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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HauMmeHoBaHMe Ha BEIIECTBOTO : Carboprost trometamol for assay
XHUMUYECKO HAaMMEHOBAHUE : Carboprost trometamol

CAS Ne 1 58551-69-2

Kon na npoxykra 1202500146

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMaiiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT

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. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

ToxcuunocT 3a penpoxykuusaTa, Kareropus 1A H360D
3a meanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pa3jen 16

Heﬁnaronpnﬂn—m (l)l)l3l/lKOXPlM]/l‘lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTu 34 3PaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
Mosxe na yBpeau miona.
2.2. EneMeHTH HA €THKETA

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

GHSO08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H360D - Moxe na yBpenu mwiona.
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynorpebda ce cHabAeTe ChC CHEUUATHN HHCTPYKIIUH.

P202 - He u3non3BaiiTe mpeu Aa CTE MPOYENN U pa3dpalii BCHUKH IPEAa3Hu MEPKH 3a
Oe3omacHoCT.
P280 - M3nomn3Baiite npeana3Hu phKaBHUIH/IPENa3HO 00IEKI0/Ipeana3HH OUmIa/Ipe/a3Ha Macka
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Carboprost trometamol for assay

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

3a JTHIe/TIPe/INa3HU CPEeICTBA 3a 3alUTa Ha CITyXa.
P308+P313 - [1PU siBHa niu nipezmonaraemMa ekcro3uiusi: [loTbpcere MEAUIIMHCKH ChBET/ITOMOIIL.
P405 - [Ta ce chxpaHsiBa 1moJ KJIto4.
P501 - CpapprkaHneTo/ChIbT Aa Ce U3XBBPIIH B MMYHKT 33 CHOMPaHe HA OMACHH WU CIICHUATHI
OTIaAbLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAITHH, HALIMOHATHH H/WIH MEKIyHAPOJHI
pasnopenou.

ETukerupane B choTBeTCTBUE C: V3KIIIOYEHHS 32 BBTPELIHU ONAKOBKHU, KOTaTO ChIbPXKAHUETO He npeBuiasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. Ipyru onacHOCTH

Jlpyra napopmarms : AKTHBHO BeIIECTBO (BbB (hapMaLeBTHYHN HPOJYKTH).
BHuMmanme - BeliecTBO, KOETO BCE OIIE HE € U3ITUTAHO HaIIbJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HMnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTAa Pernament (EO) Ne 1272/2008 [CLP]
Carboprost trometamol CAS Ne: 58551-69-2 <100 Repr. 1A, H360D

3a meinnus Teker Ha H- 1 EUH-nipenynpexaeHusta 3a onacHoOCT: BX. pazjen 16

PA3JIEJI 4: Mepku 3a mMbpBa MOMOIIL

4.1. OnucaHue Ha MepKHUTe 32 IbPBa MOMOLI

H’BpBa moMo1f - 061].[1/1 MEpPKHU . B®B Bcnukn CJIy4au Ha CbMHCHHE, HWJIK aKO CUMIITOMHUTE IIPOABIDKABAT, IOTHPCETE MEJUIIMHCKA
TTOMOIII.
H'BpBa TioMounl 1pyu BAUIIBAHE . HM3Benere nuiiero Ha 9UCT BB3AYX U I'0 [IOCTABETE B IO3ULINA, YJIICCHABAIIA AUITAHETO. lIa C€ oCTaBH

NOCTpaJialiys 1a CU oduHe. B cirydaii Ha npuiomasane: IToTbpceTe MEIUIIMHCKY CHBET/IIOMOLL.

ITepBa noMoNI IPH KOHTAKT € KOXKaTa : Jla ce cBanmy 3aMBPCEHOTO OOJIEKIIO U U3IIOKEHUAT YIaCTBhK OT KOXKAaTa J1a Ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOTUIA BOAA.

ITepBa oMo IPH KOHTAKT C OYHTE : M3miaksere ¢ BoJa, KaTo AbPXKUTE OYUTE MIMPOKO OTBOPeHH. [loThpceTe MeUIMHCKa IOMOLL, aK0
0oJkaTa, MUTaHETO MU 3a4ePBSBAHETO IIPOJBIDKAT.

