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Agltio Aedopévav Acpaleiog
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Hpepopnvia ékdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Orphenadrine

Kodwog mpoidvtog 1 201600662

Svvdvopo . Orphenadrine, salts, hydrates, isomers and impurities where applicable

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTAIBEVOT).
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroyeia Tov TpopunBcvT) TOV dEXTiOV dEdopiveV acPadsiag

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F— 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon s oveiag 1| TOV pEIYRATOG

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

O&eia To&komTa (amd ToV GTONATOC), KaTnyopio 3 H301
O&eia To&ikomra (814 TG €16TvoNg), Katnyopio 3 H331
IIpeg keipevo tov nhmoemv H ko EUH: BAéne tunpa 16

AvemOOpNTEG QUOIKOYNMKES EMIPAGELS, KAODG KUt EMIPAGELS 6TNV avOpOTIVI] VYEio Kon 610 TEPIBaAlov

Amopacn HESH KPioNG EUTEPOYVOUOVOV KOl OTTOSEIKTIKNG 10YVOG.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

S

Ewovoypappata kwvdovov (CLP)

GHS06
[pogdomomtikn Aé€n (CLP) : Kivdvvog
Anhaoeig emkwvdvvomrag (CLP) © H301+H331 - To&wod og mepintmon katdmoong 1 o€ tepintmon gl6mvong.
Anidoeig Tpoevraéng (CLP) © P261 - Amogelyete va avamnviETe GKOVT.

P301+P310 - XE IMEPIIITQXH KATAIIOXHX: koAéote OpUEO®G TO YLOTPO.
P304 - XE IIEPIIITQXH EIZIINOHX:
P311 - Kaiéote 10 yotpo.

Zhpavon cOpemva pe: eEapeital 1 EMTEPIKY GLOKELAGIM, Ta TEPLEYOLEVA TG OToi0G dgv vIepPaivovv Ta 10ml
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Orphenadrine
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

S

GHS06

Ewovoypdppata kivdvvov (CLP)

2.3. AlLot Kivovvolr

Agv vrdpyovv emmAéov TANpopopie

TMHMA 3: Z0vOeon/TApo@opiss Y10 T0 GVGTATIKG,

3.1. Ovoigg

Ovopa AvayvopieTiKog KOSIKOG % Kataraén svopeova pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]

Orphenadrine - <100 Acute Tox. 3 (And tov otdpatog), H301

(ATE=50 mg/kg copatikov Bapovg)
Acute Tox. 3 (Al g ewonvong), H331
(ATE=0.5 mg/l/4h)

IMnpeg keipevo tv dnidoewv H kon EUH: BAéne tunqpa 16

3.2. Meiypota

Agev 1oy0et

TMHMA 4: Métpa npotov fondeiov

4.1. Meprypopn pETPOV TPAOTAOV fondsiadrv

Métpa tpdtov Bondeidv petd omd eilomvon © Bydte tov mofovta otov kabapd afpa. APiote To dTopo mov TpocPAninke va avorvedoel kabapd
aépaL.

Métpa tphrov Bondeidv petd omd emaen pe To dEppa : KoBapiote ™ peyarvtepn dvvarh mocdmra okovmilovidg ) (kabapd Kot polakd amoppoenTikd
mavi). [TAvte pe dpbovo vepd/....

Métpa tpdrov Bondeidv petd omd exapn e to pdTio . Eemhovete pe vepd kpotdvtog o PAEQapo KoAd avoryTd.

Métpa mpdrov fondeidv petd amd katdmoon . Eemhovete 1o otopa. Karéote apéong to KENTPO AHAHTHPIAZEQN/yatpo. Ewdwkn wtpikn
mapakorovOnon.

