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

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Meiypa
Ovopo Tov TPoidvTog : Oxytocin
Kodwog mpoidvtog : 201601021

1.2. Zuvo@eic mpocdtoplioPEVES YPNGELS TS OVGIAG 1] TOV PEIYIATOG KUL GVTEVOELKVUOIEVES YPIGELS

1.2.1. Zyetikéc mpofhemdpeveg yposeig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovsiag/Tov peiypotog : Moévo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1 ypnong : Xnukég ovoieg epyaotnpiov

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

1.3. Zroygia Tov TpopunBcvT) TOVL dEXTiOV dEdopEvEV acPadsing

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 THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

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

EvawsOntonoinon tov avomvevotikod, katnyopia 1 H334
EvawsOntomoinon tov dépparocg, katnyopio 1 H317
To&wdmta otV avamapaywyn, katyopia 1B H360D

IMnpeg keipevo twv dnidoewv H kon EUH: BAéne tunqpo 16

AvemOOpnTEG QUOIKOYNMIKES EMIPAGELS, KAODG KUt EMIPAGELS 6TNV avOpOTIVY VYEio Kan 6T0 TEPLpdilov
Amopacn HESH KPioNG EUTEPOYVOUOVOV KOl OTTOSEIKTIKNG 10YVOG.

2.2. Zroyeio eTIKETOG

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

GHS08
[pogdomomtikn Aé€n (CLP) : Kivdvvog
Iepigyet : Oxytocin monoacetate (salt)
AnAdoelg emkvovvomtag (CLP) : H317 - Mnopei va tpokaréoet adlepyikn deppotikn avtidpoon.

H334 - Mropei va tpokoréoet addepyio 1| copntdpate dobuatog i dvonvola 6g nepintwon
€10TVONG.
H360D - Mmopeti va. pAGwet o Euppuo.

Anidoeilg Tpopvriaéng (CLP) : P201 - Epodiaoteite pe i £181k€g 00nyieg Tpwv amd ) ypnon.
P202 - Mnv 1o ypnoytomomoete Tpv StaPAcEeTe Kot KATOVONGETE TIG 0dNYieg mpo@Oraéng.
P261 - Amogebyete va avanvéete okOVI/ ovadupdoeic/aéplo/otayovidtn/aTnod/exvepdpata.
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Oxytocin
Agltio Agdopévov Acpaleiog

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

P272 - Ta polvouéva evdbpato epyaciog dev Tpénet va Pyaivovy amd To xOPo epyaciags.
P280 - Na. popdte mpooTaTELTIKG YAVTIO/TPOGTATEVTIKG EVOVLLATO/HEGE ATOUIKNG TPOOTAGIONG Y10L TO.
UATLO/TO TTPOCOTO/TO AVTLA.
P284 - Xpnoylomoteiote HEGO OTOUKNG TPOSTAGIOG TG OVOTVONG.
P302+P352 - XE IIEPIIITQXH EITA®HE ME TO AEPMA: ITAOvte pe dpBovo vepo.
P304+P340 - XE ITEPIIITQXH EIXIINOHE: Metagépate tov mabdovia otov kabapd aépa Kot
APNOTE TOV VO EEKOVPUCTEL GE GTACT MOV SLEVKOAVVEL TV AVOTVOT).
P308+P313 - XE ITEPIIITQXH £kbeong 1 mbavotrtog ékBeong: Zupfovievdeite/Emokepbeite
ytpo.
P321 - Xpewdletor ewdikh ayoyn (PAEne copminpopoticés odnyieg mpdtov fondeidv oty eTikéTa).
P333+P313 - Eqv nopatnpnbei epebiopog tov déppatog 1 eppoviotei Eavonua:
Toppovievbeite/Emokepbeite yratpo.
P342+P311 - Eqv nopovoidlovtat avarvevotikd cvpmtdpate: Kaiéote 1o KENTPO
AHAHTHPIAZEQN 1 éva yutpo.
P362+P364 - Bydhite ta. poAvopéva podyo kot TAOVTE To. TPV T0. EAVOYPT|CILOTOGETE.
P405 - duldooetat KA mpévo.
P501 - Awébeomn tov Tepieyopévon/mepiéktn o€ onpeio GLAAOYNG emKivdLVeV 1} E18IKOV amofARTmy,
GULPOVO LE TOVG TOTKOVG, TEPLPEPELNKOVG, £BVIKODS 1/Kkon dtebveig kavoviopovs.

