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PA3JEJI 1: UnenTudgukanus HA BeLIeCTBOTO/CMeCTA U HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Norfloxacin for peak identification
XHUMUYECKO HaMMEHOBAHHUE : Norfloxacin

EO Ne 1 274-614-4

CAS Ne 1 70458-96-7

Kon Ha npoxykra : 202600107

1.2. UneHTHUIMPAHH BU/I0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBaHus u pa3BUTHE
TexHUYeCKH U3NUTBAHUS U AaHAITH3U
Camo 3a npoecronanHa ynorpeba

ODyHKIMS WK KaTeTOpys Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

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

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT

European Directorate for the Quality of Medicines & Healthcare
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7, Allée Kastner, CS30026
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France

T +33(0)388412035, F +33(0)388412771
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoMep 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]

Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
Koxxna cencubnmmsanus, Kareropus 1 H317
CrrenniyHa TOKCHYHOCT 3a OTIPE/IENICHN OPTaHy — €IHOKPaTHa H370

excnozunus, Kareropus 1

CrenniyHa TOKCHYHOCT 3a ONPEJIeNIeHN Oprany — noprapsima ce  H372
excnosunus, Kareropus 1

OnacHo 3a BOJIHaTa cpejja — XPOHUYHA ONACHOCT, KaTeropus 2 H411

3a meanus TexcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm (l)l/l3l/lKOXPlMPl‘lHl/l eq)eKTPl H HeﬁJ’lal"Ol’lpl/lﬂTHl/l e(])elcTn 3a 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

ToxcuueH 3a BOAHUTE OPraHU3MH, C ABIroTpacH edext. [Ipenu3BrukBa cepruo3Ho apa3HeHe Ha ounte. Moxe [a MPUYMHY aneprudHa KoxHa peakius. [Ipuaunssa
yBpexJaHe Ha opranute. [IpnunHsBa yBpe)kaaHe Ha OpraHUTE IOCPEICTBOM MPOIbIKUTEIHA WU OBTApSIIIa C€ eKCIO3HIIHS.
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Norfloxacin for peak identification

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

2.2. EleMeHTH HAa €THKETA

ETnkerupane B cboTBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

Curnanna gyma (CLP)

Ipenynpexnenus 3a onacHoct (CLP)

IMpenopsku 3a 6e3omacuHoct (CLP)

$

GHS07 GHSO08 GHS09
OrnacHo

H317 - Moxe 1a IPUYMHHU aJlepruyHa KOXKHa peaKiys.

H319 - IIpean3BukBa cepHO3HO Jpa3HEHE Ha OYUTE.

H370 - IIpuunnsBa yBpexxIaHe Ha OpraHHUTe (LEHTpaIHa HepBHA CHCTeMa, MyCKyITHO-CKeIeTHa
CHCTEMa).

H372 - IlpnunnsBa yBpexkaaHe Ha OPraHUTe (ChPACYHO-CHA0BA CHCTEMa, XPAaHOCMUIATEIIHA
cHCTeMa, IMyHHA CHCTEMa, YepeH JIpo0, neprudepHa HepBHA CHCTEMa) OCPEACTBOM IPOABIDKHTETHA
WITH TIOBTapSIIa Ce eKCIO3HIIHS.

H411 - ToxcuueH 3a BOZHHTE OPTaHU3MU, C ABITOTPACH e(EKT.

P260 - He BaumBaiiTe mpax/IyIex/ras/AuM/U3IapeHus/aepo30iIH.

P264 - Jla ce m3mue pbueTe 10 TaKTUTE U JIHIETO CTapaTelHo CIel yIoTpeoa.

P270 - Jla He ce sine, MHe WIK ITyIIU OpH YIOTpeOa Ha IPOIYKTa.

P272 - Jla He ce u3HACs 3aMBPCEHO PaOOTHO 00JIEKIO U3BBH PaOOTHOTO IOMEIICHHE.

P273 - Jla ce u304rBa U3IyckaHe B OKOJIHATA Cpeia.

P280 - M3non3BaiiTe npeana3sHu pbKaBULU/IPENa3HO 00ICKIO/MPe/na3Hi OYriIa/Ipea3Ha Macka
3a JHIe/IpeAna3Hy CPEeCTBa 3a 3aIUTa Ha CIyXa.

