LABORATORIOS LICONSA, S.A.

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

Phone: +34 949 34 97 00
Fax: +34 940 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOOYKT OME3 kancynb! kuiweyHopacTBopuMble 20 Mr

CODE
Ko[, 231903
BATCH Manufacturing Date: Expire Date:
CEPUHA LC74718 Oara npouseoacrea 03.2023  Togen go 02.2025
TEST/TECT REQUIREMENT / CMIELIM®MKALINA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white bady containing white to
off-white with yellowish tint spherical
granules.
ONUCAHKE Teepable MenaTWHOBLIE kancynst passmepa N°4, Caonforms / CooTBeTCTBYET

C KPBILEYKON CMHETO LIBETA M KOPIYCOM
6enoro uBeTa, cogepxallue chepuieckrie
rpauynst or Genoro go noutk Genoro
KENTOBATBIM OTTEHKOM LiBETA,

UNIFORMITY OF DOSAGE UNITS (AV)

OOHOPOHOCTL [QO3UPOBAHKSA (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.

3HaveHUe AV, paccuMTadHoe aAna 10 rancyn,
AonHHO ObITL He Bonee 15,0 %.

3HaveHMe AV, paccuuTasHoe gns 30 Kancyn,
ACIMKHO BbITh He Bonee 15,0 % 1 copepxaHue
OMEenpa3ona Hy B OAHON Kancyrne He 4OMNKHOo
BBIXOAUTL 3a npegenst 0,75M-1,25M.

9,8

OMEPRAZOLE IDENTIFIGATION (HPLC)

NOANUHHOCTL (B3X(X)

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).

Bpema yoepuuBaHuA 0CHOBHOTO

niKa Ha XPoMaTorpaMMe UCTbITYeMOoro
pacTROPa AOMKHO COOTBETCTBOBATL
apeMeHu YIepHMBaHIia oCHOBHOrO NuKa

Ha XpOMaTorpaMme cTaHnapTHOro pacTeopa
(paspen «KonyyecTBeHHOE ONpefeneHuer).

Conforms [ CooTeTcTRYET

Approval date (dd.mm.yyyy)/nata ogobpeHus (ag.mm.rrrr): 29.05.2023 (/ 3,

e

(Signature & Date) Quality Assurance/{loanuck/aara) ofecneveHuaKavecTsa:

Release by/Buinyiedo Depuly Qualified Person/:

{Signalure & Date)/(Mopnuck/nara) Macarena Gonzalez g\
Manufacturing Site/Mpouasoncisennan nnowajka: Laboratorios Liconsa, S.A. -+ Y e
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LABORATORIOS LICONSA, S.A.

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

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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIUASA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OMES3 kancynbl KuweyHopacTBOpuUMble 20 Mr

CODE

Koa 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC74718 Oara nponasogerea 03.2023 lFogen no 02.2025

TEST/ TECT e REQUIREMENT / CIEL®UKALINS RESULT / PE3YNLTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANWMHHOCTL B3XX (DAD petextop)

UV absorbance spectrum of the main peak
recorded in the chromatography of test
solution should comply with UV
absorbance spectrum of the main peak
recerded in the chromatography of
standard solution ("Assay" section).
Y®-cneKrp nornoueHnsi OCHOBHOTO MUKa, Conforms / CooTaetcrByeT
CHATLIA Npy XpomatorpadpoBanm
WCNBITYEMOTO PpacTBOPa, AOMKEH
COOTBETCTBOBATE Y®-cnekTpy nornoweHuns
OCHOBHOIO NUKa, CHATOMY MK
XpomarorpadiMpoBaHuM CTaHHapTHOTo
pacteopa (pazgen «KonuyecreeHHoe
onpegenesnen)

WATER Not more than 5.0 %.
BOJA He Gonee 5,0 % 2,1 %
OMEPRAZOLE ASSAY % 95,0 -105.0 % of label claim

KONWYECTBEHHOE ONPEOENEHUE

95,0 - 105,0 % ot 2aABreHHOro cofepxaHun 100,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONUWYECTBEHHOE ONPEAENEHUE
MIKANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mrlkancyna go 21,0 mrikancyna 20,0 mglcap / MIVKATICYIA

DISSOLUTION ACID STAGE

PACTBOPEHMUE {KucnoThan cragus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oT 2aABMNeHHOr0 COAEPHAHUA 4 %
C17H19N303S (omenpasona)

yepea 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BythepHas cranus)

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

C17H18N3038 (omeprazole) in 30 min.

