Uncontrolled Copy

_Eroduct: Omez (Omeprazole), capsules_ 20 mg

Batch No./ Cepus Ne:

AR No / AHaguTH4ecKHii oTueT No:

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Mpoaykr: Omes® (omenpa3on), Kancysibl _2_0 Mr

B2102542

cepun:

Batch Quantity / O6bem

1990000 NO

2002FP21001573

Date of Analysis / JlaTa
aHasM3a:

28-07-2021

Mfg. Date: / laTa npou3BoACTBA:

06/2021

05/2024

Date of Expiry / I'onen no: B

Analysis performed according ND / Auasin3 nposegen mo HJI: IT N015479/01-121120

No

Test / TloxazaTennb

Result / PesyabTaTbl

Specification / Hopma

1

Description /
Onucavue

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 KEeNaTUHOBbIE
npo3pavHble KamncyJbl paimepa 2 ¢
OecIBETHLIM  KOPIYCOM, Ppo30BOit
KpbllIeuKoil n MAapKHUPOBKOHA
yepHoro usera «OMEZ» Ha obeux
yacTax  kancynsl. Coaepxumoe
KamncyJ1 — rpamyJsl 6e1oro ngera.

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. /

Trepaple KenaTVHOBbIE Ipo3pavHbie
Karncynsl  pasMepa 2 ¢ OecLBETHbIM
KOpIlyCOM,  pPO30BOii  Kphlleukold  H

MapkupoBkoii uyepHoro usera «OMEZ» Ha
obeux yacTax karncyiel. Coaepxumoe Kancyi
— rpaHy bl 6enoro wiy nouty 6enoro usera.

2 | ldentification / [logauHHOCTB
2a) | By UV/V®- UV-absorption spectra of both test and
crnekTpodoToMeTpUs Complies as prescribed/ standard solutions of omeprazole in the range

COOTBeTCTByeT Tpe6OBaHI/IfIM

230 to 350 nm should exhibit maxima at the
same wavelength. /

Y® - cnekrtpsl MNOMIOUIEHUS PAacTBOPOB
npenapata M craHaaprHoro  ofpasua
oMenpazona B obnactu or 230 go 350 M
JIOTOKHBI MMETh MAKCUMYMbI MpU OAHOA U
TOM e NJUHE BOJIHBI.

Remarks : The Product conforms to ND/
IMpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBauuam HJ[

Conclusion : APPROVED /
Zaxkarouyenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

-_l?r;duct: Omez (Omeprazole), capsgle_s_2_0 mg

Batch No./ Cepus Ne:

AR No / AHajauTudeckuid order Ne: Date of Analysis / JaTa
12002FP21001573 » anaausa:  28-07-2021 B
Mfg. Date: / /laTa IpoH3BOACTBA: 06/2021 Date of Expiry / ['oneu po:

05/2024

B2102542 Batch Quantity / O6bem

|IpoaykT: Ome3® (gﬁp_ason), Kancynbziﬁ ML

lcepun: 1990000 NO

Xlﬁlysis performed according ND / Auann3z nposegen no H/: 11 N015479/01-121120

No Test / TlokazaTe/b Result / Pe3yabTatsi Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootgercTByeT TpeboBaHUAM chromatogram of test solution should
BOKX wut gorrespond to the retention time of main peak
CBYIKX/BCIKX in the chromat.ogram qf omeprazole reference
standard solution (section "Assay"). /
Bpemst yznepXuBaHWS OCHOBHOTO NMKa Ha
XpOMATOrpaMMe  HCIBITYEMOTO  pacTBopa
JIOT’KHO COOTBETCTBOBATH BpeMeHH
yIepKHUBaHUA OCHOBHOTO nuKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHJApTHOrO
obpasua omMenpaszona (paspen
«KonnuecTBeHHOE OTIpENCTICHUE ).
3 | Average net fill weight | 269.2 mg/269,2 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansia macca 283.5mg) /
COAEPHKUMOro Kancy.u 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 6onee 3,0 %
5 | Uniformity of dosage 3.7/3,7 Acceptance value (AV) should be less than or
units / OaHOpoAHOCTH equal to 15.0./
03UPOBAHUS Moxkasartens npuemiieMocTd (AV) nomxeH
ObITh MeHee 1w pasen 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpenne more than 10 % of C;HoN303S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBOpE X/I10pUCTOBOAOPOIHOM
KucnoTsl - He Gonee 10 % C7H 9N305S
(omemnpason) yepes 2 u.
96%, 96%, 99%, 102%, In pH 6.8 buffer - not less than 75 % (Q) of
98%, 96% C17H}9N3O3S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - ue menee 75 % (Q)
C,7H;9N;,03S (omenpazon) yepes
30 muH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [IpoaykT coorBeTcTBYET TpebGoBaHusm HJJ 3akarouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Froduct: Omez (O_meprazole), capsules 20 1ﬂg

