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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Enrofloxacin for system suitability
XHUMUYECKO HAaMMEHOBAHUE : Enrofloxacin

CAS Ne 1 93106-60-6

Kon na npoxykra 1 202500615

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
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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]

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319

ToxcuuHoCT 3a penpoaykuusra, Kareropus 2 H361

CrenndiyHa TOKCHYHOCT 3a ONPEJieNIeHN Oprany — noprapsimia ce  H373

excnoszunus, Kateropus 2

OnacHo 3a BOJIHaTa cpejia — OCTpa OMACHOCT, KaTteropus 1 H400 (M=10)
OnacHo 3a BoJiHaTa cpejja — XpOHWYHA ONACHOCT, KaTeropus 1 H410 (M=10)
3a mbanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (I)I)BI/IKOXHMPIWHM eq)eKTPl H HeﬁJ’lal"Ol’lpl/lﬂTHl/l e(l]eKTl/l 34 3IPaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

CHIIHO TOKCHYEH 32 BOAHUTE OPraHU3MHU, ¢ AbiaroTpaeH edexr. [Ipeamnonara ce, ue yBpex/ia OIIOAUTENIHATA CIOCOOHOCT WM Tuioa. [Ipeu3BuKBa CepUO3HO
Jpa3HeHe Ha oynTe. MoxKe [a MPUYUHH YBPEKIaHe HA OPraHUTE MPH MPOABDKUTEIHA WIH TTOBTAPSIIIA CE SKCITO3ULIHS.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omnacHoct (CLP)

$

GHSO07 GHSO08 GHS09
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Enrofloxacin for system suitability

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) : H319 - [Ipenus3BuKBa CEPUO3HO Ipa3HEHE HA OYHTE.
H361 - IIpeamnonara ce, 4ye yBpex/Ja OIUIOUTENIHATA CIIOCOOHOCT MJIH IUIOAA.
H373 - Moxe 1a mpu4uHM yBpexaaHe Ha opranute (MyCKyJIHO-CKEIEeTHA CUCTEMa, ChP/ICUHO-
Ch/I0BA CHCTEMa, HEPBHA CHCTEMa, XPAaHOCMUIIATEIHA CHCTEMa, UMYHHA CHCTEMa, TECTHKYJI) [IPU
HPOJIBIDKUTENHA WM [TOBTAPSAIA CC CKCITO3UIHS.
H410 - CuiHO TOKCHYEH 3a BOIHUTE OPraHU3MU, C IBITOTPAcH e(eKT.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHU HHCTPYKIUH.
P202 - He u3non3Baiite npeau Ja CTe MpOYesd U pa30panu BCUUKH MPEANIa3HA MEPKH 3a
6e30macHoCT.
P260 - He BaumBaiiTe mpax/myIiex/ra3/anM/u3napeHs/acpo30iu.
P264 - Jla ce u3mue phlieTe 10 JaKTUTE U JHIETO CTapaTesIHo Clel yrnoTpeba.
P273 - Jla ce n36srBa U3IMycKane B OKOJIHATA Cpea.
P280 - U3nomn3Baiite npeanasHu pbKaBUIH/IPEINa3HO 00IEKI0/MPeAna3Hi Ounia/mpena3Ha Macka
3a JIMIe/TPEAIa3HU CPECTBA 32 3allUTa Ha CIIyXa.
P305+P351+P338 - [IP KOHTAKT C OUMTE: npoMuBaiiTe BHUMATEIIHO C BOAA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIH, aKO MM TAKHBA U JIOKOJIKOTO TOBA € Bb3MOKHO.
Ipoabikere ¢ U3MIAKBAHETO.
P314 - [Ipu Hepa3mnonoKeHne NOTHPCETE MEJUIIMHCKU CHBET/TIOMOILI.
P337+P313 - [Ipu npoabDKUTENHO Apa3HeHe Ha ounTe: [loThpceTe MEIUIMHCKNA CHBET/IOMOLII.
P391 - Cpbepere pazasToro.
P405 - Ta ce chxpaHsiBa 1oJ| KJIto4.
P501 - CpapprkaHueTo/chabT Aa ce U3XBBPIIH B MYHKT 33 CHOMPaHE HA OMACHU WU CIICHUATHI
OTHajblH, B ChOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIIHY H/HIN MEXILyHapOIHU
pasnopenou.

