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Et\I\HNIKH I':.HMOKPATIA 
ynOyprEIO yrEIAl: & KOINONIKHl: 

Al\l\HI\ErrYHl: 
E0NIKOr OprANlrMOf 4>APMAKON 
MWOYEiwv 28 4, 15562 XoAapyoe;; 

www.eof.gr 
I':./vorj I':.IOIKrjTlKWV YTTrjPWIWV E AEyxou npOiOVTWV AP. npOT.: 24674/26-4-2010 
nAIlPocpOprEe;;: 1':.. TLANTE 
TrjAEcpwvo: 210-6507200 

ErKYKJ\lor - AnO<1>ArH 

0EMA: KaeoplCJIJOD n£piAIl4JIl<; XapaKTIlPICJTIKWv TOU npoI6vTO<; KOI <t>u},Ao OOIlYIWV Yla 
TO XPECJTIl cpaplJaKWTlKWV npO'iOVTWV nou m:pltxouv opaCJTlKO CJUCJTOTIKO 
THIOCOLCHICOSIDE. 

"EXOVT£<:; UTT04JIl: 
0) TIe;; OIOTd¢EIe;; Tile;; KOIV£e;; YTTOUPYIKr'je;; ATTOcpaOIle;; Lwr3 (0) 8 3657/2005 "nEpl Evap¤OVIOIle;; Tile;; 

EAAIlVIKr'je;; No¤o8wio<; I-IE TIlV aVTioTOIXIl KOIVOTIKr'j OTOV TO¤ta H)e;; KUKAocpopiae;; .................... TWV 
cpaPl-laKEUTIKWV TTpof6vTWV, TTOU TTpoopi¥oVTal Yla av8pwTTlvrj XPr'j0Il", 

13) TIlV UTT' apl8lL 8673 /2/29-1-2009 Op8r'j ETTavdAIl4J1l ATTOcpaoll<; npo£opou 1':.l:)EO<l> 
(<l>EK.253/13-2-2009) "nEpf lJ£Tal3ff3aoll<; ap¤ooloT£TWV OTOUt; I':.IEu8uVTt<; TOU EO<l>" 

y) TI) rVW¤aTEUOIl TOU ETTIOTIl¤OVIKOU l:u¤l3ouAfou EYKpfoEWV ap. <l>-512/18-12-2009. 

A n O <1> A  rIZOYME 
A) H n£piAIl4J1l xapaKTIlPICJTlKWV TOU npoYovTO<; cpaplJaKWTlKWV npolovTWV nou n£pltxouv 
opaCJTIK6 CJUCJTOTlK6 THIOCOLCHICOSIDE (Via TI<; IJOp<pt<; KmpoKlo OKArJp6 KO! [V£OIJ.l0 ) 
opiF£Tal w<; £GE<; : 

nEPII\H\PH XAPAKTHPlfTIKON TOY npo"iONTOf 

(thiocolchicoside) 

1. ONOMAflA TOY 4>APMAKEYTIKOY npo'ioNTOf 

2. nOIOTIKH KAI nOfOTIKH fYN0EfH 

KelS£ Ka'l'elK1O, aKATlPo rr£pt£x£t 4 mg S£toKOAX1KoaioTlS. 
KuS£ qH)crtyya £V£a11-l0U OlaAUl-laTOS nov 2 m! rr£p1£X£l 4 mg S£lOKoAX1KOaibTlS. 

3. (J>APMAKOTEXNIKH MOP(J>H 
- Ka'l'elKlO, aKA TlPO 
- Ev£crt!lo OlUAUl-la 

4. KAINIKEI: llAHPO(J>OPIEI: 
4.1 0tpUnEUTlKi:t; EVbElS£lt; 
Errffiouv£<; KaTaania£l<; rrou cruvOO£1)OVTUl arro I-lU1KO arraal-lo, orroo<; 01 £KcpUl-tanK£<; aAAOlffia£t<; T] 01 
TpaUl-lanK£<; PAUP£S TTlS mWVOUl-tKT]S 0<11AT]<; (oattma):yia, pt1;inoa, 1aXlaAyia). 
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4.2 Aoooloyia Kal TpOn:OS XOPtlYlJG1JS 

Kmjl{uCla 
Tp6noc; xopftYIJ(JIJC;: Ta Ka\jJo.Kta AallPo.voVrat arro TO mOlla. 

iJo(JoAoyiu: H (jo(Jo),oyia eI;UW)11KeVcW.l uvaAOYU /Ie TIC; uvayKeC; Ka()e U(J()eVOVC;. 

H <YUVtCYTCDIl£VT] MaTJ dVUl 16-24 mg (4-6 Ko.\jJ0'UA£S) avO. 24wpo otatpql€VT] a£ 3 €WS 4 Ma£tS, 01 

orroi£s ea rrptrr£t va AallPo.vOVTnt !l£'to. 'ta y£ul-lam. 


EV8mpo t5uu.vpa 

Tp6noc; xopftYIJ(JIJC;: EvOOIl'UtKWS. 
iJo(JoAoyiu: H oO(JoAoyiu E.I;UW)11KeVeTaI uva),oyu pe TIC; avaYKeC; Ka()e u(J()evoix;. 
H <YUVtCY'tWIl£VT] MaTJ etVUl 4-8 mg (1-2 <pumyyss) avO. 24wpo. 

llalt5,a: 
H xpçaT] tT]S 8S10KOl..XtKOaioT]S o£v auvtCYto.tUl a£ rrUloto. TJl..tKias I-ltKpo-r£PTJ<; tWV 15 £tWv. 

4.3 AVTEVOEiSElS 

• rVwatç 'U1tsp£'UUla8TJai.a aTT] 8StOKOAXtKoai.oT] ç a£ Ko.rrOlo arro Tn tKooxa tT]S <paPl-laKOt£XVtKT]S 
èLOp<pT]S· 

• KUT]GTJ KUl yaAouxia (Pl... 4.6 «KVIJ(JIJ K at YUAOVXiu»). 

• XaAapç rro.p£GT], 1-l'U1Kç 'UrrotOvta 

• fIatoto.. 

4.4 EIOIKES n:POEIOOn:OltlOHS Kat n:pO((>'UAaSElS KaTa TlJ XPTJOlJ 

llpOelt507rozij(J£U:;: 
• KUIJfG.KW. 
1\oyw TT]S urrapéT]<; AaKTOST]<;, 01 aa8£vds 11£ arro.vta KATJPOVO!ltKo. rrpOpAçllaTn o'Uaav£éi.as aTT] 
yal..aKtOsT], tU£t\jJl1 AaKTo.aT]<; Lapp ç KaKT] arroppo<pTJaT] YA'UKOST]s-yaAaKtOSTJS o£v rrptrr£l va rro.po1)V 
a'UTO TO <po.pl-laKO. 

llpOfpvla�el(:;: 
H 8£tOKOl..XtKoai.oTJ I-lrropd va rrpoola8t.£t cr'tTJv q.u.po.vlaTJ crrracr!lwv cr£ aa8£vd<; !l£ £rrtAT]\jJia T] a£ 
£Kdvo'U<; rro'U êpicrKOVTnt as Kivo'Uvo yta £rrtATJrrLlKt<; Kpia£tS. 

• KUlJfoxw: 
ë£ rr£pirrTwaT] oto.ppotas va !l£lWV£TUl T] MaT]. 

• EVE:(Jl)1o oza),vpu . 

1\oyw rr£pmTCom::wv l..lrr08u!lias ayy£lOKlVT]TlKçS umoAoyiac; 0 acr8£vçs rrptrr£l va rrapaKOAOu8£lTat 

!l£To. arro 'tTJV £V£GT] (f3l... 4.8 «AVe7Ll()vPIJUX; eVE:pyelec;»). 