4.2. INpavTikTEPH COPTTONATO KON ETIPAGELS, APEGES 1] NETAYEVECTEPES

ZounTdUOTO/EMBPACELS HETA OO E1GTVON 1 Avemapkn dedopéva.
ZouUTTOUOTO/EMSPACELS HETA 0O ETAPT LE TO dEPUOL 1 Avemapkn dedopéva.
ZOUTTOUOTO/EMBPACELS HETA OO ETOPT| LE TOL LATLOL 1 Avemapkn dedopéva.
ZouUTTOUOTO/EMBPACELS HETA OO KATATOOT . To copntdpato evégyetor va givor (aAn, kKepolakyies, vavTio Kot aT®AELL GUVTOVIGHOV.

4.3."Evd€1&n 0mo1a6dNTOTE AmULTOOPEVIG GUEGTS LOTPIKIG PPOVTIdUG Ko E181K1|g Ogpaneiog

ZopPovlevdeite/Emoxeqbeite yuatpd. Edv givor duvatod dei&te ovtd to gOAL0 acealeiog, Kt av Oy, dsi&te T cvokevacio N v etkéta. Evepyn ovaia.
DappokevTikod TPoidv.

TMHMA 5: Métpa y10. TNV KOTOTOAENN O] TS TUPKAYLAG

5.1. IvpocPectika péca

KotdAAnio péoa mopocBeons : KovBépta nupdcPeong.

5.2. Exdukoi TO7o1 EMKIVOUVOTNTOS TOV TPOKVTTOVY 0.T6 TV 0VGia 1| TO pHEiypa

Kivduvog moprayidg : BMéme tpnpo 2.2.
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Orphenadrine
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Métpa ylor TV KOTOTOAEUNOT TG TUPKAYLAG : Xpnowonomote péoa kotdoPeons katdAinia yo v mepidrlovoa Topkayid.

TMHMA 6: Métpa 6€ TEPinT@ON 0KOVOLOG EKAVGTNG

Tevikd pétpa 1 Amo@OyeTe TNV GUEON ETOPTN LE TO TPOTOV. MnV avomvéete
oKkovn/avabopdoeis/aépla/oTayovidia/aToNs/ EKVEQM T,

6.1.1. I'a TPOSOTIKG GLLO A6 TO TPOSCMOMUKG EKTUKTIG UVAYKNG

Agev vrdpyovy emmAfov TANpoPopieg

6.1.2. ' GTope mov TPooPEpovy TPpdTES Pondsieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

MéBodot kabapiopod 1 Xyovpéyte, 01t o amoppipata Oa Tepiouileyodv Kot Ba amobnkevtovv acparéc. Kabapiote
TPOGEKTIKA.

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon arodnkevon

Emndéov kivovvor katd v enelepyacio . Eguotdron emiong n mpocoyn tov xpiotn 6Toug Thavovg Kivaivoug oL EVOTAPYOVY GTNV TEPIMTOGT
TOV TO TPOTOV XPNGILOTONOEL pe TPOTO OV OpileTaL OO TIG KUTACKEVOOTIKEG TPOILOY POUPES.

TIpo@uraels yio acQain xepiopod : XpNoyomomoTe T0 TPOIOV e TPOGOYT. ATOPVYETE TNV GILECT) ETAQT HE TO TPOIOV.

Meétpa vyewng 1 Xp1ion tov Tpoidvtog pe opHn Prounyavikn vyewn Kot dlodikacieg oc@aAsiog.

Teyvucd pétpo T Zoppopeabeite pe TOVG IGYVLOVTEG KAVOVIGHOVG.
ZovOnkeg OA0ENG 1 DdvAdooetol KAEW®LEVO.

BM\éne tunpa 1.

