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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa : Cmec
HanmeHoBaHue Ha MpOyKTa : Ciprofibrate for system suitability B
Kon na npoxykra 1202300495

1.2. UneHTHUIMPAHH BU/I0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeoa : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATIN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BEIECTBOTO/CMECTa : Camo 3a npodecroHanHa ynorpeda
OyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KOUTo He ce NPenopbLYBAT

OrpannueHns 3a ynorpeda . Jla ne ce uznonssa : [lornmemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHUS JIHCT 32 6€30NaCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO WJIH CMeCTa

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

Kanueporennocr, Kareropus 1A H350
3a meinnus Teker Ha H- 1 EUH-nipenynpexaeHusTa 3a onacHoCT: BX. pazjen 16

HeﬁHaFOﬂpHﬂTHlfl (l)l/lfﬂlKOXPlMM‘lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTH“ e(l]eKTl/l 3a 3APpaBE€TO HA YOBE€KA U OKOJIHATa cpeaa
OnpegenﬂHe Ype3 CKCIICPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTCJICTBA.
2.2. EnemMeHnTH HAa €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHS08
Curnanna gyma (CLP) : OmacHo
Coappxa : Ciprofibrate; 2-(4-ethenylphenoxy)-2-methylpropanoic acid; 2-[4-(2,2-
Dichlorocyclopropyl)phenoxy]-2-methyl-1-propanol
Ipenynpexnenus 3a onacHoct (CLP) : H350 - Moske 1a npu4YrHH paK.
Ipenopbku 3a 6e3omacHoct (CLP) : P201 - Ipenu ynotpebda ce cHabAeTe ChC CHEUATHN HHCTPYKIIUH.

P202 - He uznon3BaiiTe mpeu Aa CT€ MPOYENIH U pa30palii BCHUKH IPEAa3Hu MEPKH 3a
6e30macHOCT.

P280 - M3non3Baiite npeanasHyu pbKaBUIH/IPENa3HO 00IEKIIO/IpeAna3Hy O4mIa/Ipe/a3Ha Macka
3a JIMIE/TIpema3H CPEJICTBA 32 3alIUTa Ha CIIyXa.

P308+P313 - [1PU siBHa iy npeamnonaraeMa ekcro3unus: IloTbpceTe MEUIIMHCKH CHBET/TIOMOLI.
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WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

P405 - Jla ce cbxpaHsiBa 1o KIroy.
P501 - CpappxkaHHETO/CHIBT /1A CE M3XBBPIIH B IYHKT 33 ChOMPaHe HA OMACHU WU CIICIHATHI
OTHajbliH, B ChOTBETCTBHE C MECTHHTE, PETHOHAIIHY, HALIMOHAIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETukernpane B CbOTBETCTBUE C: M3KIIOYEHHS 32 BBTPELIHHU ONAKOBKHU, KOTaTO ChAbPKAHUETO He mpeBumasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHSO08
OmnacH# ChCTaBKU : Ciprofibrate; 2-(4-ethenylphenoxy)-2-methylpropanoic acid; 2-[4-(2,2-
Dichlorocyclopropyl)phenoxy]-2-methyl-1-propanol

2.3. [Ipyru onacHoOCTH

He cvappxa PBT/vPVB Bemectra > 0.1%, onenenn B crotBerctBue ¢ [Ipunoxenue XIII na Permamenr REACH

CMecTa He ChAbpIKa BellecTBO(a), BKIIIOYCHO(H) B CIIUCHKA, H3TOTBEH B choTBeTCTBHE ¢ wieH 59(1), maparpad 1 or REACH, 3a mpurtexaBaHeTo Ha CBOICTBA,
HapyIIaBamy (pyHKIHNTE Ha CHAOKPHHHATA CUCTEMA, MITH 32 KOCTO/KOUTO HE € YCTaHOBEHO, Ye MMa(T) CBOWCTBA, HapylIaBaly QYHKIMHUTE Ha €HIOKPUHHATA
CHCTEMa, B CbOTBETCTBHE ¢ KpuTepuute, onpeneneHu B lenerupan Pernament (EC) 2017/2100 na Komucusita nnu Pernament (EC) 2018/605 na Komucusita B
KOHIIEHTpalHsl, paBHa WU 1o-BUcoka ot 0,1 TernoseH %.

