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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAITU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NnPOOYKT OMES3 kancyribl kKuweyHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC74167 Oara npouseoacrea 02.2023  Tlopen no 01.2025
TEST / TECT REQUIREMENT / CMELIU®PUKALIAA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OlMNMUCAHUE TBepAble xenaTuHoBbIe Kancynbl pa3mepa N°4, Conforms / CooTBeTcTBYET
C KpbILLIEYKOI CUHEro LBeTa U KOprycom
6enoro LuBeTa, cogepxallue cepuyeckue
rpaHyrnbl oT 6ernoro Ao no4Ttu 6ernoro ¢
KenToBaTbIM OTTEHKOM LiBeTa.
UNIFORMITY OF DOSAGE UNITS (AV) AV accepted for 10 capsules should not

be more than 15.0 %.

AV calculated for 30 capsules should not

be more than 15.0 % and the content of

omeprazole in not a single capsule

should be outside 0.75M-1.25M.
OOHOPOAHOCTb AO3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe ansa 10 kancyrn, 6,7

OOMKHO 6bITh He 6ornee 15,0 %.

3HaveHue AV, paccuuTaHHoe ansa 30 kancyn,

LOMKHO 6bITh He Gonee 15,0 % u copepxaHue

omMenpasorna Hu B OLHOM Karncyrne He JOMMKHO

BbIXoAuTb 3a npeaenb! 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC) The retention time of the main peak
in the chromatogram of test solution
should comply with retention time of the
main peak in chromatogram of standard
solution. ("Assay" section).
MNOANUHHOCTb (B3XX) BpeMs yaepXxuBaHUsi OCHOBHOIO Conforms / CooTBeTcTBYET
nuKa Ha XpomMarorpammMe UCMbITYeMOoro
pacTBOpa [OMMKHO COOTBETCTBOBAaThL
BpeMeHU yAepXuBaHUsi OCHOBHOTO NUKa
Ha XpoMarorpamme cTaHAapTHOro pacTeopa
(pa3pen «KonuyecTBeHHOE onpeaeneHue»).

(
Approval date (dd.mm.yyyy)/narta ofgo6peHus (4a.MM.Irr): 26.04.2023 k\\ = = / g coyz3
(Signature & Date) Quality Assurance/(Moanuce/aarta) obecneyeHuskadecTsa: f’
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(Signature & Date)/(Monnuce/nata) Macarena Gonzalez \ K P
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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbl kuwevyHopacTtBopumbie 20 Mr

CODE

Kkon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC74167 Oara npouseopactea 02.2023  TFopen no 01.2025

TEST / TECT REQUIREMENT / CMELUA®UKALIAA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOOANMMHHOCTbL B3XX (DAD petexrop)

UV absorbance spectrum of the main peak
recorded in the chromatography of test
solution should comply with UV
absorbance spectrum of the main peak
recorded in the chromatography of
standard solution ("Assay" section).
Y®-criekTp norrnoLieHus1 OCHOBHOIO NukKa, Conforms /| CooTBeTCTBYET
CHSIThIN NPU XpoMarorpadgupoBaHnum
UCMLITYEMOro pacTBopa, JOoImKeH
COOTBETCTBOBaThL Y®-CreKTpy norsoleHus
OCHOBHOFO MUKa, CHATOMY Mpu
XpomaTorpaupoBaHumM CTaHAapPTHOro
pacTtBopa (pasgen «KonuuecteeHHoe

onpepneneHue)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,1 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE ONPENENEHUE

95,0 - 105,0 % oT 3asiIBNEHHOro cofepXxaHus 99,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KOJNMMYECTBEHHOE OMPEOENEHUE
MI/KAMNCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna ao 21,0 mr/kancyna 19,8 mg/cap / MI/KATICYITA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnoTtHas ctapus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro cofepxaHus 0%
C17H19N303S (omenpasona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHas cTagus)

not less than 80 % (Q) of label claim of

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asaBMNeHHOro 101 %
cogepxaHusi C17H19N303S (omenpasona)

yepe3 30 MUH.