Ertukernpane B choTBeTCTBHUE C: M3KIIIOUCHHMS 32 BBTPEIIHM ONAKOBKH, KOTaTo ChABPXKAHUETO He npeBumiasa 10 ml.

IMuxrorpamu 3a onacHoct (CLP)

GHS08

2.3. JIpyru onacHoCcTH

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

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kaacuduxanus B cbOTBETCTBHE C
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Enrofloxacin CAS Ne: 93106-60-6 <100 Eye Irrit. 2, H319
Repr. 2, H361

STOT RE 2, H373
Aquatic Acute 1, H400 (M=10)
Aquatic Chronic 1, H410 (M=10)

3a mennus Teker Ha H- 1 EUH-nipenynpexaeHusTa 3a onacHOCT: BX. pazjen 16

PA3JIEJI 4: Mepku 3a nbpBa oMo

4.1. OnucaHue Ha MepPKHUTe 32 IbPBa MOMOL

H'I:pBa TTOMOII - 00T MEPKHU . BbB BcHukH CJIy4au Ha CbMHCHHE, HWJIK aKO CUMIITOMHUTE IIPOABIDKABAT, IOTHPCETE MEIUIIMHCKA
oMol
H'BpBa TioMonl Npyu BAUIIBAHE . W3Benere nuiiero Ha 9uCT BB3AYX U I'0 [IOCTABETE B MO3ULINA, YJIICCHABAIA AUIIAHETO. lla C€ OCTaBH

TocTpazaus 1a cu nounse. B ciaywaii Ha npunomasane: IToTbpcere MeUIMHCKH CHBET/IIOMOIIL.
ITepBa oMo IPH KOHTAKT C KOXKaTa : /Jla ce cBaM 3aMbPCEHOTO 00JIEKIIO U U3JI0KEHUAT YUACTBK OT KOXKATa JIa Ce M3MHE C MEK CallyH H
BOJIa, KaTo CJIEJl TOBA C€ U3IUIAKHE C TOIIA BOJIA.
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Enrofloxacin for system suitability

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

[TppBa mOMOII IPX KOHTAKT C OYHTE : HW3miakaeTe He3a0aBHO M CTAPATEIHO C BOJA, KATO IbP)KUTE KIIEMAYNTe IUPOKO OTBOPEHH (B
MpOABIDKeHHE Ha ToHe 15 MuHyTH). CBajieTe KOHTAKTHUTE JICIIH, aKO MMa TAKHBA U JJOKOJIKOTO TOBa
€ Bb3MOXHO. [Iponbinkere ¢ u3miakBaHero. [loTbpceTe MEAMIIMHCKA OMOIL, aKo OoJKara,
MHTaHETO WITH 3a4ePBSBAHETO MPOIBIDKAT.

[I'ppBa noMoIL IPU MOTITBIAHE . HMsnnakHere ycrara ¢ Bojia (CaMo ako MOCTPalalIUAT € B Ch3HaHKe). Hukora He AaBaiiTe HUIIO 1pe3
ycrara Ha 4OBeK B Oe3ch3HaHue. He3abaBHO MOThpCeTe MEAUIIMHCKH CHBET/IIOMOLIL.

4.2. Haii-chbIecTBEH! OCTPH U HACTHIBAIIM CJIe] H3BECTEH MePHO/ OT BpeMe CHMITOMH U eheKTH

CI/IMHTOMI/I/S(I)CKTI/I CJIC] KOHTAKT C OYUTE : HpC,ZlPBBI/IKBa CEPHO3HO APAa3sHECHE HAa OYHUTE. 3a‘ICpB$IBaHPlﬂ, Ooska.

