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

®dopma Ha NpoJyKTa . BemectBo
HaumeHnoBaHue Ha BEIECTBOTO : Fusidic acid
XUMHUYECKO HAMMEHOBaHUE . Fusidic acid
EO Ne : 230-256-0
CAS Ne : 6990-06-3
Kopx Ha nponykra : 201600423

Hpentndunupann ynorpeoun

Ynorpeba Ha BelecTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH N3MUTBAHUS 1 aHATH3U
Camo 3a npodecroHanHa ynotpeba
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHM XUMHKAITH

Ynorpedu, KOUTO He ce MPEenopPbHYBAT

OrpannueHns 3a ynorpeda : He 3a xpana, JlekapcTBa MM JIOMAaIlTHa yrioTpeda

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@edqm.eu, www.edgm.eu

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

PA3JIEJI 2: OnucaHue Ha ONACHOC

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

Koposus/npasuene Ha koxata, Kareropus 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
CrerupuaHa TOKCHIHOCT 32 OIPEJIeTICHN OPraHy — eHOKpaTHA H335
excrio3unus, Kareropus 3, 1pasHeHe Ha MXaTelTHATE TBTHINA

OmacHo 3a BoJHAaTa cpejia — XpOHHYHA OIIaCHOCT, KaTeropus 3 H412

3a meiaHus Teket Ha H- n EUH-npenynpeskieHusTa 3a OacHOCT: BXK. pa3jen 16

He0naronpusatay GpU3HKOXHMHYHHE e()eKTH H HeOIATONPHATHH e()eKTH 32 3PABETO HA Y0BEKA H OKOJIHATA cpela

Bpenen 3a Boguute opranusmu, ¢ geiarorpacH edexrt. [Ipeanssuksa cepruosHo apasHene Ha ounte. [Ipeans3BukBa ApasHeHe Ha KoxkaTa. Moske [a mpean3BuKa
Jipa3HeHe Ha JUXaTEeITHUTE IBTHIIA.

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

ITuxrorpamu 3a onacuoct (CLP)

GHSO07
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Fusidic acid

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

Curnanna gyma (CLP) : Buumanue

Mpenynpexnenus 3a onacHoct (CLP) : H315 - [Ipenu3BukBa Ipa3HEeHE HA KOXKaTa.
H319 - [Ipean3BuKBa ceprHo3HO Jpa3HEHE Ha OYHTE.
H335 - Moxe n1a mpean3BUKa Apa3HEHEe Ha TUXATEIHUTE IbTHIIA.
H412 - Bpenen 3a BOTHUTE OPraHU3MH, C JABJITOTPACH EeKT.

Ipenopbku 3a 6e3omacuoct (CLP) : P261 - U36siraiite BAMMIBaHE HA MPax/MyIIeK/Ta3/IuM/H3MapeHHs/aepOo30IIu.
P264 - Jla ce n3mue pbleTe 0 JAKTUTE U JIMLETO CTAPATEIHO ClIe/ ynoTpeda.
P271 - la ce u3moi3ea caMo Ha OTKPUTO WIIK Ha J0OpE IPOBETPUBO MSICTO.
P273 - la ce u30sirBa u3myckaHe B OKOJIHATA CPEAA.
P280 - U3nomn3Baiite npeana3ny pbKaBHUIH/IPEINa3Ho 00IEKIO/MPeAna3Hi OUnia/mpena3ia Macka
3a JIMIe/TIPEANa3HN CPEACTBA 3a 3allUTa Ha CIIyXa.
P302+P352 - [TIPU KOHTAKT C KOXATA: V3muiite 00uIHO ¢ BoAa.
P304+P340 - [TPU BAWILIBAHE: 13Benere NUIETO HAa YUCT BB3AYX M IO OCTABETE B MO3UIIMSA,
yJIECHsBAIIA AUIIAHETO.
P305+P351+P338 - [IP KOHTAKT C OUMTE: npoMuBaiiTe BHUMATEIIHO C BOJA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIIH, aKO MMa TAKHBA U JOKOJIKOTO TOBA € Bb3MOXKHO.
[poabikere ¢ U3MIAKBAHETO.
P312 - I1pu Hepasznonoxenue ce odazere B IEHTHP [1O TOKCUKOJIOT' YIS unu Ha nexap.
P321 - CneunanusupaHo jgeyeHue (BxkK. AOMbIHUTEIHA MHCTPYKIMS 3a IbPBa IIOMOLI Ha TO3U
€THUKET).
P332+P313 - [Ipu mosiBa Ha KOXKHO ApasHeHe: [IoTppceTe METUIMHCKN CHBET/IIOMOILII.
P337+P313 - [Ipu npoabDKUTEIHO Apa3HeHe Ha oynTe: [1oThpceTe METUIMHCKN CHBET/IOMOLII.
P362+P364 - Cpasnere 3aMbpCEHOTO OOJICKIIO ¥ I'O U3IIEpETE MPEAN MMOBTOPHA ynoTpeda.
P403+P233 - Jla ce chxpansaBa Ha 100pe TpOBETPHBO MsACTO. CHABT Aa ce ChXPAHsIBA ILTBTHO
3aTBOPCH.
P405 - Ta ce chxpaHsiBa 1oJ| KJIH04.
P501 - CbabpixaHHETO/ChIBT J1a CC U3XBBPIIH B ITYHKT 33 ChOMPaHe Ha OMACHU MU CIICHUATIHH
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/UJIN MEX/LyHapOIHU
pasnopenou.

