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Importal
2k6vn pog 0001g Yo Tosipo vypo, 10g/SACHET

Lactitol Monohydrate

Awpdote TpocekTIKG 0AGKANPO TO PVAAO 00 YIAV YP1G1S TPOTOV O.PYIGETE VA TAIPVETE AVTO TO

PappraKo.

- DoraEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to duPfdcete Eavd.

- Edv éxete mepartépw amopieg, p@Tote 10 Y10TPO 1| TO GOPUAKOTOLO GOLC.

- H ocvvrtayn v avtd to edppoko xopnyndnke yia cog . Agv mpémnel va SOGETE TO PAPUAKO GE
dAAovg. Mropei va toug TpokaAiécel BAGPN, koM Kol OTOV TO CUUTTMOUOTA TOVG Eivar 101
UE Ta S1Kd GO,

- Edv xémota avemBountn evépyela yivetal cofapn, 1 av TOpaTNPCETE KATOLN AvemBuuNTY
EVEPYELD TTOL OEV OVOUPEPETAL GTO TOPOV PUAAO 0INYLDV, TAPAUKOAEIGHE VO EVILEPMTETE TO
YTpO 1 TO PAPLOKOTOLO GOC.

To mapév pvALo 00N LAV TEPIEYEL:

T1 elvan To Importal ka1 wowa v 1 yprion Tov

T1 npémel vo yvopilete Tpotod mapete o Importal
[Mog vo mapete to Importal

[MBovég avemBOunTe evépyeteg

Mg va pvidooetal to Importal

Aowéc mAnpopopieg

OUTAWN

1. TI EINAI TO Importal KAI TIOIA EINAI H XPHXH TOY
To Importal vrdyetar oty Katnyopic apuakmy Tov ovopdaloviol kafapTikd.

To Importal ypnoonotiton otny:
- Yvuntopotikn Oepaneio ™ SVoKOTMOTNTOC
- ®¢paneio ¢ o&eiog Kot ¥pOVING NIATIKNAG EYKEPAAOTADELNC.

2. TI IPEIIEI NA I'NQPIZETE IIPIN NA TAPETE TO Importal

H eppévovoa dvokotmotnta Bo tpénel mpmTa va avietonileton pe diota TAOVO10 GE PUTIKEG TVeg,
EMOPKT TPOGANYT VYPOV 1 COUATIKY] dpacTnPloTNTA. EQV 1 6u0KOIAMOTNTO OV AVTIUETOMIOTEL LECH
g SaTpoen¢ 1 ¢ doknong, tote cvviotdtal n Afqyn tov Importal.

H mapatetapévn ypnon vToKTIKOV xopic S10K0 TPETEL VO, ATOPEVYETAL.

Mnyv gpnoporomjcete to Importal

- o€ TEPINTO®OT YVOOTNG aAleYing (VIepevalctncing) oe omolodnmote cuotatikod Tov Importal.
- 0€ MEPIMTOON EVTEPIKNC 0mOQpacng N viwoyiog opyavikng PAGRNC TOL TEMTIKOD GOANVA.

- 0€ MEPIMTOON AyVMGTOV OITIOAOYIOG TOVOL GTNV KOWALA 1] aploppayiog omd To opho.

- €dv elote og dlaita ehevbepn yoroktolne.

- gdv Onralete popd N viAmo pe dayeyvoouévn dvcavetio otn epovktdln.

- o€ mEPInTOON datapoyuévov 16oluyiov VYPOV KoL NAEKTPOALTOV.

Ipocééte Waitepo pe to Importal

- nAiwpévor 1 e§acBevnuévorl acbeveic oe pokpoypovia Bepaneio pe Importal mpénet va



VROPAAAOVTOL GE TAKTIKOVG KAVIKOVE EAEYYOVS OO TOV Y1OTPO TOVG.

- o€ mepinT®on oL Tpokeltal va voPAnbeite oe evoookomiky e£ETAOT TOV EVIEPOUL,
ouppovlevteite 10 YI0TPO GOC.

- otV Tepintoon Tov acbdaveste vavtio Oa wpénet va Aappdvete to Importal kotd ™ didpketa
TOV YELUATOV.

- Bpéon ko vima: To Importal npénet va ypnoomoteizar LOVO KOTOTY 10TPIKNG CUGTACNGC.

