CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJTHN3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykrt: Ome3® (omernpason), kKancynsl 20 mr
Batch No. / Cepus Ne: B2104489 Batch Quantity / O6bem
| cepun: 1990000 NO
AR No / Ananurnyecknii oraer Ne: Date of Analysis / JlaTa
2002FP21002632 anagmsa:  31-12-2021
Mfg. Date: / laTa npou3BoacTBA: 12/2021 Date of Expiry / T'ogen go:

11/2024

Analysis performed according ND / Anasin3 nposegen no H/I: 11 N015479/01-121120

Ne Test / Moka3aTenab

Result / PeayabTaThl

Specification / Hopma

1 | Description /
OnucaHue

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. /

Trepnsle ’KEJaTNHOBbIE
MPO3pavHBIe KarcyNsl pasMepa 2 ¢
OecCLBETHBIM  KOPMYCOM, pPO30BOHi
KpBILLIEYKOWH " MapKUPOBKOW
yepHoro 1useta «OMEZ» Ha o6enx
yactax kancynel. Copepxumoe
KarmncyJs — rpaHyJibl 6e10ro LBeTa.

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. /

Teepasie JKeJTaTHHOBBIE TIpo3pavHbIe
Karncynpl  pasmMepa 2 ¢ OecuBeTHBIM
KOpPIIyCOM, pO30BOH KPBIICYKOI "

MapKupoBkoit uyepHoro musera «OMEZy» na
06enx yacTsax karncysbel. ConepxuMoe Karcy
— rpanyJbl 6e)oro MIn no4TH 6enoro 1BeTa.

2 | Identification / IToaauHHOCTH

2a) | ByUV/V®-
crieKTpooToOMETpHs

Complies as prescribed/
CooTtBercTByeT TpeGOBaHUM

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. /

VYO - croexkTpsl TOIJIOUIEHUA pPacTBOPOB
npenapata M CTangaprHoro  obpasua
oMemnpasoia B obmactn ot 230 mo 350 HM
JOOJDKHBI MMETh MaKCUMYMBI TpH OAHOH W
TOM K€ JIJIMHE BOJIHBIL.

Remarks : The Product conforms to ND/
Ipumeuanne: [IponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akawyenne: OJIOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

[Product: Omez (Omeprazole), capsules 20 mg

Mpoaykt: Ome3® (omenpazon), Kancyiel 20 mr

Batch No. / Cepust Ne: B2104489

Batch Quantity / Oonem
cepun: 1990000 NO

?\i No / AnajJuruyeckuii oruet No:
2002FP21002632

Date of Analysis / lata
avanmza:  31-12-2021

Mfg. Date: / laTa npousBojcTBa: 12/2021 Date of Expiry / Togen no:

11/2024

Analysis performed according ND / Ananns nposejen no HJI: IT N015479/01-121120

B2XX wnu
CBD2XX/BCXX

Ne Test / [TokazaTens Result / Pe3yabTaThbl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBercTBYeT TpeGOBaHHIM chromatogram of test solution should

correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

BpeMs ymep)KWBaHHS OCHOBHOTO THKa Ha
XpOMAaTorpaMMe  HCIBITYEeMOTO  pacTBopa
JOJDKHO COOTBETCTBOBATh BpEMEHH
yIepXKMBaHWS ~ OCHOBHOTO  THKa  Ha
XpOMATOTpAMME  PACTROpPA  CTAHMAPTHOTO
obpasua oMernpasosna (pa3men
«KonuyecTBEHHOE OTpe/icieHHe)).

/ Cpennsist Macca
COEPIKUMOTO KATICY

3 | Average net fill weight | 269.3 mg/269,3 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 1.2% wiw /1,2% Not more than 3.0% /

He 6oiee 3,0 %

5 | Uniformity of dosage 2.6/2,6
units / OaHopoAHOCTH

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

97%, 96%

XO3UPOBAHHSA [TokazaTens mpuemneMocty (AV) IomkeH
ObITH MeHee Wiy paseH 15,0.
6 | Dissolution / 1%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PactBopenne more than 10 % of C;7HoN303S

(omeprazole) is dissolved after 2 h/

B 0,1 M pacTBope XJ10p1CTOBOJOPOIHOMA
KHUCITOTHI - He 6onee 10 % Cy7H;oN303S
(omenpazon) yepes 2 4.