Ertukerupane B choTBeTCTBHUE C: M3KIIIOUCHNMS 32 BBTPEIIHM ONAKOBKH, KOTaTo ChAbPXKaHHETO He npeBuiiasa 10 ml.

He ce m3ucKBa eTHKeTHpPaHe

2.3. Ipyr" oacHOCTH

Toga BemecTBo/cMec He oTroBapst Ha kpurepuute PBT na Pernmament REACH, Ipunoxenne X111

ToBa BerecTBo/cMec He oTroBapst Ha kpurepuute vPvB Ha Pernmament REACH, Ipunoxenne XIII

Jlpyra nnpopmarys : AKTHBHO BelecTBO (BB (hapMalleBTHIHH IPOTYKTH).
BHHMaHHE - BEIIECTBO, KOETO BCE OIIE HE € H3IMHUTAHO HAIIBIIHO.

PA3JEJI 3: ChcraB/mndopmanus 3a CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HMnenTudguxarop Ha % Kiaacudukauus B CbOTBETCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]
Fusidic acid CAS Ne: 6990-06-3 <100 Skin Irrit. 2, H315
EO Ne: 230-256-0 Eye Irrit. 2, H319
STOT SE 3, H335
Aquatic Chronic 3, H412

3a meanus TekcT Ha H- n EUH-npenynpeskennsaTa 3a ONacHOCT: BXK. pasjen 16

PA3JIEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIL

H’pra moMo1g - 061111/1 MEpPKHU . BBB Bcnukn CjIydan Ha CbMHEHUE, UJIH aKO CUMIITOMUTE IPOABIIKABAT, IIOTHPCETE MEAUIIUHCKA
TTOMO1II.
H’pra TIOMOII TPy BAUIIIBAHE : I/I3BCI[BTC JIMOETO Ha YUCT BB3AYyX U I'O IOCTABETE B IMMO3UIINS, YI€CHABANIA JUITAHETO. I[a C€ oCTaBH

TIOCTpagaIns 1a Cu NOYNHE. B cnyqaﬁ Ha pUujionIiaBaHe: HompceTe MCIUIUHCKHA C’LBET/HOMOI]_[.
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Fusidic acid

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

ITbpBa MOMOII IPK KOHTAKT C KOXKaTa : Jla ce cBanmM 3aMBbPCEHOTO OOJIEKIIO U U3IOKEHUAT Y4acThK OT KOXKaTa J1a Ce M3MHUE C MEK CallyH U
BOJIa, KaTO CJIeJ] TOBA Ce M3IIAKHE C TOILIA BOAA. AKO JPAa3HEHETO Ha KOXKaTa MPO/IbIKABA, 1 Ce
HaIpaBK KOHCYJITALMS C JIeKap.

IIbpBa HOMOII TPY KOHTAKT C OYUTE . MznnakHere He3a0aBHO M CTapaTEIHO C BOJIA, KATO ABPXKUTE KICHaYUTe HIMPOKO OTBOPEHHU (B
MpoIb/bKeHne Ha oHe 15 MunyTH). CBasieTe KOHTAaKTHUTE JICIH, aKO UMa TAKUBA U JOKOJIKOTO TOBA
€ Bb3MOXHO. [Iponbinkere ¢ u3miakBaHero. [loTbpceTe MEAMIIMHCKA OMOIL, aKo OoJKara,
MHTaHETO WM 3a4EPBSBAHETO MPOJIBIIKAT.