ITspBa HOMOLI IPH MOTJTBIAHE : Msnnaksere ycrara ¢ Bozia (caMo aKo IIOCTpaJalusaT € B Ch3HaHKe). Hukora He aBaiite HUIIO TIpe3
ycTaTa Ha 4oBekK B Oe3ch3HaHne. He3abaBHO MOTBpceTe MEANIIMHCKH CHBET/TIOMOIL.

4.2. Hali-chblecTBeH! OCTPM M HACTBIIBALIHU CJIe/I U3BECTECH NEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

Hsima Hanmana JOIIBJIHUTCITHA I/[H(I)OPM&LIPI}I

4.3. Yka3anue 3a He00X0AHMOCTTA OT BCIKAKBHM HEOT/I0KHH MEAMIUHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsma Hanu4Ha IOMBIHUTENTHA HHOPMALUST

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoKap

IMoaXo/sIIH T0XKAPOTACUTEIIHI CPEICTBA : Jla ce u3mon3Bat cpeacTBa, MOAXOMAIIM 3a FACCHE HA MOXKapH B ChCEACTBO. BhriepoaeH arokcus.
Bonen crpeit. Cyx npax. Ozesio 3a 3aracsiHe Ha OT'bHSI.
Hernoaxos1uy mo)aporacuTelIH| CPeICTBa : Jla He ce n3moN3Ba CHIIHA BOJHA CTPYSL.
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Carboprost trometamol for assay

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

OnacHu NPOAYKTH Ha pasnaJgaHe B cnyqaﬁ Ha 1moxxap . Hemwanoto TOpeHe OCBOGO)KI[aBa OmaceH BBIVIEPOJACH OKHUC, BBITIEPOJACH ABYOKHUC U APYTd TOKCUYHH
TazoBe. Bb3MOXKHO € OTJeNIHETO Ha TOKCHUHHU H3MIapCHUs.

MHcTpyKuunu 3a raceHe Ha HOXXapH : Jla He ce momycka U3moj3BaHaTa B 6opbara ¢ moxkapa BojJa Jia 3aMbpPCH OKOJIHATa Cpefa.
3aiyta Ipy raceHe Ha moxap : Jla He ce mpeanprema Hameca 0e3 MOAXOSIIO 3ALMTHO 000pyABaHe. ABTOHOMEH H H30JIHMPALL]
arapar 3a AuxaresHa 3aunmTa. [IeiHa 3amura Ha TI0TO.

PA3EJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

OGH.IH MEpPKH : I{a ce n30srBa KOHTAKT C KoOXaTa, O4UTE U APEXUTE.

3a nepcoHasl, KOWTO He 0TroBaps 3a CHEUIHH CJIy4Yan

ABapuiiHu Mm1aHOBE : Jla ce OTCTpaHu HEHYKHUS NIEPCOHA.

3a JMIATA, OTTOBOPHHU 32 CHELIHHU CJIy4Yau

3aImuTHY cpesicTBa : Jla He ce npenpremMa HaMmeca 6e3 IOAXO/ISIIO 3aIUTHO 060pyABaHe. 3a noBede HHMOpMALKs,
BIoKTe pasznen §: "KOHTpol Ha ekcro3uusITa/ IMYHU MpeJa3Hu cpeacTna’.

)Ia ce n3bsraa H3IIyCKaHE B OKOJIHaTa cpeaa. HpelIOTBpaTCT € HaBJIN3aHETO B KAHAJIU3AIMSTA M B OOIIECTBEHUTE BOJIHU.

3a 3agbpprkaHe : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B IIOJXOIAI KOHTEHHEp 3a 00e3BpeK1aHe Ha OTIIAaIbIIH.
Mertoau 3a mouncTBaHe : Ilouncrere 3aMBpCEHNTE NOBBPXHOCTH OOMITHO ¢ BoJa. IlouncTBane ¢ MOMINTA Ha JIETEPTEHT.

Bmxre Paznen 13 otHOcHO nHbOpMarus 3a 06e3BpekIaHe Ha OTIALBIHTE.

JIOITBJIHUTEIIHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce u3naraT OPEMEHHHTE KEHHU MM KbPMadKHTE.

Tpenmasuu Mepku 3a 6e3omacHa pabora . Jla ce n30srBa BCSKaKBa M3NUIIHA eKCO3uLus. [la ce ocurypu 100po mpoBeTpsiBaHe HA pabOTHOTO
MSICTO.

