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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 : Netilmicin sulfate

XHUMHYECKO HANMEHOBAHHUE . Netilmicin sulfate

Kon na npoxykra : 201600624

CuHOHMMH : Netilmicin, salts, hydrates, isomers and impurities where applicable

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAYy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Jla ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NACHOCT
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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. Knacudunupasne Ha BemecTBOTO UJIH CMeCTa

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

TokcuuHocT 3a penpoaykuusaTa, Kareropus 1B H360D
3a meinnus Teker Ha H- m EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16

HeﬁnaronpuﬂTHu ¢M3HKOXP[MM‘IHM ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa
OnpegenﬂHe Ype3 CKCIEPTHO MHCHUE U IO CHJIaTa Ha IOKA3aTEJICTBA.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO08
Curnanna gyma (CLP) : OmnacHo
Ipenynpexnenus 3a onacHoct (CLP) : H360D - Moxe na yBpenu mwiona.
Ipenopbku 3a 6e3omacHoct (CLP) : P201 - Ipenu ynotpebda ce cHabAeTe ChC CHEUUATHN HHCTPYKIIUH.

P202 - He uznon3BaiiTe mpeu a CTe MPOYENIN U pa3dpalii BCHUKH IPEAa3Hy MEPKH 3a
6e30macHOCT.

P280 - M3nomn3Baiite npeanasHyu pbKaBUIH/IPEINa3HO 00IEKIIO/Ipeana3HH OumIa/Ipea3Ha Macka
3a JIMIE/TIpema3Hu CPEJICTBA 32 3alIUTa Ha CIIyXa.

P308+P313 - [1PU siBHa i pearonaraeMa ekcro3unust: IloTbpceTe MEUIIMHCKY CHBET/TIOMOLI.
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Netilmicin sulfate

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

P405 - JTa ce chxpaHsiBa 1moJ KJIto4.
P501 - CpapprkaHneTo/ChIbT A Ce U3XBBPIIH B MMYHKT 33 CHOMPaHe HA OMACHU WU CIICIUATHI
OTHajbliH, B ChOTBETCTBHE C MECTHHTE, PETHOHAIIHY, HALIMOHAIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETukernpane B CbOTBETCTBUE C: M3KIIOYEHHS 32 BBTPELIHHU ONAKOBKHU, KOTaTO ChAbPKAHUETO He mpeBumasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. [Ipyru onacHOCTH

Hsma HanuyHa AOMBIHUTEIHA HH(bOpMa].IPIH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue Unentudurarop Ha % Knacudukanus B cbOTBeTCTBHE C
MPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Netilmicin sulfate - <100 Repr. 1B, H360D

3a meanus Teker Ha H- u EUH-nipenynpexxaenusita 3a onacHOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxxumo

PA3/IEJI 4: Mepku 3a nbpBa IIOMOIIL

4.1. OnucaHne Ha MepPKHUTe 32 IbPBA MOMOL

H’BpBa ToMoul 1pyu BAUIIBAHE : I[a C€ OCTaBHU IIOCTpaAaINs HA YUCT BB3AYX. OCI/IpreTC CBCX BBb3/1yX Ha 3aC€rHaToOTO JIMLEC.

H’BpBa TIoMoOLI IIPU KOHTAKT C KO)KaTa : I[a C€ OTCTPaHU MAaKCUMAJIHO 4Ype3 HSG’LPCBaHC (C YUCTa U MEKa IIonuBalia K"I:pl'[a). I[a C€ U3MHUEC
OOHITHO € BO/Ia B KOSITO € npnﬁaBeH JACTEPIreHT.

H’LpBa TIOMOLI IIPU KOHTAKT C OUUTE . M3nakuere ¢ BOJ1a, KaTO ABPIKUTE OUUTE LIMPOKO OTBOPECHHU.

H’LpBa TIOMOLL IIPY NOIIBIIAHE : N3makuere ycrara. Crienuaiino JIEKapCKO HaOmoaeHune. Moxe a Obie IpenopbIaHo

TIPOABIDKUTEIIHO METUITUHCKO HaOJII0ICHHE.