4.3. Yka3aHue 3a He00X0AUMOCTTA OT BCAKAKBHU HEOTJIOKHU MEJUIUHCKHU I'PUKH U CHICITUAJIHO JICYCHHE

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

PA3JIEJI 5: IIpoTHBOMOKAPHH MEPKH

5.1. Cpeacrsa 3a raceHe Ha moxap

IMoaxosIIH TT0KapOTracHTEITHN CPEICTBA : Jla ce m3mon3Bat cpescTBa, MOAXOAAIIN 3a FaCEHE Ha MOXKapH B ChCECTBO. BhrieponeH auokcus.
Bonen crpeit. Cyx npax. Ozesio 3a 3aracsiHe Ha OI'bHsI.
Henoaxosmy moxaporacuTelIH| CpeJicTBa : Jla He ce n3non3Ba CUIIHA BOJHA CTPYSI.

5.2. Oco0eHH 0NIACHOCTH, KOUTO MPOU3THYAT OT BELeCTBOTO HJIH CMECTa

OrnacHu MPOAYKTH Ha pasnajlaHe B cnyqai'l Ha mmoxap . HemwiiHOTO TOpEHE 0013060)1(1:[3.133 OIIac€H BBITIEPOJICH OKHC, BBITIEPOJACH ABYOKHUC U APYT'H TOKCUIHU
razoBe. Bp3MOKHO € OT/IeNTHETO Ha TOKCHYHU n3napeHUs.

5.3. CbBeTH 32 NO’KapHUKAapHUTe

I/IHCprKI_II/II/I 3a rac€HE Ha I0oXKapu : I[a HE C€ I0MMyCKa M3II0JI3BaHaTa B 60p6aTa C I10oapa BoJa J1a 3aMbpCH OKOJIHATa Cpeaa.
3aIl[I/ITa IIpA TaCCHE Ha MMOXKap : I[a HE C€ mpeanpueMa HaMmeca 6e3 IOAXOIAII0 3aIUTHO 06opyaBaHe. ABTOHOMEH 1 nu3ojauparg
amnapar 3a 1uxXaTeiiHa 3alluUTa. ITenaHa 3alIMTa Ha TAJIOTO.

PA3IEJI 6: Mepku npu aBapuiiHO U3MyCKaHe

6.1. JInuHM NpeANa3sHU MepKH, NPeAIIa3HH CPeCTBA U NPOLeAYPHU NP CHEIIHH CJIy4Yau
OO0y Mepku : Jla ce u30srBa KOHTAKT C KOXKaTa, OUUTE U IPEXUTE.

3a nepcoHaJ1, KOITO He 0TTOBAPS 32 CIEUIHHU CJIy4an

ABapuiiHu 11aHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAIL.

3a JIMIATa, OTTOBOPHH 32 CIICIIHH CJIyYan

3auuTHU CpeacTBa . /Jla He ce npennpuema HaMmeca 0e3 MOAXOSIIO 3alUTHO 000pyABaHe. 3a nmoBeve HHpopManus,
BrokTe paszen §: "KOoHTpon Ha eKCro3uiusITa/ TNYHA Mpe/na3Hu cpeacTsa’.

6.2. [Ipeama3Hu MepKH 32 0Na3BaHe HA OKOJHATA CpeAa
Jla ce nsbsresa M3ITyCKaHe B OKosiHaTa cpeaa. [IpenoTBpaTere HaBIM3aHETO B KAHAIM3ALMATA U B 0OILIECTBEHUTE BOJIH.

6.3. MeToau u MaTepHaJId 32 OrpaHu4YaBaHe U MOYUCTBAHE

3a 3aAbpKaHE : Tlonwmiite ¢ HMHEPTEH MaTCprUal U IOCTABETE B MOAXOIAILL KOHTCﬁHep 3a 0663Bpe)l(£[aHC Ha OTIaabIiu.
MeTtoau 3a MO4YMCTBaHE : ITlouucrere 3aMBPCEHUTE ITOBBPXHOCTU 0OHITHO ¢ Boza. [TouncTBane ¢ momiira Ha JCTEPreHT.

6.4. Tlo30BaBaHe HA APYTH pa3iesn

Bwxre Pasnen 13 otHOCHO HH(pOpManust 32 00e3BpeKIaHe Ha OTIIAbIUTE.

