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CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIU3A

Product; Omez (Omeprazole), capsules 20 mg

|[Mpoaykr: Ome3® (oMenpasor), Karncyibl 26_ MI

Batch No. / Cepnst Ne:

B2201352

Batch Quantity / Oobem

cepun: 1990000 NO
AR No / AHaauTudeckuii oTuer Ne: Date of Analysis / laTa
2002FP22000932 anajausa: 04-05-2022

Mfg. Date: / JlaTa mpouzRo/IcTBA:

03/2022

02/2025

Date of Expiry / I'ogen go:

Analysis performed according ND / Anaaus npoeesen mo HJL: 11 N015479/01-121120

Ne

Test / IlokaszaTeanb

Result / 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. /

Trepneie KeJaTUHOBBIE
Mpo3payHble Kamcyabl pasMepa 2 ¢
OCCIRETHBIM KOPITYCOM, PO30BO
KPBILIEYKOH 51 MapKMpOBKOH
yepHoro 1pera «OMEZ» na obenx
gacTsax kamcynel.  Comepxumoe
KarcyJ — rpaHyJbl 6enoro nusera.

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. /
Teepasle JKeNaTUHOBEIE
Kancynel pasMepa 2 ¢ OeclBeTHBIM
KOPITYCOM, pO30BOM  KpBILIEYKOI "
MapKUpoBKoil yepHoro usera «OMEZ» Ha
obenx vactsx kancyysl. ComepXuMoe Karcymn
— rpaHyJisl 6e10To WK TTOYTH OeJIoTo 1BETA.

Opo3padHbIC

Identification / IlogauHHOCTH

2a)

By UV /Y-
crekTpodoTOMETpHUS

Complies as prescribed/
CooTBeTCTBYET TpeOOBaHMIM

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® - cnoekTpbl TOIJIOMIEHUS pacTBOPOB
npemapata W CTaHEapTHoro  ofpasia
oMenpaszona B obnacti ot 230 mo 350 HM
JIOJKHBI MMETh MakCHMYMBI TIpM OIHOH W
TOM Ke JUTHHE BOJIHEL.

Remarks : The Product conforms to ND/
Mpumeuanne: [TpoayKT cOOTBETCTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3akmaouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product; Omez (Omeprazole), capsules 20 mg TMpoayxT: Ome3® (omenpaszon), Kancyirst 20 mr
Batch No. / Cepus Ne: B2201352 Batch Quantity / Oobem
- B cepun: 1990000 NO -
AR No / Araantu4eckuii otdet Ne: Date of Analysis / lata
2002FP22000932 anajgusa:  04-05-2022
Mfg, Date: / JaTa npou3BeacTBa: 03/2022 Date of Expiry / F'ogen go:
02/2025

Analysis performed according ND / Anaan3s nposeaen no H/I: 11 N015479/01-121120

PacTBopenne

92%, 92%, 93%, 93%, 92%, 94%

Ne Test / Ilokazarenn Result / PesyabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoO0TBETCTBYET TPEOOBAHMAM chromatogram of test solution should
correspond to the retention time of main peak
(?SB})K}?XI;}J;%}KX in the chroma'fogram qf orzlepraz(')'le reference
standard solution (section "Assay"). /
Bpemss ymepXMBaHHUS OCHOBHOTO MHUKAa Ha
XpoMmarorpaMMe  HCIBITYEMOTO  pacTBOpa
JOJKHO COOTBETCTBOBATH BpeMeHHn
yAepKUBaHUSA OCHOBHOTO nyKa  Ha
XpoMaTorpaMMe  pacTBOpa CTAHAAPTHOrO
obpasna omeripasoia (pazmen
«KonuuecTBenHOe onpeieNicHUe» ).
3 | Average net fill weight 266.4 mg / 266,4 mMr 270.0 mg £+ 5.0 % (Between 256.5 mg and
/ Cpepnsist Macca 283.5 mg) /
COAePIKUMOro KamncyJa 270,0 Mr+ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water/ Boaa 1.2% w/w / 1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 34/34 Acceptance value (AV) should be less than or
units / OqHopoaHOCTH equal to 15.0./
A03HPOBaHUS [Tokazatens npuemiemMoctd (AV) nomkeH
6BITE MeHee unu paseH 15,0.
6 | Dissolution / 0%, 1%, 0%, 2%, 1%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;HsN3;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope Xn0opHcTOROIOPOAHOM
KHUCHOTHI - He 6otiee 10 % C7H9N30;S
(omempazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17HoN;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17H19N;03S (omemnpazoi) uepes