TMHMA 8: "EAeyyog Tng ék0eong/atopiki Tpoctacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong kot frolhoyukég oprokis Tipég

Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZuvieTdpeveS Sradikacisg mopakorovdnong

Agv vrdpyovv emmAéov TANPoPopies

8.1.3. Zympatilovrar sToygia pdravens tov afpa

Agev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoPopieg
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Orphenadrine
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoundnke and tov Kavoviopé (EE) 2020/878

8.1.5. Ileproyécg eréyyov

Agev vrdpyovy emmA£ov TANpoPopieg

8.2."ELeyyot £kBgong

8.2.1. Katdiinior pnyavikoi £éheyyor

Katarinior pnyovucoi £reyyor:
Awampnote og koAl e&aeptlOpevo Ydpo. XpNGUYLOTOLEITE AMOKAEIGTIKG 08 KAELGTN YOOV UE EVOOUATOUEVO QiATpo. DidTpo aepocmpaTdiny VyNnAng
amoteheopoticomtog (HEPA filter).

8.2.2. ATOpKOG TPOOGTATEVTIKOG EE0TAMGPOG
8.2.2.1. IIpocTocio TOV HUTIAV KUL TOV TPOGAHTOV

Ipootacio 0@Oaipn®V:
IIpootatevtikd yvaAld. DIN EN 166

8.2.2.2. Ilpoctocio déppatog

IIpootacia Tov déppatoc:
Xpnowonoteiote TPooTaTELTIKO pov)IoHd Yo ynpkd. DIN EN 13034

Ipootacio TOV (ePLOV:
Ipoototevtikd yavtio avhektikd og ynukd tpoiovta. ISO 374-1

8.2.2.3. IIpooTocio TOV UVATVEVGTIK®OV 060GV

IIpooTtacio TOV OVATVEVGTIKAV 00AV:

Xe mepintwon anekevdépmong okovng : pdokeg pe eiktpo yio okoveg P3. DIN EN 140 & 149. Yypo npoidv : Mdoka agpordpatog. Popdte ovomvevoTiKn
GLOKEVT| O TePInTOoN EKBEONG OE ATHOVG/GKOVES/ AePOAD LT

8.2.2.4. Ogppkoi kivovvor

Aev vrdpyovy emmAfov TANpoPopieg

8.2.3. Oprofétnon kot TapakorovOnon g neprfariovroroyikis £kOeong 6€ Kivovvo

Aev vrdpyovv emmAéov TANPoPopieg

TMHMA 9: ®voikég Ko YnNUIKES 1O0TNTES

9.1. Zroyegio Yo TG PAGIKES QUGIKES KoL YNUIKES 1O10TNTES

Duokn kotdoTacn T Xteped
APOHOL : Mn Swbéopo
Epgdvion T XZKovN.

Oopn 1 Agvioyoetl.
Op1o oopng : Mn dwbéopo
Inueio h&ewg : Mn Swbéopo
Inueio m&emg : Mn Swbéopo
Inueio Bpacpod : Mn Swbéopo
Evpiektomta : Mn Swbéopo
Opo kvdvvov ekpnéemg 1 Agv oyvet
XapnAotepo 6pio £kpnéng 1 Asv ioyoet
AvdtoTo 0pio ekpn&ipomrog 1 Asvioyoet
Inueio avapredng 1 Asv ioyoet
Bgppokpacio avtavaereéng 1 Agv ioyvet
Ogppokpacio arocHvieong : Mn Swbéopo
pH : Mn dwbéopo
Awdiopo pH : Mn Swbéopo
1EDOEG, KvepaTkog (17) 1 Asvioyoet
AwdvtomTo © Nepo6: 10-33.3 g/l
ZUVTEAEGTIG KOTAVOUNG OF HElYLLO N-0KTAVOAN G/ VEPOD © Mn dwbéoyo
(Log Kow)

Téon otpumv : Mn dwbéorpo
ITieomn atpov og Beppokpocio 50°C © Mn dwbéoyo
Tukvomrta © Mn dwbéoyo
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Orphenadrine
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

ZyeTikn TokvoOTNTOL
Tyetikn TokvOTTO 0TUOV 6ToVG 20°C
Méyebog copatidiov

© Mn dwbéoyo
1 Agv ioydet
© Mn dwbéoyo

9.2.1. IAnpo@opies GYETIKA PE TIS KLAGELS UGIKOD KIVdHVOU

Aev vrdpyovy emmAfov TANpoPopieg

9.2.2. AMA0 {OpOKTNPIGTIKA 0.6QULEING

Agv vrdpyovv emmAéov TAnpoeopie

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

2t00epd VIO KAVOVIKEG GUVOTKEG.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Kapio og kavovicn ypnon. BAéne tunqpoa 7.

