OYAAO OAHI'TQN XPHXHX: IAHPO®OPIEX I'TA TON XPHXTH



Importal
MMocwpo drdivpe 3,333g/5mL

Lactitol Monohydrate

AP aoTE TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1IOTNGS TPOTOV UPYIGETE VO TAIPVETE ALVTO TO

PappraKo.

- DvraEte avtd To EOALO 0N YDV Yprions. Towg ypelactel va to dwufdcete Eava.

- Edv éxete mepartépw amopieg, p@TNoTe 10 Y10TPO 1| TO POPUAKOTOLO GOLC.

- H cvvtayn yio avtd 10 edppoko xopnyndnke yio cog . Agv Tpénel va SMGETE TO PAPUAKO GE
dAlovg. Mmopet va toug Tpokarécet PAGPN, axodpa Kot 6Tav To GOUTTOUATE TOVG givar 10t
HE Ta S1Kd GG,

- Edv xdmola avemBountn evépyeila yivetal cofapn, 1 oV TOPATNPNCETE KATOL AVETLOOUNTY
EVEPYELDL TTOV OEV OVOUPEPETAL GTO TOPOV PUAAO 0INYLDV, TAPUKOAEICHE VO EVILEPMDTETE TO
YTpo 1 TO PAPUAKOTOLO GO,

To mapév pvALo 00N LAV TEPIEYEL:

Ti etvar to Importal kot oo ivon 1 xprion Tov

T1 npémel vo yvopilete Tpotod mapete o Importal
o va népete To Importal

[MBavég avemBOunteg evépyeteg

Mg va pvidooetal to Importal

Aowméc TAnpogopieg

o U WN

1. TI EINAI TO Importal KAI IIOIA EINAI H XPHXH TOY
To Importal vrdyston oty KaTnyopio apuakmy wov ovopdlovtol kKabopTikd.

To Importal ypnowonoteitot otny:
- Yountopotikn Oepaneio ™ SVoKOTMOTNTOC
- Ogpamneia ™G 0&elog Kot xpdviag NTaTIKNG eyKeQoromddeiag.

2. TI ITPEINEI NA TNQPIZETE TIPIN NA ITAPETE TO Importal

H eppévovoa duvokotmotnta Bo tpénel mpmTa va avTiletomileTon pe dlota TAOVOL0 GE PUTIKEG TVeg,
EMOPKN TPOGANYN VYPDOV 1 COUATIKY dpacTnPLoTNTO. EQV 11 6u0KOIAMOTNTO 08V OVTIUETOMIOTEL HECH
™G daTPOPNG N TG AoknoNg, TOTE cLVIGTATOL 1] Ay Tov Importal.

H mopatetopévn xpnon vTokTikdv yopig S10Komn TPETEL VO, ATOPEVYETOL.

Mnyv gpnoiporomjcete To Importal

- o€ TePInT®Oo™ YVOoTnG aAleyiog (vrepevalctnoiag) oe omotodfmote cuotatikod Tov Importal.
- 0€ MEPIMTOON EVIEPIKNC 0mOQpacng N viwoyiog opyavikng PAGRNC TOL TEMTIKOD GOANVA.

- 0€ MEPIMTOON AyVMGTOV OUTIOAOYIOG TOVOL OTIV KOWAMA 1) aploppayiog omd to opho.

- €dv elote og dlaita ehevbepn yoroktolne.

- gdv Onialete popod N viAmo pe dayeyvoouévn dvcavetio otn epovktoln.

- o€ MEPIMTO®ON JTOPUYUEVOL 160LVYIOL VYPAV KOl NAEKTPOAVTOV.

IpocéEte Waitepo pe to Importal

- nlkiwpévor 1 eEacevnuévorl acbeveic oe pokpoypovia Bepaneio pe Importal mpénet va
VROPAAAOVTOL GE TAKTIKOVG KAVIKOVE EAEYYOVS OO TOV Y10TPO TOVG.

- o€ mePInT®ON Tov TPoOKELTaL Vo vToPAnbeite e evdookomiky e£€TOOT) TOV EVIEPOUL,
ouppovlevteite 10 YI0TPO GOG.