PA3/IEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

He e npunoxumo

3.2. Cmecn

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

Ciprofibrate - >95- <100 Carc. 1A, H350

2-(4-ethenylphenoxy)-2-methylpropanoic acid - >0,01- <1 Carc. 1A, H350

2-[4-(2,2-Dichlorocyclopropyl)phenoxy]-2-methyl-1- - >0,01- <1 Carc. 1A, H350

propanol

3a mpauus TekeT Ha H- n EUH-npenynpesxneHnsaTa 3a OIacHOCT: BXK. pa3fen 16

PA3IEJI 4: Mepku 3a mbpBa oMo

4.1. Onucanmne Ha MePKHUTe 32 MPBA MOMOL

[TppBa oMo NMPpH BAHIIBAHE : Jla ce OCTaBH MOCTPAAAHS HA YUCT BB3MyX. OCUTypeTe CBeX BB3AyX Ha 3aCETHATOTO JIHIIE.

[IbpBa HOMOIIL IPY KOHTAKT € KOXKATa . Jla ce oTcTpaHM MakCUMaIHO upe3 u30bpcBaHe (¢ uMcTa M MeKa nonuaaiia kepma). Jla ce usmue
OOMITHO € BOZIA B KOSITO € MPUOABEH JAETEPreHT.

[TppBa moMOILI IPH KOHTAKT C OYHTE : HW3miakuere ¢ Boaa, KaTo ABPIKATE OYUTE MIHPOKO OTBOPEHH.

[IppBa noMo1L IPU MOTITBIAHE . MznnakHere ycrara. Moxe na Oblie MPENOpbYaHO MPOIBIDKUTEIHO MEAUIIMHCKO HAOII0ICHUE.

4.2. Hali-chInecTBEHH OCTPH U HACTHIBAIIM CJIe] H3BECTEH MePHO/ OT BpeMe CHMITOMH U eheKTH

Cumnromu/edextu : Bb3MoxHH ca 3aKbCHENH eeKTH.
CumnroMu/e(peKTH Clie/l BAUIIBaHE : HepmocraTbunu naHnw.
CumnroMu/eeKTH clie/i KOHTAKT ¢ KoXara . HepmocraTbunu naHnm.
CuMITOMH/e(EKTH ClIe/l KOHTAKT C OUUTE . Hepmocrarbunn naHHH.

4.3. Yka3aHue 3a He00X0AUMOCTTA OT BCIKAKBHU HEOTJIOKHU MEJUIUHCKHU I'PUHYKH U CHICITUAJTHO JICYCHHE

HOTT:pCeTC MEUIMHCKH ChBET/TIOMOIIL. Hpﬂ BB3MOKHOCT J1a C€ IMOKaXXE€ HACTOAIIMA JIUCT, @ aKO HE € Ha Pa3IOJI0KEHUE, 1a CE ITOKAXKE OIIaKOBKaTa UJIM €TUKETA.
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Ciprofibrate for system suitability B

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

PA3JIEJI 5: IIpoTHBONOXKAPHA MEPKH

TToaxoasiuu TIOKapOTaCUTCIIHA CPEACTBA : Opesiyio 3a 3aracsiHe Ha OTbHS.

OnacHocT OT noxap : Bwx maparpad 2.2.

HHCprKHP[PI 3a racCHe Ha I1oXKapu : )_Ia C€ U3no0J13BaT CPEeACTBA, IIOAXOAAIINHU 3a raCEHE Ha I10KapHu B CbCEACTBO.