P302+P352 - ITP1 KOHTAKT C KOXXATA: U3muiite 0OMIHO ¢ BOIA.

P305+P351+P338 - [TP1 KOHTAKT C OUYUTE: npoMuBaiiTe BHUMATEIIHO C BOAA B MPOIBIDKCHUE
Ha HAKOJIKO MUHYTH. CBaseTe KOHTAKTHHTE JICIIH, aKO UMa TAKHBA H JOKOJIKOTO TOBA € BH3MOXKHO.
ITpoxbmKeTe ¢ M3ILIAKBAHETO.

P308+P311 - [IPU siBHa nnm npennonaraema excriosunus: Obanere ce B LIEHTBP I10
TOKCHKOJIOT M unu Ha nexap.

P314 - TIpu Hepa3MnoI0KEHUE MOTHPCETE MEAUIIMHCKH CHBET/TIOMOIII.

P321 - CnennanusupaHo 1e4eHue (BXK. JOIbIHUTEIHA HHCTPYKIUS 32 IbPBa IIOMOIIl HA TO3H
€THKET).

P333+P313 - [Ipu mosiBa Ha KOXXKHO JIpa3HEHe WK 0OpUB Ha KoxkaTa: [loThbpcere MeTUIMHCKU
CBBET/IIOMOLLI.

P337+P313 - [Ipu npoab/DKUTENHO JIpa3HeHe Ha ounte: [IoTbpceTe MEAUIMHCKH CHBET/TIOMOIII.
P362+P364 - Cpanere 3aMbpCEHOTO 00JIEKIIO U TO U3IEPETe NpeIu MOBTOPHA yrnoTpeda.

P391 - Cpbepere pazasToro.

P405 - Jla ce cbxpaHsiBa 1o KJIr04.

P501 - CbappxaHHETO/ChABT Aa CEe U3XBBPIIH B IIyHKT 3a CbOMpPaHE Ha ONMACHH WITU CIELHATHU
OTIaABLY, B ChOTBETCTBUE C MECTHUTE, PETHOHAIHY, HAIIMOHAIHY /MM MEKIyHApPOJHI
pasnopenou.

E'l‘l/ll\‘(}’l'llpallc B cbOTBeTcTBHE C: M3KiII0ueHus 3a BBTPELIHHA ONMAKOBKH, KOraTO CbABPKAHUETO HE IIPEeBUILIABA 10 ml.

IMTukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onacHocTH

Jpyra uadopmarms

GHS08

AKTHBHO BEILECTBO (BB (hapMalleBTUYHH NPOIYKTH).
BHuMaHmue - BEIECTBO, KOETO BCE OIIE HE € H3IMUTAHO HAITBJIHO.
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Norfloxacin for peak identification

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

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HanmenoBanue Npentundukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]
Norfloxacin CAS Ne: 70458-96-7 <100 Eye Irrit. 2, H319
EO Ne: 274-614-4 Skin Sens. 1, H317

STOT SE 1, H370
STOT RE 1, H372
Aquatic Chronic 2, H411

3a mpanus TekeT Ha H- u EUH-npenynpesxaeHusaTa 3a OMacHOCT: BXK. pa3fen 16

PA3JIEJI 4: Mepku 3a NbpBa IOMOIIL

4.1. Onucanne Ha MePKHUTE 32 MHPBA MOMOLI

IIppBa nomo1i - 001K MEPKU . B®B Bcuuku ciyyan Ha CbMHEHHE, WIIM aKO CUMIITOMUTE TPOABIDKABAT, IOThPCETE MEAUIIMHCKA
TOMOIIL.
IIppBa nomo1 Mpu BIUIIBAHE . H3Besere NMLETO HA YUCT BB3/LyX U IO MIOCTABETE B MO3MLIM, YJIECHABAILA qUIIaHeTo. [la ce ocTaBu

MOCTpaJaIys 1a Cu movnHe. B crydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOIIL.

