CERTIFICATE OF ANALYSIS

Incontrolled Copy

L

[ |

CEPTHDOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Mponyxr: Omes® (oMenpazon), kancynbi 20 mr
Batch No. / Cepust Ne: B2201045 Batch Quantity / O6nem

cepun: 2000000 NO o
AR No / Ananurudeckuii otuet No: Datc of Analysis / laTa
2002FP22000711 aHajausza: 04-04-2022
Mfg. Date: / laTa npousBoacTia: 03/2022 Date of Expiry / T'ogen no:

02/2025

Analysis performed according ND / Anasans nposesen no HJ)I: 11 N015479/01-121120

Ne " Test / IlokazaTenn

Resuit / Pe3yabTaThl

Specification / Hopma

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. /

Teepable EeNaTUHOBbIE
MIpo3payHble KarlCynbl pasMepa 2 ¢
OECLIBETHEIM  KOPITyCOM, PpO30BOM
KPBIILIEYKOI u MapKUPOBKOH
yepHoro userta «OMEZ» Ha o6enx
yactax  kamcyinel.  Comepxumoe
KarcyJs — rpanyinbl 6enoro usera.

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 JWEJIATUHOBBIE Npo3payvHbIe
Karncyyisl  pasMepa 2 ¢ OecuBeTHBIM
KOpITyCOM, pO30BOIt KpBILIeyKoH "

MapKUpoBKoil uepHoro neeta «OMEZ» Ha
obenx wactsx kancynel. CogepxumMoe Karcys
— rpaHyJibl 6eoTo WM MO4TH OeJIoTo UBeTa.

2 | Identification / ITopaunHOCTEH

2a) | ByUV/ V-
cnekTpodoToMeTpH

Complies as prescribed/
Co0TBETCTBYET TPeOOBAaHNAM

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@ - choekTpsl TOTNIOWEHUS PpacTBOPOB
npemapata W CTaHAapTHOro  oOpasia
oMempasona B obnactd ot 230 no 350 HM
IOJDKHBI UMETh MaKCHMyMbl TpPH ORHOH M
TOH >ke JJIMHE BOJIHBI.

Remarks : The Product conforms to ND/
Ipumeyuanue: JIponykT cooTBeTCTRYET TpeboBanusM HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTH3A

[Product: Omez (Omeprazole), capsules 20 mg ~ |Hpoaykr: Omes® (oMemnpazon), KarcyJbl 20_ AL
Batch No. / Cepust Ne: B2201045 Batch Quantity / O6Lem

cepuu: 2000000 NO
AR No / AHasuTHaecknii otder Ne: Date of Analysis / laTa
2002FP22000711 |anann3za:  04-04-2022 B
Mfg. Date: / laTa npon3BoJcTBAa: 03/2022 Date of Expiry / T'onen no:

02/2025

Analysis performed according ND / Anasins nposener mo HJL: TT NOI5479/01-121120

PacTrBOpenne

94%, 97%, 98%, 94%, 95%, 95%

Ne Test / [loxazaTens Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBercTBYyeT TpeOOBaHMAM chromatogram of test solution should
BYKX f:orrespond to the retention time of main peak
CBKX/BOIX in the chroma’gogram qf omeprazole reference
standard solution (section "Assay"). /
BpeMst YepiKMBaHWA OCHOBHOIO mNHKa Ha
XpoMaTorpaMMme  WCIIBITYEMOTO  pacTBopa
JIOJKHO COOTBETCTBOBATH BpEMEHH
yaepKHUBaHUS ~ OCHOBHOTO  NWKa  Ha
XpoMaTOrpaMMe  pacTBopa  CTaHIAPTHOTO
obpazla omemnpazona (pazmen
«KonnyecTBenHOE OMpeEIeHue»).
3 | Average net fill weight | 270.1 mg/270,1 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansist macca 283.5 mg) /
COAEPKNMOro Karcy.Ja 270,0 mr + 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boaa 1.1% w/w/ 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 4.1/4,1 Acceptance value (AV) should be less than or
units / OgHopoaHOCTL equal to 15.0./
A03HPOBAHUA [Toxasatens mprueMnemMocti (AV) nomxkeH
ObITh MeHee W paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