PA3/IEJI 7: PaGoTa u cbXxpaHeHHne

7.1. Ilpenna3uu MepkH 3a 6e3onacHa padora

)IOHT:J'IHI/ITQHHH OITaCHOCTH II0 BpEME Ha pa60Ta : )Ia HE CC€ u3Jjiarat 6pCMeHHHTe KCHH WM KbpMAYKHUTE.
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Enrofloxacin for system suitability

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

Ipennasuu Mepku 3a 6e3omacHa paboTa . /Jla ce u30srBa BCsIKAaKBa M3NHUINHA ekcrio3uus. [la ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XUTueHHH MEPKH . Jla He ce sz1e, nMe WK TyIIH OpH yrotTpeda Ha nmpoaykra. Jla He ce n3Hacs 3aMbpCceHO paboTHO

00J1eKI10 N3BBH pabOTHOTO NomenieHue. [la ce U3MUAT phLETe NpeIu MOYUBKUTE U CIIE]T
MPUKIIIOYBaHE Ha padorara.

7.2. YcenoBusi 3a 6e30MaCHO ChbXpPaHsSBaHe, BKIIYNTETHO HECHBMECTHMOCTH

VYcnoBust 3a chXpaHsBaHe : /Jla ce cpxpansiBa Ha 100pe npoBeTpuBO MACTO. ChIBT J1a CE ChXpaHsiBa IUIBTHO 3aTBOPEH. Jla ce
a3 OT TOIUIMHA U NpsKa CITbHYEBA CBETIIMHA.
OnakoBbYHU MaTepHAIH : Jla ce chXpaHsiBa B OPHTMHATHUTE KOHTCHHEPH.

7.3. Cneuuduuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaI.II/IH

PA3J/IEJI 8: KoHTpPOJI Ha eKCIIO3HIUSITA/THYHH MPeINa3Hi CPeACTBa

8.1. [TapameTpu HA KOHTPOJI

Hsima HanmaHa JOITBJIHUTEITHA I/[H(bOpMaLII/IH

8.2. KoHTpo.1 Ha eKCo3HIMATA

HO)]XO)]HH.( HHKEHEPEH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce ocurypu 106po mpoBeTpsiBaHe Ha paboTHOTO MsICTO. OOMKHOBEHO CE H3MCKBAT KAKTO MECTHA CMyKaTeJIHA BEHTHIAINS, Taka M BEHTUIALHS Ha 00LIOTO
nomenienue. C marepuaina TpsiOBa Ja ce padoTH 1o 1abopaTopHa KAMUHA, JOKOJIKOTO TOBA € Bb3MOXHO.

JInuHu npeanasHu cpeacrsa

3amuTa Ha OYMTE U JIMIETO

3ammTa HA OYHTe:

Jla ce HocsiT peanazHu ounia. [IpeanasHu oumna cbe crpannyna 3ammra. (EN 166)
3amuTa Ha KOKaTa

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce HOCH mOAXOMAMLIO NpeanasHo obiekno. Jlaboparopra ynorpeba : Jlaboparopsa npectisika. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCAT MOAXONAIM PhKaBUILM. XUMHYECKH YCTOHUMBH pena3Hu ppraBuiy. (EN 374)

saII(I/ITa Ha [UXaTeJIHUTE MbTHIIA

3ammuTa Ha TUXATeTHHTE MbTHINA:
B ciyuait Ha 006pa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a qumane ¢ Guiarsp: P3

PA3IEJI 9: ®u3nynu 1 XMMUYHHM CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (pM3UYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSIHUE : TBBpIO BemecTBo
st . BIenoXbIT. CBETIOXKBIIT.
BpHiien Bug : Crystalline powder.
MornekyiHa Maca : 3594 g/mol
Mupuc : He e Hannuno
I'panunara Ha Mupuca . He e mannuno
Touka Ha ToneHe 1 =220°C