[IbpBa HOMOIIL IPY KOHTAKT € KOXKATa . Caaziere 3aMbpceHOTO 00J1eKI10. VI3MHIiTEe BHUMATEIHO U OOMIIHO ChC CallyH M BoJa. AKO
CHMIITOMHUTE HPOJIBIDKABAT, J]a C¢ IIOBUKA JIeKap.

IIbpBa HOMOIIL IPY KOHTAKT € OYUTE . MznakHere He3a0aBHO M CTapaTEIHO C BOJIA, KATO ABPKUTE KICHaYUTe HIMPOKO OTBOPEHH (B
MpoIbJKeHUE Ha oHe 15 MuHyTH). CBasieTe KOHTAaKTHUTE JICIH, aKO UMa TAKUBA U JIOKOJIKOTO TOBA
e Bb3MOXHO. [Ipoabmkere ¢ usmiakBaneto. Ilorbpcere MeUIMHCKA TOMOLL, aKO OOJIKaTa,
MMTaHETO HIIM 3a4EPBSIBAHETO MPOJIBIDKAT.

ITbpBa oMo IPH MOTTBINAHE : Usmiaksere ycraTa ¢ Boja (caMo aKo IOCTpaJanusaT ¢ B Ch3HaHKe). Hukora He JaBaiiTe HULIO Tpe3
ycTaTa Ha 4OBeK B Oe3cb3HaHue. He3abaBHO MOThpCceTe MEAUIIMHCKH CHBET/IIOMOLIL.

4.2. Hali-chbIecTBeH! OCTPH M HACTHIIBALIU CJIe/I U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTﬂ

CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C KOXKaTa : Moxe na NPUINHHU aJIEPrudHa KOXKHaA peakuus.
CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C OUUTE : HpezmsBm(Ba CEPHO3HO APA3HEHE HAa OYHUTE. 3aqepB;[BaHm, Gosika.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeIUIMHCKH IPUKHA U CHIELIMAJIHO JIeYeHUue

Hsima HanmaHa JIOITBJIHUTECITHA I/[H(bOpMaLII/IH

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacTBa 3a raceHe Ha MOKap

TToaXO/ISIIIH TT0XKAPOTACHTEIIHHU CPE/ICTBA : Jla ce u3mon3Bar cpecTBa, MOAXOMSIIN 3a FACECHE Ha [IOXKapH B ChCEICTBO. BhIiepoeH AHOKCH .
Bogen crpeii. Cyx npax. Ozesijio 3a 3aracsiHe Ha OI'BHSL.
Heroaxo sy okaporacuTelIH| CPeICTBa : Jla He ce n3mon3Ba CHIIHA BOJHA CTPYSL.

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

OmnacHu IPOAYKTH Ha pasnajgaHe B cnyqaﬁ Ha moxap . HemwiHOTO TOpCHE OCBOGO)KI[aBa OITaCE€H BBIJICPOJICH OKHUC, BBIVICPOACH JIBYOKHUC U JIPYTH TOKCUIHU
razoBe. Bp3aMoxxHO € OTACIITHETO HAa TOKCUYHU U3IIapCHUS.

5.3. CbBeTH 32 NOKAPHUKAPHUTE

WHCTpyKINH 3a TaceHe Ha M0XKapu : Jla He ce IOIycKa M3MOJI3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha moxap . Jla He ce npennpuemMa HaMmeca 03 MOAXOSIIO 3aUTHO 000pyIBaHEe. ABTOHOMEH U W30JIMPAL]
amapar 3a JuxaresHa 3anmTa. [IbHa 3amura Ha TSI0To.
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Norfloxacin for peak identification

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

PA3JIEJI 6: Mepku npu aBapuiiHO H3IyCKaHe

OGH.II/I MEPKH N I[a ce u30srBa KOHTAKT C KoOXKaTa, O4YUTE U JPEXUTE.

3a nepconaJi, KOWTO He O0TroBaps 3a CHElIHHU cJIydyan

ABapuilHH IIIaHOBE : Jla ce OTCTpaHU HEHY KHUsI IEPCOHAIL.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CIy4Yan

3aIIUTHA CPeACTBA : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3AMTHO 060pyaBaHe. 3a moBede HHopMarus,
BrokTe pazzaen §: "KoHTpoi Ha eKCro3uLusaTa/ TMYHU Mpena3Hu cpeacTsa’.

