( )
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 AHAIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nMPOOYKT OMES3 kancynbl kuiwevyHopacTtBopuMbie 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4 LC73437 Oara npoussopctea 02.2023 Fopen no 01.2025
TEST /| TECT REQUIREMENT / CNELUA®PUKALIUA RESULT / PE3YJIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE TBepAble xenaTMHoBbIe Kancyribl pasmepa N°4, Conforms / CooTBeTCTBYET

C KpbILLEYKOl CUHEro LBeTa U Kopnycom
6enoro LBeTa, cofepxallue cgepudeckume
rpaHyrnbl oT 6ernoro fo noytu 6ernoro ¢
enToBaTbIM OTTEHKOM L|BETa.

UNIFORMITY OF DOSAGE UNITS (AV)

OJHOPOHOCTb JO3UPOBAHUS (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.

3HauveHue AV, paccuutaHHoe ans 10 kancyn,
[OMKHO 6bITh He Gonee 15,0 %.

3HauveHue AV, paccuuTtaHHoe ans 30 kancyn,
AOMKHO 6bITb He 6onee 15,0 % u copepxaHue
omenpasona Hu B OHOI Karncyre He JOMKHO
BbIXOoAUTb 3a npeaenbl 0,75M-1,25M.

6,7

OMEPRAZOLE IDENTIFICATION (HPLC)

MNOANUHHOCTDb (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 0CHOBHOIO

nuKa Ha XxpomMartorpaMmMe UCNbITYeMOro
pacTBopa AOMKHO COOTBETCTBOBATh
BpeMeHU yaepXX1UBaHUsi OCHOBHOTO Nuka

Ha XpomaTorpaMMe cTaHAapTHOro pacTeopa
(paspen «KonuyecTBeHHOE onpeneneHue»).

Conforms /| CooTBeTCTBYET

Approval date (dd.mm.yyyy)/nata ogo6perus (aa.mm.rrrr): 30.03.2023

(Signature & Date) Quality Assurance/(Moanuck/gaTa) obecneveHuskadecrsa:
Release by/BbinyuieHo Deputy Qualified Person/:

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

Manufacturing Site/lNpoussofcTeeHHas nnowagka: Laboratorios Liconsa, S.A.
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19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIUIA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES kancyrnbl kuweyHopacTtBopumbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUAA LC73437 JOara npoussoacrea 02.2023 Fopen no 01.2025

TEST / TECT REQUIREMENT / CMIELIM®UKALINA RESULT / PE3YIIbTAT
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).
NOANUHHOCTL B3XX (DAD petekTop) Y®-cnieKTp rorrnolleHnsi OCHOBHOrO Mnuka, Conforms / CooTBeTCTBYET
CHATbI Npu XpomaTorpadupoBaHum
UCNbITYEMOro pacTBopa, [AOoMmKeH
COOTBETCTBOBAaThL Y®-CreKTpy NorfoweHus
OCHOBHOFO MUKa, CHATOMY Npu
XpomaTorpatupoBaHumn cTaHAAPTHOrO
pactBopa (pa3gen «KonuyectseHHoe

onpepeneHne»)
WATER Not more than 5.0 %.
BOLOA He 6onee 5,0 % 2,0 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUYECTBEHHOE OMNPEQOENEHUE 95,0 - 105,0 % oT 3asiBNeHHOro copepxaHus 101,9 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMWYECTBEHHOE OMPEAENEHUE Ot 19,0 mr/kancyna po 21,0 mr/kancyna 20,4 mg/cap /| M[/KATMCYNA
MI/KAMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHME (KucnotHas ctagus) He 6onee 10 % oT 3asaBneHHOro copepxaHus 3%
C17H19N303S (omenpazona)
yepes 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BydepHas cTragus) He meHee 80 % (Q) oT 3asiBneHHOro 102 %
copepxanusa C17H19N303S (omenpasona)
yepes 30 MUH.
RELATED SUBSTANCES

POOCTBEHHbIE MPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpa3sona kapb6okcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ogo6pexus (ag.mm.rrrr): 30.03.2023

(Signature & Date) Quality Assurance/(Moanuck/nata) obecneyeHuaKkadecTBa: —— - 2 —c (2 ) 2.

Release by/BbinyweHo Deputy Qualified Person/: g

(Signature & Date)/(Mognuck/nata) Macarena Gonzalez C . e

Manufacturing Site/lNpouaBofcTBeHHas nnowazgka: Laboratorios Liconsa, S.A. Fh\b‘* ‘%/C fe ) g Page/ctp.2/5



(’"\\) LABORATORIOS LICONSA, S.A.
\) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
CH 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
nrPogykT OME3 kancynbl kKuwevyHopacTBopuMble 20 mMr

CODE
Ko 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC73437 MNata npouseopcrea 02.2023 ropen po 01.2025
TEST / TECT REQUIREMENT / CMELUMW®UKALINA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6oree 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeck G He G6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Io6as eguHUYHas He Gonee 0,2 % 0,1 %
HeuaeHTU(ULUPOBaHHAas NPUMeCh
TOTAL IMPURITIES not more than 2.0 %
CymMMma npumeceii He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cooTtBeTcTBUYM ¢ HA. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepatype He Bbliwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTHU 2 roga.

