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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 : Moxifloxacin hydrochloride
XHUMHYECKO HANMEHOBAHHUE : Moxifloxacin hydrochloride
CAS Ne 1 186826-86-8

Kon na npoxykra : 201600608

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

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@edgm.eu, www.edgm.eu

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]

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
ToxcuuHocT 3a penpoaykuusra, Kareropus 2 H361fd
CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OpPraH! — €IHOKPaTHa H370

excnozunus, Kareropus 1

CrenniyHa TOKCHYHOCT 3 ONpPEJIeNIeHN Oprany — noprapsima ce  H372

excnosunus, Kareropus 1

OnacHo 3a BOJHaTa cpejia — OCTpa ONACHOCT, KaTteropus 1 H400 (M=10)
OnacHo 3a BoJiHaTa cpejja — XpOHWYHA ONACHOCT, Kareropus 1 H410 (M=10)
3a nmbanus Texct Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm q)l/l3l/lKOXPlMPl‘lHl/l eq)eKTPl H Heﬁnaronpuﬂnm e(])elcTn 3a 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa

Bpenen npu nornbiane. CUITHO TOKCHYECH 32 BOJAHUTE OPraHU3MH, ¢ AbIroTpacH edekr. [Ipeanonara ce, ye yBpexa omogurenHara cnocooHoct. [Ipeanonara
ce, 4e yBpexaa mioja. [Ipen3BUKBa ceprO3HO Apa3HeHe Ha ounTe. [IpHunHABa yBpexkJaHe Ha opraHuTe. [IpHunHsiBa yBpexkaaHe Ha OPraHUTE ITOCPEACTBOM
HPO/BIDKHTENHA WM OBTAPAIA CC eKCIIO3UIHS.
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Moxifloxacin hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

2.2. EleMeHTH HAa €THKETAa

ETnkerupane B cborBercTBHE ¢ Periament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

Curnanna gyma (CLP)
Ipenynpexnenus 3a onacHoct (CLP)

IMpenopsku 3a 6e3omacuHoct (CLP)

$

GHSO07 GHSO08 GHS09
OmacHo
H302 - Bpenen npu noribluaHe.
H319 - IIpean3BukBa cepHO3HO Jpa3HEHE HA OYUTE.
H3611d - [Ipenmomnara ce, 4e yBpex/a OILIOJUTEIHATa criocoOHoCT. IIpenmnonara ce, 4e yBpexna
IIofa.
H370 - IIpuunnsBa yBpexkaaHe Ha OpraHuTe (IICHTpalHa HePBHA CHCTEMA).
H372 - IIpuunnsBa yBpexIaHe Ha OpraHuTe (depeH apod, MycKyIHO-CKeleTHa CHCTEeMa, ChPIeYHO-
CBI0Ba CHCTEMa, IepudepHa HepBHA CHCTEMa, XPAHOCMHIIATENIHA CHCTEMa, HMyHHA CHCTeMa)
TIOCPEACTBOM IPOABIDKUTEIHA UM IIOBTAPSAINA CE eKCIIO3UITHSL.
H410 - CuiiHO TOKCHYEH 3a BOIHUTE OPraHU3MH, C IBITOTPAcH e(EeKT.
P201 - Ilpenu ymotpeba ce cHabneTe ChC CIEIHUATHU HHCTPYKIUH.
P202 - He n3non3Baiite npeau 1a cTe IPOYESIH U pa3dpaiy BCHUKH MPeANa3HH MEPKH 3a
6e30macHOCT.
P260 - He aumBaiiTe mpax/ImyIex/ras/AuM/U3IapeHus/aepo30iIH.
P264 - Jla ce m3mue pbueTe 10 JaKTUTE U IHIETO CTapaTelHo CIel yIoTpeoa.
P270 - [la He ce sine, Mxe WIH IIyIIX OpH YIOTpeOa Ha IPOIYKTa.
P273 - Jla ce u304rBa U3IyckaHe B OKOJIHATA cpejia.
P280 - M3non3BaiiTe npeana3sHu pbKaBULU/IPENa3HO 00ICKIO/MPena3Hi OYriIa/Ipea3Ha Macka
3a JHIe/Ipeana3H CPEeCTBa 32 3aIIUTa Ha CIyXa.
P301+P312 - ITPU ITOI' JTBIIAHE: ITpu nepasznonoxenue ce obagere B LIEHTHP I1O
TOKCHUKOJIOI'S unu Ha nexap.
P305+P351+P338 - [TP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIIHO C BOAA B MPOIBIDKCHUE
Ha HAKOJNKO MUHYTH. CBaseTe KOHTAKTHHTE JICIIH, aKO UMa TAKHBA H JOKOJIKOTO TOBA € BH3MOXKHO.
ITpoxbKeTe ¢ M3ILIAKBAHETO.
P308+P311 - [IPU siBHa unm npennonaraema excrnosuuus: Obanere ce B LIEHTBP I10
TOKCHKOJIOT M unu Ha nexap.
P314 - TIpu Hepa3oiI0KEHNE MOTHPCETE MEAUIIMHCKH CHBET/TIOMOIII.
P321 - Cnenuanu3upano je4eHue (BXK. TOMBbIHUTEIHA HHCTPYKIUS 32 IIbPBa IOMOIIL Ha TO3H
€THKET).
P330 - UsmnakHere ycrara.
P337+P313 - [Ipu npoab/DKUTENHO pa3HeHe Ha ounte: [IoTbpceTe MEAUIMHCKH CHBET/TIOMOIII.
P391 - Cpbepere pazasaToro.
P405 - Jla ce cbxpaHsiBa 1oJ KIr04.
P501 - CbappxaHHETO/ChABT Aa CEe U3XBBPIIH B IIyHKT 3a ChOMpPaHE Ha ONACHH WITU CIECLHATHU
OTIaABLY, B ChOTBETCTBUE C MECTHUTE, PETHOHAIIHY, HAIIMOHAIHH H/HIH MEKIyHApOJHU
pasnopenou.

