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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayYKT OMES3 kancynbl kuweyHopacTeopumMbie 20 Mr

CODE
Koa 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC76316 Hara npouzeoactea 06.2023 Fonen oo 05.2025
TEST /| TECT REQUIREMENT / CNELAD®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.
OMNUCAHUE TeepAble enaTMHOBbIe Kancynbl paamepa N°4, Conforms / CooTBeTCcTBYET
€ KpbIWeYKoi CUHEro uBeTa U Kopnycom
6enoro LUBeTa, cofepxallue cepudeckue
rpaHynel oT 6enoro Ao nourtu 6enoro ¢
WentoBaTbiM OTTEHKOM LBeTa.
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.
OOHOPOOHOCTL JO3UPOBAHUA (AV) 3HaveHue AV, paccuuTaHHoe ana 10 kancyn, 91

LomkHo 6bITb He Bonee 15,0 %.

3HaveHue AV, paccuyuTaHHoe ana 30 Kancyn,

LOMKHO B6bITh He Bonee 15,0 % u cogepxaHue

oMenpa3sona HU B O4HOM Kancyne He AOMKHO

BbLIXOAWTL 3a npefensi 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 yaepxuBaHus 0CHOBHOTO Conforms / CooTBeTCcTBYET
N1Ka Ha XxpoMaTorpamMme UCNLITYyeMoro
pacTBOpa A0MKHO COOTBeTCTBOBATh
BpeMeHMW yOepXUBaHUA OCHOBHOro NUKa
Ha XpoMaTorpamMme CTaHAapTHOro pacTteopa
(pasgen «KonuyecTBeHHOe onpeaeneHuer).

Approval date (dd.mm.yyyy)/nata ogobpenus (oa.mm.rrrr): 02.08.2023 .
(Signature & Date) Quality Assurance/(Moanucs/nata) o6ecneverusikavecraa: ) ' 05083
Release by/BeinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nara) Macarena Gonzalez A . o
sA Y{j 308. 1D

Manufacturing Site/Mpou3eoacTeeHHas nnowanka: Laboratorios Liconsa, Page/ctp. 1/5
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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 AHAINU3A

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

CODE
Kon 231903

BATCH
CEPUSA LC76316

Manufacturing Date: Expire Date:
Oata npouasoactea 06.2023 logen no 05.2025

TEST / TECT

REQUIREMENT / CNELUIMPUKALIUA RESULT / PE3YINILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOoONUHHOCTL B3XX (DAD geTekTop)

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 nornouieHnWs 0CHOBHOro NUKa, Conforms / CooTBeTcTBYET
CHATHLIA NpU XpomarorpadupoBaHum
WUCNBITYeMOro pacTBopa, AomKeH
COOTBETCTBOBAaThL YP-CreKTpy NornoleHusn
OCHOBHOFO MUKa, CHATOMY Npu
XpomaTtorpadupoBaHUM CTaHAAPTHOTO
pacreopa (pazgen «KonuyecTBeHHoe
onpegeneHuer)

WATER
BOOA

Not more than 5.0 %.
He 6onee 5,0 % 23%

OMEPRAZOLE ASSAY %
KONWYECTBEHHOE OMNPENENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3asiBNeHHOro cofepXaHus 100,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPEOENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mgl/capsule
OT 19,0 mr/kancyna go 21,0 mr/kancyna 20,0 mg/cap / MITKAMNCYINA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aABNEHHOrO COAEPKAHUA 3%
C17H19N303S (oMenpaaona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHan cranus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asBneHHoOro 96 %
copepxanua C17H19N303S (omenpasona)

yepes 30 MuH.

RELATED SUBSTANCES
POOCTBEHHGLIE NPUMECH

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunar

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

Approval date (dd.mm.yyyy)/aata onobperus (an.mm.rrrr). 02.08.2023 _
(Signature & Date) Quality Assurance/(lNoanuck/aarta) obecneveHusKavecTsa: NP G 30 25

Release by/Brinywexo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/nata) Macarena Gonzalez \j o020 5 ‘z:)
Manufacturing Site/lpouasoacTeeHHas nnowapxa: Laboratorios Liconsa) S.A. ’ Pagelctp. 2/5




-~ \) LABORATORIOS LICONSA, S.A.
(‘ 2 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 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®PUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayYKT OMES3 kancynbl kuwe4HopacTBopumMbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC76316 Darta npoussoactea 06.2023  TlogeH o 05.2025
TEST / TECT REQUIREMENT / CNELUU®UKALIUA RESULT / PE3YINLTAT
IMPURITY F not more than 0.2 %
Mpumecs F He Gonee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumect G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
TMwbas eauHUyHas He 6onee 0,2 % <0,1%
HeugeHTUdULUUPOBaHHAA NpUMeCh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKWPOBKA B cootBeTcTBUM ¢ HI. Conforms / CooTBeTcTRYET
STORAGE Below 25 °C
XPAHEHUWE Mpu TemnepaTtype He Bbille 25 °C.
SHELF-LIFE 2 years
CPOK rogHoCTHU 2 ropa.