PA3EJI 6: Mepku npu aBapuiiHO H3IIyCKaHe

06 Mepku : Jla ce u30srBa Npekus KOHTAKT ¢ Npoxykra. He BanmBaiite
Ipax/ITyIeK/ra3/ M/ U3IapeH s /aepo30IIH.

6.1.1. 3a mepcoHaJ, KOWTO He 0TTrOBAPS 32 CNCIIHN CIy4Yan

ABapPIﬁHH ITaHOBE N I[a C€ HOCH MMOAXOJAIIO MPEANa3sHO 06J'leKJIO, PBKABULH U 3AIIUTHU CPEACTBA 34 OYMUTEC UJIH JIULECTO.

6.1.2. 3a iMnaTa, OTrOBOPHM 32 CHEUIHH CJIy4Yan

Hsawma Hammyaa JOITBJIHUTECITHA I/IH(i)OpMaLII/ISI

Hsima Hanu4Ha TOMBIHUTENHA HHOpMALHS

MeTo/u 3a HOYHCTBAHE : V6enere ce, 4e OTMAIBLUUTE Ca CHOPaHH U ce ChbXPAHsABAT HA CUTYPHO MsicTo. [louncrere
crapatenHo. Jla ce n3Mue HeChOMpaeMust OCTaThK C : Pa3TBOp OT HATPHUEB XUIIOXJIOPUT.

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

: Pabora u chxpanenne

JIOIBJIHUTEIIHY ONIACHOCTH 110 BpeMe Ha 00paboTKa . Ha norpeGurenst 1a ce 00bpHE BHUMAHUE 38 PUCKOBETE, EBEHTYAIHO CBbP3aHH C M3II0JI3BAHETO Ha
MPOJYKTA 3a APYTH LIEIH, PA3JIMYHHU OT T€3H, 38 KOMTO € IPeIHA3HAYCH.

Tpeanasuu mepku 3a 6e3onacHa padboTa : C marepuana TpsabBa 1a ce pabotu BHUMATENHO. [[a ce u30srBa npekust KOHTaKT ¢ npoaykra. C
Marepuaia TpsabBa Ja ce paboTH Mo JabopaTopHa KaMHHA, JTOKOJIKOTO TOBA € Bb3MOXKHO.

XUrueHHH MEpKU . Jla ce paboTH B ChOTBETCTBUE C M3MCKBAHHUATA HA 0OpaTa MPOMUIIIICHA XUTHEHA | MIPOLIEyPHTE 32
6E30I1acHOCT.

TexHuuecku MEpKH : Ila C€ crasBaT NPUIOKUMUTE pa3nope;[6n.
VYcnosus 3a CbXpaHsBaHE : Ila C€ ChXpaHsaBa NOJ KJIHY.

Bumx maparpag 1.
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Ciprofibrate for system suitability B

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

JIEJI 8: KoHTpOJI Ha eKCIO3MIUATA/THYHY NPeJNa3Hu cpe

8.1. [IapameTpn Ha KOHTPO.JI
8.1.1 HanmoHaJIHH rPAHUYHU CTOHHOCTH HA MPO(ECHOHAIHA eKCIO3ULUS ¥ OMOJIOTHYHY IPAHMYHM CTOHHOCTH
Hsma Hanmuuna JOITbJIHUTCIIHA I/IH(bOpMaLII/I}I

8.1.2. IIpenopb4uTEeIHH NPOLEAYPH 32 HAOIIOACHUE

HsiMa Hann4yHa JOMBJIHATETHA HHQOpMALHS

8.1.3. O6pasyBar ce 3aMbPCHTEIM HA Bb3/1yXa

Hsima Hanmana JOITBJIHUTCITHA HH(I)OpMaLIPI}I

8.1.4. DNEL u PNEC

Hsima HanuyHa AONBIHUTEIHA HH(bOpMa].IPIH

8.1.5. Pery.impane upe3 o6xsatu (control banding)

Hsima Hanmana JOIIBJIHUTCITHA I/IH(I)OpMaI_II/IH

8.2. KoHTpo.1 Ha ekCo3uIHUATA

8.2.1. Tloaxoasiiy MH:KEHEPEeH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce cpxpaHsiBa B 100pe MPOBETPUBO MOMeEIIeHHE. J]a ce H3MoN3yBa eIMHCTBEHO B CMyKaTellHa KabuHa ¢ nHTerpupan Guitep. BucokoedekrnBen Gpuarsp 3a
yactuuy (HEPA ¢untsp).

