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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Bupivacaine hydrochloride

Xnuwn Ovopacio . Bupivacaine hydrochloride monohydrate
Kodiodg mpoidvtog : 201600124

1.2. Zvvo@eic TPocdLopilopeves YPNOGELS TNG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc mpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTar yio TNV £pevva Kot avamtuén Kot TV EXayyELLOTIKY eKTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Eonvony, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1p0oco10piopog eMKIVOUVOTNTOS

2.1. Ta&wvoépnon TG ovoiog 1| TOL pelypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

O&ela to&codTa (amd Tov 6TOHNTOC), Katnyopio 2 H300
ZoPapn opbarpkn BAPN/0@Baipkdg epebicpdg, kKatnyopio 2 H319
Emcivduvo yio to vdatvo mepiBdiiov — Xpoviog kivduvog, katnyopiog 3 H412

ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpo 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALOV

ATOQOoT LEG® KPIoNG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.
2.2. Xroyyeia eTIKETOG

Xapoxktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

ot

Ewovoypappata kivovvov (CLP)

GHS06
Ipogworomtikn AéEn (CLP) . Kivduvog
AnAdoelg emkvdvvottag (CLP) : H300 - Oavameopo o€ TepinTtmon KoTtdnoons.

H319 - IIpoxaiei coPapd opBaipicd epediopo.
H412 - EmBrofég yio Toug v3poplovg opyaviopons, e HoaKpoxpOVIES EMTTOOELS.
AnAdoeilg Tpoeviaéng (CLP) 1 P264 - [TAdvete ta xépua, Toug TyelS (avTifpdyar) Kot To TpOCOTO GYOAUGTIKA LETA TO XEPIOUO.
P270 - Mnv tpdrte, mivete | kanvilete, 6Tav ypnoyonoteite avtd T0 TPOIoV.
P273 - Na anogedyetar 1 eAevbépwon oto meptaiiov.
P280 - No popdte TpOoTATEVTIKA YAVTIO/TPOCTATEVTIKA EVEVLLOTO/ LEGO OTOMIKNG TTPOGTAGIOG Y10 TOL

27/09/2023 (svnuépwon) EL (eMnvikd) 1/9


mailto:sds@edqm.eu
http://www.edqm.eu/

Bupivacaine hydrochloride
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

LAT10/T0 TPOCMOMO/TO AVTIAL.
P301+P310 - XE IEPIIITQEZH KATAIIOZHX: koAéote apécmg To yuutpd.
P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: Eenlivete npocektikd e vepd
Y0 OPKETE AETTA. AV VILAPYOVV QK0T ETAPNC, APALPESTE TOVG, OV £ival €0KOA0. Xvveyiote va
Eemlévere.
P321 - Xpeidleton e ayoyn (PAéne copuminpopatikég 0dnyieg TpdTav Pondeidv oty etikéta).
P330 - Eemhdvete 10 GTOUA.
P337+P313 - Eav dgv vroyopei 0 00Baipikig epebiopdc: Zvppovievdeite/Emokepbeite yotpd.
P405 - dvrdooeton KAEWOUEVO.
P501 - AuiBeon tov meplexopévov/aepleéktn o€ onpeio GLALOYNG ETKIVOLVEOVY 1 EWIKOV amoPAfTOV,
GOUOOVO [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £BVIKOVG /Ko SeBVEIG KOvoVIGHOUG.

ENpavon coppova pe: eEatpeitor 1) E0OTEPIKY CLOKEVAGIN, Ta TEPLEXOLEVA TNG OToiag dev vepPaivouv ta 10ml

Ewovoypdppoata kvdovov (CLP)

GHS06

2.3. AlLot Kivovvol

Aev vdpyovv emmAov TANPoPopie

TMHMA 3: XvvOeon/TAnpo@opisg yia T GLCTATIKG

3.1. Ovoieg

Ovopa AVayvoOPIeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPOi6VTOg 1272/2008 EK [CLP]

Bupivacaine hydrochloride monohydrate - <100 Acute Tox. 2 (Ao tov otoparog), H300

(ATE=5 mg/kg copatikod Bépovg)
Eye Irrit. 2, H319
Aquatic Chronic 3, H412

ITAnpeg keipevo tov nidcewv H kot EUH: BAéne tunipa 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa npdtov fonbsiov

4.1. eprypoon pétpov TpOTOV fondermv

Métpa tpdTev Bondeidv petd and elomvon : Bydte tov mofovta otov kabapd aépa. AQoTe TO GTOHO TOL TPOSPAnOnKe va avarvevoet kabapd
aépa.