4.5 A1AlJun:lopaoE1S IlE una (j>ap/-laKEUTlKU n:poIOvTO. Kat allis IlOP(j>£S aUlJ1En:iopaolJS 

fItOavov va £!l<pavta£t <YUv£pYU(tl opo.aT] av xopT]YTJ8d !lusi 11£ o.Ua ll'UoXal..apwTlKo. T) KammaATtKo. 
TOU K£VTptKOU v£UptKOU cruaTç!la'tos. 

4.6 KUlJolJ Kat yalouxia 

• Kvquq: 
M£Atn:s rrou ot£éT)x8TJcrav a£ rr£lpalla'toswa odxvouv 'tOélKOTT]m mTJv avarrapaywyT) (êl... 5.3 
«JJpo KAI Vl}(a OeOO)1E:VU yw TI1V U(Jrpo.AeW»). 

Yrro.pxouv rr£ptOptCYll€va KA1VtKo. o£oo!l€va ava<poptKo. 11£ TTJV aétOl..oyT]aT] 'tTJS ampal..ous XPT)aTJS aTTJv 
£YKUllocrUVT]. ì'Uv£rrws, o£v ElVUl yvwmol ot rrt8avoi Kivouvot yta TO £!lPPUO, !l£ £rraKol..ou80 va 
aVt£Vo£iKV'UTUl 11 8£LOKOl..XtKoai.oT] Kanl tT]v KUTJcrTJ (êl... 4.3 «AVTeVoeifw;;»), 
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• FoJ.olJXia: 
E1moTJ TJ ElelOKOAX1KocriOTJ £KKpiVeT<lt crw !lTJTplKO r6J•a, TJ XPTJcrTJ TTJ<; aVTeVOelKVULat KaTa TTJ 
raAouxia (jA. 4.3 «AvrevbE:f{elr:;)>j. 

Ll£v un:apxouv otaEltcrt!la crTOlXeia crXeTtKa !le n<; e1!tOpacrw; crTTJV tKavoTTJLU OOTJ'YTJcrTJ<; Kat x£tptcr!lOU 
!lTJxavcov. 

Ano KA1V1KE<; !leAtT£<; npOKUnTel on TJ El£lOKOAX1KOcriOTJ OeV £1!tOpa crl'TJV 'l'UXOKtVTJnKTJ anooocrTJ. 
QcrTOcrO, £X0l)V ava<p£pElel Aire<; n£pt1!T<DcrelS l)1!VTJAlW;, nOl) npEn£t va Aa !l�aVO VLUl l)no'VTJ KaTa TTJV 

OOTJYTJO'TJ OXTJ!lanDV Kat KaTa TO Xetptcr!lO !lTJxavwv. 

AWTapaxir:; TOlJ aVOUOlfOI'lTlKOV UlJun1paTor:; 
AvWj>UAaKTtKE<; avnopacr£t<;, omD<; KVTJcr!lO<;, KViorocrTl, ayy£tOOloTJ fla, avaq)l)AaKnKTJ KaLUnATJc,ia !lWX 

ano £VOO!ll)tKTJ XopTJYTJcrTJ. 

AWTapaxtr:; TOlJ VevPIKov tYVUn1paTor:; 
Y1!VTJAia , At1!OOUflia ayy£tOK1VTJnKTJ<; amoAoyia<; nou crl)VT]Oro<; napOUcrta"£Tat Ta £1l:0fl£va AenTa ano 

TTJV £VOOfll)lKTJ £V£CiTJ. 

A wTapaxir:; TOV yauTpevn:pIKOv 
tnaPPOta (�A. 4.4 «Et01KE<; npo£lOOn0111cr£t<; Kat nPO<pl)}.ac,£t<; KaTa TT\ XPTJcrTJ»), £1!tyacrTpaAyia, 
val)Tia, £fl£W<;, 01!tcrElOcrT£PV1KO<; KaucrO<;. 

AWTapaxf:r:; TOV >f:ppaTOr:; Kat TOV lJlfO>OpLOV IUTOV 
M:PflaTtK£<; aAl.t:pY1K£<; aVTtOpacr£l<;. 

4.9 Y1tI::poo(mloyia 

L'7jicla. 1WI tYVji7ITWjiam: 
t1sv E;(OUV ava(j>sp9si tlOIKa GUpnTrol1aTa um:pooGoloyiae; GS aG9£vde; uno aYOOY1] 111: 
9SlOK01XlKOGioT\. 

, 

A VTlj.J.£TW1!lfY'l: 
Eav 1tapouGlaGTd nspinTOOGl1 unspooGoloyiae;, GUGT1]VI:Tat laTplK1] napaKolou9T\GT\ Kal 

s<papl1oY1] YSVlKroV I1i:TPOOv Kal GUl1nTOOl1aTlKiie; ayOOy1]e; (wl. 5.3 «llpoKhvlKa &>opiva yw T'lV 
}. . 

5. <IlAPMAKOAOrlKEI: IAIOTHTEI: 

roLlKO, KroOtKO ATe: M03B XOS. 

H 9SLOK01X1 KOGioTJ dvat tva 11 PUtUV9STlKO OSlOnapayroyo T'fIe; KolX1KOGiol1e;, 1111le; (j>UGlKTJe; 
yl.uKo6'ioT\e; nou lJnapXl:l GTO (j>UTO "meadow-saffron", ps puoxalapOOTlK1] OPO:Gl1, alM xmpie; 
opO:GT\ aVO:J,oYT\ TOU KOlJpapiou. 

<Daiv£Tat on TJ 8£!OKOAXtKOcrioTJ EX£! 8pacrTJ £V.£KTtKa avwyrovwLlKTJ TroV GABA Kat YADKlV£pytKWV 
unoDox,£rov Kat £' Wt l11l:o p£i VU £c,TJYT\8d 11 opacrTJ '(lIS (j"'n<; UVTavaxAacrnK£S, p£l)�LUnKts KU! 

TPUU!lUTtK£<; fllJ1K£<; crucrnacr£t<; Kat crt crnacrTl1<£S KaTacr'(acr£l<; K£VLptKTJ<; npo£A£ucrTJ<; . 
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H oaiol] OEV E1t10pa 

.(Jlla'ttlJiu'toC;. 

5.2 <l>UPJiUKOKlVt]'tlKi:C; 

Ta J.U:';yw"Ca £nln£oa (HO nAu(J¸a E1l:lTllYXUVOV"CUl m: n£ptnOll 50 AEn"Cu ano Tl'!V ano "COl) (J"Co¸a"COe; 


XOPtlYTJ(JTJ Kat 30 AEn"Cu ano "CTJv EVOO¸l)lKti xoPtiYTJOTJ. 

H ¸l)oxa).apumKti opu(JTJ £¸<pavisE"Cat Ka"Cu ¸£(Jo opo (J10 81u(J"CTJ¸a /lE"Ca¹u 1-2 wpwv ¸ETU TTJV ano 

1Ol) (JTo¸a"COe; xoPtiYTJ(JTJ Kat 30-40 A£1l:"CU ¸E"CU "CTJv Ev60¸l)lKti £VEOTJ. 

H plOlhaO£(Jl¸o"CTJ"CU £1.vat 25% Yla TTJ xoptiYTJ(JTJ ano "CO (JTO¸a Kat 75% ym "CTJV £V60¸l)lKti. 

H J.U:';(JTJ TJIJln£pioooe; swtie; (J10 nAu(J¸a £lVat 4,5 WpEe; Kat 6£v EX£l ava<p£p8Ei (Jl)(J(j(:bp£l)Q"TJ ¸£"CU ano 

M(J£lS 8 mg TJ¸£PTJ(Jiwe;, nOl) EnaVa},aºtpUvoV"CUl ym 7 TJ¸£pEe;. 

