— LABORATORIOS LICONSA, S.A.

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OME3 kancynbl kuwevyHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC78139 Narta npouzeoacrea 09.2023 Nopen no 08.2025
TEST / TECT REQUIREMENT / CNMEUU®UKALIUA RESULT / PE3YNbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNUCAHUE TBepAable KenaTUHoBLIE Kancynkl paamepa N°4, Conforms / CooTeeTCTBYET
C KPbILWEYKOi CUHEro LBeTa U Kopnycom
Genoro UBeTa, cogepkauue chepuyeckue
rpaHynsi ot 6enoro go no4tu Genoro ¢
HenToBaTkIM OTTEHKOM UBeTa.
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.
OJHOPOOHOCTb OO3UPOBAHUA (AV) 3Hayenwve AV, paccuutaHHoe ans 10 kancyn, 6,6

AorKHO BbITh He Bonee 15,0 %.

3HaveHune AV, paccuuTtaHHoe ansa 30 kancyn,

AomkHo BbITh He Bonee 15,0 % u copepxaHue

OMenpasona HW B O[HOM Kancyrne He AOMKHO

BbIXOAWTL 3a npegensi 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).
NOANUHHOCTL (B3XX) Bpemsa yaepxuBaHUs 0CHOBHOIO Conforms / CooTBeTCTBYET
NUKa Ha XpomaTorpamMmme UCNbITYeMoro
pacTBopa JOMKHO COOTBETCTBOBATh
BpeMeHU yaepXuBaHUA OCHOBHOrO NUKa
Ha Xpomarorpamme cTaH[apTHOro pacTeopa
(paspgen «KonuvecTBeHHOE onpefeneHue»).

Approval date (dd.mm.yyyy)/aata ogobpeHua (oa.mm.rrrr): 31.10.2023 = VG Zilo 79
(Signature & Date) Quality Assurance/(Mognuce/nata) obecneyeHuskavecTea: :4( >

Release by/Buinywero Deputy Qualified Person/: L //’j//- P, v -
(Signature & Date)/(lMoanuce/nara) Macarena Gonzalez Ve -~ ;C//_/ et e et
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F\\) LABORATORIOS LICONSA, S.A.
(\_j 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
nPOAYKT OME3 kancynbl KuweyHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC78139 Data npoussogctea 09.2023  Togen ao 08.2025

TEST / TECT REQUIREMENT / CNELUAD®UKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

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 nornoliyeHuss oCHOBHOIo NUKa, Conforms / CooTBeTcTBYET

NOANUHHOCTbL B3XX (DAD geTtexTop)
CHATLIA NpU XpoMaTorpacgpupoBaHuu
WUCNLITYEMOro pacTBOpa, AOMKeH
COOTBETCTBOBaTEL Y®-cneKkTpy nornoweHus
OCHOBHOIO MWUKa, CHATOMY Mpu
XpomaTorpayMpoBaHuu CTaHgapTHOro
pactBopa (pazgen «KonuvecTeeHHoe

onpegeneHuen)

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

KONWYECTBEHHOE ONPEOENEHUE 95,0 - 105,0 % oT 3asBNEeHHOro cofepXaHus 101,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KOINMMYECTBEHHOE ONPEOENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule

OT 19,0 mr/kancyna go 21,0 mr/kancyna 20,3 mg/cap / MI/KAMNCYIA

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oT 3aABNeHHOro cogepXaHus 0%
C17H19N303S (omenpazona)

Yyepes 120 MuH

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas ctagun)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asBneHHOro 97 %
conepxaHua C17H19N303S (omenpa3sona)

yepes 30 MUH.

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHana ctagus)

RELATED SUBSTANCES
POOCTBEHHLIE NMPUMECHK

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Omenpa3sona kapb6okcunart He 6onee 1,0 % <0,1 %
o sy ===
Approval date (dd.mm.yyyy)/aata ogobpeHus (oa.mm.rrrr): 31.10.2023 ('T\,J By N ) L,;_cg

(Signature & Date) Quality Assurance/(lNoanuck/aaTa) obecneveHuaka4ecTsa:
Re.lease by/BeinyuieHo Deputy Qualified Person/: 2.4 == 2/ (0 / R
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,ﬂ) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
e 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 AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaYKT OME3 kancynbl KMwe4yHopacTBOpUMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC78139 Harta npouseoactea 09.2023 Nopen po 08.2025
TEST / TECT REQUIREMENT / CNMELUA®UKALIAA RESULT / PE3VYIIBTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeckt G He 6onee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mwbas eguHUYHasA He Gonee 0,2 % <0,1 %

HeUAEeHTU(ULUPOBaHHAA NPpUMECh

TOTAL IMPURITIES not more than 2.0 %

CymmMma npumeceit He Gonee 2,0 % 0,1%

LABELING According to ND

MAPKUPOBKA B cooTBetcTBUM ¢ H]L. Conforms / CooTBeTCTBYET

STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaType He Bbiwe 25 °C,

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 roga.