Edv oyet otidnmote and ta mopandve, uny tapete to Importal mpw va cupfovievteite to yotpo
oG,

Ay GArov Qappakov

[opokareicOe va evUepOOETE TOV Y1OTPO 1 TOV QOPLOKOTOIO GOG EGV TalpVETE N} £XETE TAPEL
TPOCPOTU GAL PAPLLOKOL, KOO KO 0VTE 7TOV OV GG EXovV yopnynbei pe cuvtayn.

Eav Aapfavete to Importal yio tyv aviiuetdnion e nroatikic yKeQaAoTAdELG, OV TPETEL VO, TO
ypnowonoteite poli pe avtio&iva. H ypnon avtdv tov eapudkov propei va mdpAcel 6TO UNyoviouod
dpaong tov Importal. Eqv éyete omoladnmote amopia, cuuBovievteite To yaTpd 1 TOV QOPUOKOTOLO
o0,

Edv Aappavere dAha eappoka (m.y. Be1alideg, KopTikooTepoeldn, kapPevoEordvn, appotepikivn B),
napakaAeicde vo ovufovievteite To YoTpd N TOV PaproKoTold cag npv mhpete To Importal.

ANy tov Importal pe Tpoeég ko mota
To Importal £yer yAvkid yevon kai propei vo avapetydei pe {eotd 1 kpda poeruota, SnUnTPLOKA 1
EMOOPTLO.

Kinon kol Oniaopog

Znthote T oLUBOVAR TOL YTPOD 1 TOV PAPUAKOTOOD GaG TPOTOV Thpete To Importal.

Onwc ko yio 6o o @éppoka cvuviotdrol vo pun Aappdvetor to Importal Katd to TpdTo TPiUNVO TG
EYKVHOGVVNG, EKTOC KOl 0V EYETE GAAT 0dNyia 0md TO YOTPO GOG.

To Importal Bewpeiton acparés yia Tig OnAdlovoeg untépeg.

INUOVTIKEG TAPOPOPIES GYETIKA PE OPLOPEVE, GVGTATIKA Tov Importal

Oepdkn o&ia 2.1 Kcal/g Aaktitorng.

Edv &yete evnuepmbel amd 10 yiatpd cog 0TL Exete dvsavelio oe OpIGUEVA CAKYAPO, EVIIUEPDCTE TOV
TPLV TAPETE OVTO TO PAPLLAKO.

Agv €yel kapio enidpact oTNV tvoovAvaipia 1 ota emineda YALKOLNG TOL aipatog Kot €161 eivat
KATAAANAO Y10 S1opnTikovg.

To Importal givor ac@arég yio Ta dOVTIA.

3. QX NA NAPETE TO Importal

Ocpumeio TNE OVGKOIAOTNTUS

e aywyn pe Importal yperaleton e€atopikevon tng 066G OOTE Vo, eMITELYOEL o KEVOOM TOL EVIEPOV
™V Nuépal.
IMog ko ITote va waipvete To Importal

To Importal mpénet va yopnyeitar o o epdnal d6on v nuépa, poli pe kdmolo vypd
10 TPp®i M 10 Ppddv, avédAoya LE TNV OVTATOKPIOT).

H vroaxtikn dpdon cvopPaivel katd 1o TAeioto péca o Alyec MPeS amd T ANym.

Eivarl puo1oAoyikd 1 IpdT avTamoOKplon 610 VTOKTIKO Vo, suufel T devTtepn N TV Tpitn nuépa and
™ xopHyNom.



IT6co Importal va wapete

- llowdrwaTpikn] docoroyia

H ypnion tov Importal ce modid Oa wpémet va yivetor vd v emifreyn evniikov, avotnpd cOLE®VL
e TG 0dnyieg Tov yatpoo.

H péon nuepnoia 6ocoloyia mov ypnoponoteitan og woudid eivar 0,375mL/ kg 11 0.25g/kg copotikod
Bapovg, my.:

2KOVI Y10 TOGLULO LAV

1 pe 6 £16v 2.5 pe 5 g povng 660mG mov
avtiotoyyel og 1/4-1/2
QOKEMOKOL
6 e 12 stdov 5 pe 10 g povnig 66omg mov

avtiotoryei og 1/2 — 1
QOKEMOKO

12 pe 16 etdv 10 pe 20 g povig 660mg oV
avtiotolyel oe 1-2 paxelokovg

- Aocoroyia evihikov ko €PN fov dvo Tov 16 eTdOv:

H apyn nuepnota docoroyia tov eviAikov (teptiapupavopséveoy tov nAKIopEvey) ivatl cuvhdong
20g (dvo pakehickotl Tov 10g). Otav 1 KaTAcTUCT GO TAPOLGIAcEL BehTimon, | nueprolo d6oN
umopei va peiwbei ota 109 (évag poakeAAickog).

