Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (oMenpason), Kancysbl 20 mr }
Batch No. / Cepus Ne: B2200053 Batch Quantity / O6bem
_ cepun: 2000000 NO
AR No / AxaauTaueckuii oTuer Ne: Date of Analysis / laTa
2002FP22000059 anamusa;  17-01-2022
Mfg. Date: / JaTa npou3BoACTBA: 12/2021 Date of Expiry / [oaen po:

11/2024

Analysis performed according ND / Anaau3 npoeened no H)L: 11 N015479/01-121120

Ne

Test / IlokazaTenn

Result / PesyabTaTnl

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. /

Trepasle KENATHHOBbIE
Npo3payHbIe KaNCyJbl pazMmepa 2 ¢
OeclIBETHbIM KOpITYCOM, PO30BOH
KpBILIEYKOH U MapKUPOBKOH
yepHoro upera «OMEZ» Ha obenx
yactax  kancynel.  Conepxumoe
KarcyJl — rpaHyJbl 6€10ro npera.

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. /
Teepnsle )KETaTUHOBbIE Mpo3pauHble
Kancyipl pasMepa 2 € GeCUBETHbIM
KOPIYCOM,  pO30BOH  KpbILLIEUKOM U
MapkupoBkoii depHoro nera «OMEZ» Ha
obeux yacTax xancynbl. Coaepk uMOoe KarcyJ
— IpaHyJibl 6€10r0 WM NOYTH 6€JIOro LBeTa.

Identification / IToaauuHocTL

2a)

By UV /V®-
CreKTpooTOMETpHs

Complies as prescribed/
CootBeTcTBYET TpeboBaHUsIM

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. /

VY@ - cHekTpbl TOMNIOIUEHUS PacTBOPOB
mpenapara ¥ CTaHAapTHOro  obpaslia
omMenpasoja B obnactu ot 230 no 350 HMm
JIOJDKHBL UMETh MAKCHMYMbl MpPU OOHON M
TOH K€ ANMHE BOJIHBL.

Remarks : The Product conforms to ND/
IIpumeuanne: [1poaykr cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akmouyenue: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
(Product: Omez (Omeprazole), capsules 20 mg Ipoaykr: Omes® {omenp:-rmu'). Karicysbl :20 MF
Batch No. / Cepnsi Ne: B2200053 Batch Quantity / O6bem

cepun: 2000000 NO

AR No/ AHaanTtuyecknii oTyer Ne: Date of Analysis / /laTa

2002FP22000059 anagauza: 17-01-2022

Mfg, Date: / /lata npon3roacTia: 12/2021 Date of Expiry / I'ogen no:
11/2024

Analysis performed according ND / Anasus nposeaed mo HJL: I1 N015479/01-121120

Ilpumeuanme: [IponykT cooTBeTcTBYET TpeboBaHmsaM HJI

[ Ne Test / [lokazaTesan Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootBercTByeT TpeGOBaHUAM chromatogram of test solution should
BKX it f:orrespond to the retention time of main peak
CBRICX/BOIKX in the chroma‘fogram qf orﬁleprazcl)'le reference
standard solution (section "Assay"). /
BpeMs ynaepxuBaHus OCHOBHOTO IMKa Ha
XpOMaTOrpaMM€  MCIBITYEMOIO  pacTBopa
JOJXKHO COOTBETCTBOBATh BpeMeHH
yICpXUBAHUS OCHOBHOTO mika  Ha
XpomarorpamMme  pacTBOpa  CTaHIAPTHOro
obpasua oMenpasoia (paznen
«KonunuecrBeHHoOe onpeiesicHUE» ).
3 | Average net fill weight 266.7 mg/266,7 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ CpeaHsist Macca 283.5mg) /
COAEPAKUMOro Kancya 270,0 mr + 5,0 % (256,5 mr - 283,5 mr)
4 | Water/ Bopa 1.2% wiw / 1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.0/3,0 Acceptance value (AV) should be less than or
units / OanopoaHoctb equal to 15.0./
J03UpPOBAHUA [Nokazarens npuemnemoctd (AV) nomxen
ObiTh MeHee unu pasel 15,0.
6 | Dissolution / 1%, 1%, 0%, 0%, 1%, 1% In 0.1 M hydrochloric acid solution - not
PacTBOpeHue more than 10 % of C;;HsN50,S
(omeprazole) is dissolved after 2 h /
B 0,1 M pactBope XJI0puCTOBOIOPOAHOI
KHCJIOTEHI - He 6onee 10 % C;7HoN;3;03S
(omenpazon) depes 2 u.
93%, 93%, 97%, 92%, 96%, 93% | In pH 6.8 buffer - not less than 75 % (Q) of
C7HoN305S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - ne menee 75 % (Q)
Cy7H9N305S (omenpazon) yepes
30 muH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

