®Yvrro oonyLOv ypiong: IIAnpoopiss yro Tov ao0evi

PENNSAID 16 mg/ml dgppatiké svdlvpa
vaTplovy0g SIKAOPUVAK)

Awfdote TPOGEKTIKG 0AOKANPO TO PVALO 00N YLOV YPNONGS TPLY UPYIGETE VO P GLUOTOIEITE
aVTO TO PAPROKO, S1OTL TEPLAAPPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOG.

[Ipénel mbvtote va YPNOOTOIEITE AVTO TO PAPLAKO AKPIPDS OTMG TEPTYPAPETOL GTO TAPOV PVAAO
odMyL®V ¥pHoNG N COLPOVA PE TIG 001 YiEG TOV Y1ATPOD 1] TOL POPLAKOTOLOD GAG.

- DoraEre avtd To EOALO 0dNYIDV ¥prione. Towg ypelaotel va to dufdacete Eava.

- AmevBuvleite GTOV QOPLAKOTOLO GOG, EAV YPELOCTEITE TEPIOTOTEPEG TANPOPOPIEC 1)
ovuPovAéc.

- Edv mapotnpricete Kamowo avemiBountn evépyela, EVLEPOOTE TOV YIOTPO 1] PUPLOKOTOLO GOG.
Av10 1090t Kot Yo kéBe mhavr avemBOunTn eVEPYELD TOL dEV AVOPEPETAL GTO TOPOV PUALO
odnydv ypnone. BAéme mapdypago 4.

- [pénel va amevBovieite o€ yiatpod dv dev aoBiveste KaAvtepa i v aisBdveote yepdTepa.

T epLéyel 10 Tapov UAAO 00N YLOV:

T1 etvon to PENNSAID o mota givat 1) xpriomn tov

T mpénet va yvopilete npv ypnoponomoete 1o PENNSAID
Iog va ypnowomoifoete o PENNSAID

[MBavég avemBounteg evépyeteg

o va puidoocete to PENNSAID

[epieydpevo TG GVOKELAGING KO AOUTEG TAT|POPOPIES

oA WN R

1. Tveivar To PENNSAID kot o givon 1) xp1jon tov

To PENNSAID egivai éva un otepogdéc aviipreypnovadeg pappoko (MEAD) mov ypnoyloroteitan
GLYVA Y10 TNV 0VAKODELEN a7t TOV TOVO TOV GLVOEETOL LIE TNV 06TE0NPOPITION GE EMTOANC
apBpaoelg (T.y. YOvaTo N ayKOvag).

2. Tvnpéner vo, yvopilete mpv ypnowporomjeste To PENNSAID

Mnyv ypnopononjoete o PENNSAID:

- Xeg mepimtoon arhepyiag (vepevarcOncioc) ot dSukchopavdkn, 6to diueBvlocovipoleidio
(DMSO) 1 o6& 0m0100MTOTE AALO OO TO. GLGTATIKA CVTOD TOL POPLAKOV (OVAPEPOVTOL OTHV
Tapaypogo 6).

- Edv elote €ykvog 1 Onhalere.

- Edav eiyote moté pio aAlepykn] avtidpaon 610 okeTLAOCOAIKLAKO o0& (ASA) M o€
omolodnmote dAlo MEZAD 6nwg 1 1Povmpopaiviy pe dVGKOAIDL GTNV aVOTVOT, OEPLOTIKO
eEavOn o Ko Kotappon.

Ipocidomou|oeis Kot TPOPVAAEELS
AmevbuvOeite otov yaTpd 1 ToV opprakonold cog wpv ypnopomomoete o PENNSAID.

Edv éyxete N elyate EAkn otopdyov 1 (o Taon yio cpopparyio 1 edv elote NMKIOUEVOC, EVIILEPDOTE
TOV Y10.TPO 1] TOV QUPLOKOTOLO GOG TPOTOV YPNCILOTOMGETE AVTO TO SLIAVLLAL.

Mnyv ypnoiponoteite to PENNSAID cg apOpdoeig 61ov vmdpyel TponyodUevn dEpUATIKY VOGOG (T.X.
yopiaon) ektdg €AV TO GLGTNGEL O YITPOG COG.

[Mapaxarovpe mAdveTe Ta ¥€pla cog petd tn ypnon tov PENNSAID yio vo amo@Oyete TV EX0ON L
T patio, Tic Prevvoydvieg pepPpdveg kot 1o d€ppa mov dev mpoopiletal yio Bepamneio.



