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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

Hpentndunupann ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH H3NUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTopus Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA HHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3IEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

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

ToxcuunocT 3a penpoxykuusTa, Kareropus 1B H360

CreruuaHa TOKCHIHOCT 32 ONpeJie]IeHH OpraHy — moBTrapsma ce  H372

excnoszunus, Kareropus 1

3a meinnus Teker Ha H- u EUH-nipenynpexaeHusTa 3a onacHoCT: BX. pazjen 16

He6aaronpusiTHi GU3MKOXUMIYHHA e(peKTH U HeOJIAaronpHATHY edeKTH 32 3APaBeTo HAa Y0BEKAa W OKOJHATA cpela

Moske 1a yBpeau OIUIOJUTENIHATa CIIOCOOHOCT MK 1oaa. [IpuunHsaBa yBpexaaHe Ha OPraHUTE MOCPEACTBOM MPOIBIDKUTENHA HIIH TOBTAPSAIIA CE eKCIO3ULIMS.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHS08
Curnanna gyma (CLP) : OmacHo
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WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenynpexnenus 3a onacHoct (CLP) : H360 - Moske na yBpean OIIOAUTEIHATA CIIOCOOHOCT W TII0/A.
H372 - [IpuunHsiBa yBpeXaaHe Ha OPraHuTe (EHIOKPUHHA CUCTEMA) MIOCPEACTBOM MPOIBIKUTETHA
WM TIOBTApSIa C¢ eKCITO3UILHS.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIUH.
P202 - He uznon3BaiiTe npeay Aa CTe MpoYean U pa3dpaiy BCHYKH NPEIIa3Hu MEPKH 32
0e30MacHOCT.
P260 - He BrumBaiite npax.
P264 - Jla ce u3amue pbLeTe 10 JIJAKTUTE U JMIETO CTApATENIHO clie] ynoTpeda.
P270 - [la He ce sine, nmue WK MyIIU Py ynoTpeda Ha MPOayKTa.
P280 - U3mon3Baiite npeAna3Hu pbKaBULK/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/mpeana3Ha Macka
3a JIMIe/TIPEANa3HN CPEACTBA 3a 3allUTa Ha CIIyXa.
P314 - Ilpu Hepa3monoKeHne MOThPCETe MEAUIIMHCKH ChBET/TOMOLIL.
P405 - Jla ce cbxpaHsiBa 1oJ KJIroy.
P501 - CpappxkaHHETO/ChIBT 1A CC U3XBBPIIH B IYHKT 33 ChOMPaHe HA OMACHU MU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETukerrpane B CbOTBETCTBHE C: M3KITIOUEHNS 32 BHTPELIHH OMTAKOBKH, KOTaToO ChbPKAHUETO He mpeBumasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. [Ipyru onacHoCTH

Jlpyra napopmarus :  AKTHBHO BemEeCTBO (BbB (hapManeBTHYHN HPOJYKTH).
BHuMaHuMe - BEECTBO, KOETO BCE OIIE HE € M3IHMTAHO HAITBIIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (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 meinnus Teker Ha H- u EUH-nipenynpexaeHusTa 3a onacHoCT: BX. pazjen 16

PA3/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIL

H‘pra moMo1g - 061111/1 MEpKH . BBB Bcnukn CJIy4au Ha CbMHCHHE, HWJIK aKO CUMIITOMHUTE IPOABIDKABAT, IOTHPCETE MEIUITMHCKA
TTOMOIII.
H‘pra TioMo1ul Npyu BAUIIBAHE . W3Benere nuiiero Ha 9ucT BB3AYX U I'0 [TIOCTABETE B MO3ULINA, YJIICCHABAIIA AUITAHETO. }Ia C€ oCTaBH

MOCTpaJalIkis 1a CU mo4yrHe. B ciyuaii Ha npunomasane: [ToThpceTe MEANIIMHCKH ChBET/IOMOIIL.

