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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®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NnPOOYKT OMES3 kancynbl kMwe4yHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC77837 Nata npouseoactea 09.2023  Topen go 08.2025
TEST / TECT REQUIREMENT / CNELUUA®PUKALIUA RESULT / PE3YNbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAble MenaTUHOBLIE Kancynkl pasmepa N°4, Conforms / CooTBeTCTBYET

C KpbllLeYyKoW CHHero LiBeTa U KOpNycom
6Genoro UBeTa, cofepxaiyue cthepudeckue
rpaHynel ot 6enoro Ao nourtu 6enoro c
HENnTOBaTbIM OTTEHKOM LiBETa.

UNIFORMITY OF DOSAGE UNITS (AV)

OHOPO[HOCTb [103UPOBAHUS (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.

3Ha4eHue AV, paccuuTtaHHoe ana 10 kancyn, 9,2
OOMKHO BbITh He Bonee 15,0 %.

3Ha4eHue AV, paccuuTtaHHoe ansa 30 kancyn,
LOoMmKHO BbITh He 6onee 15,0 % 1 copepxaHue
oMenpasonaHU B OhIOﬁ_ Kancyne He [OMKHO
BbIXOAWUTE 3a npegensi 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).

Bpemsa yaepXUBaHUA OCHOBHOIO Conforms / CooTBeTcTBYET
MU1Ka Ha XpoMaTorpaMme UcnbITyemMoro
pacTBOpa AOMKHO COOTBETCTBOBATh
BpPEMeHU YepKUBaHUA OCHOBHOTO MuKa

Ha XpoMaTorpaMme CTaHOapTHOro pacteopa
(pa3pen «KonuyecTBeHHOEe onpefeneHuen).

Approval date (dd.mm.yyyy)/nata ogobpenus (ag.mm.rrrr): 25.10.2023
(Signature & Date) Quality Assurance/(Moagnucb/aarta) obecneveHusKavecTsa:
Release by/Beinywexo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/garta) Macarena Gonzalez J
Manufacturing Site/lMpoussogcteeHHas nnowagka: 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®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOAYKT OMES3 kancynbl Kuwe4yHopacTBopumMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77837 Hara npouseogctea 09.2023 Nopen po 08.2025

TEST / TECT REQUIREMENT / CMELIM®UKALIUA RESULT / PE3VYIIBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOONUHHOCTL B3XX (DAD geTtekTop)

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 nornolleHUa OCHOBHOro NUKa, Conforms / CooTBeTcTBYeT
CHATBLIW NpU XpoMaTorpaduposaiuu
MCNLITYeMOro pacTBopa, JOMKeH
COOTEETCTBOBaThL Y®-CcneKTpy NornoweHus
OCHOBHOTO NUKa, CHATOMY NpuU
XpomaTtorpadupoBaHuU CTaHAApPTHOro
pacteopa (pa3zaen «KonuyecteeHHoe

onpegeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,7 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE ONPEQOENEHUE

95,0 - 105,0 % oT 3aABNeHHOro cogepXaHusa 98,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONPEAENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,7 mgl/cap | MI/KATCYNA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aABNeHHOro coaepXaHus 0%
C17H19N303S (omenpazona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BydepHasn cragus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3aaBneHHoro 96 %
cofepxanua C17H19N303S (omenpaszona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHLIE NMPUMECHU

OMEPRAZOLE CARBOXYLATE
Omenpazona kap6okcunart

not more than 1.0 %
He 6onee 1,0 % <0,1 %
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(Signature & Date) Quality Assurance/(loanuck/nata) obecnedyeHusakadecTsa:

Release by/BrinyieHo Deputy Qualified Person/:

—

L gaiaka

(Signature & Date)/(Moanuce/gaTta) Macarena Gonzalez ! \ -
Manufacturing Site/MpouasoacTeeHHan nnotanka: Laboratorios Liconsa, S.A. W} H g Jo -t _ Pagelctp.2/5
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CHEMO

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 AHAJIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg

nPoayKT OME3 kancynbl KuweyHopacTteopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC77837 Data npouzeogctea 09.2023  Tonen no 08.2025
TEST / TECT REQUIREMENT / CNELUUA®UKALINA RESULT / PE3YNILTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
MNMpumeck G He Gonee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mwban eguHU4Has He 6onee 0,2 % <0,1 %
HeuOgeHTU(ULUPOBaHHAA NPUMECH
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He Gonee 2,0 % 0,1 %

LABELING According to ND

MAPKWUPOBKA B cooTtBeTtcTBUM ¢ HI. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/naTa ogo6penus (og.mm.rrrr): 25.10.2023

S 2Stor3

(Signature & Date) Quality Assurance/(Mognuce/aata) obecneveHuakaqecTsa:
Release by/Beinywero Deputy Qualified Person/: e
(Signature & Date)/(Moanuce/narta) Macarena Gonzélez /vz/
Manufacturing Site/MpoussoacTeeHHas nrowaaka: Laboratorios Liconsa, S.A. P4
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_\\/w LABORATORIOS LICONSA, S.A.
A/L\‘ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

OI m 3 O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoAvKT OMES3 kancynkl Kuwe4yHopacTeopumMsie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUSA LC77837 Oata npouasopctea 09.2023 Fopex no 08.2025

TEST/ TECT REQUIREMENT / CMIELUN®UKALIUA RESULT / PE3YNLTAT

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 6nucTep U3 Conforms / CooTBeTcTBYET**

antomMuHueBok donbru

Mo 2 unu 20 6nucTepoe no 5 Kancyn BMecTe
C MHCTPYKUMEN MO NMPUMEHEHUIO B NaYKy
KapTOHHYHO.

