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31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa : Cmec
HauMmeHoBaHKe Ha MPOLYKTa : Oxytocin
Kox Ha mpoaykra : 201601021

1.2. UnenTuduuupanu BUI0Be YIOTPeda Ha BeIECTBOTO WM CMeCTa, KOUTO €A OT 3Ha4YeHHue, U BH/I0Be yNoTpeda, KOUTO He ce
NpenopbL4YBar

1.2.1. UnenTHUOUPAHN YIOTPeOH

OcHOBHA KaTeropusi Ha ynorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AHAIM3H U HAYIHO-00PA30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMECTa : Camo 3a nmpodecronanHa yrnorpeda
OyYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIH

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla He ce uznonssa : [Tornbuiane, Bauisane, [lepmanto

1.3. Iloxpo6HYu AaHHHM 32 JOCTABYHKA HA HHGOPMALMOHHHUS JHUCT 32 6e30IMacCHOCT
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTUTE

2.1. Knacupuumupane Ha BEMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHE ¢ Pernament (EO) Ne 1272/2008 [CLP]

Pecnmparopra ceHcubmmmzanus, Kareropus 1 H334
Koxna cencubmmmzanus, Kareropus 1 H317
ToxcuuaHOCT 3a penpoxykuusra, Kareropus 1B H360D

3a mpauus TekeT Ha H- n EUH-npenynpesxIeHnsaTa 3a OIacHOCT: BX. paszen 16

Hebuaronpusitiu pU3aNKOXMMUYHY ePeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa M OKOJIHATA cpejia
OmnpenernsiHe upe3 eKCHEepTHO MHEHHE U TI0 CUJIaTa Ha JIOKa3aTesICTRa.

2.2. EneMeHTH Ha eTHKETA

Erukerupane B crorBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHS08
Curnanna gyma (CLP) : OmnacHo
Chabpixka : Oxytocin monoacetate (salt)
Ipenynpexnenus 3a onacuoct (CLP) © H317 - Moske a npuyHHE alepruyHa KOXKHA PeaKiiis.

H334 - Moxe 1a npyYHHY alIepruyHd WM aCTMATHYHU CUMIITOMH WM 3aTPyAHEHHUS B AUIIAHETO
[IpH BAMIIBAHE.
H360D - Mosxe aa yBpeau mioja.
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - Ilpenu ynotpeda ce cHabmeTe ChC CICHUATHI HHCTPYKIIMH.
P202 - He u3non3Baiite mpeau [a cte MpoYesn U pa3dpain BCHIKHU MPEeIIa3Hi MEPKH 32
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Oxytocin

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Oe30macHoCT.
P261 - 36srBaiiTe BOUIIBaHE Ha paX/ITyNIeK/Ta3/IUM/U3IapeHNUsT/aepO30IIH.
P272 - Jla He ce u3Hacs 3aMbPCEHO PAOOTHO OOIEKIIO H3BBH PAOOTHOTO MIOMEIICHHE.
P280 - M3non3Baiite npeana3sHu ppKaBULIH/TIPEANA3HO 00IEKIO/IpeNa3Hy OUnIa/Ipena3Ha Macka
3a JIMIe/IpeAna3Hy CPEACTBA 3a 3alliTa Ha CIyXa.
P284 - Hocere cpeicTBa 3a 3alliMTa Ha IUXATEIHUTE TBTHUIIA.
P302+P352 - ITPY1 KOHTAKT C KOXATA: N3muiite 00MIHO ¢ BOAA.
P304+P340 - ITPU BJIUIIIBAHE: V3BeneTe JIULIETO HA YUCT BB3IYX U I'O MIOCTABETE B ITO3HIIHS,
yJIECHsIBAIIA AULIAHETO.
P308+P313 - [1PU siBHa nnu npeamnoiaraemMa ekcrno3uius: [1oTbpcere MeJUIMHCKI ChBET/TIOMOLL.
P321 - Cneunanu3upaso JieyeHue (BK. JOMBJIHUTEIHA HHCTPYKIMS 32 IbPBA IIOMOIL] HA TO3U
€THKET).
P333+P313 - [Ipu nosiBa Ha KOXKHO Jipa3HeHe Mk 0OpHB Ha Koxara: [loThpcere MeANIIMHCKH
CBBET/IIOMOIII.
P342+P311 - [Ipu cumnromu Ha 3atpyaneHo qumane: Obanere ce B LIEHTBP I10
TOKCHKOJIOT' VS unu Ha nekap.
P362+P364 - Casiere 3aMbpPCEHOTO OOJIEKIIO U IO M3MIepeTe MPEAN MOBTOPHA YIOTpeOa.
P405 - JTa ce chxpaHsiBa O KIIIOY.
P501 - CpabpkaHHETO/CHIBT J1a C€ U3XBBPIIM B MIYHKT 32 ChOMpaHEe Ha OIACHU WX CHICLUATHA
OTHabL, B ChOTBETCTBHUE C MECTHHUTE, PETHOHAIHH, HALIMOHAIHY W/HITH MEKyHAPOJHH
pasnopenou.

