CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
[Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (omenpasoit), |(ﬂ|my1_‘l_!,_!__',3_qﬁ~ i
Batch No. / Cepusa Ne: B2104360 Batch Quantity / O6bem
_ _ |cepum: 1990000 NO
AR No / Ananutuyeckuii otyet Ne: Date of Analysis / laTta
2002FP21002411 anaausa: 08-12-2021
Mfg. Date: / JlaTa npon3sojacTBa: 11/2021 Date of Expiry / I'oaen go:

10/2024

Analysis performed according ND / Ananus nporeaen no HJ: TT N015479/01-121120

Ne

Test / Tloka3zaTenpb

Result / Pe3yabTaThl

Specification / Hopma

1

Description /
Onncanne

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. /

Trepnsie JKETaTUHOBbIE
TIpo3padvHBle KarlcyNbl pa3Mepa 2 ¢
OecLBETHBIM  KOPMYCOM, PO30BOii
KPBILIEYKOA u MapKUpPOBKOM
yepHoro neera «OMEZ» Ha obenx
gacTax  kancynsl. Comepxnmoe
Karcyn — rpaHynbl 6enoro 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. /
Twepmbie XeTaTHHOBEIE Mpo3pavHBIC
Karicynel  pazmepa 2 ¢ OecuBeTHBIM
KOpIIYyCOM, pO30BOi KpBIIEU KON "
MapkupoBkoii depHoro usera «OMEZ» nHa
o6ewx HacTax karncynsl. Cogepxumoe KancyJ
— rpaHyJibsl 6ENoro Wiv MouTH OeNIoro 11BeTa.

Identification / IloaJHHHOCTEH

2a)

By UV /V®-
cniekTpodoToOMeTpUs

Complies as prescribed/
CooTBeTcTBYeT TpeGOBaHHIM

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® - choekTphl TOTJOIEHHS PACTBOPOB
npemapata W CcTaHaapTHoro  ofpasua
oMemnpaszona B obnmacté oT 230 mo 350 uM
JIOJDKHBI IMETb MaKCHMyMB! TIpH OXHOW M
TOM e JUIMNHE BOJHEI.

Remarks : The Product conforms to ND/
IMpumeuanne: [Iponykr cooreTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmiouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIN3A

\Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: OMe3® (oMenpazoi), Kancybl 20 MT

Batch No. / Cepust Ne: B2104360

Batch Quantity / O6bem
cepuu: 1990000 NO

AR No / Ananutudeckmuii oruet Ne:
2002FP21002411

Date of Analysis / laTa
anaausa: 08-12-2021

Mfg. Date: / laTa npou3BoacTBAa: 11/2021 Date of Expiry / Toaen xo:

10/2024

Analysis performed according ND / Anasus nposegen mo H/A: TT N015479/01-121120

CB3OXX/BCKX

No Test / TTokasaTteanb Result / PesyabTaThl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ ‘The retention time of main peak in the
UPLC/UFLC CoOoTBeTCTBYET TpeOOBaHHAM chromatogram of test solution should
BKX i correspond to the retention time of main peak

in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

Bpemst yaepKHBaHWS OCHOBHOI'O IMKa Ha
XpoMarorpaMMe HCHBITYEMOTO  pacTBopa
IOMKHO COOTBETCTBOBATh BpeMEHHM
yAEpKUBAHUS OCHOBHOTO TMKa  Ha
XpoMaTorpaMMe  pacTBOpa CTaHAAPTHOTO
obpazua oMernpasona (pasmen
«KonmuecTBeHHOE OTIPEACIECHHIEY ).

/ Cpennsist Macca
COAEPIKNMOro KarcyJi

3 | Average net fill weight | 271.5 mg/271,5 mr 270.0 mg £+ 5.0 % (Between 256.5 mg and

283.5 mg) /
270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)

4 | Water/ Boaa 1.1 % wiw/1,1% Not more than 3.0% /

He 6omee 3,0 %

5 | Uniformity of dosage 2.1/2,1
units / OqHopoAHOCTH

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

JMO03UPOBAHHUS [Tokasaresns mpueMieMocTH (AV) noixeH
ObITH MeHee WK paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTtBOopenue more than 10 % of C;H;oN303S

{omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope Xn0opHCTOBOACPOAHOM
KUcIoTEI - He 6omee 10 % C7H;9oN305S
(omenpaszon) yepes 2 4.

