,"\"\) LABORATORIOS LICONSA, S.A.
(\‘\JJ Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

(’“\ H E m O Phone: +34 949 34 97 00
v Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIJIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykKT OMES3 kancyrnbl Kuwe4yHopacTBOpUMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC70319 Hara npoussoacrea 09.2022 Fopen no 08.2024
TEST / TECT REQUIREMENT / CNELUUA®UKALIUAA 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 XenaTUHoOBLIE Karicynbl pazMmepa N°4, Conforms /| CooTBeTCTBYET
C KpbILLEYKOW CUHEro LiBeTa U KOpnycom
Genoro LBeTa, coaepxalime cpepuieckue
rpaHyrbl oT 6enoro Ao no4yrtu 6enoro c
enToBaTbIM OTTEHKOM L|BETa.
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.
OJJHOPOOHOCTb OO3UPOBAHUS (AV) 3HauyeHue AV, paccumTtaHHoe gns 10 kancyn, 6,2

LOIMKHO 6bITh He 6onee 15,0 %.

3HaveHue AV, paccuutaHHoe ans 30 kancyn,

LOMKHO 6bITb He 6onee 15,0 % u conepxaHue

oMenpa3orna HU B OAHOMI Karncyrne He [OMMKHO

BbIXoAuUTb 3a npeaensi 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).
NOANUHHOCTb (B3XX) Bpemsi yaepvBaHUsi OCHOBHOroO Conforms / CooTBeTCTBYET
nuKa Ha XxpomaTtorpamme UCMNbITYeMOoro
pacTBOpa AOMKHO COOTBETCTBOBATb
BpEeMeHU yaepX1UBaHUsi OCHOBHOrO Nuka
Ha XpomaTorpaMMe CTaHAapTHOro pacTeopa
(pa3pen «KonuyecTBeHHOE onpeneneHuney).
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Approval date (dd.mm.yyyy)/naTta onobpenus (aa.Mm.rrrr): 24.10.2022

(Signature & Date) Quality Assurance/([Moanuck/aata) o6ecneyeHuskadecTsa:

Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Moanucs/nara) Cristina Benedicto Ibafiez Ul 29 AS L L

Manufacturing Site/lNpou3asoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Page/ctp.1/5



CHEMO

LABORATORIOS LICONSA, S.A.
Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAIIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OMES3 kancyrnbl kMwevyHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC70319 Oara npouseoacrea 09.2022 Fopen no 08.2024

TEST / TECT REQUIREMENT / CMIELlU®UKALINA RESULT / PE3YINBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOONMMHHOCTL 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®-creKTp nornolleHUsi OCHOBHOIO NUKa,
CHATLIV NpU XpoMaTtorpadupoBaHumn
UCMNbITYeMOro pacTBopa, AOIhKeH
COOTBETCTBOBATh Y®P-CreKTpy NorfoLeHus
OCHOBHOTO MWKa, CHATOMY Npu
XpomaTtorpacupoBaHUu CTaHAAPTHOrO
pacTtBopa (pasgen «KonuyectBeHHOE

Conforms / CooTBeTcTBYET

onpeneneHue»)
WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 2,3%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOJIMYECTBEHHOE OMPEQENEHUE 95,0 - 105,0 % oT 3asiBreHHOro copepxaHusi 100,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMPEOENEHUE
MI/KAMNCYNA

19.0 mg/capsule to 21.0 mg/capsule

Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,1 mg/cap / MI/KAMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctagust)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBneHHOro cofepxaHus 1%
C17H19N303S (omenpasona)

Yyepes 120 MUH

DISSOLUTION BUFFER STAGE

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

PACTBOPEHUE (ByepHas cragus) He meHee 80 % (Q) oT 3asiBneHHOro 99 %
conepxanus C17H19N303S (omenpa3ona)
yepe3 30 MUH.

RELATED SUBSTANCES

POOCTBEHHBLIE MPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Omenpa3sona kapbokcunar He 6onee 1,0 % <0,1 %
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Approval date (dd.mm.yyyy)/nata ogo6perus (oa.MM.Irrr): 24.10.2022

(Signature & Date) Quality Assurance/(Mognuck/aata) obecrneveHusikadecTsa:
Release by/BuinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/gara) Cristina Benedicto Ibafiez
Manufacturing Site/[TpoussoacteeHHas nnouaaxa: Laboratorios Liconsa, S.A.
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"\)) LABORATORIOS LICONSA, S.A.

