r;\\) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
S 19200 Azuqueca de Henares (Guadalajara), Espafia/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
nPoOYKT OME3 kancynbl kMwe4yHopacTBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC77711 Oara npouseopcrea 09.2023 Nopen pgo 08.2025
TEST / TECT REQUIREMENT / CNELA®UKALUA RESULT / PE3YNILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OINMACAHUE TBepAbie enaTMHOBLIE Kancynbl paamepa N°4, Conforms / CooTBeTcTBYET
C KpbILWEeYKOoN CUHEro LiBeTa U Kopnycom
Genoro LBeTa, cofepxaliuve cepudeckue
rpaHynbl ot 6enoro 4o no4Ttu 6enoro ¢
MENnTOBaThbIM 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.
OOHOPOOHOCTL OO3UPOBAHUA (AV) 3HadeHue AV, paccuutaHHoe ana 10 kancyn, 6,0

[omkHo 6bITh He Gonee 15,0 %.

3HadeHue AV, paccuutaHHoe ansa 30 kancyn,

LOOomKHO 6LITh He Gonee 15,0 % u cogepxaHue

omenpasorna HU B OOHOU Kancyrne He AoMmKHO

BbIXOAWTE 3a npegdensi 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).
NOANUHHOCTDL (B3XX) Bpems yaepxuBaHus ocHOBHOro Conforms / CooTBeTcTRYET
N1Ka Ha XpomarorpaMmme UCNbLITYeMOro
pacTtBopa QOMKHO COOTBETCTBOBaThL
BpeMeHU y,qepxcMBaHMﬂ OCHOBHOro nuKa
Ha XpomaTorpaMme CTaH4apTHOro pacTeopa
(pa3gen «Konu4yecTBeHHOe onpefeneHue»).

5/// 250025

Approval date (dd.mm.yyyy)/nata oncbpenus (oa.mm.rrrr): 25.10.2023

(Signature & Date) Quality Assurance/(loanuce/gaTa) cbecneyeHusikavecTsa:

Release by/Buinyweno Deputy Qualified Person/: 5 g
(Signature & Date)/(Moanuce/nata) Macarena Gonzalez P,\ 3 > G | o .8 )
Manufacturing Site/lNpouasogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp.1/5
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LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espaia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykKT OME3 kancynbl kuwe4yHopacTesopumble 20 mr

CODE

Ko 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77711 Data npouasopctea 09.2023 Fopen no 08.2025

TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MNOONIMHHOCTL B3XX (DAD petekrop)

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 nornolleHUsi 0CHOBHOTO MUKa, Conforms / CooTBeTCTBYET
CHATLIA Npyu XpoMaTorpacupoBaH1u
UCNkITYeMOro pacTeopa, JoMmKeH
COOTBeTCTBOBaTL Y®P-crnekTpy nornoileHus
OCHOBHOrO NWUKA, CHATOMY NpU
XpomarorpadupoBaHuu CTaHfapTHOro
pacTeopa (pasgen «KonuyecTtBeHHoe
onpepeneHue»)

WATER
BOOA

Not more than 5.0 %.
He 6onee 5,0 % 2,6 %

OMEPRAZOLE ASSAY %
KONMWYECTBEHHOE ONPEQENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % OT 3aABMNeHHOro cogepXaHus 100,5 %

OMEPRAZOLE ASSAY MG/CAPSULE
KOJITMYECTBEHHOE ONPELENEHUE
MI/KAMCYIA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,1 mg/cap / M[/KANCYIA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnoTtHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % OT 3afaBNeHHOro cofepXaHus 2%
C17H19N303S (omenpa3aona)

Yyepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BydepHas cTaaus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) or 3aseneHHoro 93 %
copgepxanua C17H19N303S (omenpazona)

Yyepe3 30 MuH.

