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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HauMeHoBaH¥e Ha BELIECTBOTO . First international Standard for Netilmicin
XUMHYECKO HANMEHOBaHHE . Netilmicin sulfate

Kon na npoxykra : 202300351

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

1.2.1. UnenTuduuupanu ynorpeoun

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT e mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
OyHKIMS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

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

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€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 HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupasne Ha BemecTBOTO WJIH CMeCTa

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

TokcuuHoCT 3a penpoaykuusaTa, Kareropus 1B H360D
3a meinnus Teker Ha H- 1 EUH-npeaynpexaeHusTa 3a onacHoOCT: BX. pazjen 16

HeﬁnaronpuﬂTHu ¢M3HKOXP[MM‘IHM ed)elc"m ) /| HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3APaBE€TO HA YOBECKA U OKOJIHATa cpeaa
OnpegenﬂHe Ype3 CKCICPTHO MHCHUE U IO CHJIaTa Ha IOKA3aTCJICTBA.
2.2. EneMeHnTH HA €THKETA

Erukerupane B chorBercTBHe ¢ Persiament (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 CHEUATHN HHCTPYKIIUH.

P202 - He u3non3Baiite Ipeiu 1a CTe Mpodeiy U pa3opaiy BCHYKU HPEAIIa3HI MEPKH 32
6e30macHOCT.

P280 - M3non3Baiite npeanasHy pbKaBUIH/IPENa3HO 00IEKIIO/IpeAa3Hy OunIa/Ipea3Ha Macka
3a JIHIe/Ipeana3Hy CPEeCTBa 3a 3allUTa Ha CIyXa.

P308+P313 - [1PU siBHa i peamonaraeMa ekcro3unust: IloTbpceTe MEUIIMHCKH CHBET/TIOMOII.
P405 - Ta ce chxpaHsiBa MMoJ KIIFOY.
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First international Standard for Netilmicin

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

P501 - CoapprkaHneTo/ChIBT Aa CC U3XBBPIIH B MMYHKT 33 CHOMPaHe HA OMACHU MU CIICIUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETHOHAIIHY, HALIMOHAIHY H/MIN MEX/LyHapOIHU
pasnopenou.

ETukernpane B CbOTBETCTBHUE C: U3KIIOYEHHS 32 BBTPELIHHU ONAKOBKHU, KOTaTO ChABPKAHMETO HE mpeBumana 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. [Ipyru onacHOCTH

Hsima HanuyHa AOMBIHUTEIHA HH(bOpMa].II/IH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKUTE

3.1. BemecrBa

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

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

3.2. Cmecu

He e npunoxxumo

PA3/IEJI 4: Mepku 3a nbpBa IIOMOIIL

4.1. OnucaHne Ha MepKHUTe 32 MbPBa MOMOLI

H'pra TioMoul 1pyu BAUIIBAHE : I[a C€ OCTaBHU IOCTpaAaJIns HA YUCT BB3AYX. OCI/IpreTC CBCX BB3/1yX Ha 3aC€rHaToOTO JIMLEC.

H'pra TIoMoLI IIPU KOHTAKT C KO)KaTa : I[a C€ OTCTPaHU MAaKCUMAJIHO 4Ype3 HSG’LPCBaHC (C YUCTa U MEKa IIonuBalia K"Bpl'[a). I[a C€ U3MHUEC
O0OHMITHO € BO/Ia B KOSITO € npnﬁaBeH JACTEPIreHT.

H’BpBa TIOMOLI IIPU KOHTAKT C OUUTE . M3makuere ¢ BOJZ1a, KaTO ABPIKUTE OUUTE LIMPOKO OTBOPCHHU.

H’LpBa TIOMOLI IIPY NOTJIBIIAHE : N3muakuere ycrara. CrienualiHo JIEKapCKO HaOmoaeHre. Moxe 1a Obie IpenopbIaHo

TPOABIDKUTEIIHO MEJUIIUHCKO HaOJII0ICHHE.

