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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Bupivacaine impurity B

Xnuwn Ovopacio 1 vépoyropucd N-(2',6'-diueBvroparvuro)-2-timepidvokapPosopiso
No. kotardyov : 616-118-00-6

Kwd.-EE 1 417-950-0

apOpog CAS 1 65797-42-4

Kodidg mpoiévtog : 202300407

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc TpoPrenopeveg yproeig

Kbpu katnyopia ypnong . To mpoidv mpoopileTat yio TNV £pevva Kot avamTTuén Kot TV EXayYELLOTIKY eKTaidgvom.
Xpnomn g ovoiog/Tov peiypotog : Movo yo emoryyeALaTiKy xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Tepropiopoi ot xpron : Mn ypnowomnoteite : Katdnoon, Ewonvon, Aeppaticd

1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag
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1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedvoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOV peiypoTog

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

O&ela to&coda (amd Tov 6TOHTOC), Katnyopio 4 H302
Emwcivduvo yio to vddtvo meptBdiiov — Xpoviog kivduvog, katnyopiog 3 H412
I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODGS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPLPdALovV
AmOQaoN LEG® KPIoNG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.
2.2. Xtoyeia eTIKETOG

Xapoktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO07
Ipogworomtikn AEn (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.
H412 - EmBrofég yro Toug v3poplovg opyaviopons, e HoaKpoxpOVIES EMTTOOELG.
AnAdoelg Tpoevraéng (CLP) 1 P264 - [TAdvete ta xépua, Toug el (avTifpdyar) Kot To TpOCOTO GYOAUCTIKA LETA TO XEPIOUO.

P270 - Mnv tpirte, mivete M| kanvilete, 6Tav ¥pnoylonoteite avtd T0 TPOiov.
P273 - Na anogedyetar 1 eAevbépwon oto meptaiiov.
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Bupivacaine impurity B
Agltio Agdopévev Acpaleiog

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

P301+P312 - XE IIEPIIITQXH KATAIIOXHX: KaAéote to KENTPO AHAHTHPIAXZEQN 1 éva
yorpd, av arcbavleite adwbecio.
P330 - Eenhdvete to oTOpO.
P501 - AdBeon Tov TEPLEYOUEVOV/TEPIEKTT GE GNEID GLAAOYNG EMKIVEVVOV 1) EWBIKGOV anoPAnTmY,
GOUPMVOL [IE TOVG TOTKOVG, TEPLPEPELOKOVG, EBVIKODG 1)/Kan debveig Kavoviopolg.

Trpovon cOpeove. pe: Ealpeital 1 E0MTEPIKT GLOKELAGIN, TO TEPLEXOUEVE TN omtoiag dev vepPaivovy Ta 10ml

Agv amtarteitol opavon

Agv vdpyovv emmA£ov TANPOPOpieg

TMHMA 3: XOv0eon/ainpo@opies Yo T0 GVOTUTIKA

Ovopa AvayvoploTikos Kodwkés | % Kotaroln cdpoova pe tny odnyia
TPOioVTOG 1272/2008 EK [CLP]

vdpoyAmpikd N-(2',6'-tpuebvrogaivoro)-2- apBuog CAS: 65797-42-4 <100 Acute Tox. 4 (Amé tov otopatog), H302

muepdvokopBolapido Kwd.-EE: 417-950-0 (ATE=500 mg/kg copatikov Bépovg)
No. kataAdyov: 616-118-00-6 Aquatic Chronic 3, H412

TIMpeg keipevo tov nkdoewv H kar EUH: BAéne tpunpa 16

Aev 1oy0et

TMHMA 4: Métpa apdtov fonbsiov

Métpa npdtmv fondetdv HeTd and enapt pe TO dEPHOL : KoBapiote ™ peyaivtepn duvorn mosdtnto okovmilovtdg m (kabapd Kot Lolakd amoppoenTikd
mavi).
Métpa npdTev fondetdv Petd and exapn pe o LaTio : Eemlovete To paTior Pe vepod Yo AOyous acpoeiag.

