ﬂm\))v LABORATORIOS LICONSA, S.A.

Kl\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIU3SA

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoayKT OMES3 kancynbl KuweyHopacTBopumMbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC77052 Dara npouseopctea 08.2023  ropen pgo 07.2025
TEST/ TECT REQUIREMENT / CNELUW®UKALINA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE TeBepable ¥enaTMHOBbIe Kancynbl paamepa N°4, Conforms / CooTBeTcTBYET
C KpbILLEYKOW CUHEro LBeTa U KoprnycoM
6enoro UBeTa, cogepxalyue cepuyeckue
rpaHynkl oT 6enoro Ao no4Ty 6enoro ¢
WenToBaTLIM OTTEeHKOM LBeTa.
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.
OJHOPOOHOCTE OJO3UPOBAHUA (AV) 3HaveHue AV, paccuuTtaHHoe ansa 10 kancyn, 10,6

AoMKHo BbITh He Bonee 15,0 %.

3HaveHue AV, paccuuTtaHHoe gna 30 kancyn,

AomKHO 6bITe He Gonee 15,0 % u copepxaHue

OMenpa3ona HU B OAHOW Karncysne He QOMKHO

BbIX0AWTHL 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).
NOANTUHHOCTDL (B3XX) Bpems yaepxuBaHus 0CHOBHOIO Conforms / CooTeeTcTBYET
NMWKa Ha XpoMaTorpamMmmMe UCnbIiTyemMoro
pacTBopa OoMKHO COOTBETCTBOBaATb
BpeMeHU yaepXXUBaHUA OCHOBHOrO NUKa
Ha XpomaTorpaMme cTaHAapTHOro pacTeopa
(pa3pen «KonuuecTBeHHOE onpedeneHues).
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Approval date (dd.mm.yyyy)/nata ogobpenus (og.mm.rrrr): 23.09.2023

(Signature & Date) Quality Assurance/(lognucs/narta) obecneyeHuakayecTsa:

Release by/Buinyweno Deputy Qualified Person/: f\ e Ot
(Signature & Date)/(Moanuce/gata) Macarena Gonzalez J )
Manufacturing Site/lNpouasoacteeHHas nnowaaka: Laboratorios Liconsa, S'A. Pagefctp. 1/5
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafial/Spain

Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPogyKT OMES3 kancynbl KMweyHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77052 Dara npoussoactea 08.2023 Fonen no 07.2025

TEST / TECT REQUIREMENT / CNIELIM®UKALINA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOONMUHHOCTbL B3XX (DAD getekTop)

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 NornoleHnusi OCHOBHOTO MUKa,
CHATLIW Npu XxpomaTtorpaduposaHuu
UCMbLITYEMOro pacTBopa, JOMmKeH
COOTBETCTBOBaTL Y®-CneKTpy nornoweHus
OCHOBHOro nNWKa, CHATOMY nNpu
XpomartorpatupoBaHun CTaHRapTHOro
pacTeopa (pazpen «KonuuecTBeHHoe
onpegeneHue»)

Conforms / CooTBeTCTBYET

WATER Not more than 5.0 %.

BOOA He 6onee 5,0 % 2,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE OMNMPEQENEHUE 95,0 - 105,0 % OT 3asBNEHHOro CoOAepXaHus 102,2 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONPEOENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna no 21,0 mr/kancyna

20,4 mgl/cap / MI/KAMNCYNA

DISSOLUTION ACID STAGE

Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min

PACTBOPEHME (KucnotHas cTtapus) He 6onee 10 % oT 3aaBNeHHOro coaepXaHuna 0%
C17H19N303S (omenpasona)
yepes 120 MuH

DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.

PACTBOPEHME (BydepHan cranus) He meHee 80 % (Q) ot 3asBneHHoOro 100 %
coaepxanua C17H19N303S (omenpasona)
yepe3 30 MUH.

RELATED SUBSTANCES

POOCTBEHHbLIE MPUMECH

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
He Gonee 1,0 % <0,1 %

Omenpasona kap6okcunar

COF IECART
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Approval date (dd.mm.yyyy)/naTta onobpeHus (ag.mm.rrrr): 23.09.2023 ~
(Signature & Date) Quality Assurance/(lNognuck/naTta) obecnedeHusKadecTsa:

Release by/Buinyweno Deputy Qualified Person/:
(Signature & Date)/(Moanuck/narta) Macarena Gonzélez /
Manufacturing Site/MpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, m.b...\
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ﬂhf/w LABORATORIOS LICONSA, S.A.
(k Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

@T“ mBQ Phone: +34 949 34 97 00
; Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIIU3A

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

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUMA  LC77052 Nara npoussogctea 08.2023  lopen no 07.2025
TEST /| TECT REQUIREMENT / CMIELHU®UKALIAA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
Mpumect G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Nwbas equHUYHaRA He 6onee 0,2 % <0,1 %

IQSDQIHS&SFSﬁONNIINm— npuMechb

TOTAL IMPURITIES not more than 2.0 %

Cymma npumecei He Gonee 2,0 % 01 %

LABELING According to ND

MAPKUPOBKA B cooTtBeTcTBUM ¢ HO. Conforms / CooTeeTcTBYET
STORAGE Below 25 °C

XPAHEHMUE MNpu TemnepaType He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