Touka Ha 3aMpB3BaHE . He e HannuHo
Touka Ha kunEHe : He e nanuuno
3amanuMocT : He e manuuno
JlonmHa rpaHHIla Ha eKCIIO3UBHOCT : He e npunoxxumo
T'opHa rpanuIa Ha eKCIIII03UBHOCT : He e npunoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmneparypa Ha camo3anajaBaHe : He e npunoxxumo
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Enrofloxacin for system suitability

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

Temmneparypa Ha pa3naraHe : He e Hanuuno
pH : 6,5-7,5 (1% Bonen pastsop)
pH pastBop : He e HamuunO
Buckosurer, KuHEMaTuueH : He e npunoxumo
PasrBopumocT : Boma: <0,1 g/l
Koeduient na pasmnpeznenenue: n-okranon/soga (Log @ He e nammdno
Kow)

Hansirane na nmapute : He e Hanuuno
Hansirane na napute npu 50°C : He e nanuuno
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA IITBTHOCT : He e Hann4HO
OTHOCHUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pasmep Ha yacTunuTe : He e Hanuuno

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PeaKTHBHOCT

Hsima HanmuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

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

Hsma HanuyHa 1onBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOnbIHUTENHA HHOOpMALHS

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

JEJI 11 HKOJIOTHYHA HHq)opmaumI
Octpa TOKCHYHOCT (OpajiHa) . He ce knacudunupa (B3 0CHOBa Ha HANTHYHUTE JAHHH, HE Ca U3ITBJIHEHH KPHTEPUHTE 32
KkIacupHIEpaHe)
OcTtpa TOKCHYHOCT (IepMaliHa) . He ce knacu¢unupa (B3 0CHOBa Ha HANTMYHUTE JaHHH, HE Ca U3ITBJIHEHH KPHTEPUHTE 32
KIacupuIEpaHe)
OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢umpa (Jlunceat nanxu)

Enrofloxacin (93106-60-6)

LD50 opanHo mbx 5000 mg/kg
LD50 nepmanHo 3aex 2000 mg/kg
KoposusHoct/npa3HeHe Ha KoxaTa : He ce xnmacuduimpa (Bb3 ocHOBa Ha HATMYHKUTE JIAHHH, HE Ca 3ITBJIHEHH KPUTEPHHUTE 32
KIacupHIIpaHe)
pH: 6,5—7,5 (1% Bonaen pasrop)
CepHo3HO yBpeXKAaHe Ha OUHTE/pa3HEeHe Ha OUHTe . Tlpenu3BuKBa CEpUO3HO Apa3HEHE HA OUHUTE.

pH: 6,5 —7,5 (1% Bonaen pasztop)
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Enrofloxacin for system suitability

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

Cencubunusanms Ha AUXaTeTHATE IBTUINA WK Kokata : He ce knacuduuunpa (B3 0cHOBa Ha HAMHYHUTE JaHHH, HE CA U3IIBIHCHH KPUTEPHUTE 32
KIacupHIEpaHe)

MyTareHHOCT Ha 3apOJIUIITHUTE KICTKN : He ce knacuduimpa (Bb3 ocHOBa Ha HATUYHHUTE JAHHH, HE Ca M3ITBJIHCHH KPUTEPHUHUTE 32
KIacupuIEpaHe)

Kanneporennoct . He ce kmacudummpa (Bb3 ocHOBa Ha HANTMYHKUTE JJAHHH, HE Ca M3ITBJIHEHH KPUTEPHHUTE 32
KIacu(pHIIpaHe)

ToKcHYHOCT 32 PEIPONYKIHATA : Ilpenmonara ce, ye yBpes/ia OIUIOAUTEIIHATA CIIOCOOHOCT HIIX ILIOAA.