H O£lOKOAX1KO(Jt6TJ ¸£"CUpoAis£Tat £l)pEWe; (J"CO nAu(J¸a. 

H ¸EO"TJ an£KKpl(JTJ (J"CU oupa ¸£T(X ano £<puna¹ xoPtiYTJ(JTJ ano "CO (J1o¸a £lVat "CTJe; TU¹TJe; TOl) 8% Kat 

¸£TU uno £v80¸l)lKti xoptiYTJ(JTJ £lVat 20%. 


5.3 npoKllvlKa OEOOJii:VU Y1U 'tl]v u(J(palwl 

To npo<pll "CTJe; OEIOKOAX1KO(Ji6TJe; £X£l ¸£A£TTJOd in vitro Kat in vivo ¸£TU ano nap£vn:pIKti Kat an6 "COl) 

(J10¸aTOe; xoPtiYTJ(JTJ. 

O(da TO(lIdhl/TG 
L£ ¸d£n:e; o¹dae; "CO¹lKO"CTJ"CUe;, TJ 8£lOKOAX1KO(JioTJ npOKUA£(J£ £¸£"CO (J£ (JK-UAO, 

Kat (J1ta(J¸oue; (JE "CPWKTlK(i Kat ¸TJ TPWKTlKU ¸£TU ano E<punu¹, ano "COl) (J"Co¸U"Coe;, xoptiYTJ(JTJ l)\jfTJAWV 

OO(JEWV. 


XpOVW TO(IKOTl/TG 
H O£lOKOAX1KO(JiOTJ napOl)(J1US£l KaAti avoxti ¸£"CU an6 xoPtiYTJ(JTJ an6 TO (JT6¸a yta OlU(JHWa ¸txPt 6 

¸tiv£e; (J£ apol)palOl)e; Ka1 OTJAa(JTlKU, £K"COe; TOl) avOpwnol), 6"CUv xopl1yEimt (J£ EnavaAa¸pav6»v£e; 
M(JEle; ¸lKp6"C£p£(; ti l(J£e; "Cwv 2 mg/kg TJ¸£PTJ(Jiwe; (JTOl)e; apol)paiOl)e; Kat 2,5 mg/kg TJ¸£PTJ(JiwS (J"CU 
OTJAa(JTlKa., £KT6S 1Ol) avOpwnol). Enl(JTJS, ¸£Ta. ano £VOO¸ulKti xoPtiYTJ(JTJ (J£ OTJAa(JHKa. (J£ 
£1l:avaAa¸pav6¸£vES M(JE1S J.U:';XP1 0,5 mg/kg TJ¸£PTJ(JiwS Yla 4 EPOO¸UO£e;. 

ME'ta U1tO XOPtlYl]al] E1tuvuluJiJluvoJiEvrov oom;wv, l] 9UOKolX1KoalOl] 1tpoKalEaE VE1)polOY1KtS 
OlU'tUpUXi:S JiE'ta um) EVOOJilllKtl XOPtlYl](Jl] a'tollS 
(EVTEpi-r10U, i:JiE'tO) JiETU U1tO XOPtlYl](Jl] U1tO TOll a'tOJiu'tOS 

KapK1VOYi:.VECJYf 

To EVOEXOJiEVO KUPKlVOYOVOll opaal]S OEV i:XEl EK'tlJil]9d. 

Mr:r:allo.l;,lOy6voc; <5po.aYf 

Molovo'tl 0 KllPlOn:pOS JiUal}oliTl]S ElVUI aVEllyoviKOS, l] 9ElOKolX1Koaiol] aE 9Epa1tEllTlKi:S 
OOaElS OEV i:XE1 JiETullu;lOYOVO Opaal]. 

Ttparoy{;vECJYf 

L\EV ll1tapXOllV Evod;E1S ylU TEPUTOYOVO OpU(Jl] Tl]S 9ElOKolXIKOaiol]';; aE ooaE1';; JiiXPI 3 mg/kg 
l]JiEpl]O'iroS. I:E l)\Vl]loTEpE';; OOUEIS EXU 1tUpuTl]pl]9d TEPUTOYOVOS opaul] KUI 1tEP1YEVVt]'tlKtl 
'to;lKOTl]TU. 

I1zampax- TYfC; yovl116TYfmc; 

H Xl]JilKtl UllTt] i:vw(Jl] OEV E1taYE1 UVE1t19l>Jil]TES Ev ipYEIES UTl] YOVlJiOTl]TU, 1tupa Tl]V UVEllYOVIKtl 
OpUUTlJplOTl]Ta TOll JiETUJloliTl]. 

.. __ .. __ .. __ .. _��. __ ._�. __ . 
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6. <J)APMAKEYTlKEl: IIAHPO<J)OPIEl: 

6.2 A()\)JIlluTon,T£S 
[..£V £cpapIJ.6r£Tat. 

6.3 L1UiPK£lU Y(i)t]S 

6.4 IOluinp£s 1tpo(j)l)AaZ£lS KUTa TlJ tpUAUZlJ TOU 1tPO'i6VTOS 

6.5 «l>UO'lJ KUl (Jl)O'TUTlKa TOU 1t£Plf:KTlJ 

SA. 4.2 «LJo(Jo).oyia K(1I rp6noc; XOPllyrW11C;»· 

7. KATOXOI: THI: AbEIAI: KYKAO<J>OPIAI: 

8. API0MOI: AbEIAI: KYKAO<J>OPIAI: 

9. HMEPOMHNIA npOTHI E rKPII:HI:/ANANEOI:HI: THI: AbEIAI: 

10. HMEPOMHNIA ANA0EOPHI:HI: TOY KEIMENOY 

<J>Y MO O.AHriON XPHI:HI: 

1. npOI:.AIOPII:MOI: TOY <J>APMAKEYTIKOY 

1.2 l:uv9£O'lJ: 

LJpaOT1Kr, oV(Jia: ThiocoJchicoside (0C:lOKOAXIKOcri6TJ) 


EK(50Xa: 


1.3 «l>UPJIUKOTtXVlKt] JIOptpt]: 
- KU\jIaKlO, crKATJpO 
- Ev£crlIJ.O 6taA.uIJ.U 

1.4 II£pltKTlKOTTJTU 0'£ OpUO'TlKt] ouO'iu: 
Ka8c: KU\jIaKlO, crKATJp6 1I£Pl£X£l 4 mg 9£lOKOAXIKOcri6TJ<;. 

Ka9c: qrumyyu (2 ml) 1I£Pl£Xc:t 4 mg 9c:tOKOAXIKOcri6TJ<;. 

1.5 n£pl'¥Putpt]- !:UO'K£uuO'iu: 

1.6 «l>uPJIaKo9£pu1t£UTIKt] KaTlJ),opia: 
MUOXUAUprotlKO, IJ.E KC:VTptKl] opucrTJ· 

1.7 Ym:u9uvoS aO£laS KUKAotpopias: 
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8a npbt£t va Aal1×avovTat I1£Ta Ta y£Ul1aTa. 

ano EV00l1U1Kti xopilYTjcrTj. 

1111YEn-E.4250-13/3 
(240) 

D18av6v va qlq:mvi0El cruV£PYIKTJ opci011 av xopll)'Tj8d l1aÖi I1E cina I1UOxaAapurnKci il KaTa0TClATIKa. 
TOU KEV1"PIKOU VEUPIKOU cru01:TJl1aTOC;. 

2.6 .1oGOAoyiu KUt Tponos XOPllYTjGTjS: 

Kalf/alaa: 
Tp6nor; xoprlyrwy/r:;: Ta KavciKta Aal1×civovTat ana TO crTOØta. 

Lloaoloyia: H boaoloyia e:(aTOI11Ke:VE:Tat avo:loya liE: Tlr:; avayKEr:; KoBE aa8e:vovr:;. 

