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CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIN3A
| Product: Omez (Omeprazole), capsules 20 mg MNpoaykr: Ome3® (omernpason), karcyinsl 20 mr
Batch No. / Cepus Ne: B2200502 Batch Quantity / O6bem
cepun: 19950000 NO
AR No / Ananutudeckuii ordet Ne: Date of Analysis / laTa
2002FP22000301 anajusa:  15-02-2022
Mfg. Date: / JlaTa npousBoacTBa: 01/2022 Date of Expiry / I'ogen go:
12/2024
Analysis performed according ND / Anaau3s nposeaen mo HA: IT N015479/01-121120
Ne Test / Ilokazarenn Result / Pe3yabTaThl Specification / Hopma
1 | Description / . Hard gelatin transparent capsules of size 2
Onucanue Hard gelatin transparent capsules of | with a colorless body, pink cap and black
size 2 with a colorless body, pink | marking "OMEZ" on both parts of the
cap and black marking "OMEZ" on | capsule. Capsule content - white to off-white
both parts of the capsule. Capsule | pellets. /
content - white pellets. / Teepapie KeJNaTHHOBEIE po3pavyHble
Teepmbie KEaTUHOBEIE | KAallCYNBl  pasMepa 2 ¢ OeclBETHBIM
TIpo3pavHble KamCyNbl pasMepa 2 ¢ | KOPIMycoM,  PO30BOM  KPBILEYKOH U
OecuBETHEIM  KOPIYCOM, pO30BOI | MapkipoBKoii depHoro mBseta «OMEZ» na
KpBIIEYkoii ¥ MapkHpoBKOH | 00ex 9acTsx karcyssl. CogepXuMoe Karncyi
yepHoro usera «OMEZ» Ha obGeunx | — rpaHynbl 6enoro wiu oyt 6e1oro usera.
qacTax kancynel. Comepxumoe
KarcyJ — rpaHyJisl 6eforo UBera.
2 | Identification / ITopiunHoCcTH
2a) | ByUV /Y- UV-absorption spectra of both test and
crekTpodoToMeTpust Complies as prescribed/ standard solutions of omeprazole in the range
CooTBeTCTBYET TpeOOBaHHUAM 230 to 350 nm should exhibit maxima at the
same wavelength. /
V® - crhexTpsl NOTIOMIEHUS pPACTBOPOB
npenapata W CTaHmapTHOro  obpasua
oMermpasona B obnacti ot 230 go 350 mm
IOTDKHBI UMETh MAaKCHMYMBI TIPH OXHOM u
TOI )K€ IUTHHE BOJIHEI.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykT coorBercTBYET TpeboBaHusm HJI 3axkarovyenne: ONOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

|Product: Omez (Omeprazole), capsules 20 mg e

MpoaykTt

: OmMes® (omenpason), karncyisl 20 mr

Batch No. / Cepust Ne:

B2200502

CepHH:

Batch Quantity / O6bem

1990000 NO

AR No / Anaantudyeckmii oryer Ne:
2002FP22000301
Mfg. Date: / laTa npousBoacTBAa:

aHaJIu3a;

Date of Analysis / Jara

15-02-2022

01/2022

12/2024

Date of Expiry / Togen go:

Analysis performed according ND / Auaju3 npoBeaen mo H: TI N015479/01-121120

PacTreopenue

100%, 96%, 98%, 98%, 95%,
99%

Ne Test / ITokazaTeanb Result / Pe3yabTaTsi Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBETCTBYET TpeOOBaHUAM chromatogram of test solution should
BYIKX f:orrespond to the retention time of main peak
CBYIKX/BCIKX in the chroma‘Fogram qf or'r'lepraZ(')'le reference
standard solution (section "Assay"). /
BpeMsi ymepykKWBaHHA OCHOBHOTO TIMKa Ha
XpoMaTorpaMMe  WCITBITYEMOTO  pacTBopa
JOMKHO COOTBETCTBOBAThb BpPEMEHH
yoep)kVBaHUS  OCHOBHOTO  THWKa  Ha
XpOMaTorpaMMe  pacTBopa CTaHIapTHOTO
o6pa3sua oMeripasona (pazmen
«KomrdecTBernoe onpeaeneHiey ).
3 | Average net fill weight | 272.0 mg/272,0 Mr 270.0 mg £+ 5.0 % (Between 256.5 mg and
/ Cpennsas Macca 283.5 mg) /
CONEPKUMOTo KancyJa 270,0 Mr =+ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boga 1.0% w/w / 1,0% Not more than 3.0% /
He 6o0mee 3,0 %
5 | Uniformity of dosage 49/49 Acceptance value (AV) should be less than or
units / OqHopoAHOCTL equal to 15.0./
J03UPOBAHHSA [MToxaszatens npueMneMoct (AV) momkeH
ObITH MeHee UK paseH 15,0.
6 | Dissolution / 0%, 0%, 2%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;H;4N;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XnopnucTroBoAoOpoaHOIT
KHCITOTHI - He 6onee 10 % C;H N3OS
(omenpason) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - e Mmenee 75 % (Q)
C,7H4N30;S (omenpazoi) gepes