[I'ppBa noMo1L IPU MOTITBIAHE . HMznnakuHere ycrara ¢ Bojia (CaMo ako MOCTPalalIvAT € B Ch3HaHKe). Hukora He AaBaiiTe HUIIO mpe3
ycTaTa Ha 4oBeK B Oe3ch3HaHne. HezabaBHO MOThpceTe MEANLIMHCKH ChBET/TIOMOLL.

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

Cumnromu/edeKTd ciel BAUIIBaHE : Mooxe na npean3BHKa Apa3HEeHE Ha JUXATCITHUTE MHTHIIA.
Cumnromu/edeKTd ciel; KOHTAKT ¢ KoXKaTa : Ilpenu3BukBa qpa3HeHe Ha KOXKara.
Cumnromu/eeKTH ciies] KOHTAKT C OYUTE : Ilpenu3BukBa cepro3HO Apa3HEeHe Ha OuuTe. 3adepBsaBaHus, OOJIKa.

4.3. Yka3aHue 3a HE00X0AUMOCTTA OT BCAKAKBH HEOTJI0KHU MeIUIHMHCKH TPUKHA U CNICLIUAJTHO JIeYEeHU e

Hsma HanuyHa AONBIHUTEIHA I/IH(i)OpMaI.II/Iﬂ

PA3JIEJI 5: IIpoTHBOMOKAPHH MEPKH

5.1. Cpeacrsa 3a raceHe Ha moxap

IMoaxo 1K TT0KaporacHTENTHN CPE/ICTBA : Jla ce m3mon3Bat cpeJicTBa, MOAXOMAAIIN 3a TaCEHE Ha MOXKapH B ChCEJCTBO. BhriieposeH arokcu.
Bonen crpeit. Cyx npax. Ozesio 3a 3aracsiHe Ha OI'bHsI.
Henoaxosmy moxaporacuTelIH| CpeJicTBa : Jla He ce n3non3Ba CHIIHA BOJHA CTPYSI.

5.2. Oco0eHn 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIECTBOTO HJIH CMECTa

OnacHu MIPOAYKTH Ha pasnagaHe B cnyqaﬁ Ha mmoxap . HemwiHOTO TOpEHE OCBOGO)KI[aBa OIIaCc€H BBITIEPOCH OKHC, BBITIEPOJACH ABYOKHUC U APYT'H TOKCUIHU
razoBe. Bp3MOXKHO € OT/IeNTHETO Ha TOKCHYHU nu3napeHus.

5.3. CbBeTH 32 O’KaAPHUKApHUTe

HHcTpyKuuy 3a raceHe Ha IoKapu : Jla He ce IomycKka H3MOI3BaHaTa B OopOaTa ¢ Imoxapa BoJa Jia 3aMbPCH OKOJHATa Cpefa.
3amuTa Ipy raceHe Ha Ioxap : Jla He ce mpeanpreMa HaMeca 0e3 MOAXOSIIO 3alUTHO 000pyABaHe. ABTOHOMEH H H30IHPAI]
amapar 3a AuxaTelHa 3ammTa. [IeiHa 3amura Ha TAI0TO.

PA3JIEJI 6: Mepku npu aBpapHMiiHO H3MyCKaHe

6.1. JInuHM NpeANa3sHU MePKH, NPeANa3HH CPeCTBA U NPOLEeAYPHU NPHU CHEUIHH CJIy4Yau
OO0y Mepku . Jla ce u30srBa KOHTAKT C KOXKaTa, OUUTE U IPEXUTE.

3a nepcoHaJ1, KOITO He 0TTOBAPS 32 CIEUIHU CJIy4an

ABapuiiHy I1aHOBE : Jla ce OTCTpaHU HEHYKHUSI IEPCOHAIL.

3a JIMIATAa, OTTOBOPHH 32 CIICIIHH CJIyYan

3aluTHU CpeacTBa . /Jla He ce npennpuema Hameca 6e3 MOAXOSIIO 3aUTHO 000pyIBaHe. 3a noBeve HHpopManus,
BrokTe paszen §: "KoHTpon Ha ekcro3uimsITa/ TMYHA Mpe/Ina3Hu cpeactsa’.

