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

CEPTU®UKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPogyKT OMES3 karncyrbl KuleyHopacTBopuMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4 LC72037 Oara npoussoncrea 11.2022 Fopen no 10.2024
TEST / TECT REQUIREMENT / CNIEIM®UKALINA 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 TBepAkle XenaTuHoBbLIe Karncyrnbl pa3mepa N°4, Conforms / CooTBeTcTBYET

C KpbilWey4Kol CUHero LiBeTa 1 KoprnycoMm
6ernoro LBeTa, cofepxalive cpepuieckue
rpaHy”nbl ot 6enoro o noytu 6ernoro c
XenToBaTbIM OTTEHKOM LiBETa.

UNIFORMITY OF DOSAGE UNITS (AV)

O[JHOPOAHOCTb OO3UPOBAHUA (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.

3Ha4yeHue AV, paccuutaHHoe ans 10 kancyn,
LOMKHO BbITh He Gonee 15,0 %.

3HayeHue AV, paccuuTtaHHoe ansa 30 kancyn,
[OMKHO BbITh He 6onee 15,0 % u conepxaHue
oMenpa3orna Hu B OQHOU Karncyre He JOMKHO
BbIXoAUTb 3a npeaenbi 0,75M-1,25M.

8,4

OMEPRAZOLE IDENTIFICATION (HPLC)

NOANIMHHOCTb (B3XX)

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).

BpeMs yaepXuBaHUsi OCHOBHOIO

nuKa Ha XxpomaTorpaMmme UCMbITyeMoro
pacTBopa [JOfDKHO COOTBETCTBOBAaTh
BpeMeHU yepXVWBaHUs OCHOBHOIO NMKa

Ha XpomaTorpamme cTaHAapTHOro pacteopa
(pa3pen «KonuyecTBeHHOE onpeneneHue»).

Conforms / CooTBeTCcTBYET

Approval date (dd.mm.yyyy)/nata ogobpenus (aa.mm.rrrr): 23.01.2023 }g) 22O ,)5
(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecneyeHuskayecTsa: B -

Release by/Bbinyiiero Deputy Qualified Person/:
(Signature & Date)/(Moanuce/nata) Macarena Gonzalez
Manufacturing Site/lpouaBogcTBeHHas nnowaaka: Laboratorios Liconsa, S.A.

?f\\%ﬁg@ 2%

Page/ctp.1/5




f\) LABORATORIOS LICONSA, S.A.
] \-j Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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C H E mQ Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoayKT OMES3 kancyrnbl KulueyHopacTBopuMble 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC72037 Nara npoussoactea 11.2022 Fopen po 10.2024

TEST /| TECT REQUIREMENT / CTIELUIM®UKALIUA RESULT / PE3YINIbTAT
OMEPRAZOLE IDENTIFICATION HPLC (DAD UV absorbance spectrum of the main peak
detector) 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).
MOANIMHHOCTbL B3XX (DAD petektop) Y®-crnieKTp NOrnoLeHnusi OCHOBHOIO MukKa, Conforms / CooTBeTcTBYET
CHATLIN Npy XpomaTorpadupoBaHun
UCMbITYEMOro pacTBopa, JOMKeH
cooTBeTCTBOBaTh Y®-creKTpy nornoweHusi
OCHOBHOIO MUKa, CHATOMY Npu
XpomartorpadupoBaHum cTaHgapTHOro
pactBopa (paznen «KonuyectseHHoe

onpeperneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONWYECTBEHHOE OMNMPEQENEHUE 95,0 - 105,0 % oT 3asiBreHHOro copepxaHus 98,6 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUWYECTBEHHOE OMPEOENEHUE Or 19,0 mr/kancyna go 21,0 mr/kancyna 19,7 mgl/cap / MI/KAMCYNA
MI/KAMCYIA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucrniotHas cranus) He 6onee 10 % oT 3asABNeHHOro coaepaHus 1%
C17H19N303S (omenpa3sona)
yepe3s 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas cragus) He meHee 80 % (Q) ot 3aABneHHOro 97 %
conepxanus C17H19N303S (omenpasona)
yepe3 30 MUH.
RELATED SUBSTANCES

POOCTBEHHbLIE NPUMECH

OMEPRAZOLE CARBOXYLATE nat more than 1.0 %
Owmenpa3sona Kapbokcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/aaTa onobpeHus (aa.mm.rrrr): 23.01.2023 2\ - 0350223
(Signature & Date) Quality Assurance/(Mognuck/aaTa) obecneveHusikadecTsa: iy e
Release by/BoinyweHo Deputy Qualified Person/: & | \
(Signature & Date)/(Moanuce/aata) Macarena Gonzélez ﬁ}\ \L__ Vl,, —— \{

Manufacturing Site/MpouasoacTeeHHas nnotaaka: Laboratorios Liconsa, S.A. = N ) )) 0O ‘ 2\5 Pagelctp.2/5

X



/ ) LABORATORIOS LICONSA, S.A.
‘(kj Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N\~ 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 AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayYKT OMES3 kancyrnbl kMweyHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUAA LC72037 fara npoussoactea 11.2022 ogex no 10.2024
TEST /| TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 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
Moban eguHUYHan He 6onee 0,2 % 0,1%

HeuaeHTUdULMPOBaHHas NpUMech

TOTAL IMPURITIES not more than 2.0 %
Cymma npumecen He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cootBeTtcTBUM € H. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C
XPAHEHUE MNpu TemnepaTtype He Bbiwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTHU 2 ropa.

