IHAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX

Quadrisol 100 mg/ml ctopatikn YéAN yio immovg

2. MHOIOTIKH KAI MOXOTIKH XYNG®EXH
Kdabe ml g otopatikng yéing Quadrisol mepiéyet:

ApPUGTIKO GVGTUTIKO:
Bedanpopaivn: 100 mg

"Exdoya:
[IpomvievoyAvkoAn: 130 mg

BA. tov mApn KatdAoyo ekddywv oTo kePdrato 6.1

3. OAPMAKOTEXNIKH MOP®H

ZTOUATIKN YEAN.

4, KAINIKA XTOIXEIA

41 Eiom {oov

Inmoc

4.2  OgpamevTikég evoei&elg mpoodlopilovrog Ta gion {O®V

Meimon g AEYUOVIAG KOl AvaKODQIGT) 0O TOV TOVO, OV GLVOSEVOVY HVOGKEAETIKES SLOTAPAYES
K0l OAAOUDGELS TOV LOAOKADV HOopioV (TPOOHOTO KOt YEWPOVPYIKES ETEUPACELS). e TEPIMTAOCELG
TPOYPOUUATICUEVNC YEPOLPYIKNG emépPaomg, To Quadrisol pmopei va yopnyeital TPOPVAGKTIKA
TOVAdYIOTOV 3 TEPIMOV MPEG TPV AT TN YELPOVPYIKY ETEUPACT).

4.3  Avtevositag

Na un yopnyeitot oe {®0 TOL VTOPEPOVY ATO YOSTPEVTIEPIKES SLOTAPAYES, KOAPOIUKT), TOTIKT KOl
VEQPPIKN avemdpkelo. Na pn yopnyeitol 6€ TMAOLE NAKING KATM TV 6 unvodv. Nao un
YPTCLLOTOEITAL GE POPAOES KATA TN OLEPKELD TNG YOUAOVYING.

Na unv ypnoiponoteital o€ mepintmon vrepevolcinoiog 6To dPACTIKO GUGTOTIKO 1) GE KATOL0 and Ta
£K60Yy0L.

4.4 Eidwkég mpoertdomomcels Yo Ka0e gidog {dov

X inmovg aydvmv, 1 yopnynon o Tpémetl va yivetol GOUPOVA LE TNV IGYXVOVGA GTN XDOPO VORoBETia.
2100¢ (Tmovg o ToVE TPEMEL Vo AopuBavovTot To KOTAAANAL HETPa, doTe va. eEacpaiiletor n
GUUUOPPMOT| LLE TOVE KOVOVIGUOVG TV OYDOVOV. e TEPITTOOT AUPPOAIDY, TPOTEIVETAL VAL YivVETOL
ELEYYOC TV OVPWV.



45 Iowitepeg mpo@urdcers kata T prion

[dwaitepeg mpo@uAGESLC KaTd T ypnon o Lha

Edv eppovicBoldv avemBountec evépyeteg, T0T€ N ayoyn TPENEL va StokonTeTOL. ITmot e GTOHOTIKEG
aAroldoelg Tpémel vo e£eTalovTat KAVIKA Kol 0 Bgpanmv KTnvioTpog va amopocicet eav Bo Tpémel va
cuveyoBel n ayoyn. Edv ot otopatikég aAloidoels ETUEVoVVY, TOTE 1) aymyN TPEMEL VO SIOKOTTETOLL.
Kotd ™ dibprela g aywyng, ot inmot TpENEL va TapakoAovBobvTal Y10, TNV EUEAVICT) CTOUOTIKOV
aALOIDCEDY. ATOPVYETE T YOPNYNON O APLIATMOUEVEL, VITOOYKIKA 1] VITOTAGIKA (M, Yiotl VTAPYEL
avENUEVOG Kivouvog veppoTo&ikdTNnTag.