EtukeTrpaHe B ChOTBETCTBHE C: H3KIIIOUCHMS 3@ BBTPELIHN OIIAKOBKH, KOTaTo ChABPKAHUETO He mpeBumasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08
OmnacH# ChCTaBKU . Oxytocin monoacetate (salt)

2.3. Ipyr" OnacHOCTH

He cpappixa PBT/vPvB Bemecta > 0.1%, onenenu B cbotBercTBHe ¢ [Ipunoxenne XIII Ha Permamenr REACH

CMecra He ChIbpiKa BEIIeCTBO(a), BKIIIOYEHO(M) B CIIUCHKA, M3TOTBEH B ChOTBETCTBHE C wieH 59(1), maparpad 1 or REACH, 3a mpuTexaBaHEeTO Ha CBOWCTBA,
HapyIaBaiy (pyHKIUNTE HAa CHAOKPHHHATA CHCTEMA, WIIH 32 KOCTO/KOHTO HE € yCTaHOBEHO, Ye nMa(T) CBOMCTBA, HapyIuaBamy GyHKIUNATE Ha CHIOKPHHHATA
cUCTeMa, B ChOTBETCTBHUE ¢ KpuTepunte, onpenencuu B [lenerupan Pernament (EC) 2017/2100 na Komucusra nnu Pernament (EC) 2018/605 Ha Komucusra B
KOHIIEHTpaN¥s, paBHa WX H0-Bucoka ot 0,1 Ternosen %.

PA3JIEJI 3: ChcTraB/mHpopManus 3a CbCTABKUTE

3.1. BemecrBa

He e npunoxumo

3.2. Cmecn

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B CbOTBETCTBHE C
MPOAYKTa Permament (EO) Ne 1272/2008 [CLP]

Oxytocin monoacetate (salt) - 1-<5 Acute Tox. 3 (opanna), H301 (ATE=100

mg/kg TenecHo Terno)

Acute Tox. 3 (uaxananuonHa), H331
(ATE=0.5 mg/l/4h)

Resp. Sens. 1, H334

Skin Sens. 1, H317

Repr. 1B, H360D

3a menHus TekeT Ha H- 1 EUH-nipepynpeskaenusTa 3a onacHoOCT: BX. paszaen 16
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HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
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lepKu 3a NbPBa MOMOII]

IIppBa momont Ipy BAHUIIBAHE : Jla ce ocTaBM OCTpajays Ha YUCT BB3AyX. OcUrypeTe CBeX Bb3AyX Ha 3aCETHATOTO JHIIE.

IIspBa momomy Ipy KOHTAKT C KOXKATa : Jla ce oTcTpaHH MaKCHMAIHO 4pe3 H30bpCcBaHe (C YiCTa H MeKa IIoNuBaIia Kepma). Jla ce n3mue
OOMIIHO ¢ BOJA B KOATO € IPHOABEH JETePreHT.

IIspBa momomy IpH KOHTAKT € OUHTE : Msmnaksere ¢ BoJa, KaTo AbPIKHTE OUUTE MIMPOKO OTBOPEHU.

IIspBa momo Ipy MOrIbIaHe : Msmnakmere ycrata. CHenuanHo JeKapcko Habmogenne. Moxe ga 6b1e npenopbuano

TPOOBIKATEITHO MEIUITMHCKO HaGIIIOL[eHI/Ie.

Cumnromu/edextu . Bb3MoxHH ca 3aKbCHENH eheKTH.

CumnroMu/e(eKTd ciie/| BAMIIBaHe . Hepmocrarpbunu rannu.