IIppBa NOMOII[ TPU KOHTAKT C KOXKAaTa : Jla ce cBayu 3aMBPCEHOTO OOJICKIIO U H3JIOKEHHUST YUacThK OT KOXKaTa Jia ce H3MHe ¢ MK CallyH U
BOJIa, KaTo CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

IIbpBa HOMOII[ TPY KOHTAKT C OYUTE : M3makHere ¢ BoJa, KaTO JbPKHUTE OYUTE MIMPOKO OTBOPeHH. [I0ThpceTe MEMIIMHCKA TIOMOIIL, aKO
0oJKaTa, MUTAHETO HJIHM 3a4ePBSIBAHETO MPOIBIIKAT.

II'ppBa HOMOIIL IPH TMOTITBIAHE : M3mrakuere ycrara ¢ Bozia (caMo ako NOCTpaJaIusT € B cb3HaHHe). Hukora He naBaliTe HUIIO Ipe3
ycTrara Ha 4OBeK B Oe3ch3HaHMe. He3a0aBHO IOTHpceTe MEIUIIMHCKY ChBET/IIOMOLI.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTBIIBAILM CJIe]l H3BECTeH IepHo/l 0T BpeMe CHMITOMH U edeKTH

Hsma Hanu4Ha I0MBJIHUTENTHA HHOPMALIUSI

4.3. Yka3anue 3a He00XOJHMOCTTA OT BCIKAKBH HEOT/I05KHH MEMIMHCKH FPUAKHU U CIIELHATHO JieYeHue

Hsma HannyHa I0MbIHUTETHA HHOPMALUS
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Fludrocortisone acetate

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

PA3JIEJI 5: IIpoTHBONOXKAPHA MEPKH

Tloxxozsmy noxkaporacHTENHN CPEACTBA : Jla ce M3MON3BAT CPE/CTBA, MOAXO/IAIIM 32 FACEHE HA MTOXKAaPU B ChCECTBO. BbriaeposieH AMOKCH .
Bopnen cnpeii. Cyx npax. Oeso 3a 3aracsiHe Ha OI'bHsL.
Henonaxosimy moxaporacuTelIHI CPeICTBA : Jla He ce M3MI0JI13Ba CUITHA BOJIHA CTPYSI.

OnacHu IPOAYKTH Ha pasnaJaHe B cnyl{aﬁ Ha 1moxxap : HenwiHoTo TropeHe OCBOGO)KI[aBa OITIaCE€H BBIVIEPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTId TOKCUIHHU
ra3oBe. Bb3MOXKHO € OTAEIISIHETO HAa TOKCHYHH H3MapCHus.

HHCprKHP[H 3a racCHe Ha IOXKapu : I{a HE C€ I0ITyCKa U3II0JI3BaHaTa B 60p6aTa C IT0’Kapa BoJa J1a 3aMbpPCH OKOJIHATa cpeaa.
3ammra IIpU raceHe Ha I10XKap : )_Ia HE c€ IpearpueMa Hameca 6e3 NOAXOIAIIO 3alIUTHO oGopyz[BaHe. ABTOHOMEH U H30JIMpany
arnapar 3a 1uxaTeiiHa 3aluTa. ITbnHa 3amuTa Ha TSIIOTO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKAHE

O6mm Mepkn : Jla ce M30srBa KOHTAKT C KOXKATa, OYUTE U JIPEXHTE.

3a mepconai, KOWTO He 0TTOBaPsI 32 CHEIIHH CIyYan

ABapHitHH IIJTaHOBE : Jla ce OTCTpaHU HEHYKHHUS IIEPCOHAI.

3a JMIATa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3aImuTHY CpeacTBa : Ja He ce npexnpuema Hameca Oe3 MOAXO/ANIO 3aIMTHO 06opyIBaHe. 3a IoBede HHpOpMAIHS,
BIDKTe paszen 8: "KonTpon Ha ekcriosuimsTa/ TMYHA IpeAIa3Hu cpejicTpa’.