Métpa tpdTev Bondeidv petd omd emagn pe To dEpuo : KoBapiote ™ peyaivtepn duvorr mosdtnto ckovmilovtdg ) (kabapd Kot Lolakd amoppoenTikd
navi). [TAvete pe deBovo vepd Kot amoppuTOVTIKO.

Métpa tpdTev Bondeidv HeTd amd exapn He To LATIo : Eemlovete pe vepd kpotdvtog to BAEQapa Kakd avoryTd.

Métpa tpdtev Bondeidv petd omd katdmoon : Eemhovete 1o otopo. Kaiéote opéong to KENTPO AHAHTHPIAXEQN/yiatpd. Ewdkn wtpikn
moapakolovdne.

4.2. IpovTIKOTEPO. GUUTTONATO KOL ETLOPACELS, APEGES 1| PETAYEVEGTEPES

ZOUTTOUOTO/ETOPAGELS LETO OO EIGTVON : Avemopkn dedopéva.
ZOUTTOUOTO/ETOPAGELS LETA OO EMAPT) LLE TO OEPOL : Avemopkn dedopéva.
ZOURTOUOTO/EMOPACELS LETA OO ETAPT] LLE TOL LOTIOL . Avemopkn dedopéva.
ZOUTTOUOTO/EMIPAGELS LETA OO KOTATOOT : Ta ocvpuntdpoto gvdéyetor va ivor (AN, Kepaiokyies, vouTio Kot 0T®AELN GUVTOVIGUOD.

4.3."Evé€1&n omo1a6dNToTE AMOLTOOPEVG GPECT|G LUTPIKIG PPOVTIdUG Ko 101K Oepaneiog

TopPovievbeite/Emokepbeite yiatpo. Eav eivar duvatd dei&te avtd to g0 acpolreiog, ki av Oyl, dei&te T cvokevacia 1) v etikéta. Evepyn ovaoia.
DapUOKELTIKO TPOTOV.
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Bupivacaine hydrochloride
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA §: Métpa Y10, TNV KOTATOAEPN O TG TVPKAYLAG
Katdnka péca mopdcPeong . KovPépra mupocPeonc.

Kivévvog mopkayidc : BMéme tpnpa 2.2.

Métpa Y10 TV KOTOTOAEUNGT THG TUPKOYLOG : Xpnoworomote péca KotdoBeons kKatdAnia yio v tepiparlovca TupKayid.

TMHMA 6: Métpo 6€ TEPITTOON 0KOVOLUS EKAVONG

Tevikd pétpa 1 Amo@iyete TV dpeom enaen pe To Tpoidv. Mnv avomvéete
oKOVI/avabVIACELS/ 0EPLa/GTAYOVIOI/ A TOVS/ EKVEPDATO.

6.1.1. I'la TPoc®OMIKO GALO A6 TO TPOCOTIKO EKTUKTIG UAVAYKIG

Agv vdpyovv emmALov TANPOPOPies

6.1.2. ' Gtopo mov Tpocpépovy TpdTEg PoniOereg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpogopieg

MéBodot kabapiopon : Zyovpéyte, 6TL Ta omoppipata Oo mepoLALeyohv kot Ba amoBnkevtodv acparés. Kabapiote

TPOGEKTIKA.

Agv vdpyovv emmALOV TANPOPOPIiES

Emn\éov kivduvor katd v eneepyacio . Egiotdrton eniong n mpocoyn tov xpnotn 61oug mhovois Kvdhvoug Tov EVUTAPXOVY GTNV TEPITTOGT
OV TO TPOTOV Ypnoomondel pue tpdmo mov opileTar amd TG KATUCKEVAGTIKES TPOSLOYPAPES.

TIpo@ura&els yio ac@ain xeipiopd : XpNoWomomoTE TO TPOIOV e TPOGOYT. ATOPVYETE TNV GLECT| ETAPT LE TO TPOIOV.

Meétpa vytewng : Xpnon tov mpoidvtog pe ophn fropmyovikn vyewn Kot dtadikacieg acQoAeiog.

Teyvikd pétpo 1 Zoppopembeite e TOVG 1YXVOVTEG KAVOVIGHOVG.
ZovOnkeg @OAUENG ;. DvAdcoetol KAEW®LEVO.