8.2.2. JIM4HM npenasHu cpecTBa
8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

3amuTa Ha ouMTe:
Ipennasuu oumna. DIN EN 166

8.2.2.2. 3ammuTa HA KoKaTa

3ammTa Ha KOXKATa M TAJIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOIUMBO 3amuTHO obnekito. DIN EN 13034

3ammTa Ha pbueTe:
XuMHUYECKH yCTONUMBH Npena3Hu pbkasuiy. ISO 374-1
8.2.2.3. BammTa Ha IUXaTEJHUTE NHTHIIA

3amuTa Ha AMXATEJIHATE TbTHINA:
OtaensHe Ha npax: npotuBonpaxosa Macka ¢ puintep P3. DIN EN 140 & 149. Teuen npoxykt : AHTHaepo3onHa Macka. Hocere nuxareneH anapar, ako cTe
U3JI0’KECHU Ha Mapu/IpaxoBe/aepo30IIH

8.2.2.4. TepMHYHH ONIACHOCTH

Hsma Hanu4Ha IOMBJIHUTETHA HHPOPMAIUST

8.2.3. KoHTpOJI Ha eKCIO3HLHUATA HA 0KOJHATA cpela

Hsma HanuyHa AONBIHUTEIHA I/IH(bOpMaI.II/IH

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOHCTBA

9.1. MudopmManusi OTHOCHO OCHOBHUTE (PU3HYHN U XHMHYHHU CBOICTBA

ATperatHo CbCTOSTHUE

IBsT

Mupuc

I'pannuaTa Ha Mupuca
Touka Ha TONIEHE

Touka Ha 3aMpb3BaHe
Touka Ha KUIIEHE
3ananruMocT

I'pannuyM Ha €KCIUIO3UBHOCT

TBBprO BEECTBO
He e naymuno
He e npunoxumo.
He e naymuno
He e naymmuno
He e naymmuno
He e naymuno
He e naymmuno
He e npunoxumo
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Ciprofibrate for system suitability B

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

JlonHa rpaHHIa Ha eKCIIO3UBHOCT : He e npunoxumo
T'opHa rpanuIa Ha eKCIIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
Temneparypa Ha camo3anajiBaHe : He e npunoxumo
Temneparypa Ha pa3yaraHe : He e Hanuyno
pH : He e Hanuuno
pH pastBop : He e HamuyHO
Buckosurer, kunemaruueH : He e npunoxumo
PastBOpuUMOCT : He e nanuuno
Koeduient na pasnpepenenue: n-okranon/soga (Log @ He e namudno
Kow)

Hansrane na mapute : He e Hanuuno
Hansrane Ha napure npu 50°C : He e HanmuuHO
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA IITBTHOCT : He e Hann4HO
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

9.2.1. Unpopmanusi BB BPb3Ka ¢ KiIacoBeTe HA GU3NYHA ONIACHOCT

Hsima Hanu4Ha qonbiIHUTENHA HHDOpMALHS

9.2.2. JIpyru XapaKTepUCTHKH 32 0€30MacHOCT

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PeaKTHBHOCT

CrabuiieH Ipu HOPMATHH YCIIOBHSL.

Hsima HanmmuHa TOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHDOpMATHS

Hsima nipu Hopmansa ynorpe6a. Broxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpak1aHe OTACJIA OIIaCHU U3NapCHUA.

