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

(’"”% H E m Q Phone: +34 949 34 97 00
> Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANUIA

PRODUCT OMEZ capsules enteric-coated 20mg
nPogyKT OMES3 kancyrnbl KulwieyHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC72523 Mara npoussopctea 12.2022 Fonen po 11.2024
TEST / TECT REQUIREMENT / CMELIU®UKALINA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TBepable XenaTMHoBble Karcyrnbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpbILIEYKO CUHero LiBeTa 1 Koprnycom
6Gernoro LBeTa, cofepxaliue cpepryeckue
rpaHyrbl OT 6eroro o no4tu 6enoro ¢
XenToBaTbIM 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.
O[HOPOOHOCTb [O3UPOBAHUSA (AV) 3HauveHue AV, paccuuTtaHHoe ana 10 kancyn, 7,2

[OMKHO GbITb He Gonee 15,0 %.

3HaueHue AV, paccuutaHHoe ansa 30 kancyn,

[OMKHO 6bITb He Gonee 15,0 % v cogepxaHue

oMenpa3sorna Hu B OZJHOW Karncyre He AOMKHO

BbIXOAWUTL 3a npegenbi 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).
MNOAJNIMHHOCTb (B3XX) BpeMs yaepXuBaHUsi OCHOBHOIO Conforms / CooTBeTCTBYET
nu1Ka Ha XpomaTorpammMe UcrbITyemMoro
pacTBOpa AOMKHO COOTBETCTBOBaTb
BpeMeHU yAepXMBaHUA OCHOBHOTO Nika
Ha xpoMaTtorpaMmMe cTaHAapTHOro pacteopa
(pa3pen «KonuuecTBeHHOE onpeneneHuen).

N =
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Approval date (dd.mm.yyyy)/nata ogoGpeHus (aa.mm.rrr): 10.02.2023 \(\ )
(Signature & Date) Quality Assurance/(Mognucs/aara) oGecneveHuskadecTsa: —r

Release by/Bbinywero Deputy Qualified Person/: I /)

(Signature & Date)/(Moanucs/aara) Macarena Gonzélez //{(j) o BN

Manufacturing Site/MpouasoacTeerHast nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 1/5



CHEMO

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 AHAIU3SA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancynbl KuweyHopacTeBopumMble 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC72523 Mara npoussonctea 12.2022 Fopex po 11.2024

TEST /| TECT REQUIREMENT / CINEUUDUKALINA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOAMUHHOCTb B3XX (DAD petektop)

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®-crieKTp normnoLeHus OCHOBHOrO Mnuka, Conforms / CooTBeTCTBYET
CHATBIV Npu XpomatorpadupoBaHun
UCMLITYEMOro pacTeopa, AoKeH
CcoOTBeTCTBOBaTh Y®-crieKTpy normoieHust
OCHOBHOFO MUKa, CHATOMY NpU
XpomarorpadmpoBaHum CTaHOapTHOro
pacteopa (pasgen «KonuuectseHHoe

onpepenexHve»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,0 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONUYECTBEHHOE OMPEOENEHUE

95,0 - 105,0 % OT 3asiBNeHHOro cogepxaHusi 99,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUYECTBEHHOE OMPEQENEHUE
Mr/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,8 mgl/cap / MI/KATICYIA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNEHHOro cofepXaHus 0%
C17H19N303S (omenpasona)

yepe3s 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asBneHHOro 96 %
copepxanusa C17H19N303S (omenpasona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbLIE MPUMECHK

OMEPRAZOLE CARBOXYLATE
OmMenpa3sona kap6okcunar

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

il >N -
Approval date (dd.mm.yyyy)/nata onobpeHus (aa.mm.rrrr): 10.02.2023 (\6 N; - ) J(COTLS
(Signature & Date) Quality Assurance/(Moanucs/aara) obecneyeHuskaqecTsa:

Release by/BoinyiieHo Deputy Qualified Person/: / 5
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez /‘// {/()‘ oLLs
Manufacturing Site/MpouasoacTeeHHast nnowjaaka: Laboratorios Liconsa, S.AJ
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("\\) LABORATORIOS LICONSA, S.A.
(\/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
S~ 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
nPOAYKT OME3 kancyrbl KuweyHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC72523 Nara npoussopctea 12.2022 lopen no 11.2024
TEST /| TECT REQUIREMENT / CIIELIU®UKALIUA RESULT / PE3YIIbTAT
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
Mobas eguHUYHas He 6onee 0,2 % <0,1 %

HeMﬂeHTMCbMUMpOBaHHaﬂ npumechb

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cootBetcTBUM ¢ H. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rOOHOCTHU 2ropa.