94%, 95%, 94%, 93%, 94%, 93% | In pH 6.8 buffer - not less than 75 % (Q) of

C,7HsN;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He meree 75 % (Q)

C;7H sN;0;S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IMpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanuaM HJT 3axmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3® (oMenpazon), xancynsl 20 mr
Batch No. / Cepust Ne: B2104360 Batch Quantity / O6bem

cepuu: 1990000 NO
AR No / AHannTu4eckuii ordet Ne: Date of Analysis / JaTa
2002FP21002411 anaausa: 08-12-202]
Mfg. Date: / laTa npousBoacTBAa: 11/2021 Date of Expiry / 'ogen go:

10/2024

Analysis performed according ND / Ananus nposesen o H/I: TT N015479/01-121120

No Test / MTokazaTean Result / Pe3yabraThl Specification / Hopma
7 | Related substances / [TocToponnne npumMecu
?ny individual 0.04% / 0,04% Not more than 0.5 %. /

unidentified impurity / He 60s1ee 0,5 %

JIro6as eqHU4Has

HEUIEeHTH QUIIMpOBaHHA

s TpUMech

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

Cymma npuMeceit He 6oiee 2,0 %

8 | Assay/ 20.2 mg /20,2 mr 18.0mg to 22.0 mg of C;H;oN;05S
KonuuecTBeHHOE (101.0% /101,0%) (omeprazole) in capsule (90.0 to 110.0 % of
ompeaeieHue Jabel claim). /

Or 18,0 mMr mo 22,0 mMr C;;H;gN;O58
(omcmpason) B karicyne (ot 90,0 o 110,0 %
OT HOMUHAJIEHOTO COAEPKaHUA).

9 | Microbial limits / Mukpoouosornyeckast YUHCTOTA

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
Ob1ree uncno adpoOHBIX

MUKPOOPTaHH3MOR
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
O061uee yncno
JIPOKIKEBBIX 1
IMIECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin1 g/
OtcyTtctByeTB 1 T OtcytcTBHE B 1 T

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

3 strips and patient information Ll e S'[I‘l.p o
; PA/AL/PVC // aluminum blister. 3 strips or
fFaict jint a fegriopmpack: 4 o {0 3 blisters and patient information leaflet in a

Karcyn B ATIOMUHHEBOM CTpPWIIE. K p
i) &° GpATE (€ MESTPYEIGEN O carton pack. / TTo 10 kancyn B amtOMUHHEBOM
DMMEHEHHIO B HaYKy KapTormvio. | CTPATE HIHA B ITA/AJI/TIBX // anrtoMUHMEBOM
p ¥ KapTOHHYIO. 6mucrepe. I1o 3 crpuna nnu no 3 G6aucrepa ¢
WHCTPYKIMEH 110 TPUMEHEHHI0O B TIauky

KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanne: IponyxT cooTBeTcTBYET TpeGoBanuam HJL

Conclusion : APPROVED /
3axkmiouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

MpoaykT: OMe3® (omenpason), Karcybl 20 mr
Batch Quantity / O6bem o
o cepun: 1990000 NO

AR No / Anaaurudecknii oryer No: Date of Analysis / laTa

2002FP21002411 anaauza: 08-12-2021

Mfg. Date: / JlaTa npoussoacTBa: 11/2021 Date of Expiry / T'ogen go:

10/2024

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

|Product: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepus Ne: B2104360

No Test / [loka3zaTeanb Result / PesyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootBercTuu ¢ H/J,
MapknpoBka
12 | Storage conditions / At temperature below 25 °C. / ITpu Temneparype He Bbite 25 °C.
YcnoBus XpaHeHus
13 Shelf life / Cpox 3 years /3 rona
TOAHOCTH

Y
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Remarks : The Product conforms to ND/
IMpumeuanue: IpoaykT coorBeTcTBYeT TpeGoBaHusam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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