LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/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
nrPogykT OMES kancyrnbl kuwe4yHopacTBopuMbie 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC73346 Oata npouseopcrea 02.2023 Fopen po 01.2025
TEST / TECT REQUIREMENT / CMTELUU®UKALIAA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OlNMUCAHUE Teepable XenaTuHoBble Karncysbl paamepa N°4, Conforms / CooTBeTCTBYET
C KpbILLEYKoW CUHero LiBeTa U Koprnycom
Gernoro LBeTa, cofepxallue cepuyeckme
rpaHyribl OT 6eroro fo noytu 6emnoro ¢
enToBaTbIM 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.
OJHOPOOHOCTb AO3UPOBAHUSA (AV) 3HaueHue AV, paccunTtaHHoe gna 10 kancyn,

[OMKHo 6bITh He 6onee 15,0 %.

3HaueHue AV, paccuuTtaHHoe ana 30 Kancyn,

[OMKHO 6bITb He 6ornee 15,0 % u copepxaHue

omMenpasoria HY B OOHOM Karncyrie He JOMKHO
BbIXOAUTL 3a npeenb! 0,75M-1,25M.

8,9

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).
NnoANnUMHHOCTL (B3XX) Bpems yaepvBaHUsi OCHOBHOIO
nuKa Ha XxpomaTorpammMe UcnbITyeMoro
pacTBopa [oMKHO COOTBETCTBOBATL
BpeMeHU yAepXXMBaHUsl OCHOBHOTO MNuKa
Ha XpomaTorpamme CTaHAapTHOro pacTeopa
(pasgen «KonuyectBeHHOE onpepeneHue»).

Conforms / CooTBeTcTBYET

Approval date (dd.mm.yyyy)/nata onobpenus (oa.Mm.rrrr): 24.03.2023 P
(Signature & Date) Quality Assurance/(Moanuck/gata) obecrneveHuskadecTsa: ; (\_
Release by/Bbinywero Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/aata) Macarena Gonzélez N/T )
Manufacturing Site/lpousBogcTBeHHas nnowaaka: Laboratorios Liconsa, LS A. %2/&1 ()'3 ?/
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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
CEPTUD®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOyKT OMES karncynbl KuwevyHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC73346 Oara npoussoacrea 02.2023 Fopen po 01.2025

TEST / TECT REQUIREMENT / CNEL®UKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTbL B3XX (DAD peTtekTop)

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®-creKTp norroLeHnsi oOCHOBHOIO MuKa, Conforms / CooTBeTCTBYET
CHSAITBLIN NpuY XpomaTorpadupoBaHum
UCMLITYEMOro pacTBopa, AOMmKeH
cooTBeTCcTBOBaThL Y®-CrieKTpy normnoueHus
OCHOBHOTIO MUKa, CHATOMY pu
XpomartorpatpupoBaHum CTaHAAPTHOrO
pactBopa (pasnen «KonuuecreeHHoe

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

KONWYECTBEHHOE OMPEOENEHUE

95,0 - 105,0 % oT 3asiBreHHOro cofepXaHus 99,3 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUYECTBEHHOE ONPENENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,9 mg/cap / MI/KATICYINA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas ctanus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro coepXxaHus 0%
C17H19N303S (omenpa3sona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cTragus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asBNEHHOro 96 %
cogepxanust C17H19N303S (omenpazona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE NPUMECHK

OMEPRAZOLE CARBOXYLATE
Owmenpa3sorna kapbokcunar

not more than 1.0 %
He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/aata onobpenus (Aa.MM.Irrr): 24.03.2023
(Signature & Date) Quality Assurance/(lMoanuce/aaTa) obecneyeHusikadecTsa:
Release by/BbinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/aara) Macarena Gonzalez

Manufacturing Site/lMpoussoacTeeHHas nnolanka: 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), Esparia/Spain

Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIUSA

PRODUCT OMEZ capsules enteric-coated 20mg

nPoaYKT OMES3 kancynbl KuweyHopacTBopumblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC73346 Oata npoussogcrea 02.2023 Fopen pno 01.2025
TEST / TECT REQUIREMENT / CNELA®UKALIUA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecs 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
ITrobas eguHUYHas He Gonee 0,2 % 0,1 %
HeuaeHTUdULMPOBaHHAs NPUMeCh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cootBeTcTBUM ¢ HA. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temneparype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/aata ogobperus (aa.mMm.rrrr): 24.03.2023

(Signature & Date) Quality Assurance/(lMoanuck/aara) obecneveHusikayecTsa:

Release by/Bbinywero Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/nata) Macarena Gonzélez

Manufacturing Site/MpoussoacTBeHHas nnolyaaka: Laboratorios Liconsa, S.A.
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

(’\\) LABORATORIOS LICONSA, S.A.
\J

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancyrnbl KMiweyHopacTBopumMbie 20 Mr

CODE
Kopn, 231903

BATCH Manufacturing Date: Expire Date:
CEPUAA LC73346 MNata npoussopctea 02.2023 Fopen po 01.2025

