”ﬁ"“‘i\) LABORATORIOS LICONSA, S.A.
{(\\ /4 Avda Miralcampo 7. Polig Ind. de Miralcampo
N~ 19200 Azuqueca de Henares - Guadalajara - Spain

CHEMO Fove 134549266037
CERTIFICATE OF ANALYSIS
CEPTU®UKAT ~ AHAJIN3A

PRODUCT OMEZ capsules enteric-coated 10mg
nPOAYKT OMES3 kancynbl kuwevHopacTteBopuMblie 10 mMr

CODE
Kopn 231902
BATCH Manufacturing Date: Expire Date:
CEPUA LC71408 Nata npoussopctea 08.2022 Fopen po 07.2024
TEST / TECT REQUIREMENT / CNEUUAPUKALIUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No. 4 with green
cap and white body containing white to
off-white with yellowish tint spherical
granules
OMUCAHUE TeepAble XenaTMHOBbIe Kancyrbl pa3mepa Ne 4, Conforms / CooTBeTCTBYET
C KpbILLEeYKoli 3erleHOro LBeTa U Kopnycom
6eroro LBeTa, cofepxalluue cdepuyeckue
rpaHysibl oT 6eroro o no4Ttn 6ernoro ¢
enToBaTbIM OTTEHKOM L|BeTa.
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.
OOHOPOOHOCTb AO3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe ans 10 kancyn, 8,9

LOMKHO 6bITh He Gornee 15,0 %.

3HauveHue AV, paccuutaHHoe ans 30 kancyrs,

[OMKHO 6bITh He 6onee 15,0 % u cogepxaHue

omMenpasorna HU B OQHOM Karcyre He AOMMKHO

BbIX0AUTL 3a npegenb! 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).
NOASIMHHOCTb (B3XX) Bpems yaepXXvBaHUsi OCHOBHOIO Conforms / CooTBeTCcTBYET
Nu1Ka Ha XxpomaTorpamme UCMbLITYyeMOoro
pacTBOpa [OMKHO COOTBETCTBOBATL
BpeMeHU yAepX1UBaHWUA OCHOBHOIO MuKa
Ha XxpomaTorpamMmme CTaHAapTHOro pacTeopa
(paspen «KonuuecTBeHHOE onpeaeneHue).

Approval date (dd.mm.yyyy)/aata ogobpenus (aa.mMm.rrrr): 14.12.2022 , K\\ v ez o
(Signature & Date) Quality Assurance/(lMognucs/aarta) obecneveHusikavecTa: M '\\ \\(\ Z 7 e r/ S \\" 7; l!-f ‘2 , Z Z
Release by/Bbinywero Deputy Qualified Person/: il Mo

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez

Manufacturing Site/MpoussogcTeeHHas nnotaaka: Laboratorios Liconsa, S.A. Page/ctp. 1/5
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CHEMO

LABORATORIOS LICONSA, S.A.
Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIUA3A

PRODUCT OMEZ capsules enteric-coated 10mg
nPoOyKT OMES3 kancynbi knweuyHopacteopumMblie 10 mMr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC71408 Oara npoussogctea 08.2022 Fopen no 07.2024

TEST / TECT REQUIREMENT / CNELUW®UKALIUA RESULT / PE3YJIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOAIMHHOCTb BXX (DAD aetektop)

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®-cneKTp norrnoLieHusi OCHOBHOrO MUKa, Conforms / CooTBeTCTBYET
CHATBLIN NPU XpomaTorpadupoBaHmm
UCMNbLITYEMOro pacTBopa, JoMKeH
COOTBETCTBOBAThL Y®-CrieKTpy nornoieHus
OCHOBHOTO fUKa, CHATOMY Nnpu
xpomarorpadupoBaHum CTaHAapTHOrO
pactBopa (pasgen «KonuyecteeHHoe

onpegerneHuney)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,8 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUYECTBEHHOE OMPEQENEHUE 95,0 - 105,0 % oT 3asiBNeHHOro copepXaHusi 97,4 %
OMEPRAZOLE ASSAY MG/CAPSULE 9.5 mg/capsule to 10.5 mg/capsule
KOJIMYECTBEHHOE OMNPEQOENEHUE Ot 9,5 mr/kancyna go 10,5 mr/kancyna 9,7 mgl/cap / M[/KATMNCYNA
MP/KAMNCYIA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnoTtHas ctanus) He 6onee 10 % oT 3asiBNeHHOro cofepxaHus 1%

(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 3asiBNeHHOro coaepxa 99 %
C17H19N303S (omenpa3ona) Yepes 30 MuH.

