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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A

|Product: Omez (Omeprazole), capsules 20 mg _|Mpoaykr: OMe3® (omenpason). kancysisl 20 mr
Batch No. / Cepus Ne: B2103892 Batch Quantity / O6sem

cepun: 1980000 NO
AR No / AHanutnyeckmii order No: Date ol Analysis / Jara
2002FP21002191 B ananusza: 05-11-2021
Mfg. Date: / JIaTa npon3BoacTBAa: 09/2021 Date of Expiry / 'ogen no:

08/2024

Znalysis performed according ND / Ananus nposeen mo H/I: TI N015479/01-121120

|—.N'9

Test / MMoka3aTennb

Result / Pe3yabpTatsl

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. /

Trepnble ’KeNaTUHOBLIC
Mpo3payHBle KancyJysl pasMepa 2 ¢
OecUBETHBIM KOPITYCOM, pPO30BOIt
KpPbILLIEYKOI " MapKUpPOBKOM
yeprnoro usera «OMEZ» na obenx
yacTax  karncynel.  Coaepxumoe
Kancyn — rpaHyJbsl 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. /
Teepapie KeJIaTHHOBbIE Mpo3payHEie
Karcynel  pasMepa 2 ¢ OeCUBETHBIM
KOPILyCOM, po30BOiA KpBILIIEYKOH "
MapKupoBKOi depHoro 1sera «OMEZ» Ha
obenx vacTax karcynbl. ComepXxuMoe Karcyr
— rpaHyJbl 6€J10r0 UK oYTH 6eNoro 1uBeTa.

Identification / IloagauuHoCTL

2a)

By UV/V®-
cniexTpodoToMeTpHs

Complies as prescribed/
CooTBeTCTBYeT TpeOOBaHHAM

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® - cnekTpel TOTIONIEHUS pPacTBOPOB
npenapata WM craHaapTHoro  oOpasua
omenpasona B obmacty ot 230 mo 350 um
JOJDKHBI MMETh MaKCUMyMbl TIpM OIOHOH W
TOM >Ke JUTMHE BOJIHAI.

Remarks : The Product conforms to ND/
Hpumeuanune: [IponykT coorBercTyeT TpeboBannsM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
[Product: Omez (Omeprazole), capsules 20 mg_— IMpoaywkr: OMe3® (oMenpason), Kancy.isl 20 mr
Batch No. / Cepus Ne: B2103892 Batch Quantity / O6bem

cepuu: 1980000 NO

AR No / AHaumrnueckuii ordet Ne: Date of Analysis / IaTa
12002FP21002191 anaausa: 05-11-2021 o
Mfg. Date: / laTa npousBojcTBA: 09/2021 Date of Expiry / T'ogen go:

08/2024

Analysis performed according ND / Ananus nposeaen o H/I: TT N015479/01-121120

PacTBopenne

Ne Test / Iloxa3aTenb Result / PesyabTaTst Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBETCTBYET TPeOOBAHNAM chromatogram of test solution should
BOKX v f:orrespond to the retention time of main peak
CBRIKX/BCICX in the chromaFogram qf omeprazole reference
standard solution (section "Assay"). /
BpeMs ynepkMBaHWSA OCHOBHOTO MMKa Ha
XpOMATorpaMMe  HCTIRITYEMOTO  pacTBopa
JOTDKHO COOTBETCTBOBATH BpeMeHH
yIepKUBAHUS OCHOBHOTO nnka  Ha
XpoMaToTpaMMe pacTBOpPa CTAHHAPTHOTO
obpazuia oMenpaszoia (pazmen
«KonmuecTBeHHOE OTpeieNieHe» ).
3 | Average net fill weight | 270.3 mg/270,3 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsis Macca 283.5 mg) /
COAEPKUMOro KarncyJa 270,0 M+ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaga 1.4% w/w / 1,4% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 34/34 Acceptance value (AV) should be less than or
units / QaHoOpoaAHOCTH equal to 15.0./
JO3UPOBAHUS [Tokazarens npueMieMocty (AV) gomkeH
ObITH MeHee WK paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not

more than 10 % of C[7H]9N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJ10pUCcTOBOAOPOAHOM
KucioThl - He 6onee 10 % Ci;H oN3;05S8
(omMenpazon) yepes 2 4.