- oV mepintmon wov acbaveste vavtio 0o wpénet va, AapuPdvete to Importal kotd T didpketo
TOV YELUATOV.
- Bpéon kot vAma: To Importal npénet va ypnopomoteitar HOVo KOTOTY 10TPIKNG GOGTAONG.

Edv oybet otidnmote and ta mopandve, uny tapete to Importal mpw va cupfovievteite to yotpo
o0,

Ay GArov Qappaxkov

[opaxaieicOe va evnpuepdoeTe Tov Y1aTpd 1 TOV PUPUOKOTOLO GOG £V TAIPVETE 1 £XETE TAPEL
TPOCPOTA GAAN PAPLLOKCL, OKOLLO KOl 0T IOV OeV GoG Exovv yopnynOel pe cuvtayn.

Edv AapPavere o Importal yio v avTletdmion g NToTiknAg €YKEPAAOTAOELNS, dEV TPETEL VA, TO
ypnowonoteite poli pe avtio&iva. H ypnon oavtdv tov eapudkov urmopei va mdpAcel 6To UNyoviouod
dpaong Tov Importal. Eav £xete omowadfimote amopio, GUUBOVAEVTEITE TO YIOTPO 1 TOV PAPUOKOTOLO
oG,

Edv Aappdavete dAha eappoka (.. 0e10lideg, KopTikooTEPOEWDN, KOapPevoEordvn, aupotepikivn B),
nopokoreicde va cuUBovAgLTEITE TO YIATPO ) TOV POPUAKOTOLO oag TPy TapeTe To Importal.

ANy Tov Importal pe Tpo@éc kot motd

To Importal &yt yAvkid yedon ko propei vo avapeydel pe (eotd 1 Kpda po@riuata, SnuUNTPLoKa 1
EMOOPTLO.

Kinon kol Onhaopog

Zntote T GLUPOLAT TOL YLATPOV 1 TOV POPUAKOTOLOD GOG TPOTOL TTapete To Importal.

Onmg kot yio OAa Ta. papuoka cuviotdtol va un Aapfavetot to Importal kotd 1o TpdToO TPiUNVO TNG
EYKVHOGVVNG, EKTOC KOl 0V EYETE GAAT 0dNyia 0md TO YOTPO GOG.

To Importal Bewpeitar acparég yia T1g OnAdlovoeg untépegs.

TNUAVTIKEG TANPOPOPIES OYETIKG pue oplopéve. cuotaTika Tov Importal

Ogprdkn o&la 2.1 Kceal/g Aaxtitoing.

Edv &yete evnuepwbel and 10 yiotpd cog 0Tl Exete dvcavelio oe OpIGUEVA CAKYAPO, EVIIUEPDGTE TOV
TPV TAPETE OVTO TO PAPLLAKO.

Agv €yel kapio enidpact oTNV tvoovAvaipia 1 ota emxineda YALKOLNG TOL aipatog Kot €161 eivat
KATAAANAO Y10 S1opnTiKovg.

To Importal givor ac@aAég yio T dOVTIA.

3. QX NA ITAPETE TO Importal

Ocpomeio TS OVOKOLMOTNTOS

e aywyn ue Importal ypeialeton e€atopikevon tng 006N¢ OGTE Vo, EXLTELYOEL o KEVOGT TOL EVIEPOV
™V népa.
Mag ko ITote va woipvete To Importal

To Importal mpémel va yopnyeitan o o epdnal d6on v nuépa, poli pe Kamolo vypod
T0 TPWi 1N T0 PpAdv, avdroya pe TNV avTomTdOKPLo.

H vroktikn dpdion cvpPaivel kotd 10 mAeioto péca e AMyec dpeg amd T Aqyn).

Eival puotoAoyikd n mpdT avTamdKplon 610 VIAKTIKO Vo, cuufei T devtepn N v Tpitn nuépa and
™ xopiynon.

IMoéco Importal va wapete



- [TowdraTprkn] docoroyia

H ypnion tov Importal o modid Oa wpémet va, yivetor vad v exifieyn evniikov, avotnpd cOLEMOVA
HE T1g 00Myieg Tov YoTpoD.