30 MuH.

Remarks : The Product conforms to ND/
Mpumeuanne: IIponykt coorBercTBYET TpeboBanusam HJL

Conclusion : APPROVED/
3akmouenne: OJJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg B Mpoaykt: Omes® (oMemnpazon), Kaﬂcy.]'lbl_zb__]_wr‘_
Batch No. / Cepus Ne: B2201352 Batch Quantity / O6bem

cepun: 1990000 NO -
AR No / AHaqmTHYecKHH oTdeT No: Date of Analysis / JlaTta
2002FP22000932 anamuza:  04-05-2022
Mfg. Date: / JaTa npou3BoAcTBA: 03/2022 Date of Expiry / T'ogen go:

02/2025
Analysis performed according ND / Anannus nposenen nmo H/: TI N015479/01-121120

Ne Test / [lokazaTenn Result / PesyasTaTsl Specification / Hopma

7 | Related substances / ITocTopoHHHE IpHMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He Gonee 0,5 %

JIrobasg equHHYHAS

HeWACHTUUIIMPOBAHHA

s IpUMech

Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npumeceit He Gonee 2,0 %

8 | Assay/ 199 mg/ 19,9 mr 18.0mg to 22.0 mg of C;7H;sN;O;5S
KonnuecTBenHoe (99.4% / 99,4%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeNeHne label claim). /

Or 18,0 mr mo 22,0 mMr C;H;oN;O;S
(omenpazon) B karcyne (ot 90,0 mo 110,0 %
OT HOMHHAJIEHOTO CONCPIKAHMUS).

9 | Microbial limits / MukpoGuoJjiornueckasi YHcTOTA

a) Total Aerobic
Microbial Count /
O61uee 4KMCo aspoOHBIX

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

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

MUKPOOPraHU3MOB
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

O61ee yucIo
JPOKIKEBBIX U
TITECHEBBIX TPHOOB

¢) E. coli

Absentin 1 g/
OtcyterByeT B 1 T

Absentinl g/
OrcytcrBue B 1 r

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Tlo 10
KalCyJl B alOMMHUEBOM CTPHIIE,
ITo 3 crpuna ¢ WHCTpyKUuWeil Mo
NPUMEHEHHUIO B TTAYKy KapPTOHHY!O.

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. / ITo 10 kancyn B amtOMRHHEBOM
ctpure win B [TA/AJI/TIBX // amoMHURIEBOM
omucrepe. [1o 3 crpuna wnm o 3 Gnuctepa ¢
WHCTPYKIMEH 110 NPUMEHEHHI0 B MadkKy
KapTOHHYIO.

Remarks : The Product conforms to ND/

HMpumeuanne: ITponykr coorBercTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepus Ne:

cepun: 1990000 NO

AR No / Anaaurudecknii oruet Ne: Date of Analysis / laTa
2002FP22000932 anagmuza:  04-05-2022
Mfg. Date: / lata npousBoacTBa: 03/2022 Date of Expiry / 'ogen go:
02/2025
Analysis performed according ND / Ananus npoBenex mo HII: 1T N015479/01-121120
Ne Test / ITokazaTean Result / PesynapTaThl Specification / Hopma
11 | Labeling / According to ND / B cootsercTeum ¢ HJ|
Mapkuporka
12| Storage conditions / At temperature below 25 °C. / Tlpu TemmniepaType He Bolte 25 °C.
YcioBust XpaHeHHsI
13 | Shelf life / Cpok 3 years /3 roma
TOAHOCTH

Remarks : The Product conforms to ND/

ITpumeuanmue: [Iponyxt coorBercTBYET TpeboBanmaMm HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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Mpoaykt: OMe3® (oMenpason), kancyisl 20 mr
B2201352 Batch Quantity / O6bem
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