4.2. Hali-chbIecTBeH! OCTPH M HACTBIIBALIU CJIe/I U3BECTECH NEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

Cumniromu/edextn : B®3MOXHN ca 3aKbCHENN eeKTH.

CumMnromu/edeKT ciell BAUIIBaHE : Henocrarpunu naHHH.

CumMnromu/edeKTH cielf KOHTAaKT ¢ KoxKaTa : Hemocrarpunu naHHM.

CumMnromu/edeKTu ciie]] KOHTAaKT C OYUTe : Hemocrarpunu naHHH.

CumnromMu/e(heKTy ciel] MorIbIlaHe : CumnroMute Morar Jia ObJaT 3aMaiiBaHus, I1aBO0OJIHE, TaZieHe U 3ary0a Ha KOOp/IMHAIIUSI.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeANIMHCKH TPHKA U CIIEUATHO JIeYeHne

HOprceTe MCIUIUHCKHA C'LBCT/HOMOI]_L HpPI BB3MOKHOCT [Ja C€ IMOKaX€ HACTOSAIIUA JIUCT, @ aKO HE € Ha Pa3II0JIOKEHHUE, Na CE€ TIOKaXXE OIMaKOBKaTa UK €TUKETA.
AKTPIBaTOp. d)apMaueBTquH TIPOAYKT.

PA3J/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MOKap

Toaxoasmy noxaporacuTeIHA CpeCTBa . Opesto 3a 3aracsiHe Ha OT'BHSI.
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Netilmicin sulfate

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

OnacHocT OT moXxap : Bwmx maparpad 2.2.

I/IHC’I‘pyKLIHPI 3a racCHe Ha MoXapu : )_Ia C€ U3N0JI3BaT CPEACTBA, NIOAXOAAIIHU 3a raCEHE Ha I10XKapH B CbCEICTBO.

OGM Mepku : Jla ce u30srBa Npekus KOHTAKT ¢ npoxykra. He BanmiBaiite
npax/myIeK/ra3/ M/ u3napeHus/aepo30im.

6.1.1. 3a mepcoHaJ1, KOITO He OTTOBAps 32 CIIELIHHU CJIy4Yan

ABapuiiHu M1aHOBE : Jla ce HOCH MOAXOAAIIO NPEANa3HO O0JICKIIO, PhKABUIIU U 3AIIUTHH CPEJICTBA 32 OYUTE MIIH JIULETO.

6.1.2. 3a 1uuaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yau

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

Hsama Hammyaa JOITBJIHUTECITHA I/IH(i)OpMaLIPISI

MeTou 3a HOYHCTBAHE : V6enere ce, 4e OTMAIBLUUTE Ca CHOPAHH U Ce ChXPaHsABAT HAa CUTYPHO Msicto. [louncrere

cTaparenHo. /la ce u3Mue HeChOUpaeMus OCTAaThK ¢ : Pa3TBOp OT HATPHEB XUIIOXJIOPUT.

Hsma HanmuvHA TOTBITHUTETHA HHOOPMAIIHS

JIOITBJIHUTEIHY ONACHOCTH 110 BpeMe Ha 00paboTKa : Ha notpebuTesst 1a ce 00bpHE BHUMAHUE 32 PUCKOBETE, BEHTYAIHO CBBP3aHH C M3II0JI3BaHETO Ha
HPOJYKTa 3a APYTH LIEIH, PA3INYHHU OT TE3H, 3a KOUTO € IIPeHA3HAYCH.

Ipennasxn mepku 3a 6ezomacHa padbora . C marepuaina Tps6Ba 1a ce paboTu BHUMaTEnHO. Jla ce u30srBa npekust KOHTAKT ¢ npoaykTa. C
MatepHaia TpsabBa fa ce paboTH Moj J1abopaTopHa KaMHHA, JTOKOJIKOTO TOBA € Bb3MOJKHO.