6.2. [Ipeama3Hu MepKH 32 oNMa3BaHe HA OKOJIHATA cpefa
Jla ce u3bsrea usnmyckane B okonHara cpena. [IpenoTBpaTeTe HaBIM3aHETO B KAHAIM3ALMATA U B OOIIECTBEHUTE BOIH.

6.3. MeToau u MaTepHaJId 32 OrpaHu4YaBaHe U NMMOYUCTBAHE

3a 3aAbpKaHE : Tlonwmiite ¢ HHEPTEH MaTCpHUal U IOCTABETE B IOAXOIAILL KOHTCﬁHep 3a OGCSBpe)KZ[aHC Ha OTHaabliu.
Metoau 3a Mo4rcTBaHe . Ilouucrere 3aMBPCEHUTE IIOBBPXHOCTU 0OHITHO ¢ Boza. [TouncTBane ¢ momira Ha JACTEPreHT.

6.4. Ilo30BaBaHe HA APYTH pa3ien

Bwxre Pasnen 13 otHOCHO HH(pOpManust 32 00e3BpeKIaHe Ha OTIABLUTE.
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Fusidic acid

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

31EJI 7: PaGoTa u chbXpaHeHHe

7.1. llpenna3un Mepku 3a 6e30macHa padora

Ipenna3uu mepku 3a Ge3omnacHa pabora : Jla ce u30sirBa BCsAKakBa U3IHIIHA eKcro3uims. Jla ce ocurypu 1o6po mpoBeTpsiBane Ha paGOTHOTO
MSICTO.
XUTrueHH! MEpKH : Jla He ce siae, e WK IMyLIH P yrnoTpeda Ha npoaykra. [la He ce u3Hacs 3aMbpPCEHO PabOTHO

00J1eKII0 U3BBH PabOTHOTO MoMeleHHe. Jla ce U3MHUAT PhLEeTe IPEIH OYNBKHTE U IS
MPUKJIIOYBAHE HAa paboTaTa.

7.2. YciioBusi 3a 6e€30aCHO CbXpaHABaHEe, BKINYUTEJIHO HCCbBMECTUMOCTH

Vcnosus 3a CbXpaHsBaHE : I[a C€ CbXpaHsBa HA I[06p€ TIPOBETPUBO MSACTO. CpabT 512 ce ChbXpaHsABa INIBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUIMHA U MpsKa CIbHYCBA CBETJINHA.
OnakoBbYHU MaTepuain : I[a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTCI‘/‘IHCPH‘

7.3. Cneuupuuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuyHa ONBIHUTEIHA P[H(‘bOpMaI.II/IH

PA3/IEJI 8: KoHTpoOJI Ha eKCIIO3UIUATA/TUYHHN MPeINa3Hu CpeACcTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsima Hanmana JOITBJIHUTCITHA I/[H(t)OpMaI_II/ISI

8.2. KoHTpo.1 Ha eKCo3uIHUATA

IMoaxoas HH:KeHEPeH KOHTPOJI

Moaxoasig HHKEHEPEeH KOHTPOJI:
)_'[a Ce ocurypu Z[06p0 IPOBETPsABAHE HA pa60THOT0 Mmsicto. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaT€JIHa BEHTUJIAlUA, TaKa U BEHTUJIAllUA Ha 001110TO
nomenienue. C Marepuajia Tpﬂ6Ba Ja ce pa60m non na6opaT0pHa KaMHrHa, JOKOJIKOTO TOBa € Bb3MOXHO.

JInuHH npeanasHu cpeacrea

3ammTa HAa 0YMTE M JUIETO

3ammuTa Ha o4HTe:

Jla ce HOCST npeamnasHu ounna. [Ipeanasuu ounna cse crpannyna 3amura. (EN 166)
3ammuTa Ha Ko:KaTa

3amuTa Ha KOXKaTa M TAJIOTO:
Jla ce HOoCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : JlaboparopHa npectiika. (EN 13034)

3ammuTa Ha pBueTe:
Jla ce HOCST MOAXOISIIIM PhKABULM. XUMHUYECKH YCTONYMBY npeanasuu pekasuny. (EN 374)

3amuTa Ha AUXATEJTHUTE MbTHIIA

3ammuTa Ha JUXaTeJIHHTE MbTHINA:
B ciyuait Ha 0O6pa3yBaHe Ha IIpax Jia ce H3M0JI3Ba anapar 3a qumane ¢ Guiarsp: P3