Jla ce n30srea usnyckaHe B OKOJIHATa cpefa. [IpeoTBpaTeTe HaBIM3aHETO B KAHAIM3ALUATA U B OOIIECTBEHUTE BOJIH.

3a 3agpprkane : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B MOAXOIAMN] KOHTEHHEp 3a 00e3BpeKIaHe Ha OTIAIbIIN.
Mertoau 3a mouncTBaHe : Tlouncrere 3aMBpCeHUTE HOBBPXHOCTH OOMIIHO ¢ Boza. [louncTBane ¢ MOMIITA HA JETEPreHT.

Bmxre Pazznen 13 otrocHo nnbopMarms 3a 06e3BpekaaHe Ha OTIAIBIHTE.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

JIOITBITHUTEIIHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3nmarat GpEMEHHUTE )KEHH MIIH KbPMAUKHUTE.

Ipenmnasxn Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCsAKaKBa M3IMIIHA eKCo3uLus. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEPKU : Jla He ce sze, mue WM IMynM npy ynotpeba Ha npoaykTa. Jla He ce M3HaCsA 3aMbPCEHO PabOTHO

00JIEKIIO H3BBH pa6OTHOT0 TIOMEUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

Vcnosus 3a CbhXpaHsBaHE : I{a C€ CbXpaHsABa HA I[O6p€ TIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IpsiKa CIbHYEBA CBETINHA.
OrnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHMHAIIHUTE KOHTCﬁHCpH.

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IHﬂ
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Fludrocortisone acetate

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

31EJI 8: KoHTpo.1 Ha eKCIIO3ULMATA/JIMYHH NPEeANa3HH CPeICTBA

8.1. [TapameTpu HA KOHTPOJI

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

8.2. KoHTpo. Ha eKCIO3HIMATA

TIMoaxoasig HH’KEHEPEeH KOHTPOJI

Tloaxoasiiy MHKeHepPeH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKaTeJIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00IIOTO
nomemenue. C MaTeprana TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuTa HA OYUTE U JUIETO

3amuTa Ha ounTe:

Ja ce HocsT npeanazau ounia. [IpeanasHu ounna cbe crpaHuyHa 3amuTa. (EN 166)
3amuTa Ha KOKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HOCH OAXOAAMIO Ipeana3Ho obnekno. Jlaboparopra ynorpeba : JlaboparopHa npectmka. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCAT MOAXOISIY PhKABULIU. XUMHUYECKH YCTONUNBY npena3nu pbkasunu. (EN 374)

3ammura Ha JAUXATEJTHUTE IMIbTUILA

3amuTa Ha AMXATEJIHATE MTHINA:
B ciyuait Ha oOpa3yBaHe Ha IIpax jia ce W3II0JI3Ba anapar 3a aumane ¢ puiarsp: P3

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOMCTBA

9.1. UudopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMHYHH CBOHCTBA

ArperatHo ChCTOSHHE : TeBpmo BemecTBO
LBsar . He e HanmuHO
BrwHiieH Bug : Ilpax.

Mupuc : He e manuuno
I'pannnaTa Ha Mupuca : He e manuuno
Touka Ha TONIEHE : He e nanuuno
Touka Ha 3aMpb3BaHe : He e nanmmuno
Touka Ha KUTIEHE . He e HannuHO
3ananuMocT : He e nanmuuno
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npunoxumo
ITnamua TeMnepaTypa . He e npunoxumo
Temneparypa Ha camo3anaaBaHe . He e npunoxumo
Temmeparypa Ha pa3narase . He e nanmuuno
pH . He e nanuuno
pH pasrBop : He e nanuuno
Bucko3uteT, KHHEMaTHICH . He e npunoxumo
Pa3tBOpUMOCT : Boma: <0.1 g/l
Koedunuenr Ha pasnpenenenue: n-okranon/soga (Log  : He e HanuuHo
Kow)

