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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HauMeHoBaH¥e Ha BELIECTBOTO : Fludrocortisone acetate
XUMHYECKO HANMEHOBaHHE : Fludrocortisone 21-acetate
EO Ne . 208-180-4

CAS Ne . 514-36-3

Kon Ha npoxykra : 201600392

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

1.2.1. UnenTnduuupanu ynorpeoun

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT e mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BemecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WM KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Ja ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT
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1.4. TenedoneH HOMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacudunupane Ha BemecTBOTO WJIH CMeCTa

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

TokcuuHocT 3a penpoaykuusaTa, Kareropus 1B H360
CreruuaHa TOKCHIHOCT 32 ONPeJe]IeHH OPraHy — IOBTapsIia ce ekcrnosuims,  H372
Kareropus 1

3a mbanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)l3l/lKOXPlMH'1Hl/l eq)eKTl/l u HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa

OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha 1OKA3aTEJICTBA.

2.2. EneMenTH HAa €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHS08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H360 - Moxe na yBpeau oIuouTeNnHaTa CioCOOHOCT WIIH IUIOa.

H372 - IIpuunnsBa yBpexxIaHe Ha OPraHUTe (CHIOKPHHHA CHCTEMa) IIOCPEACTBOM IPOABIDKUTEIHA
WU TIOBTApPSIA CE€ €KCTIO3MIHS.
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Fludrocortisone acetate

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIIUH.
P202 - He uznon3BaiiTe npeay Aa CTe MpoYeau U pa3dpaii BCHYKH NPeIa3Hu MEPKH 32
06e30MacHOCT.
P260 - He BrumBaiite npax.
P264 - Jla ce u3mue pbLeTe 10 JIAKTUTE U JIMLETO CTApATENIHO clie] ynoTpeda.
P270 - [la He ce siae, nmue WK MyIId Opy ynoTpeda Ha MPOoayKTa.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/mpeana3Ha Macka
3a JIHLE/PEeINa3Hu CPeICTBA 3a 3alIUTa Ha CIIyXa.
P314 - Ilpu Hepa3monoKeHne MOThPCeTe MEAUIIUHCKH CHBET/TOMOLI.
P405 - [la ce cpxpaHsiBa 1oJ KJIroy.
P501 - CbappixkaHHETO/ChIBT 1A CC U3XBBPIIH B IMYHKT 33 ChOMPAHEe HA OMACHU MU CTICHUATHI
OTMaAbLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HAIIMOHATHH /WM MEKIYHAPOIHI
pasnopenou.

Etukerupane B choTBeTCTBUE C: V3KIII0YEHHS 32 BBTPELIHU ONAKOBKHU, KOTaTo ChIbPXKAHUETO He npeBuiasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. [Ipyru onacHoCTH

Hsima HanuyHa AONBIHUTEIHA m—[(i)opMaum

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHTE

3.1. BemecrBa

HaumenoBanue HNnentuduxarop Ha % Kaacuduxauus B cboTBETCTBHE C
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Fludrocortisone 21-acetate CAS Ne: 514-36-3 <100 Repr. 1B, H360
EO Ne: 208-180-4 STOT RE 1, H372

3a mennus Teker Ha H- u EUH-nipenynpexaenusTa 3a onacHOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxxumo

PA3JIEJI 4: Mepku 3a mMbpBa MOMOIIL

4.1. OnucaHue Ha MepKHUTe 32 IbPBA MOMOLI

ITbpBa MOMOLLL IPH BAHIIBAHE . TlpemecTeTe moCTpafamus Ha YUCT Bb3AyX. OCHUTypeTe CBEX BB3IYX Ha 3aCETHATOTO JIHIIE.

ITbpBa MOMOLIL PH KOHTAKT € KOXKaTa : Ja ce OTCTpaHM MaKCHMAaJIHO Ype3 H30BpcBaHe (C 4ICTa M MeKa IONHBaNia kspra). Ja ce n3mue
OOMITHO C BOJIA B KOSATO € IIPUOABEH JAETEPreHT.