/ i ? A3 )
CLF 250085

Approval date (dd.mm.yyyy)/nata ogobpenus (oa.mm.rrrr): 23.09.2023

(Signature & Date) Quality Assurance/(lNoanuck/aaTta) obecneyeHuakavecTea:

Release by/BbinyweHo Deputy Qualified Person/: \(\ =

(Signature & Date)/(Mognuck/gaTta) Macarena Gonzalez \\ I 25097 \v

Manufacturing Site/lpou3ssogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Page/ctp.3/5




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

O I m“ m _Q Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayYKT OMES3 kancynbl KuleyHopacTBopumMbie 20 mr

CODE
kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC77052 Oara npoussoactea 08.2023 Fopen no 07.2025

TEST / TECT REQUIREMENT / CNEUN®UKALIAA RESULT / PE3YNLTAT

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 6nucrep 13 Conforms / CooTBeTcTBYET
antMUuHUeBol donbru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C MHCTPYKUUWEN No NPUMEHEHUIO B MaYvKy
KapTOHHYIO.
Mo 5 unu 10 6nucTtepoe no 6 kancyn BMecTe
C MHCTPYKUMEN N0 NPUMEHEHUID B MaYKy
KapTOHHYH.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Kancyn BMecTe C MHCTPYKLUUER no
NPUMEHEeHUH B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnroMUHUEBLIN BriucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepos no
10 Kancyn BMecTe C UHCTPYKLUUWENA no
NPUMEHEHUID B NAYKy KAPTOHHYH.
Mo1,2,3,4unu7 6nucrepos no 14
Kancyrn BMecTe C MHCTPYyKLUuel no
NMPUMEHEHUKD B NaYKy KAPTOHHYH.

Analysis performed according ND

1nn-006953-180122

AHanu3a npoBegeH no HA:

nn-006953-180122 ) ’

Approval date (dd.mm.yyyy)/aata ogobpeHus (aa.mm.rrrr): 23.09.2023
(Signature & Date) Quality Assurance/(lNognuck/garta) obecneveHuaKadecTsa:
Release by/Brinywero Deputy Qualified Person/: = 35071 i

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

Manufacturing Site/lpouasoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. Page/ctp. 4 /5



\ﬂfﬂw LABORATORIOS LICONSA, S.A.
m/«\

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espanal/Spain

'
OI m 3@ 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 Kuwe4yHopacTeopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77052 Oata npouasogcrea 08.2023 Fopen no 07.2025

TEST/ TECT REQUIREMENT / CNELU®UKALINA RESULT / PE3YINLTAT

Notes / HabnogeHus
**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 antOMUHUeBOMU dronbry.
Mo 5 6nucrepor no 6 Kancyn BMecTe ¢ UHCTPYKLUUEN No MPUMeHEHUI0 B NaYky KapTOHHYK.

S 90973

Approval date (dd.mm.yyyy)/nata ogobpeHus (og.mm.rrrr): 23.09.2023
(Signature & Date) Quality Assurance/(Moanuck/aata) obecnedyeHuaKadyecTea:
Release by/Beinyweno Deputy Qualified Person/: H ;

(Signature & Date)/(Moanuck/gaTta) Macarena Gonzélez \ /\\N 5 CHTY
Manufacturing Site/lTpouaeogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A./
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7 ) LABORATORIOS LICONSA, S.A.
A./vl\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

OI mg O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

Pa3pelweHue Ha BbInyckK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbki Kuwe4yHopacTtBopumMblie 20 Mr

PRODUCT

Kond: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1I-006953
CEPUA : LC77052 Harta npouzsogctea : 08/2023
BATCH MANUFACTURING DATE

lNopen no : 07/2025 Pa3mep cepuu : 343.728 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosuwum s nogTeepxaato, Y4To AaHHasa MHdopMauus SIBNSeTCA AOCTOBEPHOI U TOUHOW. [laHHas napTus NpoaykKTa
6bina npon3BeeHa, BKNOYas yNakoBKY/MapKMpOBKY U KOHTPOMNb Ka4yecTBa, Ha YKa3zaHHOM HUXe yJyacTke (yyacTkax)
B MOMHOM COOTBETCTBUU ¢ TpeGoraHnaAMU GMP mecTHOro perynupyrowero opraHa, cneyupukaymamMm B paspeLueHum
Ha MapKeTUHT CTPaHbLI-UMNOpTepa U TEXHUYECKUMU COrnalleHUAMU, KOTopble MOryT GbITh 3aKMioveHbl, UNU daiinom
cneuudmkalumn npoaykra Ana Wccnenyembix nekapcTBeHHbIX CPEACTB.

3anucu no o6paboTKe, yNaKoBKe U aHanu3y NapTuu ObINKU NPoBEPeHbl U NPU3HAHbI COOTBETCTBYHOLWMMU TpeGoBaHUAM
GMP.

MapTusa 6bina npousBeneHa B llaboparopuoc JiukoHca SA., a Tam, rae npUMeHUMO MUKPOGUONOrMYecKoe
uccnenoBaHue,
OHo npoBoAuTcA B JlabopaTtopuu 34yeBapHe 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.

\\»\\Nwr;\mu

Mognuck u gara / Signature&Date: Macarena Gonzéalez
/| Deputy Qualified Person

PeructpaunoHHoe yaoctoeepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



