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31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa : Cmec
HauMmeHoBaHKe Ha MPOLYKTa . Norfloxacin for system suitability
Kox Ha mpoaykra 1 202200444

1.2. UnenTHduUIMpaHu BHI0BE YIIOTPeda HA BeIECTBOTO WM CMECTa, KOUTO A OT 3HA4YeHHe, U BU/I0Be yNoTpeda, KOUTO He ce
NpenopbL4YBar

1.2.1. UnenTHUOUPAHN YIOTPeOH

OcHOBHA KaTeropusi Ha ynorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AHAIM3H U HAYIHO-00PA30BATEIHH IIENH.
VYnorpeba Ha BeleCTBOTO/CMECTa : Camo 3a mpodecronanHa yrnorpeda
OyYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIH

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla He ce uznonssa : [Tornbuiane, Bauisane, [lepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYNKA HA HHPOPMAIHOHHMUS JHUCT 32 6€30IaCHOCT
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTUTE

2.1. Knacupuumupane Ha BEMIECTBOTO HJIM CMeECTA

Kaacupukanus B cborBercTBHE ¢ Permament (EQ) Ne 1272/2008 [CLP]

CepHo3HO yBpexgaHe/npa3HeHe Ha ounte, Kareropus 2 H319
OmacHo 3a BoJHATa cpejia — XpOHWYHA OIIaCHOCT, KaTeropus 3 H412
3a mpauus TekeT Ha H- n EUH-npenynpesxeHusaTa 3a OMacHOCT: BX. paszen 16

Hebuaaronpusitiu pU3NKOXMMUYHY ePeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa M OKOJIHATA cpejia
Onpe/:[enﬂﬂe 9Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha 1OKa3aTeJICTBA.
2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHSO07
Curnanna nyma (CLP) . Buumanue
Ipenynpexnenus 3a onacuoct (CLP) : H319 - [Ipenu3BuKBa ceprO3HO Ipa3HEHE HA OYHTE.
H412 - Bpenen 3a BOAHUTE OPraHU3MH, C ABITOTPACH e(eKT.
Ipenopbku 3a 6e3omacuoct (CLP) : P264 - Jla ce u3amue phleTe A0 JAKTUTE U JUIETO CTAPATEIHO CIIeA yrnoTpeba.

P273 - ]la ce u3bsrea u3myckaHe B OKOJIHATA CPe/Ia.

P280 - N3non3Baiite npeanasHu prKaBUL/IPEANA3HO 00IEKIO/IPeNa3Hi OYnIa/Ipe/na3Ha Macka
3a JUIe/IpeINa3Hu CPEJICTBA 32 3allUTa Ha CIIyXa.

P305+P351+P338 - [IPU KOHTAKT C OUUTE: npomuBaiiTe BHUMATEIHO € BOJA B IPOABIIKCHIE
Ha HAKOJKO MUHYTH. CBajleTe KOHTAKTHUTE JIENIU, aKO UMa TAKKMBA U JJOKOJIKOTO TOBA € Bb3MOXKHO.
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NudopmanroneH aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

TIpoxbinkeTe ¢ U3IITAKBAHETO.
P337+P313 - IIpu npoabIKUTENHO Apa3HeHe Ha ounTe: IloThpceTe MEAUIIMHCKH CHBET/IIOMOIII.
P501 - CpabpikaHHETO/CHIBT JIa C€ U3XBBPIIM B MYHKT 3a ChOMpaHe Ha OMACHU WY CHICIUATHA
OTHAIbLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIIHH, HAIIMOHAIHH ¥/WJIA MEXIyHaPOIHH
pasnopenou.

