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

CH EI I iQ 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 kuwe4yHopacTtsopumMbie 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC73938 Oara npoussoactea 03.2023  Topen no 02.2025
TEST / TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YINbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMACAHUE TeepAble XenaTuHoBkbIe Karcynbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpbILWEYKOoi CUHEro LiBeTa U Koprnycom
6enoro LBeTa, cofepxalume cdepuieckme
rpaHyrbl oT 6enoro Ao noytu 6enoro ¢
ernToBaTbiM OTTEHKOM LjBeTa.
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.
OJHOPOHOCTb JO3UPOBAHUA (AV) 3HaueHue AV, paccumTtaHHoe ans 10 kancyn, 7,5

[oMmKHO BbITh He Gonee 15,0 %.

3HayveHue AV, paccuutaHHoe ans 30 kancyn,

[OMKHO 6bITh He 6onee 15,0 % u copepxaHue

omMenpasorna HY B OJHOMI Karcyrne He JOMKHO

BbIXOAUTL 3a npegens 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).
NOANMUHHOCTD (B3XX) Bpems yaepXMBaHUsi OCHOBHOIO Conforms / CooTBeTCTBYET
nuKa Ha Xpomarorpamme UCnbITyeMoro
pacTBopa [OMKHO COOTBETCTBOBaTh
BpeMeHU yaepX1uBaHusi OCHOBHOTIO Muka
Ha XxpomaTorpaMmMe cTaHAapTHOro pacteopa
(paspen «KonuuecTBeHHOE onpepeneHue»).

/
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Approval date (dd.mm.yyyy)/aarta ogo6peHnus (aa.mm.rrrr): 17.04.2023

(Signature & Date) Quality Assurance/(lMoanuce/aata) obecneveHusikadecipa:
Release by/BbinyLieHo Deputy Qualified Person/: % )’/. oY
(Signature & Date)/(Mognuck/nata) Macarena Gonzalez

Manufacturing Site/lpoussoacTeeHHas nnowaaka: Laboratorios Liconsé', S.A. Page/ctp. 1/5
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykT OMES3 kancynbl kuwe4yHopacTBopumbie 20 mr

CODE

Kop, 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC73938 Oata npoussoncrea 03.2023 Fopen po 02.2025

TEST / TECT REQUIREMENT / CNELIU®UKALIUA RESULT / PE3YJIbTAT
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).
NMOANMMMHHOCTbL B3XX (DAD petekTop) Y®-cneKTp rnornoLieHns1 OCHOBHOIO MukKa,
CHSATBIV NpU XpomMarorpaduposBaHum
UCMbITYeMOro pacTBopa, JOMKeH
cooTBeTCTBOBaTh Y®-crniekTpy normnowueHust
OCHOBHOTO MNUKa, CHATOMY Nnpu
XpomaTorpatupoBaHumM CTaHZapTHOTO
pactBopa (pa3nen «KonuuectseHHoe

Conforms / CooTBeTCTBYET

onpeperneHue»)
WATER Not more than 5.0 %.
BOJA He 6ornee 5,0 % 1,9 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUYECTBEHHOE OIMPEQENEHUE 95,0 - 105,0 % oT 3asiBNeHHOro coaepxaHus 100,0 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KOJNMMYECTBEHHOE OMPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,0 mg/cap / MI/KATCYINA
MI/KAMCYINA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnotHas ctagus) He 6onee 10 % oT 3asBreHHOro cogepxaHus 0%
C17H19N303S (omenpa3sona)
yepes 120 MuUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas ctagus) He meHee 80 % (Q) oT 3asaBNeHHOro 99 %
copepxaHusi C17H19N303S (omenpasona)
yepe3s 30 MUH.
RELATED SUBSTANCES
POOCTBEHHbLIE NPUMECHU
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sona kap6okcunart He G6onee 1,0 % <0,1 %
) 2717 7
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Approval date (dd.mm.yyyy)/nata ogobperus (aa.Mm.rrrr): 17.04.2023
(Signature & Date) Quality Assurance/(lMoanuce/aaTa) obecneveHuskavectsa:/
Release by/Buinywero Deputy Qualified Person/:

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

Manufacturing Site/MpouasoacTeeHHas nnowyaaka: Laboratorios Liconsa,
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N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH E' ' IO Phone: +34 949 34 97 00
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OME3 kancyrnbl KuweyHopacTBopuMbie 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC73938 Oara npouseogctea 03.2023  Tlopen no 02.2025
TEST / TECT REQUIREMENT / CNELUU®PUKALINA RESULT / PE3YJIbTAT
IMPURITY F not more than 0.2 %
Mpumeckb F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeck G He Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMo6asn eguHUIHas He 6onee 0,2 % <0,1 %

HeupeHTUMULUPOBaHHAs NpUMeCh

TOTAL IMPURITIES not more than 2.0 %

Cymma npumecen He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cooTtBetcTBUU ¢ HA. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2ropa.