Hansarane Ha napute : He e HannmuHO
Hansraune Ha napute npu 50°C : He e nanuuno
IImsTHOCT : He e HannmuHO
OTHOCHTENHA ITBTHOCT . He e Hanmuuno
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha uactuiure . He e HannuHo
9.2. /pyra undopmanus

Hsma HanuyHa n0ombIHUTETHA HHOPMAIUS
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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 xnacuduuupa (Heybenurentn nanHn)
OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacuduuupa (JIuncsat faHam)
OcTpa TOKCUYHOCT (BIMIIBAHE) . He ce xnacuduuupa (JIuncsat 1aHHm)

Fludrocortisone 21-acetate (514-36-3)

LD50 opanHo mrex > 1000 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 xmacudumupa (JIuncear nanHm)
Kanneporennoct : He ce xnacudunupa (Jluncsat nanxm)
TOKCHYHOCT 3a penpoAyKIHATa : Mosxe a yBpeau OIUIOUTEIHATA CIOCOOHOCT HMITH IUIOAA.
CTOO (crneuuduyHa TOKCHYHOCT 32 ONPECIeHU : He ce knacu¢umpa (Jlunceat nanxm)
OpraHu) — €JHOKPATHA EKCTIO3UIIUS
CTOO (cnenu¢uvHa TOKCHYHOCT 3a ONpPEIETCHI : IlpnunnsBa yBpexaaHe Ha OpraHuTe (€HIOKPHHHA CHCTEMa) MOCPEICTBOM IPOABIKUATEIIHA HITH
OpraHu) — IOBTapsIIa Ce eKCIO3UIHs TIOBTapsIa Ce eKCITO3UIIHS.
OmnacHOCT NpH BANIIBaHE : He ce xnmacudunupa (TexHndecka HEBB3MOKHOCT 3a IIOTydaBaHEe HA JTAHHH)

Hsma Hanu4Ha qOMBIHUTENHA HHOPMAIHS

PA3JIEJI 12: Exonoruyna ungopmanus

OmacHo 3a BogHAaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xnacudunupa (Jluncat nanxm)
OmacHo 3a BogHAaTa cpefia, JbITOCPOUYHA (XPOHUYHA) : He ce xnacudunupa (Jluncat nanHm)

Fludrocortisone 21-acetate (514-36-3)

YcToiYMBOCT U pa3rpaiuMocT | He ce pasrpaxna 6Bp30

13/01/2025 ([lara Ha penakuusTa) BG (6barapckn) 5/9



Fludrocortisone acetate

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qonbiHUTENHA HHOOPMAIIUSL

PA3JIEJI 13: O6e3Bpexaane HA OTHAXbLIHUTE

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

PA3JIEJI 14: Un¢opManus 0THOCHO TPAHCTIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niu upeHTHGUKALHOHEH HOMep

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. TouHo HaUMeHOBaHHE HAa MpaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxxumo He e npunoxumo

14.3. Kitac(oBe) Ha onacHOCT NPH TPAHCIOPTHPaHe

He e mpunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHoCTH 32 OKOJIHATA cpeaa

He e npunoxxumo He e npunoxumo He e npunoxumo

Hsima nombiiHHTEIHA HANTMYHA I/IH(bOpMaI.IPIﬂ

CyxonbTeH TPAaHCIIOPT

He e npunoxumo

TpancnopT no mope
He e npunoxumo

Bu3aymen Tpancnopr
He e npunoxumo

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

PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WK CMECTAa HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO H OKOJIHATA
cpexa

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YcioBus 32 orpaHuyaBaHe)
He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenune XIV nHa REACH (Cnucbk Ha BelecTBara 3a pa3pelaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-BemecTsa

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B cnrcbKa ¢ BeLIeCTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiameHT 3a u3jesMsiTa ¢ ABoiiHa ynorpeda (428/2009)

He ¢urypupa B PETJIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BBex/IaHe pexxuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckara JISHHOCT U TPaH3UTa Ha U3JIENHUs U TEXHOJIOTHH C JIBOWHA yroTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Bemectsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
IPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKOTH4YHM BemecTBa (EO 273/2004)

