NEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITIPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Laxatract 667 mg/ml oipdmt yio oxviovg ko yateg (AT, BE, BG, CY, CZ, DE, DK, EE, EL, ES, FI,
FR, HR, HU, IE, IS,IT, LT, LU, LV, NL, NO, PL, PT, RO, SE, SI, SK, UK)

2. MOIOTIKH KAI IOXOTIKH XYNOEXH
1 ml mepiéyet:

APUGTIKO GVGTOTIKO:

Lactulose 667,0 mg

(as lactulose liquid)

"Exdoyo:
Benzyl alcohol(E1519) 2,0 mg

BA. tov mApn katdAoyo ekdOy®mV 6T0 KEPAANLO 6.1.
3.  ®APMAKOTEXNIKH MOP®H

Zipomi.
ALowYEG, 1EDOEC VYPO, AYPOLLO 1 AVOLYTO KAPE-KITPIVO.

4. KAINIKA XTOIXEIA

4.1 Eiom {onv

2K0OAOL Kot YOTEG.

4.2 OgpomevTikég evoeilelg mpoosoropilovrag Ta €ion LoV

I'a ™ Bepamneia g dvokotMdTTog (T.Y. AMOY® EVIEPIKNG ATOVING LETH ATO XELPOLPYIKT| EXEUPaOT,
tprrofelmapicv, GVUTOYOVS EVIEPIKOD TEPLEXOUEVOD).

I'a ™ cvpntopatikn eponeio TaBOAOYIKOV KOTAGTAGEMY 01 OTOIES AMALTOVY OLEVKOALVGN TG
aQOOEVOTG (Y. UEPIKEC OTOPPAEEIC AOY®, Y10 TOPAOELY L0, OYKMV KOl KATAYUATOV, EKKOATMUUTOS
7oV 0pHov, TPOKTITIOAG KO SNANTNPLUCTG).

4.3 Avtevositeg

Na punv ypnowtonoteiton o€ (Mo e OAKN YUOTPEVIEPIKT ATOPPAET, SLATPNON TOL TEMTIKOV
GLOTNHOTOG N KIVOUVO S1ATPNONG TOL TEMTIKOV GUGTNLOTOG,
No unv xpnoyLonoleital 6€ TEPInT®ON VIEPEVAIGHNGIOG GTO dPACTIKO GVOTOTIKO, 1) GTO £KO0YO.

4.4 Edwég mposidomomjoslis yia kag gidog Ldov

Koapia.
4.5 Iowitepeg Tpo@uAGLeELS KaTA TN YPioM

ISaitepec Tpo@uAGEELS KaTd T yprion o€ (da

To dudvpa AaktovAding mepiéyet Kamoto TtocdTnTa EAeVOEP G AoTdlNg Kol YohakTolng Kot pmopet
Vo 0AAAGEEL TIC OMTALTNOELS GE IVOOLALVT] 6TOVG d1afnTikovg acbeveis. XpnNOLOTOIEITE e TPOGOYN O
{da e TPODTAPYOVGES AVIGOPPOTIES VYPDOV KOl NAEKTPOAVTMV, d€d0UEVOL OTL 1 AokTovAON pmopel
VOl EMOEWVADGCEL TIG KUTAGTAGELG QVTES, EAV TPOKVYEL SIAPPOLOL.




ISwaitepec mpo@uAdEeic Tov wpémel va AaudvovTot amd To GTOLO TOV YOPNYEL TO QOPUOKEVTIKO
mpoidv oe Lha

AVTO TO KITNVIOTPIKO POPUAKEVTIKO TPOTOV UTOPEL Vo TPOKOUAECEL LETEMPIGHO Kol didppota. H toyaio
KOTATOOT TPENEL VAL 0moPevYeTaL, Wtaitepa amd mandi. ' va amopevyBei n Tuyaia katdmoon, To
KTNVIOTPIKO QUPLOKEVTIKO TPOTOV TPEMEL VoL YPTCLLOTOLELTAL KOl VO pUAAGGETOL 6€ BECT TNV omoia
dev mpooeyyilovv ta modid. Eravatonofeteite mivtote To ThOUA LETA TN XPNOT).

AVTO TO KITNVIOTPIKO POPUAKEVTIKO TTPOTIOV TTEPLEeL feVELAIKT aAKOOAT. AVTO TO GLVINPNTIKO pmopel
Vo TPOKOAEGEL AVTIOPAGEIC VITEPELOIGONGING (AAAEPYIKES AVTIOPAGELS). ATOUO UE YVOOTN
vrepevarctnocio otn PeviLAK 0AKOOAN TPETEL VO ATTOPEVYOVVY TNV ETAPT| LE TO KTNVIATPIKO
QopLaKeVTIKO TPoidv. [TAéveTe Ta XEPla LETA TN XPNOT|. 1E TEPIMTMON TOL VIAPYEL AUECT] EXAPT| LLE
To 0épua 1| T patio, Eemlovete pe kabapd vepd. Edv o epebiopog empével, (NTiote 10Tpikn
ouppfovAn.