I[a ce u3bsrsa H3IIyCKaHC B OKOJIHATa cpeaa. HpCI[OTBpaTCTC HaBJIM3aHETO B KaHAJIU3alUATa U B 06H.ICCTBCHI/IT€ BOIH.

3a 3abpKaHE : Ilonwmiire ¢ HHEPTEH MaTCpHaAJl U ITIOCTABETE B ITOAXOIAILL KOHTeﬁHep 3a oGe3Bpe)K.uaHe Ha OTIaabIu.

Meroau 3a noYrcTBaHE . Ilouucrere 3aMBPCCHUTE IIOBBPXHOCTH 0OHITHO ¢ Boza. [TouncTBane ¢ momiira Ha JACTEPIeHT.

Bikre Pasnen 13 orHocHO nH(pOpMarus 32 06e3BpexkIaHe Ha OTIANbLUTE.

TIpennasuu Mepku 3a 6e3omacHa pabora . Jla ce n30srea BCIKaKkBa M3JMIIHA eKCrIo3uLus. Jla ce ocurypu 100po npoBeTpsiBaHe Ha PabOTHOTO
MSICTO.
XUrueHHH MEPKH . Jla He ce siae, MHe WIK MyIIH IpH yroTpeba Ha npoaykra. Jla He ce H3Hacsi 3aMbPCEHO PabOTHO

00JIEKII0 N3BBH pabOTHOTO MoMenieHue. [la ce U3MUAT phLETe NPeIu MOYUBKUTE H CIIE]
IPUKIIOYBAHE Ha paboTaTa.

VcnoBus 3a cbXpaHsIBaHe : Jla ce cpxpaHsaBa Ha 100pe mpoBeTpuBo MscTo. ChABT Ja ce ChbXpaHsBa ILIBTHO 3aTBOpeH. [la ce
a3y OT TOILUTHHA U IPSIKA CTbHYEBA CBETINHA.
OnakoBbYHH MaTepHAaIN : Jla ce cbXpaHsABa B ODHTMHAIHUTE KOHTCHHEPH.

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

J1 HA EKCHO3]’[1lllﬂTa/JIll‘lHH npeanmasHu Cpeacrea

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

TMoaxoasiy HHKEHEPEH KOHTPOJI

IMoaxoas HH:KeHEPEH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO C€ M3UCKBAT KAKTO MECTHA CMYKAaTEJIHA BEHTUIIAIMS, TaKa U BEHTUIIAIKS Ha 00II0TO
nomemenue. C MaTeprana TpsioBa Ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JInuHu npeanasHu cpeacraa

3ammTa HA OYHTE U JIUIETO

3ammuTa Ha ouMTe:
[la ce HOCsT npeanasHu ouma. [peanasnu ounna cee crpannyna 3amura. (EN 166)
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Norfloxacin for peak identification

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

3ammTa Ha Ko}KaTa

3ammMTa Ha KOKaTa U TAJIOTO:
Jla ce HOCH mOAXOAIIO HpenasHo obieko. JlaboparopHa ynorpe6a : JlaboparopHa npecrmiika. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCST MOAXOSIIIN PhKABULM. XUMUUYECKH YCTONUMBY npenasau pbkasuny. (EN 374)

3amura Ha JAUXATCJITHUTE MbTHIIA

3amuTa HA AMXATEJHATE IIBTHINA:
B ciyuaii Ha 0O6pa3yBane Ha IIpax [1a ce H3MOJI3Ba anapar 3a quiuane ¢ Guarsp: P3

PA3JIEJI 9: ®u3nyHu U XUMHYHU CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (M3UYHN M XMMHYHH CBOICTBA

ATpEraTHo ChCTOSHHUE : TeBpmo BemecTBo
LBat . White. Baenoxbar.
BrbHuieH Bua Kpucranen mpax.
MonekyiHa Maca 319,3 g/mol