XHUrueHHH MEPKU : Jla ce paboTu B CHOTBETCTBUE C M3HCKBAHUATA Ha 00paTa MPOMUIIICHA XUTHCHA U MIPOLICYPHUTE 32
6e30MacHoCT.

TeXHUYECKU MEPKH : Jla ce cra3BaT NPHIOKUMHTE Pa3NOPEnOH.
YcnoBus 3a chXpaHsBaHe : Jla ce chXpaHsBa O[] KIIFOY.

Bux maparpag 1.

8.1.1 HanMoHa/IHKM TPAHUYHH CTOHHOCTH HA NPO(ECHOHAIHA eKCIO3UIUs M OHOJIOTHYHHE FTPAHMYHH CTOHHOCTH

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

8.1.2. IIpenopbuyuTEeIHN NPOLEAYPH 32 HAGI0/IEHHE

Hsima HanmuHa JOMIBJIHUTETHA PIH(I)OpMaI.IHﬂ

08/09/2023 ([laTa Ha pepakuusra) BG (6barapckn) 3/9



Netilmicin sulfate

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

8.1.3. O6pasyBar ce 3aMbPCUTENIM HA BB3/1yXa

Hsima Hanmanaa JIOITBJIHUTEITHA I/[H(bOpMaI.IPIH

8.1.4. DNEL u PNEC

Hsma HannyHa nombiHUTETHA HHOPMALUS

8.1.5. Peryinpane upe3 o6xBatu (control banding)

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

8.2. KoHTpo.1 Ha eKco3uIuATA

8.2.1. Ioaxoasiy HHKeHePeH KOHTPOJI

Ioaxoasuy MHKEHEPEH KOHTPOJI:
Jla ce cpxpaHsBa B 100pe MPOBETPUBO MOMeIIeHHe. Jla ce H3M0N3yBa eIMHCTBEHO B CMyKaTellHa KaOUHA ¢ HHTerpupaH GunTep. Bucokoedektusen Guarsp 3a
yactuuy (HEPA ¢untsp).

8.2.2. JIn4uHM npeanasHu cpeacTBa
8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

3amuTa Ha ouMTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. 3ammTa Ha Ko}KaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOIYKBO 3amuTHO obnekito. DIN EN 13034

3amuTa Ha pbueTe:
XuMHYECKH yCTOHUMBH Npeana3Hu pbraBuiy. ISO 374-1
8.2.2.3. 3amuTa Ha IUXaTeJTHHTE MbTHINA

3amuTa Ha AUXaTeJHATE MBTHINA:
Ortaensite Ha npax: npotuBonpaxosa Macka ¢ puntsp P3. DIN EN 140 & 149. Teuen npoaykr : AuTHaepo3onHa Macka. Hocere auxareneH amapar, ako cTe
H3JI0)KEHHU Ha MapH/IpaxoBe/aepo30iu

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima Hanmana JOIIBJIHUTCITHA I/[H(I)OpMaI_II/IH

8.2.3. KOHTpO./1 Ha eKCNO3HIMATA HA OKOJIHATA cpeaa

Hsima HanuyHa AONBIHUTEIHA I/IH(I)OpMaLH/IH

PA3IEJI 9: ®u3nyHu U1 XMMMYHHM CBOMCTBA

9.1. Undopmanusi 0THOCHO OCHOBHHTE (U3UYHN M XMMHUYHH CBOICTBA

ArperaTtHo ChCTOSHUE : TBBPIO BElECTBO
IBsT . He e Hamuuno
BrbHieH Bug : Ilpax.

Mupuc : He e npunoxxumo.
I'panuuara Ha Mupuca : He e Hanuuno
Touka Ha TONIEHE . He e HannuHO
Touka Ha 3aMpb3BaHe . He e HannuHO
Touka Ha KUIIEHE . He e HannuHO
3anaaumoct . He e HanuuHo
I'paHHIM Ha eKCIUIO3UBHOCT . He e npunoxumo
JlonHa rpaHuIa Ha eKCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIa Ha EKCIUIO3UBHOCT . He e npunoxumo
ITnamua TeMnepatypa . He e npunoxumo
Temmeparypa Ha camo3amajiBaHe . He e npunoxumo
Temmeparypa Ha pa3iaraHe . He e HannuHo

pH : 3,5-5,5

pH pastsop : He e manuuno
Bucko3uTer, KHHEMaTHUEH . He e npunoxumo
PazrBopumoct : Boma: > 1000 g/l
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Netilmicin sulfate