H cruVlcrTWI1EVll Mcrll £lvat 16-24 mg (4-6 KaVOUAEC;) uva 24wpo OlatPEI1EVll crE 3 EWe; 4 06a£te;, Ol 

ono1.£e; 


EvtGlJ-lO ()UIAl.lJ-lu: 

Tp6nor; xopMyy/ay/r:;: Evool1uIKwe;. 

Lloaoloyia: H boaoloyia e:l;aTOI1IKEVE:Tal avaloya 11e: TIC;- avayKe:r:; Ka8E aa8EVovc;-. 

H cruVlcrTWI1£VTj McrTj dvat 4-8 mg (1-2 <pU0t)')'£e;) avci 24wpo. 


lIaU)la: 
H xpilcrTj TOU "ONOMA npOIONTOL" KaVaKlO il/Kat £vt0t110 OtciAul1a o£v cruVtcrTaTat crt natOla 
llAlKiae; 111Kpon:pTje; TWV 15 £T(DV. 

1:1fpda IWI avplfTwpaTa: 
L'1£v £XOUV ava<p£p8d ElOlKa crul1nT(Dl1aTU un£poocroAoyiae; cr£ acr8£v£le; uno aywYil 11£ 
8EIOKOAXlKOcrioTj. 

AvnpeTwma1f: 
Eav napoucrla0T£l n£pinTwcrll un£poocroAoyiac;, cru01:ilV£TUl laTplKTJ napaKoAou8Tj011 Kat £<papl1oYTJ 
YEVlKWV I1£TPWV Kat crul1nTWl1aHKTJC; aywYilc;. 

2.8 AVE1t19uJ-lTjTES EVtpYE1ES: 

AWTapaxic; TOD avoaolfOl1fTlKOl) lfDlfnjpaToc; 

Ava<puAaKHK£C; aVHopacr£lC;, onwc; KVllcrl10e;, KVtOW0Tj, a)')'£lOoioTjl1u, ava<puAuKHKti KaTClnAllÙia I1£Ta 

AWTapaxic; TOl) VEl)PIKOl) lfDlfnjpaToc; 
YltVTjAia, Al1to8ul1ia a)')'£lOKlvTjHKTJC; amoAoyiac; nou cruvil8wC; nupoucr1(iÖ£Tat TU £no!1£va AE7rTa uno 
Tllv £VOOI11)tKil £VWTj. 

AWTapaxic; roD yalfTpEvrepm:ov 
L'1lappOlCl (×A. 2.4 «EIOIK£C; npoEloOn0111cr£1e; Kat npoq:}1)AaÙ£tC; KaTa TTj xpilcrTj»), £1tlyu01:paAyia, 
v(1)Tia, £11£TOC;, on18ocrTEPVIKOC; Ka1)crOC;. 

AWTapaxic; TOD oipparoc; IWI TOD DlfOOOPIOD IlfTOV 
L'1£Pl1anK£C; an£pYIK£C; avnopacr£tC;. 

Eciv nptn£l va AUI1×ciV£TE TO <pciPl1aKO crE TClKTci XPOVIKa ola01:ill1UTa Kat nupaA£lVUT£ l1iu 06crTj, Oa 
np£n£t va ncipETE TTj Mall aUTTJ TO crUVTOIlOT£PO OuvaTO. Eav £VTOUTOlC; nATjcrtaL;El 11 wpa yta TTjV 
£nol1Bvll 86crT], 1111 },aBBTB Tll ooaT] 1I:0D napaJ,£lvan:, aUa cruvEXicrlB Kavovml 1T] 8£pan:£ia. 
MI"f bmlaara(E:TE TIC;- boaC/r:;. 
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2.] 2 HIltpoll11viu TtA.tuTUius uvu8troP11C111S TOU qr6A.A.ou Ol}TJYIWV: 

'------

lJ.lJ. YEn-E.4250-13/3 
(24a) 

2.10 TlnptnSl vu yvropil;u 0 UC10tVTJS "flU T11V 111ltpOll11V1U A.TJTl1S TOU npoi'oVToS: 
AvUypU<pt:Tat CHY]V t:°U)'tt:PlK± Kat WUm:ptKi) GUGKt:UUGla. 

L£ n£pi1£HOO'y] 1£OU Y] y]f.1£polly]via aun) eX£t 1£apo...Ot:l WIV TO XP11O'lIlO1£Ol±G£TL 

2.11 Il}lUl'TtptS npoqmA.o.SElS YIU T11 q>1)A.aTl1 TOU npoi'ovTOS: 

3. I1AHPO<l>OPIEI: rIA THN OP@OAOrIKH XPHI:H T.QN <l>APMAK.QN 

• To <puPllaKo aUTO Gas TO eypUljJ£ 0 YlaTpos Gas flOVO yta TO GUY1(£Kplfl£VO laTplKO Gas 1£pOPAy]fla. 
²£V Oa npe1££l va TO biV£T£ 0'£ uAAa UTOfla i) va TO xpy]O'lIlOnol£iTt: Yla KU1£Ota UAA·ll nuOY]GY], 
xwpiS 1£POY]youllevwS va EX£T£ GUIlPOUAt:UTEl TO ytaTPO Gas. 

• Euv KUTU HI OlupK£la TY]S Ot:pa1£t:ias t:1l<PavlGTd KU1t01O npopAy]lla flt: TO <pUPllaKO, £VY]Il£pWGTt: 
all£GWS TO ytaTPO Gas ± TO <paPllaKonOlO Gas· 

• Eav EX£Tt: 01£OtaO±nOTt: t:pWTY]llanKU yupw a1£O ns nAY]po<popit:S nou a<popouv TO <pUpflaKO 1£OU 
AallJ)UV£Tt: ± xpt:lUSWT£ KAAUTt:pY] t:Vy]lltpWGY] yta TO laTplKO Gas np6J)AY]fla flY] OlGTUGt:Tt: va 
SY]T±GETt: ns 1£AY]pO<popi£S aUTtS ano TO ytaTp6 Gas ± TO <paPllaK01£OlO Gas· 

• fta va dvat a1£OTt:AWflanKO Kat aG<paA£S TO <pUpflaKO 1£OU GaS XOPllYTJOy]K£ Oa npt1££l va 
AaIlPUV£Tal crUll<Pwva fl£ ns ooY]yi£S 1£OU Gas M011Kav. 

• na T11v aG<pUA£lU Gas Kat TTJv uyda Gas dvat anapaiTy]TO va OtapuG/;:n: Ilt: 1£pOGOX± KUOt: 
nA11PO<popia 11:OU a<popu TO <pUPllaKO 1£OU Gas XopY]y±OY]Kt:. 

• Na fl11 OtaTY]pdTt: Ta <pUpflaKa Gt: t:PflUpta TOU Aompou, €1t£lOi) Y] SEGTY] Kat Y] uypaGia flnopd va 
aAAOlWGOUV TO <pUpflaKO Kat va TO KUTaGTTJGOUV £ntpAapts yta TY]V uyda Gas. 

• Na flY]v KpaTuTt: <papflaKa nou ot:v Ta Xp£tUSWTt: nAtov i) nou i)0Y] txouv ATJ°t:l. 
• fla fl£yaAuTt:py] aG<puA£ta KpaTuTt: oAa Ta <puPllaKa Gt: (w<PaAtS f1£pOS llaKplu ano Ta 1£atOlU. 

4. TP0I10I: AlA@EI:HI: 

To <pupflaKo aUTO xopY]yt:hat fl£ lUTPlKi) GUVTayi). 