= -~ )’
Approval date (dd.mm.yyyy)/nata opobperus (aa.mm.rrrr): 23.01.2023 @ ,2 '1) C> ( 2 l)
(Signature & Date) Quality Assurance/(Moanuck/aara) obecneveHuskadectaa: s

Release by/Beinyiiero Deputy Qualified Persons: K \ e
(Signature & Date)/(Moanucs/nata) Macarena Gonzalez \Py\ il g
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f""*“\ LABORATORIOS LICONSA, S.A.
\‘\:{ 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 AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbl kuleyHopacTBopumMble 20 mMr

CODE
koA 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC72037 Oata npoussogcrea 11.2022 logex no 10.2024

TEST / TECT REQUIREMENT / CTIELUM®UKALINA

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.

YINAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrtep U3
antoMuHUeBol onbru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BmecTe
C MHCTPYKUUEN No NpUMeHeHUIo B NaykKy
KapTOHHYHO.
Mo 5 unu 10 6nucTtepos no 6 karicyn BMecTe
C UHCTPYKLMEN No NPUMEHEHUIO B Na4Ky
KapTOHHYIO.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Kancyn BMecTe C MHCTpyKuuen no
npuUMeHeHUIO B NavKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-NM3-NBOX/
AntoMuHMeBbIN 6nuctep.
Mo1,2,3,5,6,9 unu 10 6nuctepoB no
10 kancyn BMecTe C MHCTPYKLMel no
NPUMEHEeHUI0 B NayKy KapTOHHYIO.
Mo 1, 2, 3, 4 unu 7 6nucrepos no 14
Karcyn BMecTe C MHCTpYKL el no
rnpuUMeHeHUIo B NavKy KapTOHHYIO.

Conforms / CooTBeTCTBYET**

Analysis performed according ND
1nn-006953-180122

Ananus npoepeH no HL:
In-006953-180122

Approval date (dd.mm.yyyy)/nata dnobpenus (aa.mm.rrrr): 23.01.2023
(Signature & Date) Quality Assurance/(Moanuce/aata) obecrneyeHuskadecTsa:
Release by/BuinyweHa Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/nata) Macarena Gonzélez

Manufacturing Site/[poussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH Emo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nrPogyKT OMES3 kancynbl kMweyHopactBopumble 20 mMr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC72037 HOata npouseopctea 11.2022 Fopen mo 10.2024

TEST / TECT REQUIREMENT / CNIELIUPUKALIUA RESULT / PE3YIIbTAT

Notes / HabrntopeHus
**§ capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 kancyn B 6rnucrep U3 artoMMHUeBON donbru.
Mo 5 6nucTepoB o 6 Karncyrn BMecTe ¢ MHCTPYKLUel Mo npumMeHeH o B NaYKy KapToHHYIO.

Approval date (dd.mm.yyyy)/naTa onobpeHus (aa.mm.rrrr): 23.01.2023 f?} 2 ))b

(Signature & Date) Quality Assurance/(Moanuck/aara) obecrneveHusikadecTsa: /

Release by/BeinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/nata) Macarena Gonzalez ,\K\l

Manufacturing Site/lMpoussoactaeHHas nnowagka: Laboratorios Liconsa, S.A. 7,7, D ) 2. S
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"\\) LABORATORIOS LICONSA, S.A.

by
f‘ i
(\\{ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

CH E mo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspeLueHue Ha BbINyckK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl kKulue4yHopacTBopumMbie 20 mMr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1I-006953
CEPUSA : LC72037 Nata npoussogctea : 11/2022

BATCH MANUFACTURING DATE

lNogen no : 10/2024 Paamep cepum : 354.031 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiumM st NoATBepXAalo, YTO AaHHas UHMOPMaLs sIBISIETCS JOCTOBEPHONM U TOYHOW. [laHHas napTus npopdykTa
6bina npou3BefeHa, BKNIoYas ynakoBky/MapKupoBKy 1 KOHTPOIb KauyecTBa, Ha ykasaHHOM HKe y4acTke (y4acTiax)
B NOMHOM COOTBETCTBUM ¢ Tpe6oBaHusmu GMP MecTHOro perynupytoliero opraqa, creuuduraluusamy B paspelieHmu
Ha MapKeTUHI CTPaHLI-UMMOPTEPa U TEXHUYECKUMM COrMalieHUaAMU, KOTopbie MOTYT BbITk 3aKtoUeHbl, Uiu datiriom
creumdmkauum npoaykTa ans Mccrenyembix nekapcTBeHHbLIX CPeAcTB.

3anucu no o6paboTke, ynakoBke U aHanu3y napTum 6bInu NPoBepeHb! U NPU3HaHLI COOTBETCTBYIOLMMM TPeGOBaHUAM
GMP.

MapTus 6bina npoussepeHa B flaopatopuoc JlukoHca SA., a Tam, rae npuMeHMMo MUKpobUuonoruyeckoe
uccnegoBaHue,
oHo nposoguTcs B llaGopaTtopumn 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.

~
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PN T3 0105
< 13 0V L
Moanuck u gata / Signature&Date: Macarena Gonzalez

| Deputy Qualified Person

PeructpaumoHHoe ynoctosepeHue / Manufacturing Authorization: 3414E
Homep fukorca GMP / LICONSA GMP Number: ES/085HV1/19



