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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykTt: OMe3® (oMenpasot), KancyJisl 20 wmr
Batch No. / Cepus Ne: B2103978 Batch Quantity / O6bem
L cepun: 2000000 NO
AR No / AvaimTudecknii oTyer Ne: Date of Analysis / laTa
2002FP21002272 anaausa: 24-11-2021
Mfg. Date: / laTa npoussBoJcTBAa: 10/2021 Date of Expiry / I'ogen go:

09/2024

Analysis performed according ND / Anaans nposegen no H/I: T1 N015479/01-121120

Ne

Test / Hokazatennb

Result / Pe3yabTaThi

Specification / Hopma

1

Description /
Ouncanue

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. /

Teepnbie )KEJNaTUHOBbIE
TIpO3pavHEIC KaTCyNbl pa3mepa 2 ¢
OecUBETHBIM KOpPIyCOM, pO30BOit
KPRITIIEY KOt " MAPKUPOBKOH
geproro usera «OMEZ» Ha 00enx
yactax kancynel.  Copaepxkumoe
Kamncyn — rpaHynsl 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. /
Teepavie JENATHHOBBIE Mpo3pavHbie
Karcynel  pasMepa 2 ¢ OecuBeTHBIM
KOPILYyCOM, pO30BOit KphILIEYKOH "
MapkupoBkoif depHoro usera «OMEZ» nHa
obenx yacTax Karcynel. ConepxuMoe Kancyn
— rpaHy”nbt 6enoro Uiy novTH Genoro uBeTa.

Identification / TIogMHHOCTD

2a)

By UV/Yo-
cekTpoGoTOMETpUs

Complies as prescribed/
CootsercTByer TpeGOBaHUAM

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. /

VYO - croexTpsl MTOTNOMEHUS pPacTBOPOB
npenapata W cTaHAapTHoro  oOpasua
oMerpazonia B obnmacti ot 230 mo 350 um
JOJDKHEI UMETh MakCUMyMBI TIpW OAHON W
TOIA JKe JITMHE BONHEI.

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axkmoyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoayxr: Omes® (oMempason), Karicyibl 20 mr

2002FP21002272

Batch No./ Cepus Ne: B2103978 Batch Quantity / O6bem
B cepau: 2000000 NO
AR No / Anaanrudeckuii oruer Ne: Date of Analysis / laTa

aHagmsa: 24-11-2021

Mfg. Date: / laTa npou3BoacTBA:

10/2021

Date of Expiry / Togen fo:
09/2024

Analysis performed according ND / Anaaus npoeeaen mo HJI: T1 N015479/01-121120

PacTBopeHue

96%, 96%, 96%, 94%, 94%, 98%

Ne Test / ITokazaTenan Result / PeayabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC Cooursercreyer 1peCoBanMsIM chromatogram of test solution should
BYKX f:orrespond to the retention time of main peak
CBYIKX/BCIKX in the chroma‘Fogram o.f orzleprazczle reference
standard solution (section "Assay"). /
BpeMs ynmepkWBaHMS OCHOBHOIO ITHKa Ha
XpoMaTorpaMme  WCIBITYEMOTO  pacTBOpa
IOTKHO COOTBETCTBOBATh BpeMeHH
VAEPKUBAHUS  OCHOBHOTO nWka  Ha
XpoMaTorpaMMe  pacTBOpa CTaHOAPTHOTO
o6pasua oMeTipazona (pasnen
«KonuyecTBeHHOE OMpeneNcHUE ).
3 | Average net fill weight 271.0 mg/ 271,0 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsist Macca 283.5 mg) /
COXEPIKUMOTO KaTICyJT 270,0 Mr £ 5,0 % (256,5 mr - 283,5 wr)
4 | Water/ Boaa 1.1% w/w/1,1% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 43/43 Acceptance value (AV) should be less than or
units / OgHopoaHoOCTL equal to 15.0./
J03MPOBaHUS IMokazarens npuemnemoct (AV) nomkeH
OBITE MeHee WiM paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% 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 pacrBope XnoprucTOBOAOPOAHON
KUCITOTEI - He 6omee 10 % C,;HoN;O3S
(omenpazon) yepez 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H,9N30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7H9N;0;3S (omemnpazon) uepes