Ortov Beppaivetar p€ypt Tov onpeiov SIUCTOONG, EKTEUTEL EMKIVOVVOVG KOTVOVG.

TMHMA 11:

LKOAOYIKEG TANPOPOPies

O&eia To&komTa (amd oTOHUTOG)
O&eia To&ikomTo (deppatiKn)
O&eia To&otta (avomvon)

AGBpwon ko gpediopdg Tov dEppatog

ToPapn opOaipikn BAAPN/epedionds
EvaisOntomoinon tov avomvevstikod 1
gvoucOntomoinom Tov d€puatog

MetaAro&ryéveon YEVVNTIKOV KUTTAP®OV
Kapkwvoyéveon

To&wdTTa Y10 TV aVaTapay®Yn

Ewdumn to&wotnta ota 6pyava-ctoyovs (STOT) —
gpanag £xbeon

Ewum to&wotnto ota dpyava-otoyovs (STOT) —
emavelnupuévn ékbeon

Enucvduvomta avappdenong

: To&wod o€ mepinTmon KATdnoong.

1 Mn ta&wvopnpévog

: To&wod og mepinTwon EGTVONG.

© Mn ta&wvopnpévog (EAreipatikd dedopéva)
© Mn taé&wopnpévog (EAreipatikd dedopéva)

© Mn ta&wvopnpévos (Baoet tov dabéciov dedopévav, ta kptripta tagvounong dev tAnpovvrat)
: Mn ta&vopnpévog (EAreipatikd dedopéva)

1 Mn ta&wvopnpévog (EAeparticd dedopéva)

© Mn ta&wopnuévog (Iepartépm minpopopies: O&eia to&ucdnTa)

1 Mn tagvounpévog (Zaen ov Kot avemopkn dedopéva o TV ta&vouncn)

: Mn tag&wvopnpévog (EAhepatikd dedopéva)

: Mn ta&vopnpévog (Baoet tov dabéoytov dedopévav, ta kptripta Tagvounong dev tAnpovvrat)

Agv vrdpyovv emmAéov TANpoPopieg
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Orphenadrine
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

TMHMA 12: Owoloyikég TANpo@opisg

Oworoyia - yevika . Emivdvva amdfinta. Xpnowonoteite katdAinio doygio andppymg.
Emikivduvo yio to vddtvo meptBaAiov, Bpayvmpdbeopog : Mn ta&vopunpévog

(0&bg)

Emikivduvo y1o to vddtivo meptBaAlov, pakporpdbeopog : Mn ta&vopunpévog

(xpéviog)

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 0130gon

Tomun vopobesio (amdPAnTo) 1 Kataotpéyte pe ao@ain tpdmo cOUP®VO LE TOVG TOTIKOVS/ €BVIKOVG KOVOVIGHOVG.
ZVOTAGELS OYETIKA [ TNV amdppLyn : Mnv anoppintete To VIOAEIUHATO GTOV VIOVOLLO, SMGTE TO TPOIOV KO T GLCKEVAGIN TOV GE EOIKO
TPOIOVTIMV/CLGKEVUTLOV onpeio GLALOYNG EMKIVELVEOVY 1 EOIKAOV ATOPPLUUATOV.

TMHMA 14: ITAnpo@opieg 6YeTIKA pE T1| HETAPOPA

Toupovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpéc OHE 1 apOpog TavtotnTog

UN 2811 ‘ UN 2811 | UN 2811

14.2. Owkeia ovopasia awostorisc OHE

TOZIKA STEPEA, OPPANIKA, E.A.O. ‘ TOXIC SOLID, ORGANIC, N.O.S. | Toxic solid, organic, n.o.s.

