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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg TIpoaykr: Omes® (omenpasor), kancyssr 20 mr
Batch No. / Cepust Ne: B2201543 Batch Quantity / O6mem
cepun: 2000000 NO
AR No / AnanntHdeckuii oTuer Ne: Date of Analysis / laTa
2002FP22000985 anaausa: 12-05-2022
Mfg. Date: / llaTta npoM3BoACTBA: 04/2022 Date of Expiry / 'onen go:
03/2025

Analysis performed according ND / Anajaus nposeeH 1o

HI: 11 N015479/01-121120

Ne

Test / IToka3zaTenn

Result / Pe3ynbTaTsl

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. /

Teepasie KeJaTMHOBbIE
npo3payHble Kancyibl pa3Mepa 2 ¢
O€CUBETHHIM KOPITyCOM, pO30BOH
KpBILLEYKOH " MapKUpOBKOH
yepHoro usera «OMEZ» na o6enx
yactax  Karcynel.  Copepxumoe
KarcyJy — rpaHyibl 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. /
Trepneie ’KeITaTHHOBbIE po3payHbIe
Kancyisl pasmepa 2 ¢  OecUBETHBIM
KOpILyCOM, po30BOH KpBIIEYKOM "
Mmapkupoekoii depHoro usera «OMEZ» na
o6enx yacTax karcynbl. CogepXuMoe Karcys
— rpaHyfbl 6eIoro WK MOYTH OeNoro 1BeTa.

Identification / IlogaunHoCTD

2a)

By UV/V®-
ceKTpohOTOMETPHS

Complies as prescribed/
CooTBeTcTBYET TpeOOBaHUAM

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@ - choekTpbl TIOTTOMIEHUS pPacTBOPOB
mpemapata ¥ CTaHgapTHoro  obpasna
oMenpasona B obnactu oT 230 mo 350 nm
IOKHBEI MMETh MaKCHMYyMBI NIpU OAHOH U
TOI1 K€ JUINHE BOJIHBI.

Remarks : The Product conforms to ND/

Hpumeuanue: [Tpogykt cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

Mpumevanne; [IpoayKT COOTBETCTBYET TpeboBanuaM HJI

CEPTUO®UKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg _|Mponyxt: Ome3® (omemnpason), kancyist 20 mr
Batch No. / Cepus Ne: B2201543 Batch Quantity / O6bem
cepuu; 2000000 NO
AR No / AHaauTHYecKHi oT4eT Ne: Date of Analysis / [laTa
2002FP22000985 anaauza: 12-05-2022
Mfg. Date: / laTa npon3BoacTBAa: 04/2022 Date of Expiry / Togen go:
03/2025
Analysis performed according ND / Ananus npogesen mo H/I: IT N015479/01-121120
No Test / Iloka3aTenn Result / Pe3yabTaTnl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBETCTBYET TpeOOBAHIIM chromatogram of test solution should
correspond to the retention time of main peak
ggg}?&ggm in the chroma‘fogram qf or'rlleprazt')’le reference
standard solution (section "Assay"). /
BpeMs yAep)KUBaHHA OCHOBHOTO IHKAa Ha
XpOMAaTorpaMMe  HCIBITYEMOTO  pacTBopa
JOJIKHO COOTBETCTBOBATh BpEMeHH
yOepXKUBaHUS  OCHOBHOIO nuka  Ha
XpoMaTorpamMMe  pacTBOpa  CTAHIAPTHOTO
obpasma oMemnpazoya (pazmen
«KonuuecTBeHHOE OnpeneNneHnes).
3 | Average net fill weight | 267.4 mg/267,4 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeanss macca 283.5mg) /
COAEPKHUMOro Kareya 270,0 Mr+ 5,0 % (256,5 mr - 283,5 Mr)
4 | Water / Bona 1.2% w/w/ 1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.3/33 Acceptance value (AV) should be less than or
units / OqHOpPOAHOCTH equal to 15.0./
JM03UPOBAHUS IMokazarenk mpueMneMocTH (AV) D0KeH
ObITH MEHee uitl paBeH 15,0.
6 | Dissolution / 0%, 0%, 2%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTtBopenue more than 10 % of C;7HyN;03S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBope XJIOpUCTOBOJOPOIHOM
kucnothl - He 6osee 10 % Ci7H(sN:O38
(oMmerpa3zon) yepes 2 4.
91%, 95%, 100%, 95%, 93%, In pH 6.8 buffer - not less than 75 % (Q) of
98% C7H9N30;S (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - ve meHee 75 % (Q)
C,7H9N3:05S (oMenpazon) gepes
30 Mun.
Remarks : The Product conforms to ND/ Conclusion ; APPROVED /

3axaouyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (omenpason), Kancynst 20 mr
Batch No. / Cepnsa Ne: B2201543 Batch Quantity / O6bem
- cepuu: 2000000 NO -
AR No / Anaautndecknii oraer No: Date of Analysis / lata
2002FP22000985 aHaausa: 12-05-2022
Mfg. Date: / laTa npon3BoACTBA: 04/2022 Date of Expiry / T'ogen go:
03/2025

Analysis performed according ND / AHnaaus nposenen no HJ: 11 N015479/01-121120

Ne Test / Iloka3zaTenns Result / PesyasTaThl Specification / Hopma

7 | Related substances / IlocToponnue npumMecu
Any individual 0.04% /0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6asg egpnHUgHAd

HeumeHTUGULHUPOBAHHA

s IIPUMECh

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

8 | Assay/ 19.7 mg/ 19,7 mr 180mg to 220 mg of C7H;sN;O;58
KonnvecrBeHHoe (98.7% / 98,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneaeHue label claim). /

Or 18,0 mr mo 22,0 mr Cy;HoN;O;S
(omenpazon) B karncyne (or 90,0 no 110,0 %
0T HOMHUHAIFHOTO COlepKaHus).

9 | Microbial limits / Mukpo6nosoruyeckast 4ucTora
a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /

Microbial Count / Memnee 10 KOE/r He 6onee 1000 KOE/r
O6miee uncno a3poOHbIX

MHKpPOOPTaHH3MOB

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

Yeasts and Mould Count
Obuiee uncno
JIPOXKIKEBBIX U
MJIeCHEBLIX IpUOOB

Memnee 10 KOE/r

He 6onee 100 KOE/r

¢) E. coli

Absentinl g/
OtcyTcTByer B 1 1

Absentin1 g/
OrcyrerBUe B 1 T

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Karncyl B AaNFOMHHWUEBOM CTPHIIE.
ITo 3 crpuna ¢ HUHCTPYKLOMEH I10
NpPUMEHEHHIO B TTAYKy KapTOHHYIO.

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 xancyn B anoMUHHEBOM
crpure wunn B [TA/AJI/TIBX // anroMnHreBOM
6muctepe. ITo 3 crpuma wmm 1o 3 6nucrepa ¢
UHCTPyKUMell M0 TNpUMEHEHUI0 B IMauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanue: [Tponykr coorBercTByeT TpeboBauuaM HJI

Conclusion : APPROVED /
3axmouenune: OJOGEPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHM3A

Product: Omez (Omeprazole), capsules 20 mg TMponykt: Ome3® (omemnpazon), Kancysl 20 _Mr_ -
Batch No. / Cepnst Ne: B2201543 Batch Quantity / O6bem
cepun: 2000000 NO
AR No / Ananutuueckuii oraer No: Date of Analysis / laTta
2002FP22000985 ananusa: 12-05-2022
Mfg. Date: / Jlata npou3BoacTBa: 04/2022 Date of Expiry / T'ogen go:
03/2025
Analysis performed according ND / Anasm3s npoeegen mo H/: TI N015479/01-121120
Ne Test / IlokazaTean Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorsetcTenm ¢ HJ|
MapknpoBka
12 | Storage conditions / At temperature below 25 °C. / IIpn Temnepatype He Boime 25 °C.
YcoBHS XpaHEHUS
13 | Shelf life / Cpox 3 years /3 rona
TOIHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeyanue: [Tpoaykt cooTBeTcTBYET TpebGoBanuam HJI Zaxmouenue: OJOGEPEHO
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