Etuxernpane B CbOTBETCTBHE C: MI3KII0UCHNS 32 BBTPEIIHH OIIAKOBKH, KOTaTO ChAbPKAHUETO He IpeBumasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

2.3. JIpyru onacHocTH

Jlpyra napopmarms

GHS08

AKTHBHO BELIECTBO (BBB (hapMalleBTUYHHU MIPOTYKTH).
BHuMaHMe - BELECTBO, KOETO BCE OIIE HE € U3MHUTAHO HAIBIIHO.
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Moxifloxacin hydrochloride

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 Npentudukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Moxifloxacin hydrochloride CAS Ne: 186826-86-8 <100 Acute Tox. 4 (opanna), H302 (ATE=1320

mg/kg TelxecHo Tero)

Eye Irrit. 2, H319

Repr. 2, H361fd

STOT SE 1, H370

STOT RE 1, H372

Aquatic Acute 1, H400 (M=10)
Aquatic Chronic 1, H410 (M=10)

3a mennus Teker Ha H- 1 EUH-nipenynpexxaeHusita 3a onacHOCT: BX. pazaen 16

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanue HAa MEPKHTE 32 MbPBa MOMOII]

IIbpBa nomoii - 001K MEPKU . B®B Bcuuku ciyyan Ha CbMHEHHE, WIIM aKO CUMIITOMUTE NPOIBIDKABAT, IOTHPCETE MEAUIIMHCKA
TOMOIIL.
IIppBa oMol Mpu BIUIIBaHE . H3Besere nMLIETO HA YUCT BB3/LyX U IO MIOCTABETE B MO3MLIMS, YJIECHABAILA AMIIaHeTO. [la ce ocTaBu

MOCTpaIaIys 1a Cu movnHe. B crnydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOILL.

ITbpBa oMol IPK KOHTAKT C KOXKaTa : Jla ce cBanmy 3aMBbPCEHOTO OOJIEKIIO U U3IOKEHUAT Y4acThK OT KOXKaTa Ja ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA Ce M3IUIAKHE C TOIUIA BOAA.

[IbpBa nOMOILL IPY KOHTAKT C OYUTE . MzmiakHere He3a0aBHO M CTapaTEIHO C BOJIA, KATO ABPXKUTE KICHaYUTe HIMPOKO OTBOPEHU (B
MpoIbJDKeHUE Ha oHe 15 MuHyTH). CBasleTe KOHTAKTHUTE JICILH, aKO UMa TAKUBA U JIOKOJIKOTO TOBA
¢ Bb3MOXHO. [Ipogbmkere ¢ u3miakBaneto. IloTbpceTe MeUIMHCKA TOMOLL, aKo OOJIKaTa,
MMTaHETO WIIM 3a4EPBSIBAHETO MPOJIBIDKAT.

ITbpBa MOMOLI IPH MOTTBILAHE : Usmiaksere ycraTa ¢ Boa (caMo aKo IOCTpaJalysaT ¢ B Ch3HaHKe). Hukora He JaBaiiTe HUIIO Tpe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. Hezabasno ce obanere B LIEHTHP I10 TOKCHUKOJIOT USl/Ha
neKap.

4.2. Hali-chbIecTBeH! OCTPH M HACTBHIIBALIIU CJIel U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTl/l

CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C OUUTE : HpeZ[PBBI/[KBa CEPHO3HO APA3HEHE HAa OYHUTE. 3a‘{€pBﬂBaHHﬂ, Gosika.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeIUIHMHCKH T'PUKHA U CNIELIMAJTHO JIeYeHue

Hsima HanmaHa JIOITBJIHUTEITHA I/[H(bOpMaI.II/IFI

5.1. CpeacTBa 3a raceHe Ha MoKap

TToaXO/ISIIIH TT0XKAPOTACHTEIIHHU CPE/ICTBA : Jla ce u3mon3Bar cpecTBa, MOAXOMSIIN 3a FACEHE Ha [IOXKapH B ChCEICTBO. BhriiepoeH AHoKCH .
Bogen crpeii. Cyx npax. Ozesijio 3a 3aracsiHe Ha OI'BHSL.
HermoaxoIs1iu moxaporacuTelIHA CpeCTBa : Jla He ce U3M0N3Ba CHIIHA BOJHA CTPYSL.

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

Onacau IIPOAYKTH Ha pasnajgaHe B cnyqaﬁ Ha 1oxap . HemwmaOTO TOpCHE oc13060>1<,ua13a OITaCE€H BBIJICPOJICH OKHC, BBIVICPOACH ABYOKHUC U IPYTU TOKCUIHU
razoBe. B3MOXKHO € OTAENsIHETO Ha TOKCHYHU U3IIapCHUs.

5.3. CbBeTH 32 O’KaAPHUKApHUTe

WHCTpyKIHUH 3a TaceHe Ha M0XKapu : Jla He ce IOIycKa H3MoJI3BaHaTa B 6opbara ¢ moxapa Bojia 1a 3aMbPCH OKOJIHATA CpPe/Ia.
3amuTa Npy raceHe Ha moxap . Jla He ce npennpuemMa HaMmeca 0e3 MOAXOISIIO 3alUTHO 000pyIBaHEe. ABTOHOMEH U W30JIMPAL]
amapar 3a AuxartesHa 3anmTa. [IsiHa 3amura Ha TSI0TO.
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Moxifloxacin hydrochloride

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 MEpPKH N I[a ce u30srBa KOHTAKT C KOXKaTa, O4YUTE U JPEXUTE.

