"\\) LABORATORIOS LICONSA, S.A.
(kj Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Esparia/Spain

CH EmO 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 Kuwe4yHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC73492 Darta npoussopctea 02.2023 Fopen no 01.2025
TEST / TECT REQUIREMENT / CMELUA®UKALUA RESULT / PE3YJIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TBepAble xenaTvHoBbIe Kancyrbl pasMepa N°4, Conform / CooTBeTcTBYET
C KpbILLIEYKOW CUHEro LiBETa U KOPNYyCOM
6enoro uBeTa, cofepxallyume cepuyeckue
rpaHyrnbl oT 6enoro fo novtu 6enoro ¢
XenToBaTbIM 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.
OAHOPOOHOCTb JO3UPOBAHUA (AV) 3HaveHue AV, paccuutaHHoe gnsa 10 kancyn, 4,8

[OMKHO 6bITb He Gonee 15,0 %.

3HauyeHue AV, paccuutaHHoe gns 30 kancyn,

[OMKHO 6bITb He Gonee 15,0 % u copepxaHue

oMenpasona HU B OAHOW Karcyrne He JOMKHO

BbIXoAuUThL 3a npeaens! 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).

NOANMUHHOCTb (B3XX) Bpems yaepxvBaHUsi OCHOBHOrO Conform / CooTBeTCcTBYET
nuKa Ha XpomaTorpamMmmMe UCnbITyeMoro
pacTBopa [OMKHO COOTBETCTBOBATb
BpeMeHU yaepX1MBaHUs OCHOBHOIO NukKa
Ha XxpomaTtorpamme ctaHJapTHOro pacteopa
(pa3pen «KonuyecTBeHHOE onpegeneHue»).

Approval date (dd.mm.yyyy)/aata ogo6perus (aa.mm.rrrr): 31.03.2023

(Signature & Date) Quality Assurance/(Mognuck/naTa) o6ecneveHusikadecTsa: P pso42’

Release by/BrinyweHo Deputy Qualified Person/: o

(Signature & Date)/(lMoanucs/nata) Macarena Gonzalez K‘\

Manufacturing Site/[Mpon3BoacteeHHas nnowaaka: Laboratorios Liconsa, S.A. \3 7\ %_—-,/L;\E Pagelctp. 1/5
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CHEMO

LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espaiia/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
nPoayKT OMES3 kancynbl kuweyHopacTeopumbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC73492 Dara npoussoactea 02.2023 Fopen no 01.2025

TEST / TECT REQUIREMENT / CNEL®UKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMUHHOCTL BAXX (DAD netekTop)

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®-cneKkTp nornouieHUsi OCHOBHOTO MUKa, Conform / CooTBeTcTBYET
CHATBIA NpU XpoMaTorpadupoBaHum
UCMbITYEMOro pacTBopa, AOMKeH
COOTBeTCTBOBaTL Y®-CneKTpy normnoleHus
OCHOBHOFO NUKa, CHATOMY Mnpu
XpomarorpagMpoBaHUM CTaHAAPTHOTO
pactBopa (pa3gen «KonuyectBeHHOe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 21%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KOJNMMYECTBEHHOE OMPEQENEHUE

95,0 - 105,0 % oT 3asiBNEeHHOro cogepxaHusi 99,9 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMNPEOENEHUE
Mr/KAMNCYINA

19.0 mg/capsule to 21.0 mg/capsule
OT 19,0 mr/kancyna po 21,0 mr/kancyna 20,0 mr/kan

OMEPRAZOLE ASSAY MG/CAPSULE
KOJIMYECTBEHHOE OMPEQENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna Conform / CooTBeTcTBYET

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas cTtagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro cogepXaHus 2%
C17H19N303S (omenpa3ona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BycepHas ctanus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asBneHHOro 101 %
conepxanua C17H19N303S (omenpa3sona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE NPUMECU

Conform / CooTBeTcTBYET

Approval date (dd.mm.yyyy)/aata onobpenus (ag.mm.rrrr): 31.03.2023
(Signature & Date) Quality Assurance/(INoanuck/naTa) obecneyeHuskadectea: AJ P Oso Y23

Release by/BuinyweHo Deputy Qualified Person/:

Manufacturing Site/[MpousrofcTBeHHas nnowyagka: Laboratorios Liconsa, S.A

(Signature & Date)/(Moanucs/aata) Macarena Gonzalez 5 ( T =
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;\\) LABORATORIOS LICONSA, S.A.
(\_} Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 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 AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OMES3 kancynbl KuweyHopacTtBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC73492 Oara npoussogctea 02.2023  Topen no 01.2025
TEST / TECT REQUIREMENT / CNELUU®UKALIUAA RESULT / PE3YINIbTAT
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%
IMPURITY G not more than 0.2 %
Mpumeck G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INMwobas eguHUYHas He 6onee 0,2 % 0,1 %

HeuAeHTU(ULMPOBaHHas NPUMeCh

TOTAL IMPURITIES not more than 2.0 %

CymMa npumecei He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKUPOBKA B cooTtBetcTBUM ¢ H. Conform / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bblwwe 25 °C.