Approval date (dd.mm.yyyy)/nata ogobperus (aa.mm.rrrr): 10.02.2023
(Signature & Date) Quality Assurance/(lMoanuck/aata) obecneyeHuskaqecTsa:
Release by/BoinyweHo Deputy Qualified Person/: CV 2

(Signature & Date)/(Mopnucs/aata) Macarena Gonzalez / /[U oLl

Manufacturing Site/lponssoacTeeHHas niotjaaka: Laboratorios Liconsa, S.A.
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"*\) LABORATORIOS LICONSA, S.A.
r(\\) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N\~ 19200 Azuqueca de Henares (Guadalajara), Espafial/Spain

(% H E r‘ﬂ@ Phone: +34 949 34 97 00
-4 Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPooykT OMES3 kancyrnbi KuleyHopacTBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC72523 [ara npouseopactea 12.2022 ropen no 11.2024

TEST / TECT REQUIREMENT / CMELIU®UKALINA 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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep n3 Conforms / CooTBeTcTBYET**
antoMuHueBol conbru
Mo 2 unu 20 6nucTepoB no 5 Karicyn BMecTe
C UHCTPYKUMEN NO NPUMEHEHUI0 B Nayky
KapTOHHYIO.
Mo 5 unu 10 6niuctepoB no 6 karncyn BmecTe
C UHCTPYKUMeli Mo NpUMeHEeHUIo B Nayky
KapTOHHYO.
Mo 1,2, 4, 8 unu 14 6nuctepos no 7
Kancyn BMecTe C UHCTpYKLueii no
NpYMeHeHUI0 B NaYKy KapTOHHY!O.
Mo 10 unu 14 kancyn B NMBX-M3-NBAX/
AntoMUHUEBLIV GniucTep.
Mo1,2,3,5,6,9 unun 10 6nuctepoB no
10 Kancyn BMecTe C UHCTPYKLUeii no
NPUMEHEHUIO B NaYKy KapTOHHY!HO.
Mo 1,2, 3,4 unu 7 6nuctepos no 14
Karicyn BMecTe C UHCTPYKLMeN 1o
NPUMEHEHUI0 B NaYKy KapTOHHY!H.

Analysis performed according ND
In-006953-180122

Ananu3 npoeegeH no HA:
1n-006953-180122

Approval date (dd.mm.yyyy)/nata ofobpeHus (aa.mm.rrrr): 10.02.2023 Q’;g@‘“ — S looL A
(Signature & Date) Quality Assurance/(Mognuck/aarta) obecneveHusikadecTsa: = ‘

Release by/Buinywero Deputy Qualified Person/:

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

Manufacturing Site/lpoussoacTBeHHas nrowaaka: Laboratorios Liconsa, S.A. _ /U,C‘L LS Pagelctp. 4 15



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

~) LABORATORIOS LICONSA, S.A.
(€4

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H E 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
NPOOYKT OMES3 kancyrbl KuweyHopacTBopumbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC72523 Mara npoussopactea 12.2022 lronen no 11.2024
TEST /| TECT REQUIREMENT / CNELIU®PUKALIUA 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 kancyn B 6rnvcrep U3 antoMUHNeBOI (onbru.
Mo 5 6nucTepoB no 6 kancys BMecTe ¢ MHCTPYKLMeli No NpUMeHeHUo B NaYky KapToHHYIO.

Approval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rrrr): 10.02.2023
(Signature & Date) Quality Assurance/(Moanuce/aarta) o6ecneveHusikadecTsa:
Release by/Boinywero Deputy Qualified Person/:

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

[0.0L1D

Manufacturing Site/[MpouaBoacTaeHHas nnowlagka: Laboratorios Liconsa, S.A.
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"\\\) LABORATORIOS LICONSA, S.A.

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

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

Pa3pelieHue Ha BbIMycK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl KulieyHopacTBopumbie 20 mMr

PRODUCT

Kom : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUS : LC72523 Nara npoussoactea : 12/2022
BATCH MANUFACTURING DATE

logen no : 11/2024 Paamep cepuu : 353.232 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiumM st noATBEPKAAlo, YTO faHHas uHd)opMaLust sIBMSIETCS JOCTOBEPHO 1 TOUHOIA. [laHHas napTus npoaykra
6bina npousBeeHa, BKIOYasl yrnakoBKy/MapKUPOBKY 1 KOHTPOIb KauyecTBa, Ha yKa3aHHOM HUdKe yHacTke (yuacrtkax)

B NOMHOM COOTBETCTBUM C TpeGoraHusMu GMP MecTHOro perynupytolero opraHa, cneupmdgukaumsvmn B paspeleHmum
Ha MapKeTUHF CTPaHbLI-MMMOPTePa U TEXHUYECKUMU COTTaLLEeHNIMU, KOTOPbIe MOTYT GbITh 3aKiioUeHbl, U datinom
cneuudukaLmu npoaykTa ansa Uccnenyembix fiekapcTBeHHbIX CPEACTB.

3anucu no o6paboTke, yrnakoBKe U aHanu3y napTuu Gbinv NpoBepeHbl U MPU3HaHbLI COOTBETCTBYHOLWUMU TpeboBaHUAM
GMP.

MapTus 6b1na npousseseHa B JlaopaTtopuoc JlukoHca SA., a Tam, rae NPpMMeHUMo MUKpoGUMonornyecKoe
uccriefoBaHue,
oHo nposoauTcs B Jllaboparopuu dueBapHe 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.

//L\/[a o1 15

Moanucek u aata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuoHHoe yaoctoeepenue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI19