Zrpavon cOpemvo. pe: eEapeital 1) EMTEPIKY GLOKELAGTM, Ta TEPLEXOLEVA TNG oTtolag dev vtepPaivovy to 10ml

Ewovoypdppata kivdvvov (CLP) :

GHS08
Emikivduvo mepieyopevo : Oxytocin monoacetate (salt)

2.3. AlLot Kivovvor

Aev nepiéyetl ovoieg PBT/VPVB > 0,1%, ot omoieg éxovv agoloynBei cbppwva pe to Mopdpmpo XIII tov Kavovicpod REACH

To piypo dev mepiéyet ovoia(eg) mov TepLapPaveTal 6ToV KaTdAoyo mov kataptifetor cvpemva pe to dpbpo 59 mapdypagog 1 Tov kavoviopod REACH ywo tig
W10 TEG EVOOKPIVIKNG Statapayis N dev avayvepiletat 6Tt YL 1G10TNTEG EVOOKPIVIKNG S1Tapoyg COLPMVE LE To KPLTRpLo Tov opilovot oTov kat'
g&ovoloddtnon Kavoviono g Emtponng (EE) 2017/2100 1 tov Kavoviopd g Emtponng (EE) 2018/605, oe cuykévtpoon ion 1 peyoddtepn and 0,1%

TMHMA 3: Z0vOeon/TAnpo@opies Y10 T0 GVGTATIKG,

3.1. Ovoigg

Aev 1oy0et

3.2. Meiypota

Ovopa AvVayvopeTiKOg Kodkeg | % Kataraén copomva pe v 0dnyia
TPOidvTOg 1272/2008 EK [CLP]
Oxytocin monoacetate (salt) - 1-<5 Acute Tox. 3 (A6 tov otopaTog), H301

(ATE=100 mg/kg copaticov Bépovg)
Acute Tox. 3 (Ald g etonvong), H331
(ATE=0.5 mg/l/4h)

Resp. Sens. 1, H334

Skin Sens. 1, H317

Repr. 1B, H360D

ITAnpeg keipevo tov dnidocewv H kon EUH: BAéne tunpa 16

TMHMA 4: Métpa npdtov fondsiov

4.1, Mleprypopin pETPOV TPAOTOV fonbetav

Métpa tpdtev Bondeidv petd ond elomvon © Bydte tov mofovta otov kabapd afpa. Apriote To GdTopo Tov TpocPANOnKe va avorvedoel kobapd
aépaL.
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Oxytocin
Agltio Agdopévov Acpaleiog

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

Métpa tpdTov Bonbeidv pHetd amd enaen pe o dépuo : KaBapiote ™ peyordtepn duvari mocodmta oKovmilovtds ) (kabopd Kot LOANKO 0ToppoenTIKO
mavi). TTAOvete pe Gpbovo vepd Kot amoppLTaVTIKO.

Métpa pdTov Bondeidv petd amd enaen pe To pétio 1 Eemlovete pe vepod kpatdvtag o BAE@apo KaAd avoryTd.

Métpa mpdTov Bonbeidv petd amd katdroon 1 Eemlovete 1o otopa. Ewdwn worpikh Tapakolovdnon. Evdéyetal vo cuot el mapatetapévn totpikn
mopakolovdnon.

FOUTTOUOTO/EMOPACELS : BMaBeg oty vyeia evdéyetar va gppaviotodv pe kabvotépnon.