He mexee 80 % (Q) ot aanBneHHoro 102 %
cogepxaHusa C17H19N303S (omenpasona)

yepes 30 MUH,

RELATED SUBSTANCES
POOCTBEHHLIE NPUMECH

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpasona Kapbokcunar He 6onee 1,0 % <0,1 %
Approval date (dd.mm.yyyy)narta onobpenus (oa.mm.Irrr): 29.05.2023 (

(Signature & Date) Quality Assurance/(INognucs/aaTa) obecnedeHuakauecTsa:

Release by/Buinywero Deputy Qualified Person/:
(Signature & Date)/{Moonucs/gata) Macarena Gonzaélez

Manufacturing Site/MpoxaeoncraedHan nnouwjaaka: Laboratorios Liconsa, S.A. i s ) 5 Pagelctp. 215




LABORATORIOS LICOMSA S A,

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

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
Phone: +34 949 34 87 (00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINKU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OME3 kancynbl kuwevHopacTeopuMble 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUS LC74718 Oata npounzsogerea 03.2023  ropen no 02.2025
TEST/TECT REQUIREMENT / CNEUN®OUKALNSA RESULT / PE3YNILTAT
IMPURITY F not more than 0.2 %
Mpumecst F He Gonee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
lpumecs G He Gonee 0,2 % <0,1%

ANY INDIVIDUAL UNIDENTIFIED
IMPURITY

Ioban eauHUYHas
HeMHEeHTUEMLUDORAHHAA NPUMECh

not more than 0.2 %

He Gonee 0,2 % 01 %

TOTAL IMPURITIES
Cymma npumecein

not more than 2.0 %
He Gonee 2,0 % 0,2%

LABELING According to ND
MAPKUPOBKA B cooreetcTRUM ¢ HI. Conforms | Coormevcrayer
STORAGE Below 25 °C
XPAHEHUE [pu Temnepatype He Boiwe 25 °C,
SHELF-LIFE 2 years
CPOK rogHoOCT#H 2 roga.
Approval date (dd.mm.yyyy)Ynata ogoBpexus (ao.Mm.rerr): 29.05,2023 &/ o

. - 5
(Signature & Date) Quality Assurance/(Moanucs/narta) oBecneyeHusKayecTaa: i ¥
Release by/Beinyweno Deputy Qualified Person/:
(Signature & Date)/(Mopnuck/nata) Macarena Gonzalez . (\,

Manufacturing Site/MpowasoncTBeHHas nnowaaxa: Laboratorios Liconsa, S.A. A,
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Ny o LABORATORIOS LICONSA S.A. .

(\ 2 Avda, Miralcampo, N° 7, Pol. Ind. Miralcampo
S 18200 Azuqueca de Henares (Guadalajara), EspahalSpain
niwa { ' ¥ \ Phone: +34 949 34 97 00
il d 1 18/ Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOAYKT OMES kancynbl KuiieyHopacTBopuMble 20 mr

CODE
Kop 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC74718 Hara npouasogctea 03.2023 Fopen po 02.2025

TEST / TECT REQUIREMENT / CNIELIU®UKALIS RESULT/ PE3YNBTAT |

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-PVDCJAI
blister.

1, 2,3,5, 6,9 or 10 hlisters 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 8 6nucrep ua Conforms / CootercTayer*

aniMuHueBoit honsrin

Mo 2 unu 20 6nuctepos no 5 Kancyn Bmecre
C MHCYPYKUMEH Mo NpUMeHeHUIo B nauvxy
KapToHHY10.

Me § unn 10 6rivcrepos no 6 Kancyn sMecre
C MHCTPYKLMEA NO NPpUMEHEHIIO B NauKy
KapToHHYIO.

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

Kancyn BMecTe ¢ UHCTPYKUKeH no
MIpUMEHEHUIO B Na4Ky KapToHHYIO,

Mo 10 unu 14 kancyn g NBX-N3-NBAX/
AntoMuHuesbii Grucrep.

Mo 1,2, 3,5,8, 9 unu 10 6nucrepor no

10 xancyn BMecTe ¢ MHCTPYKUMEH no
NPUMEHEHUID B MAYKY KARTOHHYIO.

