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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: OMes® (oMenpa3oir), KancyJbl %6 MT
Batch No. / Cepus Ne: B2200507 Batch Quantity / O6bem

cepun: 2000000 NO
AR No / Ananutuueckuii oruet Ne: Date of Analysis / laTa
2002FP22000359 anaamnza: 22-02-2022
Mfg. Date: / laTa npousBoacTBa: 01/2022 Date of Expiry / T'oaeH fo:

12/2024

Analysis performed according ND / Ananus nposeaen no H/I: IT N015479/01-121120

Ne

Test / Mokazatean

Result / PesyabTaTst

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. /

TBepavie JKENaTHOBbIE
Mpo3pavHble KancyJibl pazMepa 2 ¢
0eCLBETHBIM KOPIYCOM, pO30BOI
KpBILIEYKOH " MapKUPOBKOMH
yepHoro neera «OMEZ» Ha obenx
yactax karcynsl. Conepxumoe
Kancyl — rpaHynsl 6enoro usera.

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. /
Trepasie KeJTaTHHORBIC Mpo3payHbIe
Karcynel  pasMepa 2 C  OeCUBETHBIM
KOpI1yCOM, pO30BOit KPBILIEYKO "
MapKHUpoBkoi depHoro nBera «OMEZ» Ha
obenx wactsx Karncynsl. CogepXumoe Karncyi
— rpaHynbl 6€10ro Uny o4ty 6e0ro UBETA.

Identification / IloanuHHOCTH

2a)

By UV /V®-
cnekTpodoToMeTpHs

Complies as prescribed/
CooTBeTCTBY €T TpeGOBaHUAM

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® - cnekTpsl TOTNOUIEHUS pPAacTBOPOB
mpenapata W CTaHAapTHoro  ofpasua
oMenpazona B obmactu ot 230 go 350 HM
TIOIDKHBEI UMETh MaKCHMYMBI TIPH OOHOH U
TOI 7K€ JUTHHE BOJIHBI.

Remarks : The Product conforms to ND/
IMpumeuanne: [Ipoaykrt coorBercTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3akarwuenne: OJJOBPEHO
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Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Omez ((5meprazole), capsules 20 mé .

Mponykr: Omes® (omenpazon), KancyJisl 20 wr

Batch No. / Cepus Ne: B2200507 Batch Quantity / O6bem
- cepuu: 2000000 NO - -
AR No / AHanuTHYecKknit oTdeT No: Date of Analysis / laTa

anaausa: 22-02-2022

e

Copy

~

Incontrolled

I 1

A

2002FP22000359 L
Mfg. Date: / lata npoussoacrTea:

01/2022

12/2024

Date of Expiry / Togen go:

Analysis performed according ND / Anaaus npogenen mo H/: TT N015479/01-121120

/ Cpeauss macca
COAEPKUMOTO KarncyJ

Ne Test / ITokazaTeanb Result / Pe3yanraThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBETCTBYET TPeOOBAHUAM chromatogram of test solution should
BOX wnnt f:orrespond to the retention time of main peak
CBRIKX/BCKX 1_n th_e chr.omat_ogra.m qf 0mepr}azole reference
standard solution (section "Assay™). /
Bpemst ymepkuBaHHs OCHOBHOTO THKa Ha
XpoMarorpaMMe HCTBITYEMOTO  pacTBOpa
JIOMKHO COOTBETCTBOBAThb BpPEMEHU
yIepKHMBaHWS ~ OCHOBHOTO  TMHWKa  Ha
XpOMaTorpaMMe  pacTBopa CTAHOAPTHOTO
o6pazua oMerpazona (paznen
«KonmaecTBeHHOE OTIpeieieHIe ).
3 | Average net fill weight 269.5 mg/269,5 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)

PacTBOpenne

95%, 95%, 92%, 96%, 98%, 93%

4 | Water /Boaa 1.1% w/w / 1,1% Not more than 3.0% /
He 6oiee 3,0 %
5 | Uniformity of dosage 3.1/3,1 Acceptance value (AV) should be less than or
units / OxHOPOAHOCTD equal to 15.0./
J03UPOBAHUS IMoxazarens npuemieMoctd (AV) IoykeH
OBITL MeHee WK paBen 15,0.
6 | Dissolution / 0%, 4%, 6%, 4%, 0%, 0% In 0.1 M hydrochloric acid solution - not