Release by/BbinyweHo Deputy Qualified Person/:
(Signature & Date)/(Mopnuck/nata) Macarena Gonzalez \ e

Manufacturing Site/lMpoussoacTeeHHas nnolyanka: Laboratorios Liconsa, S.A. })\_ y, “"5 Lg Page/ctp. 3/5



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

(’7\\)) LABORATORIOS LICONSA, S.A.
\s

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

N
CH El I ‘O 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 knieyHopacTeopumMblie 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC73437 Oara npouseopcrea 02.2023 Fopen oo 01.2025

TEST / TECT REQUIREMENT / CMIELIM®UKALIUA 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.
1,2,3,5,6,9 or10 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 6nucrep U3 Conforms / CooTBeTcTBYET*
antoMuHueBoil onbru
Mo 2 vnu 20 6nuctepos no 5 Kancyn BmecTe
C VHCTPYKLUUEN MO NPUMEHEHUI0 B NayKy
KapTOHHYHO.
Mo 5 unu 10 6nucTepoB no 6 kancyrsn BMecTe
C VIHCTpYKLUUeli Mo NpUMeHEeHUI0 B NayvKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nuctepos no 7
Karcyn BMecTe ¢ UHCTPYKL el no
NMpUYMeHeHUIo B MaYvKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-M3-NBOX/
AntoMUHUEBLIN GnncTep.
Mo 1,2, 3,5,6,9 unu 10 6nucTepoB no
10 kancyn BMecTe ¢ UHCTPYKLMe no
NPUMEHeHU0 B NaYKy KAPTOHHYIO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Karncysn BMecTe ¢ UHCTPYKL el no
NMpPUYMeHeHUIo B NaYvKy KapTOHHYIO.

Analysis performed according ND
JM-006953-180122

AHanu3s npoBepeH no HA:
J1Mn-006953-180122

3y

Approval date (dd.mm.yyyy)/narta ono6perus (aa.mm.rrrr): 30.03.2023

(Signature & Date) Quality Assurance/(Mognucb/aata) oGecriedeHusikaqecTa: 7 <4 a5 =

Release by/BuinywieHo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/nata) Macarena Gonzalez o

Manufacturing Site/lMpoussoacTeeHHas nnotanka: Laboratorios Liconsa, S.A. \P,)gb«/; _fé ‘ q; LS Pagelctp. 4 /5
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"\\) LABORATORIOS LICONSA, S.A.

Y\\JJ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OME3 kancynbl kMwevyHopacTBopumbie 20 mMr

CODE

kKon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC73437 Oara npoussogctea 02.2023 Fopen no 01.2025

TEST / TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YJIbTAT

Notes / HabntopgeHusn
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 kancyn B 6nucTep U3 antOMUHUEBON (DONbIU.
Mo 5 6nucTepoB Mo 6 karicysy BMecTe ¢ UHCTPYKLMel Mo NpUMeHeHUIo B naYvky KapToHHYH0.

————

Approval date (dd.mm.yyyy)/narta ogo6peHus (ag.mm.rrrr): 30.03.2023 —
(Signature & Date) Quality Assurance/(Ioanucb/narta) obecrneveHnsikadecTBa: > Zuc a2 ) =
Release by/BbinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/narta) Macarena Gonzalez \
Manufacturing Site/MpoussoacteeHHas nnowaaka: Laboratorios Liconsa, S.A. ]\/\ 3 _’%//g )-\S Pagel/ctp. 5/5
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"\) LABORATORIOS LICONSA, S.A.

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

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

PaspelueHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

MPOOYKT : OMES3 kancyribi KuieyHopacTBopuMbie 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM-006953
CEPU4 : LC73437 Hata npouseopctea : 02/2023
BATCH MANUFACTURING DATE

logen no : 01/2025 Paamvep cepuu : 339.075 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiwymm s noareepXnar, 4To AaHHasA MHd)OpMauMH ABnAeTCA AOCTOBepHOﬁ 1 TOYHOM. [laHHas napTus npoaykra
Obina rnpousBeneHa, BKrno4vas yﬂaKOBKy/MapKMpOBKy U KOHTPOIb KavyecTBa, Ha YyKasaHHOM HUXe y4acTKe (yqacn(ax)

B MNOJIHOM COOTBETCTBUU C TpGGOBaHMﬂMM GMP mecTHOro perynupyrowiero opraHa, cneuudmxauwﬂmu B paspeLlueHnun
Ha MapKeTUHr CTpaHbl-UMNopTepa U TeXHUYeCKUMU corrnalleHUusiMu, KoTopble MoryT ObITb 3aKr4eHbl, Unu CbaﬁnOM
CI'IELIIM*WIKaLWIVI npoaykTta ans I/IccnenyeMblx JieKapCTBeHHbLIX CpencTB.

3anucu no o6paboTKe, ynakoBKe U aHanu3y napTuu GbIny NpoBepeHbl U NMPU3HaHbI COOTBETCTBYHOLMMY TPeboBaHUAM
GMP.

MNapTus 6bina npousseneHa B llabopaTtopuoc IukoHca SA., a TaM, rae NpUMeHUMO MUKpPoOGLMOororuyeckoe
uccrenoBaHue,
oHo npoBoauTcs B llabopatopuu SueBapHe 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.

. ) A
F}\kt / 20 03 AN

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

PervctpaunonHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