Idwitepec mpouAdEeic mov mpémel vo Aoufdvovtal ord To (TOUO TOV YOPNYEL TO QOPUAKEVTIKO

mpoidv e Loa

e mepintwon mov Kot Aabog vadpéel katdmoon, va avalntioete apécms 1otptkn Pondeia kot va
emdeiEeTE OTOV 10TPO TO ECHOKAEIGTO PVAAO 0O YUDV YPCEMS 1] TNV ETIKETO TOL POPLAKEVTIKOD
TPOTOVTOG,.

4.6 AvemOOunreg evépyseieg (cuyvotnTa kKo cofapétnra)

O1 Tumkég avemBOUNTEG EVEPYELEG, TOV GLVOEOVTAL LIE T YPNoN TV MEAD, 61w OALOIDGELS TNG
YOGTPEVTEPIKNG 0000, LOAOKE KOTTpOva, Kvidwon kot Af0apyo.
Ot avemBOuNTEC EVEPYELEG EIVOL AVAGTPEYIIEC.

4.7  Xpnfon Katd TV KONG1, TN YEAOVYiA 1] THV ®OTOKIid,

Mmropeti va xopnyeitotl Kotd T SépKeLd TG EYKVUOGHVIG.
H acpdieta Tov KtnviaTpikod QopUaKELTIKOD TPOTOVTOg 6gv £xel amodelydel Katd T didpkela g
yoAovyiog.

4.8 Aliemopdosic pe GAA0 QUPUUKEVTIKA TPOIOVTA Ko GAAES pop@Eé alnAiemiopacng

Ao MEAD, SrovpnTikd, KaBmg Kot ovoiec mov £xovv VYNAS Babud cbvdeong L TIg TPOTEIVES TOV
TAAOUATOG EIVOL OLVOTOV VO TOPOVCIAGOLY OVTOY®VIoUO 6TIg BEcelc cVVOEaNC Ko eivan Thavov va
odnynoovv og To&Ka eawvopeva. To Quadrisol dev mpémet va yoprnyeital oe GUVILOGUO HE GAAL
MXA® 7 YAVKOKOPTIKOGTEPOELDT).

4.9 Aocoloyio Kol TPOTOG XOPIYNONS

T yopiynom amd to 6ToUa.

Xopnynon dvo eopéc v nuépa. H apyikn d6on tov 2 mg/kg (2,0 ml/100 kg) axorovbeitor amd pio
doom cuvtiypnong 1 mg/kg (1,0 ml/100 kg), yopnyovuevn kébe 12 dpeg. H aywyn urnopei va
ovveyloBel To TOAD Yo 14 cuveyOpeveg NUEPES. T MEPIMTMOGELG TPOPLANKTIKNG OyMYNG, EIVaL OPKETN

N péytotn duapkela Oepameiog yio 7 cvuveyoueveg NUEPES.

To copotikd Bapog kabmg ka1 d6om Tpénel va tpocdiopifovran pe axpifeta yio va amopevydein
VIEPOOGOLOYIAL.

H y€An yopnyeitan omd 10 6TOO, TOTOOETOVTOG TO GTOWLO TNG CLPLYYOS OVAUESH GTO, SOVTLOL KO
£yyOOVTOG TNV OTOLTOVUEVT TOCOTNTA TNG YEANG OTO TG® UEPOG TNG YADGGaS. [Iptv amd

YOPNYNOM, 0 SUKTOALOG TG GUPLYYOG TPEMEL VO puOUIleTan GTNV AmOITOOUEVT] TOGOTNTA.

ZUVIGTATOL 1] YOPTYNOT) TOL TPOTOVTOG TPV OTd TNV TPOPT].



g TEPIMTAOCELS TPOYPUUUATIGUEVTG XEPOLPYIKNG eMEUPaong, To Quadrisol pmopei va yopnynOel
TPOPLAOKTIKA 3 Dpeg TPy omd TNV eméuPaon.