_Froduct: Omez (Omeprazole), capsules 20 mg IMpoayxkT: Omes® (omenpason), Kancynbl 20 mr
Batch No. / Cepna Ne: B2200053 Batch Quantity / O6bem

cepun: 2000000 NO o
AR No / AHajauTudeckHii oTyer Ne: Date of Analysis / laTa
12002FP22000059 aHaamsa: 17-01-2022
Mfg. Date: / laTa npou3BOACTBA: 12/2021 Date of Expiry / I'ogen no:

11/2024

Analysis performed according ND / Anasu3s nposeaen no H)L: 11 N015479/01-121120

Ne Test / Iloka3zaTeanb Result / PesyabtaThi Specification / Hopma

7 | Related substances / [locTopoHHue npumecu
Any individual 0.03% / 0,03% Not more than 0.5 %. /
unidentified impurity / He 6oiee 0,5 %

JIro0as enuHuuHas

HeueHTU(PUIMpPOBaHHA

s IPUMEChH

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

8 | Assay/ 19.6 mg/ 19,6 mr 18.0mg to 22.0 mg of C;;H;oN;O5S
KonuuyecrBennoe (97.9% / 97,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenejieHUe label claim). /

Or 18,0 mr go 22,0 mr C,;sH;sN;0;S
(omenpazon) B xancyie (ot 90,0 no 110,0 %
OT HOMHHAJIbHOTO COAEPKaHMUS).
9 | Microbial limits / Mukpo6uosornyeckas 4ucToTAa
a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6omnee 1000 KOE/r
O6wiee yncno aspoOHbIX
MHKPOOPraHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Meree 10 KOE/r He 6onee 100 KOE/r
O61uee yucno
JPOKKEBBIX U
TJIECHEBBIX TPUOOB
c) E. coli Absentin 1 g/ Absentin1 g/
OtcyTcTByeT B 1 1 OtcyrctBue B 1 1
10 | Packaging / Ymaxoska | 10 capsules in an aluminum strip. . . .
Budioibs and  pafiend injonmation 10 capsules in an aluminum strip or
. PA/AL/PVC // aluminum blister. 3 strips or
icailc: linfa [Canton] pack, | Lo A9 3 blisters and patient information leaflet in a
Karncysl B aTIOMHHHMEBOM CTpHIIE. K./ p 10
[0 & GHPUITE (& R Tp T 16 carton pack. / ITo 10 kancys B allOMUHHEBOM
crpune unu B ITA/AJI/TIBX // antoMAHHEBOM
TPUMCHCHHIO B NAUKy KAPTOHRYIO. | 50 crepe. [To 3 cTpuna uim no 3 61mcTepa c
pe. o pUNa WIH MO P
HHCTpYKIHMEH 1O MNPUMEHEHWI0 B Tadyky
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanue: I1poaykt cooTBeTCTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

@o_du ct: Omez (Omeprazole), capsules20mg ~~ |[IIpoaykT: Ome3® (omenpason), Kancynbl 20mr
Batch No. / Cepus Ne: B2200053 Batch Quantity / O6bem

- cepuu: 2000000 NO
AR No / Ananutuyecknii otuet No: Date of Analysis / JaTa
2002FP22000059 anaauza: 17-01-2022
Mfg. Date: / JaTa npou3BoacTBa: 12/2021 Date of Expiry / 'oaen no:

11/2024

Analysis performed according ND / Anaau3s nposeaen mo HJL: 11 N015479/01-121120

Ne Test / [TokasaTean Result / Pe3yabTaThi Specification / Hopma
11 | Labeling / According to ND / B cootseTcTBun ¢ HJT
MapxupoBka
12| Storage conditions / At temperature below 25 °C. / Ilpu Temnepartype He Bblme 25 °C.
Yci0BuSI XpaHeHuUs!
13 | Shelf life / Cpok 3 years /3 rona
FOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Tpoaykt cooTBeTcTBYET TpeGoBanusM HJL 3axmoyenne: OJOBPEHO
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