Mupuc

I'panunuaTa Ha MUpHUca

Touka Ha TONEHE

Touka Ha 3aMpb3BaHe

Touka Ha KUIIEHE

3anajauMoct

JlonHa rpaHuLa Ha €KCIIO3UBHOCT
T'opHa rpaHHMIIa HA EKCIUIO3UBHOCT
[Tnamua TeMnepaTypa
Temmeparypa Ha camo3amajiBaHe
Temmneparypa Ha pa3iaraHe

pH

pH pasrBop

Bucko3uTeT, KHHEMaTHUEH

He e nannuno
He e nanmuno
~220°C

He e nannuno
He e nannuno
He e nannuno
He e npunoxxumo
He e npunoxumo
He e npunoxxumo
He e npunoxxumo
He e nannuno
He e nanmmuno
He e nanmmuno
He e npunoxumo

PastBOpuMOCT : Boma: 0,1 -1 g/l
Koedunment Ha pasnpenenenue: n-okranos/soga (Log @ <4

Kow)

Hansrane na napure : He e nannuno
Hansrane na napute npu 50°C : He e nanuuno
ITnsTHOCT : He e nanuuno
OTHOCHTEIHA ITBTHOCT : He e naymuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha gacTuiure . He e Hanuuno
9.2. Ipyra uagopmanus

Hsima Hanmaaa JOITBJIHUTECITHA I/[H(t)OpMaI_II/ISI

PA3JIEJI 10: CTaOMIHOCT U PpeaKTHBHOCT

10.1. PeakunoHnHa crnocooHocT

Hsama nannuna JOIIbJIHUTCIIHA I/IH(IJOPM&LII/I}I

10.2. XuMu4HA CTA0OMITHOCT

Hsima Hanu4Ha IOMBJIHUTENTHA HHPOPMAIUST

10.3. Bb3MOKHOCT 32 ONACHH PeaKIUH

Hsma HannyHa nombiHUTETHA HHOPMALUS

10.4. YcioBusi, KONTO TPsIOBA /1a ce H30ATBAT

HsiMa Hann4yHa JOMBJIHATENTHA HHQOPMALHS
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Norfloxacin for peak identification

HudopmarmoneH aucT 3a 6€300acHOCT

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

10.5. HecrBMecTHMH MaTepHAIN
HsiMa Hann4yHa JOMBIHATENHA HHQOpMALHS
10.6. OnacHu NPOAYKTH HA pa3najaHe

Hsima HanuuyHa A0NBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JIEJI 11: ToxcukonoruyHa uHGoOpManus

11.1. Madopmanus 3a K1acoBeTe HA ONACHOCT, onpeaeieHd B Pernament (EO) Ne 1272/2008

Ocrpa TOKCHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BIMILIBAHE)

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JAaHHH, HE CA U3IIBIHECHH KPUTEPUUTE 32
KJIacupHIIpaHe)

He ce knacu¢unupa (JIunceaT nanam)

He ce knacu¢unupa (JunceaT nanHm)

Norfloxacin (70458-96-7)

LD50 opanHo mibx

> 4000 mg/kg RTECS number: VB2005000

KOpOSI/IBHOCT/I[paSHeHe Ha KoXara
Cepn03H0 YBpEXKIAAHE HA O‘II/ITe/I[pa3HeHe Ha OYUTEC
CeHcnOMIM3anus Ha AUXATEITHATE TBTUIIA WK KOXKaTa

MyTareHHOCT Ha 3apPOJHIIHUTE KICTKH
Kanreporensoct

ToKCHYHOCT 32 PENPONYKIHATA

CTOO (cneuuduyHa TOKCHYHOCT 32 OMPEICICHN
OpraHH) — eIHOKPAaTHA eKCIIO3UIIUS

CTOO (cnenuduyHa TOKCHIHOCT 32 OIPEICICHU

OpraHy) — HOBTapsIIIa ce eKCIO3UIHS

OnacHOCT NpH BAUIIBAHE

11.2. Uudopmanust 3a Ipyrd ONaCHOCTH

Hsima HanuyHa A0NBbIHUTEIHA m—[(bopMaum

He ce knacu¢unupa (Jlunceat nanHu)

Ipenn3BUKBa CEPHO3HO Apa3HEHE HA OUHTE.

Mooxe fa IPUYMHHM aleprUYHa KOKHA PEaKIHs.