410 Ymepdocoroyia (GUUATONOT, PETPO AVTIPHETATLONG, AVTIOOTA), EAV Eival amapaitnTa

AMOIOGELS Kol AUOpPAYiEG TNG YOUSTPEVIEPIKNG 000V, didppota, kvidmon, Andapyog, avopetia. Eqv
Tapovclacfodv CLUTTONOTO, TOTE 1] Ay®YN TPEMEL va dtakomteTal. Ta cvuntdpata gival
avaotpéyipa. H vrepdocoroyia sival mbavov va odnynoet o Bdvato to vrd Beponeio {oa.

411 Xpovog(or) avapoviig

Kpéag kot edmdipot 1otoi: 12 nuépec.
Agv gmrpénetar 1) xopnynon o€ {da Tov TaPAyoLuy YOAQ Yot AvOPAOTIVY KATAVAAMOT).

5. OAPMAKOAOI'IKEX IAIOTHTEX

DoppokobepamenTikn opdda: |1 GTEPOEIGES AVTIPAEYLOVADIES PAPLLOKO
Kwdikdg ATCvet: QMO1AE90.

51 ®@oppoKodVVONIKEG IOLOTNTES

H Bedampopaivn eival éva pun otepoetdés aviipreypovadec eappoxo (NSAID) mov avrkel oty
opada TOV TapAydY®V ToL TPomoviKoD oféwc. H Bedampopaivn avactédiel tnv eviopiky
dpaoctnprotnTa yio t ovvleon Tov TpoctayAavovay (Evivpo kukAoo&uyevdon), [LE OmOTEAEG LA VO
£XEL AVTIQAEYLOVAOIELG, OVTUTVPETIKES KOl AVOAYNTIKESG 1010TNTES. MeAéTeg otov inmo anédei&av
1oYVPN AVaoTOAN TG ovvBeong ¢ Tpoctayravdivig Ez (PGE2) oto e&idpmpa kabdg kot avaoTtoln
g ovvBeong g BpopPodvng B2 otov opd kan 6to e&idpwpa. H Bedampopaivn mepiéyet éva
QGUUUETPO ATOWO AVOPAKQ KOl GUVETMG EIVaL EVOL POKEUIKO HETypa TOV (1) EVaVTIOpEPODG Kat TOV (-)
evavtiopepots. Kat ta 0o evavtiopepn cvvelopépovv otn Bepamevtikn dpdon g ovoiag. To (+)
EVOVTIOUEPES EIVAL IGYLPOTEPO GTNV OVAGTOAN TNG 6VVOESTG TV TpocTaylavotvav. Kat ta dbvo
gvavtiopepn etvon eElcov oyvpol avtaymviotég g tpootayiavdiving PGFa,.

5.2 ®@appokoKivnTIKG cToLyEld

H Bedompopaivn amoppo@dtal Tayémg HeTd oo Tn xopnynon omd 1o otopa. H Prodiobeoiudtnrd tng
LETA amod T xopnynon and to otopa givar 80-90%, aAld pLeidveTon oNUOVTIKA, EGV Yopnyeiton pall
pe TV Tpoon. Metd and ) xopfynon amd To GTOWA, 1) TEAIKN Mmeptodog (ong etvar 350-500 Aentd
KoL OEV TOPUTNPEITAL GVGCOPEVLGT TOL POPUAKOD UETO OO EXAVEIUUEVEC YOPNYNOELS. ZTabEpég
GUYKEVTIPMGELG EMTLYYAVOVTOL ToEmG LETA amd TV Evapén tng aywyns. H Pedampopaivn €xet
VYNAO Pabud chvdeong te Tig TPmTEIveg TOV TAACUATOS Kot petaforiletat o peydio Badud. O
Kup1OTEPOG peTaPoritng etvar Eva povobidpoluiiotyo mapdywyo. Eyxet amoderyBel 6T1 OAot o1
petaforitec g Pedampopaivig eivar Ayotepo SpaoTIKoi o€ GYECT LE TV OPYIKT EVAOGCT), OTMG AVTO
TPocdlopicOnKe 01N oKL AVAGTOANG oyYNUoTIcoD ¢ Opoupo&avng Ba. Iepimov to 70% g omd
TO GTOUA YOPNYOVUEVNC HOCTG amoPGALETOL LE T OVPQL.

