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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Batch No. / Cepus Ne:

Product: Omez (Omeprazole), capsules 20 mg
B2200270

Hponyk; Omes® (0Menpa30_n), KarcyJisl 20 wr

Batch Quantity / O6nem
cepuu: 1990000 NO

2002FP22000202

AR No / AHanuTugecknii ordet Ne:

Date of Analysis / JaTta
anajusa: 04-02-2022

T\’[fg. Date: / JlaTa H]I_)OHSBOJICTBa:

0172022

Date of Expiry / 'ogen no:
12/2024

Analysis performed according ND / Ananus nposesen no H/: TT N015479/01-121120

Ne

Test / Iloka3zaTenanb

Result / Pe3yasTaThl

Specification / Hopma

1

Description /
Onncanue

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. /

Tsepasle JKENATUHOBbIE
TIpo3payHble Kamncynbl pasmepa 2 ¢
OCCIBETHEIM  KODITYCOM, PO30BOIA
KpBILLICUKOH n MapKUpPOBKOH
yepHoro usera «<OMEZ» na o6Genx
gacTax kamcynel.  Coaepxumoe
KarcyJ — rpaHyibl 6eoro npera.

| 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. /
Teepabie KeJIaTUHOBLIC
Kamncynsl  pasmepa 2 ¢ OecuUBeTHBIM
KOpITYyCOM, pO30BOH KPBILIEYKO "
MapkuUpoBKoii uepHoro neera «OMEZ» na
obeunx yacTsx karcynsl. CogepXuMoe Karncys

— TpaHyJIbI 6eoro MITH MOYTH OEJIoT0 IBETA.

Mpo3pavHble

Identification / IloguHHOCTL

2a)

By UV/VYO-
cnekTpodoToMeTpus

Complies as prescribed/
CoortBercTByeT TpebOBaHUAM

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® - cHekTpbl TMOTJIOUIEHUS pPacTBOPOB
mpemapara M CTaHEApTHOro  obpasma
oMmenpazona B obnactu ot 230 mo 350 um
JOJDKHBI UMETh MaKCHMYyMbI IIpY OXHON H
TOM K€ JUTHHE BOJIHBI.

Remarks : The Product conforms to ND/
Mpumeyanne: ITponykT cooTBETCTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

_i’roduct: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepust Ne: B2200270

Ilpoaykr: Omes® (omenpazom), xarcymst 20 MT
Batch Quantity / O6bem
cepun: 1990000 NO

CBIOXX/BCXKX

AR No / Ananutuyeckmii oruer Ne: Date of Analysis / laTa
2002FP22000202 anagmsa:  04-02-2022
Mfg. Date: / laTa npon3BoacTBa: 01/2022 Date of Expiry / T'oaen xo:
12/2024
Analysis performed according ND / Anaawns nposeaen no H/I: 11 N015479/01-121120
Ne Test / IlokazaTeas Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBeTCTBYET TpeOOBaHMAM chromatogram of test solution should
BOXCK correspond to the retention time of main peak

in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

BpeMss ynepKMBaHHA OCHOBHOTO THMKa Ha
XpoMarorpaMMe  HCIBITYEMOTO  pacTBopa
IOIKHO COOTBETCTBOBATH BpeEMEHH
YHEepPXUBAaHUI  OCHOBHOIO NUKa  Ha
XpOMaToTpaMMe  pacTBopa CTaHIapTHOTO
oOpazna oMerIpazoiia (pazmen
«KonuuecTBeHHOE OTIpEENEHUEN).

/ Cpeansist Macca
COAEePKHUMOr0 KamncyJa

3 | Average net fill weight | 267.7 mg/267,7 mr 270.0 mg + 5.0 % (Between 256.5 mg and

283.5 mg) /
270,0 Mr + 5,0 % (256,5 Mr - 283,5 Mr)

4 | Water / Bopa 1.1% w/w /1

,1% Not more than 3.0% /

He 6onee 3,0 %

5 | Uniformity of dosage 3.2/3.2
units / OqHOpoaAHOCTH

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

91%, 92%

DO3UPOBAHHS IToxazartens npuemneMoctu (AV) nonxeH
ObITH MeHee WK paseH 15,0.
6 | Dissolution / 0%, 0%, 1%, 1%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopeHne more than 10 % of C;H;o0N;05S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJI0pHCTOBOAOPOAHOMN
KUCIOThI - He 6onee 10 % Ci;H;sN:03S
(omMenpazon) gepes 2 .

