CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

MpoaykT: OMe3® (omenpason), Km@‘mr— I
Batch Quantity / O6bem
cepun: 2000000 NO

_Broduct: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepus Ne: B2200805

AR No / Ananutudecknii oruer No: Date of Analysis / laTa

12002FP22000551 aHaamsa: 15-03-2022

Mfg. Date: / laTa nponssoacrsa: 02/2022 Date of Expiry / T'ogen no:
01/2025

Xn_al_vsis performed according ND / Ananu3s npoBenen mo HJI: IT N015479/01-121120

Ne Test / ITokazaTensn Result / Pe3yabTaThl Specification / Hopma

Hard gelatin transparent capsules of size 2
with a colorless body, pink cap and black

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. /

Teepnsle KeJNaTHHOBbIE
Mpo3pavHble Karcynbl pasmepa 2 ¢
GECUBETHBIM  KOPITYCOM, PO30BOii

marking "OMLEZ" on both parts of the
capsule. Capsule content - white to off-white
pellets. /

Teepavble KENaTHHOBbIE Npo3payHble
KancyJel  pasmMepa 2 C  OecuseTHBIM
KOpPITYyCOM,  pPO30OBOM  KpBIICYKOW W

MapkHpoBKoii yepHoro usera «OMEZ» Ha

0Py

=

ncontrolled (

| |

L

0benx yactsax karcyisl. Cogepknmoe Kamncyn
— TpaHyIbel 6eI0T0 UITH TTOYTH GesIoTo 1BeTAa.

KpBILIEYKON u MapKUpOBKOH
yepHoro uBera «OMEZ» Ha obGenx
gactax kamncynmel.  CopepxuMoe
KarncyJj — rpaHyJisl 6enoro ngera.

2 | Identification / IlogauHHOCTD

2a) | By UV/V®-
cnekTpodoTomeTpus

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® - choexTpsl IIOTJIOUIEHHS pPacTBOPOB
mperapata W CTaHAApTHOTO  oOpasia
oMenpaszona B obiactd oT 230 go 350 HM
IOJDKHBI MMETb MaKCUMYMBI MpH ONHOM W
TOMH Xe IJIHE BOJIHEI.

Complies as prescribed/
CooTBeTCTBYET TpeOOBaHUAM

Conclusion : APPROVED /
3axkmoyenne: OJIOBPEHO

Remarks : The Product conforms to ND/
Hpumeuanne: [TponykT cooTBeTcTBYET TpeboBaHusaM HJI
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3IA

_grmct: Omez (Omeprazole), capsules 20 mg

I]—IPOHVKT: Ome3® (oMernpa3on), KarncyJrsl 29__M1“ B

Batch No. / Cepus Ne: B2200805

Batch Quantity / O6nem
cepun: 2000000 NO

AR No / AHanuTH4ecknii oTuet Ne: Date of Analysis / laTa
2002FP22000551 anaansa: 15-03-2022 I
Mfg. Date: / laTa nponsBoacTBa: 02/2022 Date of Expiry / Togen g0:
N 01/2025
Analysis performed according ND / Auaaus nposegen mo HJ: 1T N015479/01-121120 -
Ne Test / ITokazaTenn Result / PesyabTaThbl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoO0TBETCTBYET TPeOOBAHUAM chromatogram of test solution should
BYXX v f:orrcspond to the retention time of main peak
CBRIX/BOKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
BpeMst yoepsKMBaHUs OCHOBHOTO IHKa Ha
XpoMarorpaMMme  WCTIBITYEMOTO  pacTBOpa
IOTHKHO COOTBETCTBOBATh BpeMeHn
yACpKUBaHUS OCHOBHOI'0 THKa Ha
XpoMaToTpaMMe  pacTBOpa CTaHOapTHOTO
obpazua OMeIIpazoa (pazmen
«KonuuecrBeHHOE ONpenencHue ).
3 | Average net fill weight 269.7 mg / 269,7 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansst Mmacca 283.5 mg) /
€OepPKUMOro KancyJ 270,0 Mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Bona 1.1% wiw / 1,1% Not more than 3.0% /
He Gonee 3,0 %
5 | Uniformity of dosage 5.7/5,7 Acceptance value (AV) should be less than or
units / QIHOPOAHOCTH equal to 15.0./
J03HpOBAHNS IToxasaTens puemieMoctd (AV) nomxex
OBITH MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpenue more than 10 % of C;7HsN3038
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBOpe X10picTOBOAOPOIHON
KucnoTel - He 6onee 10 % C7H;gN;05S
(omempazon) yepes 2 4.
97%, 96%, 96%, 97%, In pH 6.8 buffer - not less than 75 % (Q) of
95%, 97% C]7H!9N3O3S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - He menee 75 % (Q)
C7H9N30;S (omenpason) gepes
30 MyH.