FOUTTOUOTO/EMOPAGELS HETG A ELGTVOT| . Avemapkn dedopéva.

FOUTTOUOTO/EMBPACELS HETG OmO EXOQT LE TO SEPUAL . Avemapkn dedopéva.

FOUTTOUOTO/EMBPAGELS HETG b EMAQT KE TOL pTioL . Avemapkn dedopéva.

FOUTTOUOTO/EMOPAGELS HETE Amd KOTAmoon . To cvpntdpato gvégyetor va givor (aAn, kKepolakyies, vautio Kol ATOAELL GLVTOVIGHOD.

Tvppovievbeite/Emokepbeite yiotpd. Eqv eivar duvatd deiéte avtd 1o gOALo acpareiog, ki av oy, deifte ) cvokevacio 1 v etikéto. Evepyn ovoia.
DappokevTikod TPoidv.

TMHMA 5: M£tpa y10. TNV KOTOTOAENN O] TS TUPKAYLAG

Katddnka péca mopdcPeong : KovBépra nupdcPeong.

Kivévvog mopkayidg © BMéme tpnpa 2.2.

MéTpa Y100 TNV KOTOTOAEUNGT| TG TUPKOYLHG . Xpnowomotote péca Katdofeons katdAinia yio v mepBariovco TupKayid.

TMHMA 6: Métpa 6€ TEPIATOG 0KOVOLOG EKAVONG

Tevikd pétpo . Amo@lyete v dueon enogn pe To Tpoidv. Mnv ovomvéete
oKOVN/avabVILACELY/ 0EPLE/GTAYOVISIO/ A THOVS/ EKVEPDLOLTA.

6.1.1. T TPocsOTIKS GALO 06 TO TPOGOTIKG EKTUKTNG AVAYKNG

Métpa €kTaxTng ovaykng : ®ophte KOTAAANAO TPOGTATEVTIKO POVYIGUO, YOVTLO KOL TPOGTAGIO Y10 TO LATLOL KOL TO TPOGOTO.

6.1.2. ' dTopo mov TPooPEpovy TPpdOTES Podsieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

MébBodot kabapiopon 1 Zryovpéyte, 0TL Ta amoppipata o TepiovAleyovv Kot Oa amobnkevtovy acporéc. Kabapiote
TpooekTikd. [TAOveTE Ta LITOAEINATA TTOV dEV UTOPEITE VO AVOKTNGETE HE : ALGAVILO VTTOYA®PLOSOVG
vatpiov.

Agv vrdpyovv emmAéov TANpoPopieg
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Oxytocin
Agltio Agdopévov Acpaleiog

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

TMHMA 7: Xepiopog kon awodnkevon

7.1. IIpo@VAGEELS Y10, AGQUA YEPLGNO

Emmhéov kivouvor katd v eneéepyacio . Egiotdton emiong n mpocoyn Tov xpiotn 6Toug mhovong Kivduvoug oL EVUTAPYOVV GTNV TEPITTOON
OV TO TPOIOV YpNoLponombel pe TpOTo oV 0pileTar Omd TIG KUTUGKEVOGTIKES TPOSLOYPAUPES.

TIpo@uAd&els yio aoPain xEPLopod 1 XpNoWonomote 10 TPoidV e TPOGOYT. ATOPVYETE TNV AUECT EXAQT LE TO TPOTOV. TO HETPO TOV
SvuvoTov 1 gPNON TOL TPOIOVTOG TPEMEL VOL YIVETOL GE EPYACTNPLOKT XOAVT.

Métpa vytewng 1 Xpnon tov Tpoidvtog pe ophn Propmyavikn vytewn kot dtadikaoies ac@aAgiog.

7.2. ZovOnkeg 06Qarovs gOLAENS, copmepthapfavopévoy Toyov acvpfatotiTOV

Teyvikd pétpo T Zoppopembeite pe TOVG 1GYHOVTES KAVOVIGUOVG.