Mnyv gpapuodlete to PENNSAID edv naoyete amd Nroticd 1 veppikd TpoPAnLoTo.

Mnv keAOTTETE TNV TTEPLOYN OV LITOPANONKE Ge Ogpaneio pe kaAdppoto (adappoya N un
dwamepotd), emdEcuovg 1 embépora.

Koavéva Ao pappokeutikd mpoidv dev mpénel va poproleTal ot TANYEico mePLoy TOLTOYPOVO
pe to PENNSAID.

To PENNSAID npoopileton yia e€mtepikn ypnon povo. Edv to PENNSAID katd
AGBoc¢ Katamobel, unv TPOKAAEGETE EUETO. ZNTNOTE OUECHOG LATPIKT GUUPOVAT.

Howowa
To PENNSAID dgv cuviotdtat yio ¥p1jon oTa motdid.

Alha @appoko kar PENNSAID
Evnuepwote tov yotpd 1 Tov @apuaxonold cag eqv naipvete, Exete mpodcpota Tapet 1) propel va
napete GALA PApLOKO.

Ewdwd edv ypnoonoteite/maipvete 110m

—  Atokia dukcho@avdxne 1 GAAa avaiyntikd/avtipAeyuovadn dokio MEAD (w.y. acmipivn)

—  Kopdiaxég yAvkooideg (yio mapddetypa dryo&ivn), mov ypnoiorolovvtal yio ) Oepaneio
KopOoKdV TpoPfAnpdtov

—  AiBwo (ypnowomoteital yuo T Oepaneio 0ploUEVOY YOXIKGOV TPOPANUAT®V)

—  Odppoka yio tn Bepomeio Tov dafnn

—  Avtumxkrtid (dioxio apaimong aipatoc, 6mmg Bapeopivn, nrapivn)

—  Aovpntikd

—  X1gp0edn] 0 TOL GTOUATOC (VO OVTUPAEYLOVAOIES PAUPLLOKO)

—  MeBotpe&arn (Yo optopéveg pAeYLOVOOELS aoBEVELES KOl OPLGUEVOLE TOTOVG KOPKIVOD)

—  Kvukhoonopivn (ypnoonoteitot yio tn Oepomeio opiopévmy AEYLOVOIOV AcHEVEIDV Kot
LeTd and PETOPOCYEVOELS)

—  Avtiflotikd kivolovng (yio AoumEeg)

—  ®dppoka oL YpNoLLOTOIOVVTOL Y10 TN Bepameio KopdloK®Y TabNcemV 1 TS VYNANC
aPTNPLOKNG TTiEOTG, Yo TapAdetylo B-amokAelotéc 1| avactoleic MEA

Edwv eiyore moté xdmota avtidpaon (kvidwon, kvnouod 1 dbonvoln) oto dipebuAocovApo&eidio
(DMSO).

Kinon ko Onraopog

Edv giote éykvog 1 Onhalete, vopilete 0TL umopei va giote £ykvog 1 oyedALETE VO OMOKTNOETE
nondi, {ntNoTe TN GVUPBOVAN TOL YIATPOV 1| TOL POPLAKOTOLOD GOG TPV TAPETE OVTO TO
QAPLLOKO.

Konon:
Mnyv ypnoiponoteite to PENNSAID edv giote €ykvog (PAéne mapdypapo 2 «Mnv ¥p1CILOTOGETE TO
PENNSAID»).

Talovyia:
Mnyv ypnoiponoteite to PENNSAID edv Onidlete (BAEne mopdypa@o 2 «Mnv ¥pnCLULOTOIMNGETE TO

PENNSAID»).

00N yNo1 KoL YEPLGROS PINYAVIRATOV

YV anibovn TepinTmon mov avTueETORicETE TOVOKEQOAO, (AAN, KapnPapic 1 6OYyLON HETd amd T
yxpHon Tov PENNSAID, unv 0dnyncete 1 UnV XEPI0TEITE Uy oviLOTO.

To PENNSAID mgpiéyet dipueburlocovipoleidio mov pumopei va eivar pebiotikd yio 1o
dépua.