CTOO (cnenuduyHa TOKCHYHOCT 33 OIPEIEIeHU : He ce xnacudunupa (Jluncat nanxm)

OpraHy) — eIHOKPAaTHA eKCIIO3UIIUS

CTOO (crnenuduvHa TOKCHYHOCT 32 ONPEICICHN : Moxe na npu4rHH yBpexJaHe Ha opranute (MyCKyJIHO-CKeJIeTHa CUCTEMa, ChPAEYHO-ChI0BA

OpraHu) — MOBTapsIa Ce eKCIO3ULIHS cHCTeMa, HePBHA CUCTEMA, XPAaHOCMUIIATENIHA CUCTEMa, IMyHHA CHCTEMa, TECTHKYJT) IPH

MOPOABIDKUTEIIHA WU ITOBTAPAIIA CE€ EKCIIO3ULUA.

OnacHOCT NpH BJNIIBaHE : He ce knacudumupa (JIuncear nanHm)

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

PA3IEJI 12: ExojioruuHa uH(popmanus

OmacHo 3a BoJHaTa cpejia, KpaTKoCpouHa (0cTpa) : CHJIHO TOKCHYEH 32 BOJHUTE OPTaHH3MH.
OrmacHo 3a BoJIHATa Cpefia, JBIr0CPOYHa (XPOHHIHA) : CHIIHO TOKCHYEH 3a BOJHUTE OPTaHU3MH, C IBITOTPAcH edeKT.

Enrofloxacin (93106-60-6)

LC50 - Pubm [1] 79,5 mg/1 (96 yaca, Lepomis macrochirus (Cunpoxpuna puba-nyna)) (He e mocoueno)

ECS50 - Pakoo6pasau [1] 0,0143 mg/1 (48 waca, Penaeus vannamei) (He e mocoueno)

Enrofloxacin (93106-60-6)

YCToiYMBOCT U pa3rpaauMocT Pasrpaxna ce 6pp30

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

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

Hsama Hamnyaa JOITIBJIHUTCITHA I/IH(i)OpMaLII/ISI

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMATHS

Hsma HanmuvHa TOTBIHUTENHA HHPOPMAIIHS

JI 13: OGe3BpeskaaHe HA OTHAABIUTE

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS
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Enrofloxacin for system suitability

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

PA3JIEJI 14: Un¢dopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crorerctBue ¢ ADR / IMDG / IATA

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH mim naeHTHHKALIOHEH HOMeEP
UN 3077 UN 3077 UN 3077

14.2. TouHo HaUMeHOBaHUe Ha MpaTKaTa no cnucbka Ha OOH

BEHIECTBO, OITACHO 3A OKOJIHATA
CPEJIA, TBBPIO, H.V .K.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Onucanne Ha TPAHCHOPTHHTE JOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A
OKOJIHATA CPEJIA, TBBPIIO, H.Y K., 9, 111, (-)

UN 3077 ENVIRONMENTALLY HAZARDOUS

SUBSTANCE, SOLID, N.O.S., 9, III, MARINE
POLLUTANT

UN 3077 Environmentally hazardous substance,
solid, n.o.s., 9, I1I

14.3. Knac(oBe) Ha 0IACHOCT NP TPAHCIIOPTHPaHe

14.4. Onakopb4Ha rpymna

I

1II

I

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OnacHo 3a okosiHara cpeza: [la

OnacHo 3a okosHara cpeza: [la
Mopcku 3ambpeuten: Jla
EmS-Ne (TToxxap): F-A
EmS-Ne (Paznus): S-F

OnacHo 3a okosHara cpeza: [la

Hsma JOIIBJIHUTCITHA HAJTUYHA I/IH(l)OpMaI_II/I}I

14.6. Cnenuajiay npeana3sHu MepKH 32 NOTPe0uTeuTe

CyxonmbTeH TPaHCIOPT

Knacudukannonen xox (ADR) M7

Creruanuu pasnopenou (ADR) 274, 335, 375, 601
Orpannuenu xonuuectsa (ADR) Skg

Wzkroyenu konmmyectBa (ADR) El

OmnakoBbuHH HHCTPYKIMH (ADR) P002, IBC08, LP02, R0O01
CrienmaHy onakoBb4HU paznopenou (ADR) PP12, B3

Cwmecenu onakoBku (ADR) MP10

MucTpykuuu 3a NpeHOCUMH LIUCTEPHH U KOHTEHHEpH 3a

Hacunuu ToBapu (ADR)