ZovOnfkeg eOAagng . DvAdooetol KAEW®UEVO.

7.3. Exducn) tehucn) xprion 1 ypniosig

BAéne tpnua 1.

TMHMA 8: ‘Eleyyog g £ék0eonc/otopki mpootacio

8.1. lapapeTpor eréyyov
8.1.1 EOvikég oprokég Tipég emayysipatikig £ék0eong kor Proroyikég oprakés Tinég
Agv vrdpyovv emmAéov TANpopopieg

8.1.2. ZuvicTdpeveg dradikacics TapaKkorovdneng

Aev vrdpyovy emmAfov TANpoPopieg

8.1.3. Zympariovrar otoyygio pHmaveng Tov aépa

Agv vrdpyovv emmAéov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Aev vrdpyovy emmAfov TANpoPopieg

8.1.5. Tleproyég eréyyon

Agv vrdpyovv emmAéov TANpoPopieg

8.2."Elgyyot £ékBgong
8.2.1. Katdiinior pnyavikoi éreyyol

Kotahinhor pnyovikoi £reyyol:
Awnpiote og kard e€aepilopevo ydpo. XpnoHomoteite anoKAEIGTIKG 6€ KAEGTN YOavn pe evoouatmpévo ¢iktpo. Piltpo agpocmpatidiov vyning
amoteheopaticomrag (HEPA filter).

8.2.2. ATopikdg TPOSTUTEVTIKOG EEOTAGNOG
8.2.2.1. IIpocTucio TOV HUTIAV KUl TOV TPOGATOV

Ipocrocia 0pOaipdV:
Ipoctatevtikd yvaid. DIN EN 166

8.2.2.2. TIpoctocio déppatog

Ipootacia Tov déppatoc:
XpNOWOTOLEIDTE TPOGTATEVTIKO POVYIGUO Yo ynpikd. DIN EN 13034

IIpocTocia TOV yePLOV:
Ipootatevtikd yavtia avBektikd oe ynukd tpoiovta. ISO 374-1

8.2.2.3. IIpocTuGic TOV UVATVEVGTIKAV 00DV

I1po6TOGia TOV OVUTVEVGTIKAV 06AV:
Ye nepintoon anelevdépmong okovNg : paokes e iktpo Yo okdveg P3. DIN EN 140 & 149. Yypo npoiov : Mdaoka agpordpatos. Popate ovomvevoTikn
GVLGKELT 6€ TepinTon £kbeong oe aToVG/oKOVES/ aepoD LT
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Oxytocin
Agltio Agdopévov Acpaleiog

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

8.2.2.4. Ogppukoi kivovvor

Agev vrdpyovy emmA£ov TANpoPopieg

8.2.3. Opro0étnon ko TapakorovOnon g neprpariiovroroyikig £ék0eong o€ kivovvo

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®voikég Ko YNUIKES 1OWOTNTES

Mopon| T Xteped
APDOHO : Mn dwbéopo
Epgdvion TXZKoVI.

Oopn 1 Agvoyoet.
10pio oopdv © Mn dwbéoo
onpeio ™éng / meproyn TENG : Mn dwbéopo
Enpeio Téewg © Mn dwbéoo
Inpeio Ppacpod © Mn dwbéoo
Evelektomnta © Mn dwbéoo
Opra kvdvuvov ekpnéemg T Agv ioyvet
XapnAotepo 6pto £kpnéng 1 Asvioyoet
Yymhotepo opro kpnéng T Agv oyvet
Inuelo avapregng 1 Asvioyoet
Bgppokpacio avtavapreéng T Agvioyvet
Ogppokpacio didonacng : Mn dwbéopo
pH : Mn dwbéopo
Awiopo pH © Mn dwbéoo
1EDOES, Kivepatikog (1)) T Agvioyvet
Awdvtoétto : Mn dwbéopo
ZOVTEAEGTIG KOTAVOUNG OF HElYLLO N-0KTAVOANG/VEPOD © Mn dwbéoyo
(Log Kow)