BAéme tunpa 1.

TMHMA 8: ‘ELreyyog ™G £ék0eonc/aTopiki Tpoctacio

8.1.1 EOvikég oprokés Tipés emayyeipotikig £k0gong kot frohoyukég oprokés Tipég

Agv vdpyovv emmALov TANPOPOPieg
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Bupivacaine hydrochloride
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

8.1.2. ZuvioTOpEvES S1001K0GiES TOPAKOLOVONONG

Aev vrdpyovv emmAéov TANpogopieg

8.1.3. Zymparilovrar otoycio pOTavens Tov aipo.

Agv vrdpyovv emmAéov TANpopopies
8.1.4. DNEL kax PNEC

Agev vdpyovv emmAéov TANpoPopieg

8.1.5. Tleproyég eréyyon

Agv vdpyovv emmALov TANPOPOPies
8.2. 'Edeyyon ék0gong

8.2.1. Katdiinkor pnyavikoi éreyyol

Kotaiinhor pnyavikoi éreyyou:
Awnpiote og KaAd eEaeptlOpevo ydpo. Xpnoyomoteite amokAEIGTIKA G€ KAEIGTN XO4vN e EVeOuraTopévo @iktpo. OikTpo aepocmpatidiov vyning
amoterecpatikomrag (HEPA filter).

8.2.2. Atopiko6g TPOSTATEVTIKOG EE0TAGHOG
8.2.2.1. [Ipootocio TOV HOTIOV KOl TOV TPOGCAOTOV

IIpocrocia 0pOaipdv:
TIpoototevtikd yvoaiid. DIN EN 166

8.2.2.2. TIpoctacio déppotog

IIpootacio Tov déppoToc:
Xpnoonoteiote TPooTaTELTIKO PoLYIGHO Yo ynpkd. DIN EN 13034

IIpocrocia TOV yEPLAOV:
ITpoctotevtikd yavTio aviekTikd og ynukd tpoidvra. ISO 374-1
8.2.2.3. [IpooTtocio TOV AVOTVEVGTIKAOV 00OV

IIpooTucio TOV AVATVEVGTIKAOV 00(DV:
Xe mepintwon anehevfépmong okovNg : phokeg pe eidtpo yio okoveg P3. DIN EN 140 & 149. Yypo mpoiov : Mdaoko agpoldpatoc. Dopate avomveLoTiKn
GLOKELT| O€ TepinTwon EkBeons o€ aToVS/GKOVES/ aEPOADLTO.

8.2.2.4. Ogppkoi kivovvol

Agv vdpyovv emmA£ov TANPOPOpieg

8.2.3. OproBétnon kot TapakorovOnon g neprfariiovroroyikng £ékOeong o€ Kivovvo

Agv vrapyovv emmAéov TANpopopieg

TMHMA 9: ®voikég Ko YNUIKES WOOTNTES

9.1. Ztoyyeio Yo TG faSIKES QUOIKES KA YNMIKES 1O10TNTES

Duon kotdoTacn 1 Xteped
APOLOL : Mn dwbéoyo
Epgdvion 1 XKovI.

Oopn 1 Agv oyvet
Op1o oopng : Mn Swbéopo
Inueio &emg : Mn Swbéopo
Inpeio m&ewg : Mn dwbéoyo
Inueio Bpacpod : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Opra ktvdvvov ekpn&emg 1 Agv oydet
Xopniotepo 6pio £kpnéng 1 Agv oydet
Avdrtarto 6pro expn&pdmrag 1 Agv oydet
Inpeio avaereéng 1 Agv oydet
®gppokpacio avtavaereéng 1 Agv oydet
®gppokpacio arocvuvieong : Mn dwbéoyo
pH 1 4,5-6,5 (1% Nepo Avidopa)
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Bupivacaine hydrochloride
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Awiopo pH : Mn dwbéoipo
EMdeG, Kvepotikog (1) : Agv oydeL
Awdvtomra : Nepo: 33,3 —100 g/l
2uvTedeoTg KOTOVOUNG OE pelyHo N-0KTOVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

Téon atumdv : Mn dwbéopo
Ilieon atpov oe Beppokpascio 50°C : Mn dwbéoipo
TTvukvoémta : Mn dwbéopo
TyETIKN TOKVOTNTO : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6ToVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéopo

9.2.1. IIxnpogopieg oyeTIKA pE TIC KLAGELS PVOLKOV KIVOUVOL
Agv vrdpyovv emmAéov TANpogopieg
9.2.2. AALo YOPUKTNPIGTIKA 0.6QULEinG

Aev vdpyovv emmAov TANPoPopie

TMHMA 10: Xta0gpdtnTo Kot avIIdpaoTIKOTNTO

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Kapio o€ kavovikn yprion. BAéne tunipa 7.

