CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Mpoaykr: OMe3® (oMenpason), Kancyabl 20 Mr

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepus Ne:

B2201195

cepuM:

Batch Quantity / O6bem

2000000 NO

T\R No / AHanuTH4YecKHi oTueT Nb:
2002FP22000747

aHaIu3a:

Mfg. Date: / laTa npousBoacTBa:

03/2022

02/2025

Date of Analysis / laTa

14-04-2022

Date of Expiry / I'onen go:

Analysis performed according ND / Anaans npoeegen no H/I: TI N015479/01-121120

Ne

Test / IlokaszaTeanb

Result / PesyabTaTsl

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. /

Tsepasie »KeNaTUHOBBIE
TIpo3payHble Karcysl pasMepa 2 ¢
OeCIIBETHEIM  KOPIYCOM, po30Boit
KpBIIeYKkoit u MapKUpPOBKOH
geproro usera «OMEZ» Ha obenx
gacTax  Kkarcynel.  Comepxnumoe
KancyJs — rpaHyJisl 6enoro upera.

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 KeNaTHHOBbIE MIpo3payHbIe
Karcyasl  pasMepa 2 ¢ OecuBeTHBIM
KopnycoM, PO30BOIt KpBILIESUKOH "
MapkupoBkoil depHoro neera «OMEZ» Ha
00enx yacTsx kancyisl. Conepxumoe Karncyn
— rpanyJibl 6eNoro WM No4TH OeNoro IBeTa.

Identification / ITonauHHOCTL

2a)

By UV/V®-
criekTpodoToMeTpHs

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. /

YO - cnoexTpel TOTIONIEHUS pacTBOPOB
mpemapara W CTaH@apTHOTO  obpasma
omenpasona B objactu ot 230 mo 350 HM
JOJDKHBI UMETh MaKCUMyMBI NpU OOHON U
TO e JUTHHE BOJTHBL

Remarks : The Product conforms to ND/
IIpumeuanne: I1poaykT coorBercTBYeT TpeboBauusM HJI

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepust Ne: B2201195

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / Araantaueckmii oraer No:
2002FP22000747
Mf{g. Date: / Jlata npou3BoacTBa:

Date of Analysis / laTa
aHaamsa: 14-04-2022

03/2022

Date of Expiry / I'ogen go:
02/2025

___|MpoaykT: Omes® (omenpason), KancyJisl 2_9_ MI

Analysis performed according ND / Anaan3s nposeaen mo HI: II N0_15479/0_1-121120

solution

standard solution (section "Assay"). /

XpoMaToTrpaMMe  HCITBITYEMOTO
JOTKHO COOTBETCTBOBATH
yAepKUBaHWUS OCHOBHOTO
XpoMaTorpaMMe  pacTBopa
obpazua oMernpazona
«KonnuyectBeHHOE ONpencIeHNEY ).

should

Ne Test / [loxazaTenn Result / PesyabTaTsl Specification / Hopma

2b) | By HPLC Or Complies as p_rescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYyET TpeboBaHUAM chromatogram of test
BOXCK i correspond to the retention time of main peak
CBKX/BCKX in the chromatogram of omeprazole reference

Bpems ynepXuBaHHs OCHOBHOTO IWKAa Ha
pacTBopa

BpEMEHU

TIUKa Ha
CTaHAAPTHOTO

(paznen

3 | Average net fill weight
/ Cpeanss Mmacca
COJIEP3KUMOT0 KATICYJI

266.7 mg / 266,7 Mr

283.5 mg) /

270.0 mg £ 5.0 % (Between 256.5 mg and

270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)

4 | Water/ Boaa

1.2% wiw / 12%

Not more than 3.0% /
He 6onee 3.0 %

5 | Uniformity of dosage 4.5/4,5
units / OgHOpoAHOCTEH

J03HPOBAHUSA

Acceptance value (AV) should be les
equal to 15.0./

ObITH MeHee 1Tl paBeH 15,0.

s than or

[TokazaTens npuemiieMocTH (AV) moimkeH

6 | Dissolution /
PacTBOpenne

1%, 1%, 1%, 2%, 3%, 1%

97%, 98%, 94%, 98%, 93%, 96%

In 0.1 M hydrochloric acid solution -
more than 10 % of C;HoN;0,S
(omeprazole) is dissolved after 2 h /

(omernpazom) yepes 2 4.