4.6 AvemOOunteg evépyeieg (cuyvotTNTa Kot cofapotnTa)

Yrnueio LETE®PIGHOV, YOOTPIKNG SLATOOTG, GUVOAKNG K.AT. €ivOl GUYVE KATH TO TPAOLUN GTASLO TNG
Bepamneiog, aALG YEVIKE VTOYWOPOVV LE TNV TEPOdo ToL ¥pdvov. H didppota kot 1 apuddtmon gival
onueio (oyeTIKng) vVITepodocoroyiag: edv cupuPel avtod, Tpémet va {nreital n GLUPOVARY KTNVIATPOL.

H ocvyvomta tov avembountov evepysidv kabopiletor g akolobbmg:

- TOAD ovyvn (Tteplocdtepo amd 1 ota 10 {da mapovcidlovv avemBounTeg evEPYELEg KOTA TN ddpKELD
g Oepameiog)

- ovyvn (Teplocdtepo amd 1 aAld Aryotepo amd 10 {da ota 100 vrd Beponeio {oa)

- un ovvnBopévn (mepiocdtepo amd 1 adAdd Aryotepo amd 10 {ba ota 1000 vd Bepancio (da)

- onévia (meplocotepo amd 1 aidd Arydtepo amd 10 {da ota 10.000 vio Oepaneio (hor)

- oAb omavio (Aryotepo amd 1 ata 10.000 vd Bepameio (Do, cvUTEPIAAUPAVOUEVOV LEUOVOUEVDV
avapop®V)

4.7 Xpnion katd TNV kKdnon Kot T yerovyio

Mmropel va ypnoporon el Katd tn S1dpKeLd TS KONONG KOl TNG YOAOVYIG.

4.8 Aliemopdocseig pe GAA0 QOPRUKEVTIKE TPOTOVTO KoL GAAES pOPPES arlAnhemidopaong
Agv glval yvoot Kopio.

4.9 Aocoloyia Kol TpOTOS YOPYNONG

T a6 Tov otdpaTOg YOPTYNOoN.

Yiodot kot yatec: 400 mg AaktovAdlng ava kg copatikod Badpoug Tnv nuépa, TOL AVIIGTOLYOVV GE
0,6 ml KTVIATPIKOL PAPLOKEVTIKOD TPOiIOVTOC ava kg copatikov fapovg tnv nuépa. Avto Ba mpémet
Katé TpoTiunon va dwutpeital og 2-3 066¢€1g Katd ™ dudpkela ¢ nuépag. H docoroyia pmopel va
TPOCOAPUOCTEL AVAAOYO LE TIG OVAYKEG.

Evdéyeton va amartovvron 2-3 nuépeg Oepameiog mpiv yivel epoavig 1 Oepamevtikn enidpao.
Emkowvmvnote pe ktnviatpo yio vo TpocaprdceTe T Bepameio eV TOpoLGLAGTEL KOIAOKT ducpopia
1N ddppora. To KTNVIATPIKO PAPUOKELTIKO TPOTOV pmopel va avopeydel pe v tpoen 1 va yopnyndet
angvbeiog Héca 6TO GTOUA.

4.10 Ynepdocoroyio (COURTONATA, PETPO OVTIUETAMTIONG, OVTIOOTA), EAV Eival amapaitnTa

Toyov vtepdocoroyio dev TPoKaAel AALEG avemBVOUNTEG EVEPYELES OO EKEIVES TOV AVOPEPOVTAL TNV
TopAypapo 4.6. Avaminp®daote To vYPE KOl TOVG NAEKTPOADTEG €GV givarl amapaitnTo.



4.11 Xpovog(or) avopovig
Agv amouteiton

5. OGAPMAKOAOI'IKEX IAIOTHTEX

DoppokobepamenTiky OpAd0: OGUMTIKOG dpMOVTO KOOUPTIKA, AaKTOVAOLN
Koducog ATCvet: QAO06ADI11