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

Cumniromu/edextn : B®3M0OXHN ca 3aKbCHENN eeKTH.

CumMnromu/edeKxT ciell BAUIIBaHe : Henocrarpunu naHHH.

CumMnromu/edeKTH cielf KOHTAaKT ¢ KoxKaTa : Henocrarpunu naHHH.

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

Cumnromu/e(heKTd ciel] MorIbIlaHe : CumnroMute Morar Jia ObJaT 3aMaiiBaHus, I1aBo0OJIHE, TaZieHe U 3ary0a Ha KOOp/IMHAIIUS.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeANLMHCKH I'PMAKHA U CIELIMATHO JIeUeHue

HonpceTe MCIUIUHCKHA C'LBCT/HOMOI]_L le/l BB3MOKHOCT [Ja C€ IMOKaX€ HACTOAIIUA JIUCT, @ aKO HE € Ha Pa3I0JIOKEHHUE, Na CE TIOKaXXE OIMaKOBKaTa UK €TUKETA.
AKTPIBaTOp. CI)apMaueBTquH TIPOOYKT.

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoKap
IToxxoasiy mokaporacCUTEIHU CPeICTBA . Ogpesno 3a 3aracsiHe Ha OTBHSL.
5.2. Ocob0eHn 0NMACHOCTH, KOUTO MPONU3THYAT OT BELIECTBOTO HJIH CMECTA

OnacHoCT OT moXap : Bux naparpad 2.2.
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First international Standard for Netilmicin

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

I/IHC’I‘pyKLII/IPl 3a racCHE Ha NOXapu N I[a C€ U3MN0JI3BAaT CPEACTBA, NOAXOAAIIHN 32 rACEHE Ha IM0YXKapu B CbCEICTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO H3IIyCKaHe

OO0y Mepku : Jla ce u30sirBa npeKusi KOHTAKT ¢ npoaykrta. He BaumBaiite
npax/myIex/ra3/AnM/u3napeHus/aepo30im.

6.1.1. 3a nepcoHaJ1, KOiTO He OTrOBapsl 3a CIIELIHHU CJIy4Yan

ABapuilHU TIIAHOBE : Jla ce HOCH IOJXO/SIIO MPEANa3HO 00ICKII0, PHKABULH U 3aIUTHI CPEICTBA 3a OYUTE HIIN JILETO.

6.1.2. 3a 1uuaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yau

Hsima HanmuHa JOMIBJIHUTEHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IHﬂ

Mertonu 3a IOYHCTBAHE : Vbenere ce, 4e OTIANBIHUTE Ca CHOPAHU U Ce ChXPAHABAT HA CHTYPHO MscTo. Ilouncrere
crapaTenHo. Jla ce n3Mue HeChOUpPaeMHUs OCTATHK C : Pa3TBOP OT HATPHEB XHIIOXJIOPHT.

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMATHS

PA3JIEJI 7: O6paGoTka U chbXpaHeHHe

JlOIIbIIHUTETHY ONIACHOCTH 10 BpeMe Ha 00paboTka : Ha notpeburens na ce 00bpHE BHEMAHHE 32 PUCKOBETE, €BEHTYAIHO CBBP3aHH C U3IIOI3BaHETO Ha
MPOAYKTa 3a APYTH IIENH, Pa3IHIHH OT Te3H, 32 KOUTO € NpeAHa3HaYCH.

IIpenmasznu Mepku 3a O6e3omacHa paboTta : C matepuana Tps6Ba aa ce paboTu BHEMaTenIHO. [la ce H30srBa MpeKus KOHTAKT ¢ mpoxykra. C
MaTeprana Tpa0Ba Ja ce paboTH IoJ 1a00opaTopHa KaMUHA, JOKOIKOTO TOBA € BH3MOXKHO.

XUrHeHHH MepKI : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMATA Ha NOOpaTa IPOMUIIICHA XHTHEHA U IPOLEAyPUTE 32
6e30macHoCT.

