‘\\) LABORATORIOS LICONSA, S.A.
‘(\ 2 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N>~ 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

(“""\‘a H F‘ ET]@ Phone: +34 949 34 97 00
4 e Fax: +34 949 26 68 37

"CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancyrbl KuwevyHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC71822 Dara npoussoacrea 11.2022 Fopen po 10.2024
TEST / TECT REQUIREMENT / CNELA®PUKALIUAA 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 TeBeppAble xenaTtuHoBbIe Karcyrnbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpbILLIEYKOW CUHero LBeTa U Koprnycom
6enoro LBeTa, coepxalyme cepuyeckue
rpaHyrnbl oT 6eroro [o noytu 6enoro c
XernToBaTbIM 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 AO3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe ans 10 kancyn, 7,7

[OMKHO 6bITb He 6onee 15,0 %.

3HayeHue AV, paccuuTtaHHoe ansa 30 kancyn,

JAOIKHO ObIThb He Gonee 15,0 % v copepxaHue

oMernpas3sona Hu B OQHOW Karcyne He AOMKHO

BbIXoAuTb 3a npegensl 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).
NOANUHHOCTD (B3XX) Bpems yaepXuvBaHUA OCHOBHOFO Conforms / CooTBeTCcTBYET
nuKa Ha XxpomatorpaMmMe UcMbITyeMoro
pacTBopa AOMmKHO COOTBETCTBOBATL
BpeMeHU yaepXKuBaHUA OCHOBHOIO NuKa
Ha XpomaTorpamme CTaHAapTHOro pacteopa
(paspen «KonuyectBeHHOE onpeneneHue).

Approval date (dd.mm.yyyy)/aaTa ogobpeHnus (aa.mm.rrrr): 02.01.2023

(Signature & Date) Quality Assurance/(Moanucs/aarta) obecnevyeHuskavecrsa: =

Release by/BbinyuieHo Deputy Qualified Person/:

Signature & Date)/(Mognuck/gata) Macarena Gonzélez ? )

(Sig Y(Noanucs/para) ?/\F\Vk,/
() Z

Manufacturing Site/lpoussoacTeeHHas nnolagka: Laboratorios Liconsa, S.A.
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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 AHANU3A

PRODUCT OMEZ capsules enteric-coated 20mg

nPOOYKT OME3 kancynbl kuweyHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC71822 Hara npouseopgcrea 11.2022 Fonen pno 10.2024

TEST / TECT REQUIREMENT / CNELIU®OUKALIUA RESULT / PE3YINBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOANMUMHHOCTb 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 normnoLieHnsi 0CHOBHOIO MNUKa,
CHATBIV NPU XpoMarorpadgupoBaHuu
UCMNbITYEeMOro pacTBopa, [AOMKeH

COOTBETCTBOBaTh Y®-CreKTpy nornoweHus

OCHOBHOIO KA, CHATOMY Npu
XpomarorpadupoBaHUn CTaHAAPTHOTO
pactBopa (pa3gen «KonuuectBeHHOe

Conforms / CooTBeTCTBYET

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,1%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOJIMYECTBEHHOE OMPEQOENEHUE 95,0 - 105,0 % oT 3asiBreHHOro cogepxaHusi 98,8 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMMYECTBEHHOE OIMPELENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna

19,8 mg/cap / MI/KATNCYIA

DISSOLUTION ACID STAGE

Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min

PACTBOPEHME (KucnotHas ctagus) He G6onee 10 % ot 3asBneHHOro copepxaHus 0%
C17H19N303S (omenpa3ona)
Yyepe3 120 MuH

DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.

PACTBOPEHMUE (BydepHas cragus) He meHee 80 % (Q) ot 3asaBneHHOro 103 %
copepxaHusa C17H19N303S (omenpasona)
yepe3 30 MUH.

RELATED SUBSTANCES

POOCTBEHHbIE MPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Owmenpa3sona kap6okcunar He 6onee 1,0 % <0,1%

Approval date (dd.mm.yyyy)/aata ogo6penus (oa.mm.rrrr): 02.01.2023

(Signature & Date) Quality Assurance/(Moanuck/aata) obecneyeHusikadyecTsa:
Release by/BbinywieHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuce/narta) Macarena Gonzélez

Manufacturing Site/[pov3aeoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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—_ ) LABORATORIOS LICONSA, S.A.
Y(\\g{ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

g‘”“‘a H E n‘?‘i @ Phone: +34 949 34 97 00
ol Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykKT OMES kancynbl kKuwe4yHopacTtBopumMbie 20 Mr

CODE
Kopn 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC71822 Dara npouseoacrea 11.2022 Fonex no 10.2024
TEST / TECT REQUIREMENT / CMIELU®UKALINA 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 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Io6as eaguHuYHan He 6onee 0,2 % 0,1 %

HenaeHTUULMPOBaHHAs MPUMECH

TOTAL IMPURITIES not more than 2.0 %

Cymma npumecen He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cooTtBeTcTBUYU ¢ HA. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepaTtype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHoCTuU 2 ropa.