PA3AEJI 9: ®u3nynu 1 XMMMYHHA CBOHCTBA

9.1. Undopmanusi 0OTHOCHO OCHOBHHMTE (PDM3UYHU U XMMHYHH CBOICTBA

ArperatHo ChCTOSIHHE
st

BbHIeH By
MornexyiHa Maca
Mupuc

I'panunara Ha Mupuca
Touka Ha ToneHe
Touka Ha 3aMpb3BaHe
Touka Ha KUIIEHEe
3anmanuMocT

TBBpPIO BELECTBO
TMOYTH OsuT. OsiIT.
Kpucranen mpax.
525.7 g/mol

He e nanuuno

He e nanuuno
177-179 °C

He e nanuuno

He e nanuuno

He e nanuuno
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Fusidic acid

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 : 4-55

pH pastBop : He e HamuyHO
Buckosurer, kunemaruueH : He e npunoxumo
PazrBopumocT : Boma: <0.1 g/l
Koeduient Ha pasnpezpenenue: n-oktanon/soga (Log @ 2.6

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

Hsima HanmuHa OMIBJIHUTETHA PlH(bOpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaHHﬂ

Hsma nanuyna qonbnHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qonbiIHUTENHA HHOOpMALHS

Hsma HanuvHa TOMBIHUTETHA HHPOPMAIIUS

Hsima HanmuuHa TOMBJIHUTETHA PlH(l)OpMaI.II/Iﬂ

rH4Ha HqupmaumI

Octpa TOKCHYHOCT (OpajiHa) . He ce knacudunupa (B3 0cHOBa Ha HANTMYHUTE JaHHH, HE Ca U3ITBJIHCHH KPHTEPUHTE 32
KIacupHIEpaHe)

OcTtpa TOKCHYHOCT (IepMaliHa) . He ce knacudunupa (B3 0cHOBa Ha HANTMYHUTE JaHHH, HE Ca U3ITBJIHCHH KPHTEPUHTE 32
KIacupHIEpaHe)

OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢uupa (Jlunceat nanxu)

Fusidic acid (6990-06-3)

LD50 opanHo mbx > 5000 mg/kg
Kopo3uBHOCT/Ipa3HEeHe Ha KOKaTa . Ilpenu3BukBa JpasHeHe Ha KoXara.
pH:4-55
Cepno3HO yBpesk/laHe Ha OUHTE/IpasHEHEe Ha OUNTe : Ilpenu3BHKBa cepruoO3HO JIpa3HEHE HA OUYHTE.
pH:4-5.5
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Fusidic acid

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

CeHcnOMIM3anus Ha AUXATEITHUTE IBTUIIA WK KOXKaTa
MyTareHHOCT Ha 3apOAUIIHUTE KIETKH

Kanneporensoct

ToKCHYHOCT 3a PeNpOAYKLHUATA

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPE/ICIICHN
Opranu) — eIHOKPATHA EKCITO3UIIHSI

CTOO (crnenuduvHa TOKCHYHOCT 32 ONPEICICHN
OpraHu) — MNOBTAPSILIa C€ EKCIIO3UIIHS

OmacHocT Ipy BAUIIBAHE

11.2. Uudopmanus 3a APYrd ONACHOCTH

Hsima HanmaHa JIOITBJIHUTEITHA MH(bOpMaI.II/IH

He ce knacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHEHH KPUTEPUUTE 32
Kiacuuypane)

He ce knacudunupa (Bb3 ocHOBa Ha HATHYHUTE JaHHH, HE Ca U3IBIHCHH KPUTEPHUTE 3
KIacupHIIpaHe)

He ce knacu¢unupa (JlunceaT nanam)

He ce xnacu¢unupa (Bb3 ocHOBa Ha HAIMYHUTE NAaHHH, HE Ca H3IBIHEHH KPHTEPUUTE 32
KIacuHIIpaHe)

Moske n1a mpein3BUKa Apa3HEHEe Ha TUXATEIHUTE IbTUILA.

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHKUTE NAHHH, HE CA H3IBIHEHH KPUTEPHUTE 32
KJIacupHIEpaHe)
He ce knacuguumpa (B3 0CHOBa Ha HAIMYHUTE JQHHH, HE CA U3ITBIIHEHH KPUTEPUUTE 38
KJIacupHIIpaHe)

PA3/IEJI 12: ExoJjiornyHa uHpopmManus

12.1. TokcuuHOCT

OrnacHo 3a BOJHATA CPefia, KPaTKOCPOUHa (0CTpa)

OmacHo 3a BoHAaTa cpesia, JBIr0CpPOUYHa (XPOHHYHA)

He ce xiacuguumpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE Ca U3ITBIHEHN KPUTEPHUTE 32
KIacu(pHIIpaHe)
Bpe/ieH 3a BOJHHTE OPraHU3MH, C JBITOTPACH e(EKT.