97%, 97%, 99%, 99%, 97%, 97% | In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - e mernee 75 % (Q)
C7HoN30;8 (omerpazomn) depes

30 MuH.

Remarks : The Product conforms to ND/
IMpumeuanne: [Iponykr coorBercTBYeT TpeGoBannaM HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
E’roduct: Omez (Omeprazole), capsules 20 mg IponykT: OMe3® (omenpason), Kancyibl 20 mr
Batch No. / Cepus Ne: B2103892 Batch Quantity / O6nem R
cepun: 1980000 NO
AR No / Avanutnyeckuii oruer Ne: Date of Analysis / laTa
2002FP21002191 anagusa: 05-11-2021
Mfg, Date: / JlaTa npon3BoacTBa: 09/2021 Date of Expiry / I'ogen ao:
08/2024

Analysis performed according ND / Ananaus nposegex mo H/{: TT N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / ITo 10
KalcyJl B ANIOMHHHEBOM CTpHIIE,
Ilo 3 crpuma ¢ HHCTPYKUUEH MO
MIPUMEHEHUIO B TTa4Ky KapTOHHYIO.

Ne Test / ITokazaTean Result / PesyabTaTsl Specification / Hopma

7 | Related substances / IlocToponHue npumecu
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIrobas ennHUuHas

HeWAeHTUPHUIMPOBaHHA

s IpUMech

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMmMa nipuMeceit He 6oiee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 mr 18.0mg to 220 mg of C;;H;sN;058
KoanvecrBennoe (99.0% / 99,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpe/eeHne label claim). /

Or 18,0 mr mo 22,0 mMr C;;H;oN;O05S
(omemnpazon) B karncyne (ot 90,0 mo 110,0 %
OT HOMUHAJILHOT'O CoJlepXKaHus).

9 | Microbial limits / Mukpo6uonoruieckast 1HcTOTA

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
Obmee yncno a3poOHBIX

MHKPOOPTaHU3MOR
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Meuree 10 KOE/r He 6oiee 100 KOE/r
Ob11ee 4ncno
LIPONOKEBBIX 1
TIECHEBBIX TPUOOB
¢) E. coli Absentin 1 g/ Absentinl g/
OtcyTtcrByeT B 1 T OrcytctBue 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. / TTo 10 xancysn B aTFOMHHHEBOM
crpure unu B [TA/AJI/TIBX // aniomunmieBoM
6nuctepe. Ilo 3 crpuna uiy no 3 Gaucrepa ¢
WHCTPYKIMEH MO0 TIpYMEHEHWI0 B TMAydKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanue: ITponykTt coorBercTBYET TpeboBanuaMm HJIT

Conclusion : APPROVED /
3axarwuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIA3A

|Product: Omez (Omeprazole), capsules 20 mg

MpoxykT: OMe3® (oMenpasol), Kancyibl 20 Mr

Batch No. / Cepus Ne:

B2103892

Batch Quantity / O6bem
cepun: 1980000 NO

AR No / AHaauTuuecKuii oTuer No:
2002FP21002191

Date of Analysis / Jara
aHagusa: 05-11-2021

Mfg. Date: / laTa npoussoacTBa: 09/2021

08/2024

Date of Expiry / I'ogen go:

Analysis performed according ND / Anaans nposeaen no H/I: IT N015479/01-121120

Ne Test / [loxasaTens Result / Pe3yanTaThl Specification / Hopma
11 | Labeling / According to ND / B cootrBercTBuu ¢ HJJ
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / IIpu Temneparype He BbIe 25 °C.
YcioBusi XxpaneHust
13 | Shelf life / Cpox 3 years /3 roma
roIHOCTH

Remarks : The Product conforms to ND/

HMpumeuanue: Ipoaykr coorBercTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3akmodenne: OJJOBPEHO
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