ITieon atpov © Mn dwbéoyo
ITieon atpod og Oeppokpacio 50°C © Mn dwbéoyo
TTvkvotnta © Mn dwbéoyo
ZYETIKN TOKVOTNTOL : Mn Swbéopo
ZyeTikn TokvOTTO 0TUOV 6ToVG 20°C T Agv oydet
Méyebog copatidiov © Mn dwbéoyo

9.2.1. IIAnpo@opics GYETIKA PE TIS KLAGELS UGIKOD KIVIVVOU

Agv vrdpyovv emmAfov TANpoPopieg

9.2.2. AMA0 {OPpOKTNPIGTIKA 06QULEING

Agv vrdpyovy emmA£ov TANPoPopieg

TMHMA 10: Xta0gpdtnTo Kol avIdpaoTIKOTNTO

2t00epd VIO KAVOVIKEG GUVOTKES.

Aev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovv emmAfov TANpoPopieg

Agv vrdpyovy emmAov TANpoPopies
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Oxytocin
Agltio Agdopévov Acpaleiog

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

10.5. Mn coppoatd vikd

Kapia og kavovikn yprion. BAéne tpuqpa 7.

10.6. Emkivdvva mpoiévra amocvvieong

Otav Beppaivetor péxpt Tov onpeiov SACTACNG, EKTEUTEL EMKIVOLVOLS KATVOUG.

TMHMA 11: To&ikoloyikég TANPOQPOPiES

11.1. MAnpo@opieg yro. Tig TAEELS KIvdUVo, 6Teg opilovror otov kavoviopé (EK) apid. 1272/2008

Oé&ela to&icdmra (amd 6TdON0TOC)
Oé&ela to&ucdt o (deppoTikn)
Oé&eia to&icdmra (avamvon)

© Mn ta&wopnpévos (Baoet tov dabéciumv dedopévav, ta kptripta Tagvounong dev mAnpovvrat)
© Mn taé&wopnpévos (Baoet tov dobéomv dedopivav, ta kptripio taé&vounong dev mAnpovvat)
© Mn taé&wopnpévos (Baoet tov dabécimv dedopévav, ta kptripta Taé&vounong dev mAnpovvrat)

Oxytocin monoacetate (salt)

LD50 amd tov 616p0T0G 68 apovpaiong

50 — 300 mg/kg

AGBpmon ko epediopdg tov Séppatog
ZoBopn opBaiuikn BAAPN/epebiopodg
EvaisOntomoinon tov avomvevstikod 1
gvaucOntomoinom Tov d€pratog
MetoAha&lyéveon YEVVINTIKOV KUTTAp®V
Kapxvoyéveon

To&wdmra Yo TV avomapoyoyy

Ewum to&wotnta ota dpyava-otoyovs (STOT) —
epanag £xbeon

Ewwn to&icomra ota opyava-otoyovg (STOT) —
emavelAnupévn ékbeon

Enuwvduvotra avappdonong

1 Mn taé&wopnpévos (Baoet tov dabéciumv dedopévav, ta kptripta Tagvopnong dev mAnpovvrat)
© Mn ta&vopnpévos (Baoet tov dabéciov dedopévav, ta kptripta tagvounong dev Tinpovval)

© Mmnopei va tpokoréoet addepyio | copmtdpoto AoOUOTOG 1) dVeTVOLN GE TEPINTOOT EIGTVONG.

Mmnopei va Tpokorécel oAAepYIKT deppatikn avtidpaon.