CumnroMu/edeKTn ciell KOHTaKT ¢ KoXara . Hepmocrarpunu naHnu.

CumnroMu/eeKTH ciiesf KOHTAKT C OUHTe . Hepmocrarbunu raHnu.

CumnroMu/e(eKTd cie]| NorTbIIaHe : Cumnromure Morar Ja ObAar 3aMaiiBaHus, 1J1aBo0oOJIHe, rajieHe | 3aryda Ha KOOpAHHALHS.

TloTbpcere MeauuuHcKy chBet/momont. IIpu Bb3MOXKHOCT Jia C€ MOKAXe HACTOSIMSA JIUCT, a aKO HE € Ha Pa3IIoJI0KEHHE, /1a Ce MOKaKe ONaKOBKATa WIIH eTHKETa.
AxrtuBatop. ®PapMaleBTHICH MPOLYKT.

PA3JIEJI 5: IIpoTuBONOXKAPHU MEPKH

TToaxosum TI0KapOTracUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OI'bHSI.

OnacHocT OT noxap © Bwx nmaparpad 2.2.

I/IHCprKIII/II/I 3a raCCHE Ha IToXapu . )Ia C€ U3M0JI3BaT CPEACTBA, INOAXOAAIIHN 3a rAaCCHE Ha IT0X)Kapu B CBCEIACTBO.

Aepku nIpu aBapuiiHO U3IIyCKaHe

O6mu Mepku : Jla ce u30srBa npeKusi KOHTAKT ¢ MpoxykTa. He BaumBaiite
Ipax/ITymeK/ra3/ AuM/U3napeHus/aepo30iIH.

6.1.1. 3a mepcoHaJ1, KOTO He OTrOBaps 32 CIEUIHH CJIy4aH

ABapHﬁHH IJIAHOBC . I[a C€ HOCH MMOAXOAIIO NIPEANasHO 06JICK.TIO, PBKAaBUIU U 3aIIMTHUA CPEACTBA 38 OYUTE WJIN JULICTO.

6.1.2. 3a 1MuaTa, OTTOBOPHH 32 CHEIIHHU CIyYan

Hsawma mamuanaa JOMBJIHUTCTHA HHq)OpMaIIPISI

Hsima Hanu4Ha qONMBIHUTENHA HHDOPMAIHS

Metoau 3a HOYHCTBAHE © Yb6enere ce, 4e OTmaabLIKTE ca CHOPAHU U CE ChXPAHABAT Ha CUTYpHO MscTo. [Touncrere
crapaTenHo. Jla ce n3Mue HechbOMpaeMust OCTATBK C : Pa3TBOp OT HATPHUEB XUITOXJIOPUT.

Hsma HanuvHa 1OTBIHUTETHA HHOOPMALIUS
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Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

3IEJI 7: Pa6oTa u cbXpaHeHue

7.1. llpeana3Hu MepKH 32 Ge30macHa padora

JIOITBJIHUTEIHY ONIACHOCTH 110 BpeMe Ha 00paboTka : Ha norpeburens qa ce 00bpHE BHUMAHHE 32 PUCKOBETE, CBCHTYAIHO CBBP3aHHU C U3MOI3BAHETO Ha
[POJYKTa 3a APYTH LIEIH, PA3INYHU OT TE3H, 38 KOUTO € IPeJHA3HAYCH.

Ipenna3uu mMepku 3a 6e3omacHa padoTa : C marepwuana TpsiOBa 1a ce paboti BHUMaTeNHO. [la ce u30srBa nMpekust KOHTaKT ¢ npoaykra. C
Marepuana TpsioBa qa ce paboTH 1o 1adopaTopHa KaMHUHA, TOKOJIKOTO TOBA € BB3MOXHO.

XHUrueHHH MEPKU . Jla ce paboTH B CHOTBETCTBHE C M3UCKBAHMATA HA T0OpaTa IPOMHIIUICHA XMTHEHA U IPOLEIYPUTE 3a
6e30macHoOCT.

7.2. YcnoBus 3a 6e30macHO CbXpaHABaHE, BKIKNYUTEIHO HECbBMECTUMOCTH

TexXHUYeCKH MEPKH : /Jla ce ca3BaT NpHIOKUMUTE Pa3nopeadH.
VYcnoBus 3a chbXpaHsBaHe : /Jla ce chxpaHsBa IO KJIIOY.

