Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

IProduct: Omez (Omeprazole), capsules 20 mg M poxykT: Ome3® (omenpason), kancynsl 20 MT
Batch No. / Cepus Ne: B2200394 Batch Quantity / O6bem |
- cepuu: 1990000 NO o
AR No / Ananutndecknii oT4deT Ne: Date of Analysis / Jara
2002FP22000221 - anajuza:  05-02-2022
Mfg. Date: / laTa mpou3BoJACTBA: 0172022 Date of Expiry / T'ogen 10:
12/2024

'Analysis performed according ND / Ananus nposeges no H/I: 11 N015479/01-121120

No Test / llokazatenn

Result / PesyabTaTsl

Specification / Hopma

1 | Description /
Onncanwne

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. /

TBepasie
ITpo3payHble KaTicynbl pasMepa 2 ¢
GeclBETHBIM KOPITYCOM, PO30BOi
KpBIUICUKOH u MapKUpPOBKOI
yepHoro usera «KOMEZ» Ha obeux
yactax kamcyisl. ComepkuMoe
KarcyJl — rpaHyJsl 6€noro 1pera.

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. /

Teepable JKEeJIaTHHOBbIE Npo3payuHbIe
JKENaTUHOBLIE | Karlicynsl  pa3Mepa 2 ¢ OecuBETHBIM

KOPIIyCOM,  PO30BOH  KpBIIEYKOH W

Mapkupoekoii uepHoro usera «OMEZy» Ha
06eux yacTax karcynsl. CogepKUMoe Karcydn
— rpaynbl 6eNoro WM Mo4Ty OeNoro mBeTa.

2 | Identification / HoaauHHOCTDB

2a2) | ByUV/V®-

crniekTpodoTomMeTpHs

Complies as prescribed/
CoOTBeTCTBYET 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. /

VY® - crnekTpel MOIVIOLIEHHS PacTBOPOB
mpemapara W CTaHAapTHOro  obpasia
oMenpaszona B obmacti ot 230 mo 350 HM
OIDKHBEI MMETh MaKCUMyMbI TIPH OAHOH W
TOM e JIJINHE BOJIHBI.

Remarks : The Product conforms to ND/
IMpumeyanne: ITpoaykr cooTBeTCTBYET TpeboBaHuaM HJT

Conclusion : APPROVED /
3akaouenue: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®OUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykr: OMe3® (omernpazon), Kancysinel 20 yr
Batch No. / Cepus Ne: B2200394 Batch Quantity / O6bem
Ee cepam: 1990000 NO -
AR No / Auaautnyeckuii otder Ne: Date of Analysis / laTa .
'_20_02FP22000221 anmammza:  05-02-2022
Mfg. Date: / /laTa npou3BoacTBa: 01/2022 Date of Expiry / T'ogen go:
12/2024
Analysis performed according ND / Anasim3 nposegen mo HJI: I N015479/01-121120
Ne Test / Iloka3aTenn Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBaAHMAM chromatogram of test solution should
BOXCK s f:orrespond to the retention time of main peak
CBOKX/BOKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpems yaepXuBaH{s OCHOBHOTO TMKa Ha
XpoMaTorpaMMe  WCIBITYEMOTO  pacTBOpa
JIOTXKHO COOTBETCTBOBATh BpEMEHH
yACpPKUBaHUS OCHOBHOTO nuKka  Ha
XpoMaTorpaMMe pacTBopa CTaHIapTHOTO
oOpasma oMelpazona (pazmen
«KonuyectBeHHOE OnpenesieHne» ).

3 | Average net fill weight
/ Cpeansas macca
COAEPIKHMOTO KANCY

269.8 mg / 269,8 mMr

270.0 mg + 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 mMr+ 5,0 % (256,5 mr - 283,5 mr)

4 | Water / Boaa

1.1% wiw/ 1,1%

Not more than 3.0% /
He 6onee 3,0 %

5 | Uniformity of dosage
units / OaHopoaHoCTH
J03HPOBAHUSA

25/25

Acceptance value (AV) should be less than or
equal to 15.0./

IToxaszaTens npueMieMoctd (AV) nonxeH
6bITH MeHee unu paseH 15,0.