ETukernpane B CbOTBETCTBHE C: U3KJIIOUEHHS 32 BTPELIHH ONAKOBKHU, KOTaTO ChABPKAHUETO HE mpeBumasa 10 ml

He ce u3ucKBa eTHKeTHpPaHe

2.3. Ipyr" onacHOCTH

He cpappixa PBT/vPvB Bemectsa > 0.1%, onenenu B cbotBercTBHE ¢ [Ipunoxenne XIII Ha Permamenr REACH

CMecTa He ChIBPIKA BEIIECTBO(a), BKIIIOUEHO(H) B CIIUCHKA, U3TOTBEH B choTBeTCTBHE ¢ wieH 59(1), maparpad 1 or REACH, 3a mpurexaBaHeTo Ha CBOMCTBA,
HapyIaBaiy (pyHKIUNTE HAa CHAOKPHHHATA CHCTEMA, WIIH 32 KOSTO/KOHTO HE € yCTaHOBEHO, Y€ nMa(T) CBOMCTBA, HapyIuaBamy (GyHKIUNTE Ha CHIOKPHHHATA
CHCTeMa, B ChOTBETCTBHE C KpUTepuute, onpeneneHu B Jlenerupan Permament (EC) 2017/2100 na Komucusita unn Permament (EC) 2018/605 na Komucusita B
KOHLICHTpAIIXs, paBHa WK N0-Brucoka oT 0,1 TeraoBeH %.

PA3JIEJI 3: ChcTraB/mHpopManus 3a CbCTABKUTE

3.1. BemecrBa

He e npunoxumo

3.2. Cmecn
HaumenoBanue HNnenruduxarop Ha % Knacudukanus B CbOTBETCTBHE C
NMPOAYKTA Persnament (EO) Ne 1272/2008 [CLP]
Norfloxacin - >95- <100 Eye Irrit. 2, H319
Aquatic Chronic 3, H412

3a menuus TekeT Ha H- 1 EUH-nipepynpexxaenusTa 3a onacHoOCT: BX. paszaen 16

PA3JIEJI 4: Mepku 3a nbpBa IIOMOIIL

4.1. OnucaHue Ha MepPKHUTe 32 MbPBA MOMOI]

H’BpBa oMol IpHU KOHTAKT € KO)KaTta . I[a C€ OTCTpaHU MAaKCUMAJIHO 4YpE3 HSGBpCBaHC (C JucTa U MCKa ImonuBaiia m,pna).
H’BpBa oMol IIPpA KOHTAKT C OYUTE . M3miakHeTe oyHTe C BOjIa KaTo npeanasHa Mspka.

4.2. Haii-chlecTBeHH OCTPH U HACTBHIBAIIM CJIel H3BECTEH IIEPHO/ OT BpeMe CHMIITOMH H e eKTH

Hsima Hanu4yHa JOMBIHUTEIHA I/IH(l)OpMaLlI/Iﬂ

4.3. Yka3aHue 3a HeOOXOTHMOCTTA OT BCIKAKBH HEOTJI0KHH METUIINHCKH TPHKHA U CIIEIHATHO JIeYeHne

Hsima Hammana JOITBJIHUTEITHA HH(bOpMaHHﬂ

PA3JIEJI 5: IIpoTHBONOKaAPHU MEPKH

5.1. Cpeacrsa 3a raceHe Ha moxxap

TTonxomsm TI0KapOracCuTEIIHA CPEACTBA : Opesyio 3a 3aracsiHe Ha OT'bHSL.

5.2. OcoGeHu 0NacHOCTH, KONTO MPOH3THYAT OT BeHIECTBOTO HJIH CMeCTa

OnacHOCT OT HOXap © Bux naparpad 2.2.

5.3. CbBeTH 32 MOKapPHUKAPHTE

I/IHCprKIII/II/I 3a rac€He Ha Ioxxapu . I[a C€ U3M0JI3BAaT CPEACTBA, IOAXOMAAIIN 3a TaCEHE Ha IOXKapu B CbCEACTBO.
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HH(bOpMaIII/IOHeH JINCT 3a 0€30IacHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 6: Mepku n1py aBapUiHO M3IIyCKAaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapsI 32 CIIEUIHH CJIyYan

ABaprIHH IJIaHOBE . I{a ce u30srBa BCSIKAaKBa U3JIMIIHA CKCIIO3ULIHA.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CHEINHHU CIy4an

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

Hsma nanudHa 1OTBIHATETHA HHPOPMALIHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