H péon nuepnota docoloyia mov ypnotpomoteiton og moudid givor 0,375mL/ kg 1 0.25g/kg cmpartikon
Bapovg, my.:

I16cwo dralvpa

1 pe 6 etV 2.5 e 5 g povnig d6omg mov
avtiototyei og 3.75-7.5 ml

6 ne 12 etav 5 pe 10 g povnig d6omg mov
avtictotyei og 7.5-15 ml

12 pe 16 etov 10 pe 20 g povig ddong mov
avtiototyei og 15-30 ml

- Aocoroyia evnAikoV Kol 1oV aveo Tov 16 eTOVv:
H apyn nuepnoto docoroyia v evidkov (teptAapfavopévoy Tmv nMKiopévev) givol cuvinbog
20g mov avtictoyoby o 30mL. Otav 1 KaTAoTOCN GOC TAPOVOIAcEL BEATiON, 1) NUEPTOLO dOGM

umopei va pelwbei ota 15mL woécov dStoddpatod.

Edv motedete 611 M dpdon tov Importal givar daitepa toyvopn 1 acbevic, coppfovievteite 10 yiotpod
N TO0 EOPUOKOTOLO GOG.

Ocpumeia TNE NROTIKNG EYKEQOAOTAOELOC:

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

IIéco Importal vo wapete

H ovviotdpevn apyikn d6om tov evidikov givor 0.5 - 0.7 g/kg copatikod Bapovg tnv nuépa
Swpepévn o€ 3 nuepnoieg 06ce1c. Avaidymg TG coPfapoTnTag TG KATAGTUCNG KOl TNG OTOUIKNG
avtamokplong kb acbevoic, n docoloyio mTpénet vo TpocaproleTol KOTAAANAO, Y10 va, emttevyfov
300 VOOPElG KEVDGELG TOV EVIEPOL TNV NUEPCL.

Iag ko ITote va moipvete To Importal

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

Eav napete peyordtepn d6on Importal amd v kavovikn

H dudppora eivan Eva onpeio vrepdocoA0YING TOV LITOPEL VO AVTILETOTIOTEL UE TN HEIOT TNG
docoroyiag. Eav 1 didppoia emueivel cupfovlevteite 10 yiatpod Gog.

Eav Egyaoete va mapete To Importal

[Tapte v endpevn d6GM KAVOVIKA.
Mnv tapete dSImAR 600T Y10 VL OVOTANPOGETE TN 6001 oL EEYAoATE.



Edv éxete meplocdTepeg EpOTNOELS OYETIKA LIE TN YPNOT] AVTOV TOV TPOIGVTOG PMTNGTE TO YITPO 1 TOV
(OPLOKOTOL) GOG .

4. INIOGANEX ANEINNIOYMHTEX ENEPI'EIEX

Onwg 6Aa o eappaka, £tot kot to Importal propet va mpokarécetl avemBOUNTeS eVEPYELES AV KOl
dev Topovctalovtal 6€ OAOVE TOVG avOpmTovc.

v apyn g Bepamneiog to Importal propet va mpokadécel Kotdlokn Svceopia Kot Kupimg
UETEMPIGUO, OTAVL0, KOIAOKO AAYOC 1) OPIGUEVEG POPES dldTaoT Kothiag. Ot avemBounteg avtég
gvépyeteg ouvnbmg petmvovtor 1 aaviovTol HeTq amd HePIKEG NUEPES KAVOVIKNG YOPNYNONS
Importal.

Adyo mBavav doagop®dv PHeTaEy atopmv pepkol acBevelc Lmopel e T cuVIGTOUET
d0c0A0Yi0 VAL TAPOLGLAGOLV d1appola, 1) omoia eivar avaTa&un pe ) pelwon g
docoroyiog.

Ot avemBounteg eVEPYELEG TOL AVOPEPOVTUL TOPUKATM ELPOVIGTNKOV GE KAVIKEG OOKLUES
kot o emPefarwpéveg avbopunTeG avapopés. Zopeava pe ) cuvinkn MedDRA ava
Katnyopia opydvov cuotipatog opiletot  akdAovOn cuyvotTa.