‘Ortav Beppaivetar péypt Tov onpeiov SACTOONG, EKTEUTEL EXKIVELVOVG KOTVODG.

TMHMA 11: To&ikoroyikég TANPOO

Oé&ela to&codmra (amd 6ToOHaTOC) 1 Oavotnedpo o mepinT®on KaTdmoong.
Oé&ela to&ucdmra (deppotikn) : Mn ta&wvopnpévos (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvopnpévos (EAdepatikd dedopéva)

Bupivacaine hydrochloride monohydrate

LD50 and tov otdpatog 68 0povpaiovg >5-<25mg/kg

AiBpmon ko epediopdg Tov dEppratog : Mn ta&wounuévog (EMeparticd dedopévar)
pH: 4,5 —6,5 (1% Nepd Ardhopa)

ZoPapn opOaipkn PAPN/epedionog : Ilpokarel coPapd o@Oaipkod epebiopo.
pH: 4,5 —6,5 (1% Nepd Ardhvopa)

Evoaisbntomoinem tov avamvevustikov 1 1 Mn ta&vounpévog (EAAeipatikd dedopéva)

gvoucOntomoinon Tov déppatog

Metalho&ryéveon YEVWNTIKOV KUTTAPOV : Mn ta&wopnpévog (EAdeiatikd dedopévar)

Kapxwoyéveon : Mn ta&wopnpévog (EMeipatikd dedopévar)
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Bupivacaine hydrochloride
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

To&woTa Y10 TNV avVaTopay®yn : Mn to&wopnuévog (EMeparticd dedopévar)

Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&wvopnpévos (EAdepatikd dedopéva)

epamag Exbeon

Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn ta&wvounpévog (EMetpaticd dedopévar)

emavenupévn ékbeon

Enucvduvotnta avappdenong : Mn ta&wopnpévog (Advvapio cVALOYNG SEG0HEVOV Vi TEXVIKODG AOYOVC)

Aev vrapyovv emmAéov TANpopopieg

TMHMA 12: Owoloyikég TANpoQopies

Owoloyia - yevikad . Emivduva anopinta. Xpnotponoteite katdAinia doxeio amdpprymg.
Emikivduvo yia to vddrtivo mepiBdAlov, Bpayvrpobeopog : Mn ta&wounpuévog (Baoet tov drabéciumv dedopévav, to kprmmpla ta&vopnong dgv TAnpodvor)
(0&bg)

Emikivduvo yia to vddrtivo mepiBdilov, pakporpodbeopog : EmProfés yia Toug vdpdBrovg opyavicpols, He HaKpOoypOVIES ETITTAOGELS.
(xpoV10G)

Agv vdpyovv emmALov TANPOPOPieg

Aev vdpyovv emmAov TANPOPopie

Aev vdpyovv emmAéov TANpoPopie

Agev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

TMHMA 13: Xtovyeio oyeTika pe 0 6100gon

Tomwr| vopobeoio (amdfinto) : Kataotpéyte pe ao@olf tpdmo cOpeovo pe Toug Tomikods/ eBvikong kavoviopode.
ZVOTAGELS GYETIKA LE TNV ATOPPLYN : Mnv amoppinTete To VIOAEILHATO GTOV VTOVOLO, SDGTE TO TPOIOV KOl T1 GLOKELAGIO TOV GE ELSKO
TPOIOVTOV/GVOKEVAGLOY onpeio GLALOYNG ETKIVEVVAOV 1) EWBIKOV TOPPIUUATOV.

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. AprOpog OHE 1 ap1Opég tavtétnTog

UN 2811 UN 2811 UN 2811
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Bupivacaine hydrochloride
Agltio Agdopévev Acpaleiog

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

ADR

IMDG

IATA

14.2. Owkeia ovopaosio arootolig OHE

TOZIKA XTEPEA,
OPI'ANIKA, E.A.O.

TOXIC SOLID, ORGANIC,
N.O.S.

Toxic solid, organic, n.o.s.