HYHA HHpoOpMALUs

Octpa TOKCHYHOCT (OpasiHa) . He ce knacu¢uuupa (B3 0CHOBa Ha HANTMYHUTE JaHHU HE CA H3IIBIHEHH KPUTSPHHUTE 32
KIacupuIEpaHe)

Octpa TOKCHYHOCT (IepMaliHa) . He ce knacuduuupa (B3 0CHOBA Ha HANTMYHUTE JaHHU HE CA H3IIBIHEHH KPUTSPHHUTE 32
KIacupHIEpaHe)

OcTpa TOKCHYHOCT (BAHILIBAHE) . He ce knacu¢unupa (B3 0cHOBa Ha HANTMYHUTE JaHHU HE Ca H3IBIHECHH KPUTSPHHUTE 32
KIacupHIIpaHe)

KoposusHocT/ipasHeHe Ha koxaTa . He ce knacudunupa (B3 ocHOBA Ha HATMYHUTE JAHHU HE Ca U3IIBIHECHH KPUTSPHUTE 32
KIacu(pHIIpaHe)
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Ciprofibrate for system suitability B

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

Cepro3HO yBpesK/jaHe Ha OUKTe/IpasHEeHe Ha OUNTe : He ce xnacudunupa (B3 ocHOBa Ha HAJIMYHUTE JAHHH HE Ca M3ITBIHCHNH KPUTEPUHTE 32
KIacupHIEpaHe)

CeHcubunM3anys Ha IMXaTelHUTE MBTUIA WK KoxkaTta  : He ce kmacuduuupa (B3 0cHOBa Ha HAIMYHNTE NAHHU HE Ca M3IBJIHCHH KPUTEPHUHTE 32
KIacupuIEpaHe)

MyTareHHOCT Ha 3apOJIUIITHATE KICTKN : He ce xmacudumupa (Bb3 ocHOBa Ha HANTMYHNUTE JJTAHHH HE CA W3IIBIHCHN KPUTEPUHTE 32
KIacu(pHIIpaHe)

Kanneporennoct : Mosxe 1a IpHYINHH pak.

TokcuIHOCT 32 PEIPOLYKIHATA : He ce xnacudunupa (Bp3 ocHOBa Ha HATMYHUTE TaHHY HE Ca U3IIBIHEHU KPUTEPUUTE 32
KkIacuumpane)

CTOO (cnenuuyHa TOKCHYHOCT 3a OIPEIEICHI . He ce xinacudunupa (Bb3 ocHOBa Ha HAJIMYHUTE JAHHH HE €A U3IIbJIHCHU KPUTEPUHTE 32

OpraHu) — eIHOKpPAaTHA EKCITO3UIIUS KkIacubHIEpane)

CTOO (cnenupuyHa TOKCHYHOCT 3a ONPEICICHI : He ce xnacudunmpa (B3 ocHOBa Ha HAJIMYHUTE JIaHHU HE Ca M3ITBIHEHU KPUTEPUHTE 32

OpraHu) — MOBTapsIIIa Ce eKCIO3UIHs KnacuuIupaHe)

OmnacHOCT NpH BANIIIBaHE : He ce xmacudummpa (Texandecka HeBb3MOXKHOCT 3a ITOJTy4aBaHe HA JaHHMN)

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

PA3EJI 12: ExonornyHa uH(popManus

Exomorus - o6mio : Omnacuu otnaxbsiy. Jla ce U3MOI3yBaT HOAXOMAIIN KOHTECHHEPH 3a OTHAJHUTE HPOTYKTH.

OmacHo 3a BoJHATa cpefa, KpaTKocpouHa (0cTpa) : He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE JaHHU HE CA U3IIBIHEHU KPUTCPUHTE 3a
KIacuHIIPaHe)

OmacHo 3a BogHATa cpefia, JbITOCPOUYHA (XPOHHYHA) : He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE JaHHU HE CA U3IIBIHEHU KPUTCPUHTE 3a
KIacuHIIpaHe)

He ce pasrpaxma 65p30

Hsma HanuvHa 1OMBIHUTENHA HHPOPMAIIUS

Hsma HanuvHa ZONBIHUTETHA HHPOPMALIUS

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmmuHa TOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsima Hanu4HA TOMBIHUTENHA HHDOpMALHS

B crorBercTBre ¢ ADR / IMDG / IATA
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Ciprofibrate for system suitability B

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

ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH mim naeHTugHKALIOHEH HOMeEP

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.2. TouHo HaUMeHOBaHUeE Ha MpaTKaTa no cnucbka Ha OOH

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.3. Kitac(oBe) Ha onIacHOCT NPH TPAHCIOPTHPaHe