3a nepconaJi, KOWTO He 0TroBaps 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 000pyABaHe. 3a moBede HHopMarus,
BrokTe pazzaen §: "KoHTpoi Ha ekcro3uiusITa/ MMYHU MpeIna3Hu cpeactsa’.

I[a ce u3bsrea H3IIyCKaHC B OKOJIHATa cpeaa. HpCI[OTBpaTCTC HaBJIM3aHETO B KaHAJIU3alUATa U B 06H.ICCTBCHI/IT€ BOIH.

3a 3abpiKaHE : Ilonwmiire ¢ HHEPTEH MaTCpHaAJl U TIOCTABETE B ITOAXOIAIIL KOHTeﬁHep 3a 0663BPG)KI[aHC Ha OTIaabIu.

Meroau 3a noYrcTBaHE . Ilouucrere 3aMBPCECHUTE IIOBBPXHOCTH O0OHITHO ¢ Boza. [TouncTBane ¢ rmomiira Ha JACTEPIeHT.

Bikre Pasnen 13 otHocHO nH(pOpMarus 32 00e3BpexkIaHe Ha OTIAAbLUTE.

JIOITBITHUTEITHY ONTACHOCTH 110 BpeMe Ha paboTa : Jla He ce m3naraT OpeMEHHUTE YKEHU UM KbPMAUIKUTE.

TIpennaszuu Mepku 3a Ge3omacHa pabora : Jla ce n30srBa BCIKaKkBa M3JIMIIHA eKCIIo3uLus. Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XUrueHHn MEPKH . Jla He ce siae, MUe WIK MyIIH IpH yroTpeba Ha npoaykra. Jla He ce u3Hacsi 3aMBbPCEHO pabOTHO

00JIEKII0 N3BBH pabOTHOTO MomenieHue. [la ce U3MUAT phleTe NPeIu MOYUBKUTE H CIIE]T
MPUKIIOYBaHE Ha paboTaTa.

VcnoBus 3a cbXpaHsIBaHe : Jla ce cpxpaHsaBa Ha 100pe mpoBeTpuBo MscTo. ChABT Ja ce ChbXpaHsBa ILIBTHO 3aTBOpeH. [la ce
a3y OT TOILTHHA U IPSIKa CTbHYEBA CBETINHA.
OnakoBbYHH MaTepHAIN : Jla ce cbXpaHsABa B OPHTHHAIHUTE KOHTCHHEPH.

Hsma HanuvHa ZOMBIHUTENHA HHPOPMAIIUS

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

Hsima HanmMuHa OMIBJIHUTEIHA PIH(bOpMaHHﬂ

TMoaxoasiy HHKEHEPEH KOHTPOJ

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

JInuHu npeanasHu cpeacraa

3ammTa HA OYHTE H JIUIETO

3ammuTa Ha ouMTe:
[la ce HOCsT npennasHu ouma. [peanasnu ounna cee crpannyna 3amura. (EN 166)
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Moxifloxacin hydrochloride

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

3ammTa Ha Ko})KaTa

3amuTa Ha KOKATA U TAJIOTO:

Jla ce HOCH mOAXOMAMIO HpenasHo ooieko. JlaboparopHa ynorpe6a : JlaboparopHa npecrmika. (EN 13034)

3ammuTa Ha pbIeTe:

Jla ce HOCST MOAXOSIIIN PhKABULHM. XUMUUYECKH YCTONYMBY npenasau pbkasumy. (EN 374)

3amura Ha JAUXATCJITHUTE MbTHIIA

3ammTa HA JUXATEJHAUTE NHTHIA:

B ciyuaii Ha 0O6pa3yBaHe Ha IIpax [1a ce M3MOJI3Ba anapar 3a quiiane ¢ Guarsp: P3

PA3JIEJI 9: ®u3nyHu U XUMHYHU CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (U3UYHN M XMMHUYHH CBOICTBA

ArperaTtHo ChCTOSTHUE

Bsar

BbHIeH BHJT

MornekyiHa Maca

Mupuc

I'panuuaTa Ha MUpHUCca

Touka Ha TONIEHE

Touka Ha 3aMpb3BaHe

Touka Ha KUIIEHE

3anajauMoct

JlonHa rpaHuIa Ha €KCIIO3UBHOCT
T'opHa rpaHHMIIa Ha EKCIUIO3UBHOCT
[Tnamua TeMnepaTypa
Temmeparypa Ha camo3amajiBaHe
Temmeparypa Ha pa3iaraHe

pH

pH pasrBop

Bucko3uTeT, KHHEMaTHUEH

TBBP/IO BEIIECTBO
JKBIAT. CBETIIONKBIT.
Ipax. Kpucramu.
437,9 g/mol

He e nanuuHo

He e nanuuHo

~ 325 °C (pa3narase)
He e nanuuxo

He e nanuuno

He e nanuuxo

He e npunoxxumo

He e npunoxxumo

He e npunoxxumo

He e npunoxxumo

He e nanuuHo

3,9 —4,6 (0.2% Boxen pa3rBop)
He e nanuuHo

He e npunoxxumo

PastBOpuMOCT : Boma: 10-33,3 g/
Koedunument Ha pasnpenenenue: n-okranon/soga (Log  : He e nammuno
Kow)

Hansrane Ha napure : He e Hanuuno
Hansrane na napure npu 50°C : He e nanuuno
ITnsTHOCT : He e nanuuno
OTHOCHTEIIHA ITBTHOCT : He e naymuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yacTuiure : He e Hanuuno