PA3JIEJI 7: PaGoTra u cbXpaHeHuUe

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IHS[

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

PA3J/IEJI 8: KoHTpPOJI HAa eKCIO3MIIUATA/JINYHYU NMPeANa3sHu CpeacTBa

8.1.1 HanMoHAa/IHH rPAHUYHH CTOHOCTH HA NMPO(ECHOHATHA eKCIO3HIMS ¥ OHOJOTHYHH FPAHUYHH CTOHOCTH

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

8.1.2. TIpenopbYNTEIHH NPOLEAYPH 32 HAOTIOIEHUE
Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

8.1.3. OGpa3yBat ce 3aMBbPCHTEIH HA BB3AyXa
Hsma nannuna nonsiHUTENHA HHOPMALHST

8.1.4. DNEL u PNEC

Hsima Hanu4Ha qONMBIHUTENHA HHOOPMAIHS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

8.2.1. Iloxxoasin TEXHUYECKH KOHTPOJI

Tloaxoasing TeXHUYECKH KOHTPOJI:
,Z[a C€ CbXpaHsBa B z[o6pe IIPOBETPUBO ITOMELICHUE. OOWKHOBEHO CEe N3UCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTUIIAlMsA, TaKa U BEHTHJIAlU Ha 00110TO
TIOMEUICHHUE.
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NudopmanroneH aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

8.2.2. JIM4HM npeana3sHu cpeacTBa

8.2.2.1. 3ammTa HA OYUTE U JIUIETO

HsiMa HannyHa JOMBIHUTETHA HHOOPMALHS
8.2.2.2. Tlpeana3BaHe Ha KoOKaTa

3amMTa HA KOKATA M TAJ0TO:
JlaGoparopHa mpecTtHika

3ammuTa Ha pBLeTe:

3aluTHY PbKAaBULIU

8.2.2.3. 3ammTa HA AUXATEJHUTE IIHTHIIA

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2.2.4. TepMHYHH ONIACHOCTH

Hsma HannuHa 1onbJIHUTETHA MHBOPMALUs

8.2.3. KoHTpo1 Ha eKCNo3uIMsITa B OKOJIHATA cpea

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

PA3JEJI 9: ®u3nynu 1 XMMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHTE (PpM3WYHM U XMMUYHH CBOHCTBA

ArperaTtHo cbCTOSHHE : TBBpIO BELIECTBO
st : He e Hanuuno
Mupuc : He e nanuuno
I'panuna na mupuca : He e nanuuno
Touka Ha TonEeHe : He e nanuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KHIIeHe/HHTEPBA Ha KHIICHE : He e nanuuno
3amanuMocT : He e nanuuno
I'paHnnm Ha €KCIIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpanuIa Ha €KCIITIO3UBHOCT : He e npunoxumo
IInamua Temneparypa : He e npunoxumo
TeMneparypa Ha camo3ananaBaHe : He e npunoxumo
TeMneparypa Ha pa3nagaHe : He e nanuuno
pH : He e nanuuno
pH pastBop : He e nanuuno
Bucko3uter, KHuHEMaTHYEH : He e npunoxumo
PastBOpUMOCT : He e nanuuno
Koedumuent Ha pasnpenenenue: n-okranon/soga (Log  : He e nanuuao
Kow)

Hansrane na napure : He e nanuuno
Hamsrane na mapure mnpu 50°C : He e nanuuno
ITnsTHOCT : He e nanuuno
OTHOCHTENHA IITBTHOCT : He e Hammano
OtHocHuTeNHa ITBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha wactuiure . He e manmuuno

9.2. ipyra undopmaunus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe Ha (U3n4yHa onacHoCT

Hsima Hanu4yHa JONBIHUTEIIHA I/IH(l)OpMaLlI/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hammana JOIIBJIHUTCITHA I/IHd)OpMaIII/ISI
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Norfloxacin for system suitability

NudopmanroneH aucT 3a 6€30macHOCT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 10: CTaGMIHOCT U PEAKTHBHOCT

10.1. PeaknoHHA CIIOCOOHOCT

Cra0uiieH Ipu HOPMAaJIHU YCIOBHSL.