He ce knacudunupa (Bp3 ocHOBa Ha HANWYHUTE JAHHH, HE CA U3IIBIHEHH KPUTEPUUTE 3a
KiacuuIypane)

He ce xiacuduuupa (B3 0cHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIIHEHH KPUTEPUUTE 3
KIacupHIIpaHe)

He ce knacuduimpa (Bb3 ocHOBa Ha HaIMYHKUTE NaHHH, HE Ca H3IIBIHEHH KPUTSPHUTE 32
KinacuuImpaHe)

HpI/I‘{I/IHﬂBa YBPEKIAHE HA OPTaHUTE (LICHTpaJ'IH& HEPBHA CUCTEMA, MyCKyJ'IHO-CKeJ'ICTHa CI/ICTeMa).

IprunHsBa yBpexaaHe HAa OpraHuTe (ChbPACYHO-Ch0BA CHCTEMA, XPAHOCMMIIATENIHA CHCTEMA,
HMYHHA CUCTEMa, YepeH Ipo0, nepud)epHa HEpBHA CUCTEMa) OCPEICTBOM TPOABIDKUTEIHA WIN
HOBTAPSIIIA CC CKCITO3HIIMS.

He ce knacuduuupa (Jlunceat ganHm)

PA3EJI 12: Exojioru4uHa uHgopmanus

12.1. Tokcu4YHOCT

OmacHo 3a BoJHaTa cpefia, KpaTKocpoyuHa (ocTpa)

OrmacHo 3a BojiHaTa cpena, ApJIrocpoyHa (XpOHI/I‘{Ha)

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JAaHHH, HE Ca U3IIBIHECHH KPUTSPUUTE 32
KJIacH(pHIIpaHe)
ToKCHYeH 32 BOIHHUTE OPTaHU3MH, C ABITOTPACH eEeKT.

Norfloxacin (70458-96-7)

EC50 - Pakoo6pasuu [1]

8,7 mg/l (48 gaca, Daphnia magna (Boana 6ssxa)) (Mmetox OECD 202)

ErC50 Bonopacnu

10,4 mg/1 (72 yaca, Chlorella vulgaris (Cnanka Boxa Bogopaciu)) (merox OECD 201)

12.2. YeTOHYHBOCT M pa3rpajnMocT

Norfloxacin (70458-96-7)

YCTONUNBOCT M pa3rpajuMoCT

He ce pasrpaxmna 0bp30
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Norfloxacin for peak identification

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

Norfloxacin (70458-96-7)

Koe¢muiuent Ha pasnpeznenenue: n-okranon/sona (Log <4
Kow)

Hsima Hanu4Ha nonbiIHUTENHA HHOOpMALHS

Hsma HanuvHa JOTBIHUTETHA HHPOPMAIIHS

Hsma HanuvHa JOTBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABIUUTE

Hsima HanmuHa JOMIBJIHUTEHA HH(bOpMaI.IPIﬂ

PA3JIEJI 14: Undopmauusi 0THOCHO TPAHCIIOPTUPAHETO

B crotBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH nian uaenTuduKkanuoHeH HoMmep

UN 3077 UN 3077 UN 3077

14.2. TouHo HauMeHOBaHHE Ha NIpaTKaTa no cnucbka Ha OOH

BEHIECTBO, OITACHO 3A OKOJIHATA ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
CPEJIA, TBBPJIO, H.V K. SUBSTANCE, SOLID, N.O.S.

Onucanue Ha TPAaHCHOPTHUTE TOKYMEHTH

UN 3077 BELLIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBP/IO, H.Y K., 9,111, (-) | SUBSTANCE, SOLID, N.O.S., 9, IIl, MARINE solid, n.o.s., 9, I1I
POLLUTANT

14.3. Kitac(oBe) Ha onacHOCT NPH TPAHCIOPTHPaHe

14.4. Onakopb4Ha rpyna

111 1 111
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Norfloxacin for peak identification

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

ADR

IMDG

IATA

14.5. OnacHocTH 32 0KOJIHATA cpeJa

OmacHo 3a okonHata cpeaa: la

OmacHo 3a okonHaTa cpeza: Ja
Mopcku 3ambpeuten: Jla
EmS-Ne (TToxap): F-A
EmS-Ne (PaznuB): S-F