Approval date (dd.mm.yyyy)/aata ogo6peHus (aa.mm.rrrr): 02.01.2023 N 202 0123

(Signature & Date) Quality Assurance/(Moanucs/garta) o6ecneyeHusikayecTsa: P

Release by/BeinyiieHno Deputy Qualified Person/: ( i \\,‘ AL

(Signature & Date)/(Mognucsk/gata) Macarena Gonzélez S/\\JT \__’_;L e 3
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\) LABORATORIOS LICONSA, S.A.
((\\_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
S 19200 Azuqueca de Henares (Guadalajara), Espafial/Spain

CHEMO Fa: 34 49 26 837

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykT OMES3 kancyrbl Kuwe4yHopacTeopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC71822 INara npoussopctea 11.2022 Fopex po 10.2024

TEST / TECT REQUIREMENT / CMELUU®UKALIAA 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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep us Conforms / CooTBeTCcTBYET*"
antoMuHueBol onbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BmecTe
C UHCTPYKLUMEN No NPUMeHEHUIO B MavKy
KapTOHHY!0.
Mo 5 unu 10 6nuctepos no 6 karicyn BMecTe
C UHCTPYKUMEN MO NpUMeHEeHUIO B NMavKy
KapTOHHY0.
Mo 1, 2, 4, 8 unu 14 6nucrepoB no 7
Karncyn BMecTe ¢ UHCTPYKLUen no
NPUMEHEHUI0 B MaYvKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NMBX-M3-NBOX/
AnoMUHMEBLIN BniucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepoB no
10 kancyn BMecTe C UHCTPYKL e no
NPUMEHEHUI0 B NaYKy KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Kancyn BMecTe C UHCTPYKL el no
NPUMEHeHUI0 B NaYKy KapTOHHYHO.

Analysis performed according ND
1n-006953-180122

Ananu3s nposepeH no HA:
1n-006953-180122

Approval date (dd.mm.yyyy)/narta ogo6penus (og.mm.rrrr): 02.01.2023 . p 020123

(Signature & Date) Quality Assurance/(lNoanuce/aaTa) oﬁecnequMﬂKaquTEléf - e

Release by/BrinyuieHo Deputy Qualified Person/: A

(Signature & Date)/(Moanuce/nata) Macarena Gonzalez > N \_,_,«/‘"'/ ; -

Manufacturing Site/lNpoussoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A. = -y 0 Z .0 . Z S Pagel/ctp. 4 /5



LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

(':'“""i H E m@ Phone: +34 949 34 97 00
; ; Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAITUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OME3 kancynbl kMiwe4yHopacTBopumMbie 20 mMr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC71822 Dara npoussogctea 11.2022 Fopen no 10.2024

TEST / TECT REQUIREMENT / CNELUAD®UKALIAA RESULT / PE3YIIbTAT

Notes / HabntopgeHUs
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 karncyn B 6n1cTep U3 antoMUHUEBON (horbru.
Mo 5 6nucTrepos o 6 Karcyn BMecTe ¢ MHCTPYKLIMEN Mo NMpUMeHEHUI0 B NMavky KapToHHYIO.

Approval date (dd.mm.yyyy)/aata ogo6penus (ag.mm.rrrr): 02.01.2023 M(‘" 020123
(Signature & Date) Quality Assurance/(lMoanucb/aaTa) obecneveHuskadecTsa:

Release by/Bbinywero Deputy Qualified Person/: < .
(Signature & Date)/(Monnucs/nata) Macarena Gonzalez ’,BD \&

Manufacturing Site/MpoussogcTeeHHas nnotyagka: Laboratorios Liconsa, S.A.

_Jol.ol. 18
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‘,’éQ\) LABORATORIOS LICONSA, S.A.
(k) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
el 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

@ H E m (:) Phone: +34 949 34 97 00
: Fax: +34 949 26 68 37

PaspelwieHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NMPOOYKT : OME3 kancynbl KuweyHopacTBopuMbie 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUSA : LC71822 DNata npouseogctea : 11/2022

BATCH MANUFACTURING DATE

lonen no : 10/2024 Paamep cepum : 352.259 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacroswum s nogTBep}aaro, YTo AaHHasi UHOPMaLs sIBIsSieTCsl AOCTOBEPHON U TOYHON. [laHHas napTus npoaykra
6bina npoussefeHa, BKIoYas ynakosKy/MapKUpOBKY U KOHTPOIb KauyecTBa, Ha yKa3aHHOM HUXe yyacTke (y4acTkax)
B MOMHOM COOTBETCTBUMU ¢ TpeGoaHuamu GMP MecTHOro perynupyoLlero opraHa, crneuudukaumsamu B paspewieHum
Ha MapKeTUHI CTPaHLI-MMMNOPTEPa U TeXHUYECKUMU COrfaLleHUsIMU, KOTOPbIe MOTYT 6bIThb 3aKmnioUeHbl, unu ¢ainom
crnieuudukauum npoaykra ansa Uccnepyembix nekapcTBeHHbIX CPeACTB.

3anucu no o6paboTke, ynakoBKe U aHanNuU3y napTum 6bIY NPOBEPeHLI U NPU3HaHbLI COOTBETCTBYIOLMMU TpeGoBaHUAM
GMP.

MapTus 6b1na npousseneHa B JlaGoparopuoc JlukoHca SA., a Tam, rae NPUMEHMMO MUKpPOOUOooruyeckoe
uccrnenoBaHue,
OHO npoBoauTcaA 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.
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Moagnucek u garta / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpaunoHHoe yaoctoBepenue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/9





