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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIHU3A
IProduct: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (oMenpasoln), Kancyier 20 MF
Batch No. / Cepus Ne: B2200406 Batch Quantity / O6bem
L cepuu: 2000000 NO
AR No / AHaaurudeckuii otder No: Date of Analysis / IaTa
2002FP22000239 anagunsa:  09-02-2022 -
Mfg. Date: / laTa npon3BoacTBA: 01/2022 Date of Expiry / 'ogen fo:

12/2024

Analysis performed according ND / Anasims nposegen mo H/I: 11 N015479/01-121120

Ne

Test / Iloka3zaTeanb

Result / Pe3ynabTaThi

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. /

Teepavie JKeIIaTUHOBLIE
Tpo3payHble Kamncyibl pazMepa 2 ¢
OecUBETHBIM KOPITYCOM, pPO30BOi
KpbIIIEYKOW M MApKUPOBKOIL
yepHoro usera «OMEZ» Ha ofenx
yactax  kancynsl.  Comep)nmoc
KarcyJyl — rpaHynbl 6enoro uBeTa.

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. /
Trepabie ’KENaTUHOBEIE [po3pavHbie
Kancysiel  pasMepa 2 ¢ OecuBeTHBIM
KOPILYCOM, po30BOH KPEBIIEYKOMI "
MapkupoBkoii depHoro usera «OMEZ» Ha
06ewx yacTax karcysl. ConepXumoe Karcyn
— paHyIbl 0eTOTo WK OYTH GEeNloro uBeTa.

Identification / IloaanuHOCTE

2a)

By UV /Vo-
CTIeKTPOOTOMETPHS

Complies as prescribed/
CooreercTByeT TpeGOBaHUIM

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® - cnekTphl TNOTNOIIEHHS pacTBOPOB
mperapata W CTaHmapTHoTo  oOpasua
omenpazona B obmactu oT 230 nmo 350 HM
JOJUKHBI MMETh MaKCUMyMBI TIpH OXHOK H
TOM K€ [UTHHE BOJTHEL

Remarks : The Product conforms to ND/
IMpumevanue: [Ipoaykr coorBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

|Product: Omez (Omeprazole), capsules 20 mg

IMpoaykT: Ome3® (0M€npa30n), KarcyJibl 20 mr

Batch No. / Cepus Ne:

B2200406

cepuu:

Batch Quantity / O6bem

2000000 NO

2002FP22000239

AR No / AHaauTu4eckHii oTuer Ne:

aHaJHu3a;

Date of Analysis / aTa

09-02-2022

Mfg. Date: / lata npou3BoacTBa:

01/2022

12/2024

Date of Expiry / Toaen go:

Analysis performed according ND / Ananuz nposeaen mo H/: TI N015479/01-121120

Ne Test / IlokazaTenn Result / PeyabTaThl 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
BYKX s correspond to the retention time of main peak
CBOKX/BCKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpems ynepXuBaHHA OCHOBHOTO nuKa Ha
XpOMAaToTpaMMe  HCITBITYEMOrO  pacTBOpa
IIOTKHO COOTBETCTBOBATh BpeMeHH!
YAEPXKUBaHUSA OCHOBHOTO nuka  Ha
XpOMaTorpaMMe pacTBopa CTaHJAPTHOTO
obpazna oMeTpa3ona (pazmen
«KonnuecTtBeHHOE onpeneneHney).

3 | Average net fill weight
/ CpeaHsist Macca
CO/IePKNMOro KancyJa

270.9 mg / 270,9 mMr

270.0 mg = 5.0 % (Between 256.5 mg and
283.5mg) /
270,0 mr + 5,0 % (256,5 mr - 283,5 mr)

4 | Water / Bona

1.1% wiw / 1,1%

Not more than 3.0% /
He 6onee 3,0 %

5 | Uniformity of dosage
units / OgHOpOIHOCTH
A03UPOBAHUS

33733

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

IToxazarens mpuemneMmoctu (AV) nomxeH
65ITH MeHee win paseH 15,0.