Fusidic acid (6990-06-3)

LC50 - Pu6u [1]

> 400 mg/1 (96 yaca, Brachydanio rerio ( puba 3e6pa )) (Mmetox OECD 203)

EC50 - Pakoo6pa3uu [1]

367 mg/l (48 gaca, Daphnia magna (Boxgua 6niixa))

ECS50 72h - Bogopaciu [1]

4.3 mg/1 (72 gaca, Pseudokirchneriella subcapitata (3exenn Bogopacmn)) (merog OECD 201)

NOEC xpoHn4Ha BOJOPACIH

0.3 mg/l (72 yaca, Pseudokirchneriella subcapitata (3enenn Bogopacin)) (meroq OECD 201)

12.2. YcTOoiYHUBOCT ¥ pa3rpaguMocTt

Fusidic acid (6990-06-3)

YcToiuMBOCT U pasrpagiuMocT

Pasrpaxna ce 66p30

12.3. BuoakymyJiMpania crocooHoOCT

Fusidic acid (6990-06-3)

KoedurmenT Ha pasnpeneneHue: n-okranoi/soaa (Log
Kow)

2.6

12.4. IIpeHocuMOCT B MOYBATA

Hsima HanuaHa JOITBJIHUTCITHA P[H(i)OpMaLU/Iﬂ

12.5. Pe3yaratu ot ouenkara Ha PBT u vPvB

Fusidic acid (6990-06-3)

Tosa BemectBo/cMec He otroBaps Ha kputepuute PBT na Pernament REACH, Ilpunoxenne XIII

ToBa BewecTBo/cMec He oTroBapst Ha kpurepuute vPvB Ha Permament REACH, Ipunoxenne X111

12.6. CoiicTBa, HapymaBamy GyHKIHHUTE HA €HAOKPHHHATA CHCTEMa

HsiMa HannyHa JOMBJIHATENHA HHOPMALHS

24/01/2025 (JlaTa Ha penakuusTa)

BG (6barapckn)

6/10



Fusidic acid

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABLUUTE

Hsima HanmMuHa OMIBJIHUTEIHA PlH('bOpMaI.IPIﬂ

PA3JEJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cmucbka Ha OOH nian naenTudgukanuoHeH HoMmep

He e npunoxxumo He e npunoxumo He e npunoxxumo

14.2. TouHo HanMeHOBaHNe HA MPaTKaTa 1o cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha 0NaCHOCT MPH TPAHCIIOPTHPAaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBbuHa rpyna

He e mpunoxumo He e npunoxumo He e mpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpelia

He e npunoxumo | He e npunoxumo | He e npunoxumo

Hsima gonbiHUTENTHA HaNMYHA HHGOOPMATHS

CyXonbTeH TPAHCIIOPT

He e npunoxumo

Tpancnopt 1o Mmope
He e npunoxumo

Bb3ayuien Tpancnopr
He e npunoxumo

He e npunoxumo

PA3JIEJI 15: Undopmanusi 0THOCHO HOPMATHBHATA ypeada

Pernamentn na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHuyaBaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, IIpunoxenue XIV (CnuchbK Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [punoxenne XIV na REACH (Crnnchk Ha BelecTBaTa 3a pa3peliaBaHe)

24/01/2025 (JlaTa Ha penakuusTa) BG (6warapckn) 7/10



Fusidic acid

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

REACH, Cnucsbk ¢ kanauaat-pemecrsa (SVHC)

He ¢urypnpa B crimcskxa vHa REACH ¢ kanmunar-emectsa

PerjiaMeHT 0THOCHO BelllecTBa, KOMTO HapymaBat o3o0HoBus cjoii (EC 1005/2009)

He durypupa B cniucbka ¢ BelecTBa, KOUTO HapyiiaBat 030HoBus cioii (Perimament 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 BbBex/JaHe pexkuM Ha OOIMIHOCTTA 32 KOHTPOJI HA H3HOCA, TpaHcdepa,
Opokepckara JISHHOCT U TPaH3UTa Ha U3JIENHS M TEXHOJIOTHH C JIBOMHA yroTpeba.