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

Koedunuent na pasnpeneneHue: n-oxranon/soaa (Log He e nanuuno
Kow)

Hansrane Ha napure He e nanuuno
Hansirane na napute npu 50°C He e nanuuno
IInsTHOCT He e nanuuno
OTHOCHTENHA ITBTHOCT He e namuuno
OtHocuTeNHa ITBTHOCT Ha mapute npu 20°C

P a3sMCp Ha YaCTHULUTE

He e npunoxumo
He e nanuuno

9.2.1. Unpopmanusi BbB BPb3Ka ¢ KiIacoBeTe HAa GU3NYHA ONIACHOCT

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

9.2.2. JIpyru XapaKTepuCTHKH 32 6€30MacHOCT

Hsima HanmuHa JOMIBJIHUTETHA PlHd)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PEaKTHBHOCT

CrabuiieH npy HOPMAJTHU YCIIOBHS.

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

Hsma HanwyHa 1OoMBIHHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOnbIHUTENHA HHOOpMALHS

Hsma npu HopMmanHa ynorpe6a. Brokre Pasmen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpakaaHe OTAC/IA OITaCHU U3NapCHUA.

PA3JIEJ 11: T

Octpa TOKCHYHOCT (OpasHa)

CHUKOJIOTHYHA HHq)OpMaHHﬂ

He ce knacuduumpa (Bb3 0cHOBa Ha HAIMYHUTE JAHHHU HE Ca M3IIBIHECHH KPUTEPHHUTE 32
KIacupHIEpaHe)

OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BMILIBAHE)

KoposusHoct/npa3Hene Ha KokxaTa

CepHoO3HO yBpex/JaHe Ha OUHTe/Apa3HeHe Ha OUHTe

Cech6mm3aum Ha TUXaTCJIHUTE ITbTHUIA UIIA KOXKaTa
MyTareHHOCT Ha 3aPOAUIIHUTE KIECTKH
KanneporenHoct

ToKCHYHOCT 32 PEIPONYKIHATA

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPEICIICHN
OpraHu) — €IHOKpaTHA eKCIIO3UIHS

CTOO (crenmduvHa TOKCHYHOCT 3a ONPEIEICHH
OpraHu) — MOBTAaPSIIIa Ce EKCITO3UIIUS

OnacHocT NpyU BAUIIBAHE

He ce knacudunupa (Jluncpauy 1aHHT)
He ce knacudunupa (Jlunceauy 1aHHI)
He ce xnacudunupa (Jluncsamy naHam)
pH:3,5-5,5

He ce xnacudunupa (JIuncsamy naHam)
pH:3,5-5,5

He ce xnacudunupa (Jluncsamu naHam)
He ce knacudumupa (Jlunceamy faHHI)
He ce xnacudunupa (Jluncsamu naHam)
Mosxe na yBpeau miona.

He ce xnacudunupa (Juncanm 1aHHHN)

He ce knacu¢uinpa (JIunceamwy gaHHm)

He ce knacu¢uimpa (TexHndecka HeBb3MOXXHOCT 32 MOJTy4aBaHE Ha JaHHH)
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Netilmicin sulfate

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 12: ExojioruuHa uH@opmanus

Exoutorust - 001o : Omnacuu ornagbiy. Jla ce U3MO0I3yBaT MOAXOMSIIN KOHTSHHEPH 32 OTHA/HUTE HPOLYKTH.
OmacHo 3a BoHaTa cpesa, KpaTkocpoyHa (octpa) : He ce xnacuduimpa (JIuncsaum fanunm)
OrnacHo 3a BOJIHATA CPefia, ABIrOCPOYHA (XPOHHYHA) . He ce knacuduuupa (JIuncpaim 1aHHuH)

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa 1onbNIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha nonMbIHUTENHA HHOpMATHS

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa TOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABIUTE

MecTHO 3aKOHOIATEICTBO (omam;un) : I{a C€ U3XBBPJH 110 6e30IMaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HallMOHATIHU pa3r10pe;[614.

