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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Rocuronium bromide

Kwducde mpoidvrog : 201600803

Suvovopa : Rocuronium, salts, hydrates, isomers and impurities where applicable

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXoyyEALOTIKY EKTOidEVoT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVEV acPaLEing
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1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&woépunon g oveiag 1| Tov peiypatog

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

Ewum to&ucomta o Opyava-otdyovs Dotepa and pio epdmas £xdeon, kamyopio H336

3, vapkwon

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemOOUNTES QUOIKOYNIKEG EMOPAGELS, KAODS KAl EMOIPAGELS 6TV avOpOTIVY VYEio Kan 6To TEPLfdilov

ATOQa0T PEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds copeove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]
Ewovoypdppato kvdovov (CLP)

GHS07
Ipogworomtikn AéEn (CLP) : IIpocoyn
Anhdoeg emkivduvottog (CLP) © H336 - Mnopei va npokorécet vavniio 1 {oAn.
Anhaogig tpoedraing (CLP) : P261 - Amogedyete Vo avamvéETe GKOVN.

ZRpavon cOUPOVO pe: eEUPEiTaL 1) EMTEPIKT GUCKELOGIN, TO TEPLEXOUEV TNG omoing dev vrepPaivovy ta 10ml
Agv anarteiton onpavon

2.3. AMLot Kivovvolr

Agv vrtdpyovv emmAéov TANpoeopieg
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TMHMA 3: XovOgon/minpopopisg yio 10 6VOTATIKG

Ovopa AvVayvopLeTIKOg KOdkos | %0 Katdron copeove pe my odnyic
TPOI6VTOG 1272/2008 EK [CLP]
Rocuronium bromide - <100 STOT SE 3, H336

TIpeg keipevo tov dnhdoewv H koar EUH: BAéne tpunpa 16

Aev oy0et

TMHMA 4: Métpo npatev fondeiov

Métpa npidtmv fonbetdv petd and enaen pe to déppa  : Kobapiote  peyoaidvtepn duvorn mosdtnto okovmilovtdg t (kabopd kot HoAakd amoppoenTikd
Tavi).
Métpa tpadtmv fondetdv Hetd and enapn Ke o LATIO : Hem\dvete o pation pe vepd yio Adyoug acaieiog.

Agv vdpyovv emmAEOV TANPOQOPieg

Agv vdpyovv emmaAEOV TANPOQEOPiEg

TMHMA 5: Métpa Y10, TNV KOTUTOAEUN G TG TVPKOYLAS

KotdAnia péoa mopdcPeong 1 KovBépta mupdcPeong.

Kivduvog moprayidg © BAéme tunpa 2.2.

Métpa ylo TV KOTATOAEUNON TG TUPKOYLAG : Xpnowonowmote péoa katdoPeong katdAnia yo v nepidilovca TupKayid.

TMHMA 6: Métpo o€ TepinTt®on aKoVoLoS EKAVONG

6.1.1. ' TPooOTIKG GALO 07T6 TO TPOGMOTIKO EKTAKTNG AVAYKNG

Métpa EkTaKTng avéykng 1 Amogevyete kGBe meprrtn £xbeon.

6.1.2. I'e. GTopa mov TPooPEpovy TPpdOTES Por)Oereg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg
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Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 7: Xeipiopog kot amo0nkevon

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

Béme tunpa 1.

TMHMA 8: "Eleyyoc ¢ ék0eonc/atopiki Tpooctacio

8.1.1 EOvikég oprokés Tipés emayyeipatikig £k0eong kou froroyikés oprokés Tipég

Agv vdpyovv emmAEOV TANPOQOPieg

8.1.2. ZuvicTdpeves drudikociss TapakorovOneng

Agv vdpyovv emmaAEOV TANPOQEOPiEg

8.1.3. Zynpotifovror stoycia pvmaveng Tov aépo
Agv vdpyovv emmAEOV TANPOQOPieg

8.1.4. DNEL kax PNEC

Agv vdpyovv emmaAEOV TANPOQOPiEg

8.1.5. Ileproyég eréyyov

Agv vdpyovv emmAéov TANPOQOpieg

8.2.1. Katdhinhot pnyavikoi £reyyor

Kataiinior pnyavikoi éreyyon:
Awmpriote o€ KoAd e€aeplopevo ydpo. Zuvibog amatteitor cOGTNHA YEVIKOD Unyavikoy eE0EPIGLOD TOV XMDPOL.