7.3. Cneunduuna(u) kpaiina(u) ynorpeéa(i)

Bk maparpad 1.

3/1EJI 8: KoHTpOJI HA eKCIIO3ULMATA/TMYHU NPeINa3Hi CpecTBa

8.1. [lapameTpH Ha KOHTPOJX

8.1.1 HaumoHaTHH rPAHHYHH CTOHOCTH HAa MPOQeCHOHATHA eKCIIO3ULUS H OHOJIOTHYHN FPAHUYHHU CTOHHOCTH
Hsima Hanu4Ha JOMBIHUTEIHA HHPOPMALHS

8.1.2. [IpenopbYnTETHH NPOLEAYPH 32 HADII0IeHHE

Hsma Hanu4Ha ObIHUTETHA HHpOPMALHs

8.1.3. O6pa3yBaT ce 3aMBPCHTEIH HA BB3AyXa

Hsima Hanu4HA JOMBIHUTEIHA HHPOPMALHS

8.1.4. DNEL u PNEC

Hsima Hanu4yHa JOMBIHUTEIHA I/IH(l)OpMaLlI/Iﬂ

8.1.5. Perysupane upe3 o6xBatu (control banding)

Hsma HanuvHa DOMBJIHUTETHA HHPOPMALUS

8.2. KoHTpO.I HA eKCIIO3UIUATA

8.2.1. oaxoasi| TeXHUYECKH KOHTPOJI

Hoxxoasi TeXHUYECKH KOHTPOT:
Jla ce cpxpansBa B 100pe MpOBETPUBO MOMeIIeHre. [la ce u3mon3yBa eqMHCTBEHO B CMyKaTeHa kabiHa ¢ HHTerpupan Guirsp. Bucokoedexrrusen Gpuarsp 3a
vqactuud (HEPA ¢untep).

8.2.2. JIMYHHU NpeIna3Hu CPeACTBa
8.2.2.1. 3amuTa HA OUMTE U JIMIETO

3ammuTa Ha ouHTe:
Ipeanasuu ounna. DIN EN 166

8.2.2.2. TIpeana3BaHe Ha KoKaTa

3a1MTa HA KOKATA M TAJOTO:
Jla ce n3non3yBa XUMHYECKH ycTOi4IMBO 3amutHO obaekno. DIN EN 13034

3amuTa Ha pbleTe:
XuUMHUYECKH yCTOHUMBH npenazHu pbkasuiy. SO 374-1

8.2.2.3. 3amuTa HA AUXATEJTHUTE IbTHIIA

3ammuTa HAa UXaTETHHTE IIBTHLIA
OtaensiHe Ha npax: npotuBonpaxosa Macka ¢ Guntsp P3. DIN EN 140 & 149. Teuen npoaykt : AHTHaepo3oinHa Macka. Hocere puxarenen amapar, ako cTe
U3JI0KEHHU Ha Iapy/IpaxoBe/aepo30Ii
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Oxytocin

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

8.2.2.4. TepMUYHH ONACHOCTH

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.lI/Iﬂ

8.2.3. KoHTpo.I Ha eKCIO3MIUATA B OKOJHATA cpea

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

PA3J/IEJI 9. ®u3nyHu M XUMHYHHA CBOMCTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
LBsT : He e nanuuno
BroHIeH BuI : Ilpax.

Mupuc © He e npunoxumo.
I'panunna Ha Mupuca : He e nanuuno
Touka Ha ToneHe : He e nanuuno
Touka Ha 3aMpB3BaHe . He e nanuuno
Touka Ha KUIEHE/HHTEPBAII Ha KUIICHE : He e nanuuno
3amanuMocT : He e nanuuno
I'paHuIM Ha €KCIUIO3UBHOCT : He e npunoxxumo
JlonmHa rpaHMIIA HAa €KCITIO3UBHOCT : He e npunoxxumo
T'opHa rpaHuna Ha €KCIIO3UBHOCT © He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
TeMneparypa Ha camo3ananaBaHe : He e npunoxumo
Temneparypa Ha pasnagaHe : He e nanuuno
pH . He e manmuuno
pH pastBop : He e nanuuno
Bucko3urer, KuHeMaTHUCH : He e npunoxxumo
Pasteopumoct : He e nanuuno
Koedunuent Ha pasnpenenenue: n-okranoi/sona (Log  : He e HanuuHO
Kow)