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

He cpappixa BemmecTBO(a), BKIIIOYCHO(H) B CIIUCHKA C MIPEKypcopH Ha B3puBHHU BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe Bemectsa (Permament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKAHETO
Ha I1a3apa Ha OIIpeJIeNIeHH BEIeCTBa, N3II0I3BaHU 32 HE3aKOHHO IIPOM3BOJICTBO HA HAPKOTHYHH HIJIM IICHXOTPOIIHH BEIIECTBA)

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

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

PA3JIEJI 16: Ipyra undgopmanus

HMnaukanus 3a IpoOMeHH

Paznen IIpomeHeH eneMeHT KomenTapu
3aMeHs BepcusTa OT JobaBeHo
Jlata Ha pepakuusara JobaBeHo
1.1 CuHoHNME IIpemaxunarto
1.1 CAS Ne JobaBeHo
1.1 EO Ne Jlo6aBeno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxnarto
1.2 Orpannuenys 3a ynorpeda IIpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMeCTa IIpomeneno
2.1 Knacudukanus B ceorBerctre ¢ Permament (EO) | IIpomeneno

Ne 1272/2008 [CLP]

2.1 Heobnaronpusatan GpuznkoxumMuyHu ehexT u IIpomeneno
HeOnaronpusaTHU e(PeKTH 3a 37paBeTo Ha YOBEKA U
OKOJIHATa cpefa

2.2 Ipenynpexnenus 3a onacHoct (CLP) IIpomeneno
2.2 Ipenopsku 3a 6e3omacuHoct (CLP) IIpomeneno
23 Jpyra uapopmarms JobaBeHo
4.1 IIppBa mOMOIL IPYU KOHTAKT € KOXKAaTa IIpomeneno
4.1 IIppBa moMoIIL TP KOHTAKT € OYUTE IIpomeneno
4.1 II'ppBa nOMOIIL IPH MOTITBILAHE JobaBeHo
4.1 II'ppBa nomoli nNpu BIUIIBaHE JobaBeHo
4.1 ITppBa nomouy - 00N MEPKU JobaBeHo
42 Cumnitomu/e)eKTH Cles BIUIIBaHEe JloGaBeno
4.2 CumMnromu/eexTd ciell KOHTAKT ¢ KOXKaTa Jlo6aBeno
4.2 Cumnromu/e(eKT ciae] KOHTAKT C OYUTE Jlo6aBeHo
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Fusidic acid

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
5.1 TToaxoasmu noxaporacuTeIHA CpeCcTBa IIpomeneno
5.1 Henoaxonsmu noxaporacuTeHu cpeacTa Jlo6aBeHo
5.2 OnacHoCT OT moXxap IIpemaxnarto
5.2 OnacHu NPOAYKTH Ha pa3najiaHe B cilyyaid Ha JobaBeHo
moxap
53 VHCTpyKIMHM 32 TaceHe Ha MoKapu ITpomeneno
53 3amuTa npy raceHe Ha rnoxap Jlo6aBeno
6.1 ABapuiiHy M1aHOBE IIpomeneno
6.1 3anuTHU cpeacTBa Jlo6aBeHo
6.1 OO0 Mepku Jlo6aBeno
6.2 IIpennasHu Mepky 3a ora3BaHe Ha OKoJHaTa cpeza | JlobaBeHo
6.3 3a 3aabpiKaHe JobaBeHo
6.3 Meroau 3a MOYUCTBAHE JlobaBeHo
6.4 Tlo3oBaBaHe Ha apyru paznent (8, 13) JlobaBeno
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa JobaBeHo
7.1 XUrHeHHH MEPKH JlobaBeHo
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
7.2 YcnoBust 3a chXpaHsIBaHE JobaBeHo
7.3 Crernu$ ey KpaifHu yrnotpeou IIpemaxnaro
8.2 3amuTa Ha phIeTe IIpomeneno
8.2 3amura Ha KO’KaTa U TSUIOTO IIpomeneno
8.2 Toaxoasii HHKEHEPEH KOHTPOJI IIpomeneno
8.2 3aluTa Ha OYUTE Jlo6aBeHo
8.2 3amuTa Ha JUXaTeITHUTE ITbTHINA Jlo6aBeno
9 BroHmien Bux IIpomeneno
9 pH JobaBeHo
9 MornekyiHa Maca JobaBeHo
9 Touka Ha TONIEHE Jlo6aBeHo
9 st Jlob6aBeHo
9 Koeduuumenr Ha pasnpenesnenue: n-okraHon/soga | Jlo6aBeHo
(Log Kow)
10.1 PeakionHa ciocoOHOCT IIpemaxunaro
10.3 BB3MOXKHOCT 32 OITACHU PEaKLUK IIpemaxuarto
10.5 HecwsBmecTumu marepuanu IIpemaxnarto
10.6 OnacHu NPOJYKTH Ha pa3nagaHe IIpemaxnarto
11.1 LD50 opanHo miaex JloGaBeno
11.1 ATE CLP (opaiHa) IIpemaxnaro
12.1 ECS50 72h - Bogopacnu [1] Jlo6aBeno
12.1 EC50 - Pakoo6Opasuu [1] Jlo6aBeHo