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

TMHMA 5: Métpa yio. TV KOTOTOAEPN 0N TG TVPKAYLAG

KoatdAinio péoa mopodsPeong : KovBépta mupdoPeong.

Kivévvog mopkayidg : BAéme tunpa 2.2.

Métpa Y10 TV KOTATOAEUNGT THG TUPKOAYLOG : Xpnowonowmote péca katdoPeong KatdAnia yo v neptpdilovoa TupKayid.
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Bupivacaine impurity B
Agltio Agdopévev Acpaleiog

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

TMHMA 6: Métpo o€ Tepinton aKovoLos EKAVONG

6.1.1. '@ Tpocs®TKO GALO 0T6 TO TPOCOTIKO EKTUKTNG AVAYKNG

Métpa €KToKTNG OVAYKNG 1 Amogevyete kabe meprtn £kbeon.

6.1.2. T GTope mov TPocPEpovy TPpdTES fonideieg

Agv vdpyovv emmAéov TANPOPOpie

Aev vrdpyovv emmAov TANPoPopie

Aev vrdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 7: Xeipiopoég ko amodnkevon

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpoeopieg

Bléne tunpa 1.

TMHMA 8: ‘EAeyyoc tng ék0eonc/atopikn apoctacia

8.1.1 EOvikéc oprokég Tipés enayyeipatikig ék0eong ko froroyikég oprakéc Tipég

Agev vrdpyovv emmAéov TANpoopieg

8.1.2. ZuvieTApEVES SL0d1KaGiEg TUPaKOLOVONONG

Agv vdpyovv emmAéov TANPOPOpie

8.1.3. Zymparilovrar otoyycio pHTavong tov aépo
Agv vrdpyovv emmAéov TANpoQopieg

8.1.4. DNEL xox PNEC

Agv vdpyovv emmALov TANPOPOPieg

8.1.5. Ileproyéc eréyyov

Agev vrdpyovv emmAéov TANpoQopieg

8.2.1. Katdiinkior pnyavikoi éheyyor

Kotdiinhor pnyavikoi éleyyou:
Awmpriote og KaAd e&aeptlOpevo xdpo. Zuvibog anatteitatl GOGTNHO YEVIKOD UNYaviKoD eE0EPIGHOD TOV YOPOL.

8.2.2. ATopkog TPOoTOTEVTIKOG EE0TAMGPOG

8.2.2.1. [IpocTucio TOV PUTIAOV KL TOV TPOGAHTOV

Agev vrdpyovv emmAéov TANpoPopieg
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Bupivacaine impurity B
Agltio Agdopévev Acpaleiog

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

8.2.2.2. lIpoctacio déppoTog
Ipootacia Tov déppotoc:
mod14 epyooTnpiov
IIpocrocia ToV yepLOdV:
IpoctotevTikd yévTio

8.2.2.3. IIpocTucio. TOV AVOTVEVGTIKAOV 00®V

Aev vdpyovv emmAéov TANpoPopieg

8.2.2.4. Ogppkoi kivovvor

Agv vrdpyovv emmAéov TAnpogopieg

8.2.3. OproBétnon kot TapakorovOnon g tepifariiovroroyikng £ékOeong og Kivovvo

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 9: ®vokég Kol ynNUIKEG 1016TNTEG

9.1. Zroyeia o Tig facukéc QUOIKES KoL YNUIKES 1OLOTNTEG

Puon KotdoTaom 1 Xteped
APDOHOL : Mn Swbéopo
Oopny : Mn Swbéorpo
Op1o oopng : Mn dwbéoyio
Inueio Eemg : Mn dwbéoyio
Inueio m&emg : Mn dwbéoyio
Inueio Bpacpod : Mn dwbéoyio
Evplextomto : Mn dwbéoyio
Opo. kvdvvov ekpnéemg : Agv woydet
Xoapniotepo 6pio £kpnéng : Agv oydet
Avdtato 6pro expnEpomrag : Agv oydet
Inueio avaereéng : Agv oydet
Bgppokpacio avtavaereéng 1 Agv woydet
Bgppokpacio arocvvieong : Mn dwbéoyio
pH : Mn dwbéoyio
Avdivpo pH : Mn dwbéoyio
EDEC, KIVEPOTIKOG (1]) : Agv woydet
AwAvtomTo : Mn dwbéoyio
TUVTEAECTIG KOTAVOUNG GE HELYHLOL N-0KTAVOANG/VEPOD : Mn dwbéoyo
(Log Kow)