92%, 96%, 93%, 96%, In pH 6.8 buffer - not less than 75 % (Q) of

C,7HsN;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7HoN;0;S (omempazon) uepes

30 MHUH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

TTpumeuanue: [ponykr coorBeTcTBYeT TpeboBaHuam HJL 3axirwuernne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
|Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Omes® (omenpason), kancy sl 20 M_L —
Batch No. / Cepust Ne: B2200270 Batch Quantity / O6bem
B cepun: 1990000 NO -
AR No / AvajsuTHdyeckui oTdert Neo: Date of Analysis / JlaTa -
2002FP22000202 anaausa: 04-02-2022
Mfg. Date: / [IlaTa npou3BoAcTBAa: 01/2022 Date of Expiry / 'ongen go:
12/2024

:\nalysis performed according ND / Anaaus npoeenen no HJI: TI N015479/01-121120

Ne

Test / Iloxa3aTenb

Result / Pe3yabTarsl

Specification / Hopma

7

Related substances / ITocTtopoHHue NIpAMecH

' Any individual

unidentified impurity /
JIro6as emuHaNYHAs
HeueHTU HHIMPOBaHHA
sl IPUMeEch

0.04% / 0,04%

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

Total impurities /

0.1%/0,1%

Not more than 2.0 % /

3 strips and patient information
leaflet in a carton pack. / [To 10
Kalcyn B aTIOMHHHECBOM CTpHIIE.
ITo 3 crpuna c¢ WHCTpyKUWeH TI0
HpUMEHEHUTO B MaYKy KapTOHHYIO.

CymMa npumeceit He 6onee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 mr 180mg to 22,0 mg of C;HgN;058
KoJn4ecTBeHHOE (99.2% / 99,2%) (omeprazole) in capsule (90.0 to 110.0 % of
ompefeaeHHe label claim). /

Or 18,0 mr mo 22,0 mr C;7H;oN;Os5S
(omenpason) B xarcyine (ot 90,0 no 110,0 %
OT HOMHHAJIEHOTO COZlEPKaHN).

9 | Microbial limits / MukpoOmnosornieckasi UMcToTa

a) Total Aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6omee 1000 KOE/T
O6uiee YKco adpobGHBIX

MUKPOOPTaHH3MOB
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
O611e€e YHCTIO0
TIPOXOKEBBIX U
MJIECHEBLIX TPHOOB
¢) E. coli Absentin1 g/ Absentin1 g/
OrcyrcrByerB I T OtcytcrBue B 1 1

10 | Packaging / Ynakoska | 10 capsules in an aluminum strip. . .

in an aluminum

10 capsules strip  or
PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / ITo 10 xancyn B anroMMHUEBOM
ctpurte win B ITA/AJI/TIBX // anmroMuHEEBOM
6nucrepe. ITo 3 cTpuma unm 1o 3 dnuctepa ¢
UHCTpYKUME M0 MNPUMEHEHHMI0 B MaukKy
KapTOHHYO.

Remarks : The Product conforms to ND/
IMpumeuanne: ITpoaykT cooTBeTcTBYET TpeboaHuaM HJT

Conclusion : APPROVED /
3amouenne: OJJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

HponyKT_: Omes® (oMerpazon), KarncyJrbl 20 Mr

Batch No. / Cepust Ne:

B2200270

Batch Quantity / O6bem
cepum: 1990000 NO

TAR No / Anaautnieckuii otuert Ne:
2002FP22000202

Date of Analysis / laTa
anammsa:  04-02-2022

Mfg. Date: / JaTa npoussoacTBa: 01/2022

Date of Expiry / T'ogen no:

12/2024
Analysis performed according ND / Ananus nposeaer mo HJI: IT N015479/01-121120
Ne Test / IlokazaTennb Result / PesyabTaTnr Specification / Hopma
11 | Labeling / According to ND / B cootetcTBum ¢ HJJ
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / TTpn Temneparype He Boime 25 °C.
YcaoBusi XpaHeHHs
13 | Shelf life / Cpox 3 years / 3 rona
rOAHOCTH

Remarks : The Product conforms to ND/

Ipumeuanue: IIponykT cooTBeTcTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
3akawuenne: OJOBPEHO
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