3. Hog va ypnoporomeste To PENNSAID

[Tévtote va ¥pnoYOTOLEITE TO PAPUAKO OVTO AVCTNPA OTWOS TEPLYPAPETOL GTO TAPOV GUAAO 001 YLDV
YPNONG N COLP®VA LE TIG 00MYIEG TOV Y1ATPOL T} TOL POPLOKOTO0V cag. Edv £xete appiPoiieg,
POTNOTE TOV Y1OTPO 1) TOV PUPLOKOTOLO GOLG.

H zmepioyn oty omoia Oa yivel ) Oepameia, mpénet va mAvbel pe vepd Kot camodv kot va aeedel va
oteyvdcel mpwy omd v epappoyn tov PENNSAID. H 66om e&aptdtar omd to péyebog tng vmd
Oepaneia dpbpwonc. Epapuodote 20 pe 40 otaydveg TE66EPIC POPEC TNV NUEPO. 1] OTIMG GOG GVGTNGE
0 ytpd coc. Mnv vrepPaivete 1o péyioto tov 40 otaydvav, TEGGEPIC POPES TNV NUEPO, OVE
apBpwon. Epapudote Ayeg otarydves SoAVUATOG T POPA KOl OTADGTE OLOIOLOPPO TAV®D TNV
TAGYOVoN TEPLOYN LLE TO YEPL GOG 1) T dGXTLAA GOc. Agv givor amapaitnTo va TPIYETE TO SV UL,

Metd TV €QuprOYn TAVVETE T YEPLO. GOGC.

086¢ yoprymong
To PENNSAID npoopiletar yio depuatikni xpnon Hovo.

Xpnon o€ Tordrd
To PENNSAID 6gev cuviotdrat yo xpriorn ota moudid.

4. IBavéc avemBounteg evépysereg

Onmg 6Aa To eApHaKa, £TGL KAl 0VTO TO PAPUAKO UTOPEL VO TPOKOAEGEL AVETIOVUNTEG EVEPYELEG, AV
Kal 0gvV Topovctalovtal 6€ OAOLE TOLS KVOPMTOLG.

Mrmnopei va. epLeavioTobV 1C0VOG OTLAGTOG SEPHLOTIKEG AVTIOPAGELS, OTTMG ENPOTNTO TOL SEPUATOG,
poppnyKeopo, kvnopoc i edvinue. H xaxr avamvon propel eniong va laviotel 6 0plopéveg
TEPUTTAGELC.

AMeg avemBOUNTEG EVEPYEIEG UTOPETL VO TEPIAAUPAVOVY SVGKOIMOTNTA, SVOTTEYIN KOl LETEMPITUO.
H potooiiepykn avtidpaomn ko n deppotitidn €€ emaenc £xovv avoeepBel Letd amd TV TOMmK
EQOPLOYN SIKAOQOVAKTC.

Edv epopavicete deppatikn avtidpacn 1 oroltodNqmote GAL0 GOUTTOLL, GUUPOVAEVTEITE TOV Y1OTPO 1)
TOV POPUOKOTO0 GOG. LTIV OTAVIL TEPIMTWCT) TOV TAPOLGIAcETE SVOTVOLA, dlaKkOYTE TN Bepameia
Kot ovalnToTe GUECMG 1OTPIKT GUUPBOVAT.

To PENNSAID gpapudletor o€ po oxeTike LeyoAn meploy Tov SEPUATOS Y10, TAPOUTETAUEVO YPOVIKO
O1AoTNO KOt OEV UTOPEL VO OTOKAELOTEL EVIEAMG 1 TOOVOTNTO CUGTNUIKAOV OVETIHOUNTOV EVEPYELDV
TAPOUOIOV LE TIC GVOTNIKES EVEPYELEG LE TNV OO TOL GTOLOTOG YOPNYNOT SIKAOQAIVAKNG.

O mBavég cvuotnuikég avemBOUNTES EVEPYELES TEPLYPAPOVTAL MG AKOAOVO®MGS:

Oyt ovyveg: umopei vo, exnpedoovy éwg 1 ota 100 drouo

—  EMYOOTPIKO, YOOTPIKO 1 KOLMOKO GAYOC, KOIMOKES KpAUTES, vouTia, dvoreyia, avopeia,
O1appota, EUETOG KOl LETEWPLOUOG

— &M, kepahahyio Kot {Aryyog

- avénoelg (= 3 popég To avdtePo PLGIOA0YIKO Oplo) twv AST, ALT

2movieg: umopel vo. exnpecoovy éwg 1 ota 1.000 droua

- YOOTPEVTEPIKT arpoppayio (Stbppota e aipo, LEAOLVA, OUATEREST)) YOOTPIKA KOl EVIEPIKA
€Ak e N yopic apoppayia 1 dSidtpnon

