CHEMO

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

CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOAYKT OMES kancyrnbl Kuwe4yHopacTBopuUmMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC72466 DOata npoussopctea 12.2022  Topen go 11.2024
TEST / TECT REQUIREMENT / CMELIUM®UKALIUA RESULT / PE3YJIBTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE TBepAble xenaTUHoBbIe Karncyrbl pa3Mepa N°4, Conforms / CooTBeTCTBYET

C KpbILLEYKOI CUHEro LiBeTa U KOprycoMm
Gernoro LBeTa, cofepxalyue cepuieckue
rpaHynbl ot 6ernoro 4o no4Tu 6ernoro c
MenToBaTbIM OTTEHKOM LiBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)

OJHOPOHOCTb O3UPOBAHUA (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.

3HaueHue AV, paccuutaHHoe ans 10 kancyn, 9,8
[OMKHO GbITb He Gonee 15,0 %.

3HayeHue AV, paccuutaHHoe ansa 30 kancyn,
[OIMKHO ObITb He Gonee 15,0 % u copepxaHue
oMenpa3orna HU B OfHOI Kancyrne He [OMKHO
BbIXoAuUTb 3a npegenbi 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

NOANUHHOCTDb (B3XX)

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).

Bpems yaepXMBaHUA OCHOBHOIO Conforms / CooTBeTCTBYET
nu1Ka Ha XpomaTorpammMe UCMbITyeMoro
pacTBopa A0MKHO COOTBETCTBOBATh
BPEeMeHU yAepXXMBaHUsSi OCHOBHOTO nuka

Ha XpomaTtorpamMmme cTaHAapTHOro pacteopa
(pa3pen «KonuuectBeHHOE onpepeneHue»).

D =
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Approval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rrrr): 02.03.2023 LK 2,
(Signature & Date) Quality Assurance/(lognvcs/gata) obecneveHusaKayecTsa: —
Release by/Buinywero Deputy Qualified Person/: O~
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(Signature & Date)/(Moanucs/aata) Macarena Gonzalez F D _ 52.0 $ Lj

Manufacturing Site/[MpoussoncTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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CHEMO

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
CEPTU®PUKAT AHANUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykKT OMES3 kancynbi KuweyHopacTtBopumMbie 20 mMr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC72466 Oata npoussogctea 12.2022 Fopen po 11.2024

TEST /| TECT REQUIREMENT / CNELU®UKALIAA RESULT / PE3YINIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMMHHOCTbL 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®-cneKTp norroiieHus OCHOBHOro nuka, Conforms / CooTBeTcTBYET
CHATBLIN NpU XpomMarorpadgupoBaHuu
UCMbITYeMOro pacTBopa, AOIKeH
COOTBETCTBOBATh Y®P-CreKTpy MornoLleHuns
OCHOBHOFO MNUKa, CHATOMY Nnpu
XpomaTorpatupoBaHumn CTaHAaPTHOroO
pactBopa (pas3pen «KonuiecteeHHoe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,9 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE OMPEOENEHUE

95,0 - 105,0 % oT 3asiBreHHOro cogepXXaHusi 101,8 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMNPEOENEHUE
MI/KAMNCYNA

19.0 mg/capsule to 21.0 mgl/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,4 mg/cap / M/KAMCYINA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnoTtHas ctapus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

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

Yyepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BydepHas cTagus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asBNeHHOro 101 %
cogepxanus C17H19N303S (omenpasona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE NPUMECHK

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunar

not more than 1.0 %
He Gonee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ono6peHus (oa.mm.rrrr): 02.03.2023 TSy
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(Signature & Date) Quality Assurance/(Moanuck/aata) obecneyeHuskavecTsa:

Release by/Bbinywero Deputy Qualified Person/:

(Signature & Date)/(Monnuck/narta) Macarena Gonzalez Q ‘ =
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

(’\\) LABORATORIOS LICONSA, S.A.
T

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOYKT OMES3 kancyrnbl KuwevyHopacTBopumMmble 20 mMr

CODE
Kopn 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC72466 Nara npoussoactea 12.2022 Fopen no 11.2024
TEST / TECT REQUIREMENT / CMIELU®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 Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMo6as eguHUYHas He 6onee 0,2 % 0,1%

HeM,El,eHTMCbVIuMpOBaHHaFI npumechb

TOTAL IMPURITIES not more than 2.0 %

CymMa npumecei He 6onee 2,0 % 0,2 %

LABELING According to ND

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

XPAHEHUE Mpu Temneparype He Bbile 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/narta ono6penus (oa.mm.rrrr): 02.03.2023 —— A =
(Signature & Date) Quality Assurance/(Moanuce/aata) obecneyeHusikadecTsa:

Release by/Bbinywero Deputy Qualified Person/: 3
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(’*\) LABORATORIOS LICONSA, S.A.
*

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANUSA

PRODUCT OMEZ capsules enteric-coated 20mg
NMPOOYKT OMES kancyrnbl KuweuHopacTtBopumMmblie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC72466 Oarta npoussoacrea 12.2022 Fopen pno 11.2024

TEST / TECT REQUIREMENT / CNELIN®UKALIUA 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 / CooTBeTcTBYET**
antoMUHUEBOU donbru
Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe
C UHCTPYKLMEN No NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 5 nnu 10 6nucTepor no 6 karncyn BMecTe
C VHCTPYKLUUEN No NPUMEHEHUI0 B NayKy
KapTOHHY!O.
Mo 1, 2, 4, 8 unu 14 6nuctepos no 7
Karncyn BMecTe ¢ UHCTPYKLUel no
NpUMeHeHUIo B NMavKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-M3-NBAX/
ArntoMuUHUeEBBIN GriucTep.
Mo1,2,3,5,6,9 unu 10 6nvcrepoB no
10 kancyn BMecTe ¢ MHCTPYKLUEN no
NPUMeHEHUI0 B NaYKy KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Karncyn BMecTe C UHCTPYKLUen no
NPYMEHEHUI0 B NayKy KapTOHHYHO.

Analysis performed according ND
I1M-006953-180122

AHanu3s nposepeH no HA:
1nn-006953-180122

Approval date (dd.mm.yyyy)/nata ogobperus (oa.mMm.rrrr): 02.03.2023 —52S /" >,
(Signature & Date) Quality Assurance/(IMoanuck/aaTa) obecneveHusikadecTsa:
Release by/Brinyuero Deputy Qualified Person/:

(Signature & Date)/(Mopnucsk/nata) Macarena Gonzalez
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LABORATORIOS LICONSA, S.A.

)
(K\{ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), EspaialSpain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NMPOAYKT OMES kancynbl kuwe4yHopacTtBopumMbie 20 Mr

CODE
kon 231903

BATCH Manufacturing Date:
CEPUA LC72466 Oara npoussogcrea 12.2022

Expire Date:

Fopex po 11.2024

TEST / TECT REQUIREMENT / CMELIAPUKALINA

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 6nucrep U3 antoMuUHUeBOM PONbIU.
Mo 5 6nucTepoB no 6 karncyn BMecTe ¢ UHCTPYKLMEN MO MPYMeHeHUIo B NayKy KapTOHHYI.

—
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r’“\) LABORATORIOS LICONSA, S.A.
\\), Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

PaspelieHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NPOAOYKT : OME3 kancynbl KuweyHopacTtBopumMbie 20 mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM-006953
CEPUSA : LC72466 Nata npoussogctra : 12/2022
BATCH MANUFACTURING DATE

lonen po : 11/2024 Paamep cepum : 344.160 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiwumm s noaTBepxaato, YTo AaHHas MHGOpMaLUs sIBIISIETCSl JOCTOEEPHON U TOYHON. [laHHas napTus npoayKTa
6bina npou3sBefeHa, BKIOYas yrnakoBKy/MapKUPOBKY U KOHTPOSb KauyecTBa, Ha yKasaHHOM HUKe y4yacTke (ydacTkax)
B MOJSIHOM COOTBETCTBUU C TpeGoBaHusiMM GMP MecTHOro perynupyrolero opraHa, creumdukaumnsimm B paspeLueHum
Ha MapKeTUHI CTPaHbI-MMIOpTEpa U TEXHUYECKUMU COrnalleHUsiMU, KOTopble MOryT GbITh 3aKmnioYeHbl, Unu dannom
cneuudukauuu npopykra ans WccnenyeMsix NekapcTBeHHbLIX CPeACTB.

3anucu no o6paboTke, ynakoBKe U aHanu3y nNapTum Gbinuv NPoBepeHbl U NPU3HaHbl COOTBETCTBYIOLMMU TPEGOBaHUAM
GMP.

MapTus 6b1na npousBedeHa B lladopatopuoc JlukoHca SA., a Tam, rge npMMeHUMO MUKPoGBUororuyeckoe
uccrefoBaHue,
oHo npoBoauTcs B JlaGopatopuu 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.

—

Pl/\ 0216 L3

Moanuck u pata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpaunoHHoe yaoctoeepeHue / Manufacturing Authorization: 3414E
Homep ITukoHca GMP / LICONSA GMP Number: ES/085HVI/19



