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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

ITpoxykTt: OmMe3s® (oMenpazon), Karncymsl 20 mr

Batch No. / Cepust Ne: B2104568

Batch Quantity / O6bem
cepun: 1960000 NO

AR No / AnaquTudecknii otuert Ne:
2002FP21002495

Date of Analysis / laTa
anagusa:  20-12-2021

Mfg. Date: / laTa npousBoAcTBAa:

11/2021

Date of Expiry / T'ogen go:
10/2024

Analysis performed according ND / Ananus nposenen no H/: 1T N015479/01-121120

Ne

Test / Iloxa3zaTean

Result / PezyabTaThl

Specification / Hopma

1

Description /
Onucanue

Hard gclatin 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. /

Tsepasie JKEJIaTUHOBBIC
Npo3payvHble KalCyJsl pazMepa 2 ¢
OecLBETHEIM  KOPIYCOM, pO30BOI
KPBILIEYKOH U MapKUpOBKOH
yepHoro nseta «OMEZ» Ha obenx
yacrgx  Kancynsl.  Coaepxnumoe
Karcyn — rpaHyibl 6enoro Lsera.

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. /
Teepasie KEJaTHHOBBIE Mpo3pavHbIe
Kancynel pasMepa 2 ¢ OeclBeTHBIM
KOpIycoM, pO30BOM  KpBIIEUKOit 14t
MapkupoBkoif depHoro usera «OMEZ» na
o6enx yacTsx xancynel. ComepxumMoe Kancyi
— rpanyJib! 6€70ro WU TIOYTH OEIOoTo UBeTa.

Identification / IlogauHHOCTE

2a)

By UV/V®-
CHeKTpohOTOMETPHS

Complies as prescribed/
CootBercTByeT TpeGOBaHHAM

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® - chnexTpsl TNOTNOLICHWS pPacTBOPOB
npenapata W cTaHgapTHoro  oGpasua
omernpazona B obmactn or 230 mo 350 HM
IOJDKHBl UMETh MaKCHMyMBI TIPH OJHOW W
TOMW € JJIMHE BOJIHEIL.

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanuaMm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 rr;g -

“pO_IlyKT: Omes® (0Menpa30n_), KarcyJsel 20 mr

Batch No. / Cepns Ne:

B2104568 Batch Quantity / O6bem

cepun: 1960000 NO

AR No / AnanutuueckHii oryer Ne:

Date of Analysis / [laTa

12002FP21002495 anajgmsa:  20-12-2021
Mfg. Date: / JlaTa npoH3BOACTBA: 11/2021 Date of Expiry / I'ogen go:
10/2024

Analysis performed according ND / Anasnus nposegen no HJI: T N015479/01-121120

PacTBOpenue

Ne Test / [TokazaTenb Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBETCTBYET TpeOOoBalHAM chromatogram of test solution should
BYICK fzorrespond to the retention time of main peak
CBOKX/BCIKX in the chromaFogram o_f or'rlleprazc?'le reference
standard solution (section "Assay"). /
Bpems yIoepkHBaHWsS OCHOBHOTO IIMK4 Ha
XpoMarorpaMMe — HCIBITYEMOr0  pacTBopa
IOTDKHO COOTBETCTBOBATh BpeMEHH
yaep)kKMBaHUS ~ OCHOBHOTO mMka  Ha
XpoMaTorpaMMe — pacTBOpa CTaHAAPTHOIO
o6pa3ia oMerpasona (pasmen
«KonngecTBeHHOE ONPENETEHAEY ).
3 | Average net fill weight | 268.9 mg /2689 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ CpeaHsst Mmacca 283.5mg) /
€OepPKUMOTO KamcyJ 270,0 Mr £ 5,0 % (256,5 mr - 283,5 ™)
4 | Water / Boaa 1.2% wiw/1,2% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 3.9/3,9 Acceptance value (AV) should be less than or
units / OaHopoaHOCTH equal to 15.0./
JI03HPOBAHUSA TTokasaTens nprueMiaeMocTH (AV) JomkeH
OBITH MeHee MITH paBeH 15,0.
6 | Dissolution / 0%, 2%, 2%, 0%, 1%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H,oN;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJI0pUCTOBOAOPOIHOMN
KUCIOTHI - He 6oiee 10 % C7H;oN;0;8
(omenpazon) yepes 2 4.