1 Mn ta&wvounpévog (Baoet tov dtabéoipmv dedopévav, Ta Kpiripio To&vounong dev mAnpovvot)
1 Mn ta&wvopunpévog (Baoet tov dtabéoipmv dedopévav, Ta KpLripio Tagvounong dev mAnpovvoL)

© Mmnopei va Brayet to £uppvo. (Baoet tov dwbiciumv dedopévav, ta kptrhpia Tagvounong dev

TANPOVVTOL)

© Mn tag&wvopnpévog (Baoet tov dabécyiov dedopévav, ta kptripta tagvounong dev TAnpovvrat)

© Mn ta&wvopnpévos (Baoet tov Stabéoipmv dedopévav, ta Kpiripla Ta&vounong dev minpovvarl)

1 Mn ta&wvopnpévog (Baoet tov Stabécipumv dedopévav, Ta Kpiripio To&vounong dev minpovvot)

11.2. TAnpo@opieg yro. GALoVG TOTOVG EMKIVOVVOTNTOS

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 12: Owolroyikég TANpopopieg

12.1. To&wétnTa

Oworoyia - yevika

Emikivduvo yio to vddrtivo meptBdilov, Bpayvrpodeciog

(080¢)

Emikivduvo yio to vdativo meptBaAlov, pakporpodeciog

(xpoviog)

12.2. AVOEKTIKOTI|TO KOL IKOVOTTA 0T030u0MG

Agv vrdpyovv emmAéov TANpoPopieg

12.3. AvvetétnTa Procuocdpevong

Aev vadpyovy emmAfov TANpoPopieg

12.4. Krynmikomto. 670 £80.(0g

Agev vrdpyovy emmAfov TANpoPopieg

. Emivdvva amdfinta. Xpnoyomoteite katdAinia doyeio andppymg.
© Mn taéwopnpévos (Baoet tov dabéciumv dedopévav, ta kptripta Tagvopnong dev mAnpovvrat)

© Mn taéwopnpévos (Baoet tov dabéoiumv dedopévav, ta kptripta ta&vounong dev mAnpovvat)

12.5. Anotehéopato g a&rordoynong ABT kot aAaB

Agv vrdpyovy emmAfov TANpoPopieg
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Oxytocin
Agltio Agdopévov Acpaleiog

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

Agv vdpyovy emmA£ov TANPOPopieg

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 13: Xtovyeio oyeTika pe 1 61d0gon

Tomwr| vopoBeoio (amdfAnTa) . Kotaotpéyte pe ac@ain tpdmo cOUP®MVO pe TOVG TOTKoVS/ e0vikohg Kavoviopovs.

TMHMA 14: [TAnpo@opisg 6YeTIKE pe TN PETAPOPE.

Topeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApOpog OHE 1 aprBpog TovtéTnTog

Agv 1oy0et Agv 1oy0et Aev 1oydet

14.2. Owsia ovopacia owostorjc OHE

Aev 1oy0et ‘ Aev woydet | Agv et

14.3. Taén/-€1g KivdOvov KT T PETOQOPA.

Agv 1oy0et ‘ Agv 1oy0et | Aev 1oybdet

14.4. Opéoa ocvokevaciag

Agv 1oy0g1 ‘ Agv 1oy0et | Aev 1oydet

14.5. MeprparhovTiKi ETKIVOUVOTTA

Aev 1oydet ‘ Aev 1oy0et | Aev 1oydet

Agev vrapyovv emmAéov Stobéoipueg TANpoopieg

Ermiyswo petagopa
Aev 1oy0et

peToQopd péocm Boracong
Agev 1oy0et

Evoépuo petagopd
Aev woyvet

Agev 1oy0det

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1.1. kavovicpoi EE

Hapaptnpa XVII too REACH (ITIpoimobéceig mepropiopov)

Aev nepiéyet kapia ovoio(eg) mov meprapfdavetor(ovtar) oto [apdapmmpo XVII tov REACH (Ilpotmobéceig meplopiopov)

31/01/2023 (Huepopmvia ékdoong) EL (eMnvikd) 718



Oxytocin
Agltio Agdopévov Acpaleiog

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

Hapapmpa XIV 100 REACH (Katdroyog ad£1060TNn01G)

Aev nepiéyet kapio ovoio(eg) mov meprapPdaverar(ovrar) oto Mapapmmua XIV tov REACH (Katdloyog adeioddtnong)
Katdroyog vroynerov ovoidv REACH (SVHC)

Aev mepiéyel kapia ovoia(eg) mov meplappavetar(oviat) oTov Katdhoyo vroyneiov ovoiwv REACH

Kavoviopég PIC (EE 649/2012, ITponyoduevn cuvaiveon petd omdé evpépmon)

Aev gpappoletat.