N vIvNAia, aicOnua Kakovyiog, LEWUEVT CLYKEVTP®ON Kol KOTMON

- aicOnpa ToApdv, otnddyyn Kot appubpieg

- Kvidwon



- STaPAYEC TNG NTATIKNG AEITOLPYING, CUUTEPIAAUPAVOUEVIC TNG NTTATITIONG LE 1 Y®PIg
ikTepo

- avTopdoelg vepevatsnciog 6mwg dobua oe 0c0eveic EVaicHNTOVE GTO UKETLAOGAAIKVALKO
o0&V T.Y., PPOoYYOCTOGLOC, OVAPVAOKTIKES OVOPUANKTOEOEIC CUCTNUKEG AVTIOPAGELG
GLUTEPTAAUPOAVOLLEVG TNG VTTOTAGNG

Mn yvowotés: n ouyvotyta dev umopei va. extiunlel ue Paon to. srobéoiuo dedopéva
- SLOTOPAYEC TOL KATMTEPOV EVIEPIKOD COANVA (7., UN-EWOIKN ALLOPPOYIKT KOAITION Kot

apo&EVVeT eEAK®O0VG KOAITIdG 1} vOGov Tov Crohn), evtepiky 6tévon Tpocopotdlovca (e
SLaepaypo, VTEPOELTNTA, CTOUATITION, YAWGGITION, ENiYPIOTN YAMOOO, 0O1G0QAYIKES PAGPEC,
SVOKOIAOTNTO KoL TOYKPEATITION, SLATOPAYES OAAOIONG TG YOG

—  dwrapayés tov achnoewv copneptlapfavopuévng e tapaicnoiog, dSoTapayEs TG VUG,
OTOTPOGOVATOMGOUOG, obmvia, gvepebioTdTNnTa, oTOGUOL, KOTAOAWYT, avnovyio, EQLOATES,
TPOLOG, WOYMTIKES OVTIOPACELS KOl AGTTITY Unviyyitido

—  dwtapayéc g opaong (BoAn 6paot, duthmmic)

—  OlTOPOEG TNG aKONG, EUPOLEC

—  emdeivdon TG KapPOLOKNG OVETAPKELNS KO TG VIEPTUCTS

—  oyysutda

—  pvooMdmdeg eEavnpa, epbnua, £xlepa, ToAdpopeo epvinua, cbvdpouo Stevens-Johnson,
ovvdpopo Lyell (to&ixr emdeppukn vekpoivon), epuBpodeppio (amo@odmTiky depuatitidn),
oAomekia, To déppa pmopei va eivar o gvaicinto otov 0. [Topepvpa mepthapPavoudvng
NG AAAEPYIKNG TOPPVPOG

—  aioOnua kabeov g 0éong epapuoync

—  &npodeppia

—  ofela veppikY| OVETAPKELD, VEQPOGIKO GUVOPOUO, aVmUOAES TNV 0OpNon (T.). oaTovpia
Kot TPpOTEIVOUPin), SIAUEST] VEPPITION KOl VEKP®OT TV AV

—  Bpoppoxvtomevia, AgvKOTEVIN, AKOKKIOKVTTAPOLUIO, ALLOAVTIKT OVOLUO, ATAOGTIKY OVOLUio,
Ko 6EVTEPOTOONG VLN OO YOGTPEVTEPIKT] OLOPPOYia,

—  mvevuovitida

To PENNSAID repiéyet dyreBvriocovipoleioro (DMSO) mov pmopei vo mpokariésel vrvnido Kot
KeQoAaAyio Kot pwopet va elval epefioTikd yio 1o dEPLLL.

Ava@opd avemOOuNTOV EVEPYELDV

Edv mapoatnproete Kamowo avemBounTn EVEPYELD, EVIUEPDCTE TOV YIOTPO 1| TOV POPUAKOTOLO COG.
Av16 1oy0eL Kat yio k60e mBov avemiBountn evEpyela TOV OEV AVAPEPETOL GTO TAPOV PUALO
odnywmv gprons. Mmopeite eniong va avagépete avemBounteg evépyeleg angvbeiog, otov

EBvikd Opyovioud dopuiakov, Mecoyeiov 284,GR-15562 Xolapydg, AGnva, Tnk: + 30 21
32040337, lototomoc:_http://www.eof.gr, http://www.kKitrinikarta.gr

Méow ¢ avaeopdg avemBOunTmv evepyeldv propeite va fondnoete ot GLALOYY TEPIOTOTEPOV
TANPOPOPIDV GYETIKA LIE TNV ACPAAELN TOV TOPOVTOS POPLAKOV.