Téon atudv : Mn dwbéoyio
ITieon atpov og Beppokpacio 50°C : Mn dwbéoyio
TTukvotta : Mn dwbéoyo
ZyeTIKN TUKVOTNTOL : Mn dwbéoyo
Zyetikn TokvoOTTO 0TUOV 6ToVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéoyo

9.2. Aoutéc TAnpogopicg
9.2.1. IIxnpo@opicg oYeTIKA pe TIS KLAGELS PVOLKOV KIVOUHVOL
Agev vdpyovv emmAéov TANpoPopieg

9.2.2. AAL0 YOPUKTNPIGTIKG 0GQUAELOG

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 10: Xta0gpdtnTo Kol avVIIOPUoTIKOTNTO

10.1. AvnidpaoTikOTNTO

Ztabepd VIO KAVOVIKEG GUVOTKEG.
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Bupivacaine impurity B
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

Kavévag yvootog/-1/-6.

Aev vrdpyovv emmAéov TANPoPopieg

Kapio og kavovuc yprion. Biéne tunqpoa 7.

Ortov Beppaiverar péypt Tov onpeiov SACTOONG, EKTEUTEL EMKIVEVVOVG KOTVOVG.

TMHMA 11: To&ikoroyikég TANPOPOPIES

O&eia To&wotnta (0md oTOHATOG) . EmPrapéc oe mepintwon katdmoong.
O&eia To&otTnTa (depproTiKn) : Mn ta&wopnpévog (EAdeiatikd dedopévar)
O&eia To&wotnta (avomvon) : Mn ta&wopnpévog (EAleipatikd dedopévar)

v3poyrmpukd N-(27,6’-01uedvio@arvvro)-2-mzeprotvokapfoEapidro (65797-42-4)

LD50 and tov 6T0p0TOG GE Apovpaiong > 300 — <2000 mg/kg (extipuodpevn tiun)
ABpwon Kot epebiopdg Tov dEPHATOG : Mn ta&wopnpévog (EAdeiatikd dedopévar)
XoBopn opbaipky BAAPN/epediopdg : Mn ta&wopnpévog (EAketpaticd dedopévar)
EvaisOntomoinem tov avamvevotikod 1 : Mn ta&wvopnpévos (EAdepatikd dedopéva)
gvaucOntomoinom Tov dEppaTog
MetaAro&ryéveon YEVWINTIKOV KUTTApOV : Mn ta&vounpévog (Eriepatikd dedopéva)
Kapxwoyéveon 1 Mn ta&vounpévog (EAdeipatikd dedopéva)
To&wdmTa Yo TNV avomapay®yn : Mn ta&wopnuévog (EMepartikd dedopévar)
Ewdu to&uwcotnta ota dpyava-ctoyovg (STOT) — : Mn ta&wounpévog (EMeipaticd dedopévar)
epamag £xbeon
Ewdumn to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn ta&wvounpévog (EMepaticd dedopévar)
emavelnupévn ékbeon
Enucvduvotnta avappdenong 1 Mn ta&vounpévog (Advvapio GOALOYNAG SESOUEVMV Yol TEXVIKOVG AOYOVG)

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 12: Owoloyikég TApopopisg

Owcoroyia - yevika : Agv mapovoldlet Wiaitepo kivduvo yia to mepPaiiov.