He cbabpika BemecTBo(a), BKIOYEeHO(1) B criuchka ¢ [Ipekypcopu Ha HapkoTruHuTe Benecta (Perimament EO 273/2004 0THOCHO ITPOM3BOJICTBOTO M ITYCKAHETO
Ha Ia3apa Ha OIpeJICJICHN BELIECTBa, N3I0JI3BaHH 32 HE3aKOHHO IIPOU3BOJICTBO HA HAPKOTUYHH MJIM TICUXOTPOIIHH BEILECTBA)

15.2. OuneHka Ha 0€30NMaCHOCT HA XUMHUYHOTO BEeIIECTBO MJIH CMeC

Hsma Hanu4Ha I0MBJIHUTETHA HHPOPMALIUS

PA3JIEJI 16: Ipyra undgopmanus

HNHaukanms 3a npoMeHun

Paznen IIpomeHeH eneMeHT KomenTapu
3aMeHs BepcusTa OT IIpomeneno
Jlara Ha penakiusara IIpomeneno
1.2 Orpanuuenus 3a ynorpeda IIpomeneno
1.2 Ynorpeba Ha BelecTBOTO/CcMecTa IIpomeneno
1.2 OcHoOBHa KaTeropus Ha ynorpeba IIpemaxnaro
2.1 Heb6naronpusiTHu QU3HKOXUMHUYHH e(EKTH K IIpomeneno

Heﬁnaronpm‘mn e(bel('m 3a 3paBETO HA YOBEKa U
OKOJIHaTa cpena

23 Jpyra uapopmarms JobaBeHo
4.1 ITspBa nomons - 00K MepKU Jlo6aBeno
4.1 IIppBa moMoII IPYU KOHTAKT € KOXKaTa IIpomeneno
4.1 II'ppBa nomo1i npu BIUIIBaHE IIpomeneno
4.1 II'ppBa nomo1l Npu MOrITbIAHE IIpomeneno
4.1 IIppBa noMo1IL IPU KOHTAKT € OYUTE IIpomeneno
42 Cumrnitomu/e)eKTH CIes ITOTTbIIaHe IIpemaxnato
4.2 Cumnromu/edextu IIpemaxunaro
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Fludrocortisone acetate

HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
4.2 CumMnromu/eexTH ciell KOHTAaKT ¢ KoXKaTa IIpemaxnaro
4.2 Cumnromu/eheKTH cie]] BAUIIBaHE IIpemaxHarto
4.2 Cumnromu/e(eKT ciel] KOHTaKT C OYUTE IIpemaxnarto
43 Jlpyro MeMIMHCKO CTAHOBUILE WU JICYEHUE IIpemaxnaro
5.1 Hermoaxoasimy mojxaporacuTesIHu CpeicTBa Jlo6aBeno
5.1 TToaxoasimu noxaporacuTesIHA CpecTBa IIpomeneno
52 OmnacHu IPOIYKTH Ha paslajiaHe B cIydail Ha JlobaBeHo
oxap
5.2 OnacHOCT OT MoXap IIpemaxHarto
53 3amuTa Npy raceHe Ha moxap JobaBeHo
53 MHcTpykuunu 3a raceHe Ha moxapu IIpomeneno
6.1 3aluTHY cpelicTBa Jlob6aBeHo
6.1 ABapuiiHu I1aHoBe IIpomeneno
6.1 O0mu Mepku IIpomeneno
6.2 TIpenna3Hu Mepku 3a ona3BaHe Ha OKONHATa cpeaa | JlobaBeHo
6.3 3a 3aabpKaHe Jlo6aBeno
6.3 MeTou 3a moYncTBaHe IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru pasznen (8, 13) JobaBeHo
7.1 JIOI'BJIHUTEITHY OMIACHOCTH T10 BpeMe Ha pabora IIpomeneno
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa IIpomeneno
7.1 XUrHeHHH MEPKH IIpomeneno
7.2 OnakoBbYHU MaTepUAIH JobaBeHo
7.2 TeXHUYEeCKH MEPKH IIpemaxunarto
7.2 YcnoBus 3a chbXpaHsBaHE IIpomeneno
7.3 Creru$uaan KpaifHu yIoTpeon IIpemaxnaro
8.2 3amura Ha JUXaTeTHUTE IIbTUIA IIpomeneno
8.2 3amura Ha pbLeTe IIpomeneno
8.2 Toaxoasi HHKEHEPEH KOHTPOJI IIpomeneno
8.2 3amura Ha OuHTe IlIpomeneno
8.2 3amuMTa Ha KoXKara U TAI0TO IIpomeneno
9 Mupuc IIpemaxuato
10.1 Peakumonna cnocoOHOCT IIpemaxnarto
10.5 HecwsBmecTumu marepuanu IIpemaxnarto
10.6 OnacHu NPOJYKTH Ha pa3nagaHe IIpemaxnarto
12.1 Exomnorust - 061mo IIpemaxunaro
13.1 Pernonanuu pasnopenou 3a OTHabIHTE IIpemaxnaro
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Fludrocortisone acetate