TexXHUYEeCKU MEPKH : Jla ce cra3BaT MPHIIOKUMHTE Pa3IOPenOH.
YcnoBus 3a chXpaHsBaHe : Jla ce chXpaHsBa II0J KIIFOY.

PA3IEJI 8: KoHTpoJI Ha eKCIIO3MLMATA/IMYHM NPeINAa3HU CPelCcTBa

8.1.1 HanmoHaJHH rPAHHYHYU CTOIHHOCTH HA PO ECHOHATHA eKCO3UIUS H OHOJIOIrMYHM TPAHUYHH CTOHHOCTH

Hsima Hanu4Ha nonbiIHUTENHA HHOpMATHS

8.1.2. IlpenopbuHTEHH NPOLEIYPH 32 HAGII0eHHE

Hsima HanmuHa OMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

8.1.3. O6pasyBar ce 3aMbPCHTEJIM HA Bb3yXa

Hsma HanmuvHa TOTBITHUTENHA HHPOPMAIIHS
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First international Standard for Netilmicin

HudopmarmoneH aucT 3a 6€300acHOCT

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

8.1.4. DNEL u PNEC

HsiMa HaiM4Ha JOIBIHUTEIHA HHPOPMALHS

8.1.5. Perympane upe3 o6xsatu (control banding)
Hsma HannyHa nombiHUTETHA HHOPMALUS

8.2. KoHTpoO HA eKCO3NIUATA

8.2.1. IToaxoasil TeXHUYECKH KOHTPOJI

TMoaxoasiuy TeXHHYECKH KOHTpOJI:

/Jla ce chxpaHsiBa B JJoOpe MPOBETPHBO NoMeleHue. Jla ce U3MoI3yBa eMHCTBEHO B CMyKaTelHa KabrHa ¢ nHTerpupan Gpuiarep. BucokoedextiBen puntsp 3a

vyactuuy (HEPA ¢untsp).
8.2.2. JIn4HM npeana3sHu cpecTBa
8.2.2.1. 3amuTa Ha 0YMTE U JIUIETO

3ammura Ha ouMTe:
IMpennasau ounna. DIN EN 166

8.2.2.2. [Ipenna3Bane Ha KOXKaTa

3ammTa HA KOKATA U TAJI0TO:

Jla ce n3non3yBa XUMHYECKH YCTOIUMBO 3amuTHO obnexno. DIN EN 13034

3ammTa Ha pbuere:

XUMHUYECKH YCTOHUYMBY npeanasHu pbkasuuu. [SO 374-1

8.2.2.3. 3amuTa Ha IUXATEJTHUTE MbTHIA

3al.l.ll/lT2 Ha JUXATeJIHUTE IMbTHUIA:

OrtxaensiHe Ha npax: potuBonpaxosa Macka ¢ puitsp P3. DIN EN 140 & 149. Teuen npoxykT : AnTHaepo3onHa Macka. Hocere nuxarerneH amapar, ako cTe

M3JI0’KCHHU Ha Mapu/TIpaxoBe/aepo30Iiu

8.2.2.4. TepMHYHH ONIACHOCTH

HsiMa Hann4yHa JOMBIHATENTHA HHQOPMALHS

8.2.3. KoHTpOJI Ha eKCIIO3HIUATA B OKOJIHATA cpejia

Hsima Hanmana JOIIBJIHUTCITHA I/[H(l)OpMELI_II/IH

PA3IEJI 9: ®u3nyHu 1 XMMUYHHA CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHMTE (M3UYHM M XMMUYHH CBOICTBA