Ipoaykr: Ome3® (oMenpazon), Kancy bl 2__() MI

Batch No. / Cepus Ne: B2102542 Batch Quantity / O6bem

I cepun: 1990000 NO -
AR No / Ananutuyecknii otuer Ne: Date of Analysis / lata |
2002FP21001573 avaqmza:  28-07-2021

Mfg. Date: / lata npoH3BoACTBA:

06/2021

05/2024

Date of Expiry / 'oaen no:

Analysis performed according ND / Anaiu3s nposeaes no H/I: T1 N015479/01-121120

No

Test / TlokazaTean

Result / PesynabTaThl

Specification / Hopma

7

Related substances / H(;:TOpOHHlle npHMecH

Any individual
unidentified impurity /
Jlobas ennHnyHan
HenJenTU hruupoBaHHa
A NIpUMECh

0.02%/0,02%

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

Total impurities /
Cymma npumeceit

0.1%/0,1%

Not more than 2.0 % /
He 60nee 2,0 %

3strips and patient information
leaflet in a carton pack. / Ilo 10
Kancyn B aJIOMUHHMEBOM CTpHIE.
[To 3 crpuna c MHCTpyKUMER MO
IPUMEHEHHIO B NaUKy KaPTOHHYIO.

8 | Assay/ 199 mg/ 19,9 mr 180mg to 220 mg of C;HN3O3S
KoanyecrBernnoe (99.6% / 99,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeJjieHue label claim). /

or 18,0 MrC o0 22,0 MT C|7H|9N303S
(omenpazon) B kancyse (ot 90,0 no 110,0 %
OT HOMMHAJIBLHOTO COACPKAHMSA).

9 | Microbial limits / MukpoOuonornueckas 4H€ToTA

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
O0uiee uncno a3poOHbIX

MUKpPOOPraHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Meunee 10 KOE/r He 6onee 100 KOE/r
Obutee uncno
JPOAOKEBLIX U
NJIECHEBLIX IPUOOB
¢) E. coli Absentin1l g/ Absentin 1 g/
OtcyrcTRyer B 11 OrcytrctBue B 1 1
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. / [1o 10 karncyls B a/JlOMHHUEBOM
crpune unu B [TA/AJV/IIBX // anroMrHreBOM
onucrepe. 1o 3 crpuna unu no 3 6aucrepa ¢
UHCTPYKUMEH 10 NPUMEHEHUd B MauKy
KapTOHHYO.

Remarks : The Product conforms to ND/
Ipumeuauue: IpoaykT coorBeTcTBYET TpeboBaunam HJI

Conclusion : APPROVED /
3akawouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDLUKAT AHAJIU3A

j’—r_oduct: Omez (Omeprazole), capsules 20 mg Ipoaykr: OmMe3® (omenpa3on), Kancybi 20 mr B
Batch No. / Cepus Ne: B2102542 Batch Quantity / O6bem

» B cepun: 1990000 NO
AR No / AHaanTuyeckui ordyer Ne: Date of Analysis / JlaTa
2002FP21001573 - anaansa:  28-07-2021
Mfg. Date: / laTa poM3BOACTBA: 06/2021 Date of Expiry / I'onen po:

05/2024

Xn;lysis performed according ND / Auasns nposeaed mo HA: I1 N015479/01-121120

No Test / Ilokasarean Result / PesyabTaThl Specification / Hopma
11 Labeling / According to ND / B cootserctBiy ¢ HJI

MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / [Ipu Temneparype He Boiute 25 °C.

Y cJI0BHSI XpaHEHUSR
13 | Shelflife / Cpox 3 years /3 rona

roAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Tpoaykt cooTBeTcTBYET TpeboaHuam HJ Zakmouenue: OJJOGPEHO
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