6. DOAPMAKEYTIKA XTOIXEIA
6.1 Katahloyog ekooymv

KekaBapuévo 0dwp
TIpomuAevikn yALKOAY,

Y opo&u-ebvi-kuttapivn
Ydpoé&egidro kariov (ES25),
Ydpoyrwpikd 00



BeAtiwtid ygvong cokordta.

6.2 Kopeg acoppatétnreg

Kopia yvoor.

6.3 Awgpkera Lomg

Augpreta {ONg TOL KTNVIATPIKOV QAPUAKEVTIKOD TPOIOVTOG COLM®VA LIE TI GUGKELOGTN TOANCNG: 3
SArtg‘szm {oNg LETA TO TPAOTO AVOIYLO TG GTOLEIDOOVS GUGKELUCING: 2 UAVEG.

6.4 Idwitepeg mpoPuraters koTa T OLAEN TOV TPOIGVTOG

Agv vapyovv 101KES 0dMYieg S10THPNONG Y10 AVTO TO KTNVINTPIKO QUPUOKEVTIKO TPOIdV.

6.5 ®von km cHVOEG TS GTOLYELDOOVS GUOKEVUGLOG

Mo puBuilopevn cbpryya mtolhamidv docemv tv 30 ml amd vynAng TukvoTNTAS ToAvaBVLAEVIO
(Aevkod) Ko amd yoUnAng TUKVOTNTOC ToALAIBVAEVIO (AeVKO Kol uGIkd). H cvpryya pépet
docopetpikn Kiipaka ové 1 ml kou puBpileton o Pabuideg ava 0,5 ml pe ) PonBeta tov daktvAdiov.
To mpoidv cuokevaletor g 1 cvpryya oe Eva ydptivo Kutio | G 3 GUPLYYEC GE Eva YAPTIVO KVTIO.

Mmropei va pnv KuKAOQOpOUV OLEG 0L GUGKEVAGIES.

6.6 Ewdwkéc mpo@uiaters amdppryng evog yp1noromot0£vTog KTNVIATPIKOV QUPULOKEVTIKOD
TPOIOVTOG 1] GALOV VAMKAV TOV TPOEPYOVTUL 0.TO T1] YP1IGT TOL TPOIOVTOGS, UV VITAPYOVY

Kdabe pun ypnopomombév kmviatpikd oprokeutikd Tpoiov 1 un xpnoioron0évra vToleippatd Tov
TPETEL VO, ATOPPITTOVTOL COUPOVOL UE TIG 1GYXVOVCESG EOVIKEG OMULTAGELC.

1. KATOXOX AAEIAY. KYKAO®OPIAX

GROVETB.V.

Centurionbaan 140

3769 AV Soesterberg

OAMoavdio

8. APIOMOX(OI) AAEIAY. KYKAO®OPIAX

EU/2/97/005/001

EU/2/97/005/005

9. HMEPOMHNIA ITPQTHX EF'KPIZHXZ/ANANEQYHY. THX AAEIAX
Huepounvia 1™ éykpiong: 4 Aekepppiov 1997

Hpepounvia tedevtaiog avavémong: 13 Nogpppiov 2007

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TAnpoeopies Yo T0 v Ady® KTNVIOTPIKO QUPLOKELTIKO TPoToV dlatiBevtan oTov
dktvoko tomo tov Evponaikod Opyaviouod @apudkov http://www.ema.europa.eu/



http://www.ema.europa.eu/

AITATOPEYXH INQAHXHY, AIAGEXHX KAI/H XPHXHX

Agv 1oy0eL.



A.

