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

o_l_ mBO 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 OME3 kancynbl kuwe4yHopacTBopumMbie 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC74903 Harta npoussopgctea 02.2023 Nopen no 01.2025
TEST /| TECT REQUIREMENT / CNIELUU®UKALIUA RESULT / PE3YINIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE Teepable KenaTMHOBLIE Kancynkl pasMmepa N°4, Conforms / CooTBeTCcTBYET
Cc _A—UEMEW.._:O_...._ CWUHero uBeTa U Kopnycom
Benoro UyBeTa, cogepxalyue cihepuyeckue
rpaHynel oT 6enoro go noutu 6enoro ¢
HenToBaTtbIM 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.
OOHOPOOHOCTE JO3UPOBAHUA (AV) 3HaveHue AV, paccuuTtanHoe gnsa 10 kancyn, 6,0

AOOMKHO BbITh He Gonee 15,0 %.

3HadeHue AV, paccuutaHHoe ana 30 kancyn,

LOOMKHO 6bITh He Gonee 15,0 % W cogepXaHue

oMenpasona H4A B G.DIO_._.._ Kancyne He JOMKHO

BbIXOO4WTL 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).
NOANUMHHOCTL (B3XX) Bpems yaepXuBaHWA OCHOBHOro Conforms / CooTBeTCcTBYET
nu1Ka Ha XpomaTorpaMme UcnLITYeMoro
pacTBOpa AOMKHO COOTBETCTBOBATL
BpeMeHU yaepX1BaHUA OCHOBHOro Nuka
Ha xpomaTorpaMmMe cTaHAapTHOro pacTeopa
(paspen «KonuyecTBeHHOE onpefeneHuey).

|3.06.22
Approval date (dd.mm.yyyy)/nata ogobpenus (ag.mm.rrr): 13.06.2023
(Signature & Date) Quality Assurance/([Moanuck/aaTa) obecrneveHusKavecTsa; )
Release by/Beinywexo Deputy Qualified Person/: , Ir(\ e
(Signature & Date)/(Moanuce/nata) Macarena Gonzalez ,v N : P 3 E. L Iw

Manufacturing Site/MNpouaesopcTeeHHas nnowanka: Laboraterios Liconsa, S.A. - :
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPogyKT OME3 kancynbl kuwevyHopacTteopumMmblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC74903 Oara npouasopctea 02.2023 Mopex no 01.2025

TEST / TECT REQUIREMENT / CMIELUU®PUKALIUA 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).
NOANUHHOCTDL B3XX (DAD petekTop) Y®-cnekTp nornoilyeHus ocHOBHOro MKKa, Conforms / CooTBeTCTBYET
CHATLIU NPU XpoMaTorpadMpoBaHun
UCNbITYEMOro pacTteopa, AonxeH
COOTBETCTBOBaTbL v..eun_._mx._‘—uvq nornoweHus
OCHOBHOrIO NUKa, CHATOMY nNpu
xpomaTtorpadupoBaHuu cTaHgapTHOro
pacTeopa (paznen «KonuyecTtBeHHoe

onpegeneHue»)
WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 22%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUMYECTBEHHOE ONMPEOENEHWE 95,0 - 105,0 % oT 3asaBneHHoOro copgepXxaHua 96,2 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONWYECTBEHHOE ONPELOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,2 mg/cap | M[/KANCYNA
MI/KATICYTNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnotHas ctaaus) He 6onee 10 % oT 3aABnNeHHOro cofepxaHus 1%
C17H19N303S (oMenpasona)
yepesz 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BydepHan ctagus) He menee 80 % (Q) ot 3asBneHHoOro 97 %

copgepxanua C17H19N303S (omenpasona)
yepe3 30 MuH.

RELATED SUBSTANCES
POACTBEHHBIE NMPUMECH .

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
OmMenpa3sona kap6okcunar He 6onee 1,0 % \. <0,1 %
—f

Approval date (dd.mm.yyyy)/nata ogo6pexus (an.mm.rrrr): 13.06.2023
(Signature & Date) Quality Assurance/(lMognuck/aaTa) obecneyeHuskadecTsa:
Release by/BeinyweHo Deputy Qualified Person/:

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

Manufacturing Site/MpouaeoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPogykKT OMES3 kancynbl KuweyHopacteopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC74903 Oara npouszsogctea 02.2023  Topen po 01.2025
TEST / TECT REQUIREMENT / CNELIU®UKALUA RESULT / PE3YIILTAT
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
NMoban eguHUYHaR He 6onee 0,2 % <0,1%
HeugeHTU(ULUPOBaHHas NpUMechb
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % <0,1 %
LABELING According to ND
MAPKUPOBKA B coorBeTcTBUMU ¢ HO. Conforms / CooTReTcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu TemnepaType He Bbiwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHoOCTU 2 ropa.