Heprypagi eyypaowv petagopds

UN 2811 TOZIKA STEPEA,
OPI'ANIKA, E.A.O., 6.1, 11,
(D/E)

UN 2811 TOXIC SOLID,
ORGANIC,N.O.S., 6.1, 11

UN 2811 Toxic solid, organic, n.o.s., 6.1, 1

14.3. Ta&n/-€1g Kivovvov Kot T PeETaQopa

6.1

6.1

14.4. Opaoda cvokevaciog

1I

|

II

14.5. IleprforhovTiki] emKivouvoTNTA

Emkivdvvo yo to meptpdiiov:
Ox

Emkivdvvo yua to meptpaiiov:
Ox
Moivopatikdg mapdyovtag
Y1t To VIATIVO TEPIPAALOV:

Ox

Emivduvo yu to mepipdirov: Oyt

Agev vapyovv emmAéov Stabéotpes TANPOEopie

14.6. E101kéc TPOoQUAGEELS Y10 TOV (P1GTN

Eniyewo petagopa

Kodwog ta&vopnong (ADR)

Ewwég datdéerg (ADR)

Mepropiopéveg moodteg (ADR)

E&apovpeveg mocdmteg (ADR)

Odnyieg ovokevaciog (ADR)

Ewwég dratdéelg ovokevooiog (ADR)

Awtdéel pektg ovokevaocieg (ADR)

Odnyieg Yoo @opNTEG de&OpEVES KL EUTOPEVUOTOKIPATIOL
x0onv (ADR)

Ewwéc dratdéers yuo popntég de&apeveg Ko
sumopevpotokiPdTia odnv (ADR)

Kodwodg de&apevng (ADR)

Ewwéc datdéers v de€apevég (ADR)

Oynua yo petagopd deEapevig

Katmyopia petagopds (ADR)

Ewwcéc datdéerg yio ) petagopd - Kora (ADR)
Ewwéc dratdéers yio ) petagpopd - Poptwon,
£KQOPTOON Kat Xepopog (ADR)

Ewducég drataéers yuo ) petapopd - Agtrovpyia (ADR)
ApBv avayvopiong kvdvvov (Képiep ApBu.)
IMoptokoi dickot

Kwdwods mepropiopdv yio onpayyes (ADR)

. E4
: P002, IBCO8
. B4

: MP10

. T3

. 60

. T2
. 274,614

500g

. TP33

SGAH, L4BH

. TUI15, TEI9
. AT

: 2

. V11

: CVI13,CV28

S9, S19

60
2811

. D/E
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Bupivacaine hydrochloride

Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

petagopd péco Baraocong

Ewu mpopreyn (IMDG)
Iepropiopéveg moodtteg (IMDG)
E&upovpeveg mocdtteg (IMDG)
Odnyieg ovokevasiog (IMDG)

Odnyieg cvokevaciog epmopeLUATOKIPOTIOV-deEAUEVHV
(xddwkog IMDG)

Ewwég data&erg IBC (IMDG)

Odnyieg v de&apevég (IMDG)

Ewwég datd&erg v deopevéc (IMDG)
ApBpds EmS (TTupraryid)

ApBuog EmS (Awppon)

Katmyopieg poptiov (IMDG)

Inpeio avapreéng (IMDG)

1316t 1eg Ko mapatnpricelg (IMDG)

Evaépro petagopd

PCA E&upovpeveg mocotteg (IATA)

PCA Ileplopiopéveg mocomteg (IATA)

Kabapn péylom mocdmTo Yo TEPLoPIGUEVT) TOGOTNTO
EMTPETOUEVT Y10 ETPOTNYE AEPOSKAPT KO YLOL
aepookden pHetapopds poptiov (IATA)

Odnyieg ovokevaciog yo emPatnyd oepookden (IATA)
Kabapn péyiom mocdtnta yio emBatnyd aepookaen
KO Y10 0epOCKaQN petapopds goptiov (IATA)
Odnyieg cuokevasiog HOVO Y0l HEPOSKAPT HETUPOPES
eoptiov (IATA)

Méy1otn mocOTNTO LETAPOPAS OTOKAEIGTIKG A0
aepookden petapopds poptiov (IATA)

Ewwég dotaes (IATA)

Kodwog ERG (IATA)

. E4
. P002
. IBCO8

: 274

500 g

. B2,B4
;T3

. TP33

. F-A

S-A

: B

. Toxic if swallowed, by skin contact or by inhalation.

