CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

Batch No. / Cepust Ne: B2201194

Product: Omez (Omeprazole), capsules 20 mg

IMpoayrr: Omes® (omenpaszon), kancyis 20 mMr o

Batch Quantity / O6bem
cepun: 1990000 NO

AR No / Anaantudecknii oruet No:
2002FP22000746

Date of Analysis / [laTa
anaansa: 14-04-2022

Mfg. Date: / [laTa npou3BsojacTBa: 03/2022

Date of Expiry / Toaen go:

Uncontrolled Copy

02/2025

Analysis performed acco;(ﬁng ND / Ananus nposeaen no H/I: TT N015479/01-121120

Ne Test / IlokazaTean

Result / PesyabTaTnl

Specification / Hopma

1 | Description /
Onucanue

o

Iard 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. /

Trepnsie KeJaTUHOBEIC
Npo3payHble Karcyibl pa3Mepa 2 ¢
GecIBETHBIM KOpPIIYCOM, pO30BOM
KpBIIIEYKOW M MapKUpPOBKOI
yepHoro nBera «OMEZ» Ha 00enx
yactax  kancynel.  Comepxumoe
KarcyJi — rpadyJisl 6eoro UuBera.

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. /

Trepasie AEeNaTHHOBBIE IIpo3payHble
Kamcynmel  pasMepa 2 ¢ OEcCUBETHBIM
KOpITyCOM, po30BOIii KpbINIEUKOI u

MapkupoBkoit yepHoro usera «OMEZ» Ha
o0enx yactsax Karcynbl. CogepXKuMoe Karncyn
— rpaHynbl 6ENI0ro HUIIK MOYTH 0esoTo 1BeTA.

2 | Identification / IloaTHHHOCTD

2a) | ByUV/ V-

CHEKTPOHOTOMETPHS

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® - crhekTpsl MNOTNIOLIEHUA pPacTBOPOB
mpemapata W CTaHZapTHoro  obpasia
omMernpasona B obnact ot 230 no 350 nm
NOJDKHEI UMETh MaKCHMyMBI TIpH OJXHON U
TOW e IUTUHE BOJTHEI.

Remarks : The Product conforms to ND/
IMpumeyanne: [Iponyxt cooTBeTcTBYET TpeboBanusim HJI

Conclusion : APPROVED /
3axmouenue: OTOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3IA

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: Omes® (omenpason), kancynsl 20 mr

Batch No. / Cepus No: B2201194

Batch Quantity / OGbem
cepuu: 1990000 NO

AR No / Anaantudeckuii oruer Ne:
2002FP22000746

Date of Analysis / /laTa
ananm3a:  14-04-2022

Mfg. Date: / JlaTa npousBoacTBa: 03/2022 Date of Expiry / T'ogen no:

02/2025

Analysis performed according ND / Ananus nposeaen mo H/: 1T N015479/01-121120

BOXX unu
CB2XX/BCXX

Ne Test / [loxazaTenn Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTpeTcTByeT TpebonaIiIM chromatogram of test solution should

correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

BpeMms ymepXKHBaHHS OCHOBHOTO TIMKA HAa
XpoMmaTorpaMme  HCHBITYEMOTO  pacTBOpa
JIOJKHO COOTBETCTBOBATh BpEMEHU
YIEpXWBAaHUS  OCHOBHOTO nUuka  Ha
XpoMaTorpaMMe  pacTBOpa CTaHOapTHOTO
oOpasua oMernpazona (pasmen
«KonmnuecTBeHHOE OTIpEIEIIEHHE ).

/ Cpeansist Mmacca
COAEPKUMOT0 KaTcya

3 | Average net fill weight 263.6 mg /263,6 MT 270.0 mg £ 5.0 % (Between 256.5 mg and

283.5mg) /
270,0 mr £ 5,0 % (256,5 mr - 283,5 ™mr)

4 | Water / Boga 1.1% w/w/1,1% Not more than 3.0% /

He 6omnee 3,0 %

5 | Uniformity of dosage 49/49
units / OqHopoaHoCTH

Acceptance value (AV) should be less than or
equal to 15.0./

A03UPOBAHUSA [TokazaTtens mpuemieMoct (AV) nomxeH
ObITH MeHee Uy paBeH 15,0.
6 | Dissolution / 0%, 2%, 3%, 0%, 2%, 2% In 0.1 M hydrochloric acid solution - not
PacTBOpeHUE more than 10 % of C;sH;oN5;05S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XI0pHUCTOBOAOPOAHOM
KUACIOTEI - He 6onee 10 % C7H;9N305S
(omMempazom) depes 2 4.