Teprypagn eyypapov petapopag

UN 2811 TOZIKA STEPEA, OPTANIKA, E.A.O., | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, Il
6.1, 11, (E) I

14.3. Ta&n/-e1g KivdOvov KaTd T PETOQOPE

6.1 6.1 6.1
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Orphenadrine
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

IMDG IATA
6 6

14.4. Opdaoda cvokevaciog

11 1l 1"
14.5. Tlgprfairovtikn emKIVOLVOTITO

Emkivduvo yio to mepifdihov: Oyt Emwcivduvo yio to mepipdidov: Oyt Enkivduvo yia to mepifdiiov: Oyt
MoAvopotikdg TapdyovTag yio To VATvVo
nepdiiov: Oyt

Aev vrapyovv emmAfov Stabéopues TANPoPopies

14.6. Exdukég Tpo@uAaEels yia Tov YpieTy

Eniyewa petagopa

Kodwog tagvounons (ADR) T2

Ewucée dotaéerg (ADR) 1 274,614
[epropiopéveg mocdtnteg (ADR) G
E&apovpeveg mosdtteg (ADR) : El

Odnyieg ovokevaoiog (ADR) : P002, IBC08, LP02, RO01
Ewducés dotdéerg ovokevaoiag (ADR) : B3

Awtdéelg pewktg ovokevaocieg (ADR) : MP10

Odnyieg yio opnTég defopevig Kot epmopevpatokifotio : T1

x0dnv (ADR)

Ewducés drotaéers yro popntég deapevig Kot : TP33
gumopevpoTokiPdTie x0dnv (ADR)

Kodwog degapevng (ADR) : SGAH, L4BH
Ewwéc datdaerg yu de€opevég (ADR) : TU15, TE19
Oynua ylo petapopd de&opevig AT

Kamnyopia petapopds (ADR) D2

Ewducés drotdéetg ya ) petagpopd - Xodnv (ADR) : VC1,VC2, AP7
Ewducés drotaéelg yuo ) petapopd - optmwon, . CV13,CVvz8

eKQOPTOON Kot XePIoHOS (ADR)
Ewducéc drotdéerg yia ) petagopd - Agrtovpyio (ADR) @S9
ApBv avayvopiong kvdovov (Képrep Apip.) : 60

Toptokai dickot . 60

2811

Kodwods tepropiopdmv yuo onpayyes (ADR) T E

petapopd pécm Baracong

Ewu mpopreyn (IMDG) 1 223,274
Iepropiopéveg mocdotteg (IMDG) : 5kg
E&apovpeveg moodmteg (IMDG) © El
Odnyieg ovokevaoiog (IMDG) : P002
Odnyieg ovokevaoiog epmopevpatokiBotiov-deiapevedv : 1BCO8
(kwdkag IMDG)

Ewwég datagerg IBC (IMDG) : B3
Odnyieg v de&apevég (IMDG) Tl
Ewwéc datagerg yu de€opevég (IMDG) : TP33
ApOuog EmS (Iupkoyid) . F-A
Ap1Ouog EmS (Awappon) . S-A
Katnyopieg poptiov (IMDG) DA
Inueio avapieéng (IMDG) :

1810tn1eg kan mapornpioeis (IMDG) . Toxic if swallowed, by skin contact or by inhalation.
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Orphenadrine
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

Evoépua petagopd

PCA E&apovpeveg mocomreg (IATA) : E1
PCA Ileplopiopéveg mocomteg (IATA) © Y645
KaBopn} péyrot nocdtnta yio nepopiopévny tocdétre.  : 10kg

EMTPETOLEVT Y10 ETPOTNYER OEPOTKAPT KOL Y0
agpookden petapopds poptiov (IATA)
Odnyieg ovokevaoiog yo emPatmyd aepookden IATA) : 670