ITbpBa MOMOLIL TP KOHTAKT € OYHTE . 3miaknere ¢ BoJa, KaTO IbPIKUTE OUUTE LIMPOKO OTBOPEHH.

ITbpBa MOMOLLL IIPH MOTITbIIAHE : Mznnaknere ycrara. CrienpaaHo Jekapcko HaGmoneHne. Moke 1a Gbie mpernopbyaHo

TIPOABIDKUTEIIHO METUITUHCKO Ha6J'IIOI[eHI/Ie.

4.2. Hali-chIecTBeH! OCTPH M HACTBIIBALIIU CJIe/Il U3BECTEH INEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

Cumnromu/edextn : Bb3MoxHH ca 3aKbCHENH eheKTH.

Cumnromu/eeKT ciel] BAUIIBaHE . HepmocrarbuHu aHHHU.

Cumnromu/e(peKTH ciell KOHTAKT C Koxara . HepmocrarbuHu aHHHU.

Cumnromu/e(eKTu ciel KOHTaKT C OYUTE . HemocrarbuyHu naHHU.

Cumnromu/e)eKTd ciel] MOrIbIIaHe : CumnroMute Morar Jia ObJaT 3aMaiiBaHus, I1aBo0OJIHE, TaZieHe U 3ary0a Ha KOOpIHHALIHUSI.

4.3. Yka3anue 3a He00X0JHMMOCTTA OT BCIKAKBH HEOT/I05KHH MEAMIUHCKH IPUAKHU H CIIELHATHO JieYeHue

IMoTspceTe MeIUITMHCKU CHBET/IIOMOII. [1pH BE3MOXKHOCT Jia Ce IIOKaKe HACTOSIINS JIHCT, 2 aKO HEe € Ha Pa3IOI0KeHHE, Ja ce MOKaXe ONaKOBKATA HIIU €TUKETA.
Axrtusarop. @apMaleBTUUEH IPOTYKT.
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Fludrocortisone acetate

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

3JIEJI 5: IIpoTHBONOKAPHU 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

Paboram ¢

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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Fludrocortisone acetate

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

PA3JIEJI 8:

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. 3ambpcuTeH HA Bb3yXa, 00pa3yBaHH 110 BpeMe Ha NpeAnucaHaTa ynorpeda

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

ArperaTtHo ChCTOSHHE : TBBpIO BemecTBO
st . He e HannuHO
BrbHieH Bug : IIpax.

Mupuc : He e npunoxumo.
I'pannuara Ha Mupuca : He e manuuno
Touka Ha ToneHe : He e nanuuno
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha KUIIEHE : He e nannuno
3ananmumocT : He e nanmmuno
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Fludrocortisone acetate

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

I'panuim Ha eKCILIO3UBHOCT : He e npunoxumo
JlonHa rpaHHIa Ha eKCIIIO3UBHOCT : He e npunoxumo
T'opHa rpanuIa Ha eKCIIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
Temneparypa Ha camo3anajBaHe : He e npunoxumo
Temneparypa Ha pa3yiarane : He e Hanuuno
pH : He e HamuyHO
pH pastBop : He e HanuynO
Buckosurer, kunemaruueH : He e npunoxumo
PasrBopumocT : Boma: <0.1 g/l
Koeduient Ha pasnpezpenenue: n-okranon/soga (Log @ He e Hamudno
Kow)

Hansirane na mapute : He e Hanuuno
Hansrane Ha napure npu 50°C : He e Hanu4HO
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 BbB BPb3Ka ¢ KiIacoBeTe Ha GU3NYHA ONIACHOCT

Hsima Hanu4Ha qonbiIHUTENHA HHDOpMALHS

9.2.2. JIpyru XapaKTepuUCTHKH 32 0€30MacHOCT

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IPIﬂ

PA3IEJI 10: CTa0MIHOCT U PeaKTHBHOCT

CrabuieH Ipu HOPMAaTHH YCIIOBHSL.