9.2. Ipyra unpopmanus

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

PA3JIEJI 10: CTaOMIHOCT U PpeaKTHBHOCT

10.1. PeakumnonHa crnocooHocT

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

10.2. XuMu4HA CTA0OMITHOCT

Hsima Hanu4Ha IOMBJIHUTETHA HHOPMAIUS

10.3. Bb3MOKHOCT 32 ONIACHH PeaKIUH

Hsma HannyHa nombeiHUTETHA HHOPMAIUS

10.4. YcnoBusi, KONTO TPsIOBa /1a ce H30SrBaT

HsiMa Hann4yHa JOMBIHATENHA HHQOpMALHS
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Moxifloxacin hydrochloride

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

10.5. HecrBMecTHMH MaTepHAIH

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

10.6. OnacHu NPOAYKTH HA pa3najaHe

Hsima HanuyHa A0NBIHUTEIHA I/IH(i)OpMaLII/Iﬂ

PA3JIEJI 11: ToxcukonoruyHa uHGopManus

11.1. Madopmanusi 3a KIacoBeTe HA ONACHOCT, onpeaeaeHd B Pernament (EO) Ne 1272/2008

Ocrpa TOKCHYHOCT (OpasHa) : Bpenen npu nornsiuase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xknacu¢uupa (JIunceat nanuu)
OcTpa TOKCHYHOCT (BIMIIBAHE) : He ce xnacu¢umpa (JIunceat nanam)

Moxifloxacin hydrochloride (186826-86-8)

LD50 opanHo misx 1320 mg/kg

Kopo3suBHOCT/ipa3HeHe Ha KOKaTa : He ce knacuduimpa (Bb3 ocHOBa Ha HATMYHKUTE JITAHHH, HE Ca M3ITBJIHEHH KPUTEPHHUTE 32
KJIacu(pHIIpaHe)
pH: 3,9 — 4,6 (0.2% Boxaen pasreop)

Cepno3HO yBpesk/laHe Ha OUHTE/Ipa3sHEHEe Ha OUNTe : Ilpenu3BrKBa ceprno3HO JIpa3HEHE HA OUYMTE.
pH: 3,9 — 4,6 (0.2% Bonen pasrBop)

Cencubunu3anys Ha AUXaTeIHUTE IBTUINA WX KoxkaTta : He ce knacudunupa (Jlumncar qaHHmM)

MyTareHHOCT Ha 3apOAMIIHUTE KJICTKH . He ce knacuduuupa (Jluncsar nanxu)

KanueporenHoct : He ce knacu¢umpa (Jlunceat nanxu)

TOKCHYHOCT 32 PENPONYKIHATA . Ilpenmonara ce, 4e yBpex/a oriouTensara cnocodoroct. IIpenmonara ce, ue yBpexna miojia.

CTOO (cnenuduyHa TOKCHYHOCT 3a OIPEIEICHI : IlpuunnsBa yBpeskiaHe Ha OpraHuTe (IIEHTpaIHA HEepBHA CHCTEMA).

OpraHy) — eIHOKPAaTHA eKCIIO3UIU

CTOO (cnenuduyHa TOKCHIHOCT 33 OIPEICICHU : IlpuuunsBa yBpexkaaHe Ha opraute (depeH apob, MycKyIIHO-CKelIeTHa CHCTeMa, ChPACUHO-ChI0BA

OpraHu) — IOBTaPsIIA CE CKCIO3UIN cucteMa, neprepHa HepBHA CHCTEMa, XPAaHOCMUIIATENIHA CHCTEMa, UMYHHA CHCTEMa) OCPEICTBOM
HPOIBIDKUTENHA WM TOBTAPAIA CC CKCITO3HIHS.

OnacHOCT NpH BAUIIBaHE : He ce knacu¢uupa (Jlunceat nanxm)

11.2. Uudopmanust 3a Ipyrd ONacHOCTH

Hsima HanuyHa A0NMBbIHUTEIHA m—ui)opMaum

PA3EJI 12: ExoJioru4Ha uH@opmanus

12.1. Tokcu4UHOCT

OrmacHo 3a BojiHaTa cpena, KpaTKocpodHa (OCTpa) : CwIHO TOKCHYEH 32 BOJIHUTE OpraHu3MH.
OrmacHo 3a BojiHaTa cpena, ApJIrocpoyHa (XpOHI/I‘{Ha) : CWIHO TOKCHYEH 32 BOJIHUTE OpraHu3MH, ¢ ABJIrOTpacH e(beKT.

Moxifloxacin hydrochloride (186826-86-8)

EC50 - Pakoo6pasnuu [1] 14 mg/1 (48 waca, Daphnia magna (Boana 6bsxa)) (suteparypa)

EC50 96h - Bonopaciu [1] 0,06034 mg/1 (96 gaca, Microcystis aeruginosa)

12.2. YeToHYHBOCT M pa3rpajuMocT

Moxifloxacin hydrochloride (186826-86-8)

YCTONUNBOCT M pa3rpaguMoCT He ce pasrpaxmna 0bp30

12.3. BuoakymyJupamnia cnocooHOCT
HsiMa HannyHa JOMBIHATENHA HHQOPMALIHS
12.4. [lpeHoCcHMOCT B MOYBATA

Hsima HanuyHa AONBIHUTEIHA m—[(i)opMaum
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Moxifloxacin hydrochloride

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

12.5. Pe3yaratu ot onenkara Ha PBT u vPvB

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

12.6. CoiicTBa, HapymaBamy GYHKIHHUTE HA €HAOKPHHHATA CHCTEMa

Hsima HanuyHa A0NBIHUTEIHA I/IH(bOpMaLII/Iﬂ

12.7. Ipyru HedJJaronpusTHU edexTH

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

PA3JIEJI 13: OGe3BpexIaHe HA OTHATBLUHUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAXbIHT

Hsima Hanmana JOITBJIHUTECITHA I/[H(t)OpMaI_II/I}I

PA3/IEJI 14: WH¢popMaiusi OTHOCHO TPAHCIIOPTHPAHETO

B crorBerctBre ¢ ADR / IMDG / IATA

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH nin naeHTHUKATUOHEH HOMEP
UN 3077 UN 3077 UN 3077

14.2. TouHo HauMeHOBaHHE HA IpaTKaTa o cnucbka Ha OOH

BEIIIECTBO, OITACHO 3A OKOJIHATA
CPEJA, TBBPJO, H.Y K.