Hansrane na mapute : He e nanuuno
Hansrane Ha mapute npu 50°C . He e Haimmano
IInpTHOCT : He e nanuuno
OTHOCHTENHA INTBTHOCT : He e nanuuno
OtHOcHTeNHa ITBTHOCT Ha mapute mnpu 20°C : He e npunoxumo
Pasmep Ha yacTunure : He e nanuuno

9.2.1. Uudopmanus BLB BPb3Ka ¢ KJIacoBeTe HA (PU3NYHA OIACHOCT

Hsawma mamuanaa JOMBJIHUTCTHA HHq)OpMaIIPISI

9.2.2. JIpyru XapaKTepUCTHKH 32 6€30IaCHOCT

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/DI

PA3IEJI 10: CTa0MIHOCT U PEaKTHBHOCT

CrabuiieH pu HOPMAJTHH YCIIOBHS.

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsima HanmuHa JONIBIHUTEIHA I/IH(l)OpMaIII/ISI

Hsima HanmuHa JOMIBIHUTEIHA I/IH(l)OpMaIII/ISI
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10.5. HecbBMeCcTHMH MaTEPUATIH

Hsma npu HopmanHa ynorpe6a. Buxre Paznen 7.

10.6. OnacHu NPOAYKTH HA pa3najgaHe

ITpu 3arpsiBaHe 40O TOYKATa Ha pasrpakIaHe OTAeNI OIACHHU H3MapEeHHS.

31EJI 11: Toxkcnkonoruysa nHgopmManus

11.1. Uudopmanus 3a KIacoBeTe HA ONACHOCT, onpeaejeHd B Permament (EO) Ne 1272/2008

Octpa TOKCHYHOCT (OpaHa)

OcTpa TOKCUYHOCT (IepMajIHa)

OcTpa TOKCHYHOCT (BJIHILIBAHE)

He ce knacu¢uuupa (Bb3 0cHOBa Ha HATMYHHUTE JAHHH HE Ca H3IBIHCHH KPUTEPHHUTE 3
KIacupHIHEpaHe)
He ce knacu¢ummpa (Bp3 ocHOBa Ha HATMYHHUTE JAHHH HE Ca H3MBIHCHH KPHTEPUHUTE 32
KIacupHIHEpaHe)
He ce knacu¢uuupa (Bb3 ocHOBa Ha HATMYHHUTE JAHHH HE Ca H3MBIHEHH KPUTEPHHUTE 3
KIacupHIEpaHe)

Oxytocin monoacetate (salt)

LD50 opanHo mibx

50 — 300 mg/kg

Kopo3uBHOCT/Apa3HeHe Ha KoxKaTa

Cepno3HO yBpek/jaHe Ha OUMTe/IpasHeHe Ha OYnTe
CeHcnbuIM3anys Ha JUXaTeIHUTE TBTUIIA WITH KOXKaTa
MyTareHHOCT Ha 3apOJUIIHATE KICTKH
Kanneporennoct

TOKCHYHOCT 3a PENPOAYKIHUATA

CTOO (cneundpuyHa TOKCHIHOCT 33 ONPEICICHI
OpraHu) — eIHOKPATHA EKCIO3UIIUS

CTOO (cnenuduuHa TOKCHYHOCT 32 ONPEIeIICHN

Opl"aHI/I) — [OBTapsIa C€ EKCIIO3ULU

OnacHOCT MpH BAWIIBaHE

11.2. Mudopmaiysi 32 APYTU ONACHOCTH

Hsma HannvHa DOMBJIHUTETHA HHPOPMALUS

He ce knacu¢ummpa (Bb3 ocHOBa Ha HATMYHHUTE JAHHH HE Ca H3MBIHCHH KPUTEPHUTE 32
KIacupHIHEpaHe)

He ce ximacuduuupa (B3 ocHOBa Ha HAJIMYHUTE JAHHU HE Ca M3IIBIHEHN KPUTEPUHTE 32
KJIacHpUIEpaHe)

Mosxe ja IPUYMHM aJIEPTUYHY HIIM aCTMATUYHU CUMITOMH WJIM 3aTPY/HEHHUS B JUIIAHETO IIPU
BauIBaHe. Moje 1a IPHYNHY aJIepTIYHa KOXKHA PEaKIIHs.