PA3IEJI 14: UndopManusi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH ninn uaenTudgukanuoHeH Homep

He e npunoxumo He e npunoxumo He e npunoxxumo

14.2. TouHo HaMMeHOBaHMe HA NpaTKaTa o cnucbka Ha OOH

He e nmpunoxumo He e mpunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBbuHa rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpelia

He e npunoxumo He e npunoxumo He e npunoxumo

08/09/2023 ([laTa Ha pepakuusra) BG (6barapckn) 6/9



Netilmicin sulfate

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

ADR IMDG IATA

Hsma JOITBJIHUTCITHA HAJTUYHA I/[H(i)OpMaLIHSI

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpe0UTeuTe

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3aywmeH TpaHcnopT
He e npunoxumo

14.7. MopckH TPaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIJIACHO MHCTPYMEHTH Ha MesKayHapoIHATa MOPCKAa OPraHU3anus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenn¢uyHY 32 BENIECTBOTO HJIN CMECTA HOPMATHBHA ypen6a/3aKoHOAATeJICTBO OTHOCHO 6€30NMacHOCTTA, 3[PABETO H OKOJIHATA
cpena

15.1.1. Pernamentn na EC

REACH Ilpuao:xenne XVII (YciaoBus 3a orpaHnyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnincbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [Ipunoxenne XIV na REACH (Cnucbk Ha BelmecTBaTa 3a pa3peliaBaHe)
REACH Cnucbk ¢ kanauaat-seirectsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ kananpar-Bemecrsa

Pernament PIC (EC 649/2012, IIpenBapuTeiHO 000CHOBAHO ChIIacHe)
Henpunoxxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIN)
Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat 030HoBus cioii (EC 1005/2009)

He durypupa B cnimcbka ¢ BelecTBa, KOUTO HapyiiaBat 030HoBus cioii (Permament EO 1005/2009)

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

He cpappixa BemmecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IPeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha

HIPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYeHO(H) B cinchbka ¢ [Ipexypcopu Ha HaproTnuauTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOCTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIECTBA, H3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIIECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsima HanmaHa JOITBJIHUTEITHA I/[H(bOpMaI_IPIH