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

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

Onucanue Ha TPAHCHOPTHUTE TOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A
OKOJIHATA CPEJIA, TBBP/IO, 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, III

14.3. Knac(oBe) Ha OacCHOCT IPH TPAHCIOPTHPAaHe

14.4. OnakoBb4yHa rpyna

I

1T

I

14.5. OnacHocTH 32 0KOJIHATA cpeaa

OmnacHo 3a okonHata cpena: Jla

OmnacHo 3a okonHara cpeza: [la
Mopcku 3ambpeuten: a
EmS-Ne (TToxap): F-A
EmS-Ne (PaznuB): S-F

OmnacHo 3a okonHata cpena: Jla

Hsima onrbyiHUTEIHA HAJTMYHA HH(bOpMaLIHﬂ

14.6. CnenpaaHu NpeANa3sHH MepKH 32 NOTPeOUTeINTe

CyxonbTeH TPAHCIIOPT
Knacudukanmonen xox (ADR)
Cneruanau pasnopenou (ADR)
Orpannuenn xonmnuectsa (ADR)
Uskitouenu xonmdectsa (ADR)

M7
1 274,335,375, 601
: Skg
. El
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Moxifloxacin hydrochloride

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

OnakoBb4HU uHCTpyKIuK (ADR) : P002, IBCOS, LP02, ROO1
Crienmaniy onakoBb4HU pasznopenou (ADR) . PP12,B3

Cwmecenu onakoBku (ADR) : MP10

WHcrpykuuu 3a mpeHoCUMU LcTepHu U Konteinepu 3a : T1, BK1, BK2, BK3
HacunHu ToBapu (ADR)

CrienmaiHu pa3nopendy OTHOCHO MPEHOCUMU Luctepun  : TP33

U KOHTeitHepH 3a HacunHu ToBapu (ADR)

Konose 3a nucrepau (ADR) : SGAV, LGBV
IIpeBo3HO CpencTBO 3a MPEBO3 B LIUCTEPHU AT

Tpancnoprha kareropus (ADR) : 3

Crienmaniu pasnopendu 3a npeosa - Onakosku (ADR) @ VI3

Crienmaniu pasnopendu 3a npeo3 - HacumnHo : VCI, VC2
cwerosiaue (ADR)

Crienpaiiiy pasnopendu 3a npeBo3 - TOBapeHe, : CVI13

pasroBapBate u o6pabotka (ADR)
Unentudukaunonen Homep 3a onacHoct (Kemnep No.)
OpanxeBu Tadbenu

Kon 3a TyHenHu orpanudenus (ADR) Do

TpaucnopT no mope

Crenmanuu pasnopenou (IMDG) 1 274,335, 375,966, 967, 969
Orpannuenu konuuectsa (IMDG) : Skg

Wzkmrouenu konmyecta (IMDG) : El

Onakobunu uHcTpykuuu (IMDG) : LP02, P002
Crienmanuu pasnopendu 3a onakosane (IMDG) : PPI12

IBC onakopwsunu uncrpykuuu (IMDG) : IBCOS8

IBC cneunanuu pasnopendou (IMDG) : B3

Wucerpykuuu 3a nucrepuu ( IMDG) : BKI1, BK2,BK3, T1
Crienmanuu pasnopendou otHocHo nucrepuu (IMDG) . TP33

Kareropus na toBapene ( IMDG) DA

Critagupane 1 o6padotka (IMDG) : SW23

Bb3aymen Tpancnoprt

PCA Uskmrouenu konuuecta (IATA) : El
PCA OrpaHuueHu KoJIMuecTBa MbTHUYECKH CaMOJIET U : Y956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMUECTBO 32 OTPaHUYEHO : 30keG
KOJIMYECTBO IIbTHUYECKH camoneT U kapro (IATA)

PCA MHcTpykuuy 3a onakoBaHe MbTHUYECKH camoieT 1 : 956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH : 400kg
camoutet u kapro (IATA)

Wucerpykuun 3a onakoaHe camo kapro (IATA) 1 956
MakcuManaHo HeTHO KosmuecTBo camo kapro (IATA) : 400kg
Criennanuu pasnopendu (IATA) 1 A97, A158, A179, A197, A215
ERG xox (IATA) : 9L

14.7. Mopclm TPAHCHOPT HA TOBAPHU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOPpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. Cienpuanm 32 BEMIECTBOTO HJIH CMECTA HOPMATHBHA Ypea0a/3aK0HO0IATEICTBO OTHOCHO (€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpeaa

Peraamentn Ha EC

REACH, Ilpuio:xenne XVII (¥YciaoBus 3a orpaHuyaBaHe)

He durypupa B [Ipunoxenne XVII za REACH
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Moxifloxacin hydrochloride

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

REACH, IIpuao:xenne XIV (Cnucbk Ha BelllecTBaTa 3a pa3peliaBane)

He ¢urypupa B Ilpunoxenne XIV sva REACH (Crichk Ha BelecTBara 3a pa3pelniaBaHe)

REACH, Cnucsk ¢ kanguaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapymaBat o3o0HoBus cjoii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTa, KOUTO HapymaBaT 030H0BH: cioii (Permament EO 1005/2009)

Peraament (EC) Ha ChBeTa 3a KOHTPOJI Ha U3/1eJIUs ¢ IBOIiHA ynoTpeda

He ¢urypupa 8 PETJTAMEHTA HA CBBETA (EC) 3a KoHTpoJ1 Ha U3/ieius ¢ ABOMHA yroTpeda.