T1, BK1, BK2, BK3

CrienpanHy pa3nopedy OTHOCHO IPEHOCHMH LIUCTEPHH TP33

U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepan (ADR) : SGAV, LGBV
IIpeBo3HO cpeAcTBO 3a NPEBO3 B LIUCTEPHU AT
Tpancnoprha kareropus (ADR) 3
Crienmaniu pasnopendu 3a npesosa - Onakoku (ADR) V13
Crienmaniu pasnopendu 3a npeo3 - HacumHo VCl1, VC2
cwerosiaune (ADR)

Crienpaiiu pasnopeadu 3a npeBo3 - TOBapeHe, CV13
pasroBapBane u oOpadotka (ADR)

Wnentudukanuonex Homep 3a onacHoct (Kemuep No.) 90

17/10/2025 ([daTa Ha n3naBaHe)

BG (6warapckn)

7/9



Enrofloxacin for system suitability

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

OpanxeBu Tabenu

Kox 3a tynennu orpannuenus (ADR) Do

TpaucnopT no mope

Crnenmanau pasnopenou (IMDG) . 274,335, 375, 966, 967, 969
Orpannuenn xkonndectsa (IMDG) : Skg

HUskmouenn xonmdectsa (IMDG) : El

OmnakxoBbuny uHCTpyKIuH (IMDG) : LP02, P002
Creruanau pasnopenou 3a omaxkosane (IMDG) : PP12

IBC onaxosbunu uacTpykuuu (IMDG) : IBCO8

IBC cnennannu pasnopendu (IMDG) : B3

Wnctpyxunu 3a nucrepuu ( IMDG) : BKI1, BK2, BK3, Tl
Creruanuu pasnopen6ou otaocHo nucrepad (IMDG) : TP33

Kareropust Ha ToBapene ( IMDG) A

Cknagupane u oopadorka (IMDG) : SW23

Bb3ayumien TpaHcnopt

PCA Uzknrouenu konuuecta (IATA) : El
PCA OrpaHuueHn KOJIMuecTBa MbTHUYECKH CaMOJIET U : Y956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO 32 OTPaHUYEHO 1 30kgG
KOJIMYECTBO IIbTHUYECKU camoneT u kapro (IATA)

PCA MHcTpyKuuny 3a OnakoBaHe MbTHUYECKH camoneT 1 : 956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO ITBTHUYECKH : 400kg
camouiet u kapro (IATA)

Wucrpykuuu 3a onakoaHe camo kapro (IATA) 1 956
MakcumanHo HeTHO KonmuecTBo camo kapro (IATA) : 400kg
Crennanuu pasnopeabu (IATA) : A97, Al1S8, A179, A197, A215
ERG xox (IATA) : 9L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHapOHATA MOPCKA OPraHu3alust

He e npunoxxumo

PA3JIEJI 15: UHndopmanusi OTHOCHO HOPpMaTHBHATa ypenda

15.1. CiepvyHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATEICTBO OTHOCHO G€30NMaCHOCTTA, 3PABETO H OKOJIHATA
cpexa

Pernamentn Ha EC

REACH, Ilpuioxenue XVII (YcaoBus 3a orpannyaBaHe)

He ¢urypupa B IIpunoxenne XVII za REACH

REACH, Ilpuioxenne XIV (Cnucbk Ha BellleCTBATA 32 pa3peliaBane)

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

REACH, Cnucsbk ¢ kanauaart-seurecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

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

He ¢urypupa B cucbKa ¢ BeLeCTBa, KOMTO HapyLaBat 030HoBusI cioii (Permament EO 1005/2009)
Peraament (EC) Ha ChBeTa 3a KOHTPOJI HA U3/1eJUs ¢ IBOHHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpOI Ha H31e1Hs ¢ JBOHHA yroTpeba.