A | GF (30123

pproval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rrrr): 17.04.2023

(Signature & Date) Quality Assurance/(Moanuce/aara) obecneveHusikadecTsa:

Release by/BuinywieHo Deputy Qualified Person/: A P

(Signature & Date)/(Mognuck/aata) Macarena Gonzalez W{ SUH'CS
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"'\\) LABORATORIOS LICONSA, S.A.
(&J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaoyKT OMES3 kancynbl kMwevyHopacTBopumble 20 mr

CODE
Kopn, 231903

BATCH Manufacturing Date: Expire Date:
CEPUSA LC73938 fara npouseopctea 03.2023  Topex po 02.2025

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.

YIMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep u3 Conforms / CooTBeTCTBYeET**
anoMuHueBon donbru
Mo 2 unu 20 6nucTepos no 5 Karncyn BMecTe
C UHCTPYKUMEN MO NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 5 unu 10 6nucTepoB no 6 kancyn BmecTe
C MHCTPYKUMEl No NPUMEHEHUIO B NaYKy
KapTOHHYH0.
Mo 1, 2, 4, 8 unu 14 6nucrtepoB no 7
Karicyn BMecTe C UHCTPpYKUUel no
NpYMeHeHUI0 B NaYvKy KapTOHHYIO.
Mo 10 unu 14 kancyn B MBX-N3-NBAX/
ArnoMUHMEBbIN 6nucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nuctepos rno
10 Kkancyn BMecTe C MHCTPYKLUel no
NpPUYMEHEHVIO B NaYKy KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Karcyr BMecTe C UHCTpYKLuel no
MPUMEHEHUIO B NaYKy KApTOHHYHO.

Analysis performed according ND
11M-006953-180122

AHanus npoBegeH no HA:
1nn-006953-180122

DI T
; /// (5N 3
Approval date (dd.mm.yyyy)/aata onobperus (ga.mm.rrrr): 17.04.2023 . "
(Signature & Date) Quality Assurance/(Moanucb/aara) obecneyeHuskadectsa:
Release by/BuinyweHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez ’\-f .
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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
nrPoaykT OMES kancynbl kuweyHopacTBopuMble 20 Mr

CODE

koo 231903

BATCH Manufacturing Date: Expire Date:

CEPUAA LC73938 Nata npoussoactea 03.2023 lNopen oo 02.2025

TEST / TECT REQUIREMENT / CNELUA®UKALIAA RESULT / PE3YIIbTAT

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 karicyn B 6nuctep U3 antoMuHUeBoli ¢onbru.
Mo 5 GrniicTepoB. o 6 Karcyn BMecTe C UHCTPYKLMEN Mo NpUMeHeHUIo B Navky KapTOHHY!O.

&7 (50Y73
Approval date (dd.mm.yyyy)/nata ogobperus (og.mm.rrrr): 17.04.2023 7 ¢ =
(Signature & Date) Quality Assurance/(loanuck/aata) o6ecrnevyeHuskavecTsa:
Release by/BuinyieHo Deputy Qualified Person/: |
(Signature & Date)/(Moanuce/aata) Macarena Gonzélez A )
Manufacturing Site/lpoussoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A. 77[ S«U s
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”’Q\) 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

PaspelueHue Ha BbIMyckK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancyribl KuieyHopacTeopumbie 20 mr

PRODUCT

kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM1-006953
CEPU4 : LC73938 Nata npoussopctea : 03/2023

BATCH MANUFACTURING DATE

Fopex po : 02/2025 Paamep cepum : 345.486 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiluum 51 nofTBepKaato, U4To AaHHas uHdopMaLus SBNsSIeTCs [JOCTOBEPHO U TOYHOI. [laHHas napTus npoaykTa
6bINa npou3BeeHa, BKovasl ynakoBKy/MapKupoBKy U KOHTPOSIb KauecTBa, Ha yKa3aHHOM HIDKe y4acTke (y4acTkax)
B MOMHOM COOTBETCTBUM ¢ TpeGosaHusiMu GNP MecTHOro perynupyoLlero opraHa, creumukaumsmmu B paspelueHmnm
Ha MapKeTUHT CTPaHbI-MMMOPTEPa U TEXHUYECKUMU COrMalleHUsIMU, KOTOPbIe MOTYT GbITh 3aKmoUeHbl, Unu gainom
crneyudpmkaumu npogykTa Aans Mccnenyembix nekapcTBeHHbIX CPEACTB.

3anucu no o6paboTKe, ynakoBKe U aHaNuU3y NapTum GbIny NPoBepeHkl U NPU3HaHLI COOTBETCTBYHOWMMU TPEGOBaHUAM
GMP.

MapTus 6LIna nponsseneHa B Jlaboparopuoc fukoHca SA., a TaMm, rae NPUMEHUMO MUKPOGUororuieckoe
uccriefoBaHue,
oHo npoBoauTcs B JlabopaTtopun 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.

|
Moanuck u gara/ Signature&Date: Macarena Gonzalez D
/L
| Deputy Qualified Person / ;

'8 (»)(‘ S

PeructpaumorHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep MukoHca GMP / LICONSA GMP Number: ES/085HVI/19