XHUrueHHH MEPKU : Jla He ce siae, MUe WIK MyIIH IpH ynoTpeda Ha npoAykra. Jla He ce u3Hacs 3aMbPCEHO PabOTHO

00JIEKIIO U3BBH pa60THOT0 IIOMCHICHHC. I[a C€ UBMUAT PBUECTC NPECAU NOYUBKUTE U CICT
TIPUKITIOYBAaHC HA pa60TaTa.

Vcnosus 3a CbXpaHsABaHE : I{a C€ CbXpaHsABa HA I[OGPC TIPOBETPUBO MSACTO. CpabT 1a ce ChbXpaHsABa INIBTHO 3aTBOPECH. I[a ce
T1a3u OT TOIUIMHA U MpPsKa CJIbHYEBA CBETINHA.
OnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTBﬁHepH.

Hsima HanmuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

PA3JIEJI 8: KoHTpo. Ha eKCIO3UIMATA/INYHH NPeANa3Hu CPeACcTBA

Hsima HanmuHa JOMIBIIHUTEIHA I/IH(I)OpMaI.IHﬂ
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Carboprost trometamol for assay

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2. KoHTpo. Ha eKCIO3HIMATA

MMoaxoasig HHKEHEPEeH KOHTPOJI

TMoaxoasiiy MHKeHepPeH KOHTPOJI:

Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKAaTeJIHA BEHTUIIAIMS, TaKa U BEHTUJIALKS Ha 00II0TO
nomemenue. C Marepraia TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOJIKOTO TOBA € BE3MOXKHO.

JInuHu npeamnasHu cpeacrsa

3amuTa HA OYUTE U JHIETO

3ammTa Ha ouMTE:

Ja ce HocsT npeanasznu ounna. [Ipeanasuu ounna cbe crpannyHa 3amuTa. (EN 166)

3ammTa Ha Ko)KaTa

3amMTa HA KOKATA M TAJI0TO:

Jla ce HocH TOAXOAAIIO Tpena3Ho 06nekio. JlaboparopHa ynorpeba : JlabopatopHa npecriika. (EN 13034)

3amura Ha phLeTe:

Jla ce HOCST MOAXOISIY PHKABULY. XUMUYECKH YCTONUNBY npena3nu pbkasuny. (EN 374)

3ammTa HA UXATEJTHUTE MHTHIIA

3ammTa HA qUXATEJIHUTE MHTHIA:

B ciyuait Ha o6pa3yBaHe Ha IIpax jia ce W3I10JI3Ba arnapar 3a Aumane ¢ puiarsp: P3

PA3IEJI 9: ®u3nyHu 1 XMMMYHHM CBOMCTBA

9.1. Uudopmansi OTHOCHO OCHOBHHUTE (PM3HMYHHM U XUMHUYHHU CBOIHCTBA

ATrperatHo cbCTOSHUE

IBsT

BrbHiieH Bug

MornekyiHa Maca

Mupuc

I'panunara Ha Mupuca

Touka Ha ToneHe

Touka Ha 3aMpb3BaHe

Touka Ha KUTIEHE

3ananuMocT

JloyiHa rpaHHIa Ha €KCIIO3UBHOCT
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT
ITnamua remneparypa
Temmeparypa Ha camo3amajJBaHe
Temmeparypa Ha pa3iaraHe

pH

pH pastsop

Bucko3uter, KHHEMaTHICH
PaztBOpuMOcCT

KoedummenT Ha pasnpenenenne: n-okranoi/soaa (Log
Kow)

Hansrane Ha napure

Hansraune Ha napute npu 50°C
IIrpTHOCT

OTHOCHTENHA INTBTHOCT
OTHOCHUTENHA IUIBTHOCT Ha mapute npu 20°C
Pa3mep Ha wactuiure

9.2. JIpyra unpopmanus

Hsima Hanmana JOIIBJIHUTCITHA HH(I]OpMaI_II/ISI

TBBpIO BelIeCTBO
Osu1. IOYTH OSLIT.
Ipax.