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

Kancyrn BMecTe G UHCTPYHUUEl no
NpUMEHEHUIO B NAYKY KAPTOHHYIO,

Analysis parformed according ND
Tin-006953-180122

Axanua nposeneH no HO:
Nn-006953-180122

Approval date (dd.mm.yyyy)/dara onoBpeHus (aa.mm.rrrr): 29.05.2023 < ] -

(Signature & Date) Quality Assurance/(Moanuce/nata) o6ecneyeHUAKkavecTsa;

Release by/Brinyweno Deputy Qualified Persont: .
(Signature & Date)/(Mognucs/nara) Macarena Gonzdlez “
Manufacturing Site/MpoussoacTeeHHan nnowanxa: Laboratorios Liconsa, S.A. i
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e LABORATORIOS LICONSA, S.A.

(\.# Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
e - 19200 Azuqueca de Henares (Guadalajara), EspafialSpain
VAN Phone: +34 949 34 97 00
Tl B

ot i Fax: +34 943 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAITU3A

PRODUCT OMEZ capsules enteric-coated 20mg
MPORYKT OMES kancynbl kuiweyHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC74718 Oara npoussongcrea 03.2023 lonen no 02.2025

TEST/ TECT REQUIREMENT / CMELIM®UKALIUS RESULT / PE3YNGTAT

Notes / HabnrogeHus
**6 capsules in an aluminum foll blister,
5 blisters of 6 capsules each and a patlent information feaflet in a carton.
Mo 6 kancyn B 6nueTep U3 aNKMUHUEBO onbru.
Ilo § 6nuctepos no 6 kancyn BMecTe ¢ MHCTRYKLMER no NPUMEHEHUIO B Nadky KapTOHHYH

Approval date (dd.mm.yyyy)/naTta onoBpenus (La.mm.rrrr): 29.05,2023 C .
(Signature & Date) Quality Assurance/(Moanicb/nara) ofecneyeHusikadecTna:
Release by/Brinywexo Deputy Qualified Persont;

(Signalure & Date)/(Ionnuce/gara) Macarena Gonzélez

Manufacluring Site/Mponasopcreentas nnowaaxa: Laboratorios Liconsa, S.A. - - LA Pagefctp. 5/5



1) LABORATORIOS LICONSA, S.A.,
(i Avda. Miralcampo, N°® 7, Pol. Ind. Miralcampo
4 18200 Azuqueca de Henares (Guadalajara), EspafialSpain
Phone: +34 949 34 97 00
Fax: +34 948 26 68 37

B

PaspelueHune Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPORYKT : OMES3 kancynbl kKulwevyHopacTBOpUMbIe 20 Mr

PRODUCT

Kog: 231903 Market : Russia

CODE nomep MA / MA NUMBER : JI-006953
CEPUSA : LC74718 Data npouseopnctea : 03/2023
BATCH MANUFACTURING DATE

lopen no: 02/2025 Pasmep cepum : 60.336 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacroawwmm a nogreepiaaio, uro gaHHas UHpOpMaLUs senaeTcs AOCTOBE[HOI U TOuHOIA, [laHHas napTva npoaykTa
Bbina npou3BedeHa, BIIOYAs YNAKOBKY/MapKUPOEKY 1 KOHTpPOIL Ka4ecTRa, Ha YKazaHHOM HUke y4acTie (yuacTiax)

B NMOSIHOM COOTBETCTRUY ¢ TheGoBaHusiMu GMP MecTHOro perynupyiolero opraHa, cneyupUKaLMsamMm B paspelieHUn
Ha MAPKETUHF CTPAHLI-UMITOPTEPA U TEXHUYRCKUMU COMMALURHUAMU, KOTOPLIE MOTYT BLITh 3aKMOYEHbE, UNK thalinom

cneyudpukaiuu npoayKTa Ans Meenenyemeuix NeKapcTBEHHBIX CPeacTE.

3anucy no obpaboTke, yNaKoBKe U aHaNM3y NapTUu BbINU NPOBEPeHb] 1 NPU3HAHBI COOTBETCTRYIOLUUMM TpeGoBaHUsIM
GMP.

MapTus 6bina npovseenexa e NaGoparopuoc Nukoxca SA., a Tam, rae NPUMEHKUMO MUKpoBWonormMyecxoe

uccnenosaHue,
oHo nposoauTcs B llabopaTtopuu S4yesapHe 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 bslow 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.

Mognuce u gara / Signature&Date: Macarena Gonzélez
I Deputy Qualified Person

PeructpauunoHHoe yaoctoeepenue / Manufacturing Autharization; 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