6 | Dissolution /
PacTBopenne

1%, 0%, 2%, 2%, 3%, 0%

97%, 95%, 93%, 95%, 97%, 95%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C]7H]9N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XII0prCcTOBOTOPOAHOMN
KUCIOTHI - He Oonee 10 % C7HsN30;S
(omenpa3zon) gepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN505S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7H;sN30;S (omenpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/
Mpumeuanne: [Iponykt cooTBeTcTRYET TpeGoBanusaM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

_Bl_'o_duct: Omez (Omeprazole), capsules 20 mg

MpoaykTt: OMe3® (oMemnpaso), Karcy bl 2§_MI‘ B __

Batch No. / Cepus Ne: B2200394 Batch Quantity / O6sem
B - _|ceprum: 1990000 NO
AR No / AvanuTudeckuii otuet Ne: Date of Analysis / laTa
2002FP22000221 anagm3a:  05-02-2022

Mfg. Date: / laTa nponsBoacTBa:

01/2022

12/2024

Date of Expiry / I'ogen go:

Knalysis performed according ND / Anasn3 nposened wo H/: IT N015479/01-121120

Ne Test / IloxazaTean Result / PesyasTaTsl Specification / Hopma
7 | Related substances / [TocToporHHe TpUMecH
| Any individual 0.04% / 0,04% Not more than 0.5 %. /

unidentified impurity / He 6onee 0,5 %

JIro6as eqHUYHAS

HeMIAEHTU(ULMPOBAHHA

s TIpUMech

Total impurities / 0.1%/0,1% Not more than 2.0 % /

CymmMma npumeceit He 6onee 2,0 %

8 | Assay/ 19.9 mg /19,9 mr 18.0mg to 22.0 mg of C;H;sN;O;8
KonudecTBeHHOE (99.3% / 99,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneieHne label claim). /

Ot 18,0 MI" 40 22,0 MI C17H]9N303S
(omMenpazon) B karcyiae (ot 90,0 mo 110,0 %
OT HOMWHAJIEHOTO COEPXKaHUA).

9 | Microbial limits / MukpoGunonoruieckast Y4ucToTa

a) Total Aerobic
Microbial Count /
O61ee 4ncno a3poOHbIX
MHUKPOOPTaHHU3MOB

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

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

b) Total Combined

Ob6uee uncio
JPOXKEBBIX H
TecHEBBIX rpuboB

Less than 10 CFU/g/

Yeasts and Mould Count /| Menee 10 KOE/r

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

¢) E. coli

Absentinlg/
OrcyteTByeT B I T

Absentin 1 g/
OtcytcrBUe B 1 1

10

Packaging / YnmaxoBka

10 capsules in an aluminum strip.
3strips and patient information
leaflet in a carton pack. / [lo 10
Karcynm B aIOMHHHEBOM CTpHIIE.
ITo 3 crpuna c WHCTpyKUWEH o
NPUMEHEHHUIO B AaYKy 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. / [To 10 karcyn B antoMUHUEBOM
crpure wiu B I[TA/AJI/TIBX // antoMuHNEBOM
6mictepe. ITo 3 crpumna unm no 3 6muctepa ¢
UHCTPYKUMel 10 TPUMEHEHUI0 B IAuKy
KapTOHHY'O.

Remarks : The Product conforms to ND/
IIpumeyanue: [ponykT coorsercTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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[Product: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

" MpoaykTr: Ome3® (oMemnpason), KancyJisl 2(_1 MT

Batch No. / Cepns Ne: B2200394

|cepmu:

Batch Quantity / O6bem
1990000 NO

TAR No / AnajsutTH4ecKknit oryer Ne:
2002FP22000221

aHaJau3a:

Date of Analysis / laTa
05-02-2022

Mfg, Date: / laTa nponsBoacTsa;

01/2022
12/2024

Date of Expiry / T'ogen g0:

Analysis performed according ND / Auaxus npoeegen o HJI: TT N015479/01-121120

Ne Test / [lokasareanb Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootsercTBin ¢ HJJ
MapkwnpoBka
12| Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbie 25 °C.
YcaoBus XpaHeHUs
13 | Shelf life / Cpoxk 3 years / 3 rona
TOXHOCTH

Remarks : The Product conforms to ND/

IMpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axaoyenne: ONJOBPEHO
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