He ce xnacu¢umupa (Bb3 ocHOBa Ha HAIMYHHUTE JAaHHU HE Ca H3ITBIHEHH KPHUTEPUUTE 3a
KIacuHIIpaHe)

He ce xnacuduuupa (B3 0CHOBa Ha HATMYHUTE JAHHU HE Ca M3IIBIHECHA KPUTCPUHTE 32
KIacuduIupane)

Moxxe na yBpeau mioza. (Bb3 ocHOBa Ha HAJTMYHUTE JTAaHHU HE Ca U3ITBJIHEHU KPUTEPHUTE 32
KIacudumpane)

He ce ximacudunupa (B3 ocHOBa Ha HAJIMYHUTE JAHHY HE Ca W3IIBIHCHN KPUTEPUHTE 32
KJIacHHIIpaHe)

He ce xmacudunupa (Bp3 ocHOBa Ha HATMYHUTE JaHHU HE ca U3IIBIHCHU KPUTEPHUTE 32
KIacuduIpane)

He ce xnacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHH HE Ca W3IIBIHCHH KPUTEPUUTE 32
KIacuduIupane)

3AEJI 12: ExonoruyHa undgopmanus

12.1. TokcnunoCT

Exonorus - 06110
OnacHo 3a BOJHATa cpefia, KpaTkocpodHa (ocTpa)

Onacuu oTHanbi. Jla ce U3Mon3yBaT MOAXOAIM KOHTCHHEPH 3a OTIAaJHUTE MPOIYKTH.
He ce knacudunmpa (B3 ocHOBa Ha HATMYHKUTE AAHHU HE €A M3ITBJIHEHH KPUTCPUUTE 3a

KIacuduIrpane)

OnacHo 3a BOAHATa cpela, IbIAroCpoYHa (XpOHUYHA) He ce knacudunupa (B3 ocHOBa Ha HATMYHKUTE JaHHU HE CA M3ITBJIHEHU KPUTEPUUTE 32
KJIacuduIupane)

12.2. YcTOWYHBOCT H pa3rpauMocT

Hsima Hanu4Ha JOMbIHUTEIHA HHPOPMALHS

12.3. Buoakymy/Mpania cnocooHocT

Hsima Hanu4Ha JOIbIHUTEIHA HH(POPMALHUS
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Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

PA3IEJI 13: O0e3BpeskiaHe HA OTHAAbLUTE

MecTHO 3aKOHOJATEICTBO (omam;un) . I{a C€ U3XBBPJIU 11O 0e301aceH HaYMH B ChOTBETCTBUE C MECTHHUTE / HALMOHAIHHI pa3nopen6n.

PA3EJI 14: UudopManusi 0THOCHO TPAHCIIOPTHPAHETO

B crotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niu uaeHTHGUKALUOHEH HOMeP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HanMeHOBaHHe HA MpaTKaTa nmo cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha OMAaCHOCT MPH TPAHCIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 3a OKOJTHATA cpefia

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

Hsma nonbiHuTENHA HANMMYHA UHHOPMAIHS

CyxombTeH TPaHCIOPT
He e npunoxumo

Tpancnopt no mope
He e npunoxumo

Bb3gymien Tpancnopt
He e npunoxxumo

He e npunoxxumo
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Oxytocin

Nudopmanronen muct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 15: Uadopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. CnenuduyHu 32 BeNIECTBOTO UJIH CMECTAa HOPMATHBHA ypea6a/3aKOHOIATEICTBO OTHOCHO (€30MaCHOCTTA, 3IPABETO H OKOJHATA
cpeaa

15.1.1. Pernamentu Ha EC

REACH Ilpuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He cpabppixa Bemecto(a), BritoueHo(n) B [Ipunoxenne XVII Ha REACH (YcnoBus 3a orpaHuuaBaHe)

REACH, Ilpuioxenne XIV (Cniucbk Ha BelllecTBAaTa 3a pa3pemiaBaHe)

He cpappaxa BemecTtso(a), BxiarodeHo(n) B IIpunoxenne X1V na REACH (Crnnchk Ha BeliecTBaTa 3a pa3peliaBaHe)
REACH Cnucbk ¢ kanauaart-seectsa (SVHC)