OmacHo 3a okonHata cpeaa: la

HsiMa mompiHHTeIHA HAMHYHA HHQOpMALHS

14.6. Cnenma,THu npeana3Hu MePKH 3a MOTpPedUTe/INTe

CyxonbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR)

Crniennanuu pasnopendou (ADR)

Orpannuenu konmuectsa (ADR)

Wzkimouenu konmuectsa (ADR)

OnakoBbuHU uHCTpyKLIUK (ADR)

CriennaiHy onakoBb4HU pasznopenou (ADR)

Cwmecenu onakoBku (ADR)

VIHCTpyKIMH 32 IPEHOCHMH [IUCTEPHU U KOHTEHHEepH 3a
HacumHu ToBapu (ADR)

CnenyanHu pa3nopeoy OTHOCHO IPEHOCUMH LIUCTEPHU
U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

IIpeBO3HO CPECTBO 3a MPEBO3 B LIUCTEPHU
Tpancnoprha kareropus (ADR)

CriennanHu pasnopenou 3a npeosa - Onakosku (ADR)
CriennanHu pa3snopenou 3a npesos - HacunHo
cberosiHue (ADR)

CrienaHu pasnopeou 3a IpeBo3 - TOBapeHe,
pasroBapBaHe 1 06paboTka (ADR)
Vnentudukannoner Homep 3a onacHoct (Keminep No.)
OpamxeBHu Tabenn

Kon 3a TyHenHu orpanudenus (ADR)

TpancnopT no mope

Crniennanuu pasnopenou (IMDG)

Orpannuenu konmuectsa (IMDG)

Mzkimouenu konmuecta (IMDG)

OnakoBbunM MHCTPYKIMH (IMDG)
Crenuanau pasnopenou 3a onaxkosatre (IMDG)
IBC onakosbunn nacrpykuun (IMDG)

IBC cnenmnannu pasnopendu (IMDG)
Wncrpyknun 3a mucreprn ( IMDG)
Cneruanau pasnopenou otHocHo uucrepad (IMDG)
Kareropust Ha ToBapene ( IMDG)

Cxitagupane u o6padorka (IMDG)

Bb3aymeH TpaHcnopT

PCA Uzkmouenn xonuuectsa (IATA)

PCA OrpannueHu KoJMuecTBa MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 3@ OTPaHUYEHO
KOJIMYECTBO IIbTHUUYECKU camoneT U kapro (IATA)

PCA MucTpykiuy 3a 0OakoBaHe MTHUUECKH CaAMOJIET U
xapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO ITbTHUYECKH
camoutet u kapro (IATA)

M7

274, 335, 375, 601

Skg

El

P002, IBCO8, LP02, R0O01
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33
SGAV, LGBV

AT
3

1 V13
: VC1,VC2

CV13

90

90
3077

274, 335, 375, 966, 967, 969
Skg

El

LP02, P002

PP12

IBCO8

B3

BK1, BK2, BK3, T1
TP33

A

SW23

El
Y956
30kgG
956

400kg
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Norfloxacin for peak identification

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

WHcrpykuuu 3a onakoBaHe camo kapro (IATA) 1 956

MakcumaaHo HeTHO KosmuecTBo camo kapro (IATA) : 400kg

Crennanuu pasnopeaou (IATA) : A97, A158, A179, A197, A215
ERG xox (IATA) : 9L

14.7. Mopcku TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHAapOHATA MOPCKA OPraHu3aIust

He e npunoxxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMAaTHBHATa ypenoda

15.1. Cl'le[[ﬂ(l)ld‘ll-ll/l 3a BEeIECTBOTO UJIK CMECTAa HOPMATHBHA ype;(ﬁa/salcononaTechTBo OTHOCHO 6630ﬂaCHOCTTa, 3APaBE€TO U OKOJIHATA

cpena
Pernamentn na EC

REACH, lIpuaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenue XVII nva REACH

REACH, IIpuniaoxenue XIV (Cnuchbk Ha BeliecTBaTa 3a pa3peliaBaHe)

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

REACH, Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PeriaMeHT 0THOCHO BellleCcTBAa, KOUTO HAPYLIABAT 030HOBHUS cJoii (2024/590)