PersiaMeHT 0THOCHO npekypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IIpeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha ma3apa u ynorpe6ara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpabpixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpE/ICICHH BEIECTBA, U3MOJI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH MM IICUXOTPOITHHU BEIIECTBA)

15.2. OneHka Ha 0€30MaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JIEJI 16: [Ipyra ungopmanus

HNuankanus 3a NMPOMEHHU

Pazpnen IIpomeHeH eneMeHT KomenTapn
OOH Ne (RID) Jlo6aBeHo
Bpoii cunn konycu/cBernunu (ADN) JobaBeHo
3anwmkuTesHo odopyasaHe (ADN) Jlo6aBeHo
IIpeBo3sT € paspenter (ADN) Jlo6aBeno
W3kirouenu konmuuectsa (ADN) Jlo6aBeno
Orpannuenu konudectsa (ADN) Jlo6aBeno
Etukeru 3a onacuoct (ADN) JobaBeHo
Knacudukamuonen kox (ADN) JobaBeHo
Touno npeBo3Ho HaumeHoBaHKe (RID) Jlo6aBeHo
Wnentuduxannonen HoMmep 3a onacHoct (RID) JobaBeHo
Excnpecuu npatku (RID) JlobaBeHo
CrienpaiiHy pa3nopeadu 3a mpeBo3 - TOBapeHe, JobaBeHo

pastoBapsaHe H 00paboTka (RID)

Crienpaiiau pasnopendu 3a npeBos - HacunHo JobaBeHo
cberosinue (RID)

Crerpanau pasnopenou 3a npesosa - Onakosku | lo6aBeHo

(RID)

Tpancnopraa kareropus (RID) JlobaBeHo
Konose Ha muctepuu 3a RID nncrepru (RID) Jlo6aBeno
Crienmaiiiy pa3nopeidu OTHOCHO MPEHOCHMH JobaBeHo
LICTEPHU U KOHTEHHEPH 3a HACHIIHU TOBApU

(RID)

MucTpyxunu 3a NpeHOCUMU LIUCTEPHU U JobaBeHo

KOHTeHHepH 3a HacuHu ToBapu (RID)
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Moxifloxacin hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nnaukanus 3a NMPOMEHHU

pastoBapBaHe 1 00paboTka (ADR)

Paznen IIpomeHen eneMeHT KomenTapu
Cwmecenu onakoBku (RID) Jlo6aBeHo
Creranau onakoBbuHH pasnopenodu (RID) JobaBeHo
OnakoBb4HHu uHCTpYKIuH (RID) JobaBeHo
M3kmrouenu konmuuectsa (RID) Jlo6aBeno
Orpannuenu konunuectsa (RID) JlobaBeHo
Crienmanau pasnopenou (RID) JobaBeHo
OmnakoBbyHa rpymna (RID) JlobaBeHo
Knacudukarmonen kop (RID) JobaBeHo
ERG kon (IATA) JobaBeHo
Crenuanuu pasnopenou (IATA) Jlo6aBeno
MakcuMa HO HETHO KOJIMYECTBO CaMO Kapro JlobaBeHo
(IATA)

Wuctpykuunu 3a onakoBane camo kapro (IATA) Jlo6aBeHo
PCA MakcuMaaHO HETHO KOJIMYECTBO Jlo6aBeHo
II'BTHUYECKH camoneT u kapro (IATA)

PCA MHcTpyKUMM 3a ONaKOBaHE MbTHUYECKH JobaBeHo
camouiet u kapro (IATA)

PCA MakcuMaaHO HETHO KOJMYECTBO 3a Jlo6aBeHo
OrpaHUYCHO KOJIMYECTBO MBTHUYECKH CaMOJIET U

kapro (IATA)

PCA OrpaHuueHn Koln4ecTBa MbTHUYECKU JlobaBeHo
camoutet 1 kapro (IATA)

PCA Uzkmouenu xonnyectsa (IATA) Jlo6aBeno
Etuxern 3a onacuoct (IATA) JlobaBeHo
Touno npeBo3Ho HanMeHoBaHue (IATA) JobaBeHo
Touno npeo3Ho HaumeHnosanue (IMDG) JobaBeHo
Etukeru 3a onacuoct (IMDG) Jlo6aBeHo
EmS-Ne (PaznuB) JlobaBeHo
EmS-Ne (TToxap) JlobaBeHo
Orpannuenu xonudectsa (IMDG) JlobaBeHo
Cknanupane u oopadotka (IMDG) JobaBeHo
Kareropus na toapene (IMDG) JobaBeHo
Crerpaiiy pa3nopeoy OTHOCHO LIUCTEPHU JlobaBeHo
(IMDG)

Wncrpyxnun 3a uucreprn (IMDG) Jlo6aBeno
IBC cnieunanuu pasnopenou (IMDG) JobaBeHo
IBC onaxosbunu uncrpyknun (IMDG) Jlo6aBeno
W3krouenu konmmuecta (IMDG) JobaBeHo
Crenunanau pasnopenou (IMDG) Jlo6aBeno
Crenuaniu pa3nopenou 3a NpeBo3 - TOBapeHe, JlobaBeHo
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Moxifloxacin hydrochloride

I/IH(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

Crienmaiiiy pasnopendu 3a npeos - HacunHo JlobaBeno

cecrosaue (ADR)

Creranau pasnopenou 3a npesosa - Onakosku | JlobaBeHo

(ADR)

Kopnoge 3a nucrepau (ADR) JobaBeHo

Crienpaliiy pa3nopeou OTHOCHO NPEHOCHMHU JobaBeHo

LUCTEPHU U KOHTEHHEPH 3a HACHIIHU TOBAapU

(ADR)