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

B 0,1 M pacTBOpe XxnopHCTOBOAOPOAHOM
KHCIOTHT - He 6onee 10 % C7H oN;05S
(oMemnpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN305S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He meree 75 % (Q)
C7H9N305S (omenpason) yepes

30 MuH.

Remarks : The Product conforms to ND/
IMpumeuanne: [Ipoaykr coorBercTBYET TpeGoBanmsim HJI

Conclusion : APPROVED /
3akawuenune: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Omez (Omeprazole_), capsules 20 mg

Hpoaykr: Ome3® (oMenpa30n),_KancynLI Q_(_) MT

Batch No. / Cepus Ne: B2200507

Batch Quantity / O6sem
cepnu: 2000000 NO

_AR No/ AHanuTuqec;mﬁ oT4eT Ne:
2002FP22000359

Date of Analysis / laTa
anaausa: 22-02-2022

Mfg. Date: / lata npomsouﬂ_na:

01/2022

Date of Expiry / I'ogen mo:
12/2024

ncontrolled C

L

()

Analysis performed according ND / Anajns npoegen mo H/: TI N015479/01-121120

No Test / Iloka3aTens Result / PezyabTaTsl Specification / Hopma
7 | Related substances / IloctropoHHne npumecH
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JIro6ast enuHn4Has
HenAeHTU(PHLHPOBaHHA
A TIPUMEChH
Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npuMeceit He 6onee 2,0 %
8 | Assay/ 19.4 mg/ 19,4 mr 18.0mg to 22.0 mg of Cy;HgN;OsS
KonuuecTBeHuoe (97.1%/ 97,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeeHue label claim). /
Ot 18,0 MI” 10 22,0 Mr C]7H]9N303S
(omempazom) B karicyne (ot 90,0 go 110,0 %
OT HOMHHAJIBHOIO COACPIKaHUA).
9 | Microbial limits / Mukpo0Onosorudeckast 4McToOTa _

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /

Microbial Count / Meuee 10 KOE/r He 6onee 1000 KOE/r

Obmiee uncno a’poOHBIX

MHUKpOOPTaHNU3MOB

b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /

Yeasts and Mould Count / Mernee 10 KOE/r He 6omee 100 KOE/r

O01ee yuciIo

IPOXOIKEBBIX U

TINECHEBBIX TpUOOB

¢) E. coli Absentin 1 g/ Absentin 1 g/

OtcyTcTByeTB 1 T OrcyreTrue R 1 T
10 | Packaging / ¥Ynakoska | 10 capsules in an aluminum strip. . . .
3 strips and patient information 10 capsulss in . alum'mum strl_p =
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / TTo 10 3 bli — . )
isters and patient information leaflet in a
Karcyjd B aTlOMHHHEBOM CTpHIIE.
T O (e ar Tm— b carton pack. / Ilo 10 kancyn B amiOMHHHEBOM
OMEHEHIEO B HAMKy KapTormvio. | CTPATIE HIH B ITA/AJI/TIBX // antoMUHHEBOM
p Y KapTOHHYO. 6nmucrepe. ITo 3 crpuna v no 3 6nucrepa c
HHCTPYKIMENR 10 TIPUMEHEHHIO B TauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanne: ITponykt coorBeTcTBYET TpeboBaHusIM HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIHU3A

Product: Omez (Omeprazole), capsules 20 mg

l'[pony_lcT: Ome3® (oMempazod), KancyJsl 2__6 Mr

Batch No. / Cepus Ne:

B2200507 Batch Quantity / O6bem

cepun: 2000000 NO

AR No / AnaanTuueckuit oraer Ne: Date of Analysis / JlaTta

2002FP22000359 aHaamu3a: 22-02-2022

Mfg. Date: / JlaTa npouzBoacTBa: 01/2022 Date of Expiry / T'onen no:
12/2024

Analysis performed according ND / Ananu3 npoegent mo H/I: 1T N015479/01-121120

Ne Test / ITokasaTean Result / PesynbTaThl Specification / Hopma
11 Labeling / According to ND / B coorsercrBun ¢ HJJ
MapxkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temnepatype He BhIe 25 °C.
YciioBUS XpaHEHUs
13 | Shelf life / Cpok 3 years / 3 roma
TOHOCTH

opy

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cooTBeTCTBYET TpeOoBaHusIM HJT

Conclusion : APPROVED /
3akawuenue: OJOBPEHO
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