98%, 97%, 97%, 96%, In pH 6.8 buffer - not less than 75 % (Q) of
96%. 96% C7H9N30:S (omeprazole) is dissolved after
’ 30 min /
B 6ydepe pH 6,8 - He Menee 75 % (Q)
C7H9N30;S (omenpazon) yepes
30 mMuH.

Remarks : The Product conforms to ND/
Hpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBaBusaM HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJTU3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykr: Ome3® (omMenpason), kancyibl 20 mr
Batch No. / Cepusi Ne: B2104568 Batch Quantity / O6bem
= |cepum: 1960000 NO
AR No / Aranutuyeckuii ordet Ne: Date of Analysis / laTa
2002FP21002495 anaguza: 20-12-2021
Mfg. Date: / laTa npoussoacTea: 11/2021] Date of Expiry / 'ogen no:

10/2024

Analysis performed according ND / Anaau3s nposeaen no H/: 1T N015479/01-121120

No Test / Iloxa3zaTenn Result / PeayabtaThi Specification / Hopma

7 | Related substances / [locroponHne npavecn
Any individual 0.04% / 0.04% Not more than 0.5 %. /
unidentified impurity / He 60nee 0,5 %

ThoGas enunvHas

HEHICHTH(PULINPOBAHHA

st IPHUMECH

Total impurities / Not detected / He oOHapyxeHa Not more than 2.0 % /
Cymma npyMeceit He 6onee 2,0 %

8 | Assay/ 199 mg/ 19,9 Mr - 18.0mg to 22.0 mg of C;7H;yN;058
KonnuecTBeHHOE (99.7% / 99,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeJicHUue label claim). /

Or 18,0 MI' 1o 22,0 MT C17H]9N303S
(omempazon) B xancyne (ot 90,0 mo 110,0 %
OT HOMHMHAIILHOTO COREPKAHN).

9 | Microbial limits / Mukpoonosiornyeckasi HHCTOTA

a) Total Aerobic
Microbial Count /
O61uee ymncno a3poOHBIX
MHUKPOOPTaHW3MOB

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

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

b) Total Combined
Yeasts and Mould Count
Obmiee uncno
JIPOMIKEBBIX U
TIJIECHEBBIX TPHOOB

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

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

¢) E. coli

Absentin 1 g/
OTtcyTcTBycTB 1 T

Absentinl g/
OtcytctBue B 1 1

10

Packaging / Ynakoska

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Ilo 10
Karcyn B aJIOMHHHEBOM CTpPHIIE.
[lo 3 cTpuma ¢ WHCTpyKUMER IO
MpPUMEHEHHIO B ITa4YKy 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 xancyn B aniloMHUHHEBOM
crpune win 8 ITA/AJI/TIBX // antoMuHAeBOM
6mucrepe. ITo 3 crpuna unu no 3 éauctepa ¢
WHCTPYKIMEH [0 TPUMEHEHWI0O B TMadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: [1poaykT cooTBeTcTBYET TpeboBanmaM HJI

Conclusion : APPROVED /
Zaxarwuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepust Ne:

Mpoaykt: OMe3® (oMerrpasoln), KarcyJisl 20 ) MT

B2104568 Batch Quantity / O6bem

cepun: 1960000 NO

AR No / Anaautnueckuii oTder Ne: Date of Analysis / Iata

2002FP21002495 anamausa:  20-12-202]

Mfg, Date: / laTa npon3BoacTBAa: 11/2021 Date of Expiry / I'ogen no:
10/2024

Analysis performed according ND / Anauus nposeaen mo H/: IT N015479/01-121120

No Test / IokxazaTenan Result / PesyasTaTnl Specification / Hopma
11 | Labeling / According to ND / B cootBerctBru ¢ HJI
Mapkuposka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Boimte 25 °C.
Y ciioRUS XpaHEeHU s
13 | Shelf life / Cpox 3 years / 3 rofia
TOAHOCTH

Remarks : The Product conforms to ND/

Ipumeuanne: [Tponyxr cooTBeTcTBYET TpeboBanuaM HII

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO
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