Kavoviopog POP (EE 2019/1021, 'Eppovot opyavikoi pomor)

Aev gpappoletat.

Kavoviopég mepi e€aoBévnong Tov 6Covrog (EE 1005/ 2009)

Aev mepiéyet kapia ovoio(eg) mov meprapPdavetarovtar) otov Katdrloyo ovoldv mov e&ocbevitovv to 6lov (Kavovioudg EE 1005/2009 oyetikd e Tig ovoieg mov
e&acbeviCouv ™ otifdda Tov 6Covtog)

Kovoviopég mepi ekpnktikav pédpopov ovordv (EE 2019/1148)

Aev mepiéyet kapia ovoia(eg) mov nephapPavetar(oviat) 6Tov Katdhoyo npddpopwv ovcidv ekpnktikdv (Kavoviopuds EE 2019/1148 oyetikd pe v epmopia Kot
™ PO TPOSPOL®Y OLGLDY EKPNKTIKADV)

Kavoviopég mepi mpodpopmv oveidv vapkotikav (EK 273/2004)

Aev nepiéyet ovoio(eg) mov mepthapfavetayoviat) 6Tov Katdhoyo pddpopmv ovatdv vopkatikdv (Kavoviopog EK 273/2004 oyetucd pe i mpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwotacerg

Agv vrdpyovv emmAéov TANpoeopie

15.2. A&woroynon ymuikig ocQarelog

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 16: AlAheg TANPOQOPIES

I peg keipevo ppacewv H ko EUH:

Acute Tox. 3 (An6 tov Oé&ela to&kodmra (amd tov 6ToON0TOC), Katnyopio 3

G6TONOTOC)

Acute Tox. 3 (A1d g O&eia To&wotn o (814 TG €16TVONG), Katnyopio 3

£10TVONC)

H301 To&wd o mepinTOON KATATOONG.

H317 Mrmopei vo Tpokarésel aAAEPYIKN SEPUOTIKT avTidpoo.

H331 To&wo og mepinTwon e16Tvonc.

H334 Mmnopei va tpokarécet odlepyio 1| cupatdpaTo AcOU0TO ) dOCTVOLN GE TEPIMTOGT EIGTVONG.
H360D Mmropei va. Prayet To Euppvo.

Repr. 1B To&wdmTa 6TV avorapaywyn, katnyopio 1B

Resp. Sens. 1 EvaisOntonoinon tov avomvevotikod, katnyopia 1

Skin Sens. 1 EvaisOntonoinon tov déppatog, katnyopio 1

Katnyopromoinon ko tp@Tékoiro Y10 TNV KATNYOPLOTOINGT TOV IYRATOV GORQOVO. pe Tov kavoviono (EK) 1272/2008 [TEX]:
Resp. Sens. 1 H334 M£00d0g VTOAOYIGHOV

Skin Sens. 1 H317 MéBodog vroroyiopon

Repr. 1B H360D Mé£B0d0G VTTOAOYIGHOV

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOIHXEH EY®NHZX Ot mAnpo@opieg mov TEPLEOVTAL GE OVTO TO SEATIO TPOEPYOVTOL 0O TNYEG TIG OToieg Bewpovpe agomiotes. [lapdra avtd, divovtol
xopis Kapio eyyonon, pn i &ppntn, Yo Ty aKpifetd toug.
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