CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

'Product: Omez (Omepra_zole), capsules 20 mg

MponykTt: Ome3® (oMenpasor), Kancy bl 26___MF

Batch No. / Cepust Neu: B2104486

cepHum:

Batch Quantity / O0bem

1990000 NO

2002FP21002614

AR No / AHaantnyeckuii otuert Ne:

aHaJIu3a:

Date of Analysis / laTa

29-12-2021

Mfg. Date: / JlaTa npoussoacTna:

12/2021
11/2024

Date of Expiry / T'ogen go:

Analysis performed according ND / Anasnns nposexen mo HJI: 1T N015479/01-121120

Ne Test / lokasaTean

Result / Pe3yabTaThl

Specification / Hopma

1 | Description /
Onucanne

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 XKeJIaTUHOBBIE
NIpo3payHble Karcyssl pasMepa 2 ¢
OeclBETHBIM KOPMYCOM, PpO30BOii
KpBIIEYKOil " MapKUpPOBKOH
yeprHoro usera «KOMEZ» na obeux
yactsx  kamcynel.  Comepxumoe
KaIiCyJl — TpaHyJibl 6enoro 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. /

Trepneie KENATHHOBEIE Tpo3parHble
Kamcynel  pasmepa 2 ¢ OecUBETHBIM
KOPIYCOM,  pO30BOH  KpBIIEYKOH U

MapKupoBKoii uepHoro useta «OMEZ» na
ob6enx yacTsx kancyJyel. Comep)uMoe Karncyn
— rpanynsl 6enoro unm noutu 6eyoro uBeTa.

2 | Identification / IloaIHHHOCTDL

2a) | By UV/V®-

crekTpodoToMETpUs

Complies as prescribed/
CooTBeTCTBYET TpehGOBaHUAM

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. /

V® - CHekTpbl TOTJIOWIEHUS pacTBOPOB
mpemapara W craHjapTHoro  obpasua
oMempazona B obnactu ot 230 mo 350 mm
IOJDKHEl MMETh MAaKCHMYMBI MPH OAHOW W
TOWM e JJINHE BOJIHbI.

Remarks : The Product conforms to ND/
IMpumeuanne: [IponyKT cooTBETCTRYET TpeboBanuam HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAITH3A

Product: Omez (Omeprazole), capsules 20 mg TMpoaykt: Ome3® (oMenpaszon), Kancysl 20 mr
Batch No. / Cepust No: B2104486 Batch Quantity / O6bem

cepun: 1990000 NO -
AR No / AHaauTH4eckuii orver Ne: Date of Analysis / laTa
2002FP21002614 anaausza:  29-12-2021
Mfg, Date: / laTa npoussoacTBa: 12/2021 Date of Expiry / Togen go:

11/2024

Analysis performed according ND / Anasnu3 nposeaen no H/L: 11 NO15479/01-121120

Ne Test / IloxasaTenn Result / PesyabTathl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC Co0TBeTCTBYET TPeOOBaHHUAM chromatogram of test solution should
BOKX f:orrespond to the retention time of main peak
CBRIKX/BCKX in the chromat_ogram qf omeprazole reference
standard solution (section "Assay"). /
Bpemsl yAEpKMBAaHHS OCHOBHOTO THKa Ha
XpoMmarorpaMMe  WCIBITYEMOTO  pacTBopa
IOTKHO COOTBETCTBOBATh BpEMEHHN
yAepKUBAHUS OCHOBHOTO nmuKa  Ha
XpoMarorpaMMe  pacTBopa CTaHAapTHOTO
obpazua oMenpaszola (pa3men
«KonuyecTBeHHOE ONPEEIEHUE) ).
3 | Average net fill weight | 270.3 mg/270,3 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5 mg) /
COJIePIKIMOTro KancyJa 270,0 Mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boga 1.1% w/w / 1,1% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 3.8/3.,8 Acceptance value (AV) should be less than or
units / OanopoaHocTh equal to 15.0./
JI03UPOBAHUSA TMokazatens mpuemieMocTh (AV) ITommkeH
OLITL MeHee WK paseH 15,0.
6 | Dissolution / 2%, 1%, 2%, 0%, 0%, 2% In 0.1 M hydrochloric acid solution - not
PacTtBopenue more than 10 % of C;H oN3O3S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBOpE XJ10pHUCTOBOAOPOIHOM
KUcoTHI - He Goiee 10 % Ci7HoN3;058
(omenpazon) yepes 2 4.
98%, 95%, 98%, 98%, In pH 6.8 buffer - not less than 75 % (Q) of
95%, 97% C17H}9N3038 (omeprazole) is dissolved after
30 min /
B Gydepe pH 6,8 - ve menee 75 % (Q)
C,7H19N50;S (omemnpazou) yepes
30 muH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: [ponykT cooTBeTcTBYeT TpeGoBaHusM HJ 3axmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg Mpoayxt: Ome3® (omenpason), kancynbl 20 mr
Batch No. / Cepus Ne: B2104486 Batch Quantity / O6bem —
L B cepun: 1990000 NO o
AR No / AHaanTH4eckuii ordeT No: Date of Analysis / lata
2002FP21002614 anajausa: 29-12-2021
Mfg. Date: / [laTa npousBoacTsa; 12/2021 Date of Expiry / T'onen go:

11/2024

Analysis performed according ND / Anaius nposegen o H/I: 1T N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / ITo 10
Karcy)l B QTIOMWHHEBOM CTPUIIE.
Ilo 3 crpuma c WHCTpyKUUEH IO
TIPHMEHCHHUIO B MUKy KAPTOHHYIO.

Ne Test / IlokazaTean Result / PesyabTaTbl Specification / Hopma

7 | Related substances / IlocropoHHHe IpUMecH
Any individual 0.03% / 0,03% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JobGas eguiiHulias

HenIeHTUHUIMPOBaHHA

L IPUMeECh

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

8 | Assay/ 20.3 mg/ 20,3 mr 18.0mg to 22.0 mg of C;HN3;O;58
KoqnuecTBeHHOE (101.5% / 101,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeeHue label claim). /

OT 18,0 MI' 40 22,0 MT C]7H19N303S
(oMenpazon) B karncyne (ot 90,0 mo 110,0 %
OT HOMMHAJIBHOTO COZlEPKaHN).

9 | Microbial limits / MukpoOuonornieckas Y4HcTOTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
O61nee YHCHO adPOOHBIX

MHUKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He 6omnee 100 KOE/r
O61nee 4ncno
JIPOXIKEBBIX U
TIIIECHEBBIX TPUOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyTcTBYEeTB I T OtcyrerBue B 1 1
10 | Packaging / Ynaxoeka | 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 kamncyn B anrOMHHHEBOM
crpune wnu 8 [TA/AJI/TIBX // amoMAHAEBOM
6mucrepe. [To 3 crpuna unu no 3 6auctepa ¢
WHCTPYKIIHEH 10 UPUMEHEHHI0 B TaYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
M pumeuanue: [IponykT coorBeTcTBYET TpcOOBaHMAM HJL

Conclusion : APPROVED /
3akinouenne: OJJOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTHM®HUKAT AHAJTU3A

Product: Omez (Omeprazole), capsules 20 mg IMponykTt: OMes® (omerpason), Kancyssl 20 mr
Batch No. / Cepus Ne: B2104486 Batch Quantity / O6nem
B cepun: 1990000 NO B
AR No / AHanuTndecknii oTdyer Ne: Date of Analysis / laTa
2002FP21002614 aHaqamza:  29-12-2021
Mfe. Date: / laTa npon3ssoacTBa: 12/2021 Date of Expiry / Togen go:

11/2024

Analysis performed according ND / Ananus nposeaen mo HJI: 11 N015479/01-121120

No Test / IloxazaTenb Result / Pe3yabTaTh! Specification / Hopma
11 Labeling / According to ND / B cootBercTBun ¢ HJ|
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / TIpu TeMneparype He Beiuie 25 °C.
YcoRuS XpaHeHHd
13 | Shelf life / Cpok 3 years / 3 roma
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TMpumeuanne: [IponyxT cooTBeTcTBYET TpeboBanuam HJI Zakarouenne: OJOGPEHO
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