10.2. XumMu4HAa cTA0MIHOCT

Hsma HannyHa DombJIHUTETHA HHPOPMALUS

10.3. Bb3MOKHOCT 32 ONACHH PeaKIuu

He e uzBectHo.

10.4. YcaoBusi, KoNTO TPsidBa /1a ce H30siIrBaT

Hsima Hanu4yHa JOIBIHUTEIIHA HH(bOpMaLH/Iﬂ

10.5. HecbBMecTHMH MaTepHATIN

Hsima npu HopManHa ynotpe6a. Biokre Paznen 7.

10.6. OnacHu NPOAYKTH Ha pa3najaHe

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpa)Xx1aHe OTACIIA OITaCHU U3IapEHUS.

PA3JIEJI 11: ToxkcuxoaoruaHa HHpopManus

11.1. Mudopmanusi 3a KJIacoBeTe HA OMACHOCT, onpenejeHu B Pernmament (EO) Ne 1272/2008

OcTpa TOKCHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (IepMaiHa)

OcTpa TOKCHYHOCT (BIMIIBAHE)

He ce xiacuduuupa (B3 0cHOBa Ha HAIMYHUTE JAHHU HE Ca M3IIBIHEHH KPUTCPUHTE 3a
KIacuHIEpaHe)
He ce xiacuguuupa (B3 0cHOBa Ha HAJIMYHUTE JAHHY HE Ca W3IIBIHEHN KPUTEPUHTE 32
KJIacCU(pHIHpaHE)
He ce xinacuduuupa (B3 0cHOBa Ha HAIMYHUTE JAHHH HE Ca M3IIBJIHEHH KPUTEPUHTE 32
KJIacU(pHIHpaHE)

Norfloxacin

LD50 opanHo murbx

> 4000 mg/kg RTECS number: VB2005000

KOpO3HBHOCT/ JIpa3sHCHE Ha KOKaTa

Cepuro3HO yBpeXKIaHEe HA OYUTE/JPa3HEHE Ha OYHUTE

CeHcnOunm3anus Ha JUXaTeIHUTE IBTHINA WK KOXKaTa
MyTareHHOCT Ha 3apOAUIIHHUTE KICTKH
Kanueporennoct

ToKCHYHOCT 3a penpoIyKIHsITa

CTOO (cmenuduuHa TOKCHIHOCT 33 OIPEAEICHI
OpraHy) — eJHOKPATHA eKCIO3HUIHS

CTOO (creunduvHa TOKCHIHOCT 32 ONPEACICHI
OpraHu) — IOBTapsIIIA CE CKCIO3UIHS

OmnacHocT IIpU BAUIIIBAHE

11.2. Uadopmanusi 3a Jpyrd ONaACHOCTH

Hsima Hanu4yHa JONBIHUTEIIHA PIH(l)OpMaLlI/ISI

He ce knacu¢umupa (Bb3 ocHOBa Ha HATMYHHUTE JAHHU HE Ca H3ITBIHCHHU KPHTEPUUTE 3a
KJIacU(pHIHpaHE)

[penu3BuKBa CEpHO3HO Jpa3HEHE HA OUHTE.

He ce knacudumupa (B3 ocHOBa Ha HATMYHKUTE JaHHU HE CA M3ITBJIHEHH KPUTEPUUTE 32
KIacuduIupane)

He ce knacudunupa (B3 ocHOBa Ha HATMYHKUTE JaHHU HE CA M3ITBJIHEHU KPUTEPUUTE 32
KIacHHIIpaHe)

He ce ximacudunupa (B3 ocHOBa Ha HaJIMYHUTE JAHHY HE Ca W3IIBIHCHN KPUTEPUHTE 32
KJIacHHIIpaHe)

He ce xnacudunupa (Bp3 ocHOBa Ha HATMYHNUTE JaHHH HE ca M3IBIHCHU KPUTEPHUTE 32
KIacuduIpane)

He ce xnacu¢umupa (Bs3 ocHOBa Ha HATMYHHUTE JAaHHU HE Ca H3ITBIHCHH KPUTEPHUTE 32
KIacuduIupane)