Hsawma Hammyaa JOITBJIHUTCITHA I/IH(i)OpMaLIPISI

Hsima Hanu4HA TOMBIHUTENHA HHDOpMAIHS

Hsima Hanu4Ha TOMbIHUTENHA HHOpMATHS

Hsima nipu Hopmansa ynorpe6a. Broxre Pazgen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpakaaHe OTACJIA OIIaCHU U3NapCHUA.

PA3JIEJI 11: Toxkcukojoruuia nHgopmanus

Ocrpa TOKCHYHOCT (OpasHa) : He ce xnacu¢uimpa (HeyOenurennu naHuum)
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢uumpa (Jlunceat nanxu)
Octpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢umpa (Jlunceat nanxu)

Fludrocortisone 21-acetate (514-36-3)

LD50 opanHo mbx > 1000 mg/kg

KoposuBHOCT/ Ipa3HeHe Ha KoKaTta : He ce knacu¢umpa (Jlunceat nanHu)
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Fludrocortisone acetate

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 xnacuduuupa (JIuncsar 1aHam)

CeHcnbunM3anys Ha IMXaTelHUTE MbTUINA K Koxkata  : He ce kimacuduuupa (JIuncsat naHam)

MyTareHHOCT Ha 3apOJIUIITHATE KJICTKA : He ce xmacudumupa (JIuncear nanHm)

Kanneporennocr . He ce xnacu¢mumpa (JIuncsat nanxm)

TokcHuaHOCT 32 PEIPOLYKIHATA : Moske 1a yBpeaH OILIOAUTENIHATA CHOCOOHOCT MM ILIOJA.

CTOO (crienuduvHa TOKCHYHOCT 32 ONPEICICHH . He ce xnacudunupa (Jlunceat nanHmn)

OpraHu) — €HOKPATHA CKCTIO3ULIUS

CTOO (cnenu¢puyHa TOKCHYHOCT 3a ONPEACICHI : IlpnunHsBa yBpexaaHe Ha OpraHuTe (CHIOKPHHHA CHCTEMa) HOCPEICTBOM IPOABIDKUTEIIHA HITH
OpraHu) — IOBTapsIIIa Ce eKCIO3ULHs MOBTAPAIIA CC CKCIIO3HIIMS.

OnacHOCT NpH BJNIIIBaHE : He ce xkmacudumpa (Texandecka HeBB3MOXKHOCT 3a IIOJTy4aBaHe HA JaHHMN)

Hsma nanuyna gonbiHUTENHA HHOOPMAIIUSL

PA3EJI 12: ExonornyHa uH(popManus

Exomnorus - 06mmo : Omnacuu otnaxsiy. [la ce U3MOA3yBaT HOAXOMAIIN KOHTCHHEPH 3a OTHAJHUTE IPOTYKTH.
OmnacHo 3a BOJHATa cpeaa, KpaTKkocpodHa (0cTpa) : He ce xnacu¢unupa (Jluncsar naHamn)
OmnacHo 3a BOJHATa cpefia, IbIAr0CpoYHa (XPOHUYHA) : He ce xnacu¢uuupa (Jluncsar naHamn)

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuuHa TOMBJIHUTEIHA PIH(I)OpMaI.II/Iﬂ

Hsima HanmMuHa OMIBJIHUTETHA PlH(bOpMaHHﬂ

Hsima HanmuHa OMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ

Hsma nanuyHa 1onbIHUTENHA HHOOPMAIIUSL

PA3JIEJI 13: OGe3Bpexaane Ha OTHAAbIUTE

Pernonanuu pasnopendu 3a OTIaIbIITE : Jla ce U3XBBPIHX 10 OE30MaceH HAYMH B ChOTBETCTBHE C MECTHHTE / HALIMOHAIHHU Pa3nopeaoH.