5. [log va puiacoete To PENNSAID

To @appako ovTd TPETEL VAL QLAACGETOL GE LEPT) TOV OEV TO PAETOVV KoL OV TO POEVOLV TO TAUSLA.

Noa un ypnoionoteite ovtd T0 GAPHOKO UETE TNV NUEPOUN ViR ANENC TTOL AVOPEPETAL TNV
emonuavon. H nuepounvio Aéng eivar n televtaio nUép TOL PNVA TOV OVOPEPETOL EKEL.

Mn eurdocete o€ Beppokpacia peyaivtepn tov 25°C. Mnv yoyete.

To PENNSAID dev npémet va ypnoylomoteitat yio dStdotnpo peyodlvtepo tov 12 efdopddmv petd and
TO TPMOTO GVOLYLLQL.


http://www.eof.gr/

To PENNSAID npénet va givar £va vypo dtavyég, dypopo £mg pol 1 moptokoi. Eqv to edppoakd cog
TAPEL OTOLOONTOTE AAAO YPDLLOL, ETCTPEYTE TO GTOV PUPLAKOTOLO GOG.

Mnyv mtetdite @ApULOKO GTO VEPS TNG OMOYETELONG 1| OTO OIKIOKE aoppipata. Potiote tov
QOPUOKOTOLO GAG Y10 TO MG VO TETAEETE TAL PAPLLOKA, TTOL OEV YPNCLLOTOLELTE T, AVTA T pHETpa Bt
Bonbncovv oty mpoctacia Tov TEPPAALOVTOG.

6. [epreydpeva TS GVOKEVUGLOG KO AOUTES TTANPOPOPIES
T epréyer to PENNSAID

- H dpoaotikn ovoio eivar 1 vorplovyoc Sukho@oatvax).

- Kabe 1 ml (nepimov 40 otoydvec) tov deppotikon dtodldpotog neptéyxet 16 Mg g dpacTikng
0VGiog VATPLOVY0G SIKAOPALVAKT).

- Ta dAho Ekdoya eivar dtpeBvrocovieoseidto (DMSO), abavorn, ylukepivn,
TPOTLAEVOYAVKOAN Kol KEKABapUEVO DOMP.

Epeavion too PENNSAID kou mepieyopeva TG 6VOKELAGIOG

To ddlvpa eivon Eva vypd doawyég, dAyxpwpo Emg pol 1 TOPTOKAAL.

To PENNSAID 61atifetat og poiokr, adtopovn, AEVKT TAOGTIKH OLAAT GOPAYIGUEVT LE Eva
TAUGTIKO GTOLULO GTOYOVOLETPOV.

To mpoidv eivor dobéoipo og peyédn erodkomv tov 15 ml, 30 ml, 60 ml ko 150 ml.

Mmopei va. i1 KuKAOQOpoHV OAEG Ol GLGKEVAGIEC.

Kartoyog Adcrog Kvkhogopiog ko Iapaockevaostiic

Kdaroyog Adsrog Kvkhopopiag:

BIANEE AE.

006¢ Bapoumounng 8, 14671 N. Epvbpaia, Kneiowd, EAAGO
TnA.: +30 210 8009111

Hopackevaotic:

Solopharm Consultancy Limited, 15 Home Farm, Luton Hoo Estate, LUTON LU1 3TD United
Kingdom

BIANEE A.E.-EPTOZTAZIO A, 120 yiu. EBvucg Od00 ABnvav-Aapiog, Metapdpowon, ATtk
144 51, EAAGOo

AvT0 TO QUPPOKEVLTIKO TPOTOVY £l eykprOei ota Kpatn Méin tov Evponaikod Owkovopikod
Xopov (EOX) pe Tig akdrov0eg ovopaoisg:

AT Pennsaid 16 mg/ml Losung zum Auftragen auf die Haut
EL PENNSAID 16 mg/ml dgppatikd didivpo
IT Pennsaid16 mg/ml soluzione cutanea

To mapév @vAro 0dNYLOV ypioNS avavempr)Onke Yo TelevTaio popd Tov Mo 2024.