He cpappixa BemecTBo(a), BitodeHo(n) B ciucbka Ha REACH ¢ kxannunar-Beniectsa

Pernament PIC (EC 649/2012, IIpeaBapuTe1H0 000CHOBAHO ChIJIacHe)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YceToluuBY OPraHuYHU 3aMbPCUTEIH)
Henpunoxumo.
PeriiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat o30HoBus cJoii (EC 1005/2009)

He cpappixa BemecTBo(a), BKIIOUEHO(H) B CIIHUCHKA C BEIECTBA, KOUTO HapymasaT 030HOBHs cinoi (Permament EO 1005/2009 oTHOCHO BemiecTBa, KOUTO
HapyuIaBaT 030HOBHS CJIOH)

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHM BemecTsa (EC 2019/1148)

He cpappika BewecTso(a), BKIIOYEHO(H) B CIUCHKA ¢ IpeKypcopy Ha B3puBHH BemecTsa (Perimament EC 2019/1148 3a npeanaraneto Ha nasapa ¥ ynorpedara Ha
HIPEKYPCOPU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NPeKypPCOPUTE HA HAPKOTUYHHU BewecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B criuchbka ¢ [Ipekypcopu Ha HapkoTnuHuTe BemecTsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO U ITyCKaHETO
Ha Ta3apa Ha OIIpeJIe]IeHH BEIeCTBa, H3MI0I3BAaHHU 32 He3aKOHHO IIPOU3BOCTBO HAa HAPKOTUYHH MU ICHXOTPOIIHH BEIIECTBA)

15.1.2. Hannonauu pasnopenou

Hsima Hanu4yHa ONBIHUTEIIHA I/IH(I)OpMaLII/Iﬂ

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BElecTBO HJIH CMeC

Hsima Hanu4yHa JOMBIHUTEIHA I/IH(l)OpMaLlI/IH

PA3JIEJI 16: Ipyra undopmanus

II'bnen Texer na H- 1 EUH-npenynpeskieHusiTa 3a oacHoCT:
Acute Tox. 3 Ocrtpa TokcuuHOCT (MHXaI.), Kateropus 3
(MHXaTaIMOHHA)

Acute Tox. 3 (opainHa) Octpa TokcuuHocT (opanHa), Kateropus 3
H301 TokcuueH npy NOrTbLIAHE.

H317 Moske 1a IPHYINHM alepruyHa KOXKHA PEaKIHs.
H331 TokcHUeH NpH BAUILIBAHE.

H334 Mooxe fa IPUYHHY AICPIUYHH HJIM ACTMATHYHN CUMITOMH HJIM 3aTPYAHCHNUS B AUIIAHCTO [IPH BIUIIIBAHE.
H360D Moske na yBpeau miona.

Repr. 1B TokcuuHocT 3a penpoaykuusata, Kareropus 1B
Resp. Sens. 1 Pecnipatopna cencubmnmzanust, Kateropus 1
Skin Sens. 1 Kosxna cencubnimzanus, Kareropus 1

31/01/2023 ([lata na u3naBane) BG (6warapeku) 8/9



Oxytocin

Nudopmanronen muct 3a 6€30macHOCT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Kaacuduuupane u npoueaypa, U3no/I3BaHa 3a NOJIyYaBaHe HA KJIacH(PUKALNUATA 32 cMecH cbriiacHo Persament (EO) Ne 1272/2008
[CLP]:

Resp. Sens. 1 H334 N3uncnurenen mero

Skin Sens. 1 H317 HW3uncnureneH MeTox

Repr. 1B H360D M34nciuTeNeH MeTo

Wndopmarmonen auct 3a 6e3onacHoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT Uudpopmarnusta, chrbpikaiia ce B To3u MHOpMaIMOHEeH JUCT 3a 0€30MaCHOCT, € MOIyYeHa OT U3TOUHHIH, KOUTO CMsITaMe 3a

HaOCKIHHA. BLHpCI\'I/I TOBA, lﬂI(bOpMﬂHHf{Ta Ce NpeaocTaBs 0e3 HUKaKBa rapaHuys, U3puiHa Ui HO,ELp(l'S6HpaIJlH C€, OTHOCHO HelHaTa KOPEKTHOCT
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