MMAPAPTHMA II
MAPASXKEYAXTHX(EZ) THE(TQN) BIOAOTIKQE APAXTIKHE(QN)
OYZIAZ(QN) KAI KATOXOX(OI) THE AAEIAX IAPAXKEYHZ,
YHEY®YNOZ(OI) I'A THN AITOAEEZMEYXH TON MAPTIAQN
OPOI ‘H MEPIOPIZMOI IOY A®OPOYN TH AIAGEZH KAI TH XPHZH

ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)



A. TTAPAXKEYAXTHX(EX) THE(TQN) BIOAOTTKQX APAXTIKHY (2N) OYXIAX(QN)
KAI KATOXOX(OI) THX AAEIAX ITAPAXKEYHZ, YIIEYOYNOZXZ(OI) I'TA THN
AIIOAEEMEYXH TQN ITAPTIAQN

‘Ovoua kor d1evfvven tov(Ttev) TopaokevaoTN(®V) oL ivor vTevHuvoc(ol) yio TNV OTOOEGUEVLCT) TV

ToPTIdV

Provet A.E.

Nikiforou Foka & Agion Anargyron,
Thesi Vrago, Aspropyrgos, 193 00,
EAMGS0

B. OPOI'H IIEPIOPIXMOI THX AAEIAY KYKAO®OPIAX, IIOY A®OPOYN TH
ATAGOEXH KAI TH XPHXH

Noa yopnyeitor pévov pe KTNVINTPIKT GUVTOYT.

I  ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

To dpactikd cuotatikd Tov Quadrisol eivar o emttpendpevn oVGIA OTWG TEPTYPAPETAL GTOV TIVOKOL
1 tov mapaptmuaroc tov Kavoviepov ( EU) No 37/2010:

Dappaxoroyikads | Katdiowro- Eion Loov | AOK Eion wtov Alheg
dpaoctikn(eg) deiktng npodnobécelg
ovoia(ec)
Bedanpopaivn Bedanpopaivn | Inmogion 1000 pg/kg | Neppoc

100 pg/kg | ‘Hmap

50 pg/kg Mobeg

20 pg/kg Am®ONG 167T0g

Ta £kdoya Ta omoia meprypdpovtor ot Tapdypago 6.1 g IIXTI, gite eivon emrpendueveg ovoies yio
115 omoieg o mivakag 1 tov Kavoviopot No 37/2010 avagépet 6t dev amortovvror AOK, eite
Oewpovvral 611 dev gumintovv 6to Tedio epapuoyng Tov Kavovieuov No 470/2009, étav
YPNOLOTOLOVVTAL GE QVTO TO KINVIATPIKO POPUOKEVTIKO TPOIOV.




IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXEQX



A. EIIIXHMANXZH

10



IHAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

100 mg/ml cropatikn YéAn Yo inmovg

| 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX

Quadrisol 100 mg/ml ctopatikn YéAN yo immovg

| 2. LYNOEXIH IE APAXTIKH(EL) OYZIA(EX)

Bedanpopaivn: 100 mg/ml

3. OAPMAKOTEXNIKH MOP®H

2TOUOTIKN YEAN

| 4. IYZKEYAZIA

PuOuldpevn docopetpiki oOptyya, mov mepiéyet 30 ml yéing
3 puOlopEVEG OGOUETPIKEG GUPLYYES, OV T KGOe o mepiéyet 30 ml yéAng

| 5. EIAOZ(H) ZQOY(QN)

‘Inmoc.

6. ENAEIZH(EIZ)

Meiwon g pAEYUOVIG Kot avaKoDQLGT atd TOV TOVO.

| 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T xopnynom and to otdua.
Awpaote T0 PUALO 0INYIOV XPNONG, TPV ATO T YPTON.

| 8. XPONOX ANAMONHX

Xpovog avapovig:

Kpéag kot edmdipot 1otoi: 12 nuépec.

Agv gmitpénetal 1) YOpNYNOT G€ YOAUKTOTOPAY®YA (MO TOV TApAyoVuY YO Yio ovOpdTIVT
KATOVAAWDGT).

9. EIAIKH(EX) ITPOEIAOIIOIHXZH(EIY), EAN EINAI AITAPAITHTH(EX)

Edv mapovciacBoiv avemBounteg evépyeieg, 1 Oepaneio TpEMeL Vo SIOKOTTETOL.
Na unv yopnyeiton o€ popadeg mov Ppickoviot o€ yorovyio.