RELATED SUBSTANCES
POACTBEHHGLIE NPUMECH

OMEPRAZOLE CARBOXYLATE
Omenpa3sona Kapbokcunart

not more than 1.0 %
He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ono6perus (aa.mm.rrrr): 25.10.2023
(Signature & Date) Quality Assurance/(Moanuce/nata) obecneyeHusKayecTsa:
Release by/Brinywiero Deputy Qualified Person/:

S X{oz 3

(Signature & Date)/(Mognuck/gata) Macarena Gonzalez b%t‘,\_—/ oy

Manufacturing Site/MponasoacTeeHHan nnollanka: Laboratorios Liconsa, S.A. Z S Lo ¢ ) Pagelctp. 2/5
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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 AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OME3 kancynbl kuweyHopacTeopuMbie 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC77711 Narta npouzeonctea 09.2023 Fopen no 08.2025
TEST / TECT REQUIREMENT / CMELU®UKALNA RESULT / PE3YNILTAT

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

NMwbana equHUYHAERA He 6onee 0,2 % <0,1 %

HeuaeHTUPUUUPOBaHHAs NPUMECH

TOTAL IMPURITIES not more than 2.0 %

CymMmma npumMecei He 6onee 2,0 % 0,1%

TOTAL AEROBIC MICROBIAL COUNT NMT 1043 CFU/g

(TAMC)

O6Lee YMCNO aapoBHbIX He 6onee 1000 KOE/r <10 CFUIr

MUWKpPOOPraHWaMOB

TOTAL COMBINED YEASTS/MOULDS NMT 1042 CFU/g

COUNT(TYMC)

06Lee YMCNO APOHOKEBLIX U NNecHeBbIX He 6onee 100 KOE/r <10 CFU/r

rpuboe

Escherichia coli
Escherichia coli

Absencelg
OtcytctBUe B1ir

Conforms / CooTmeTCcTBYET

LABELING According to ND

MAPKUPOBKA B cootBeTcTBuu c HI. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaType He Boiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHoOCTH 2ropa.

Approval date (dd.mm.yyyy)/aata ogobpenus (oa.mm.rrrr): 25.10.2023
(Signature & Date) Quality Assurance/(Mognucb/gata) obecneveHusKaqecTsa:

Release by/BobinyweHo Deputy Qualified Person/:

(Signature & Date)/(lMopnucs/gata) Macarena Gonzélez
Manufacturing Site/lpouasogcTeeHHas nnolanka: Laboratorios Liconsa, S.A.
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@ LABORATORIOS LICONSA, S.A.
N

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

CH E' I IO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OME3 kancynbl kuwe4yHopacTeopumMsie 20 Mr

CODE
Koa 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC77711 Oarta npoussoactea 09.2023 lNopen oo 08.2025

TEST/TECT REQUIREMENT / CNELJU®UKALIUA RESULT / PE3YINBTAT

PACKAGE 5, 6 or 7 capsules in an aluminum
foil blister.
2 or 20 blisters of 5 capsules each and
a patient information leafletin 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 6nucTtep K3 Conforms / CooTBeTCTBYET**

anMUHUEBOW thonbru

Mo 2 unu 20 6nucTepoB no 5 Kancyn Bmecte
C UHCTPYKUUEA MO MPUMEHEHUIO B NaYKy
KapTOHHY1O.

Mo 5 unu 10 6nucTtepos no 6 kKancyn BMecTe
C UHCTPYKUMEN NO NPUMEHEHUIO B NaYvKy
KapTOHHYHO.

Mo 1, 2, 4, 8 unu 14 6nuctepoe no 7

Kancyn BMecTe C MHCprKLWIEI‘& no
NMPUMEHEHUHD B NaYKy KApPTOHHYH.

Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMUHUEBLIN GnucTep.

Mo1,2,3,5, 6,9 unu 10 6nuctepor no

10 Kancyn BMecTe ¢ MHCTPYKUMWENR no
NpUMeHEHUI0 B NaYKy KapTOHHYHO.

Mo 1,2, 3,4 unu 7 6nuctepos no 14

Kancyn BMecTe ¢ UHCTPYKUUWel no
NpUMMEHeHUH0 B NaYKy KapTOHHYH.