Kabapn péyiom mocdtnta yio ematnyd aepookden : 100kg
KOl ylot 0epookaon petapopds poptiov (IATA)

Odnyieg cvokevaGiOg HOVO Y10 0EPOCKAPT LETAPOPAG . 677
poptiov (IATA)

Mé£y1ot 1060 TA LETAPOPAG OTOKAELGTIKE OO : 200kg
agpookden petapopds optiov (IATA)

Ewwcée dotaéerg (IATA) : A3, A5
Kodwog ERG (IATA) . 6L

14.7. @alaooreg peta@opég y0oNy cdppmva pe Tig Tpaéers rov IMO

Aev 1oydel

TMHMA 15: Xtovyeio vVopoOeTikov yopaKTipo

15.1. Kavovicpoi/vopoOsecio 6yeTika pe TV 06QaAELN, TNV VYEIO KO TO TEPLBAALOV VIO TNV OVGIA 1] TO pEIYRO
15.1.1. kavoviopoi EE

Hapapmypa XVII Too REACH (IIpoimobéceig mepropiopov)

Aev nepihappaveron oto [Mapapmuo XVII tov REACH

Hapdaptpae XIV tov REACH (Katdioyog 0.6£1060TN01G)
Aev tepthapfavetat oto Mapapmpe XIV oo REACH (Katdloyog ade0d6tnong)

Kataroyog vroyigrov overdv REACH (SVHC)

Aev neprhapfaveton 6tov Katdloyo vroyneev ovoidv REACH

Kavoviopég PIC (EE 649/2012, ITponyodpevn cuvaiveon petd omé evpépmon)
Aev gpapuoletat.

Kavoviopég POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpappoletar.

Kavoviopig mepi e&aodévnong tov 6Lovrog (EE 1005/ 2009)

Agv teptlapfavetotl 6Tov KatdAoyo ovoumv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdég mepi ekpnkTik®v tp6dpopmv ovordv (EE 2019/1148)

Aev nepiéyet kapio ovoio(eg) mov meprapfdvetar(ovtar) 6tov Katdrloyo Tpddpopuav ovoldv ekpnktikav (Kavoviopog EE 2019/1148 oyetikd pe v epmopio. kot
™ XPNOM TPOSPOLUOV OVGLDY EKPIKTIKMDV)

Kavoviopiog mepi mpodpopmv oveidv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoia(eg) mov meptAapfaverar(ovial) 6Tov KatdAoyo Tpodpopmv ovotdv vapkaTik®v (Kavoviepog EK 273/2004 oyetikd pe Tig mpddpopeg ovoieg
VOPKOTIKAOV)

15.1.2. EOvikég dwuratelg
Aev vrdpyovy emmAfov TANpoPopieg
15.2. A&orhoynon ymuikig ocQaielog

Agev vrdpyovy emmAfov TANpoPopieg
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Orphenadrine
Aghtio Aedopévav Acpalreiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

TMHMA 16: ALAheg TANPOQOPIES

I peg keipevo ppacewv H ko EUH:

Acute Tox. 3 (A6 Tov O&ela to&codmra (amd tov 6Tdp0ToC), Katyopio 3
GTOHATOG)

Acute Tox. 3 (Ad g Oé&ela to&codmra (814 ™G elomvong), Kotnyopio 3
£L6TIVOTIG)

H301 To&wd og mepinTOON KATATOONG.

H331 To&wd o€ mepinTon EIGTVONC.

Aghtio Agdopévov Acpadeiog (AAA), EE

ATIOIIOIHXEH EY®NHZX Ot mAnpo@opieg mov TePLE(ovTal 6€ avTd To dEATIO TPOEPYOVTAL 0O TNYEG TIG 0moieg Bewpovpe agomiotes. [lapdra ovtd, divovot
Yopig Kapio eyydnon, pntn 1 appnTn, Yo v aKpifeid toug.
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