Edv motebete 6111 dpdon tov Importal givar iaitepa toyvpn 1 acbevic, coppovievteite 1o yiatpod
N T0 POPULOKOTOLO GOG.

Ocpumeia TNE NROTIKNG EYKEQOAOTAOELOC:

H aywyn pe Importal e€atopukevetan avaroya tov acbevoic. Eivar onuoavtikd va axoiovdeite Tig
001 YiEC TOV YLUTPOV GG,

IIéco Importal va napete

H cuvictdpevn apykn d6om tov evniikov givol 0.5 - 0.7 g/kg copaticod Bdpovg v nuépa
Swpepévn o€ 3 nuepnoieg 060€1c. Avaddymg TG coPfapoTnTog TG KATAGTUONG KOl TNG OTOUIKNG
avtomokplong kb acbevoic, n docoroyio mTpémet vo tpocaproleTol KOTAAANAO, Y10 va. emttevyfodv
300 VOUPELG KEVDGELS TOV EVIEPOL TNV NUEPQL.

Iag ko ITote va woipvete To Importal

To Importal mpénel va yopnyeiton pe to yedparta poli pe 1-2 motipia vypov.

Eav napete peyorvtepn d6on Importal amwd v kavovikn

H 61dppoia givar éva onpeio vtepdocoloyiog mov HTOPEl VO AVTILETOMIOTEL [LE TN PElON TNG
docoroyiag. Edv n didppoia emyeivel cupfovlevteite 1o yiotpod Gog.

Eav Egyaoete va mapete To Importal



ITapte v endpevn d66M KAvoviKA.
Mnv tapete dImAR 600T Y10 VO OVOTANPOGETE T 0001 oL EEYAoATE.

Edv &yete meprocdtepeg epOTNOELS GYETIKA LLE TN XPTOT| CLTOV TOV TPOIOVTOS POTHGTE TO YLATPO 1| TOV
(OPLOKOTOL) GO .

4. IHIOGANEX ANEINNIOYMHTEX ENEPI'EIEX

Onwg 6l o appaka, ot kat to Importal propet va mpokarécetl avemBOUNTeg eVEPYELES AV Ko
dev Topovctalovtal 6€ OAOVE TOVG avOpmTovC.

v apyn tng Bepaneiog To Importal propet vo TpokaAésel KOIAOKT SVGPOPIN OTMS POVCKMUA,
aicOnpa TANpoOTYTOC, oTORAYIKO TOVO, KPAUTEG 1) LETEMPIGUO. Ot avemBounteg auTég evEpyeleg
ovvnBog petdvovtan N e€apaviloviol HETh omd HEPIKEC NUEPES KOVOVIKNG yoprynong Importal.

A6yo mBavadv d1apop®V HETAED aTtOR®V pepkol acOevelc LTOPEL LLE T GLVIGTOUEVN
d000A0Yi0 VO TAPOLGLAGOLV SLAPPOLa, 1) OTTOola Eval ovaTASIUN 1E TN HEOT TNG
docoroyiog.

Ot avemBounTeg EVEPYELEG TOV AVOPEPOVTAL TOPUKAT® ELPAUVICTNKAY GE KAIVIKES OOKIUES
kot o€ emPePeiwpéveg avBopunTeg avapopis. Topemva ) cvvinkn MedDRA avd
Katnyopia opydvov cvuotiuotog opiletal n akdOAovdn cuyvotra.

[ToAV ovyvég (=1/10), ovyvég (=1/100 emg <1/10), oyt cvuyvés (=1/1.000 ewg <1/100), omdvieg
(>1/10.000 emg <1/1.000) N ToA¥ omavieg (<1/10.000) § un yvootés (dev pmopodv va
ekTiunBovv pe Baon ta dabéopa dedopéva)

Xuyvotnra \ AvemBdunteg evépyeleg QOPUAKOV

Awtapoy£c Tov YOoTPEVIEPIKOD

Yravieg Kotmaxo6 dAyog, Kothiaxn didtaon,
Ougppota, LETEMPIGUAC, EUETOG

[ToAb ombivieg Noavrtia, yootpevtepukol ot un
(QLGOAOY1KOL, TPOKTIKOG KVNGUOG

Ava@opd avemOOunTOV EvEpyEL®OV

Edv mapotnprioete Kamoo avemBOUnTn eVEPYELL, EVILEPMDOTE TO YATPO 1 TO PUPLOKOTOLO GOG N