489.7 g/mol

He e nanmmuno

He e nanmmuno

He e nanmuno

He e nanmuno

He e nanmmuno

He e nanmuno

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e nanmmuno

He e nanmuno

He e nanmuno

He e npunoxumo
Bopa: 33.3 - 100 g/l
He e nannuno

He e nanmmuno
He e naymmuno
He e naimmuno
He e naimmuno
He e npunoxumo
He e naymuno
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Carboprost trometamol for assay

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

10: CTaOMJIHOCT M PEAKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

JI 11: TokcukoJornyHa mHpopmManus

OcTpa TOKCHYHOCT (OpaiHa) : He ce xnacudunupa (Jlunceat nanHam)
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudunupa (Jluncat nanxm)
OcTpa TOKCUYHOCT (BIMIIBAHE) . He ce xnacuduuupa (JIuncsat 1aHHm)

Carboprost trometamol (58551-69-2)

LD50 opanHo mrex > 2000 mg/kg

KoposusHoct/npasHene Ha Koxara : He ce xnacudunupa (Jluncsat nanxm)

Cepro3HO yBpesK/jaHe Ha OUKTe/IpasHEeHe Ha OUnuTe . He ce ximacuduuupa (Jluncsat 1aHam)

CeHcubunM3anys Ha JUXaTelHUTE MbTUINA K koxata  : He ce kimacuduuupa (JIuncear nanam)

MyTareHHOCT Ha 3apOJIUIITHATE KIECTKA : He ce xmacudummpa (Bp3 ocHOBa Ha HANTMYHNUTE JJAHHH, HE Ca M3ITBIIHEHH KPUTEPHHUTE 32
KIacu(pHIIpaHe)

Kanneporennoct : He ce xnacudunupa (Jluncsat nanxm)

TOKCHYHOCT 3a PENPOAYKIHMATA : Moxe na yBpeau miona.

CTOO (crneuuduyHa TOKCHYHOCT 32 ONPEICICHU : He ce knacu¢umpa (Jlunceat nanxm)

OpraHu) — €JHOKPATHA EKCTIO3HIIUS

CTOO (cnenn@uyHa TOKCHYHOCT 32 OIPEIEICHA : He ce xnacudunupa (Jlunceat nanam)

OpraH) — IOBTapsIIIa Ce eKCIO3UIIHs

OmacHOCT I BAUIIBAaHE : He ce xnacu¢urmpa (Bs3 ocHOBa Ha HaTMYHHUTE JaHHH, HE Ca H3ITBIHEHN KPHTEPUHTE 3a
KIacupHIIpaHe)

Hsima Hanu4Ha qOonbIHUTENHA HHOOpMALHS

OrMYIHa HH(I)OpMaIIHSl

OmacHo 3a BogHaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xnacudunupa (Jluncat nanHmn)
OmacHo 3a BogHAaTa cpefia, JbITOCPOUYHA (XPOHUYHA) . He ce xnacuduuupa (JIuncsat 1aHam)
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Carboprost trometamol for assay

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Carboprost trometamol (58551-69-2)

YcToiuMBOCT U pa3rpaiuMocT | He ce pa3rpaxna 6sp30

Hsima Hanu4Ha TOnbIHUTENHA HHDOpMALHS

Hsma HanmuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa ZOTBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

PA3JIEJI 13: O6e3Bpe:xaaHe HA OTHATbIHUTE

Hsima HanmuHa JOMIBIIHUTETHA I/IH(l)OpMaI.IHFI

PA3EJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBetcTBe ¢ ADR / IMDG / IATA
ADR IMDG TATA

14.1. Homep no cniucbka Ha OOH niau uaeHTHGUKATHOHEH HOMEP

He e npunoxxumo He e npunoxumo He e npunoxumo

14.2. TouHo HauMeHOBaHHE Ha IpaTKaTa no cnucbka Ha OOH

He e mpunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. Onakopb4Ha rpyna

He e npunoxxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpela

He e npunoxumo He e npunoxxumo He e npunoxumo

Hsma nompianuTenHa HATMYIHA HHPOPMAIIHS

CyXonmbTeH TPAHCIIOPT
He e npunoxumo

TpancnopTt o Mope
He e npunoxumo
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Carboprost trometamol for assay

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

Bb3aymen Tpancnopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHAapOIHATa MOPCKA OPraHu3aIust