97%, 99%, 100%, 97%, In pH 6.8 buffer - not less than 75 % (Q) of

C7H9N;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - e menee 75 % (Q)
C7HsN3O;S (omemnpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanne: [IponykT coorBercTByeT TpeboBannim HJT 3akaouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: OMe3® (oMerpazon), Karncysl 20 mr

Batch No. / Cepus Ne:

B2104489

Batch Quantity / O6bem

cepuu: 1990000 NO
AR No / AHaauTn4ecknii oryer Ne: Date of Analysis / laTa
2002FP21002632 anaanza:  31-12-2021

Mfg. Date: / JlaTa nponsBoacTBa:

12/2021
11/2024

Date of Expiry / 'ogen ao:

Analysis performed according ND / Auanu3s npoBexen mo HJI: TT N015479/01-121120

No

Test / Toxa3zaTenhb

Result / Pe3yabTaTbl

Specification / Hopma

7

Related substances / [locroponHre npumecu

Any individual
unidentified impurity /
Jro6asn ennHMUHAas
HeuaeHTUGULUMPOBaHHA
51 TIpYIMECh

0.03%/0,03%

Not more than 0.5 %. /
He 6oiee 0,5 %

Total impurities /
CyMmma nprMeceit

0.1%/0,1%

Not more than 2.0 % /
He 6oinee 2,0 %

3 strips and patient information
leaflet in a carton pack. / ITo 10
Kancyl B QTIOMUHHEBOM CTPHIIE.
Ilo 3 crpuna ¢ HMHCTpyKUHMeH IO
TTPUMEHEHHIO B TTAYKy KaApTOHHYIO.

8 | Assay/ 20.1 mg /20,1 mr 180mg to 220 mg of C;HoN;058
KoanyecTBeHHoe (100.3% / 100,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaejeHue label claim). /

Or 18,0 mr mo 22,0 mr C;H9N;OsS
(omenpason) B karcyne (ot 90,0 mo 110,0 %
OT HOMHMHAJIBHOIO COACPKAHMS).

9 | Microbial limits / Muxpo0nosoruueckast H4ucToTA

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 yuco a3poOHbBIX

MWKPOOPraHH3MOB
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 ynucio
IPONOKEBBIX 1
TJTECHEBBIX IPUOOB
c) E. coli Absentin 1 g/ Absentin 1 g/
OtcyrcrByer B 1 T OtcytctBHEB 1 T
10 | Packaging / Ynaxoeska | 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 xamncyn B aTlFOMHHHEBOM
crpurie win B [TA/AJI/TIBX // antoMHHIEBOM
6nucrepe. [1o 3 cTpuna nnu no 3 6nucrepa ¢
HHCTPYKIUEH 10 TPUMEHEHHI0O B TaykKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanne: [IponykT cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akawvenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg _ |MponykT: OMe3® (oMenpason), Karcyibl 20 mr
Batch No. / Cepus Ne: B2104489 Batch Quantity / O6bem

cepuu: 1990000 NO
AR No / Anajiutudecknii otyer Ne: Date of Analysis / laTa
2002FP21002632 anagmsa:  31-12-2021
Mfg. Date: / lata nponsBoacTBa: 12/2021 Date of Expiry / I'ogen go:

11/2024

Analysis performed according ND / Anaaus nposenen mo H/I: IT N015479/01-121120

Ne Test / [Toxazaresan Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorBerctBum ¢ HJ
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bhitnie 25 °C.
YcaoBusi XpaHeHHs
13 | Shelf life / Cpox 3 years / 3 ropa
TOXHOCTH

Remarks : The Product conforms to ND/
I pumeuanne: [1poaykT cooTBeTCTBYET TpeboBannsm HJT

Conclusion : APPROVED /
Zakurouenne: OJJIOBPEHO
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