PA3JIEJI 14: UH¢opManus 0THOCHO TPAHCTIOPTHPAHETO

B cvotBerctBHE ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciiucbka Ha OOH niu upeHTHGUKALHOHEH HOMepP

He e npunoxumo He e npunoxumo He e npunoxumo
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Fludrocortisone acetate

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

ADR IMDG IATA

14.2. Touno HauMeHOBaHHUe HA IPaTKaTa no cnucbka Ha OOH

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.3. Knac(oBe) Ha 0NACHOCT NP TPAHCIIOPTHPaHe

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 32 OKOJIHATA cpeja

He e mpunoxumo He e mpunoxumo | He e nmpunoxumo

Hsma nombaHUTEIHA HATMYHA HHGOpMaIUs

14.6. CnennaTHu MpeANa3HA MEPKH 32 MOTPedUTeINTE

CyxonbTeH TPAHCIIOPT
He e npunoxumo

Tpancnopt mo Mope
He e npunoxumo

Bb3ayuied Tpancnopr
He e npunoxxumo

14.7. MOPCKH TPAHCHOPT HA TOBAPHU B HACUITHO CHbCTOSAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouﬂaTa MOPCKa opraHu3anus

He e npunoxxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMaTHBHATa ypenoda

15.1. CienpvuHH 32 BEIECTBOTO HJIH CMECTA HOPMATHBHA YPe0a/3aK0H0IATE/ICTBO OTHOCHO G€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH IIpuaosxenne XVII (YciaoBus 3a orpaHnyapaHe)

He durypupa B [Ipunoxenne XVII na REACH

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

He ¢urypupa B [lpunoxenne XIV na REACH (Crnncbk Ha BelecTBaTa 3a pa3periaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-seurecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTEIN)
Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapymaBat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BelecTBa, KOMTO HapyaBat 030HoBusI cioii (Permament EO 1005/2009)

PersiaMeHT 0THOCHO npeKypcopHuTe Ha B3puBHH BeectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ IPeKypcopH Ha B3puBHHU BemecTBa (Permament EC 2019/1148 3a mpeanaranero Ha ma3apa u ynorpebarta Ha

IIPEKypCOPH Ha B3PUBHU BEIIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe HAa HapKoTH4YHH BemecTBa (EO 273/2004)

He cpappixa BewecTBo(a), BKIIIOYeHO(H) B ciucbka ¢ IIpexypcopu Ha HapkoTnunuTe Bemectsa (Pernament EO 273/2004 0THOCHO IPOM3BOICTBOTO M ITyCKAHETO
Ha ra3apa Ha OIpEJIeIeHH BEIECTBA, U3IM0JI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHH BEIECTBA)
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Fludrocortisone acetate

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

15.1.2. Haunonayinu pasnopeaou

Hsima Hanmanaa JIOITBJIHUTEITHA I/IH(bOpMaI.IPIﬂ

15.2. OneHka Ha 0€30IaCHOCT HA XUMHUYHOTO BeIIECTBO MJIM CMeC

Hsima Hanmana JOIIBJIHUTCITHA HH(bOpMaI_II/U{

PA3IEJI 16: Ipyra ungopmanus

HNHaukanms 3a npoMeHn

Paznen IIpomeHeH eneMeHT Ipomsina Komenrapu
3aMeHs BepcusTa OT IIpomeneHo
Jlata Ha penakuusTa ITpomeneno

1.1 EO Ne JlobaBeHO

1.1 CAS Ne JlobaBeHo

1.1 XUMHYECKO HAUMEHOBaHUE IIpomeneHo

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

H360 Moske 1a yBpeau OIUIOAUTEINIHATA CIOCOOHOCT YIIH ILIOJA.

H372 IMpruunsBa yBpexaaHe Ha OpraHUTE MIOCPEICTBOM IIPOJBIDKUTEIIHA WM OBTaPSIIIa C€ eKCIIO3HIIHS.
Repr. 1B TokcuunocT 3a penpoxykiusaTa, Kareropus 1B

STOTRE 1 Crerrryaa TOKCHYHOCT 32 ONpe/IeJIeHH OPraHy — MIOBTapsiia ce ekcrosuims, Kareropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxaiia ce B To3u MHdopMaroneH juct 3a 6e30MacHOCT, € MoJy4eHa OT H3TOYHHIIM, KOUTO CMsITaMe 3a
HajekK/HU. BbIpeku ToBa, HHpOpMaIMsITa ce MpeocTaBs 0e3 HUKAKBa rapaHIus, H3pUYHA WK 0/pa30upalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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