5.1 ®@oppokodvvopuIKES 1O10TNTEG

H Aaxtovrdoln givon évag dtoakyapitng (Yoraktoln/epovktdln) mov dev vOPOAVETAL ATO TO EVIEPIKA
évlopa tov Onlactikov. Otav eOavel oto mayd évtepo, 1 AaktovAd(n petafolriletar omd To PokTtiplo
TOV EVIEPOL IE ATMOTEAEGLOL TOV GYNUATIOUO 0EEDV YAPUNAOD HOPLOKOL BApovs (YOAOKTIKO, LUPUNKIKO
Kot 0&1kd 0&V) kot CO,. Avtd T 0EE £Y0VV STAN EMIOPAGN: ALEAVOLV TV OOUMTIKY| TEOT
TPOPOVTOC VEPO LECH GTO EVIEPO [LE OTOTEAEGLOL LULOL VITOKTIKT EXIOPOAOT KO ETIONG TPOKAAOVY
oivion Tev epleyopévev Tov mayeog eviépov H o&ivion kavel to NH; (appovia) va petovaotedost
amo To aipa HECH 6TO oy £viepo O6mov maywevetal og [NH4]+ (10v appwmviov) kot amofdAieTon pe
TO, KOTTPOVOL.

5.2 ®appoxoxivnTika oToyEia

H Aaxtovrddln amoppopdrtol eAdyloto LETA TNV 0Td TOV GTOUATOS YOPNYNoN Kot eOAvVEL GTO oKD
£VTEPO AUETAPANTY. ZTOVG GKOAOVG KOl TIG YATEG, AmoppoiTal Aryotepo amd 10 2% g omd Tov
oTOHOTOG 000N AUKTOVAGLNG (0710 AemTO €vtepo). To pdpuako mov amoppo@dtal dev petafoileTot
Kol omeKKPIVETAL QUETAPANTO GTA 0Vpal EVTOG 24 ®PGOV.

6. OAPMAKEYTIKA XTOIXEIA

6.1 Katdaroyog ekdoymv

Benzyl alcohol (E1519)
Water, purified

6.2 Kupieg acopPorotnreg

AOY®D EAAEYNG HEAETDV OCLUPATOTNTOG, TO TAPOV KINVIATPIKO POPUAKEVTIKO TPOTOV dEV TPETEL VOl
OVOLULETYVOETOL LLE GAAD KTNVIOTPIKG QOPUAKEVTIKA TPOTIOVTA.

6.3 Awdpkero ong

Aldpketo {ONG TOV KTVINTPIKOD PUPHOKEVTIKOD TPOTOVTOS GCUUP®VA LLE TN GVOKEVOAGIO TMOANONG: 2 €11
Awdpketo {ong PHETA TO TPMTO Avorypo TG PLIANG: 3 pveg

6.4. Iowitepeg TpoPuAGEeLS KaTd TN EVAAEN TOV TPOIOVTOG

Agv VILApYOVV EIBIKES 001 YIiEC SLOTPTONG Y10 GVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV.

6.5 ®von Ko 6UVOEST TNG GTOLYELDOOVS GVCKEVUGING

50 ml ko 125 ml: ®1dAn and HDPE «ieicpévn pe évBeto ovpryyag (LDPE) kot topoa (HDPE).
325 ml: ®16An and HDPE kAeiopévn pe évbeto ovpryyag (LDPE) kot mopa (PP).

ZOpryya yio omd Tov oTopatog yopnynon (oropatikn) (5 kar 10 ml): KdAvdpog kot Epporo amd

moAvrpomvrévio (PP), dtofabucpévog ava 0,2 ml.

Xaptwo kovti pue 1 eidin tov 50 ml pe otopatikny cbpiyyo tov 5 ml
Xaptvo kovuti pe 1 eiain tov 125 ml pe otopatiky cuptyya tov 5 ml



Xdaptvo kovuti pe 1 pidAn tov 325 ml pe otopotikn cvpryya tov 10 ml

Mmropei va. unv KoKAOPOPOUV OAEG Ol GUOKEVAGIEC.

6.6 E101kég TpouAAGEELS ambppLYNS EVOS YPNOINOTOLN0EVTOS KTNVIATPIKOD QUPRUKEVTIKOV
TTPOIOVTOG 1] AALOV VAIKAV TOV TPOEPYOVTUL O.TO T1] YPIGT TOL TPOIOVTOGS, UV VITAPYOVY

Kabe pun ypnoyomomOév ktnviatpikd oprakenTikd TPoidv 1 Un ¥p1noono0EvTo vVTOAEIUUATH TOV
TPEMEL VO OOPPITTOVTOL COLPOVO LE TIC IOYVOVGEG EBVIKEG OTOUTNOEL,.

7. KATOXOZX AAEIAYX KYKAO®OPIAZ

Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel

OAMovdia

8. APIOMOZX(0OI) AAEIAY. KYKAO®OPIAX

9. HMEPOMHNIA ITPQTHY EI'KPIXHX/ANANEQYHY. THX AAEIAX
{10/2024}

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

AIIATOPEYXZH IMQAHXHY, AIAGEXHY KAI/H XPHXHX
Agv 1oyvet.



