LABORATORIOS LICONSA, S.A.

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

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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHANUIA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OMES kancynbl kMwevyHopacTBopumMblie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC72102 Nata npouseopcrea 12.2022 Fopen oo 11.2024
TEST / TECT REQUIREMENT / CNIELIUPUKALIUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OlMNMUCAHUE Teeppable XeraTUHOBLIe Karncyrbl paamepa N°4, Conforms /| CooTBeTCTBYET
C KpbILLEYKoii CUHEro LiBeTa U Koprnycom
Gernoro LBeTa, cofepxallue cdepuleckme
rpaHyrbl oT 6enoro [0 no4Ttu 6enoro ¢
XenToBarbIM 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.
OJHOPOOHOCTb [ O3UPOBAHUSA (AV) 3HaveHue AV, paccunTaHHoe ans 10 kancyn, 8,6

[omkHo 6bITh He G6ornee 15,0 %.

3HaueHue AV, paccuutanHoe ans 30 kancyn,

[OMKHO GbITh He Gonee 15,0 % n cogepxaHue

omMenpa3sorna HU B OAHOM Karcyrie He JOMKHO

BbIX0oAUTL 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).
NOANUHHOCTb (B3XX) Bpems yaepxvBaHUsi OCHOBHOrO Conforms / CooTBeTCcTBYET
nuKa Ha xpomaTorpamme UCMbITyeMoro
pacTBoOpa AOMMKHO COOTBETCTBOBATb
BpeMeHU yaepXuUBaHUA OCHOBHOrO Nuka
Ha XpoMarorpamMme cTaHAapTHOro pacTeopa
(pasgen «KonuuecTBeHHOE onpepeneHue»).

Approval date (dd.mm.yyyy)/aata ofobperus (aa.mm.rrrr): 20.01.2023 = \\" N L2023
(Signature & Date) Quality Assurance/(Mognuck/nara) oBecneveHusKaecTsa; S
Release by/Bbinywero Deputy Qualified Person/:
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez A /? 050 1%

Manufacturing Site/MpoussoacTeeHHas nnowanka: Laboratorios Liconsa, S.A. / Pagelctp. 1/5



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
nrPoaykT OMES3 kancynbl KuwevyHopacTBopumMblie 20 mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC72102 DNara npouseoactea 12.2022 ropen oo 11.2024

TEST / TECT REQUIREMENT / CNIELIU®UKALINA RESULT / PE3YIIbTAT
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).
NOANMMHHOCTL B3XX (DAD petektop) Y®-crieKTp nornoLeHusi OCHOBHOIO MUKa, Conforms / CooTBeTcTBYET
CHATBIN NpU XpomarorpaduposaHum
UCMNbLITYEMOro pacTBopa, AOMKeH
CcOOTBETCTBOBaTL Y®-cneKTpy nornoiieHust
OCHOBHOFO MUKa, CHATOMY npu
XpomaTorpaguposaHuu cTaHgapTHOro
pacTteopa (pasgen «KonuuecrteeHHOe

onpepnenexHue)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONUYECTBEHHOE OMPEOENEHUE 95,0 - 105,0 % oT 3asiBneHHOro cogepxaHus 100,7 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONUYECTBEHHOE OMPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,1 mg/cap / MI/KATCYIA
Mr/KAMNCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHMUE (KucnotHas ctapus) He 6onee 10 % oT 3asiBNeHHOro cofepxaHust 0%
C17H19N303S (omenpa3zona)
yepes 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BydepHas cTagus) He meHee 80 % (Q) oT 3aaBNeHHOro 98 %
conepxanua C17H19N303S (omenpasona)
yepe3 30 MUH.
RELATED SUBSTANCES

POOCTBEHHBIE MPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sona kap6okcunar He 6ornee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/aata ogobperus (aa.mm.rrrr): 20.01.2023 P < l\ N\ 20042 3

(Signature & Date) Quality Assurance/(Moanuce/aaTa) oBecneyeHnsIKa4ecTsa: ( —ns 7

Release by/Beinywero Deputy Qualified Person/: , ¥

(Signature & Date)/(Moanucs/gaTa) Macarena Gonzalez /&//7’ 70,01 7%
70.C :
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’,"\:*"\) LABORATORIOS LICONSA, S.A.
(\\2) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

i 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
al® g: gfﬂ e Phone: +34 949 34 97 00
[ o] ez )

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOAYKT OMES3 kancynbl KueuHopacTBopumMble 20 Mr

CymMmma npumeceri

CODE
Kon, 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC72102 Nara npoussonctea 12.2022 ropen no 11.2024
TEST / TECT REQUIREMENT / CMIELIUPUKALIUA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumeckt 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
IMo6as eauHUYHaRA He 6onee 0,2 % <0,1 %
HenpeHTUdULMPOBaHHas NMpumech
TOTAL IMPURITIES not more than 2.0 %
He 6onee 2,0 % 0,1 %

LABELING According to ND

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

XPAHEHUE Mpu Temneparype He Bbiwwe 25 °C.

