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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (E)meprazole), capsules 20 mg

Mpoaykcr: OMes® (omerpason), Kancynist 20 mr

Batch Quantity / O6bem

Batch No. / Cepus Ne: B2104169

cepnms

1990000 NO

2002FP21002406

AR No / Ananuruueckuii otaert Ne;

AHaJIM3a:

Date of Analysis / laTa

07-12-2021

Mfg. Date: / lata npousBojicTBa:

11/2021

10/2024

Date of Expiry / 'ogen go:

Analysis performed according ND / Auaius nposeaen no HA: 1 N015479/01-121120

Ne Test / IlokazaTen

b

Result / PezyabTaTnl

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. /

Teepasie XeaTUHOBbIE
NIpo3payHble Kamlcysl pasMepa 2 ¢
6eCLBETHBIM KOPTNYCOM, po30BOit
KpPBILICYKOI " MapKHPOBKOI
yepHoro nsera «OMEZ» Ha o0enx
yacTax kancyisl. Comepxumoe
KarncyJ — rpaHynsl 6enoro ugera,

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. /

Teepasic JKENATHHOBBIE TIpO3payHbIe
Kancynmel  pasMepa 2 ¢ GeclBETHBIM
KOPITyCOM, pO30BOIi KpbIteuKoii "

MapKHpoBKOH 4epHoro mneeta «OMEZ» Ha
06enx yacTax kancynbl. ConepkuMoe Karncyi
— rpanynsl 6enoro unm noytu 6esoro 1Bera.

2 | Identification / MloaTuHHOCTD

2a) | ByUV/ VY-

cnekTpodoToOMeTpHs

Complies as prescribed/
CootBercTByeT TpeGoOBaHUAM

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® - CHekTpel TOTTIOIIEHUS PaCTBOPOB
npemapata M CTaHAapTHoro  ofpasua
omenpasona B obmactn ot 230 mo 350 HM
JIOJKHBI UMETh MaKCHMYMBl TIPH OXHOU W
TOM K€ JIJIMHE BOJIHBL.

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT cootBercTByeT TpeGopanuaM HJT

Conclusion : APPROVED /
3akawuenne: OIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Hpoaykr: Omes® (omerpason), Karcyist 20 mr I

| £
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Batch No. / Cepusn Ne; B2104169 Batch Quantity / O6bem

cepun: 1990000 NO -
AR No / Anaaurudecknii oryer Ne: Date of Analysis / JlaTa
2002FP21002406 anaamsa;  (07-12-2021

Mf{g. Date: / Jara upoussoacrsa:

11/2021
10/2024

Date of Expiry / 'onen ao:

Analysis performed according ND / Anauns nposeaen mo HJI: T1 N015479/01-121120

solution should

Ne Test / [lokazatens Result / PesynabTaTnr Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeboBaHNIM chromatogram of test
BIX s f:orrespond to the retention time of main peak
CBYXX/BCXX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMsi ynepXHBaHHs OCHOBHOTO THKa Ha
XpOMaTorpaMMe — HCITBITYEMOTO  pacTBOpa
TOMKHO COOTBETCTBOBATh BpPEMEHN
yOepXKUBaHWS  OCHOBHOIO MHKa  Ha
XpoMaTorpaMMe — pacTBOpa  CTaHAapTHOTO
obpazua oMenpasosa (pasmen
«KonudecTBeHHOE onpezieneHuey ).

3 | Average net fill weight
/ Cpeansas Macca
COAEPIKIMOr0 KamcyJ1

2729 mg/272,9 mr

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 / Boaa

1.1% w/w / 1,1%

Not more than 3.0% /
He 6onee 3,0 %

S | Uniformity of dosage
units / OaHopoaHOCTH
A03HPOBAHUSA

24724

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

IToxazarens npuemnemoct (AV) nomkeH
ObITh MeHee WK pasen 15,0.

6 | Dissolution /
PacrBopenue

2%, 0%, 0%, 0%, 0%, 0%

100%, 96%, 98%, 98%, 96%,
100%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;;H;sN;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XnopHcTOBOAOPOIHOI
KUCHOTHI - He Oonee 10 % Ci,H gN;0;8
(omenpason) yepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H1sN30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - ne Mmenee 75 % (Q)
C17H9N;058 (omenpason) uepes

30 muH.