Approval date (dd.mm.yyyy)/aaTa ogo6penua (ag.mm.rrrr): 02.08.2023
(Signature & Date) Quality Assurance/(Ioanuck/aata) oGecneverusxaqectea: N P a30823
Release by/Buinyweto Deputy Qualified Person/:

(Signature & Date)/(Mopnucs/aaTa) Macarena Gonzaélez \-f) o3.c Y {.5
Manufacturing Site/MpouasoacTeeHHas nnolyaaka: Laboratorios Liconsa, S.A. Page/ctp. 3/5



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

CH Ei i 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
nPoayKT OME3 kancynbl Kuwe4yHopacTBopuMblie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC76316 Data npoussoactea 06.2023 Nogen oo 05.2025

TEST/TECT REQUIREMENT / CNELIU®UKALINA RESULT / PE3YINbTAT

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 or10 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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep U3 Conforms / CooTBeTCTBYET™*
anoMuHUeBo# donkru
Mo 2 unu 20 6nucTepor nNo 5 Kancyn BMecTe
C UHCTPYKUUEN No NPUMeHEHUI0 B MavKy
KapTOHHYH.
Mo 5 vnu 10 6nucTepos no 6 kancyn BMecTe
€ UHCTPYKUUEN MO NPUMEHEHUID B NayvKy
KapTOHHY!O.
Mo 1, 2, 4, 8 unu 14 6nuctepos no 7
Kancyn BMecTe ¢ UHCTpyKuuen no
NpUMeHeHUIo B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMUHUeBbIA BnvcTep.
Mo 1,2, 3,5, 6,9 unu 10 6nuctepor no
10 Kancyn BMecTe ¢ UHCTPYKUUENr no
NPUMEHEHUIO B MavKy KapTOHHYIO.
Mo, 2, 3,4 unu 7 6nucrepos no 14
Kancyn BMecTe C UHCTPYKLUeii no
NPUMeHeHUI0 B Na4Ky KapTOHHYIO.

Analysis performed according ND
1n-006953-180122

Ananus npoeeneH no HA:
1n-006953-180122

Approval date (dd.mm.yyyy)/nata onobpenus (oa.mm.rrrr): 02.08.2023

y ] 2 (2
(Signature & Date) Quality Assurance/(Moanucs/nata) obecneveruakadecrsa: 20123 M
Release by/Brinyweno Deputy Qualified Person/: =
Signature & Date)/(lMognuce/gata) Macarena Gonzalez o YR
(Sig )(Non, 'nara) (,”;L‘YLJ
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7)) LABORATORIOS LICONSA, S.A.
(\_./ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N>~ 19200 Azuqueca de Henares (Guadalajara), Espafa/Spain

CH E mo 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 OME3 kancynbl KMwe4yHopacTBopumbie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC76316 Nata npouseoactea 06.2023  Togen go 05.2025

TEST / TECT REQUIREMENT / CMELIMDUKALIUA RESULT / PE3YINILTAT

Notes / HabnwoageHUs
**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 6aucTep U3 aNKOMUHUEBON ONbLIU.
Mo 5 6nucTepor no 6 kancyn BMecTe ¢ UHCTPYKLUUEN MO MPUMEHEHUIO B NaYvky KapTOHHYH.

Approval date (dd.mm.yyyy)/nata ono6perus (oa.mm.rrrr): 02.08.2023 -

(Signature & Date) Quality Assurance/(Tloamucs/aaTa) obecnedeuskadecrea: (05 0643 AP
Release by/Beinywero Deputy Qualified Person/: /

(Signature & Date)/(lNognuce/aata) Macarena Gonzalez / \75 O30 3.1 3

Manufacturing Site/lMpouasofcTeeHHas nnowaaxa: Laboratorios Liconsa, S.A/ Pagelctp. 5/5