Remarks : The Product conforms to ND/
Mpumevanne: [ponyxr coorBercTBYET TpeboBaHMsAM HJT

Conclusion : APPROVED /
3axawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHD®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: OMe3® (oMenpazon), Kancyinsl 20 mr
Batch No. / Cepus Ne: B2200805 Batch Quantity / O6nem
| B cepuu: 2000000 NO
AR No / AHannTH4Yecknii oT4yet Ne: Date of Analysis / [laTa
12002FP22000551 aHaamn3a: 15-03-2022
Mfg. Date: / JaTa npouzBodcTBa: 02/2022 Date of Expiry / 'ogen go:

01/2025

Analysis performed according ND / Anaau3s nposenen mo HJI: IT N015479/01-121120

No Test / lokasaTenn Result / PesynabTaThi Specification / Hopma

7 | Related substances / [Toctoponane npumecu
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6o1ee 0,5 %

JIro6as equHUYHAA

HeuneHTHHULNPOBaHHA

s IpUMeECh

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

8 | Assay/ 20.4 mg/ 20,4 mMr 180mg to 22.0 mg of C;HgN305S
KosnuecTBeHHoe (101.8%/101,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeieHHe label claim). /

Or 18,0 M 10 22,0 MT C]7H19N303S
(omenpazon) B kancyne (ot 90,0 no 110,0 %
OT HOMHHATBHOTO CONEPKAHUSA).

9 | Microbial limits / MukpoGHoJiori4ecKas YMCcTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 60mce 1000 KOE/r
O6uiee yucno a3poOHBIX

MUKpPOOPTaHU3MOB
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
Obmiee yncno
IpPOOKEBBIX U
MIEeCHEBBIX IPUOOB
¢) E. coli Absentin 1 g/ Absentinl g/
OtcytcTByeTB I T OtcytcrBUe B 1 1
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip. . . .
3 strips and patient information 10} (eApsEEs in an alum} num strip —or
. PA/AL/PVC // aluminum blister. 3 strips or
ieaflct fin) 2acanton) packs i Mol 19 3 blisters and patient information leaflet in
Karcyll B afOMUHHUCBOM CTpHIIE. sters K patie e
To 3 crpuma ¢ EHCTPYKIHCH TiO carton pack. / TTo 10 xancyn B alllOMUHAEBOM
ctpune win B ITA/AJI/TIBX // anfoMAHIEBOM
TPUMCHCHIIO B AUKY KAPTOHHYIO- | 61ycrepe. Tlo 3 crpuma mm 1o 3 GmCT
pe. ITo 3 ctp epa ¢
HHCTPYKLHEH MO0 TIPHMEHEHHIO B MavkKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
HMpumeuanne: [Iponykt coorBercTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akarovenue: QJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Omes3® (oMenpazon), KarcyJrsl 20 mr
Batch No. / Cepus Ne: B2200805 Batch Quantity / O6bem ]
- cepmm: 2000000 NO e
AR No / Anaautndeckuii oTuet No: Date of Analysis / laTa
2002FP22000551 anaiqmza: 15-03-2022
Mfg. Date: / laTa npon3BoacTBa: 02/2022 Date of Expiry / T'ogen go:
01/2025

Analysis performed according ND / Ananu3s npoeegen mo HA: TT N015479/01-121120

Ne Test / [TokazaTeab Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootBerctBun ¢ HJI
Mapxuposka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temnepatype He Boiue 25 °C.
YcjoBusi XpaHeHHs
13 | Shelf life / Cpoxk 3 years / 3 rona
FOAHOCTH

Copy

controlled

N

Remarks : The Product conforms to ND/
IMpumeuanne: [Iponyxt cooTBeTcTBYET Tpebopanusam HJL

Conclusion : APPROVED /
3axawuenue: OJOBPEHO
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