Emkivduvo ya to vddrvo mepidrov, Bpayvrpddecpog : Mn ta&wvopnpuévog (Mn cupumepacpatikd dedopévar)

(0&bg)

Emkivduvo yo to vddtvo mepifdArov, pakporpdeopog : EmPraPés yio toug vdpoBlovg opyaviopole, He HoKPOYPOVIES EMMTMOCELS.
(xpoV10G)

Aev vpiotatot Tayeio amocuvheon

vopoyrmpiko N-(2',6'-dipedvio@arvoro)-2-mumeprdtvokappoiapidro (65797-42-4)

EC50 - Kapxwvoewdn [1] > 10— <100 mg/l (extyudpevn Tiun)
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Bupivacaine impurity B
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 13: Xtoyycio oyeTikd pe 11 ova0eon

Agv vrdpyovv emmALoV TANPOPOPiES

TMHMA 14: ITAinpo@opieg 6YETIKA PE TN HETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. AprOpoc OHE 1 apOpog TavtotnTog

Agv 1oy0gL Agv 1oy0€1 Aev 1oy0det

14.2. Oweia ovopacio arostorig OHE

Aev 1oy0et Agv et Aev woyvet

14.3. Ta&n/-€1g Kivdovvov KOTE TN PHETAPOPA

Agv 1oy0gL Agv 1oy0g1 Aev 1oy0et

14.4. Opdodo cvokevaciog

Aev 1oy0et Aev 1oy0et Agv woyvet

14.5. eprforhovtucn emkivovvoTnto

Agv 1oy0gt Agv 1oy0€t Aev 1oy0et

Aev vrdpyovv emmAéov Stabéotueg TANPoPopieg

Enriyewo petagopa
Aev 1oy0et

petagopd péow Bardoong
Agev 1oy0et

Evaépra petagopd
Aev woydet
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Bupivacaine impurity B
Agltio Agdopévev Acpaleiog

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

14.7. @ardooreg peTapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6Qaiera, TNV vysio Kot 7o agpiairov yio TNV ovoia 1 T0 peiypa
15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev mepthapBavetat oto Mapapmmpa XVII tov REACH

Hopapmpe XIV tov REACH (Katdloyog ad£1006tnong)
Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev tepilapfavetotl 6tov KatdAoyo vroynieuwv ovcuwv REACH

Kavoviepéc PIC (EE 649/2012, IIponyodpevn cvvaiveon petd omd evnpuépoon)

Aev gpoppodletar.

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

Aev gpappodletar.

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepthappdvetor otov Katdloyo ovatdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kopia ovsio(eg) mov meptlapfdveroi(ovrat) 6Tov KaTdAoyo Tpddpopmv ovcstdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v epmopio kot
™ XpNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)

Kavoviopog mepi mpodpopmv overdv vapkotikav (EK 273/2004)

Aev nepiéyetl ovaio(eg) mov mephapfavetayovial) 6Tov Kotdhoyo Tpddpoumv ovetdv vapkatikdv (Kavoviepnog EK 273/2004 oyetikd pe i TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dataserg

Agv vrdpyovv emmAéov TANpopopieg

15.2. A&wordynon ymuikis o.o@aisrog

Agev vdpyovv emmALov TANPOPOPies

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo ppacewv H ko EUH:

Acute Tox. 4 (Ao Tov O&ela to&odta (amd Tov 6ToONTOC), Katnyopia 4

GTONOTOC)

Aquatic Chronic 3 Emkivduvo yua 1o vddtvo mepifdAiov — Xpoviog kivduvog, katnyopiog 3
H302 EmPraBég o nepintwon katdmoong.

H412 Emprapés yio toug v3pofiovg opyavioprovs, He HoKpOYPOVIES EMMTAOGELS.

Aghtio Agdopévov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot tAnpogopieg mov meptéyovtat 6e avtd o deATio Tpoépyovtat amd myES Tig omoieg Dewpoiue aéomiotec. [Tapodia avtd, divovran

YOpic Kapio eyyonon, pntq n appnTn, Yo Ty akpifetd tove.
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