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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Oves® (oMenpasolr), Kancyiib 20_;\'41- ]
Batch No. / Cepus Ne: B2200809 Batch Quantity / O6bem
L cepun: 2000000 NO .
AR No / Avaautudeckuii otuer Ne: Date of Analysis / laTa
2002FP22000570 aHaamnsa: 17-03-2022
Mfg. Date: / laTa npoussoacTna: 01/2022 Date of Expiry / I'onen no:

12/2024

Analysis performed according ND / Auaau3s nposegen no HII: IT N015479/01-121120

Ne Test / [loka3zaTenn

Result / PesyabTaTsl

Specification / Hopma

1 | Description /
Omnucanue

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on
both parts of the capsule. Capsule

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. /

content ~ white pellets. / Teepable XKenaTHHOBbIE Ipo3pauHsle
TBepabie KEAaTUHOBBIEC | Kalcynbl  pasMepa 2 ¢ OeclBeTHBIM
npo3payHble Kalcynsl pasMepa 2 C | KOPIyCOM,  pO30BOI  KpBIIEYKOW M

OECLIBETHEIM  KOPITYCOM, pPO30BOMH
KpbILIEYKO u MapKUpOBKOH
yepHoro usera «OMEZ» Ha oGenx
yacTax  kamcynel.  CofepkaMoe
KarcyJ — rpaHynbl 6eoro LBeTa.

MapkupoBkoi uepHoro upera «OMEZ» na
obenx gactax Karcyiel, ConepkuMoe Karcyl
— rpaHyJsl 6ENOTo WK MOUTH 6eToTo BeTa.

2 | Identification / HoanmuunocTL

2a) | By UV/V®-

crexTpohoToMETpHs

Complies as prescribed/
CooTBeTCTBYeT TPEOOBAHUIM

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. /

VY® - chnexTpel TOTJIOLIEHHS pPacTBOPOB
nmpemapata W CTaHmapTHoro  ofpasna
oMenpazona B obnaactu ot 230 po 350 HM
JMOIDKHBI MMETh MaKCHUMYyMbl TIpH OIHOM M
TOW K€ JUIWHE BOJIHEI.

Remarks : The Product conforms to ND/
Hpumeuanue: [Tpoaykt coorBeTcTBYeT TpeboBanusaM HJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg [Mponykt: Omes® (omenpason), kareyner 20 mr |
Batch No. / Cepust Ne: B2200809 Batch Quantity / Ofbem
L s cepun: 2000000 NO -
AR No / AnaauTtnudeckuii oryer Ne: Date of Analysis / laTa
2002FP22000570 anaausa: 17-03-2022
Mfg, Date: / [laTa npoussoacTsa: 01/2022 Date of Expiry / 'ogen no:
12/2024
Analysis performed according ND / Ananus nposenen no H/: TI N015479/01-121120
Ne Test / ITokazaTeanb Result / PesyasTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTRYET TpeGOBaHHIM chromatogram of test solution should
BYKX s f:orrespond to the retention time of main peak
CBRKX/BCKX in the chromat.ogram qf or'rlleprazale reference
standard solution (section "Assay"). /
Bpemst yaepKMBaHMA OCHOBHOIO myxa Ha
XpoMaTorpaMme  HMCITBITYEMOTO  pacTBopa
JOJKHO COOTBETCTBOBATH BpPEMeHU
yAepXWBaHAS  OCHOBHOIO nuKa  Ha
XpoMaTorpaMMe  pacTBopa CTaHIapTHOTO
obpasia oMempazona (pazmen
«KonuyecTBeHHOE ONpeEAeeHne ).
3 | Average net fill weight 272.1 mg/ 272,1 mMr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5mg) /
COAEPIKUMOrO Karcyn 270,0 Mr £ 5,0 % (256,5 mr - 283,5 Mr)
4 | Water / Bona 0.9% w/w / 0,9% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 2.0/2,0 Acceptance value (AV) should be less than or
units / OnHopoaHOCTH equal to 15.0./
J03UPOBaHUSA TTokasatensb npuemiaeMocT (AV) nomkeH
ObITH MeHee WK paseH 15,0.
6 | Dissolution / 2%, 0%, 0%, 1%, 1%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopeHue more than 10 % of C;;H;oN;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBOpe XJIOPHCTOBOIOPOAHON
KUCIIOTHI - He Goree 10 % Ci7HoN3058
(oMermnpason) gepes 2 4.
94%, 95%, 97%, 95%, 94%, 93% | In pH 6.8 buffer - not less than 75 % (Q) of
C17H1sN50;8 (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - e menee 75 % (Q)
C7H 9N; 038 (omenpazomn) gepes
30 mMuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TMpumevanue: IIponyKT cooTBETCTBYET TpeboBanusaM HJL 3axarwuenne: OJJOBPEHO
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CEPTUOUKAT AHAJIN3A