[ToAV ovyvég (>1/10), ovyvég (=>1/100 emg <1/10), oyt cvuyvéc (>1/1.000 ewg <1/100), omdvieg
(>1/10.000 emg <1/1.000) | oAV omavieg (<1/10.000) § un yvwotég (dev pmopodv va
extiunovv pe Bdon ta dtbécio dedopuEvar)

Xuyvotnra \ AvemBOunteg evEpyeleg QOPUAKOV

Awrtapoy£c Tov YaoTPEVIEPIKOD

Yravieg Kotmaxo6 dAyog, Kothiaxkn didtaon,
Ougppota, PETEMPIGUAC, EUETOG

[ToAV omdvieg Noavtia, yootpevtepucol ot un
(QLGLOAOYIKO1, TPOKTIKOG KVNGUOG

Ava@opd avemOOunTmV gvepyetdv

Edv mapotnproete Kamoo avemBOUnTn eVEPYELL, EVILEPMDGTE TOV YIOTPO, 1| TOV PAPUAKOTOL0 1)
TOV/TNV VOGOKOUO G0c. AuTd 1oy 0eL Kol Yo KaBe mbavi) avemBOunTn evEPYELD TOV OV OVAPEPETOL
GT0 TAPOV PUAAO 0dN YLV Ypronc. Mropeite eniong va avapEépete avemBOUNTES EVEPYELES
amevbeiog, otov EOvikog Opyavioudg Gapudkov Mecoyeiov 284, GR-15562 XoAiapyog, AOMva,
TnA: +30 21 32040337, lototomog: http://www.eof.gr, http://www Kitrinikarta.gr.

Méow ¢ avaopds avemBountov evepysudv pnopeite vo fondnocete 6t cuALOY TEPIoCHTEPOV
TANPOPOPLOV CYETIKE LLE TNV AGPAAELD TOV TOPOVTOG PUPUAKOV.

5. IIQX NA ®YAAXXETAI TO Importal
Noa pvrdcoetal oe pépn mov dev to POAvovV Kat dev T0 PAETOVY TO, TOIIAL.

Héowyo dwaivpe: Na puridoceton og Oeppokpacio peta&o 15-30°C.

No un ypnowomnoteite to Importal petd mv nuepounvia Anéng mov avagépetar oty cvokevaocio. H
nuepounvia ANéng eivan 1 teEAevtaio MUEPO TOV WVO TOV OVOPEPETAL.


http://www.eof.gr/

H 616pketa {ong tov petd 1o Tpdto avorypo stvor 12 pivec.

6. AOIIEX TAHPO®OPIEX

T epiéyer to Importal
H dpactikn oveia givar lactitol monohydrate
Ka6e 5mL dwaddpatog mepiéyovy lactitol monohydrate 3,333g

- Ta dAlo cvotatikd ivat:Pevioiko 0&D, diaivpa vépo&ediov Tov vatpiov 30% (W/V), Vdwp
KekoBopuévo.

Epgavien tov Importal kor wepieydpevo g cvekevaciog

éopo drdiopa

Awwyég, dypopo dtdivpo

To ndéoyo ddhvpa Importal kvkhoeopei oe ELOAISIO 0T0 TOAVABVAEVIO VYNANG TUKVOTITAG TOV
200mL 1 Twv 500mL pe ndpa and ToAVTPOTLAEVIO.

Karoyog adeiog kokropopio

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

Taxn Kapaieparov 7,

14564, Knowoia, AOiva, EALGoa

Tni 2106269200

Hopayoyoc:

IHécpo vdrvpa:

- DOPPEL FARMACEUTICI SRL, CORTEMAGGIORE PIACENZA, ITALY

- AZIENDE CHIMICHE RIUNITE ANGELINI FRANCESCO ACRAF SPA, ITALY
- DAMAP ABE (49° yAu AYAQNAY)

I'o omoladnmote TANPOPOPio. GYETIKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEITTE VO
anevuvOeite GTOV TOTIKO OVTITPOCHOTO TOL KATOYOV TG GOELNG KuKAOPOPiaG.

To mapév pOLLO 00NYIOV Yp11oNG EYKPIONKE Y10 TEAEVTAIN POPE GTIS {NuUEPpOUNVia}

28-8-2023