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

He cpappixa BemecTBo(a), BKIIIOYCHO(U) B CIUCHKA ¢ IIPeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)
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Enrofloxacin for system suitability

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

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKoTH4YHM BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKaHETO
Ha ra3apa Ha ONpeJIeIeHH BEIIECTBA, U3I0JI3BaHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHHU BEIIECTBA)

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

Hsima Hanmana JOIIBJIHUTCITHA I/IH(bOpMaI_II/IH

PA3/IEJI 16: Ipyra undgopmanus

II'bnen Texer na H- u EUH-npegynpesxaennsiTa 3a oIacHOCT:

Aquatic Acute 1 OnacHo 3a BOJJHaTa cpejia — 0CTpa OMAcHOCT, Kareropus 1

Aquatic Chronic 1 OnacHo 3a BoJJHaTa cpejia — XpOHWYHA ONACHOCT, KaTeropus 1

Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kateropus 2

H319 IIpenn3BuKBa CEpHO3HO Jpa3HEHE HA OYUTE.

H361 Ipenmonara ce, e yBpexk/aa OIIOAUTEIHATA CIIOCOOHOCT M ILIOAA.

H373 Moske 1a MpUYMHK YBpexaaHe Ha opranute (MyCKyJIHO-CKENIETHA CUCTEMa, ChP/ICUHO-Ch/I0BA CUCTEMa, HEPBHA CUCTEMA,

XpaHOCMHJIATEIHa CUCTeMa, MIMyHHA CUCTeMa, TECTHKYJ) IIPU IPOABIDKUTENHA MM IOBTAPSIIA CE eKCIIO3UINUSL.

H400 CHITHO TOKCHYEH 33 BOJHUTE OPraHU3MHU.

H410 CHITHO TOKCHYEH 32 BOJHUTE OPTaHU3MH, C IBJITOTPAcH e(eKT.

Repr. 2 ToxcuunocT 3a penpoaykuusta, Kareropus 2

STOT RE 2 Creru$uyaa TOKCHYHOCT 32 ONpeJielIeHH OpTaHu — IIOBTapsIa ce excrosuius, Kareropus 2

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MH(OpMaIoHeH JIUCT 3a 6€30IIaCHOCT, € MOJy4eHa OT U3TOYHHIIN, KOUTO CMsITaMe 3a
HaJeXKIHU. Berpeku ToBa, nHGOpMaIuATa ce IpeaocTaBs 6e3 HUKAKBa TapaHIys, H3pUYHA HIN 0Apa30upama ce, OTHOCHO HeWHATa KOPEKTHOCT. Y CIIOBHATA WIII
MeToauTe 3a paboTa, ChbXpaHeHHe, yIoTpeda Wik 00e3BpexkIaHe Ha IPOAYKTa ca H3BBH HAIIKS KOHTPOI U MOXKE J1a ca U3BBH Hamata komrneTeHTHocT. [Topanu
Ta3W U JPYTU OPHINHY, HEE He TI0eMaMe OTTOBOPHOCT M H3PHYHO € OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOH, IETH MM Pa3XOJH, IPOM3THYAINHN OT WIH CBBP3aHI
110 HAKAKBB HAUMH ¢ paboTaTa, CbXpaHEHUETO, yIoTpedaTa Wik 00e3BpexkKIaHeTO Ha IpoaykTa. To3u MHdopMannoneH ucT 3a 6e30IMacHOCT € U3TOTBEH U TPSIOBa
J1a ce U3I0I3BA CaMo 3a TO3H MPOIYKT. AKO IPOLYKTHT C€ U3IOI3BA KATO CHCTAaBKa HAa APYTH IPOLYKTH, HaMUIHATa HH(GOpMaNisI OH MOTJIa Ja ce OKake
HenpmiokuMa. Ta3n nadopMals ce 0OCHOBaBa Ha HAIIUTE TEKyIIH IIO3HAHN H ¢ IIpeAHa3HadeHa J1a 1a/¢ OMICaHIe Ha IPOLyKTa caMo 3a LEeIUTe Ha
3[paBeoIa3BaHeTo, 0e30IIaCHOCTTa H OKOIHATA cpera. [lopaau ToBa, TS He TPsIOBa Ja ce THIKYBa KaTO FapaHIIMs 32 CBOHCTBATA HA MPOMYKTA.
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