30 min /

C7H19N30;S (omenpazoin) depes
30 MuH.

not

B 0,1 M pacrtBope XnoprcTOBOIOPOIHOMN
KUCJIOTH - He 6omtee 10 % C ;H oN;05S

In pH 6.8 buffer - not less than 75 % (Q) of
Cy7H9N30;5S (omeprazole) is dissolved after

B 6ydepe pH 6,8 - He menee 75 % (Q)

Remarks : The Product conforms to ND/

Ipumeuanue: [TponykT coorBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg HpoaykTt: Omes® (oMenpason), Karcynsl 20 mr
Batch No. / Cepus Ne: B2201195 Batch Quantity / O6bem
N cepuu:  2000000NO B
AR No / AHaauTudeckuii oTuer No: Date of Analysis / laTa
2002FP22000747 - anaamnsa: 14-04-2022
Mfg. Date: / laTa npon3BoacTBAa: 03/2022 Date of Expiry / I'ogen go:
02/2025

'Analysis performed according ND / Anasius npoeenen mo HJ/I: 11 N015479/01-121120

Ne Test / IlokazaTednb

7 | Related substances / IloctopoHHne npumecn

Result / PesyasraTsl Specification / Hopma

Any individual
unidentified impurity /
JIro6as egHNYHAS
HenaeHTH HHLKMpPOBaHHA
s TIPUMECH

0.05% /0,05%

Not more than 0.5 %. /
He 6onee 0,5 %

Total impurities /
CymMmma npumecei

0.1%/0,1%

Not more than 2.0 % /
He 6onee 2,0 %

8 | Assay/
KoanuecTBeHHoOE
omnpeejieHUe

19.6 mg/ 19,6 mr
(97.8% / 97,8%)

180mg to 22.0 mg of C;;H;yN;05S
(omeprazole) in capsule (90.0 to 110.0 % of
label claim). /
Or 18,0 mr mo 22,0 mr C7HyN;0;S
(omemnpazomn) B karcyne (ot 90,0 mo 110,0 %
OT HOMHUHAJIEHOTO COEPKAHN).

9 | Microbial limits / Mukpo6mnojioruueckasi 4HCTOTA

a) Total Aerobic
Microbial Count /
Ob1ee uncno a3poOHBIX

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 60mee 1000 KOE/r

O061mee yncio
JPONKEBBIX U
TIECHEBBIX TpHUGOB

MHUKPOOPTaHN3MOB
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

¢) E. coli

Absentin1 g/
OrcytcTByeTB I T

Absentin1 g/
OrcytctBue B 1

10 | Packaging / YnakoBka

10 capsules in an aluminum strip.

10 capsules in an aluminum strip or

3strips and patient information
leaflet in a carton pack. / TTo 10
Kancynl B aIIOMUHWEBOM CTpHIIE.
ITo 3 crpuna ¢ WHCTpykuueil mo
TIPUMEHEHHIO B MAYKy KAPTOHHYIO.

PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / ITo 10 xancyn B amrOMUHHEBOM
ctpune win B [TA/AJI/TIBX // antoMiuHuEBOM
onmctepe. 1o 3 crpuna wim no 3 6nucTepa ¢
WHCTPYKIMEl TI0 TNPUMEHEHWI0 B TauvkKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeyanne: [Iponykt cooTBeTcTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

|Product: Omez (Omeprazole), capsules 20 mg

Tlpoxykt: Ome3® (omenpason), Karcysl 2_(_)__Ml"

Batch No. / Cepus Ne: B2201195

Batch Quantity / O6bem

B B cepun: 2000000 NO
AR No / Ananutudeckuii oruer Ne: Date of Analysis / lata
2002FP22000747 anajusa; 14-04-2022

Mfg. Date: / laTta ﬂpomaoncn;a: 03/2022

Date of Expiry / Togen go:
02/2025

Analysis performed according ND / Anasnus nposenen no HII: TI N015479/01-121120

Test / Iloka3zaTesb

Ne

Result / PesyabTaThl

Specification / Hopma

11 | Labeling /
Mapxkuposka

According to ND / B cootsercTri ¢ HJI

12 | Storage conditions /
Ycaosus XpaHeHus1

At temperature below 25 °C. / TTpu Temniepartype He Boime 25 °C.

13 | Shelf life / Cpox
TOXHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/

TIpumeuanue: [Ipoaykt coorseTcTBYeT TpeboBanmsam HJI

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO
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