24/01/2025 (JlaTa Ha penakuusTa)

BG (6barapckn)

9/10



Fusidic acid

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

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
12.1 LC50 - Pubm [1] Jlo6aBeno
12.1 Exomnorus - 06mmo IIpemaxnaro
12.1 NOEC xpoHH4Ha BOJIOPACIH JobaBeHo

[I'baen Texker Ha H- u EUH-npenynpeskieHusiTa 3a oacHoOCT:

Aquatic Chronic 3 OmnacHo 3a BoJHATa cpejia — XpPOHHYHA OIIACHOCT, KaTeropus 3

Eye Irrit. 2 Cepuo3HO yBpexIane/mpazHene Ha ounrte, Kareropus 2

H315 IIpenn3BukBa apa3sHeHe Ha KOXKaTa.

H319 IIpean3BuKBa CEpHO3HO IPa3HEHE HA OUYUTE.

H335 Mosxe 1a mpeAn3BUKa Apa3HEHEe Ha IUXATEIHUTE IbTUILA.

H412 Bpezen 3a BOZHHTE OpraHU3MH, C ABITOTPAcH e(eKT.

Skin Irrit. 2 Koposus/npasHene Ha koxara, Kareropns 2

STOT SE 3 CriennpryHa TOKCUYHOCT 32 ONPEEeIICHU OPraHu — €JHOKpaTHa eKcro3ulys, Kareropus 3, apa3HeHe Ha TUXaTeIHUTE IbTUILA

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHGOpMaIoHeH JIMCT 3a 6€30MaCHOCT, € MOIy4eHa OT H3TOYHHIIN, KOUTO CMsITaMe 3a
HaJeKIHU. BhIpeku ToBa, HHpoOpMAIMsITa ce IPEA0CcTaBs 0e3 HUKAKBA FapaHIs, N3PHYHA WK [0/pa30uparia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHSTA WIH
MeToauTe 3a paboTa, ChbXpaHeHHe, yrnoTpeba 1k 00e3BpexkIaHe Ha MPOILYKTa Ca W3BBH HAIIMS KOHTPOJI X MOJKE [a ca M3BbH HalllaTa KOMIIETEHTHOCT. [lopagu
Ta3u ¥ APYTH IPUYHHH, HUE HE TOEMaMe OTTOBOPHOCT U H3PUYHO CC OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOH, IICTH HJIM Pa3sXO/H, IPOU3THYAIIN OT WX CBBP3aHN
110 HSIKaKbB HAYMH C pab0oTaTa, ChXPAHCHHETO, yIoTpeOaTa Win 00e3BpekIaHeTo Ha mpoaykra. To3n MH(opmarmoneH anct 3a 6€30MacHOCT € H3TOTBEH U TpsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3U MPOIYKT. AKO MPOIYKTHT CE U3MONI3BA KaTO ChCTABKa Ha APYTH MPOLYKTH, HAJTNYHATAa HH(OPMALHs OM MOTJIa /1a ce OKake
Henpmiokuma. Ta3u HHpopMaIMst ce OCHOBABA HA HAIIMTE TEKYI[H MO3HAHNS U € NPEAHA3HAYCHA J1a ajie ONMCAHHE Ha MPOYKTa CaMo 3a LIEINTE Ha
3[paBeona3BaHeTo, 0e30IIaCHOCTTa M OKOIHATA cpera. [lopaau ToBa, T He TPsIOBa Ja ce THIKYBa KaTO FapaHIIMs 32 CBOHCTBATA HA MPOMYKTA.
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