8.2.2. ATopkég TPOOSTATEVTIKOG EE0TAONOG

8.2.2.1. IIpocTacio TOV NATIAV KUl TOV TPOCAHTOV

Agev vdpyovv emmAéov TANPOQOpieg
8.2.2.2. Ilpootacio d¢ppatog
Mpooctocio Tov déppatog:

o1 epyaoTNPiov

IIpocTucia TOV yEPLAOV:
TIpoctatevtikd yavtio

8.2.2.3. IIpocTacio TOV AVUTVEVGTIKAOV 00MV

Aev vdpyovv emmAéov TANPOQOpieg

8.2.2.4. Ogppikoi kivouvor

Agv vdpyovv emmAEov TANPOQOPiEg

8.2.3. OproBétnon kon wapokorovOnon g teprfaiiovroroyikig ék0eong o€ Kivovvo

Aev vdpyovv emmAEOV TANPOQOPiEg
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S

Duon KoTdoTaom : Xteped
APDOHOL : Mn dwbéoo
Epgpdvion T XKkovn.

Oopn : Mn dwbéoo
Opto oopng : Mn Swbéoo
Inueio ™Eemg : Mn Swbéoo
Inueio m&emg : Mn dwbéoo
Inueio Ppoaciod : Mn Swbéoo
Evpiextomta : Mn dwbéoo
Opra kKtvdvvov ekprié&emg : Aevioydet
Xapnhotepo 6pto £kpnéng : Aevioydet
Avdtoto 0pilo expn&puotrog : Aevioydet
Inueio avapreng : Aevioydet
Beppokpacio avtovapreing : Aevioydet
Bgppokpacio arocvvheong : Mn dwbéoo
pH : Mn dwbéoo
Awdropo pH : Mn dwbéoo
1EDdeg, Kvepotucdg (1) T Agv ioydet
AwAvtomta : Nepo: 100 — 1000 g/l
ZUVTELEOTNG KATOVOUNG O pely e N-0KTavOANg/vepoD : Mn dwbéoo
(Log Kow)

Téon otudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTvkvémta : Mn dwbéoo
ZyeTkn ToKvoTHTOL : Mn dwbéoo
ZyeTikn TokvOTNTO aTUAV 6ToLG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

9.2.1. Iinpo@opies 6YETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Agv vdpyovv emmAEOV TANPOEOPIiES

9.2.2. Ahha YOpAKTNPIOTIKG 06QaAciog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Xt00gpdtnTo Kol OVTIOPUGTIKOTNTO,

2t00epd VIO KAVOVIKEG GLUVONKEG.

Agv vdpyovv emmAEOV TANPOEOPiEg

Kavévag yvootog/-1/-6.

Aev vdpyovv emmaAéov TANPOQOpieg

Kapio og kavovucr xprion. BAéne tuniua 7.

‘Ortov Oeppaivetar LEXpL TOL GNUEIOL S1OCTOONG, EKTEUTEL EMKIVIVVOVG KOTVOUG.

3
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TMHMA 11: To&koroyikég TAnpopopisg

O&ela to&koTTaL (Ad GTOHATOS) : Mn ta&wopnpévog

O&ela to&cotta (Seppatikn) : Mn ta&wopnpévog

O&ela to&cotTa (avamvon) : Mn ta&wopnpévog

AGBpwon kat epebiopdg Tov déppartog : Mn ta&wopnpévog (EAkeoticd dedopévor)

ZoPapn opOopkn PAAP/ epediopog © Mn ta&wounuévog (EAeytaticd dedopévor)

EvaisOntomoinen tov avamvenstikov 1 : Mn ta&wounuévog (Baoetl tov dtabéoipov dedopévmv, To Kprmmpio to&vounong dev minpovvan)

gvaucOnTomoinem Tov dEPUTOG

MetoAhogryéveon YEVVINTIKAOV KOTTEPOV : Mn ta&wopnpévog (EAkeloticd dedopévor)

Kapkwoyéveon : Mn ta&wopnpévog (EAkenoticd dedopévor)

To&wodmTa Yo v avamopayoyn © Mn ta&wopnuévog (Ilepautépm mAnpoeopies: Ewduc to&ikdtra ota dpyava-ctoyovs (STOT) —
epana ékbeomn)

Ewdu to&ucomta ota 6pyava-ctoyovs (STOT) — : Mmopet va tpokaiécet vivniio 1 CaAn.

epamnag éxbeon

Ewum to&ikomra ota opyava-ctdyovg (STOT) — T Mn a&wopnpévog (Tlepartépo minpogopies: Ewdik) to&uodmro ota dpyava-ctoyovg (STOT) —

emaveknupévn xbeon epanag éxbeomn)

Enucivduvotnto ovappdenong : Mn ta&wopnuévog (Baoetl tov drabéoipmv dedopévmv, Ta Kprtnpio ToSvounong dev mAnpovval)