RELATED SUBSTANCES
POLOCTBEHHbIE NPUMECHU

OMEPRAZOLE CARBOXYLATE

not more than 1.0 %

Owmenpa3sona kap6okcunar He 6onee 1,0 % <0,1 %
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
Approval date (dd.mm.yyyy)/nata ogobpeHus (oa.Mm.rrrr): 14.12.2022 (\ k\ A "
(Signature & Date) Quality Assurance/(lMoanucb/aata) obecrneyeHusikayecTsa: N “’\\\ —
| > /{L( f Z L L

Release by/Bbinyiero Deputy Qualified Person/:

(Signature & Date)/(Mopnucs/aata) Macarena Gonzalez

Manufacturing Site/MpoussoacTeeHHas nnolagka: Laboratorios Liconsa, S.A.
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f\\) LABORATORIOS LICONSA, S.A.

%(\“\% Avda Miralcampo 7. Polig Ind. de Miralcampo

19200 Azuqueca de Henares - Guadalajara - Spain

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAITU3A

PRODUCT OMEZ capsules enteric-coated 10mg
nPoaykKT OMES3 kancynbl kuwevHopacTteopumblie 10 mr

CODE
Kon 231902
BATCH Manufacturing Date: Expire Date:
CEPUA LC71408 Nara npouseoactea 08.2022  Topen no 07.2024
TEST /| TECT REQUIREMENT / CNELIU®UKALIAA RESULT / PE3YIIbTAT
IMPURITY G not more than 0.2 %
Mpumeck G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Io6asi eguHuyHas He 6onee 0,2 % <0,1 %
HeuaeHTUdULMpPOBaHHas NpuMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cooTtsetcTBuu ¢ HA. Conforms /| CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temneparype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nata ono6penus (aa.Mm.rrrr): 14.12.2022

(Signature & Date) Quality Assurance/(Moanuck/aata) obecneveHusikadecTsa:
Release by/BeinyweHo Deputy Qualified Person!/:

(Signature & Date)/(Moanucsk/narta) Macarena Gonzalez

Manufacturing Site/lpoussogcTeeHHas nnolapka: Laboratorios Liconsa, S.A.
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, 7‘\\) LABORATORIOS LICONSA, S.A.
(\\ /4 Avda Miralcampo 7. Polig Ind. de Miralcampo
N\~ 19200 Azuqueca de Henares - Guadalajara - Spain

@*ﬁ H E EW'\B (:} Phone: +34 949 34 97 00
=4 s Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 10mg
nPOOYKT OME3 kancynbl kuweuyHopacTBopuMblie 10 mr

CODE
Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUSA LC71408 Nata npoussogctea 08.2022 Fopen po 07.2024

TEST/TECT REQUIREMENT / CNELIU®UKALINA

RESULT / PE3YJIbTAT

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, 3,5,6,9or 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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep U3
antoMuHueBol gonbru
Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe
C UHCTPYKLUEN Nno NpMMeHEeHUIo B NayKy
KapTOHHYHO.
Mo 5 unu 10 6nucTtepoB no 6 kancyn BmecTe
C MHCTPYKUUEN No NPUMEHEHUIO B Na4Ky
KapTOHHYHO.
Mo 1, 2,4, 8 unu 14 6nuctepor no 7
Karncyrn BMecTe C UHCTpyKUUel no
npUMeHeHUIo B NayKy KapTOHHYH.
Mo 10 unu 14 kancyn B NBX-N3-MBAOX/
AnoMUHVEBbIN GriucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepoB no
10 kancyn BMecTe C MHCTPYKLUen no
NMPUMEHEHUIO B NaYKy KAPTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nucrtepos no 14
Karicyn BMecTe C UHCTPYKLUel no
NpUMeHeHUI0 B NaYKy KapTOHHYHO.