T11Ucprovo KtVTpOU A11A.11T11plo.m:rov: +302]077 93 777 

B) H n£piAIl4J1l xapaKTIlPIOTlKWV IOU npO'ioVIO<; q>aPJJaKEUTIKwV IOlooKwaoJJaTwv TTOU TT£PI£XOUV 
OpaOTIKO OUOTaTlKO THIOCOLCHICOSIDE (Yla TIR IJOpq>ER KptlJa KaJ YEAIl) opi6£TaI w<; £78<; : 

nEPIAHlVH XAPAKTHPlrTIKON TOY npo'ioNTor 
(thiocolchicoside) 

1. ONOMArlA TOY (J>APMAKEYTIKOY npo'ioNTor 

2. nOIOTIKH KAI nOrOTIKH rYN0ErH 

Kptpa: 

Thiocolchicoside 2,5 mg/g 

TtkfJ: 

Thiocolchicoside 2,5 mglg 


rla TOV nAi)pY] KaTuAoyo TWV £KMxwv, PA. 1£apuypa<po 6.1. 

3. <l>APMAKOTEXNIKH MOP<I>H 

- Kptlla 
- nAY] 
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l'.LlYEn-E4250-13/3 
(240) 

4. 	 KAINIKEI:. llAHPO(»OPIEI:. 
4.1 @EpmU;U'T1KiS EvOEi�,ElS 
nl8uvro<; Ul1OlEA.£O"ãunKo we; ä011811nKå 6£PUl1£lU YIU T11v UVUKOUq>IO"11 Ul10 TO æmtKO aAyoe; l10U 

cruVOb£U£l KUTUO"niO"£le; 011We;: 

U) OE,d£e; å xp6vu:e; p£1)ãulOl1a8w:e;, q>A£)'ãovro8£1e; å ã11, 611w<;: p£UãUTO£13å<; Up8piTlbU, 


OaT£Oup8pin3u, uyKUAWTlKå al1ov3uAoup8pin3u, ompUO-taXlUA yiu. 
ä) KUTUanla£le; 0.1...youe; U116 æLU'iK6 al1Uaão. 

4.2 	 ,1ot10koyiu Kat 'TPOllOS XOPt]Y11t111S 

LJoaoJ..oyia: H l50(JOAoyia [;FaTOfll](£V£T().l aVli)..oya fiE: T!(; avo.y]([;r; ](0.0£ aaO£vovr;. 

1-3 £1IUAet\jl£l<; T11v 11ã£PU ã£ ãIKPå l1oaOT11TU 110U Ul1OPPOq>aTUl ypçyopu xwpi.<; £VTpIPå· 

llar(jui: 
H XPåGTJ TT)e; 8£1OKoAXIKoai311e; b£v O"UVlGTaTUl a£ l1Ul81a 11AIKiue; ãIKp6T£p11e; TWV IS £TroV. 

4.3 	 AVtEVOEiE,ElS 
• 	 rVW(JTå U1I:£peUUla811alu aTT] 8£lOKoAXlKoalb11 " a£ Kal1010 U1I:0 TC1 £Kboxu T11e; q>UpãUKOl£xvIKåe; 

ãopq>åe;. 
• KU11O"l1 KCll YUAouXlu (PI.... 4.6 «K6rWIJ ]«().l yaAoVxiw»). 
• XaA.Upå 1I:ap£a11, ãuIKå Ul1OTOVtU. 
• ncnbla. 

IIP0l::U)07COl1jm;rr:;: 
Nu ãl1v £PX£TUl a£ £1I:uq>" ã£ TU ãaTlu KUl lOUe; PA£vvoyovoue;. 

llpoljJvJ..o.t;cu;: 
H 8£1OKOAXIKOO"tb11 ãl1Op£l vu l1POblU6tT£t aT11v £ãq>aVIO"l1 al1uaãrov 0"£ ua8£v£l<; ã£ £l1tATl'Viu " a£ 
eKetVOU<; 110U PpiO"KOVTUl a£ Kivbuvo YlU £1I:tA.1111:TlKte; Kpia£t<;. 

4.5 A1Al]MlllopUt1W; JlE una <j)(lPJlUKEUTlKU llPOlov-ru Kat uAkEs JloptpiS aA);qMllioput1TJS 
KUãla )'VwaTt]. 

4.6 KV11t1l] Kat yulouXla 
• Kv"eT,,: 
MeAb£<; 1I:OU bl£C,"X811auv a£ l1etPUãUTOèWU beiXVouy TOC,lKOU1TU aT11v uvu1I:upuywyå (pl.... 5.3 
({ilpO](AIVI](o. &l5oflE;va yza TIJV aa!.po.A£za»). 

Y1I:apxouv 1I:eP1Oplaãt.vu KAIVlKa b£boW':vu UVuq>opIKa ãe T11v UC,lOAOY11O"l1 T11<; uO"q>uAove; xpåa11e; aT11v 
£yKUãOm')v11. LUV£l1roe;, 3£v elVUl yvwaToi Ot m8uvoi KivbuVOl YIU TO télPpUO, ãe £l1UKOAou80 vu 
UVTevbclKVllTCll 11 8£1OKOAX1KOO"i311 KUTa T11V KU11a11 (PI.... 4.3 «Avr£v&iF£lr;»). 

• 	 FaJ..ovXia: 
El1etbå 11 8elOKOAXlKoaib11 £KKpiv£TUl alO ã11TPlK6 yaAa, 11 xpåa11 T11e; aVT£vb£iKVllTUl KUTa T11 
yUAouxia (PI.... 4.3 «AVT£V&iF£/r;»). 

Aoyw T11e; uaåãavT11e; a1l:0ppoq>11a11<; KUTa TTJV lOmKå £q>upãoyå b£v uvaã£vovTUI cruaT11ãaTlK£e; 
£mbpaa£te;. LUVlGTaTUl oê(j)e; l1poaOXå Y1U m8uv" KaTUaTUATIKn £l1ibpUaTJ l1plV u116 TTJV obåY11O"11 
0XrHlalCDV KUll0 X£lPlO"!lO Wlxavciw. 
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(240) 

4.8 Av&n19uflT)'T&S &vtpyU&S 
dlOTOpoXiC; TOV ovoa07rolt/TlIWV avanjporor; 
AvaqlUAaK'tlKb; avnopam:te;, orewe; KVT}af.10e;, KVi8waT}, ayynooioT} !-la. 

dlOTapoxir; TOV W;VPIIWV avanjpoTor; 

Nw8po1:T}m 

dlOTOpoXiC; TOV JippoTor; KQl TOV V1WlJOPIOV laTov 

6£P!-lanK£e; aAA£PYlK£S avnbpaa£lC;, Ol)!-lre£ptAa!-lêavo!-l£vTJS 1:T}S <po:no£uata8T}aias· 

4.9 Yn&pbo(JoWyia 

areo ames ns f.10P<P£S· 

L£ re£pire1:waT} aKOTCl!-lT}S Ka'IareoaT}C; Ol)VlmaTal T} £<pap!-l0YTJ 'IWV Y£VIKWV !-l£1:PWV Kat Ol)ëlTC'IW!-lanKTJ 
avnìlC'IWTClaT}. 

5. (»APMAKOAOl'IKEI: ILHOTHTEI: 

5.1 (»apJlaKObUVaJllKts lblO'TT)'TES 

H 9UOKOJ..XlKO(JibT) tva T)Jllutlv9&'TlKO 9&LOnapay<oyo 'TT)S KOJ..XlKO
g

'YJ..uKo(JibT)S nou unapxu (J'TO (j>U'TO "meadow-saffron", Jl& JluoxaAap<O'TlKtl opa(JT), aAAa X<opiS 

opa(JT) avaAOYT) 'TOU 


. .... � __ 

<PaivcTO.l on T} O£tOKOAXlKOaioT} £xn opaaT} CKA£KnKa avmywvwnKTJ 'ICOV GABA Kat YAUKlV£PYlKWV 
U1WOOX£WV Kat h(Jl !-lreop£i va £îT}YT}8£i T} opaaT} 'IT}e; ans aV1:aVaKAaaTlK£S, p£U!-lanK£S Kat 

H 9UOKOJ.X1KO(JibT) b&V E1tlbpa (J'TT)v £KOU(Jla K1VT)'TlKO'TT)'Ta Kal b£v aJ..J..T)U1tlbpa (J'TOUS flUS 'TOU 
ava1tvtU(J'TlKOU utl(J'TtlflU'TOS. t\EV eXEl KUfl1a &1tibJ)UGT) (J'TO KUPblUYYE1UKO Gi>(J'TT)JlU. 