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

B 0,1 M pacTBOpe XJIOpHCTOBOJOPOIHOM
kucnotsl - He 6onee 10 % C;HgN3O;S
(oMenpazon) gepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H,oN;0;8 (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7HoN50;S (omenpazon) depes

30 MuH.

Remarks : The Product conforms to ND/
Npumeyanue: [IponyKt cooTBeTcTBYET TpeboBanusiM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Hpoaykr

: Ome3® (omMenpasont), KarncyJibl 2()___1\41-_

Batch No. / Cepust Ne: B2201045 Batch Quantity / O6bem

cepuu: 2000000 NO -
AR No / AnanuTHueckuii oTdeT Ne: Date of Analysis / lata -
2002FP22000711 anaymsa;  04-04-2022

Mfg. Date: / laTa npousBoacTBAa:

03/2022

02/2025

Date of Expiry / I'ogen no:

Analysis performed according ND / Ananus nposeaen no H)[: TI NO015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Ilo 10
Kancyn B alIOMUHHAEBOM CTpHIIE.
ITo 3 crpumna c WHCTpyKUHEH IO
NpUMEHEHHIO B Ma4Ky KapTOHHYIO.

No Test / [ToxazaTeanb Result / Pe3yabTaThl Specific_ation / Hopma

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

Jrobas emuHUYHAS

HenneHTUhuUpoBaHHA

s IpUMecCh

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

8 | Assay/ 20.2 mg /20,2 Mr 18.0mg to 22.0 mg of C;HN;O;58
KojauvecTBeHHOE (101.2%/101,2%) (omeprazole) in capsule (90.0 to 110.0 % of
oTipeesieHHe label claim). /

Ot 18,0 mr gmo 22,0 mMr C;H;gN3;O;S
(omenpaszon) B kancyne (ot 90,0 no 110,0 %
OT HOMWHAJILHOTO COZIEpKaHUA).

9 | Microbial limits / MuxpoGuosoruyeckas 4YHcTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/T He 6omee 1000 KOE/r
OGuiee 4nCcHO adpoOHBIX

MHUKPOOPTAHH3MOB
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
O01ee yncno
JIPOMOKEBBIX H
TJICCHEBBIX rprboB
¢) E. coli Absentin 1 g/ Absentin1 g/
OtcyTtcTByeTr B 1 OtcyTrctBUe B 1 T
10 | Packaging / ¥YnakoBka | 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. / TTo 10 kancyn B amtOMHHHEBOM
crpurnie win B ITA/AJI/TIBX // anroMuHICBOM
omucrepe. ITo 3 crpuma i 1o 3 6auctepa ¢
WHCTPYKIMEM 10 MNPUMEHEHUI0 B Iauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
TMpumeuanne: [Tpoaykr coorBercTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO
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Uncontrolled Copy

|Product: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUGUKAT AHAJIW3A

Batch No. / Cepus Ne:

cepuu: 2000000 NO

MpoaykT: OmMe3® (oMenpa3oin), KalucyIbl 26 Mr |
B2201045 Batch Quantity / O6sem

AR No / AHaqurndeckuii otuet Ne:

Date of Analysis / laTa

YcaoBust XpaHeHUd

2002FP22000711 anagnsza: 04-04-2022 ]
Mfg. Date: / laTa npousBoacTBAa: 03/2022 Date of Expiry / 'ogen no:
02/2025
Analysis performed according ND / Ananus nposegen no H/: 11 N015479/01-121120
Ne Test / [loka3aTelb Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootserctnu ¢ HJT
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / I1pn Temnepatype ne Berme 25 °C.

13

Shelf life / Cpox
roAHOCTH

3 years /3 rona

Remarks : The Product conforms to ND/
Ipumeuanne: [TponykT cooTBeTcTBYET TpeboBannaM HJL

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO
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