RELATED SUBSTANCES
POACTBEHHbIE MPUMECHU

OMEPRAZOLE CARBOXYLATE

not more than 1.0 %

Omenpa3sona kapbokcunar He 6onee 1,0 % <0,1 %
[ <=7
< )
Approval date (dd.mm.yyyy)/aata onobpeHus (aa.Mm.rrrr): 26.04.2023 s = 26423
(Signature & Date) Quality Assurance/(Moanuck/aata) obecrneveHuskavecTsa:

Release by/Bbinywero Deputy Qualified Person/:
(Signature & Date)/(Mognuck/narta) Macarena Gonzalez
Manufacturing Site/MpouasoacTeHHas nnolaaka: Laboratorios Liconsa, S.A.
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) =\ ) LABORATORIOS LICONSA, S.A.
( \\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o 19200 Azuqueca de Henares (Guadalajara), Espafial/Spain

@ H El i ] (} Phone: +34 949 34 97 00
' Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykKT OMES3 kancynbl Kuwe4yHopacTBopumbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC74167 Oata npoussogcrea 02.2023 ropen no 01.2025
TEST /| TECT REQUIREMENT / CNELU®PUKALIUA RESULT / PE3YJIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6ornee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeck G He 6onee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMo6as epuHnyuHasn He Gonee 0,2 % <0,1 %
HeuaeHTUULMPOBaHHas NPUMeCh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecen He Gonee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cooTtBeTcTBUU ¢ H]. Conforms /| CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUE MNMpu Temnepatype He Bbilwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTU 2 ropa.
S
A te (dd.mm. .MM.ITT): 26.04.2023 L) R
pproval date (dd.mm.yyyy)/aata ofgo6peHus (A4.MM.ITrT) 04.2 é‘_,,_ ?/ Q (64 ! 2%

(Signature & Date) Quality Assurance/(IMoanuck/aata) obecrieveHusikadecTsa:
Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mognucs/nata) Macarena Gonzalez ; ‘ —_—
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f*\) LABORATORIOS LICONSA, S.A.
(\/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
S~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

(‘""‘% H E’ n’i (‘} Phone: +34 949 34 97 00
e > st Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OME3 kancynbl KuweyHopacTBopumbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC74167 Oata npoussogctea 02.2023  Togen no 01.2025

TEST/ TECT REQUIREMENT / CNELM®UKALIUA RESULT / PE3YIIbTAT

PACKAGE 5, 6 or 7 capsules in an aluminum
foil blister.
2 or 20 blisters of 5 capsules each and
a patient information leaflet in a
carton.
5 or 10 blisters of 6 capsules each and
patient information leaflet in a carton.
1, 2, 4, 8 or 14 blisters of 7 capsules
each and a patient information leaflet
in a carton.
10 or 14 capsules in PVC-PE-PVDC/AI
blister.
1,2,3,5,6,9 or 10 blisters of 10
capsules each and a patient information
leaflet in a carton.
1, 2, 3, 4 or 7 blisters of 14 capsules
each and a patient information leaflet
in a carton.

YIMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep U3 Conforms / CooTBeTcTBYeT**
antoMuHueBol donbru
Mo 2 unu 20 6nucTepoB no 5 Karicyn BMecTe
C UHCTPYKUUE No NpUMeHEHUIO B NavKy
KapTOHHYHO.
Mo 5 unu 10 6nucTepoB no 6 karncyn BmecTe
C UHCTPYKLMEN NO NPpUMEHEeHUIo B NavKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nucrepos no 7
Karncyn BMecTe C UHCTPYKLMeii no
rpYMeHeHUI0 B NaYuKy KapTOHHYHO.
Mo 10 unu 14 xancyn B NBX-N3-NBAOX/
AnloMUHUEBBIV GnucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepos o
10 kancyn BMecTe ¢ UHCTPYKLUel no
NpUYMeHeHUI0 B NaYKy KapTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nucrepos no 14
Karicyn BMecTe C MHCTPpYKLueii no
npUYMeHeHUIo B MauKy KapTOHHYHO.