• 

5.2 (»UPIlUKOK1VT)'TlKtS lblO'TT)'TES 

L£ !-lia f.1£Ae1:T) 
£reire£oa 1:T}S 8£lOKoAXlKOaibT}S m;o reAaafla i]mv xaflT}AO'Icpa TOU opiou avtXV£uO'T}e; (LOQ) (3 ng/ml) 

5.3 llPOKAlvlKa b&bOJli:vu Y1a 'TT)V u(J(j>aAuu 

To npo<piA TT}S 8£lOKoAXlKOaibT}S £X£l fl£A£1:T}eci in vitro Kat in vivo flna ano nap£VT£p1Ki] Kat ano tOU 
O'1:0!-latOS xopTJyT}O'T}· 

O:&io ro:lKOTt/Ta 
L£ fl£A£T£S oî£iac; tOîlK01:T}mc;, T} OnoKoAX1KoaioT} repoKaAw£ Efl£1:0 a£ (J1cUAO, olapPOla ac apoupaio 
Kat anaa!-lO-US a£ 1:pWKnKa Kat !-IT) 1:pWKnKa !-lCTa areo £<panaî, ano tOU mO!-latOS, xopi]YT}aT} U\jIT}AWV 
OOa£wv. 

XpOVIO ro?,lI(OTt/Ta 
H 8ClOKOAX1Koaiol1 napOU(JlaS£l KaAi] aVOXTJ !-leTa ano xopi]YT}aT} ano to aTO!-la y1a Olaa'IT}!-la !-lEXP1 6 

fli]vcs ac apoupaioue; Kat 8T}AaanKa, CK1:0S tOU av8pwreou, omv XOPT}YClTat ac cnavaAa!-lêavO'l£v£S 
ooaElS !-llKPOTCP£S i] im:s TWV 2 mg/kg T}!-lCP11O'iwS atOllS apoupaioue; Kat mg/kg lUlePT}aiws (Ha 
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xopr,yr;ar;e,», 

L1L1YEn-E.4250-13/3 
(240) 

8'lAacmKU, £K'to<; TQU av8pcDnou. Eniall<;, f1£TU ano SvbOf1U'lKT] XOPT]Yllall a£ 81l}c(WHKU a£ 
snavaAal-lNav6f1sv£<; b6a£l<; OLtxpl 0,5 mg/kg llf1£Pllaiw<; ym 4 £PbOOLUb£<;. 

METa ano lOPt]YlJ(flJ Enuvulu/-lPUvo,u:v{Ov bO(fEroV, lJ OElOKOlXlKO(fiblJ npoKalE(fE vEupoloYlKES 
blUTUPUxtS /-lETa uno EvbO/-lU1Kt] Xopt]YlJO'lJ O'TOUS upoupuiouS KUl YU(fTpEVnplKts blUTUPUXtS 
(EVTEpiTlbU, E/-lETO) /-lETa uno Xopt]YlJO'lJ uno TOU O'TO/-lUTOS O'E UpOUpUlOUS KUt OlJlU(fTlKU. 

KapKlvoytvmr; 
To EVOEX0/-lEVO KUPKlVOYovou opaO'lJS OEV txu EKTl/-llJOd. 

McwUG.(/OyovOe, /5paar; 
MolovoTl 0 KUPlOTEPOS ,.u:TUpoliTlJS dVUl UVL'1)YOVlKOS, lJ OuoKolXlKOO'iolJ O'E OEpUnEUTlKES 

M(fuS OEV i:.XEl /-lETUlluSlOYOVO opaO'lJ. 


Tcparoyivmr; 

dEV l.maplOUv EvodsElS Y1(1 TEPUTOYOVO bpaO'lJ TlJS OElOKOlXlKOO'iblJS O'E oOO'ElS /-lEXPl 3 mg/kg 

lJ/-lEplJ(JiroS. 1:E U\jIlJ16TEPES oOO'ElS txu nUpuTlJPlJOd n:PUTOYOVOS opaO'lJ KUl nEplyeVVlJTlK1] 

'TOSl KOTlJTU. 


t1 zawpaXtl rr;e, YOVIJ10rr;We, 
H XTI/-llKt] UUT1] EV{OO'lJ OEV Enayu UVE1tl(h)/-llJTES eVi:.pyElES O'TlJ YOVl/-lOTlJTU, nupa TlJV UVeUYOVlKt] 

bPUO'TlJPlOTlJTU TOU /-lETUpoliTlJ. 

6. cJ>APMAKEYTlKE1: llAHPOcJ>OPIE1: 

6.1 KUTaloyos EKMXrov 

6.2 A(Jl)/-lPUTOTlJTES 
[\£v £q>apf16P£TUl. 

6.3 dU1PKElu �{Ot]S 

6.6 OOlJyiES XP1]O'lJ9XelplO'/-l0,.} 
BA. 4.2 «t1oaoloyia KaJ rponoe, 

7. KATOXOr THr AdEIAr KYKJ\OCl>OPIAr 
8. API0MOr AdEIAr KYKJ\OCl>OPIAr 
9. HMEPOMHNIA npOTHr ErKPlrHr/ANANEOrHr THr AdEIAr 
10. HMEPOMHNIA ANA0EOPHrHr TOY KEIMENOY 

<l>Y AAO OAHrlQ.N XPHI:HI: 

1. npOI:AIOPII:MOI: TOY <l>APMAKEYTIKOY npOiONTOI: 

1.1 OVO/-lu: 

1.2 1:liVOEO'lJ: 

t1paawol ovaia: Thiocolchicoside (0£WKoAXlKOaibll) 


EKboXo.: 


I J 



tJ.tJ.YEn-E.4250-13/3 
(240) 

1.3 $UPf1UKOn:XVlKtl fIOP<Ptl: 

- KpE!la 
- rO.11 

1.4 TIEplEKTlKOTTJTa GE OpaGTlKtl ollGia: 


Ka8E ypa!l!laplO KpE!la<; � yO.TJ<; n:EP1EXE1 2,5 mg 8ElOKoAX1KOaibTJ<; (n:oaoaTo 0,25%). 


1.5 TIEplypa<Ptl-1:llGKEllaGia: 

1.6 $uPfIaK08Epa1tEllTlKtl KaTTJyopia: 
MuoxaAapwnKo, !lE KEVTP1K� bpaaTJ. 

1.7 Y m:u8llvoS aOEtaS KllKAo<popias: 

1.8 TIapaGKEllaGTtls-1:llGKElJaGTtlS: 

2. TI TIPETIEI NA rNQPIZETE rIA TO $APMAKO TIOY 1:A1: XOPHrH1:E 

o rIATP01: 1:A1: 

2.1 rEvlKi:S 1tATJPo<popiES: 

To «ONOMA npOIONTOL» n:EP1EXEl TTJ 8paanK� ouaia 8E10KoAX1KOaibTJ, TJ on:oia En:UPEPEl !lW 
n:poobEun� xaAapWaTJ TWV !luwv an<; pEU!lanKE<; n:a8�a£l<; n:ou auv08EUOVTUl an:o !lUtKO an:aa!lo. 

