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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoayktT OMES3 kancynbl kKulweyHopacTBopuMbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC73267 Oara npoussopctea 02.2023  Topen o 01.2025
TEST / TECT REQUIREMENT / CMELIU®UKALIUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OlMUCAHUE TBeppAble XenaTuHoBLIe Kancyrnbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpbIlLeyKoii CUHEro LiBeTa 1 Koprnycom
6ernoro LBeTa, cofepxalyune cdepuieckue
rpaHysibl oT 6enoro Ao no4tu 6enoro ¢
KenToBaTbIM 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.
OOHOPOOHOCTb JO3UPOBAHUSA (AV) 3HaueHue AV, paccumutaHHoe ans 10 kancyn, 8,6

[OJKHO ObITb He 6onee 15,0 %.

3HaueHue AV, paccuuTtaHHoe ansa 30 kancyn,

[OMKHO 6bITh He 6onee 15,0 % v copepxaHue

omMernpasorna HuY B OHO Karicyrne He [OIDKHO

BbIXoAuUTb 3a npepenbi 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).
NOANMUHHOCTb (B3XX) Bpems yaepuBaHusi OCHOBHOro Conforms / CooTBeTCTBYET
nuKa Ha XpomaTorpaMmme UCMbLITYeMOro
pacTBopa [OMKHO COOTBETCTBOBATh
BpeMeHU yaepXuBaHUsA OCHOBHOrO NuKa
Ha XpomaTorpamme cTaHLapTHOro pacTeopa
(paspen «KonuvecTBeHHOE onpepaeneHue»).

=
Approval date (dd.mm.yyyy)/narta ono6perus (oa.Mm.rrrr): 24.03.2023 Kv __PI7¢s32.58
(Signature & Date) Quality Assurance/(Mognucbk/aaTa) obecrneveHusika4ecTsa;

Release by/BbinyueHo Deputy Qualified Person/:
(Signature & Date)/(Mopnuce/aata) Macarena Gonzalez

Manufacturing Site/MpouasofcTeeHHas nnotagka: Laboratorios Liconsa,/
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f*\) LABORATORIOS LICONSA, S.A.
(\,-) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH El l lO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIUIA

PRODUCT OMEZ capsules enteric-coated 20mg
NPOOYKT OMES3 kancyrnbl kuweyHopacTBopumble 20 Mr

CODE

Ko 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC73267 [Nata npoussopcrea 02.2023 Fopen po 01.2025

TEST / TECT REQUIREMENT / CNELA®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).
noaNIMHHOCTb B3XX (DAD petekTop) Y®-cneKTp rnormnoLieHusi 0CHOBHOrO MnukKa, Conforms / CooTBeTcTBYET
CHATLIN NPU XpomMarorpadgupoBaHum
UCMbLITYeMOro pacTBopa, [AOMMKeH
COOTBETCTBOBATh Y®P-creKkTpy nornoueHus
OCHOBHOTO MU1Ka, CHATOMY Mpu
XpomaTorpaupoBaHumn cTaH[apTHOroO
pacrBopa (paspen «KonuuectBeHHoe

onpepeneHue)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,8 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOJNMMMYECTBEHHOE ONMPEQENEHUE 95,0 - 105,0 % oT 3asiBNEeHHOro coaepXxaHus 99,4 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KOJNMMYECTBEHHOE OMNPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,9 mg/cap / MI'/KATICYITA
MI/KAMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnoTtHas ctanus) He 6onee 10 % oT 3asaBneHHOro coaepXaHusi 0%
C17H19N303S (omenpa3ona)
Yyepe3s 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BytepHas ctagus) He meHee 80 % (Q) oT 3asiBneHHOro 99 %
cogepxaHus C17H19N303S (omenpasona)
yepe3 30 MuH.
RELATED SUBSTANCES

POACTBEHHBIE MPUMECHU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Omenpa3sorna kap6okcunart He 6onee 1,0 % <0,1 %
(7 Ky 52 R

Approval date (dd.mm.yyyy)/naTa onobperus (ag.mm.rrrr): 24.03.2023 \& — Y (55

(Signature & Date) Quality Assurance/(lMognuck/aara) obecneveHuskadectsa: | TN ,}

Release by/BbinyiieHo Deputy Qualified Person/:
(Signature & Date)/(Mognuck/nata) Macarena Gonzélez
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) LABORATORIOS LICONSA, S.A.
\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 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 AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPooyKT OMES3 kancynbl kuweyHopacTBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4 LC73267 Mata npouseopctea 02.2023 Fopen po 01.2025
TEST / TECT REQUIREMENT / CMIELIUGUKALIUAA RESULT / PESYINIbTAT
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
IMo6as eguHUYHan He 6onee 0,2 % <0,1 %

HeupeHTUULMpPOBaHHas NpUMech

TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceii He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cootBetcTBUM ¢ H. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temneparype He Bblwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTHU 2 ropa.
A« N | VY. P Y L
Approval date (dd.mm.yyyy)/nata ogobperus (oa.Mm.rrrr): 24.03.2023 (L D
(Signature & Date) Quality Assurance/(Mognuce/aaTa) obecneveHusikadecTsa: A