Mo 5 unu 10 6nucTepoe no 6 kancyn BMecTe
€ UHCTPYKLUMEI MO NPUMEHEHUIO B MaYKy
KapTOHHY!O.

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

Kancyn BMecTe ¢ UHCTPYKLU1el no
NPpUMEHEHUIO B NMaYyKy KAPTOHHYHO.

Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnOMUHUEBLIA BRUcTep.

Mo1,2, 3,5, 6,9 unu 10 6nucrepor no

10 Kancyn BMecTe C UHCTPYKLUUel no
NpUMEHEHUHO B MaYKy KapTOHHYHO.

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

Kancyn BMecTe ¢ MHCTpYKUU1el no
NPUMEHEHUIO B NaYKy KapTOHHYH.

Analysis performed according ND
Jn-006953-180122

AHanua npoeepeH no HO:
nn-006953-180122

Approval date (dd.mm.yyyy)/nata opobpenus (og.mm.rrrr): 25.10.2023 \“\ \ m.\u w \ ﬁ‘m w

(Signature & Date) Quality Assurance/(Moanuce/nata) o6ecneyeHusikayectsa
Release by/BuinywieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nata) Macarena Gonzalez (\ =

Manufacturing Site/lpouasoacTeeHHas nnowanxa: Laboratorios Liconsa, S.A. V A r\
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\\H/Jw LABORATORIOS LICONSA, S.A.
(ﬂl\\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O I m 3 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 OME3 kancynbl kuwe4yHopacTBopuMble 20 mr

CODE

Kopn 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77837 Oara npouaeoncrea 09.2023 lopen oo 08.2025

TEST / TECT REQUIREMENT / CMELIMU®UKALIUA RESULT / PE3YINILTAT

Notes / HabrrogeHUs
**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 6nuUcTep U3 anNtOMUHUEBOW ONLIU.
Mo 5 6nuctepoB no 6 Kancyn BMecTe ¢ UHCTPYKUWEN MO NPUMEeHEeHUIo B NaYvKy KapToHHYIo.

Approval date (dd.mm.yyyy)/aata opobpenus (oo.mm.rrrr): 25.10.2023 .%\v\.lw > \QDW

(Signature & Date) Quality Assurance/(lognuce/gata) obecneveHusika4yecTsa:

Release by/Beinywero Deputy Qualified Person/: ﬂl

(Signature & Date)/(lMognuce/nata) Macarena Gonzalez - —_—

Manufacturing Site/lpowaeoacTeeHHas nnowaaxa: Laboratorios Liconsa, S.A. T A lﬂ fe - L ) Pagelctp.5/5
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ﬂ/u‘ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

O I m 3 O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NMPOOYKT : OME3 kancynbl Kuwe4yHopacTBopumMbie 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1lM1-006953
CEPUA : LC77837 Data npouseoactea : 09/2023
BATCH MANUFACTURING DATE

lNonen no : 08/2025 Pasmep cepum : 339.046 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTrosiyum 51 nogTBEpKAato, YTo AaHHas MHopMaLus SIBNsieTcs AOCTOBEPHOM U TOYHOM. [laHHas napTus NpoaykTa
6bina npousBeeHa, BKNHOYas yNnakoBKY/MapKUPOBKY M KOHTPOIb Ka4ecTBa, HAa YKazaHHOM HUXe y4acTke (y4acTKax)
B NOMHOM COOTBETCTBUM C Tpe6oBaHuamu GMP MeCTHOro perynupyrLlero opraHa, cneuMuKayusMmu B paspelueHum
Ha MapKeTUHI CTPpaHLI-UMNOPTEepa U TEXHUYECKUMU COFMalleHMUsAMY, KOTOPbLIEe MOTYT BLITh 3aKMHYeHbl, Unu annom
cneuyudmkauum npoaykTa ans MccnegyeMeuix NekapcTBEeHHLIX CPeACcTE.

3anucuy no o6paboTKe, yNaKOBKe M aHanuay napTuu 6bInM NpoBepeHbl U NPUM3HaHbl COOTBETCTBYHOWUMK TpeBoBaHUAM
GMP.

MapTusa 6bina npouseeneHa e NaGoparopuoc MNukoHeca SA., a Tam, rae NpUMMeHUMO MUKpobGuonoruyeckoe
uccriefoBaHue,
OHO npoeoauTca B JllabopaTtopuu 3uyeBapHe 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.
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Moanuce u gata / Signature&Date: Macarena Gonzaélez
| Deputy Qualified Person

PervctpauuoHHoe ygoctoeepeHue / Manufacturing Authorization: 3414E
Homep lNukoHca GMP / LICONSA GMP Number: ES/085HVIM9