\Product: Omez (Omeprazole), capsules 20 mg Mponykt: Ome3® (oMeripazon), Kancysel 20 wr
Batch No. / Cepus Ne: B2200809 Batch Quantity / O6beM

cepuu: 2000000 NO
AR No / Anaantudecknii oraer Ne: Date of Analysis / JlaTa
2002FP22000570 a”Haamsa: 17-03-2022
Mfg. Date: / laTa npon3BoAcTBa: 01/2022 Date of Expiry / 'ogen no:

12/2024
Analysis performed according ND / Anwaaus nposenen no HJI: IT N015479/01-121120

No Test / Ilokasatens Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / ITocTopoHHue npumecu
Any individual 0.05% /0,05% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIrobag equHMuHas

HeUIEeHTUHUIMPOBaHHA

s TIpUMech

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMMa npumeceii He Gonee 2,0 %

8 | Assay/ 19.8 mg /19,8 Mr 18.0mg to 22.0 mg of Cy;HyN;Os8
KoJsnuecTBeHHOE (98.8% / 98,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneNeHHe label claim). /

Or 18,0 mr mo 22,0 mMr C;;H;9N;O5S
(omemnpason) B kancyne (ot 90,0 no 110,0 %
OT HOMHHATBLHOTO COAEPIKAHUS).

9 | Microbial limits / MukpoOuonoruieckast 44cToTa

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
O61uee yucio a3poOHBIX

MUKPOOPTaHH3MOB
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
O61iee yucio
IPOXKEBBIX U
MIECHEBLIX I'puOOB
¢) E. coli Absentin1 g/ Absentin 1 g/
OrcyTtcTByeT B 1 T OtcyrctBue B 1 r

10 | Packaging / Ymakoska | 10 capsules in an aluminum strip. 10 1 . lumi .

3 strips and patient information e A S S strl'p or
} PA/AL/PVC // aluminum blister. 3 strips or

leaflet in a carton pack. / Ilo 10 3 blisters and patient i . .
patient information leaflet in a
;anc%m B QTIOMHHWCBOM CTPHIIC. | oot pack. / Ilo 10 kamncyn B alrtOMUHHEBOM
0l Bl CRPHIIS: € siicipyircen 10 crpure win B ITA/AJ/TIBX // amoMHAHIEBOM
NPUMEHCHUIO B [AHKY KAPTOHAYIO. | gnycrepe. TTo 3 crpuma win 1o 3 6mcTepa ¢

pe. TTo pyna un T p
HHCTPYKUMEH MO NPMMEHEHUIO B MadKy

KapTOHHYIO,

Remarks : The Product conforms to ND/
TMpumeuanne: ITpooyKT cooTBETCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axmiouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
[Product: Omez (Omeprazofes, capsules 20 mg | MpoaykT: Ome3® (oMenpazan), kancyiibt 20 mr
Batch No. / Cepus Ne: B2200809 Batch Quantity / O6bem
cepun: 2000000 NO
AR No / Anaaurudecknii otdet Ne: Date of Analysis / Jara
2002FP22000570 anagusa: 17-03-2022
Mfg. Date: / laTta npon3BoACTBAa: 01/2022 Date of Expiry / 'ogen no:
12/2024
Analysis performed according ND / Auanus nposeaen mo H/: T1 N015479/01-121120
Ne Test / [lokazaTenn Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootsetcTum ¢ HJI
MapkupoBKka

12 | Storage conditions /
YcaoBusg XpaHeHus

At temperature below 25 °C. / Tlpu remmnepatype He Beime 25 °C.

13 | Shelf life / Cpok
TOAHOCTH

3 years /3 roga

Remarks : The Product conforms to ND/
Ipumeuanue: [TponyKT cooTBeTCTRYET TpeboBanmsam HJI

Conclusion : APPROVED /
Zaxarouenue: OJJOBPEHO
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