TEST / TECT REQUIREMENT / CNELIU®PUKALIUA 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 6nucTtep U3 Conforms / CooTBeTcTBYeT**
antoMuHueBou gornbru
Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe
C VHCTPYKUUEN Mo NMPUMEHEHUIO B NaYKy
KapTOHHY!O.
Mo 5 unu 10 6nucTtepor no 6 kancyn Bmecre
C UHCTPYKLUUEN MO NMPUMEHEHUI0 B MaYKy
KapTOHHYIO.
Mo1, 2, 4,8 unu 14 6nucteporB no 7
Karicyrn BMecTe C UHCTPYKLUelt no
MPUMEHEHMIO B NMaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-MBOX/
AntoMuUHUEBLIN GriucTep.
Mo1, 2, 3,5, 6,9 unu 10 6nucrtepoB no
10 Kancyn BMecTe ¢ UHCTPYKLUel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Karicyn BMecTe C UHCTPYKLUen no
NPUMEHEHUIO B NMaYKy KapTOHHYIO.

Analysis performed according ND
1nn-006953-180122

Ananus nposepeH no HA:
J1M-006953-180122

Approval date (dd.mm.yyyy)/nata ofgo6perus (oa.Mm.rrrr): 24.03.2023 :;(,c,‘_,:ﬁ- 2
(Signature & Date) Quality Assurance/(lMognuck/gaTa) obecneveHusikalecTsa: ;.
Release by/BbinyiieHo Deputy Qualified Person/: )
(Signature & Date)/(Moanuck/aarta) Macarena Gonzalez L// s

Manufacturing Site/MpouasoacTeeHHas nnoljagka: Laboratorios Liconsa, S.A. 7 (’I.C’??_’Z 73 Pagelctp. 4 /5




LABORATORIOS LICONSA, S.A.

fﬂ)
\\J, Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancynbl kuwie4yHopacTBopumbie 20 Mr

CODE
Kopn 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC73346 Oata npouseopctea 02.2023 Mopen po 01.2025
TEST / TECT REQUIREMENT / CNEUU®UKALIAA RESULT / PE3YIIbTAT
Notes / HabnropgeHus
**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 6rncTep U3 antoMUHUEBON (DONbIU.
Mo 5 6nucTepoB rno 6 Karicyn BMecTe ¢ MHCTPYKLMEN Mo NMPUMeHEeHUIo B naYuky KapTOHHYHO.
Approval date (dd.mm.yyyy)/nata ogobpeHus (oa.Mm.rrrr): 24.03.2023 <€"‘<¢‘*' A ALY Q
(Signature & Date) Quality Assurance/(Moanuck/nata) obecnedeHusikadecTsa: o T
Release by/BoinyweHo Deputy Qualified Person/: )
Signature & Date)/(Moanuce/aata) Macarena Gonzalez oo
(Sig ) ) o4 039%

Manufacturing Site/MpoussoacTeeHHasi nnolaaka: Laboratorios Liconsa, S.A.
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,’\) LABORATORIOS LICONSA, S.A.
K\g Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

PaspelweHne Ha BbInyck
CERTIFICATE OF COMPLIANCE

MPOAYKT : OME3 kancyrbl KuweyHopacTBopumMbie 20 Mr

PRODUCT

Kop : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM-006953
CEPUSA : LC73346 Iata npoussopctea : 02/2023
BATCH MANUFACTURING DATE

TFonen go : 01/2025 Pasmep cepum : 347.328 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiumm 51 nogTBepXxaalo, Yto gaHHas MHopMaLys sIBfisieTcsl JOCTOBEPHON U TOUHOI. [laHHas napTusi NpoayKra
Gbina npousBefeHa, BKMoUas ynakoBKy/MapKMpPOBKY U KOHTPOSb KauecTBa, Ha yKazaHHOM HUXe yyacTke (y4acTkax)

B MOMHOM COOTBETCTBUU € TpeGoBaHusiMu GMP MecTHOro perynuvpytoliero opraHa, creuudukanmsamm B paspeLieHum
Ha MapKeTUHT CTPaHbI-UMIOpTepa U TEXHUYECKMMU COrfnalleHUsIMU, KOTOpble MOTyT 6bITh 3aKnoUeHbl, Unu dannom
creyudpmnkaumm npoaykra ans UccnegyemMbix nekapcTBeHHbIX CPeCTR.

3anucu no o6paboTKe, yrnakoBKe 1 aHanu3y nNapTumn 6bLINKU NPoBepeHbl U NMPU3HaHbl COOTBETCTBYIOWMUMU TPeGoBaHUAM
GMP.

MapTus 6bINa npovsBeaeHa B JlabopaTopuoc INMukoHca SA., a Tam, rae NpYMeHUMO MUKpobGuonoruyeckoe
uccriefoBaHue,
oHo npoBoguTcs B lTabopaTtopuun 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.

///‘“ 4.0%73

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

PerucTpauunoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI1/19