2.2 0Epa1tEllTlKi:S EvodSElS: 
TI18avw<; an:oTEA£a!lanKO w<; �OTJ8TJnK� 8Epan:£1a yw TTJV avaKou<plGTJ an:o LO !lU1KO aA yo<; n:ou 

auv08EU£l KaTamaaEl<; on:w<;: 

a) O;£1E<; � XPOV1E<; pEU!laLOn:a8E1E<;, <pA£y!lOVWb£l<; � !lTJ, on:w<;: pEU!laLO£1b�<; ap8pinba, 


oaT£Oap8pinba, ayKUAwnK� an:ov8uAoap8pinba, oa<puO-lO"XlaAyia. 

>) KaTUO"TaaEl<; aAYou<; an:o !lulKo an:aa!lo. 

2.3 Avn:vodSElS: 
• rV(j)aT� un:EpEUalO"8TJaia aTTJ 8ElOKoAX1KOaibTJ � aE Kan:Olo an:o TO EKboxa TTJ<; <pap!laKOTEXV1K�<; 

!lOP<PYJ<;· 
• KUTJa11 KUl yaAouxia (�A. 2.4.2 KUl 2.4.3 «KvrW17 KW yalovxia»). 
• XaAap� n:apEaTJ, !lU1K� un:oLOvia. 
• nmbux. 

2.4 ElOlKi:S 1tPOElOO1tOltlGElS Kat 1tpO<PllAaSElS KaTa TTJ XPtlGTJ: 

2.4.1 reVIKG.: 

npOW507W l? (JEll:;: 

An:auEhUl !l£1waTJ T11<; 86aTJ<; aE n:Epin:TWaTJ E!l<PaVlO"TJ<; blappow<;. 


nporpvl6.�ElI:;: 

To «ONOMA npOIONTOL» !In:op£1 va n:pobw8£T£l aTTJv E!l<paVlO"TJ an:aa!lwv aE aa8Ev£1<; !lE 

E1l:lATJ'Via YJ aE EK£1vou<; n:ou �piaKovTUl aE Kivbuvo yw E1l:lATJn:nKE<; KpiaEl<;. 


2.4.2 KV,,(J,,: 
A VTEVb£i1CVUTUl TJ xop�YTJaTJ LOU <pap!laKou KaTa TTJ blapKEla TTJ<; KUTJaTJ<;· 

2.4.3 raJ..ovXia: 

A VTEV8£iJCVUTUl TJ xp�aTJ LOU <pap!la KOU KaTa T11v n:Epi080 T11<; yaAouxia<;. 
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Yla ntOavTJ KaTaGTaATlKTJ £n:iopacrT] n:plV OOT]YTJ(J£T£ OXTJÞlaTa 

TWV 15 errov. 

(JK6111!lT]S KaTa110(JT]S O'UV1(JTaTal T] f.q>ap!loyTJ TWV Y£VIKrov !ltTPWV Kat O'U!ln:TWßlanKTJ 

va Aa!làaVf.T£ TO <paP!laKO (J£ TaKTa XPOVIKa bW(JTTJ!laTa Kat n:apaA£l\jlaT£ Ilia M(JTI, Sa 

xoPYtYlWrtC;»· 

/1/1YEn-E.4250-13/3 
(240) 

2.4.4 EmJpcuu:tr:; UT1JV lKaVOTIJTO oJYIY1J(J11r;; IWI XClPl(JPOV P1Jxavw v: 
1\6yw TT]S a0TJ!lavTT]S an:opp0<pT]0T]S KaT a TT]V TOntKTJ £<pap!l0YTJ O£V aVa!lEVOVTal O'UcrTT]!laTlKES 
£ntOpa0£tS. LUVIGTaTat O!lWS n:P000XTJ 
Kat X£lpl(JT£in: !IT]xavEs. 

2.4.5 1IwJui: 
BA. 2.6 «t.1ouoAoyia Kal rponoc; 

2.4.6 JOlOireper;; lfpOeU)01Wl1jUelC; rlO TO lfepleXopeva !;KJoxa: 

Ka!lla. 

2.5 AAA.l)A.tnlopuO'u,:; Jit aUa <papJiaKa l} oUO'it.:;: 
Ka!lHl yvwm:TJ· 

2.6 t\oO'oA.oyia Kal Tponoc; XOpTJYl)O'TJC;: 

Aouo).oria: H bouoAoyia e,;aTOf/1KEVEWI avaAoya fit: TIC; avciYKEC; Ka()E a(J()EVOVe;. 

1-3 £n:aA£l\l'£ts TT]V rl!l£pa !lE !llKpTJ n:O(JOTT]Ta n:ou an:OPPOq>aTat YPTJyopa xwpiS £VTPIPTJ· 

lIau)uJ.: 
H XPTJ011 T01) "ONOMA IIPOIONTOL" Kpe!la T]/Kat Y£AT] o£v O'UV1(JTaTat (J£ n:atOHl T]AIKias 
!llKpCYrf.pT]S 

2.7 Ym:pooO'oA.0yla - AVTlJitTro1tlO'TJ: 

E1Jpda lall UvplfTwpaTa: 
l1£v ava!l£Vf.Tat n:f.pin:T(J)(JT] 1)n:£pbO(JOAOyiaS an:o (1)Tts ns !lOpq>tS· 

AVTlPeTW1flU1J: 

L£ n:f.pin:TW0T] 
aVTlllEnim:l0T] . 

2.8 AVE1tl9vl1l)TtC; tVEPYtlt':;: 
AlOTapaXEC; rov aVOuolfOl1JnKOV (Yvun/paToc; 

Avaq>1)AaKTlKES avnbpa(Jf.;tS, 011WS KVTJ(J!loS, KViow(JT], ayy£toOibT]!la. 

AlOrapaXEC; TOV vevp'KoP (Yv(Yn/paTO<:; 

NWOpOTT]Ta 

Awrapaxic; TOV otppaToc; Kat TOV VlfOOOPIOV lUmp 
l1£p!lanKts aU£pYIKES avnbpa(J£tS, O'U!ln:£ptAa!lpavo!levT]S TT]S q>WTO£Uat00T]crias. 

2.9 Tl npEntl va YV(J)p(I;El 0 aO'OtvTj.:; O'Tl)V ntpinTO)O'l) nov napEA.El\jlt va napEl KunOla oOCJTI: 

Eav 11PEn:£l 
11ptn:n va 11ap£T£ TTl bO<JTj (1)Trl TO O'UVTO!lOT£PO (1)vacO. Eav £VTOUTOlS 11ATI(Jlaá£t II ropa ylU TllV 
f.110!l£VT] M(JT], !IT] AaPf.T£ TT] bOcrT] n:01) 11apaA£t\l'aT£, aUa O'UV£Xt(JT£ KaVOVlKU TT] O£pan:£la. 
Mrt blTCAamasETe TIC; bOoEle;. 

Avaypuq>£Tal (JTT]V £âWn;plKTJ Kat £crWT£plKT] O'U(JK£ua(Jia. 


I€ 71:€pi71:nOCJTl 71:0D 1l1l!l€pOllllvia aU1:" Ex£! J1(lp£),8n !lllV TO XP11(JlÞL0110tTj(Jf.Tf.. 
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aae;. 

ÆaKpla ano TU nmOla. 
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l'Il'IYEn-E .4250-13/3 

(240) 

2.11 IOlO:iTtp£<; npoq)1)laS£l<; YlU T'I @uluS'I TO'll npOlOVTO<;: 

2.12 H!l£po!l'lviu Ttu'UTulu<; uvu9£roP'lG'I<; TO'll @ullo'U 00'll'lroV: 

3. IIAHPO(l>OPIE1: rIA THN OP€)OAOrIKH XPH1:H TnN (l>APMAKnN 

• To <papÆaKo aU'ro aU!; 'to eypUlj1£ 0 ytaTPOC; aae; Æovo yta 'to cruYKEKPtÆtvO taTPtKO aac; npopAl1Æa. 
L\£v flu npbrEt va TO OiVETE aE ana (iToÆa Ç va 'to XPT]a*onOt£lT£ yta KanOta anll naflT] aT] , 
XCDpiC; npollyoDf.!tvCDe; va eXETE cruÆPODAEUT£i TO ytaTpo aac;. 