Remarks : The Product conforms to ND/
Npumeuanne: Iponykt coorsercrayer TpeboBanmsM HJJ

Conclusion : APPROVED /
3axawuenne: OJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIM3A

| Product: Omez (Omeprazole), capsules 20 mg

n POAYKT

: OMe3® (oMenpason), KancyJsier 20 mr

Batch No. / Cepust Ne: B2104169 Batch Quantity / O6bem

eepun: 1990000 NO -
AR No / Ananutuuecknii oruer No: Date of Analysis / laTa
2002FP21002406 anaamsa:  07-12-2021

Mfg. Date: / Jlata npousBoacTna:

11/2021

10/2024

Date of Expiry / Togen go:

Analysis performed according ND / Ananus npopesen no HA: T N015479/01-121120

Ne

Test / TokazaTenn

Result / PesyanTaTni

Specification / Hopma

7

Related substances / IlocTroponnue npumecn

Any individual
unidentified impurity /
Jrobast emunuyHas
HeNAEHTHDULMpPOBAaHHA
s IPUMECH

0.04% / 0,04%

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

Total impurities /
CymMa npumeceit

0.1%/0,1%

Not more than 2.0 % /
He Gonee 2,0 %

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karncyll B allOMHHHEBOM CTpHIIE.
Mo 3 crpunma ¢ wmucTpykumeil mo
NPUMEHEHHIO B MAYKy KapTOHHYIO.

8 | Assay/ 20.0 mg /20,0 Mr 180mg to 220 mg of C,;H;4N;0,S
KosnuecTrennoe (99.8% 7 99,8%) (omeprazole) in capsule (90.0 to 110.0 % of
olipe/ieieHHe label claim). /

Or 18,0 MI' 1o 22,0 MT C|7H]9N303S
(omenpazonm) ® kamcyre (ot 90,0 mo 110,0 %
OT HOMUHAJILHOTO CONEePKaHUA ),

9 | Microbial limits / Mukpo6noaornueckast uncrora

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Megnee 10 KOE/r He 6omnee 1000 KOE/r
Obmee uncno aspoGHBIX

MUKPOOPTaHHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Mewnee 10 KOE/r He 6onee 100 KOE/r
Obuiee uncio
JIPOKIKEBBIX U
TUTECHEBBIX TpHOOR
c¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyrcrByerB 1 1 OtcyTcTBHe 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 kancyn B alFoOMUHHEBOM
crpurie unu B ITA/AJI/TIBX // amoMuHuEBOM
6nucrepe. ITo 3 crpuna wim no 3 6nmcrepa ¢
VHCTPYKIMCH N0 NPUMEHEHHWI0 B Mayky
KapTOHHYIO.

|

Remarks : The Product conforms to ND/
Ipumeyanue: [TpoayKT cooTBeTCTRYET TpeboBanusm HJI

Conclusion : APPROVED /
3akaouenue: OJIOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATH3A

Product: Omez (Omeprazole), capsules 20 mg Mpoayxr: Omes® (oMenpasolr), Kancynsr 20 mr
Batch No. / Cepus Ne: B2104169 Batch Quantity / O6nem
. cepun: 1990000 NO
AR No / Ananurudecknii otyet Ne: Date of Analysis / JlaTa
2002FP21002406 anaausa:  07-12-2021
Mfg. Date: / lata npousBogcTBa: 11/2021 Date of Expiry / Togen no:
10/2024

Ana"lysis performed according ND / Ananns nposeen o H/I: T1 N015479/01-121120

Ne Test / Tloka3zaTenn Result / PesynasTaTsi Specification / Hopma
11 Labeling / According to ND / B cootserctBuu ¢ HJI
Mapxkuposka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbitue 25 °C.
YcaoBus xpanenns
13 | Shelf life / Cpok 3 years/ 3 roga
TOHOCTH

Remarks : The Product conforms to ND/

IMpumevanne: [pojykT cooTBeTCTRYET TpeGoBaHsIM HJI

Conclusion : APPROVED /
3axmwouenue: OJIOEPEHO
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