11



TMa 0)eg T1g avtevdeitels, deite T0 E0AOKAEIGTO PUALO OONYIDV.

| 10. HMEPOMHNIA AHEHE

AHEH {pnvag/étog}

| 11. EIAIKEX XYNOHKEX AIATHPHXHX

Kopia daitepn Tpopoialn yo tn @OAAEN.
Avdgpxeta {ong LT 0md TO TPMTO AVOLYLLO TNE GTOLXELDOOVG GUCKEVOGING: 2 UNVES.

12.  EIAIKEX TIPO®YAAZEEIX ATIOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY IPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

Andpprym: PA.ecdKAEIGTO PVAO 0dNYIDV XpTIONG.

13.  OI AEEEIX «<ATIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI 'H OI
HEPIOPIEMOI IIOY IZEXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, AN
YITAPXOYN

ATOKAEIOTIKA Y10, KITNVIOTPIKT XPNOT) -Vo, S1aTiOETOL LOVOV E KTNVIOTPIKT) GUVTOYT.

14. OI AEZEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
HPOXEITIZOYN TA ITAIAIA»

Na puidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

15.  ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

GROVET B.V.
Centurionbaan 140
3769 AV Soesterberg
OAhovdio

16. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/2/97/005/001 (1 x 30 ml)
EU/2/97/005/005 (3 x 30 ml)

17. APIOMOX ITAPTIAAX ITAPAT'QI'HX

TToaptida {apOuoS}

12



EAAXIETEX IAHPO®OPIEX I1IOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

{ETwkéta copryyoc}

| 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX

Quadrisol 100 mg/ml ctopatikn YéAN yio immovg

| 2. NOXOTIKH LYNOEIH IE APAXTIKH(E) OYZIA(EL)

Bedanpopaivn 100 mg/ml
[IpomvievoyAvkdin 130 mg/ml

3. IHEPIEXOMENO KATA BAPOZXZ, KAT' OI'KO'H KAT' APIOMO AOXEQN

30 ml

4, OAOX(OI) XOPHI'HXHX

I"a yopnynon and 10 cTéHUO.

5. XPONOX ANAMONHX

Xpovog avapovig:
Kpéag kot edmdpot 1otoi: 12 nuépec.

6. APIOMOZX ITAPTIAOX

MMoptida {opOuodc}

| 7. HMEPOMHNIA AHEHX

AHEH {pnvag/étog}

| 8. OI AEZEIX «<AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10, KTNVIOTPIKNY YPNOM.

13



B. ®YAAO OAHTI'IQN XPHXHX

14



OYAAO OAHT'IQN XPHXHX:
Quadrisol 100 mg/ml etopatikn yéAn yia inmovg

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX TTAPAXKEYHX I1OY EINAI YHHEY®OYNOZX I'TA THN
ANIOAEXMEYXH IMAPTIAQN, E@OXON EINAI ATA®OPETIKOI

Kéroyoc tne ddsiog kukAogopiac:

GROVET B.V.
Centurionbaan 140
3769 AV Soesterberg
OMovdio
Tel:+3185824100

[MapaockevaoTnc LITEVOLVOC Y1 TNV ATEALLOEPMON TOV TAPTIOWV:

Provet A.E.

Nikiforou Foka & Agion Anargyron,
Thesi Vrago, Aspropyrgos, 193 00,
EXLGSa

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Quadrisol 100 mg/ml ctopatikn YéAN yio immovg

3. YXYNOEXH XE APAXTIKH(EX) OYZIA(EY) KAI AAAA XYXTATIKA

Bedompopaivn 100 mg/mi
[IpomvievoyAvkdin 130 mg/ml

4. ENAEIEH(EIYL)

Meimon g AEYUOVIAG KOl AVaKOVQIGT) 0O TOV TTOVO, TOV GLVOSEVOVY HVOGKEAETIKES SLOTAPAYES
Kol 0OAAOLDGELS TOV LOAOK®OV HOPiV (TPODLOTO KoL YELPOVPYIKES ETEUPACELS). e TEPIMTOCELG
TPOYPOUUATICUEVNG YEPOLPYIKNG eMEPPaoTg, To Quadrisol pmopel va yopnyeital TpoPLAGKTIKH
TOVAGYIOTOV 3 EPIMOV MPES TPLY Al TN YELPOVPYIKY| ETEUPOCT).

