11/2024

Analysis performed according ND / Ananus nposegen nmo H/I: TT N015479/01-121120

PactBopenue

96%, 99%, 96%, 97%, 98%, 95%

No Test / [TokazaTenab Result / PeayasTaTsl 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
correspond to the retention time of main peak
CBB?T;KgX?]gIé)KX in the chroma‘fogram qf orlrlleprazole reference
standard solution (section "Assay"). /
BpeMst ymepKUBaHHA OCHOBHOTO TWKa Ha
XpOMAaTOTpaMMe  WCTIBITYEMOTO  pacTBopa
JOTDKHO COOTBETCTBOBATh BpEMEHH
yAepKUBAHUS OCHOBHOTO nvka  Ha
XpoMaTorpaMMe pacTBOpa CTaHIApTHOTO
obpa3ua OMeIpaszoJa (paznen
«KonmdecTBeHHOE OMpeneNieHre ).
3 | Average net fill weight | 269.4 mg/269,4 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsisi Macca 283.5mg) /
COAEPKHUMOT0 Karcya 270,0 mMr =+ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boaa 1.3% w/w/1,3% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 3.0/3,0 Acceptance value (AV) should be less than or
units / QanopoaHocTh equal to 15.0./
J03RPpOBaAHMNSA [TokazaTens npuemieMoctd (AV) momkeH
6BITH MeHee nuiH paseH 15,0.
6 | Dissolution / 2%, 3%, 2%, 1%, 2%, 4% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;sH)N30;S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBOpe XnopHucTOBOAOPOAHOM
KHCIOTHI - He 6onee 10 % C7H[sN;05S
(oMenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HgN;0;S (omeprazole) is dissolved after
30 min/

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

30 MuH.

Remarks : The Product conforms to ND/
IMIpumeuanne: [IponykT cooTBeTcTBYET TpeboBauumsaM HJT

Conclusion : APPROVED /
3akarwuenue: OJJOBPEHO
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l’roduct: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIIU3A

[ -ﬁp0)1yKT: Ome3® (oMempason), KarcyJisl 20 Mr

Batch No. / Cepus Ne: B2104628 Batch Quantity / O6bem
. cepun: 1990000 NO B
AR No / Auanurndecknii ordet Ne: Date of Analysis / laTa -
2002FP22000024 o aHaamza:  11-01-2022
Mfg. Date: / laTa nponssoacTsa: 12/2021 Date of Expiry / I'ogen go:
11/2024

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

3 strips and patient information
leaflet in a carton pack. / Ilo 10
Kalcyl B ATOMWHUCBOM CTpHIIE.
Ilo 3 crpuna c¢ wuHCTpyKUueid No
TIPUMEHEHMIO B MTaYKy KapTOHHYIO.

No Test / IlokazaTeanb Result / PesyabTarel Specification / Hopma

7 | Related substances / IlocToponnne npumecu
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6as equHI4YHAaA

HeMIeHTH GULMpoBaHHa

s TIPUMech

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

8 | Assay/ 19.3 mg/ 19,3 mr 18.0mg to 22.0 mg of C;;H;gN;O,S
KonnuecTBenHoe (96.7% / 96,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeeHue label claim). /

Or 18,0 mr gmo 22,0 mr C;H;9N;O58
(omempazon) B kamncyne (oT 90,0 no 110,0 %
OT HOMHUHAJILHOTO COEpKaHM).

9 | Microbial limits / Mukpo0uojiorndeckas 4HcTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
OO0u1ee 4nciIo a3poOHBIX

MUKpPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6omee 100 KOE/r
O611ee Yucno
TIPOXIKEBBIX U
ITECHEBBIX IpUOOB
¢) E. coli Absentin 1 g/ Absentinl g/
OrcytcrByeTB 1 T OrcytcTBUe B I 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 xarcyn B anmrfoMUHUEBOM
ctpune unu B [TA/AJI/TIBX // amoMuHAEBOM
6nucrepe. [To 3 crpuna unu no 3 6nucrepa ¢
WHCTPYKLME# 10 TPUMEHEHHI0 B IIa4Ky
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanne: TIpoaykT cooTBeTcTBYET TpebosaHuam HJI

Conclusion : APPROVED /
3axumouenne: OJJOBPEHO
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[Product: Omez (Omeprazole), capsu_les 20_mg

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Mpoaykr: OMe3® (OMenpa30n_), KarcyJbl 2() ) M

Batch No. / Cepust Ne:

B2104628

Batch Quantity / O6bem
cepun: 1990000 NO

AR No / AHaJl“T_l/llleCK;Iﬁ 0quT_N9:
2002FP22000024

Date of Analysis / laTa
anaausa:  11-01-2022

11/2024

Mfg. Date: / laTa nipon3BoacTBa: 122021 Date of Expiry / T'ogen go:

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

TOAHOCTH

Ne Test / IlokasaTens Result / PesyansTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootBerctuu ¢ HJJ
MapxupoBka
12 | Storage conditions / At temperature below 25 °C. / Ilpu Temnepatype He BBIme 25 °C.
YcaoBus xpaHenus
13 | Shelf life / Cpoxk 3 years / 3 rona

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorsercTByeT TpeboBaHuam HJT

Conclusion : APPROVED /
3axiarouenune: OJOBPEHO
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