SHELF-LIFE 2 years

CPOK rOgHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/aata ono6peHus (ag.mm.rrrr): 20.01.2023 0
(Signature & Date) Quality Assurance/(lMoanuce/aara) obecnevyeHuakaqectsa: = 0O(£>

Release by/Boinywero Deputy Qualified Person/:

(Signature & Date)/(Moanucs/aata) Macarena Gonzélez /k / L

Manufacturing Site/Mpou3soacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. / / ,f) 0.0 (LTS Pagelctp. 3/5




- \) 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®PUKAT AHAJIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbl Kuwe4yHopacTBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUSA LC72102 Nara npouseopcrea 12.2022 Fopen no 11.2024

TEST / TECT REQUIREMENT / CNELUU®UKALIUA RESULT / PE3YINIbTAT

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.

YMAKOBKA Mo 5, 6 unu 7 karicyn B 6nucrep U3 Conforms /| CooTBeTCTBYeT **
antoMuHueBon onbru
Mo 2 unu 20 6nucTepos no 5 Kancyn BmecTe
C UHCTPYKUMEN Mo NMPUMEHEHUIO B NayKy
KapTOHHYIO.
Mo 5 unu 10 6niucTepoB no 6 karncyn BMecTe
C UHCTPYKUUEN Mo NpUMeHEeHUIo B Nayky
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Kancyn BMecTe C UHCTpYKLUei no
NpPYMEHEHUIO0 B NavKy KapTOHHY!O.
Mo 10 unu 14 kancyn B8 NBX-N3-NMBAOX/
ArntoMUHUEBBIN GriucTep.
Mo 1,2, 3,5,6,9 unu 10 6nucrepos no
10 kancyn BMecTe C MHCTpyKUue no
npyYMeHeHUIo B NavKy KapTOHHYIO.
Mo 1,2, 3,4 unu 7 6nucrepos no 14
Karncysn BMecTe C UHCTpyKuuel no
np1MMeHeHUIo B NaYKy KapTOHHYHO.

Analysis performed according ND
11M-006953-180122

AHanu3a npoBegeH no HA:
J1M-006953-180122

Approval date (dd.mm.yyyy)/nata ono6perus (aa.mm.rrrr): 20.01.2023 \‘\(\,_ -
(Signature & Date) Quality Assurance/(Moanuck/aara) oGecneveHusikaqecTsa: = * )
Release by/BbinyweHo Deputy Qualified Person/: J
(Signature & Date)/(Mognucs/aata) Macarena Gonzalez / !

Nl o ind A
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LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), EspafalSpain
Phone: +34 949 34 97 00

Fax: +34 949 26 6837

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAITUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykT OME3 kancyrbl kuwe4yHopacTBopumMbie 20 Mr

CODE

Kopn 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC72102 Nara npoussoncrea 12.2022 Fopen oo 11.2024

TEST /| TECT REQUIREMENT / CNELIU®OUKALIUA RESULT / PE3YIIbTAT

Notes / HabntogeHus
** 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 6nvcTep U3 antoMuHneBol (ornbru.
Mo 5 6nuctepoBs no 6 Kancyn BMecTe ¢ UHCTPYKLUEN Mo NMpuMeHeHnto B nayvky KapToHHYIO.

Approval date (dd.mm.yyyy)/nata ono6perus (aa.mm.rrrr): 20.01.2023 i\ T~
(Signature & Date) Quality Assurance/(Moanuce/aata) obecneyeHusikaiecTsa: = \ =
Release by/Buinyero Deputy Qualified Person/:
(Signature & Date)/(IMopnuck/nata) Macarena Gonzalez A/

/ / 20.01.1%

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



\’.\\) LABORATORIOS LICONSA, S.A.
(\N\J/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
- 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
N/ Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelieHue Ha BbINnyck
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancyrnbl KuiieyHopacTBopuMble 20 Mr

PRODUCT

Koq : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM1-006953
CEPU4A : LC72102 Nata npoussopctea : 12/2022
BATCH MANUFACTURING DATE

Fonen oo : 11/2024 Paamep cepun : 361.330 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosilumm s nogTBepXAaato, 4to fAaHHas uHopMaLust sIBMsIeTC JOCTOBEPHON U TOUHOI. [laHHasi napTus npoaykTa
6bira npov3BeaeHa, BKNoYas ynakoBKy/MapKUpOBKY M KOHTPOIb KauecTBa, Ha yKka3aHHOM HIbKe y4acTke (y4acTkax)
B MOMHOM COOTBeTCTBUU ¢ TpeboBaHusimm GMP MecTHOrO perynupytouiero opraHa, creuudykalusMu B paspetieHunm
Ha MapKeTUHT CTPAHLI-UMIOpPTepa U TEXHUYECKUMU COrNaLleHUsIMU, KOTOPbIE MOTYT GbITh 3aKNo4eHbl, UMK ¢alinom
cneuyudmkaumm npoaykra ans Uccnenyembix rnekapcTBeHHbLIX CPEACTB.

3anucu no o6pa6oTKe, yNakoBke 1 aHanU3y NapTum 61U NPoBepeHbl U NPU3HaHbLI COOTBETCTBYIOWMMU TPeGOoBaHUAM
GMP.

MapTus 6bina npousseneHa B Naboparopuoc lNukoHca SA., a Tam, rae NPUMEHUMO MUKpOGHonoruveckoe

uccnepoBaHue,
oHo npoBoguTcs B llaopaTtopumn ueBapHe 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.

MNMoanucek u para / Signature&Date: Macarena Gonzélez
| Deputy Qualified Person

PerucTpauuoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep MukoHca GMP / LICONSA GMP Number: ES/085HV1/19