Agv vdpyovv emmAEOV TANPOQOPieg

TMHMA 12: OwoAroyikéc TAnpo@opies

Owoloyia - yevikd : Aev mapovcidlet wiaitepo kivovvo yio To meptBUALOV.
Emucivduvo yio to vddtvo meptBdirov, Bpayvrpodbecpog : Mn ta&vopnpévog

(0803)

Emucivduvo yio to vddtivo meptBdilov, pakporpdbespog : Mn ta&opnpévog

(xpdviog)

Agv vdpyovv emmAEOV TANPOEOPIiES

Agv vdpyovv emmAEOV TANPOQOPIiEg

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmAEOV TANPOEOPIiES

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 13: Ztovysio oyeTikd pe T ovd0eon

Aev vdpyovv emmaAéov TANPOQOpieg
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Rocuronium bromide
Agehtio Aedopévav Acpaleiog
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TMHMA 14: ITAnpo@opieg 6YeTIKA PE TI| HETAPOPT.

Toppova pe ADR / IMDG / IATA

ADR IMDG IATA

14.1. AprOpoc OHE 1 apOpég tavtétnTog

Aev 1oy0et ‘ Agv 1oy0gt Agv 1oy0gt
14.2. Oweio ovopacia arostomig OHE

Aev 1oy0gt ‘ Agv 1oy0gt Agv 1oy0gt
14.3. Ta&€n/-e1g KtvdHvov KaTA TN HETAPOPA

Agv 1oy0gt ‘ Agv 1oy0gt Agv 1oy0gt
14.4. Opada cvokevaciog

Aev 1oy0et ‘ Agv 1oy0gt Agv 1oy0gt
14.5. Meprfarrovtiky emKivovvoTNTO

Agv woyvet ‘ Aev 1oy0et Agev 1oy0¢t

Aev vdpyovv emmiéov Srabioiues mAnpoopieg

14.6. E1xdwkéc TPpo@uAaEELS Y10 TOV P oTn

Eniyewo petagopa
Aev oy0et

peta@opd péow Bordsong
Aev woydet

Evaépra petagopd
Agv 1oy0gt

14.7. O@alaooieg peTa@opig VoV cdppova pe Tic Tpaseg tov IMO

Agv 1oy0gt

TMHMA 15: Xtoygio vopoOeTikoy yopoKTipo

15.1. Kavoviopoi/vopoOsoio 6YeTIKG pe THY 06QaLED, TNV VYEIX KOl TO TEPLPALLOV Y10 TNV 0VGid 1] TO pEiypa

15.1.1. xavovicpoi EE

Hopaptnpe XVII oo REACH (IIpodmo0iceig mepropiopov)

Aev neprapfdveton oto Hapdaptnpa XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 06£1006Ttnom5)

Aev neprapfdaveton oto Hapaptnpa XIV tov REACH (Katdroyog adetoddtnomng)
Katahoyog vroynorov ovordv REACH (SVHC)

Aev meplappavetal 6tov KatdAoyo vmoyneuwy ovolidv REACH

Kavoviepég PIC (EE 649/2012, IIponyodpevn cuvaivesn petd and eviuépwon)
Aev gpappoletor.

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

Agv epappodletart.

Kavoviepdg mepi e&ac0évnong tov 6lovrog (EE 1005/ 2009)

Aev meprapfdvetol otov Katdhoyo ovctav mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)
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Rocuronium bromide
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Kavoviopog mepi ekpnktik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetoaiovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gumopio Kot
™ XPpNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)

Kavoviepég mepi mpodpopmv ovortdv vopkotikedv (EK 273/2004)

Aev mepiéyet ovsia(eg) mov meplapPaveTa(oviot) 6Tov Katdrloyo Tpodpopmy ovstdv vapketikdv (Kavoviopog EK 273/2004 oyetikd pe Tig mpodpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdierg

Aev vdpyovv emmAéov TANPOQOPieg

15.2. A&ordynon ynpuiknig ac@aretog

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 16: Alleg TAnpo@opisg

M peg keipevo pacswv H xor EUH:

H336 Mmopet va TpokaAécet vvniio 1 CAn.

STOT SE 3 Ewdum to&icodmta o 6pyava-ctoyovs votepa and pio epdnal ékbeon, kotnyopia 3, vapkmon

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHZ Ot minpogopieg mov mepiéyovtal o€ antd To dehtio mpoépyovtat amd mnyEg Tig omoieg Oepodue agiomotes. [Tapodra avtd, divovtot
XOPIC Kapio yyvmen, pnTn 1 appnTn, Yo Ty akpifeld Tovg.
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