• Eav KUTa T11 olapKEta TT]C; flEpam:iae; £)..l<paVtaT£l KanOtO npOpAllf.!a f.!E 'to <papÆaKo, EVT]ÆEpWaTE 
af.!£m:oe; TO ytaTPO aac; Ç 'to <papf.!aKOnOtO aae;. 

• 	 Eav EXEn: onOtaOÈnoT£ £pCDTllf.!aHKa YUPCD ano He; nAT]po<popiEe; nOD a<popouv TO <papf.!aKO nOD 
AaÆpavETE È XPElas£cr'tE Kahm:pT] EVl1f.!£pCDall yta 'to ta'tptKO aae; npopAT]f.!a f.!T] OtaTaaETE va 
SllriJO£'tE He; nAT]po<popiEe; Ulnte; ano 'to yta'tpo aac; È 'to <papf.!aKOnOtC 

• rta va £iVUl anon:AEaÆanKO KUl aa<paAte; TO <papf.!aKO nOD aae; XOPllyTjElT]KE ea npEnEl va 
Aa!1paVETUt auÆ<pCDva ÆE He; OOllyiE<; nOD aac; MOllKav. 

• rUl 'tllv aa<paA£la aae; KUl 'tT]V DYEia aac; £iVUl al1apai'tll'tO va OtapaaE'tE f.!E l1poaoxÈ KaeE 
nAllPo<popia 110D a<popa 'to <papf.!aKO nOD aae; xopT]yÈflllK£' 

• Na Æll 01a'tT]p£i-rE TU <papÆaKa aE EpÆap1a TOD AODTPOU, EnnoTj T] staTT] KUl II Dypaaia f.!nopd va 
aAAOlcbaoDv 'to <papÉaKo KUl va 'to KaTaaTÇaoDv EmpAapte; Y1a TllV Dyda aae;. 

• Na f.!llV Kpa'taTE <papf.!aKa nOD OEV TU xpEtasEaTE l1Atov Tj nOD ÇOll EXOUV ATjÊa 
• rta f.!£yaAllTEPll aa<paAEta KpaTaTE CAa Ta <papÆaKa aE aa<paAte; f.!EpOe; 

To <papÆaKo au'to XOPllYEhUl ÆE laTPlKTj cruvTUyTj. 

T'Ilt@(!}vo KiVTPO'U A'Il'lT'IPIa.G£(JlV: +3021077 93 777 

3. 01 OIKOIOUXOI KOI aVTITTp6ownOI unoxp£OuvTOI Yla TrW EcpaPIJOYN Tile; aVWTEpw £YKUKAiou, 

4. KOT6mv TWV avwTtpw nau£1 va laxu£1 11 un' apl9IJ, 

: 
ET.: SANOFI SYNTHELABO AE 

/\EQ<t:>. ryrrpOY 348 

KTIPIO A' 
17674 KA/\/\IGEA 

2. 	 rEEGAli1yr 
/\. M£Ooy£iwv 136 

155 61 A9/va 

3. 	 Yn. Epyaoiae; Anaox6AIlOIle; & KOIVWVIK/e; npoaraoiac; 
r£VIKN rpa�IJOT£ia KOIOWVIKWV AocpaAio£wv 


,
DJvo0 AocpaA1olle; Ao9�v£lae; & M IlTpoHlwe; 

rwolOU 29,101 10 A91lva 

(IJE Trlv napoKAlloll £V'lIJEpWO'le; TWV Ao<paAloTII<WV':?' 

Ta[JEiwv nou naptxouv Yy£tOVOIJII</ n£pi9aA4JIl) 


5795/2-2-2004 EYKUKAloe; TOU EO<t:>, 
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<l>OpÍOKWTIK6 LUAAOYO 

15. 

M'1YEn-E4250-13/3 
(24a) 

4. 	 novEAAËVIO IOTPIKO LuAAoyo 

nf..OUTOPXOU 3, 106 75 A8Ìvo 

(IJE Hlv nOpOKAf"jOf"j EVf"jÍtPWOf"j TWV 

TOlTlKWV IOTPIKWV LuAA6ywv Tf"jÎ xWpoÎ). 


5. 	 nOVEAAr']VIO 'Evwof"j <l>opÍoKonolwv 

Kopui;f"j 6, 117 43 A8Ëvo 


6. 	 novEAAËVIO 
n£lpOIWÎ 134 & Ayo8rwtpou 
118 54 A8r']vo 
(IJ£ Tf"jV napoKAf"jOf"j £vf"jÍtpwof"jÎ TWV 
TOlTIKWV <l>apÍaKwTIKwV LuAA6ywv Tf"jÎ xwpaÎ) 

7. 	 nav£AAr']vlo 'Evwof"j <l>opÍaKoTTolwV 

NOOf"jAWTIKWV IOpUÍOTWV 

MixaAaKoTT ouAOU 99, 115 27 A8Ëva 


8. 	 IKA-<l>apÍ/Kr'] YTTf"jpwia 

Ay. Kwv/vou 8, 102 41 A8Ëvo 


9. 	 Of A KAaooÎ <l>apÍoKwTIKËÎ nEpi8aA\fJf"jÎ 

nOT f"joiwv 30, 106 77 A8Ëva 


10. 	 OiKOÎ NauTou n£lpOlWÎ 

K.noAOIoMyou 15 - 185 35 Il£lparoÎ 


11. 	 OiKOÎ NauTOu A8ËvaÎ 

fAauoTwvoÎ 2 & nmf"joiwv- 106 77 A8Ëva 


12. 	 KtVTPO llf"jAf"jTf"jPIOOEWV 

NoooKoÍEio noiowv "n.& A. KupraKou" 

11527 fouol 


\ji3. L¢EE 

A Kf"jcploioÎ 280 & AYP1Viou 3 


152 32 XaMvopl ATTIKÌÎ 


14. 	 nav£AAËvIO '"Evwof"j <l>opÍoKOÏIOÍf"jXaviaÎ 

l\oÍ4JO 7,115 24 AÍTT£MKf"jTTOI, A8Ëva 


LUAAOYO AVT/TT WV <l>opÍaK£uTIKWV Elowv & EIOIKOTr']TWV 

006<; Tmo'iou 

180 XAÍ. E8vIKË<; ooou A8f"jvwv-l\aÍiaÎ 

146 10 N. EPY8PAIA 


16. 	 MArio AyopovoÍiaÎ 
naVETTloTf"jlJioU 42, 10679 A8r']vo 

17. 	 TEBE - <l>OPÍOK£UTIKtÎ YTTf"jpwiEÎ 

Ay. KWVaTOVTivou 5 - 103 51 A8HNA 


18. 	 Mf"j IJEAr) LUAAOYWV 

(6TTWÎ 0 TTivaKO<;) 


ErOTEPIKH �JANOMH: 

1. 	 ll/vor) AÐJoMyr)o'lÎ npOi6vTWV 

rpaÍÍaTEio A' TÍËÍaTO<; ETT lOTf"jÍOVIKOU LUÍÏOUAiou EYKpioEWV 


2. 	 ll/vof"j llIKwv Yml PEOIWV EMyxou npo"l6vTwv 

TÍËlJo 'EKOOOf"jÎ & Kwo. ATT ocpomwv 


3. f pOÍÍOT£io ll£UTEpol308Ílou ETTlOrrWOVIKoU LuÍl3ouAiou 

DTII£yK.l2010 


IS 