Approval date (dd.mm.yyyy)/aata ogobpenus (og.mm.rrrr): 31.10.2023 \5\ = 2T 23

(Signature & Date) Quality Assurance/(Moanuck/aata) obecneyeHusKayecTsa: \; — =
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/ \) 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
CEPTUOUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOyYKT OME3 kancynbl KMuWe4yHopacTBopuMble 20 Mr

CODE
Koa 231903

BATCH Manufacturing Date: Expire Date:
CEPU4A LC78139 Oarta npoussoacrea 09.2023 lonen no 08.2025

TEST / TECT REQUIREMENT / CNMELUW®UKALIUNA RESULT / PESYNLTAT

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.

YIMAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep U3 Conforms / CooTBeTCcTBYET**
anMuHueBon onkru
Mo 2 unu 20 6nucTepor no 5 kancyn BMecTe
€ UHCTPYKUUEl NO NPUMEHEHUIO B NayKy
KapTOHHYHO.
Mo 5 unu 10 6nucTtepor no 6 kancyn Bmecte
C MHCTPYKLUUWEN NO NPUMEHEHUIO B MayKy
KapTOHHYO.
Mo1, 2, 4,8 unu 14 6nucrepos no 7
Kancyn BMecTe C MHCTpYKUUuel no
MpUMeHEHUI0 B NAYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnMUHUEBLIW BnucTep.
Mo 1, 2,3,5,6,9unu 10 6nucrepos no
10 Kancyn BMecTe ¢ UHCTPYKUUel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 1, 2,3, 4unu 7 6nuctepos no 14
Kancyn BMecTe C MHCTPYKUUEn no
NPYMEHEHUIO B NAYKY KapTOHHYIO.

Analysis performed according ND
1nn-006953-180122

Ananua npoBegeH no HA:
nn-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpenus (oa.mm.rrrr): 31.10.2023

(Signature & Date) Quality Assurance/(Mognuck/nata) obecnevyeHunkavecTsa: =\
Release by/Beinywero Deputy Qualified Person/: . /6,:2% VL Z %
(Signature & Date)/(lNoanuck/aaTta) Macarena Gonzalez £
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(ﬂ) LABORATORIOS LICONSA, S.A.
(, /4 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®OUKAT AHAJIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OME3 kancynbl Kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC78139 Data npouseogctea 09.2023 Tlopen oo 08.2025

TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YNILTAT

Notes / HabnogeHun
**§ 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 doNbIy.
Mo 5 6nuctepor no 6 kancyn BMecTe ¢ MHCTPYKLWENW Mo NPpUMeHeHWH B NavKy KaAPTOHHYH.

Approval date (dd.mm.yyyy)/nata ogobpenus (og.mm.rrrr): 31.10.2023 C("—H—_/_ql ) 02 %
(Signature & Date) Quality Assurance/(lMognvce/naTta) obecneveHunkadecTea: e, { =

Release by/BuinyweHo Deputy Qualified Person/: ; {;:;‘;— 277 2 c;
(Signature & Date)/(IMoanucs/aata) Macarena Gonzalez ~ 7 . =

Manufacturing Site/lMpoussoacteeHHas nnowanxa: Laboratorios Liconsa, S.A. X ( Pagef/ctp.5/5



,"\\) LABORATORIOS LICONSA, S.A.

¢
\\___‘:} 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

Pa3pelwieHune Ha Bbinyck
CERTIFICATE OF COMPLIANCE

MPOAYKT : OME3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

PRODUCT

Kopd: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC78139 Data npoussoactea : 09/2023
BATCH MANUFACTURING DATE

Nopen no : 08/2025 Paamep cepum : 338.256 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum s nogTBepxaalo, 4To AaHHas UH¢opMaLus ABNSAETCA JOCTOBEPHOM U ToUHON. [laHHan napTus npoaykTa
Obina npousBegeHa, BKMKOYan YyNakoBKY/MapKUPOBKY U KOHTPONb Ka4ecTBa, Ha yKa3aHHOM Huxe yvacTke (yyacTkax)
B MOMHOM COOTBETCTBUU ¢ TpeboBaHuaMU GMP mMecTHOro perynupyloLlero opraia, cneuudukauusamMm B paspeLieHum
Ha MapKeTUHr CTPaHLI-MMMopTepa U TeXHUYECKUMU cornalieHUsMU, KOTOPble MOryT BbITh 3aKMOYeHbl, unu dainom
cneyudmkayuu npoaykra ans Uccnegyembix nekapcTReHHLIX CPeACTR.

3anucu no o6paboTke, ynakoBke ¥ aHanu3y nNapTuM 6bINM NPoBepeHbl U MPU3HaHbI COOTBETCTBYHLWUMY TpeBboBaHMSM
GMP.

MapTus 6e1na npousBeneHa B Jlabopartopuoc JlukoHca SA., a Tam, rae NPMMEHMMO MUKpoGUuonoruyeckoe
uccnenoBaHue,
OHo npoeoauTcs B llaBopatopuu 3yeBapHe 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.

R ="
Mognuck u para / Signature&Date: Macarena Gonzalez

I Deputy Qualified Person

PeructpaunoHHoe ygoctoeepeHue / Manufacturing Authorization: 3414E
Homep IkoHca GMP / LICONSA GMP Number: ES/085HVI/19