He e npunoxxumo

31EJI 15: Uadopmanys OTHOCHO HOPMATHBHATA ypenda

15.1. CienppvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0OH0IATEICTBO OTHOCHO 6€301MaCHOCTTA, 3APABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenune XVII nva REACH

REACH, IIpunoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnuchk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypupa B cnucska Ha REACH ¢ xanannar-BemecTsa

PersiaMeHT OTHOCHO BelllecTBa, KOMTO Hapymasat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLeCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)

PersiameHT 32 M31esMsiTa ¢ ABOIiHA ynoTpeda (428/2009)

He ¢urypupa 8 PETJTAMEHT (EO) Ne 428/2009 HA CBbBETA or 5 mait 2009 roauna 3a BpBexxAaHe peskuM Ha OOIIHOCTTA 3a KOHTPOJI Ha M3HOCA, TpaHchepa,
OpoKkepcKkaTa ISHHOCT U TpaH3HTa Ha U3/ICNIUS U TEXHOJIOTHH C JBOHA yrnoTpeda.

Per;iameHT 0THOCHO mpeKypcopuTe Ha B3puBHH BemecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIUCHKA € MIPeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKOoTH4YHHM BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIOYEHO(H) B criuckka ¢ [Ipekypcopu Ha HapkoTiyHuTe BenecTa (Perimament EO 273/2004 0THOCHO IPOM3BOJICTBOTO M ITYyCKAHETO
Ha Ia3apa Ha OIpeJICJICHN BEUIECTBa, N30JI3BaHH 32 HE3aKOHHO IIPOU3BOCTBO HAa HAPKOTUYHH MIIH ICUXOTPOIIHH BEILIECTBA)

15.2. Onenka Ha 0€30MACHOCT HA XUMUYHOTO BEIIECTBO MJIH CMeC

Hsma HannyHa nombIHUTENTHA HHOPMALIUS

3AEJI 16: Ipyra nangopmanus

Ibaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0OacHOCT:

H360D Moxxe J1a yBpeau Ioja.

Repr. 1A TokcuuHoCT 3a penpoaykuusaTa, Kareropus 1A

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HudopmarnusTa, Chabpkaiia ce B To3u MH(OOpMaIMOHEH JIMCT 3a 0€30IaCHOCT, € MOJy4eHa OT W3TOYHHIIN, KOUTO CMSITaMe 3a
HaJICKAHU. BbIipeku ToBa, HHGOpMAIHATA Ce PEI0CTaBsi 0e3 HUKAKBa TapaHLs, H3pHYHA WM T10Ipa30upalia ce, OTHOCHO HeliHaTa KOPEKTHOCT. Y CIIOBUSITA HIIH
METOIUTE 3a paboTa, ChbXpaHeHue, yrnorpeda mim 00e3BpekaaHe Ha POAYKTa Ca M3BBH HAIMs KOHTPOJ M MOXKE JIa Ca U3BBH HalllaTa KOMIIETEHTHOCT. [Topanu
Ta3u U JPYTH NPUYUHY, HUE HE T0OEMaMe OTTOBOPHOCT M U3PUYHO C€ OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOw, LIETH WU PAa3X0/I1, IPOU3THYAIIN OT WK CBBP3aHU
0 HAKAKbB HAUMH C paboTaTa, ChXpaHEHHETO, yIoTpedaTa uin 00e3BpexkIaHeTo Ha poaykTa. To3u MHpopManoHeH JIUCT 3a 6€30MacHOCT € U3TOTBEH U TPsiOBa
Jla ce U3I0JI3Ba CaMo 3a TO3H MPOIYKT. AKO IMPOIYKTHT C€ M3IOJI3Ba KATO ChCTABKA HA IPYTH NPOJAYKTH, HATMYHATa HH(OPMAIHs O MOTJIa Jia Ce OKaxe
HenpwiokuMa. Ta3u nHpOpMaIKs ce OCHOBABa HAa HALIMTE TEKYIM MO3HAHUS U € TIPEJHA3HaYCHA JIa 1a/Ie ONMCAaHUe Ha POJYKTa CaMo 3a LEIUTE Ha
37IpaBeorna3BaHeTo, 0€30MAaCHOCTTA U OKOJIHATA cpea. [lopaau ToBa, T He TpsiOBa J1a ce ThIKYBa KaTo rapaHIIMs 3a CBOMCTBATA HA MPOJYKTA.
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