6 | Dissolution /
PacTBopenue

0%, 1%, 0%, 1%, 0%, 2%

97%, 95%, 98%, 97%,
95%, 95%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;;H gN;0;S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBOpe XJI0pHUCTOBOAOPOIHOM
KxucaoThl - He 6onee 10 % C;7H;oN3058
(omMenpa3zon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - ne Menee 75 % (Q)
C7HsN305S (omemnpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/
IIpnmeuanne: [TponykT cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akarwuenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Omez (meprazole), capsules 20 r_ng_

Mpoaykr: Ome3® (oMeTpason), KancyJisl 2__()_ MP

Batch No. / Cepus Ne:

B2200406

Batch Quantity / O6bem
cepuu; 2000000 NO

.AFNO / Avaaurndeckuii oruet No:
2002FP22000239

Mfg. Date: / laTa NpoM3BOACTBA:

01/2022

|AHAAH3AT

Date of Analysis / laTa
09-02-2022

Date of Expiry / Toen g0:
12/2024

Analysis performed according ND / Auanus nposeaen no HJI: TI N015479/01-121120

3 strips and patient

information
leaflet in a carton pack. / Tlo 10
Karcyll B alOMUHUEBOM CTpHIIC.
ITo 3 crpuma ¢ WHCTpyKIWMeHR o
NPUMEHEHUIO B AYKY KAPTOHHYO.

Ne Test / [Toka3aTens Result / PezyabTaTsl Specification / Hopma

7 | Related substances / [TocroponHne npumecn
Any individual 0.05% / 0,05% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIrobas equHUUHAA

HeWASHTUQUIIMPOBaHHA

s TIpUMECh

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

8 | Assay/ 20.1 mg /20,1 mr 18.0mg to 22.0 mg of C;;H;gN;O;8
Koau4yecTrBeHHoe (100.6% / 100,6%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpeaesicHUe label claim). /

Or 18,0 MIr 10 22,0 MT C17H19N303S
(omenpason) B karcyne (ot 90,0 no 110,0 %
OT HOMHHAJILHOTO COZIEPXKaHWA).

9 | Microbial limits / Mukpo6uonornueckast URcToTa

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
OO61ee UnCo a’poOHBIX

MHKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He Gonee 100 KOE/r
O6mee uncno
IPOMCKEBBIX U
nJIeCHEBbIX rpr6oB
c) E. coli Absentin 1 g/ Absentin 1 g/
OrcyterByeT B 1 1 OtcytecrBHe B 1 T
10 | Packaging / Ynakoska | 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. / ITo 10 kancyn B altoMUHHEBOM
crpune uii B ITA/AJI/TIBX // anfoMuAEBOM
omuctepe. [To 3 crpuna unu no 3 6imcrepa ¢
UHCTpYKLIMEH 1o [pUMEHEeHHI0 B IauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanne: [TponyKkT cooTBEeTCTBYET TpeboBanuam H/T

Conclusion : APPROVED /
3axawdenne: OJOBPEHO
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[Product: Omez (Omeprazole), capsules 20 mg_

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

[ Mpoaykr: OMe3® (oMenpasor), Kancyisl 20 ur

Batch No. / Cepust Ne:

AR No / Anaauruuecknii otuert Ne:

B2200406

Batch Quantity / O6bem
cepuu: 2000000 NO

Date of Analysis / Jara

2002FP22000239 B ananusza:  09-02-2022
Mfg. Date: / laTa nponsBoacTBa: 01/2022 Date of Expiry / T'ogen go:
12/2024

| Analysis performed according ND / Auauus upou_eueﬂ no H: TT N015479/01-121120

Ne Test / IloxasaTennb Result / PesyabTaTnt Specification / Hopma
11 | Labeling / According to ND / B coorsercteru ¢ HJI
Mapxkuposka
12| Storage conditions / At temperature below 25 °C. / TIpn Temnepatype He Bbie 25 °C.
YcioBus XpaHeHHS
13 | Shelf life / Cpok 3 years / 3 rona
FOAHOCTH

Remarks : The Product conforms to ND/

IMpumevanne: [Iponykt coorsercTBYeT TpeboBanmsaM HJL

Conclusion : APPROVED /
3axawuyenue: OJTOGPEHO
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