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

[I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a oacHoCT:

H360 Moske 1a yBpeau OIUIOAUTEINIHATA CIOCOOHOCT WM ILIOJA.

H372 IMprunHsBa yBpexxaHe Ha OpraHUTe (CHAOKPUHHA CHCTEMA) IIOCPEICTBOM IIPOIBDKUTEIHA WU OBTAPSIIA C€ eKCIIO3HIIHS.
Repr. 1B Toxcuuanoct 3a penpoxykiusaTa, Kareropus 1B

STOTRE 1 Crerdiyaa TOKCHYHOCT 32 OMpe/IeJIeHH OPraHy — MOBTapsiia ce ekcrosuims, Kareropus 1

Wudopmanmonen muct 3a 6ezonacHoct (MJ1B), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxaiia ce B To3u MHdopMaroneH uct 3a 6e30MacHOCT, € MoJy4eHa OT H3TOYHHIIN, KOUTO CMSTaMe 3a
HafeKIHU. Bbopeku ToBa, HHpOpMaIMsITa ce IpeaocTaBs 0e3 HUKAaKBa rapaHIus, N3pUYHA WK [O/pa3oupalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA HIIN
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda Wi 00e3BpexkIaHe Ha IPOAyKTa ca H3BBH HAIIKS KOHTPOJ U MOXKE J1a ca U3BBH Hallata komneTeHTHocT. [Topaau
Tasu U APYTU HPUYHHU, HUC HE TIOEMaMe OTTOBOPHOCT U U3PHYHO CE OTKA3BaMe OT OTFOBOPHOCT 3a 3aryOu, IETH WM Pa3XO/IH, IPOU3TUYAIM OT WIH CBbP3aHH
0 HAKAKbB HAYMH C paboTaTa, ChbXpaHEHUETO, yIoTpedaTa uian 00e3BpexkIaHeTo Ha poaykTa. To3u MHpopMannoHeH JIMcT 3a 6€30MacHOCT € U3TOTBEH U TpsiOBa
Jla ce M3I0JI3Ba CaMo 3a TO3H MPOAYKT. AKO MPOAYKTHT CE H3I0I3BA KATO ChCTaBKa Ha APYTU HPOIYKTH, HATHYHATA HH(pOpPMAIMs OU MOTTIa []a ce OKaxKe
Henpuiokuma. Ta3u nHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYI[M MO3HAHNS U € NPEAHA3HAYCHA A []aJiec ONMCAHKE Ha MPOJYKTa CaMo 3a LIEJINTE Ha
3[]paBeora3BaHeTo, 0e30I1aCHOCTTa M OKOJIHATa cpena. [lopanau ToBa, Ts1 He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOMCTBATa HA MPOAYKTA.
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