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

Hsima Hanmana JOITBJIHUTCITHA I/[H(I)OpMaI_II/IH

08/09/2023 ([laTa Ha pepakuusra) BG (6barapckn) 7/9



Netilmicin sulfate

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

PA3JIEJI 16: Ipyra ungopmanus

HNuankanus 3a npoMeHH
Paznen IIpomeHeH eneMeHT IIpomsina Komenrapn
3ameHs BepcHsATa OT JlobaBeHo
Jlata Ha pemakuusTa JlobaBeHo
1.1 HaumenoBanue IIpomeneHo
1.2 Orpanuuenus 3a ynorpeba Jlo6aBeno
1.2 VYnorpeba Ha BeleCTBOTO/CMECTa Jlo6aBeHo
1.2 OcHOBHa KaTeropus Ha ynorpeda JlobaBeHo
1.2 ODyHKIMS WK KaTeropus Ha ynorpeda JlobaBeHo
2.1 Heb6naronpusitaun QU3HKOXUMUYHY e(DEKTH 1 JlobaBeHo
HeOIaronpusATHY e()eKTH 3a 3APABETO HA JOBEKA U
OKOJIHATa Cpena
2.1 Knacudukarus B cborBercTBre ¢ Pernament (EO) | JoGaBeHo
Ne 1272/2008 [CLP]
22 Ipenopsku 3a 6e3omacuHoct (CLP) JloGaBeHo
22 Ipenynpexnenust 3a onacxoct (CLP) JlobaBeno
2.2 Curnanna gyma (CLP) Jlob6aBeHo
2.2 Tuxrorpamu 3a onacuoct (CLP) Jo6aBeno
4.1 II'ppBa noMoIIl IPH MOTITBIAHE JlobaBeHo
4.1 IIbpBa moMoOIIL IPHU KOHTAKT C OYUTE Jlo6aBeno
4.1 [IppBa HOMOIIL TP KOHTAKT € KOXKaTa JlobaBeHo
4.1 ITspBa nomon Npu BAMIIBAHE Jlo6aBeHO
4.2 Cumnromu/edexTn JlobaBeHo
4.2 CumMnToMu/edexTy ciel MOrTbIIaHe JlobaBeHo
4.2 Cumnromu/eeKT ciel] KOHTaKT C Ko)Kara JlobGaBeHo
4.2 CumnroMu/eexTd ciell BAUIIBAHE JloGaBerno
4.2 Cumnromu/edeKxT ciesy KOHTaKT C OYUTe JlobaBeHo
43 Jpyro MEANIMHCKO CTAHOBUILE WU JIEYEHUE JlobaBeno
5.1 IToxxomsiiy mo>kaporacUTEIHN CPeICTBA JobaBeHo
5.2 OnacHOCT OT moXap Jlo6aBeno
53 MHcTpyKumu 3a raceHe Ha mokapu Jlo6aBeno
6.1 ABapuiiHy r1aHOBe JloGaBeHo
6.1 OO0y Mepku JlobaBeHo
6.3 MeTtoxu 3a HOYHCTBaHE JlobaBeHo
7.1 JIOI'bIIHUTENHYT ONIACHOCTH 110 BPEME Ha JlobaBeHo
00OpaboTka
7.1 TIpenna3uu mepku 3a 6e3omacHa paboTa Jo6aseno
7.1 XUTrHeHHH MEPKH Jlo6aBeno
7.2 TexXHU4YEeCKH MEPKH JloGaBeHo
7.2 YcnoBus 3a cbXpaHsBaHE JlobaBeHo
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Netilmicin sulfate

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

HNuankanus 3a npoMeHu

Paznen IIpomeHen eneMeHT IIpomsina Komenrapn
7.3 Crernu$uyay KpaifHu yotpeoun JlobaBeHo
8.2 3ammra Ha IUXATETHUTE ITBTUIA JlobaBeHo
8.2 3amura Ha OYUTe JlobaBeHo
8.2 Toaxoasii HHKEHEPEH KOHTPOJI JloGaBeHo
8.2 3aluTa Ha Ko)KaTa U TSUIOTO Jlo6aBeHo
8.2 3amura Ha pbleTe JlobaBeHo
9.1 Mupuc Jo6aBeno
9.1 pH Jlo6aBeno
10.1 Peakmonna cnocoOHoCT JlobGaBeHo
10.5 HecwsBmecTumu marepuanu Jlo6aBeHo
10.6 OnacHu NPOAYKTH Ha pa3lagaHe Jlo6aBeHo
11.1 IMprunna 3a Junca Ha KiIacuHKAIUs IIpomeneHo
12.1 Exosorust - 061110 JlobaBeHO
13.1 MecTHO 3aKOHOIATENCTBO (OTIAABIIN) JlobaBeHo
I'baen Trexer na H- u EUH-npeaynpeskaeHusiTa 3a oacHoCT:

H360D Moxxe 1a yBpeau mioja.

Repr. 1B TokcuuHocT 3a penpoaykuusaTa, Kareropus 1B

Wudopmarmonen auct 3a 6e3omnacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmarnusTa, Chabpkaiia ce B To3u MHOOpMAaIMOHEH JIUCT 3a 0€30IIaCHOCT, € MOJIy4eHa OT U3TOYHHIIN, KOUTO CMSITaMe 3a
HaJCKIHU. BbIipeku ToBa, HHOOpMAIHUATA CE TIPEIOCTaBs Oe3 HUKAKBa TapaHIsl, H3pHYHA MM TT0Ipa30upalia ce, OTHOCHO HeliHaTa KOPEKTHOCT
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