SHELF-LIFE 2 years

CPOK roAHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpenus (aa.mm.rrrr): 31.03.2023
(Signature & Date) Quality Assurance/(lMoanuck/para) o6ecneveHusikadyectsa: A P 0Soy Z5
Release by/BbinywieHo Deputy Qualified Person/:

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

Manufacturing Site/lNpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. } D Page/ctp. 3 /5




@ 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 AHAIIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoayKT OMES3 kancynbl kuweyHopacTeopumblie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC73492 Nara npoussoactea 02.2023  Topgen no 01.2025

TEST/ TECT REQUIREMENT / CNELIU®UKALIAA 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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep u3 Conform / CooTBeTcTBYET
antoMuHueBoW cdonbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C MHCTPYKLUMEI N0 NPUMEHEHUIO B MauKy
KapTOHHY!O.
Mo 5 unu 10 6nucTepoB no 6 kancyn BMecTe
C UHCTPYKLMEN MO NPUMEHEHUIO B MaYKy
KapTOHHYHO.
Mo 1, 2, 4,8 unu 14 6nucrtepoB no 7
Kancyn BMecTe C MHCTpyKUuel no
NpUMeHeHUIo B MaYvKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-NM3-NBAX/
AnOMUHUEBLIN 6nucTep.
Mo 1,2,3,5,6,9 unu 10 6nucrepos no
10 Kancyn BMecTe ¢ UHCTPYKL et no
NPUMEHEHUIO B NMayKy KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe C MHCTPYKUUel no
NpUYMeHEeHUIo B MaYvKy KapTOHHYIO.

Analysis performed according ND
JM-006953-180122

AHanus npoBegeH no HA:
J1M-006953-180122

Approval date (dd.mm.yyyy)/nata opobpeHus (aa.mm.rrrr): 31.03.2023 T
(Signature & Date) Quality Assurance/(Moanuck/aara) obecreveHusikadecTsa: o 0soul3
Release by/Boinywero Deputy Qualified Person/: -

(Signature & Date)/(Mopnucs/gata) Macarena Gonzalez o \W s .
| s e T -

Manufacturing Site/MpouasoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. Pagel/ctp.4/5




LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykT OME3 kancynbl kuie4yHopacTeopumMble 20 mMr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC73492 Oata npoussoactea 02.2023 Fopen oo 01.2025

TEST /| TECT REQUIREMENT / CMELUUA®PUKALIUA RESULT / PE3YIIbTAT

Notes / HabntoaeHus
**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 antoMUHNEBON (HOMNbLIU.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ UHCTPYKLUUEN MO NPUMEHEHUIO B NaYKy KAPpTOHHYIO.

Approval date (dd.mm.yyyy)/nata onobpenus (aa.mm.rrrr): 31.03.2023
(Signature & Date) Quality Assurance/(loanucs/aata) obecneveHusikadecTaa: MP 3soM 23
Release by/BuinyiieHo Deputy Qualified Person/: Vo

(Signature & Date)/(Moanucs/nata) Macarena Gonzélez \

Manufacturing Site/MpouasoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A. P/\ \\_/ B3 6 (PR

Page/ctp.5/56




;\\) LABORATORIOS LICONSA, S.A.
(\\{ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaial/Spain

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

PaspelueHue Ha BbIMyckK
CERTIFICATE OF COMPLIANCE

NPoAYKT : OME3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC73492 Nara npouseoactea : 02/2023

BATCH MANUFACTURING DATE

Fopen po : 01/2025 Paamep cepum : 352.062 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiyyMm st NOATBEPXAAI0, UTO AaHHas UHGOPMaLIMs SBMSieTCA AOCTOBEPHON 1 TOUHON. [laHHas napTus NpoayKTa
6bina npou3BeeHa, BKMoYas ynakoBKy/MapKUPOBKY M KOHTPOMb KauecTBa, Ha yKasaHHOM Hie yyacTke (y4acTkax)
B NOMHOM COOTBETCTBUMU C TpeGoBaHusamu GMP MecTHOro perynupytowiero opraHa, crneuvdukaumsimy B paspeLueHuu
Ha MapKeTUHT CTPaHbLI-MMIOpPTepa U TEXHUYECKUMU COrNalleHUsIMU, KOTOpbIe MOTYT BbiTh 3aKMtoUeHsl, Unu gainom
cneuundukaumm npoaykra Ans Uccneayembix nekapcTBeHHbIX CPEACTB.

3anucu no 06paboTke, YNaKoBKe 1 aHanM3y napTum Gbiny NPoBepPeHk! U NPU3HaHbI COOTBETCTBYOLWUMU TPeGoBaHUAM
GMP.

MapTus 6bina npousseaeHa B Jlabopatopuoc JukoHca SA., a Tam, rae NpUMeHMMO MUKpoOUuororuyeckoe
uccrnegoBaHue,
oHo npoBoautcs B llabopaTopuu 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.

— .,
\P’\\t‘ 65. ol . 13
Moanucek u pata / Signature&Date: Macarena Gonzélez

| Deputy Qualified Person

PerucTtpauuoHHoe yaocTtoseperue / Manufacturing Authorization: 3414E
Homep Iukorca GMP / LICONSA GMP Number: ES/085HV1/19