30 MUH.

Remarks : The Product conforms to ND/
IIpumeyanue: IIponykT coorseTcTBYET TpeboBanmam HJT

Conclusion : APPROVED /
3akarwuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJUN3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: OMe3® (omenpason), karcyis 20 mr
Batch No. / Cepusn Ne: B2200502 Batch Quantity / O6bem
| cepum: 1990000 NO
AR No / Ananutnyeckuii otyert No: Date of Analysis / IaTa
2002FP22000301 aHagmsa:  15-02-2022
Mfg. Date: / lata npou3BoacTBa: 01/2022 Date of Expiry / I'ogen fo:

12/2024

Analysis performed according ND / Anains nposenen no H/I: T1 N015479/01-121120

Ne Test / TlokasaTennb Result / Pe3syabTaTnl Specification / Hopma

7 | Related substances / [TocTtoponane mpumecu
Any individual 0.02% /0,02% Not more than 0.5 %. /
unidentified impurity / He 6oiee 0,5 %

Jrobas equHAUHAS

HeuAeHTHQULUUpPOBaHHA

s TIPUMECH

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

8 | Assay/ 20.1 mg /20,1 mr 180mg to 220 mg of C;sH;oN;0;8
KoaudecTBeHHOE (100.3% / 100,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeeHue label claim). /

Or 18,0 mr mo 22,0 mr C;;H;oN;05S
(omempazon) B xarcyne (ot 90,0 mo 110,0 %
OT HOMHH&JILHOTO COZEPKaHUA).

9 | Microbial limits / Muxpoouonxorn4yeckast YMcToTa

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
O61ee 9rcio adpoOHBIX

MHKPOOPTaHH3MOB
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
Oo11ee 4nciIo
IPOACOKEBBIX U
IUTECHEBLIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytrcTByeTB I T OtcyTcTBHEB I T
10 | Packaging / YnakoBka | 10 capsules in an aluminum strip. 10 | . lum; .
3 strips and patient information e 1 e e
. PA/AL/PVC // aluminum blister. 3 strips or
Icailes in «d [Gdiion patiiwil Mo 10 3 blisters and patient information leaflet in a
Karcyn B aTIOMHHUEBOM CTpUIIE. p
s & BTy (¢ FEETEERES i carton pack. / [To 10 karcyn B aJFOMUHAEBOM
B SN N crpure wii B [TA/AJI/TIBX // anroMuHueBOM
" | 6nucrepe. 1o 3 cTpuna unm no 3 Gnuctepa ¢
HHCTPYKUMEH 10 TIPUMEHEHHWI0 B TaukKy
KapTOHHYO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IponyxT coorBercTBYET TpeboBaHuam HJI 3akouenne: OIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIHU3A

_B_roauct: Omez (Omeprazole), capsules 20 mg

MpoaykT: Omes® (omempason), Kareyist 20 mr

2002FP22000301

Batch No. / Cepnsi Ne: B2200502 Batch Quantity / O6bem
L cepun: 1990000 NO B
AR No / Aranutuiecknii oraer No: Date of Analysis / laTa

anajuza: 15-02-2022

Mfg_.Date: / laTa Npou3BOACTBA:

01/2022

12/2024

Date of Expiry / Fogen go:

Analysis performed according ND / Ananns nposenen mo H/: T1 N015479/01-121120

Ne Test / IlokazaTennb

Result / PesyasTaThl

Specification / Hopma

11 | Labeling /
MapkwupoBka

According to ND / B cootrercteuu ¢ HJT

12 | Storage conditions /
YcioBus XpaHeHUs

At temperature below 25 °C. / TTpu Temniepatype He Bbiue 25 °C.

13 | Shelf life / Cpoxk
TOAHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/

IIpumeyanue: Iponykt coorBeTcTBYET TpebobanuaM HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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