He ¢urypupa B cucbka ¢ BelecTBa, KOMTO Hapymasat 030HoBus cioit (Permament EO 2024/590)

Pernament (EC) Ha CbBeTa 32 KOHTPOJI HA U3/1eJIHS C IBOIHA ynoTpeda

He ¢urypupa B PETJTIAMEHTA HA CBBETA (EC) 3a koHTpoI Ha U3Je1us ¢ JBOHHA yrnoTpeba.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHU BeulectBa (EC 2019/1148)

He ¢urypupa B cnucbka ¢ npekypcopu Ha B3puBHH Betuectsa (EC)

Per;1aMeHT 0THOCHO peKypCOpPHTE HA HAapKOTHYHM BemecTBa (EO 273/2004)
He ¢urypupa B cimucbka ¢ Ipekypcopu Ha HapkoTHIHE Bemecta (EC)

15.2. Onenka Ha 6€30IMACHOCT HA XHMHYHOTO BEIIECTBO MJIM CMeC

Hsma HannyHa nombiHUTETHA HHOPMALUS

3AEJI 16: Ipyra nagopmanus

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

Aquatic Chronic 2 OnacHo 3a BoJiHaTa cpejia — XPOHUYHA ONACHOCT, KaTeropus 2

Eye Irrit. 2 CepHo3HO yBpexIaHe/npa3HeHe Ha ounte, Kareropus 2

Skin Sens. 1 Koxna cencubmnmzanust, Kateropus 1

STOTRE 1 Crernuduyna TOKCUYHOCT 32 OIpeie]IeHH OpTaHy — IIOBTapAIa ce excrosuius, Kareropus 1

STOT SE 1 CreriyHa TOKCHYHOCT 32 ONpe/IeJIeHH OpraHd — eJHOKpaTHa excro3uiusi, Kateropus 1

H317 Mosxe J1a IPUUUHH aJepruyHa KOXKHa PeaKLys.

H319 IIpean3BuKBa ceproO3HO Jpa3HEHE HA OUUTE.

H370 IMprunHsBa yBpexknane Ha opranuTe (IIEHTPAHA HEPBHA cucTeMa, MyCKyITHO-CKeIeTHa CHCTeMa).

H372 [MprunnsBa yBpekaaHe Ha OpraHuTe (ChPACYHO-CHA0BA CHCTEMA, XPaHOCMUIIATEIIHA CHCTEMa, IMYHHA CHCTEMa, 9epeH Jpoo,
nepudepHa HepBHA CHCTEMa) OCPEACTBOM IIPOIBIDKUTEIIHA UITH IIOBTAPSIIA C& CKCIO3HIIHS.

H411 ToKCHYEH 3a BOJHUTE OPTaHU3MH, C IBITOTPAcH e(eKT.

Wudopmanmonen muct 3a 6ezonacHoct (MJ1b), EC
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Norfloxacin for peak identification

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

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxkaiia ce B To3u MHdopMaroneH juct 3a 6e30MacHOCT, € MoJdy4eHa OT U3TOYHHIIM, KOUTO CMsTaMe 3a
HajekK/HU. Bbopeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAaKBa rapaHIus, N3pUYHA WK [0/ipa3oupaliia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WIIN
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE J1a ca U3BBH Hamata komrnereHTHocT. [Topaau
Tasu U APYrd HPUYHHU, HUE HE TI0eMaMe OTTOBOPHOCT U M3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PAa3X0/IH, IPOU3TUYAIH OT WIH CBbP3aHH
110 HAKaKbB HAYMH C pabOTaTa, ChXPAHEHHETO, yroTpedaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3n MHdopmarmoneH auct 3a 6€301macHOCT € H3TrOTBEH U TpsiOBa
J1a ce M3II0J13Ba CaMo 3a TO3H MPOAYKT. AKO IPOAYKTHT CE H3II0JI3BA KATO ChCTaBKa Ha APYTU HPOLYKTH, HATHYHATA HH(pOPMAIMs OU MOTTIa []a CC OKaKe
Henpuiokuma. Ta3u nHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYIH MO3HAHMS U € NPEAHA3HAYCHA JIa []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOIHATa cpera. [lopaau ToBa, Ts He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOMCTBATA HA MPOAYKTA.
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