VIHCTpyKIMH 33 IPEHOCUMH LIUCTEPHU U Jlo6aBeno

KOHTeitHepH 3a HacumHu ToBapu (ADR)

Cwmecenn onakoBkd (ADR) Jlo6aBeno

CreranrHu onakoBb4HH pasznopenou (ADR) Jlo6aBeHo

OnakoBb4HHU uHCTpYKIuK (ADR) JobaBeHo

IIpeBo3HO cpeacTBO 3a MPEBO3 B LIUCTEPHU JobaBeHo

3amMeHs BepcusTa OT JlobaBeHo

Jlata Ha pepakuusara JlobaBeHo
1.1 CAS Ne Jlo6aBeno
1.1 CuHoHNME IIpemaxunaro
1.1 HaumenoBanue IIpomeneno
1.2 Orpanuuenus 3a ynorpeba IIpomeneno
1.2 VYnorpeba Ha BEIECTBOTO/CMECTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxuarto
2.1 He6naronpusitau QU3HKOXUMHUYHH e(DeKTH 1 IIpomeneno

HeOIaronpusaTHY e()eKTH 3a 3APAaBETO HA YOBEKA U

OKOITHAaTa cpejia
2.1 Knacudukarus B cborBeTcTBre ¢ Pernament (EO) | [Ipomeneno

Ne 1272/2008 [CLP]
2.2 Tpenynpexnenus 3a onacHoct (CLP) IIpomeneno
2.2 Curnanna nyma (CLP) IIpomeneno
2.2 ITuxrorpamu 3a onacHoct (CLP) IIpomeneno
2.2 TIpenopbku 3a 6e3omacHoct (CLP) IIpomeneno
2.3 Jpyra uadopmarus Jlo6aBeHo
4.1 II'ppBa nomoi - 00K MEpPKH JobaBeHo
4.1 IIppBa HOMOILL IPH KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa nomo1 pu BIUIIBAHE JlobaBeHo
4.1 ITspBa oMo Npu MOrIbIIaHe JloGaBeno
4.1 IIppBa noMoII IPYU KOHTAKT C O4UTE IIpomeneno
4.2 Cumnromu/eeKT ciel] KOHTaKT C OYUTE Jlo6aBeHo
5.1 Henonxonsuy noxaporacuTeIH! CPEACTBA Jlo6aBeHo
5.1 TToaxoasiiy nokaporacUTENIHU CPeCTBA IIpomeneno
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Moxifloxacin hydrochloride

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

Nnaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
5.2 OrnacHY IPOJIYKTH Ha pa3lajiaHe B cIydail Ha JlobaBeHo
oxap

52 OmacHOCT OT IoXap IIpemaxunaro
53 3amuTa npy raceHe Ha moxap JobaBeHo
53 MHcTpyKuuu 3a raceHe Ha mokapu Ipomeneno
6.1 3aluTHU cpelicTBa Jlob6aBeHo
6.1 ABapuiinu riaHoBe IIpomeneno
6.1 OO0 Mepku JobaBeHo
6.2 TIpeana3uu Mepku 3a ona3BaHe Ha OKONHATa cpeza | JlobaBeHo
6.3 3a 3aabpiKaHe Jlo6aBeno
6.3 MeTtou 3a moyncTBaHe Jlo6aBeno
6.4 TTo3oBaBaHe Ha apyru pasnen (8, 13) Jlob6aBeHo
7.1 JIOIBJIHUTENTHY OMIACHOCTH T10 BpeMe Ha pabora Jlo6aBeHo
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa JlobaBeno
7.1 XUrHeHHH MEPKH JobaBeHo
7.2 YcnoBus 3a chXpaHsIBaHe JlobaBeHo
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
7.3 Crennduynn KpaifHu ynoTpebu ITpemaxnato
8.2 3amuTa Ha AUXATEIHUTE IIBTUILA JobaBeHo
8.2 3amuTa Ha phIeTe IIpomeneno
8.2 3amura Ha OYUTE Jlo6aBeno
8.2 Toaxoasii HHKEHEPEH KOHTPOJI IIpomeneno
8.2 3aluTa Ha Ko)KaTa U TSUIOTO IIpomeneno
9 MornekyiHa Maca JlobaBeHo

9 st Jlo6aBeHno

9 BroHIEH BUI IIpomeneno
9 pH JobaBeHo

9 Touka Ha TONIEHE Jlo6aBeHo
10.1 PeaknronHa criocobHOCT IIpemaxnato
10.3 BB3M0OXKHOCT 3a OacHU peakLuu IIpemaxunarto
10.5 HecwpBMecTumMu Matepuanu IIpemaxunarto
10.6 OnacHu NPOAYKTH Ha pasmnagaHe IIpemaxnarto
11.1 LDS50 opanHo mabx JobaBeHo
11.1 ATE CLP (opasHa) IIpomeneno
12.1 ECS50 - Pakoo6pasuu [1] Jlo6aBeHno
12.1 EC50 96h - Bomopaciu [1] Jlo6aBeno
12.1 Exosorust - 0610 IIpemaxunarto
14.1 OOH Ne (ADN) JobaBeHo
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Moxifloxacin hydrochloride