5. ANTENAEIZEIX

Na un yopnyeitot o€ {da TOL VTOPEPOVY ATTO YUGTPEVTEPIKES SLOTAPAYES, KOPOLOKT, TATIKT KOl
veQPIKN avemdpkela. Na pn yopnyeitol 6 TdAOVG NAKING KAT® TV 6 unvov. Na pn
YPTOULOTIOLEITOL GE POPAOES KATA TN OLAPKELD TNG YOUAOVYING.

To Quadrisol dgv mpémet va yoprnyeitar oe cuvovacud pe Ao MEZAD 1 YAVKOKOPTIKOGTEPOELD).

Noa unv ypnoiuonoteital 6€ mepinTmon vrepevalcinciag 6To dPASTIKO GVGTUTIKO 1| GE KATO10 amd Ta
£Kdoy0L.

6. ANEINIIOYMHTEX ENEPI'EIEX

O1 TUTIKEG aveTIBOUNTEG EVEPYELEG, TOV GLVOEOVTAL LIE T Yp1oN TV MEAD, 6mwe oALOIDGELG Kot
QLLOPPAYIEG TNE YOOTPEVIEPIKNG 000V, d1dppota, Kvidwaon, Anbapyos, avopeéia. Edv eppavicbotdv

15



CUUTTOUOTA, TOTE 1] 0Y@YN TPETEL va dtakonTeTol. To cvoumtopato givol avaotpéyipa. H
vEPdOGOAOYia Etval duvatdv va odnyNoetl g Bdvarto ta Vo Bepaneia (da.

Edv mapotnprioete onolodnmote avemBOUNTN EVEPYELD, OKOUO KOL OV OEV OVUPEPETOL GTO
eodKAeloto VAL Odnyudv Xpnong 1 apEPALETE Y10 TNV ATOTELEGATIKOTITO TOV POPUAKOUL |,
TOPOKOAEIGOE VO EVIUEPDOETE GYETIKMG TOV KTNVIOTPO GOC.

7. EIAH ZQQN

"Inmog.

8. AOXOAOITA I'TA KAGE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To Quadrisol cuvictdrot va yopnyeitat dvo eopéc v nuépa. H mpotevopevn apykn odon givor 2
mg/kg (2,0 ml/100 kg), axorovBovuevn amod pio 060 cvvtipnong 1 mg/kg (1,0 ml/100kg),
yopnyovuevn kabe 12 dpec.

INa yopiynon amd 1o oo,

9. OAHT'IEX I'TA TH XQXTH XOPHI'HXH

H ayoyn prnopet va cuveyioBei 1o mold ywa 14 cuveyoueveg nuépes. To copotikd Bapog kabmg kot n
doon wpénel va Tpoodtopilovtor pe axpifeta yio va omoeevydei  vrepdocoroyio. e TEPMTOGCELS
TPOPLAOKTIKNG 0y®YNS, Elval apketn 1 LEYLoTN ddpketa Oepameiag yio 7 cuveyOUEVEG NUEPES.

H yéAn yopnyeitat 0md 10 6TéH0, TOTOOETOVTOC TO GTOWIO TN GUPIYYOS AVAUESH GTO dOVTLA Kol
€YY0OVTAG TNV AMOLTOVUEVT] TOGOTNTO TNG YEANG GTO TGM HEPOC TG YAmooas. [Ipv and
YOPNYNoM, 0 SUKTOALOG TNG SVPLyYaG TPEMEL Vo puOUileTat 6TV AmTOOUEVT] TOGOTNTA.

ZUVIoTATOL 1] YOPNYNOT TOL TTPOTOVTOG TPV IO TNV TPOPT).