. E4
: Y644

1kg

: 669
1 25kg

1 676

100kg

: A3, AS
: 6L

14.7. @aldooreg peta@opég y0oNv cdppmva pe Tig Tpagerg rov IMO

Aev 1oyvet

TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

15.1. Kavoviopoi/vopo0soio 6YeTIKG pe TNV 06QaLEWd, TNV VYEID KoL TO TEPIBALLOY Yia TNV OVGiC 1| TO pEiypa

15.1.1. kovovicpoi EE

Hapaptpa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev nepthappaveton oto Mapaptnuo XVII tov REACH

Hapaptpa XIV 100 REACH (Katahoyog 0.0£1030TN61C)

Aev neprappéveton oto Mapaptnua XIV tov REACH (Koatdhoyog adetoddtnomng)

Kataroyog vroyiouov overdv REACH (SVHC)

Aev nepthapfdvetor otov Katdroyo vroyneuwv ovoiwv REACH

Kavoviopog PIC (EE 649/2012, IIponyovuevn cuvaivesn peta omd evpépmon)

Aev gpappodletar.

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

Aev gpappoletor.

Kavoviopog wepi eEac0évnong tov 6Lovrog (EE 1005/ 2009)

Aev tepthapfavetatl 6tov KatdAoyo ovoudv mov e&acbevilovv to 6lov (Kavoviouog EE 1005/2009)

Kavoviopog mepi ekpnkTik®v Tpédpopmv overdv (EE 2019/1148)

Aev nepiéyet kopia ovoio(eg) mov meprapfdvetoi(ovtat) 6Tov Katdloyo Tpddpopmv ovcotdv ekpnktikdv (Koavoviopog EE 2019/1148 oyetucd pe v epmopio. kot

™ XPNON TPOSPOUDY OVGLDV EKPIKTIKAOV)

27/09/2023 (svnuépwon)

EL (eAnvicd)



Bupivacaine hydrochloride
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Kavoviopog mepi mpodpopmv overdv vapkoTikav (EK 273/2004)

Aev mepiéyetl ovaio(eg) mov mepthapfavetayovial) 6Tov Kotdhoyo Tpddpopmv ovetdv vopkatikdv (Kavoviepog EK 273/2004 oyetikd pe Tig TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dworateg

Agv vdpyovv emmALov TANPOPOPies

15.2. A&wordynon ymuikis ao@dierog

Agv vdpyovv emmA£ov TANPOPOpies

TMHMA 16: Alreg TAnpoopisg

Emonpavon arhayov

Tunpo Tpomomompévo cTorycio Tpomomoinon Tapoatnpiceg
Artia gdv dev £ovv Ta&vounBet Ipootédnke
Avtikofiotd v ékdoon Ipootédnke
svnuépmon Ipootédnke
Hpepounvia ékdoong TpomomomOnie

2.1 Katdraén coppova pe my odnyio 1272/2008 EK | TporomomOnke
[CLP]

2.2 Aniocelg encvdvvottag (CLP) TponomomOnke

2.2 Anidaoelg Tpoeoraéng (CLP) TponomomOnke

4.1 Métpa tpdTev Bonbeidv petd amd exagn e o TpomomowOnie
déppa

9.1 pH Ipootébnke

11.1 Attio v dev €xovv Tagvopndet TpomomomOnie

11.1 LD50 and tov 6T0p0T0G G 0povpaiong Tpootédnke

Mpeg keipevo ppacswv H ko EUH:

Acute Tox. 2 (A6 Tov Oé&ela to&womra (amd Tov 6ToOHaTOC), Katnyopio 2

GTOHATOC)

Aquatic Chronic 3 Emucivduvo yio to vdatvo mepiBdrrov — Xpoviog kivduvog, katnyopiog 3

Eye Irrit. 2 Yofoapn o@Oaipcr BAAPN/0pBokikdg epediopdg, katmyopio 2

H300 BOavaTneOpo o€ TEPITTWOT KOTATOONG.

H319 TIpoxarei coPapd opBaiikd epebiopo.

H412 Emprapég yio toug vdpofiovg opyaviopovs, He HoKpoypOVIES EMMTAOGELS.

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOINOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 1o dehtio mpoépyovtat and mnyég Tig onoieg Bempodpe aéiomotes. [Tapoia avtd, divovtot
YOPic Kapio eyyonon, pnti N appnTn, Yo Ty akpifetd tove.
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