30 MUH.

Remarks : The Product conforms to ND/
Ipumeuaune: [TpoaykT coorBercrByeT TpeboBanuAM HJI,

Conclusion : APPROVED /
Zaxawuenne: OJJOBPEHO
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Product: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Hpoaykr

: OMe3® (0Menpa30n), KaricyJibl 20 mr

Batch No. / Cepust Ne: B2103978 Batch Quantity / O0bem

cepun: 2000000 NO -
AR No / AHasnTHYecKHrii oTdeT Ne: Date of Analysis / laTa
2002FP21002272 anaamsa: 24-11-2021

Mfg. Date: / laTa nponsBogcTea:

10/2021
09/2024

Date of Expiry / I'ogen 1o:

Analysis performed according ND / Anasus nposegen mo H/I: 11 N015479/01-121120

3strips and patient information
leaflet in a carton pack. / ITo 10
Kalcysl B TIOMHUHWECBOM CTpUIIE.
Ilo 3 crpuma ¢ YHCTpYKUUER TIO
MIPUMEHEHHIO B [MAUYKy KapTOHHYIO.

No Test / [loka3zatens Result / PesyabTaTsl Specification / Hopma

7 | Related substances / [locTopoHHHe IPHMeCH
Any individual | 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He Goniee 0,5 %

JTiobas epnnuvHas

HEeWEeHTH (hNLIPOBAHHA

A TIPUMECh

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

8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 220 mg of C7HN3;O;58
KonnyecrBeHHOE (100.1% / 100,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenesieHUe label claim). /

Or 18,0 mr go 22,0 mMr C;HgN3OsS
(omenpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHUHAJIEHOTO COfIepKaHu).

9 | Microbial limits / Mukpo6uosiornueckas 4UCTOTA

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
O0b1ee yncno a3poOHbBIX

MHUKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count | Meree 10 KOE/r He 6onee 100 KOE/r
O6muee 9ncio
JIPOMOKEBBIX U
TIIECHEBBIX TPUOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytcrByerB I T OtcytctBue B 1 T
10 | Packaging / Ynaxoska | 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 karncys B amtOMHUHHEBOM
crpurte unu B [TA/AJI/TIBX // amomuAIEeBOM
6nuctepe. I1o 3 crpuna unu no 3 6nucrepa ¢
HHCTPYKIMEH 10 TIpAMEHEHWI0 B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanue: [IponykT cooTBeTCTBYET TpeboBannsaM HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3IA
Product: Omez (Omeprazole), capsules 20 mg Hpoayxr: Omes® (oMempazoln), kancyrst 20 mr
Batch No. / Cepus Ne: B2103978 Batch Quantity / O0nem
| cepuu: 2000000 NO
AR No / Asaautudeckuii otueT Ne: Date of Analysis / JlaTa
2002FP21002272 anagusa: 24-11-2021
Mfg. Date: / laTa npou3BoacTBAa: 10/2021 Date of Expiry / T'oaen go:

09/2024

Analysis performed according ND / Anaaus nposenen no HJL: T1 N015479/01-121120

Ne Test / IlokasaTenan Result / PesynbTaThl Specification / Hopma
11 | Labeling / According to ND / B coorsercreun ¢ HJJ
Mapkupogka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbiue 25 °C.
Ycaosus xpanenus
13 Shelf life / Cpox 3 years /3 roma
TOAHOCTH
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Remarks : The Product conforms to ND/
Ipumeuanne: [Tponyxt coorBeTcTBYET TpeboBaHusaM HII

Conclusion : APPROVED /
3akmiouenue: OJJIOBPEHO
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