96%, 96%, 95%, 97%, 96%, 95% | In pH 6.8 buffer - not less than 75 % (Q) of

C17;H1sN304S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17H;sN;0;S (oMenpazon) gepes

30 mMuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IIpumevanne: [TponykT cooTBeTcTBYET TpeboBanuaM HJII 3akmouenune: OIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJTH3IA

Product: Omez (Omeprazole), capsules 20 mg_

]'[_pou_ylc; OMe3® (omerpazon ), Ktlllcy.l'l_i:l E_Q_Mr

Batch No. / Cepusi Ne: B2201194 Batch Quantity / O6bem
- cepun: 1990000 NO
AR No / AHanurndeckuii orvet Ne: Date of Analysis / laTta N
2002FP22000746 anagamnsa: 14-04-2022
Mfg. Date: / JaTa npousBoacTBa: 03/2022 Date of Expiry / T'ogen go:
02/2025

Analysis performed according ND / Anaaus nposenen mo H/: 11 N015479/01-121120

Yeasts and Mould Count
O061uee 9Hcio
JIPOXOKEBBIX U
TJIECHEBBIX IPHOOB

Meree 10 KOE/r

Ne Test / [ToxazaTenn Result / PesyabTaTsl Specification / Hopma

7 | Related substances / TToetoponHue npumecu
Any individual 0.05% /0,05% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6as equHNYHAS

HEWACHTUhULUHUPOBAHHA

s TIPUMECH

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

8 | Assay/ 19.6 mg/ 19,6 mr 18.0mg to 22.0 mg of C;H;yN;0;58
Konu4uecTBeHHOE (98.0% / 98,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeseHHe label claim). /

Oor 18,0 Mr Jao 22,0 MI C]7H19N303S
(omenpazon) B karcyne (ot 90,0 mo 110,0 %
OT HOMHWHAJILHOTO COXEPXKaHNA).

9 | Microbial limits / Mukpoononoruieckast YucToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6osee 1000 KOE/r
Ob1iee yucno a3poOHBIX

MHKPOOPTaHN3MOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /

He 6onee 100 KOE/r

¢) E. coli

Absentin1 g/
OtcyterByerB I T

Absentin 1 g/
OrcyrcrBre B 1 T

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
KalcyNl B AaTIOMHHHEBOM CTpHIIE.
ITo 3 crpuna ¢ HHCTpyKLMed MO
TIPUMEHEHHIO B [TAUKy 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 xanicyn B anioMMHHEBOM
ctpurnie unmu B [TA/AJI/TIBX // anroMuHMEBOM
6muctepe. ITo 3 crpuna umm no 3 6nuctepa ¢
HHCTPYKUMENR TI0 TMPUMCHEHWI0O B MaydkKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanue: ponykt coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axawouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIU3A

Product: Omez (Omeprazole'), capsules 20 r_ng -

.Hp_O}:lyKT: Owme3® (omMertpazon), Karncyabl 2O_Mr

Batch No. / Cepust Ne: B2201194

Batch Quantity / O6bem
cepun: 1990000 NO

AR No / Anaanrudeckuii oraet Ne:

Date of Analysis / laTa

2002FP22000746 aHaausza: 14-04-2022
Mfg. Date: / JlaTa npou3sBoacTBa: 03/2022 Date of Expiry / T'ogen no:
02/2025

Analysis performed according ND / Ananus nposegen mo H/I: TI N015479/01-121120

Ne Test / ITokazaTenan Result / PesyabTaTnl Specification / Hopma
11 | Labeling / According to ND /B coursercrsun ¢ HII
Mapxknposka
12| Storage conditions / At temperature below 25 °C. / Tlpn Temneparype He Beiue 25 °C.
YcsioBHst XpaHEeHUs
13 | Shelf life / Cpox 3 years / 3 roma
TOAHOCTH

Remarks : The Product conforms to ND/

IIpumevanne: IIpoaykT cooTBETCTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3axawuyenne: OJOBPEHO
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