Conforms / CooTBeTCTBYET**

Analysis performed according ND
J1Mn-006953-180122

AHanus nposegneH no HA:
J1M-006953-180122

Approval date (dd.mm.yyyy)/aata ogobpeHus (oa.Mm.rrrr): 14.12.2022

(Signature & Date) Quality Assurance/(lMognuck/aata) obecrneveHusikadyecTsa: )

Release by/Bbinyuiero Deputy Qualified Person/: /UP ( (“ o) / 2
(Signature & Date)/(Moanvck/narta) Macarena Gonzélez

Manufacturing Site/MpovasogcTBeHHast nnowlaaka: Laboratorios Liconsa, S.A.
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(;"‘\\) LABORATORIOS LICONSA, S.A.
( \4 Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

CHEMO o 404 DAY 605 BT
CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANU3A

PRODUCT OMEZ capsules enteric-coated 10mg
nPOOYKT OMES3 kancynbl kuweyHopacteopumblie 10 mr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC71408 Nata npoussopctea 08.2022 ropen mo 07.2024

TEST /| TECT REQUIREMENT / CMELU®UKALIUA RESULT / PE3YIIbTAT

Notes / HaGnogeHUA
**5 capsules in an aluminum foil blister.
2 blisters of 5 capsules each and a patient information leaflet in a carton.
Mo 5 karncyn B 6rnucrep U3 antoMUHUeBON (DONbri.
Mo 2 6nictepa no 5 Karcyn BMecTe ¢ UHCTPYKLMEN Mo NpUMeHeHUIo B Navky KapTOHHYHO.

Approval date (dd.mm.yyyy)/nata ogobpeHus (aa.mm.rrrr): 14.12.2022 \
(Signature & Date) Quality Assurance/(Moanuck/aarta) obecrneyeHusikadecTsa: R ; SA L,/'/\"
Release by/BuinywierHo Deputy Qualified Person/: /\;\ 1) (Y ’ LLE Fe / ’ L 12 i L
(Signature & Date)/(Moanuck/aata) Macarena Gonzalez ' V ' -

Manufacturing Site/lMpoussoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 5/5



7 “'*\) LABORATORIOS LICONSA, S.A.
(\\,) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
>~ 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

' H E W o Phone: +34 949 34 97 00
(—j B(z,) Fax: +34 949 26 68 37

PaspelueHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbi Kuwe4yHopacTBopuMbie 10 Mmr

PRODUCT

kon : 231902

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC71408 INata npoussopctea : 08/2022

BATCH MANUFACTURING DATE

lNonen no : 07/2024 Paamep cepum : 62.208 UN
EXPIRY DATE BATCH SIZE

HacTosiyum 51 nogTBepkAato, 4To AaHHas UHGopMaLms sIBRsieTCsl OCTOBEPHONM M TOYHOMN. [laHHas napTus npoayKra
6blna npovsBefeHa, BKNovasl ynakoBKy/MapKUpOBKY U KOHTPOIb KayecTBa, Ha yka3aHHOM HUXe yvacTke (y4yacTkax)

B MONTHOM COOTBETCTBUU ¢ Tpe6oBaHusamu GMP mMecTHOro perynupytolero opraHa, crneuudukaumsamMu B paspeLtuieHuu
Ha MapKeTUHI CTPaHbI-MMMopTepa U TeXHUYECKMMYU COrnalleHUsIMU, KOTopbie MOTYT ObITh 3aKroYeHbl, Unu garnnom
cneundmkauumn npopykra ana MccnenyemMbix rnekapcTBeHHbIX CPeACTB.

3anucu no o6paboTKe, ynakoBKe U aHanNuU3y napTumn 6bINU NpoBepeHbl U NpU3HaHbl COOTBETCTBYIOLVMMUY TPeGoBaHUAM
GMP.

MapTtus 6bina npousBeneHa B JllaGopatopuoc JlukoHca SA., a Tam, rae NpMMeHUMO MUKpPOBUoriornyeckoe
uccrieqoBaHue,
OHoO npoBoauTcs B JllabopaTopuu JueBapHe 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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Moanuck u para / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauunonHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep TNukoHca GMP / LICONSA GMP Number: ES/085HVI/19