| ™ 2
3, 0l 23
Approval date (dd.mm.yyyy)/aaTa ogobpenus (oa.mMm.rrrr): 13.06.2023
(Signature & Date) Quality Assurance/([Nognuck/aarta) obecneyeHunkayecTaa:
Release by/BuinyweHo Deputy Qualified Person/: a P —
Signature & Date)/(Mognuce/nara) Macarena Gonzélez HIT\.\J\ ]
(Sig J(Moanvcs/nara) W G061

Manufacturing Site/MpoussogcTeeHHas nnowjagka: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykT OME3 kancynbl kMweyHopacTteopumMsie 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC74903 Oata npoussopgctea 02.2023 Fopen no 01.2025

TEST / TECT REQUIREMENT / CNELIM®UKALINA RESULT / PE3YINLTAT

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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep 13 Conforms / CooTReTCTBYET**
anoMuHueBoi donkru
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C UHCTPYKLMEH No NPpUMeHeHUIO B Na4vKy
KapTOHHYH.
Mo 5 unu 10 6nucrepoe no 6 kancyn BMecTe
C UHCTPYKLMWE No NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo1, 2,4, 8unu 14 6nucrepoe no 7
Kancyn BMecTe C UHCTpYyKLUuel no
NPUMeHEHUIO B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn e NBX-N3-NBOX/
AnMUHUEeBLIW BnucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepor no
10 Kancyn BMecTe ¢ UHCTpYKUMel no
NPUMEHEHUIO B NAYKY KAPTOHHYHO.
Mo 1,2, 3,4 unu 7 6nucrepoe no 14
Kancyn BMecTe C MHCTpYKUUel no
NpUMEHEeHUI0 B NaYKy KapTOHHYHO.

Analysis performed according ND

Jn-006953-180122

AHanu3a npoeegeH no HA: i 3
1M-006953-180122 h M

Approval date (dd.mm.yyyy)/aata ogobpenus (og.mm.rrrr): 13.06.2023
(Signature & Date) Quality Assurance/(lNoanvck/aaTta) obecneveHusKadecTsa:

Release by/BeinyweHo Deputy Qualified Person/: i
(Signature & Date)/(Moanuce/aaTta) Macarena Gonzélez L.o ki L w
Manufacturing Site/MpowssoacTBeHHan nnowaaka: Laboratorios Liconsa, S.A. Pagefctp. 4 /5
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OME3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPK4A LC74903 Oarta npouseoactea 02.2023 Fopen no 01.2025

TEST /| TECT REQUIREMENT / CNELUA®UKALINA RESULT / PE3YNBTAT

Notes / HabnroaeHUA
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 6GNKUCTEP U3 aNIOMUHUMEBON (hONLIU.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ UHCTPYKLUMWENR MO NPUMEHEHMUIO B NAYKy KAPTOHHYIKO.

Approval date (dd.mm.yyyy)/aata ono6penus (ag.mm.rrrr): 13.06.2023
(Signature & Date) Quality Assurance/(lNognuck/gaTa) obecnevyeHuakadyecTsa:
Release by/Beinywero Deputy Qualified Person/:

(Signature & Date)/(Mognucs/gata) Macarena Gonzalez

Manufacturing Site/lpouasogcTeeHHas nnowaaxa: Laboratorios Liconsa, S.A.
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PaspelueHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

MPOAYKT : OMES Kancynbl Kulie4yHopacTBopuMbie 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1N-006953
CEPUA : LC74903 Jara npoussopcrtea : 02/2023
BATCH MANUFACTURING DATE

logen no : 01/2025 Paamep cepun : 295.344 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactosiwum 51 noaTBEPXAALD, Y4TO AaHHaA MHthopMaluus sBNsAeTCA AOCTOBEPHOW U TOYHON. [laHHas napTusA npoaykTa
6blna npousBeAeHa, BKNOYaA yNaKoBKy/MapKUpOBKY U KOHTPOMbL Ka4YecTBa, Ha YKa3aHHOM HIKe y4acTke (y4acTkax)
B [OfTHOM COOTBETCTBUM C TpebosaHuamu GMP mecTHoro perynupytollero opraia, cneuugukaLusamMm B pazperueHum
Ha MapKeTUHI CTPaHbLI-UMMNopTepa U TeXHUYECKUMU cornalleHUAMU, KOTopble MOryT GbITh 3aKMYeHbl, UNu tannom
cneuudvkayum npoaykra ana MccnegyeMeix NekapcTBeHHbIX CPEACTB.

3anucu no obpaboTke, ynakoBKe U aHanuay NapTuu 6LINY NPOBEPEeHbl U NPU3HaHLI COOTBETCTBYIOWUMY TPpeGoBaHUAM
GMP.

MapTus 6bina npoussegeHa B Nlaboparopuoc lNMukoHca SA., a Tam, rae NPUMEHUMO MUKpoGUonoruyeckoe

uccnefoBaHue,
oHo npoBoguTcA B llaboparopuu 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.

Nog ) L

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

PeructpauvoHHoe yaoctosepeHue / Manufacturing Authorization: 3414E
Homep ITukoHca GMP / LICONSA GMP Number: ES/085HVI/19