Analysis performed according ND
I1rM-006953-180122

AHanus npoBegeH no HL:
11M-006953-180122

Approval date (dd.mm.yyyy)/nata onobpeHus (aa.Mm.rrrr): 26.04.2023 C (('/ ( ,L,7 (;(3\1 2 X
(Signature & Date) Quality Assurance/(Moanucs/aata) obecrneveHusikadecTaa: !

Release by/BbinyweHo Deputy Qualified Person/: ”

(Signature & Date)/(Moanuck/pata) Macarena Gonzalez \ ~

Manufacturing Site/MponasoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. } ) k\ L L‘ L g Pagelctp. 415



LABORATORIOS LICONSA, S.A.

)
( 7 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H E mO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OMES3 kancyrnbl KulieuHopacTBopuMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date:
CEPUA LC74167 Oata npoussoactea 02.2023

Expire Date:

ropen po 01.2025

TEST/ TECT REQUIREMENT / CNELU®UKALIAA

RESULT / PE3YIIbTAT

Notes / HabntopgeHUs
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
IMo 6 kancyn B 6rnucTep U3 antoMUHUEBON G OnbLIU.
Mo 5 6nvcTepoB no 6 Karcyn BMecTe ¢ UHCTPYKLUEN Mo npuMeHeHUto B NaYvky KapToHHYIO.

\

Approval date (dd.mm.yyyy)/aata opobpeHus (AA.MM.rrrT): 26.04.2023 ( GpTa
(Signature & Date) Quality Assurance/(IMoanuck/aata) obecrneyeHusikadecTsa: ]
Release by/BuinywieHo Deputy Qualified Person/: ’
(Signature & Date)/(Moanuck/aata) Macarena Gonzalez < i
Manufacturing Site/lMpouasoncTeeHHas nnowaaka: Laboratorios Liconsa, S.A. ‘\I\
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LABORATORIOS LICONSA, S.A.

t(\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CHEMO B

PaspelwieHue Ha BbIMyCK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl kuleyHopacTBopuMble 20 Mr

PRODUCT

kop : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM-006953
CEPU4 : LC74167 Nata npoussoactea : 02/2023

BATCH MANUFACTURING DATE

Fopen no : 01/2025 Pasmep cepuu : 85.680 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosilyuM s noATBepKAato, 4To AaHHas HgopMaLus SIBMsSIETCS JOCTOBEPHON 1 TOYHON. [laHHasi napTus npopykTa
6bina Nnpon3BeaeHa, BKMIOYas yNakoBKy/MapKupoBKy U KOHTPOIb Ka4uecTBa, Ha YKasaHHOM HIke y4acTke (y4acTkax)
B MOSIHOM COOTBETCTBUM C TpeGoBaHusiMy GMP MecTHOro perynupytolero opraHa, cneuudukaumsiMu B paspelueHum
Ha MapPKeTUHI CTPaHBLI-MMMOPTEPa U TEXHUYECKUMI COTMalleHUsiMU1, KOTOPbIe MOTyT 6bITh 3aKMo4eHbI, Unu ainom
cneuyudpmkauum npogykTa ansi ccnenyembix nekapcTBEHHbLIX CPEeACTB.

3anucu no o6paboTke, yNaKoBKe 1 aHanuU3y NapTum GbINY NPoBepeHbI U NPU3HaHbI COOTBETCTBYIOWMUMY TPEGOBaHUAM
GMP.

MapTtus 6bIna npousseneHa B JllaGopatopuoc Iukoxca SA., a Tam, rae NpMMeHUMoO MUKpoGUonoruyeckoe
uccriegoBaHue,
oHo nposoauTcs B JlaGopaTopuu dueBapHe SA.

| hereby certify that the given information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the below mentioned site (s) in full compliance with the GMP requirements of the
local Regulatory Authority, with the specifications in the Marketing Authorization of the importing country and with technical
agreements that might be in place or product specification file for Investigational Medicinal Products.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

The batch has been manufactured at Laboratorios Liconsa SA, and where microbiogical test is applicable it is performed
at Laboratorio Echevarne, SA.

B

Py LU ,
AN 06 -c41.1 3

Moanuck u para / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PerucTpaumorHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep ITukoHca GMP / LICONSA GMP Number: ES/085HVI/19



