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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: Omes® (oirenpason), Kancyyisl 20 mMr

Batch No. / Cepusi Ne: B2104166

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / Avasmurndecknii otuer Ne:

Date of Analysis / laTa
anaauza:  04-12-2021

2002FP21002382

Mfg. Date: / lata npou3BoAcTBa:

11/2021

10/2024

Date of Expiry / 'ogen no:

Analysis performed according ND / Auwasus npoeenen mo HJ: TT N015479/01-121120

Ne Test / HHoxkasaTtens

Result / Pe3yabTaTnt

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. /

Trepnbie KeJaTUHOBLIE
TIpo3padHBIe KarlCyJsl pazMepa 2 ¢
OeclBEeTHEIM KOPIYCOM, pO30BOii
KpBlIIeYkoii M MapKUpOBKOH
yeproro usera «OMEZy» Ha o0ewnx
gyacTax Kancynel. Comepxumoe
KaIlcyN — IpaHyJbl GeJoro 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. /

Teepnsie KeJTATHHOBbIE TIpo3pavyHEIe
Karcynel  pasMepa 2 ¢ OeclBeTHBIM
KOpNycOM, pO30BOIi KphILIEYKOMI "

MapkupoBkoif udepHoro useta «OMEZ» Ha
obenx gacTax Karncynel. ConepXumMoe Kancyin
— TpaHyJibl 6eNOro WM NoyTy 6eNoro 1Bera.

2 | Identification / [ToanmuunocTs

2a) | By UV/ V-

crekTpooTOMETpHS

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. /

Y® - CcHekTpbl TNOTJOWIEHNUS PacTBOPOB
mpenmapara W CTaHaapTHoro  ofpasua
oMemnpasoa B o6nactd oT 230 no 350 HM
JIOMKHBI UMETh MAaKCUMYMBl TIpH ORHON u
TOM k€ IUTHHE BOJIHBIL.

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT coorBeTcTBYeT TpeboBaHusaM HJI

Conclusion : APPROVED /
3axirouenne: OJJOBPEHO
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CEPTUOUKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg '

Batch No. / Cepusa Ne:

.]_EOJIyKT: Owme3® (omenpason), Karncyisl 20 Mr

B2104166 Batch Quantity / O6bem

cepun: 2000000 NO

AR No / Anaantuyeckuii otuer No: Date of Analysis / JaTa
2002FP21002382 _|anamm3a: 04-12-2021
Mfg. Date: / laTa npou3BoacTBa: 11/2021 Date of Expiry / 'ogen no:

10/2024

Analysis performed according NI / Anannz nposesen mo HJ: 11 N015479/01-121120

Ipumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHmsaM HIT

Ne Test / loxazaTens Result / PesyansraTnl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCcTByeT TpeOGOBaHHAM chromatogram of test solution should
BKX wan fzorrespond to the retention time of main peak
CBRIKX/BCIKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
BpeMa ynmepXuBaHMS OCHOBHOTO NHKa Ha
XpOMAaTOTpaMMe  HCIBITYEMOTO  pacTBOpa
IOTKHO COOTBETCTBOBAaTh BpeMeHU
yIEpXUBaHWS  OCHOBHOTO nvka  Ha
XpoMaTOrpaMMe pacTBOpa CTaHZAPTHOrO
obpasua oMernpazona (paznen
«KonudecTBeHHOE OTpeelIeHHe» ).
3 | Average net fill weight 266.5 mg / 266,5 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennast Macca 283.5mg) /
cOoAePKIUMOTro Karncya 270,0 mr + 5,0 % (256,5 mr - 283,5 Mr)
4 | Water / Boaa 1.0% w/w / 1,0% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 6.7/6,7 Acceptance value (AV) should be less than or
units / OgHopoaHOCTH equal to 15.0./
J03HPOBAHUS TTokazaTens npuemnemocty (AV) nomkeH
OBITE MeHee WTH paBeH 15,0.
6 | Dissolution / 0%, 6%, 0%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not
PacTBopenue more than 10 % of C;;HoN;0;S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBOpe XN10pHCTOBOIOPOIHOMH
KHACIOTEI - He 6onee 10 % C7H1oN305S
(omMenpason) uepes 2 4.
92%, 98%, 96%, 96%, 97%, 97% | In pH 6.8 buffer - not less than 75 % (Q) of
C,7H9N30;S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - He meree 75 % (Q)
C7HoN30;S (omenpazon) gepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoayxr: Omes® (omenf)a30n), Kancynst 20 mr

Batch No. / Cepus Ne:

B2104166

Batch Quantity / O6bem

cepuu: 2000000 NO
AR No / Ananutudeckmii ordet Ne: Date of Analysis / Jata
2002FP21002382 anaamsa: 04-12-2021
Mfg. Date: / laTa npousBoacTBa: 11/2021 Date of Expiry / 'ogen go:
10/2024

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

3 strips and patient information
leaflet in a carton pack. / ITo 10
Karcysl B ATIOMUHHEBOM CTPUIIE.
ITo 3 crpuna c WHCTpyKUHWEH 10
MIPUMEHEHHIO B MTAYKY KAPTOHHYIO.

Ne Test / ITokazaTennb Result / Pe3yabTaTbl Specification / Hopma

7 | Related substances / IlocToponHue puMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIro6ast egiHUYHAas

HenaeHTH QUIMpOBaHHA

sl IPUMeECh

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

8 | Assay/ 19.8 mg/ 19,8 mr 18.0mg to 22.0 mg of Cy7H;sN;058
KonnvecrBennoe (99.0% / 99,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeieHne label claim). /

Or 18,0 Mr 4o 22,0 Mr C]7H]9N303S
(omenpason) B karcyie (ot 90,0 mo 110,0 %
OT HOMWHAJILHOT'O COACPKAHMA).

9 | Microbial limits / MuxpoGnoaorudeckas 41cToTa

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
O6mmee yMCcino a3poOHBIX

MHKPOOPraHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6onee 100 KOE/r
O061ee 4ucio
IPONCKEBBIX U
TIJIECHEBBIX I'pHOOB
c) E. coli Absentin1 g/ Absentin1 g/
OtcytcrByeTB 1 T OtcytcrBUe 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 xancyn B aTroMUHHEBOM
crpune unu B [TA/AJI/TIBX // anroMuHHEBOM
onucrepe. [To 3 crpuna wnu no 3 6muctepa ¢
WHCTPYKLME#l [0 TPUMEHEHHI0O B TaYKy
KapTOHHYFO.

Remarks : The Product conforms to ND/
IIpumeuanue: [IponykT coorBeTcTBYET TpeboranusM HJL

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO
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CEPTUDUKAT AHAJHN3A

Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: OMe3® (oMenpasod), Kancyisl 20 yr
Batch No. / Cepus Ne: B2104166 Batch Quantity / O6bem

cepun: 2000000 NO
AR No / Anaautudecknii oryet Ne: Date of Analysis / JlaTa
2002FP21002382 anaamsa:  04-12-2021
Mfg. Date: / lata npousBoacTsa: 11/2021 Date of Expiry / T'ogen no:

10/2024

Analysis performed according ND / Ananus nposenen no H/I: 11 N015479/01-121120

Ne Test / ITokazaTenns Result / Peaynnratsl Specification / Hopma
11 | Labeling / According to ND / B cootBercreuu ¢ HJ]
MapxkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temnieparype He Bbime 25 °C.
YcJjioBusi XpaHeHUd
13 Shelf life / Cpok 3 years / 3 roma
TOAHOCTH

Copy

™
- |

Uncontrolle

Remarks : The Product conforms to ND/

IIpumeuanme: [TponykT cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO
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