Release by/Beinyiwero Deputy Qualified Person/: D
(Signature & Date)/(Moanucs/nata) Macarena Gonzalez 2 L‘ 0% 74
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("<\) LABORATORIOS LICONSA, S.A.
K/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
S~ 19200 Azuqueca de Henares (Guadalajara), Espafa/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHANUSA

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

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC73267 Nata npoussopcrea 02.2023 ropen oo 01.2025

TEST/ TECT REQUIREMENT / CNELIA®UKALIUA

RESULT / PE3YJIbTAT

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 kancyn B 6nucrep U3
anoMuUHUeBol gonbru
Mo 2 unu 20 6nuctepoB no 5 Kancyn BmecTe
C MHCTPYKUUEl Mo MPUMEHEHUIO B NaYKy
KapTOHHY!O.
Mo 5 unu 10 6nucTtepoB no 6 kancysn BmecTe
C VIHCTPYKLMEN Mo NpUMeHeHUI0 B NavKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nuctepor no 7
Karicyn BMecTe C UHCTPYKUUe no
NPUMEHEHUIO B NaYKy KApTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBAX/
ArntoMUHUEBBIN 6riucTep.
Mo1, 2, 3,5, 6,9 unu 10 6nucrepor rno
10 Kancyn BMecTe C UHCTPYKLUel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 1, 2, 3, 4 unu 7 6nucrepos no 14
Karicysi BMecTe ¢ UHCTpyKUuel no
NPUMEHEHUIO B Na4Ky KapTOHHYHO.

Conforms /| CooTBeTCTBYET**

Analysis performed according ND
1nn-006953-180122

AHanus nposepeH no HA:
J1M-006953-180122

Approval date (dd.mm.yyyy)/nata ogo6peHus (aa.Mm.rrrr): 24.03.2023
(Signature & Date) Quality Assurance/(Mopnuce/aata) obecrneveHuskadecTsa:
Release by/BeinyweHo Deputy Qualified Person/: / s
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez x,f) .
Manufacturing Site/MpouasogcTeeHHas nnotazaka: Laboratorios Liconsa, S.A. =
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,"\\) LABORATORIOS LICONSA, S.A.
\/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N\~ 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
nPogyKT OME3 kancyrbl kuweyHopacTBopuMbie 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC73267 Oara npouseopctea 02.2023  Topen no 01.2025

TEST/ TECT REQUIREMENT / CNELUW®UKALIUA RESULT / PE3YIIbTAT

Notes / HabrnogeHus
**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 6rmcTep U3 antoMUHUEBON (OONbIi.
Mo 5 6rncTepoB o 6 Karcyrn BMecTe ¢ MHCTPYKLIMEN Mo NMpUMeHeHUIo B MaYky KapTOHHYIO.

Approval date (dd.mm.yyyy)/aata onobpenus (aa.Mm.rrrr): 24.03.2023 (i Ty ) 243/ 3
(Signature & Date) Quality Assurance/(Moanuc/faTa) obecnedeHuskadecTBa: <y~

Release by/BbinyieHo Deputy Qualified Person/:
(Signature & Date)/(Moanuce/nata) Macarena Gonzalez Y

)
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f\\) LABORATORIOS LICONSA, S.A.

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

CH Emo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelwieHue Ha BbinyCckK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancyrbl kMwe4yHopacTBopuMbie 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M1-006953
CEPU4 : LC73267 Hata npouseogctea : 02/2023
BATCH MANUFACTURING DATE

lFonen mo : 01/2025 Pasmep cepum : 357.915 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosilumm s noaTBepxaalo, YTo AaHHasi MHdopMaLus siBIIsieTCs JOCTOBEPHOM U TOUHON. [laHHas napTus npoaykra
Gbina npousBefeHa, BKMOYas ynakoBKy/MapKUPOBKY M KOHTPOIb KauecTBa, Ha YKa3aHHOM Hike yUyacTke (yuacTkax)

B NOMIHOM COOTBETCTBUM C Tpeb6oraHusamMu GMP mMecTHOro perynupytoLiero opraHa, crieuudpmukaymusamMu B paspeLueHuu
Ha MapKeTUHr CTPaHLI-MMIOPTepa U TeXHUYECKVMU COTfialleHUsIMU, KOTOPbIe MOTYT GbiTh 3aKnioUeHbl, unu dainom
cneuudpukauuu npoaykra ans UccrnepyeMbix rekapcTBeHHbLIX CPeACcTB.

3anucu no o6paboTke, yrakoBKe U aHanu3y nNapTuu 6bINU NpoBepeHbl U NPU3HaHbl COOTBETCTBYIOWMUMU TPe6oBaHUsIM
GMP.

MNapTus 6bina npoussegeHa B Jlabopartopuoc IukoHca SA., a TaMm, rae NPMMEHMMO MUKPOBUornoruyeckoe
uccrnenoBaHue,
oHo npoBoauTcs B llabopatopuu 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.

S/ .
/ 2u.05.7

Mopnuck 1 para / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep [ukoHca GMP / LICONSA GMP Number: ES/085HVI/19