He ce knacuduimpa (Bb3 0CHOBa Ha HATMYHHUTE JAHHU HE Ca H3MBIHEHH KPHTEPUHUTE 3a
KIacudumpane)

He ce Knacmbnunpa (Texx—mqecxa HEBB3MOXHOCT 3a II0JIy4aBaHC Ha Z[aHHH)
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Norfloxacin for system suitability

NudopmanroneH aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 12: Exojiornyna nHpopmanus

12.1. Tokcu4HOCT

He npexcraBisiBa KOHKpeTHa OIIACHOCT 33 OKOJIHATA CPEla.
He ce xnacu¢umupa (Bb3 ocHOBa Ha HATMYHHUTE JAHHU HE Ca H3ITBIHEHH KPHTEPUUTE 3a

Exounorus - 00610
OmnacHo 3a BOJHATa cpea, KpaTkocpouHa (ocTpa)

KIacuduupane)
OmnacHo 3a BOAHATa cpela, IbIAr0CpoYHa (XPOHUYHA) . BpeneH 3a BoqHUTE OpPraHU3MH, C IBIATOTPACH e(eKT.
He ce pasrpaxna 66p30
Norfloxacin
LC50 - Pubmu [1] 1000 mg/1 (96 gaca) (Cnanka Bozna) (Ctenopharyngodon idella)
EC50 72h - Bomopaciu [1] 16.6 mg/1 (72 uaca) (Scenedesmus capricornutum) (Ciaaka BoJa BOZOpacin)

12.2. YcTOWYHUBOCT H Pa3rpauMoct

Hsma HannyHa ZOMBJIHUTENHA HHPOPMALUs

12.3. Buoakymy./Mpania cnocooHoCcT

Hsma HannuHa 1onbJIHUTETHA MHBOPMALUs

12.4. TIpeHocUMOCT B IOYBATA

Hsma HannuHa 10mbJIHUTETHA MHGOPMALUs

12.5. Pe3yarartu ot ouenkarta Ha PBT u vPvB

Hsima HajMuHA AONIBIIHATETHA PIH(bOpMaLlI/IH

12.6. CoiicTBa, HapymaBany (GyHKIHHTE HA eHAOKPHHHATA CHCTEMA
Hsima HajMuHA TOMBIHATETHA I/IH(l)OpMaLlI/IH

12.7. ipyru He41aronpusiTHA eheKTH

Hsima Hammana JOITBJIHUTEITHA HH(bOpMaHHﬂ

PA3JIEJI 13: O6e3BpeskaaHe HA OTHAXBIIUTE

13.1. MeToau 3a TpeTHPaHe HA OTHAXBIIN

Hsima Hammana JOITBJIHUTEITHA HH(bOpMaHHﬂ

PA3JIEJI 14: UH¢popManusi OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / TATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH wiu uaeHTH(PUKAIINOHEH HOMEP

He e npunoxumo ‘ He e nmpunoxumo ‘ He e nmpunoxumo

14.2. TouHo HaUMeHOBaHHe HAa MpaTKaTa no cnucbka Ha OOH

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCTIOPTHPAHe

He e npunoxxumo ‘ He e mpunoxumo ‘ He e mpunoxumo

14.4. OnakoBbYHA rpyna

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo
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NudopmanroneH aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA

14.5. OnacHocTH 32 0KOJIHATA cpeja

He e npunoxumo He e npunoxumo He e mpunoxumo

Hsma nomrbaHUTENHA HATMYHA HHPOPMALUs

14.6. CnieuaJiHy NpeIna3sHu MEPKH 32 MOTpeduTeInTe

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHcnopT no mope
He e npunoxumo

Bu3nymen Tpancnopt
He e nmpunoxumo

14.7. Mopclm TPAHCHOPT HA TOBAPU B HACUIIHO CHbCTOSAHUE CHIJIACHO HHCTPYMEHTH Ha MemyﬂaponﬂaTa MOPCKa OpraHusanus

He e npunoxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMaTHBHATa ypenoda

15.1. CuienupuvHM 32 BEMIECTBOTO WJIM CMECTA HOPMATHBHA Ypea0a/3aK0H0IATE/ICTBO OTHOCHO 0€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpexa

15.1.1. Pernamentu Ha EC

REACH Ilpuaoxenne XVII (YcinoBus 3a orpannyaBaHe)

He cpabpaxa BemecTso(a), BraodeHo(n) B [Ipunoxenne XVII Ha REACH (YcnoBus 3a orpaHndaBaHe)

REACH, IIpunoxenue XIV (Ciuchbk Ha BeliecTBaTa 3a pa3peuniaBaHe)

He cpabpixa Bemecto(a), BritoueHo(n) B [Ipunoxenne X1V Ha REACH (Crincbk Ha BeliecTBara 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaart-seuectsa (SVHC)

He cpabpixa BemecTBo(a), BKIodeHo(n) B ciimcbka Ha REACH ¢ xannuar-semecTsa
Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIJIacHe)
Henpunoxumo.

Pernament otHocHo YO3 (EC 2019/1021, YcToiiunBH OPraHuYHU 3aMbPCUHTEJIH)
Henpunoxumo.

Per;iaMeHT 0THOCHO BelecTBa, KOUTO HapyHmaBaT o30HoBus ciaoii (EC 1005/2009)

He cpabpika BemecTBo(a), BKJIOYEHO(M) B CIUCHKA € BEIIECTBA, KOUTO HapyuaBaT 030HOBHs cioi (Permament EO 1005/2009 oTHOCHO BemiecTBa, KOUTO
HapyiaBaT 030HOBHUS CJIOH)

PersiaMeHT 0THOCHO npekypcopuTe Ha B3puBHM BemecTsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIFOYEHO(H) B CIIUCHKA ¢ IPeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npemnaranero Ha ma3apa u ynorpe6aTa Ha
IIPEKypPCOPH Ha B3PUBHU BEIIECTBA)

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

He cpappixa BemecTBo(a), BKIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunute Beniectsa (Permament EO 273/2004 0THOCHO HPOM3BOJCTBOTO H IIYCKAHETO
Ha Ta3apa Ha OIpeJieJICHH BEIECTBa, H3M0I3BaHU 32 HE3aKOHHO IIPOM3BOICTBO Ha HAPKOTUYHHU MIIU IICUXOTPOIIHH BEIECTBA)

15.1.2. Haunonauu pasnopeaoun

Hsima Hanmuna JOITBJIHUTEITHA PIH(bOpMaLII/ISI

15.2. Onenka Ha 0e30mMacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

Hsima Hammana JOIIBJIHUTCITHA I/IHq)OpMaIII/ISI
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Norfloxacin for system suitability

NudopmanroneH aucT 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 16: Ipyra uadopmanus

[I'bnen Texker nHa H- u EUH-npenynpeskieHusiTa 3a 0acHoOCT:

Aquatic Chronic 3 OmnacHo 3a BOJHATA Cpe/ia — XPOHUYHA OIACHOCT, KaTeropust 3
Eye Irrit. 2 Cepro3Ho yBpexaaHe/npa3HeHe Ha ounte, Kareropus 2

H319 IIpenn3BuKBa CEpHO3HO Jpa3HEHE HA OUUTE.

H412 BpeneH 3a BOQHUTE OPraHU3MH, C IBITOTPAcH eeKT.

Kaacuduuupane u npoueaypa, u3noji3BaHa 3a MoJy4aBaHe Ha KJIacH(pUKANUATA 32 cMecH cbIviacHO Perament (EO) Ne 1272/2008
[CLP]:

Eye Irrit. 2 H319 W3unciurenieH METOx

Aquatic Chronic 3 H412 W3uncanrened METO,

Wndopmannonen et 3a 6ezonacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT UnpopmarusTa, chbpikaiia ce B To3u MHOpMAIMOHEH JIMCT 32 O€30MaCHOCT, € MOJIyYeHa OT U3TOYHHIH, KOUTO CMSITaMe 3a
HajeKHH. Bphpexu ToBa, nHpopManusTa ce mperocrass 0e3 HUKaKBa rapaHIisl, N3pHYHA WIH IT0Apa30Hpalia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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