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

Nnaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
14.1 OOH Ne (IMDG) Jlo6aBeHo
14.1 OOH Ne (IATA) Jlo6aBeno
14.1 OOH Ne (ADR) JobaBeHo
14.2 Touno npeBo3Ho HaumeHoBaHue (ADN) Jlo6aBeno
14.2 TouHo npeBo3HO HaumeHoBaHKe (ADR) Jlo6aBeno
14.3 Erukeru 3a onacuoct (RID) Jlo6aBeno
143 Etuxern 3a onacaoct (ADR) JlobaBeHo
14.3 Knac (ADR) JobaBeHo
14.4 OnakoBbyHa rpymna (ADN) JobaBeHo
14.4 OnakopbyHa rpyna (IATA) Jlo6aBeno
14.4 OnaxkoBbyuHa rpyna (IMDG) Jlo6aBeHo
14.4 OmnakoBbyHa rpyna (ADR) JobaBeHo
14.6 JonbaHuTenHN n3uckBaHus/3abenexku (ADN) Jlob6aBeHo
14.6 Crennanau pasnopendou (ADN) JobaBeHo
14.6 Crienmaniu pasnopendu 3a onakosaue (IMDG) JobaBeHo
14.6 OnakoBbunu uHcTpykuuu (IMDG) Jlo6aBeno
14.6 TpancnoprHa kareropus (ADR) Jlo6aBeHo
14.6 Crienmanau pasnopenou (ADR) Jlo6aBeHo
14.6 W3zkirouenu konmuuectsa (ADR) JobaBeHo
14.6 Orpanunuenu konnuectsa (ADR) JobaBeHo
14.6 Kon 3a TyHennu orpanuyenus (ADR) JobaBeHo
14.6 Unentudukannonex HoMep 3a onacHoct (Kemnep | lo6aBeHo
No.)
14.6 Knacudukarmonen kox (ADR) Jlo6aBeno

II'bnen Texker na H- u EUH-npegynpesxaenusiTa 3a oacHoCT:

Acute Tox. 4 (opanHa)

Octpa TokcuuHocT (opanna), Kareropus 4

Aquatic Acute 1

OnacHo 3a BOJHATa cpejia — OCTPa ONAcHOCT, Kareropus 1

Aquatic Chronic 1

OracHo 3a BojiHaTa cpe€ia — XpOHUYHA OIIaCHOCT, KaTCropus 1

Eye Irrit. 2 CepHo3HO yBpexIaHe/ipa3HeHe Ha ounte, Kareropus 2

H302 Bpenen npu norneiane.

H319 IIpean3BuKBa CEPHO3HO Ipa3HEHE HA OUUTE.

H361fd IIpenmnonara ce, ye yBpexaa oruoaurenHara crocooHoct. [Ipeanonara ce, ye yBpex/a mioja.

H370 IIpuunHsBa yBpexaaHe Ha opraHuTe (LIEHTpaIHa HEPBHA CUCTEMA).

H372 IprunHsBa yBpexxaaHe Ha opraHuTe (4epeH apod, MycKyTHO-CKeJIeTHa CHCTEMa, ChPACUHO-ChI0BA CHCTEMa, IIepudepHa HepBHA
cHUcTeMa, XpaHOCMIUIATENIHA CHCTEMa, HMyHHA CHCTEMa) OCPEACTBOM MPOABIDKHTEIHA WIIH TTIOBTAPAIA Ce eKCIIO3HIIHS.

H400 CHITHO TOKCHYEH 33 BOJHUTE OPraHU3MU.

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

Repr. 2 TokcuuHOCT 3a penpoaykiusaTa, Kareropus 2
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Moxifloxacin hydrochloride

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:

STOTRE 1 CrenndiyHa TOKCHYHOCT 3a ONPE/IENICHN OpraHy — MOBTapsIla ce excrosuims, Kareropus 1

STOT SE 1 Creru¢$uyaa TOKCHIHOCT 32 OIpeJie]IeHH OpTraHy — eJHOKpaTHa excrosuius, Kareropus 1

Wudopmarmonen mauct 3a 6e3omacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmarnusTa, Chabpkaiia ce B To3u MHGOpMaIOHEH JIUCT 3a 0€30IaCHOCT, € MOJIy4eHa OT U3TOYHHIIN, KOUTO CMSITaMe 3a
HaJeXKIHU. Berpeku ToBa, HHGOpMaIuATa ce IpeaocTaBs 6e3 HUKAaKBa TapaHIns, H3pUYHA MU [I0Apa30upaa ce, OTHOCHO HeWHATa KOPEKTHOCT. Y CIIOBHSATA WIII
MeToauTe 3a paboTa, ChXpaHeHHe, yIoTpeda Wi 00e3BpexkJaHe Ha IPOAyKTa ca H3BBH HAIIKS KOHTPOI U MOXE J1a ca U3BBH Hallata KoMreTeHTHOCT. [Topanu
Ta3W U JPYTU OPHYMHY, HHE He II0eMaMe OTTOBOPHOCT M H3PHYHO C€ OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IEeTH MIN Pa3XOJH, IPOM3THYAINHN OT WIH CBbP3aHI
110 HAKAKBB HAUMH ¢ paboTaTa, CbXpaHEHUETO, yHoTpedaTa Wi 00e3BpexkIaHeTo Ha poaykTa. To3u MH(popMannoHeH IUcT 3a 6e30IaCHOCT € U3TOTBEH U TPSIOBa
J1a ce U3I0I3BA CaMo 3a TO3H IPOIYKT. AKO IPOLYKTHT C€ U3IOI3BA KATO ChCTAaBKa HA APYTH IPOIYKTH, HaIMYHATa HH(GOpMaNusI OF MOTJIa J1a Ce OKaKe
HenpmiokuMa. Ta3u nHdopMals ce 0OCHOBaBa Ha HAIIUTE TEKyIH IO3HAHNS H € IIPeAHa3HaYeHa J1a 1a/ie OIICaHNe Ha IPOLYKTa caMo 3a LEeIUTe Ha
3[paBeoIa3BaHeTo, 0e30IIaCHOCTTa M OKOJIHATa cpena. [lopaau ToBa, Ts He TPsIOBa J1a ce THIKYBa KaTO FapaHIIMs 32 CBOHCTBATA HA MPOMYKTA.
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