Uncontrolled Copy

Product: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3IA

Mpoaykr: Omes® (omen;_)a30n), KchyHLI_ZQ MT

Batch No. / Cepust Ne:

2002FP22000534

B2200803

AR No / AnaauTudeckuii otder Ne:

cepun:

Batch Quantity / O6bem

2000000 NO

Date of Analysis / laTa
_|anasmsa:

14-03-2022

Mfg. Date: / Jlata nponussoacTBa:

02/2022
01/2025

Date of Expiry / Togen xo:

Analysis performed according ND / Ananus nposesnen no HJI: II_I_\1015479/01-12112(T

Ne Test / Hoka3aTenn

Result / PesyanTarsl

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. /

Trepnrie KENaTRHOBhIC
Tpo3pavHble Karlcylbl pasMepa 2 ¢
OECIBETHBIM  KOPITYCOM, pPO30BOH
KPBIIEYKOH W MapKUpOBKOH
yepHoro nseta «OMEZy» Ha obenx
gacTax  kamcymel.  Copmepkumoe
KarCcyJl — rpaHyJbl 6enoro uBera.

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. /

Tsepaste ’KeaTHHOBKIE Hpo3payHbie
Karcynel  pasMepa 2 ¢ OecUBETHRIM
KOpITYyCOM, po3oBoit KPBILIEYKOH 3

MapkupoBKkoii uepHoro usera «OMEZ» Ha
obenx yactax kancyibl. CoOepXuMoe Karncy
— TpaHyIibl 6e7I0T0 WK MOUTH OEJToTo UBETA.

2 | Identification / ToaauHHOCTH

2a) | By UV / V-

cnekrpodoTomMeTpus

Complies as prescribed/
CootBeTcTBYeT TpeGOBaHMAM

UV-absorption spectra of both test and
standard solutions of omeprazole in (he range
230 to 350 nm should exhibit maxima at the
same wavelength. /

Y® - cnekTpsl TOTJIOLIEHHS PacTBOPOB
Tperiapata W CTaHAapTHOro  obpasma
oMenpaszona B obmactu ot 230 po 350 HM
OMKHEl UMETh MaKCHMyMBbI TIpY OAHOH W
TOW e JUTHHE BOJTHBI.

Remarks : The Product conforms to ND/
Mpumeuanne: [TponykT cooTBeTcTBYET TpeboBanmsaM HJL

Conclusion : APPROVED /
3akaouenue: ONNOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (oMenpason), Kancynsl 20 mr
Batch No. / Cepus Ne: B2200803 Batch Quantity / O6bem
L cepun: 2000000 NO )
AR No / AHanutnyecknit orqer Ne: Date of Analysis / JlaTa
2002FP22000534 anaausa: 14-03-2022
Mfg, Date: / JlaTa npou3sBoacTsea: 02/2022 Date of Expiry / I'ogen go:
01/2025 -
Analysis performed according ND / Ananus mposesen mo HJI: T1 N015479/01-121120
Ne Test / [loka3aTeanb Result / Pe3yabsrarTnl 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
B 1 f:orrespond to the retention time of main peak
CBKX/BCHKX in the chroma'fogram o_f or?eprazc')'le reference
standard solution (section "Assay"). /
Bpems ynepkuBaHHA OCHOBHOTO TNHKa Ha
XpoMaToTpaMMe  WCTIBITYEMOIO  pacTRopa
IOMKHO COOTBETCTBOBATh BpeMeHU
yIepXHUBaHUS  OCHOBHOI'O MKa  Ha
XpoMarorpaMMe  pacTBOpa CTaHAAPTHOTO
obpazua oMemnpazona (pazmen
«KonuuyecTBEHHOE ONpEeNEneHue ).
3 | Average net fill weight 270.0 mg / 270,0 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ CpeaHsis Macca 283.5 mg) /
CO/IePKUMOro Kancy.J 270,0 Mr % 5,0 % (256,5 mr - 283,5 wmr)
4 | Water /Bojaa 1.1% w/w / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 4.0/4,0 Acceptance value (AV) should be less than or
units / QaHOpoaHOCTH equal to 15.0./
J03UpPOBAHUA Tokaszarens npueMieMoctH (AV) DomkeH
OBITH MeHee M paBeH 15,0.
6 | Dissolution / 0%, 1%, 3%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpeHHE more than 10 % of C;H gN3;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBope XnOpHUCTOBOXOPOXHOMN
KucnoTel - He 6ostee 10 % Ci7H 9N505S
(omMeripazon) yepes 2 4.
97%, 96%, 98%, 97%, 98%, 97% | In pH 6.8 bufler - not less than 75 % (Q) of
C17H,0N;0;S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - He menee 75 % (Q)
C7H9N;0;S (omenpazon) yepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumeuanne: IIpoaykT cooTBeTCTBYET TpebosaHuaM HJL Zakawuenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg __|Mpoaykr: Omes® (omeripazon), KancyJisl 20 mr
Batch No. / Cepus Ne: B2200803 Batch Quantity / O%bem
B cepun: 2000000 NO "
AR No / AHaJInTHYeCKHUIT oTHeT Ne: Date of Analysis / laTa
2002FP22000534 anaansza: 14-03-2022
Mfg. Date: / laTta npon3BoAcTBAa; 02/2022 Date of Expiry / T'ogen go:

01/2025

Analysis performed according ND / Anasm3s nposefen mo HJ/L: 1T N015479/01-121120

Ne Test / [ToxasaTenn Result / Pe3yabTaTsl Specification / Hopma

7 | Related substances / ITocToposHue npumecu

Any individual 0.02% / 0,02% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JIro6as eqHIYHAS
HerAeHTUHIIMPOBAHHA
s IpUMeEcCh
Total impurities / Not detected / He 06HapyXkeHa Not more than 2.0 % /
Cymma npumecei He 6onee 2,0 %
8 | Assay/ 20.0 mg /20,0 Mr 180mg to 220 mg of Cy;HgN;0;8
KonnuecTBeHHOE (100.1% / 100,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeieHne label claim). /

Or 18,0 mr mo 22,0 mr C;;H_gN;O5S
(omenpason) B karcyne (ot 90,0 mo 110,0 %
OT HOMWHAITBHOTO COAEePKaHU).

L.

9 | Microbial limits / MukpoOunoJsiornyeckast 4HCTOTa

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
OGuiiee 4ncno a3poOHBIX

MUKpOOPTaHH3MOB

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

Ob1mee uncno
JIPOXOKEBBIX 1
MJIECHEBRIX TPHOOB

¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyrctByer B I T OrcytcrBue B 1 1

10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.
3 strips and paticnt information
leaflet in a carton pack. / Tlo 10
Kamcynl B aJIOMHHWCBOM CTpUIIE.
IMo 3 crpuna c WHCTpyKUMEH IIo
NpPUMEHEHUIO B NaYKy KapTOHHY1O.

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 aJlloMJIHUEBOM
crpurte win B [TA/AJI/TIBX // antoMrHIEBOM
6muctepe. [lo 3 crpumna nnu no 3 6aucrepa ¢
UHCTpYKUMEH [0 NPUMEHEHUI0 B Iayky

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoaykt cooTBeTCTBYET TpebopanusaM HJL 3axmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJNM3A

Product: Omez {Omeprazole), capsules 20 mg B Mpoaykr: OMe3® (oMenpason), Karcynsl 20 M
Batch No. / Cepua No: B2200803 Batch Quantity / O6bem
| - cepun: 2000000 NO
AR No / Anaaurndeckuit otder Ne: Date of Analysis / JaTa
2002FP22000534 anajusa: 14-03-2022
Mfg. Date: / lara npousBoAcTBa: 02/2022 Date of Expiry / I'ogen no:
01/2025

Analysis performed according ND / Ananus nposesen o HJI: IT N015479/01-121120

Ne Test / [loxasaTenn Result / Pe3yabTaTbl Specification / Hopma
11 | Labeling / According to ND / B cootserctru ¢ HJ]
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / Ipu Temmneparype He Boiue 25 °C.
YcnoBusi XpaHeHUs!
13 | Shelf life / Cpox 3 years / 3 roga
TOAHOCTH

_opy

Uncontrolled ¢

Remarks : The Product conforms to ND/

Mpumeuanue: [1poaykt coorBeTcTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3axkmwuenre: OJOBPEHO
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