10. XPONOX ANAMONHX

Kpéog kot edddyot wotoi: 12 nuépec.

Agv emiTpénetal 1 YOpYNOT GE YOAUKTOTAPAY®YE (DO TOV TUPAYOVY YAAL Y10, avOpdTIV
KATOVOA®OT).

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na euldcoetal o€ 0éom, TV onoia dev PAETOVY Ko dev Tpooeyyilovy Ta. Toudid.

Agv vapyovv diaitepeg TPoPLVAAEELS Yo TN QUAAE.

Avgpxela {ong LeTd omd T0 TPMTO AVOLYLLO. TOV TPOIOVTOG: 2 PAVEG.

Na un ypnoipomoteital antd 10 KTNVIATPIKO QOPUOKEVTIKO TPOIOV LETA amd TNV MUEPOUNVia ANENG
oL avorypaeetol oty eTkéta petd AHEH.

12. EIAIKH(EX) ITPOEIAOIIOIHXH(EIX)

H aoc@dAeia Tov KTNVIOTPIKOD QOpUAKELTIKOD TPOIGVTOG 0V EXEL AmodElYOel KaTd TN SIAPKELD TNG
yorovyioc. To Quadrisol 100 mg/ml propei va, yopnyeital katd T SIUPKELD TN EYKLUOGHVC.
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‘Inmot pe otopoTikég aAlomoElg Tpémel va eEgTdlovTal KAVIKG kal o Oepdmmv KnviaTpog va
amopaocicet edv Ba mpémel va cuveyiobel n aymyn. Eqv ol otopatikég ahAoudaoels empévouy, 10T 1
YOy TPETEL VAL OIOKOTTETAL.

Kotd ™ didpkela mg aywyng ot inmot Tpénel va, TopokoAovdovvTal Yo TNV EUPAVIGT) GTOLUTIKMV
aALOIDCEMY. ATOPVUYETE T YPNON OE APVIATO®UEVA, VTOOYKIKE 1) VTOTAGIKE (D0, YloTi VITdpyEL
avENUEVOG Kivouvog veppoTo&kdTnTas.

X inmovg aydvmv, 1 yopnynon o Tpémetl va yivetol GOUPOVA LLE TNV IGXVOVGA GTN XDOPO VOLoBETia.
2100¢ {TmoVg 0V TOVE TPEMEL VoL AAUPAVOVTOL TO KOTAAANAL HETPA, BOTE Vo eacaiileton n
GUUUOPPMOT| LLE TOVS KOVOVIGLOVG TV OYOVOV. e TEPITTOOT AUEPoAIDY, TpoTteiveTal va yiveTol
ELEYYOC TV OVPWV.

Xe mepintwon mov Kotd Aabog vrdpéet katdmoon and dvlpmmo, vo avalnToeTe APECOS LTPIKT
Bonbela kat vo emideifete oTOV 10TPO TO EGOKAEIGTO PUAAO 0NYIDOV YPNCEMG 1 TNV ETIKETA TOL
(QOPUAKEVTIKOD TPOIOVTOG.

13. EIAIKEX TIPO®YAAZEIX AITOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY IPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

Kdabe pun ypnoyomon8év knviatpikd eoprokenTikd Tpoidv 1 un xpnotpomom0évio vToAEiIaTd TOV
TPETEL VO, ATOPPITTOVTIOL COUPOVO UE TIG IGYVOVCES EOVIKEG OMULTHGELS.
14. HMEPOMHNIA THX TEAEYTAIAX ET'KPIZHX TOY ®YAAOY OAHTIQN

XPHXEQX

Aemntouepeic TAnpoeopieg yia Tov Topdv Tpoiov dlatifevial otov diktvakd Tomo Tov Evpomaiko
Opyoaviepod ®apudkmv otn dievbvven http://www.ema.europa.eu/

15. AAAEX TAHPO®OPIEX

ATOKAEIOTIKA Y10 KTNVIOTPIKNY YP1OM.
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