((k\d Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

C H E m @ 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 OMES3 kancynbl kuwe4yHopacTBopuMbie 20 Mr

CODE
Kopn 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC70319 Harta npoussopctea 09.2022 Fopen no 08.2024
TEST / TECT REQUIREMENT / CMIELIM®UKALIAA RESULT / PE3YINIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6ornee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecb G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMo6as eguHuyHas He 6onee 0,2 % <0,1 %
HeugaeHTUdULMPOBaHHas NPUMeCh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cooTtBeTcTBUU € HL. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu TeMnepatype He Bblile 25 °C.
SHELF-LIFE 2 years
CPOK rOAHOCTU 2 ropa.
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Approval date (dd.mm.yyyy)/aaTta ogobpenus (aa.MM.rTrr): 24.10.2022
(Signature & Date) Quality Assurance/(Mognuck/aata) obecneveHuskavecTsa:

Release by/BrinyuieHo Deputy Qualified Person/: o (‘m\‘, A

(Signature & Date)/(Moanuck/pata) Cristina Benedicto Ibafiez
Manufacturing Site/lNponasoncteeHHas nnowagka: Laboratorios Liconsa, S.A.
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t"\“\) LABORATORIOS LICONSA, S.A.
(\J Avda Miralcampo 7. Polig Ind. de Miralcampo
N\~ 19200 Azuqueca de Henares - Guadalajara - Spain

i“‘% H E m@ Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES kancyrbl kuweyHopacTBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC70319 Oata npoussopctea 09.2022  Topen no 08.2024

TEST / TECT REQUIREMENT / CNELU®PUKALIUA

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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep u3
antoMuHueBol donbru
Mo 2 unu 20 6nuctepoB no 5 kancyn Bmecte
C UHCTPYKLUEN No NPUMEHEHUIO B MavKy
KapTOHHY!O.
Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe
C MHCTPYKLUEN Mo NpUMEHEHUIo B Nayky
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nuctepos no 7
Karicysn BMecTe C UHCTPYKLMel no
NMPYMeHEeHUI0 B NAYKy KApPTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMUHUEBLIN GnucTep.
Mo1,2,3,5, 6,9 unu 10 6nucrepoB no
10 kancyn BMecTe C UHCTPYKLUENR no
NPUMEeHEHUI0 B NaYKy KAPTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nucrepos no 14
Karncyn BMecTe C UHCTPYKLUen no
NPUMEHEHUIO B NaYKy KApTOHHYIO.

Conforms / CooTBeTcTBYeT**

Analysis performed according ND
Jn-006953-180122
AHanus npoeeneH no HA:

1M-006953-180122 e N
Cr 241022

Approval date (dd.mm.yyyy)/nata onobpeHus (a4.MM.Irrr): 24.10.2022
(Signature & Date) Quality Assurance/(lMoanuce/gata) obecneveHuskavectsa:
Release by/BeinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Cristina Benedicto Ibafiez

Manufacturing Site/lTpoussofctBeHHas nnowaaka: Laboratorios Liconsa, S.A.
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["\\) LABORATORIOS LICONSA, S.A.
\J Avda Miralcampo 7. Polig Ind. de Miralcampo
N>~ 19200 Azuqueca de Henares - Guadalajara - Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayktT OME3 karncyrbl kuwe4dHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC70319 Oata npoussogctea 09.2022  Topen go 08.2024

TEST/ TECT REQUIREMENT / CNELIUPUKALIUA 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 6nucTep U3 antoMUHKEBOI ONbLIU.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ UHCTPYKLMEN Mo NMPUMeHeHUIO B NMaYKy KapTOHHYHO.
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Approval date (dd.mm.yyyy)/aarta ogo6perus (ag.mm.rrrr): 24.10.2022
(Signature & Date) Quality Assurance/(lNoanuck/aaTa) obecneveHuskayecTsa:
Release by/Brinywero Deputy Qualified Person/: (\ED g
A —==0 M ACLn
(Signature & Date)/([Moanuce/nata) Cristina Benedicto Ibafez P> == - oL
Manufacturing Site/lpoussofcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 5/5



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

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

PaspewieHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbl KuweyHopacTtBopumMbie 20 mMr

PRODUCT

Kopm: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM-006953
CEPUSA : LC70319 INata npoussogctea : 09/2022
BATCH MANUFACTURING DATE

Fonen po : 08/2024 Paamep cepum : 351.731 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiumm s nogTBepxaato, 4To AaHHas UH(OPMaLUs sIBIISIETCA [OCTOBEPHON U TOYHOMN. [laHHas napTusi npoayKTa
6bina npousBefeHa, BKIOYas ynakoBKY/MapKUpPOBKY U KOHTPOSb KayecTBa, Ha yKa3aHHOM HUXe y4yacTke (yyacTkax)
B MOINIHOM COOTBETCTBUU C TpeGoBaHUAMYU GMP MecTHOro perynupylollero opraHa, cneuudmkauusMmu B paspeLueHmm
Ha MapKeTUHI CTPaHbLI-UMMOPTEPa U TEXHUYECKUMU COTrfalleHUsIMU, KOTopLIe MOTyT GbITh 3aKikoYeHbl, Unu annom
cneundukaumu npoaykra ans Mcenenyembix fiekapcTBeHHbLIX CPEACTB.

3anucu no o6paboTke, ynakoBKe U aHanuU3y napTuu 6bINU NPoBepeHbl U NPU3HaHbI COOTBETCTBYIOWUMU TPe6oBaHUAM
GMP.

MapTus 6b1na npousBeneHa B llabopatopuoc JlukoHca SA., a Tam, rge NpMMEHUMO MUKPOBUONoruyecKkoe
uccrefoBaHue,
oHo npoBoAauTcA B llabopaTopuu 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.

Rl e Lw e i 2

Mopnuck n pata/ Signature&Date: Cristina Benedicto Ibafiez
| Deputy Qualified Person

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