He e npunoxxumo | He e npunoxumo | He e npunoxumo

14.4. OnakoBbuHa rpyna

He e mpunoxumo | He e mpunoxumo | He e nmpunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpea

He e npunoxxumo He e npunoxumo | He e npunoxumo

Hsma JOITBJIHUTECITHA HAJTUYHA I/[H(i)OpMaLIHSI

14.6. Cnenua oy npeana3sHu MepKH 3a NOTpe0UTeIuTe

CyXonmbTeH TPAHCIIOPT
He e npunoxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3aywmeH TpaHcnopT
He e npunoxumo

14.7. MopckH TPaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MesKIyHapoaHATa MOPCKA OPraHu3anus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenn¢uyaHY 32 BENIECTBOTO WM CMECTA HOPMATHBHA ypen6a/3aK0HOAATEeJICTBO OTHOCHO 6€30NMaCHOCTTA, 3[PABETO H OKOJIHATA
cpena

15.1.1. Pernamentu Ha EC

REACH Ilpuao:xenne XVII (YciaoBus 3a orpaHnyaBaHe)

He cpappixa BemectBo(a), BritodeHo(n) B [Ipunoxenne XVII na REACH (YcnoBus 3a orpanuyaBane)

REACH, Ilpuioxenne XIV (Cnincbk Ha BellleCTBATA 32 pa3peliaBane)

He cpappixa BemecTBo(a), BkiodeHo(n) B [Ipunoxenne XIV na REACH (Cnmchbk Ha BenecTBara 3a pa3pelIaBaHe)

REACH Cnucbk ¢ kanauaat-seirecrsa (SVHC)

He cpappixa BemecTBo(a), BKitodeHo(n) B cnucbka Ha REACH ¢ kanpunar-seniectsa
Pernament PIC (EC 649/2012, IIpenBapuTeiHO 000CHOBAHO ChIIacHe)
Henpunoxxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIN)
Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat 030HoBus cioii (EC 1005/2009)

He cpabpika BemecTBo(a), BKIIOYEHO(HM) B CIMCHKA C BELIECTBA, KOMTO HapymaBaT 030HOBHs cioi (Permament EO 1005/2009 oTHOCHO BeliecTBa, KOUTO

HapyuIaBaT 030HOBHS CJIOH)
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Ciprofibrate for system suitability B

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

PersiaMeHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA ¢ IPeKypcopy Ha B3puBHH BemecTsa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
IIPEKypPCOPH Ha B3PUBHU BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKOTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HaproTnuaute Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha rasapa Ha OIpPE/ICICHH BEIIECTBA, N3MOI3BAHM 32 HE3aKOHHO [IPOM3BOICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEILECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsima HanmaHa JOITBJIHUTECITHA I/IH(bOpMaI_IPIH

15.2. OneHka Ha 0€30IaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsima Hanmana JOIIBJIHUTCITHA I/IH(I)OpMaI_II/UI

PA3JIEJI 16: Ipyra undgopmanus

II'bnen Texker na H- 1 EUH-npenynpeskaenusiTa 3a oacHoOCT:

Carc. 1A Kanueporennoct, Kareropus 1A

H350 Moxe J1a TPUYUHH paK.

Kaacuduuupane u npoueaypa, H3no/13BaHa 32 M0JIy4aBaHe HA KJIACH(UKALUATA 32 cMecH cbriiacHo Persament (EO) Ne 1272/2008
[CLP]:

Carc. 1A H350 W3unciureneH METOL

Mudopmannonen mucT 3a 6ezonacuoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusaTa, cbabpskamia ce B To3u MubopMaroHeH aucT 3a 6e301acHOCT, € HOoIy4eHa OT H3TOYHHUIIU, KOUTO CMATaMe 3a
HaaeKAHU. Bbrpexu ToBa, HHpopManusTa ce pefocTaBs 0e3 HUKaKBa TapaHIys, M3pUUHA WM HOApa30upalla ce, OTHOCHO HelfHaTa KOPEKTHOCT
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