Analysis performed according ND
Jn-006953-180122

Ananus npoeeneH no HO:
1nn-006953-180122

Approval date (dd.mm.yyyy)/nata opoBpeHus (og.mm.rrrr): 25.10.2023 y /
(Signature & Date) Quality Assurance/(Moanuce/aarta) oBecnedeHusKadecTsa:
Release by/BuinyiueHo Deputy Qualified Person/: .
(Signature & Date)/(Moanvce/aata) Macarena Gonzélez ‘\’ ‘[ ]
Manufacturing Site/lMpouaBoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A. n
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

) LABORATORIOS LICONSA, S.A.
(&

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CHEI l lo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykKT OMES3 kancynbl kuwe4HopacTtBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC77711 Nata npouseoactea 09.2023 Fopen oo 08.2025
TEST/ TECT REQUIREMENT / CNELIU®PUKALIUA RESULT / PE3YNIETAT

Notes / HabnrogeHuA
**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 GNUCTep U3 anNnOMUHMEBON GONbIU.
Mo 5 6nucTepos fo 6 Kancyn BMecTe ¢ UHCTPYKLUWEH No NPUMEHEHUIO B NaYKy KapTOHHYHO.

7 2 )
Approval date (dd.mm.yyyy)/aata ogobpenus (oa.mm.rrrr); 25.10.2023 é/ // v 5 / OL -
(Signature & Date) Quality Assurance/(Moanuce/aata) obecneveHuskadecTsa: '

Release by/BuinyweHo Deputy Qualified Person/: =
(Signature & Date)/(Mopnuck/gata) Macarena Gonzalez Qt i
Pa 1.5 Jo )

Manufacturing Site/MpouasoacreeHHas nnowaaka: Laboratorios Liconsa, S.A.
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,ﬂ) LABORATORIOS LICONSA, S.A.
(k\__l) 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

PaspelueHue Ha BbIMyCK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl KulWeYyHopacTBopumMeie 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM1-006953
CEPUA : LC77711 Oara npouzeopctea : 09/2023

BATCH MANUFACTURING DATE

FogeH po : 08/2025 Pazmep cepum : 347.904 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum s noagTeepiaato, YTo gaHHas uHdopMauus ABMNAETCA AOCTOBEPHON U TOYHOM. [laHHaA napTusA NpoaykTa
6bina npov3BefeHa, BKNHOYaa YNaKOBKY/MapKUpPOBKY U KOHTPOMb KayecTBa, Ha YKa3zaHHOM Huie yuyacTke (yyacTkax)
B NOMIHOM COOTBETCTBUM ¢ TpeGoBaHuamu GMP mecTHOro perynupyollero oprasa, cneyugukaumamm B paapelueHnm
Ha MapKeTUHT CTpaHbI-UMMOPTepa U TEXHUYECKUMU COrNalieHUsIMU, KOTOPbIe MOTYT BbITk 3aKMoYeHbI, UNu graitnom
cneuudukauun npoaykra ans UccnegyeMeix nekapcTBeHHbLIX CPeACTB.

3anucu no o6paboTKe, yNakoBke U aHaNMU3y NapTuu Gbinu NpoBepeHbl U MPU3HaHLI COOTBETCTBYIOWUMU TpeBoBaHMAM
GMP.

Maptuna 6bina npousseneHa B llabopatopuoc JlukoHca SA., a Tam, rae NpUMeHMMo MuKkpobuonoruveckoe
uccnepoBaHue,
oHo nposoguTcs B JlaGopaTtopuu 3ueBapHe 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.

m- S Io_ ?i\

Moanuck u parta [ Signature&Date: Macarena Gonzalez
I Deputy Qualified Person

PerucTpaumoHHoe yaoctoeepenue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