TOV/TIV VOGOKOUO G0C. AvTtd 1oy 0eL Kol yio KaOe mhavi avemOOunt evEpyela oV OV OVaPEPETUL

670 TTOPOV GUALO 0dNYIDV XpRoTS. Mropeite emiong va ovaeépete avembOuntec evépyeieg amgvdeiog

— otov Ebvikog Opyaviopoc Goppakov Mecoyeimv 284, GR-15562 Xohapydg, AGnva, Tni: + 30
21 32040337, Iotdtomoc: http://www.eof.gr http://www Kitrinikarta.gr. yio tv EALGSa, 1

— otig Pappokevtikég Yanpeoieg, Yrnovpyeio Yyeiog, CY-1475, www.moh.gov.cy/phs, Fax: + 357
22608649, yia. tnv Kompo.

Méow g avapopdg avemBOuNToOV evepyel®v pumopeite va fondncete ot GLAAOYY TEPIGGOTEP®V

TANPOPOPLOV GYETIKA LLE TNV OCPAAELN TOV TOPOVTOG PUPUAKOV.

5. QX NA ®YAAXIETAI TO Importal
Na purdooetal o€ pépmn mov 6gv 10 POAVOLVY KoL dev TO BAETOVV T TALOAL.

Yko6vn Yo woéopo ovaivpa: Kopio eidtkn odonyia.
TTopaockevn TOGWOV draAdpatoc ard T okdvn Uog d0oNC:



http://www.moh.gov.cy/phs

To mapackevacpévo dtdivpa 40% yia prvoyaotpikn kot ophikn xoprynon va xpnotpomoteitol evdg
2-3 Nuepv.

No un xpnowomnoteite to Importal petd v nuepounvia AENG mov avagépetat oty cuokevooio. H
nuepopnvio. ANENG eiva n teAgvtaio NUEPA TOV UNVE TTOV AVOPEPETAL.

Ta eapuaxo dev TPETEL V. OTOPPITTOVTAL GTO VEPO TNG OMOYETELGNC ) 0T GKOVTidL. Potote 10
(QOPUOKOTOL) GOG MG VO TETAEETE TO PAPLOKA TTOL dgv ypeldlovtal ma. Avtd ta péETpa Oa
BonBiocovv oty mpoctacia Tov TEPPAAAOVTOC.

6. AOIIEX TAHPO®OPIEX

T agpiéyer to Importal
H dpactikn oveia givar lactitol monohydrate
Kabe pakeliokog mepiéyet 10g lactitol monohydrate

- Ta dAla cvotatkd givar:
YKoV og 0661MG Yo TG VYPO: dEV VTAPYOLV TEPLEYOUEVA EKDOYQ

Epgavien tov Importal kot wepieydpevo T 6veKevaGiog
Agvkn, KPUGTOAMKT KOV UE EAAPPE YAVKLY YEVGT
Kvkhopopei o mhaotikonompévoug pakerrickovg adovpiviov tov 10g.

Karoyog adciog kukhopopiag Kompov:
BopvéPog Xatinmavayng Atd

Agwe. ['dvvov Kpoavidiwt 226

TK 2234, Aatcid, Agvkowoio, Korpog

Kéroyog adciog kukropopia otnv EALGda:

ANGELINI PHARMA HELLAS MONOITPOXQITH ABEE IMAPAT'QI'HE & EMITOPIAX
PAPMAKQN

Taxn Kapaieparov 7, 14564, Knowowé , A0fva, EALGOa

TnA 2106269200

Hopaywyoc:

YKO6VI pog 0001G Y10 TOGLHO VYPO:

- FAMAR ORLEANS, Tl'oAAia

- FAMAR ORLEANS, ORLEANS, T'oAAia
- LAMP SAN PROSPERO S.p.A.

Via della Pace 25/A,

41030 San Prospero (MO)

Itoria

A.C.R.AF.Sp.A.

Via Vecchia del Pinocchio, 22
60131 Ancona (AN)

Italia

T"o omo1adnToTe TANPOPOPIL GYETIKA LLE TO TOPOV PAPLOKEVTIKO TPOIOV, TAPAKAAEIGTE VO
amevBuvleite GTOV TOMIKO OVTITPOCHOTO TOV KATOYOV TNE AOELIG KUKAOPOPLOG.

To wapdv OAL0 0dNYIOV YpoNG EYKPIONKE Y10 TEAEVTOIN POPE oTic 280823