ArperatHo CbCTOSHHE

st

Mupuc

I'panunara Ha Mupuca

Touxa Ha ToneHe

Touka Ha 3aMpb3BaHe

Touka Ha KuNIEHE

3amanuMocT

I'pannny Ha €KCIUIO3UBHOCT
JlonHa rpaHHIa Ha eKCIIO3UBHOCT
I'opHa rpaHuIia Ha €KCILIO3UBHOCT
IInamua remnepatypa
Temmeparypa Ha caMo3amaaBaHe
Temmnepartypa Ha pasznaraHe

pH

pH pastBop

Bucko3uteT, KHHEMaTHICH
PasztBOpumocT

Koeduuuenr Ha pasnpenenenue: n-okrason/soga (Log
Kow)

Hansarane na napute

Hansraune na napute npu 50°C

TBBpIO BELIECTBO
He e nannuno

He e mpunoxumo.
He e nannuno

He e nannuno

He e nannuno

He e nanuuno

He e nannuno

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e nannuno
3,5-5,5

He e nanuuno

He e npunoxumo
Bopa: > 1000 g/ml
He e nannuno

He e nanuuno
He e nanuuno
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First international Standard for Netilmicin

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

TlnbpTHOCT He e nannuHo

OTHOCHTENHA ITBTHOCT He e nanuuno
OtHOcHTeNHa ITBTHOCT Ha mapute npu 20°C He e npunoxumo

Pasmep Ha yactunure He e nanuyno

9.2.1. Undopmanusi BB BPb3Ka ¢ KiIacoBeTe HAa GU3NYHA ONIACHOCT

Hsma nanuyna qonbiHUTENHA HHOOPMAIIUSL

9.2.2. JIpyru XxapaKTepuCTHKH 32 0€30MacCHOCT

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

3JEJI 10: Ctaounur

U pea

CrabuiieH npy HOPMAJTHU YCIIOBHS.

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

Hswma manmmyaa JOIIBJIHUTCITHA I/IH(i)OpMaLII/UI

Hsima Hanu4Ha TONBIHUTENHA HHOpMATHS

Hsma npu HopMmanHa ynorpe6a. Buokre Pasmen 7.

Ilpu 3arpsiBane 10 TOYKaTa Ha pasrpaXkAaHe OTAEIS ONACHU U3MAPCHHUS.

CHUKOJIOTHYHA Hqupmauml

OcTpa TOKCHYHOCT (OpaiHa) He ce knacu¢urimpa (Bb3 ocHOBa Ha HATMYHKUTE JaHHU HE Ca U3ITBIHCHU KPUTEPHUTE 3a

KIacubHIEpaHe)

OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BMILBAHE)

KoposusHoct/npa3nene Ha Koxara

CepHo3HO yBpeXKIaHe Ha OUHTE/pa3HeHe Ha OUHTe

CCHCI/I6I/IJII/I3aIII/I}I Ha ITUXATCJIIHUTE ITbTHUIIA UIIA KOXKaTa
MyTareHHOCT Ha 3aPOAUIIHUTE KICTKH
KanueporenHoct

ToKCHYHOCT 32 PEIPONYKIHATA

CTOO (cneuuduyHa TOKCHYHOCT 3a OMPEICICHN
OpraHu) — eIHOKpaTHA eKCTIO3UIHS

CTOO (crienuduvHa TOKCHYHOCT 3a ONPEICICHA
Oprafu) — MOBTAPSIIIa CE EKCITO3UIIUS

He ce xnacudunupa (Jluncaiu 1aHam)
He ce knacudunupa (Jlumncaiuy q1aHam)
He ce xnacudunmpa (Jluncsamu naHam)
pH:3,5-5,5

He ce xnacu¢unupa (JIuncsamy nanHm)
pH:3,5-5,5

He ce xnacu¢unupa (Jluncsamy nanHm)
He ce xnacudunupa (Jlumncaiu q1aHam)
He ce knacudunupa (Jluncsaium qaHHu)
Moxxe na yBpeau mioza.

He ce knacudunupa (JIuncpanm 1aHHHN)

He ce knacu¢uimpa (JIuncamuy ganHm)

OnacHOCT NpH BIUIIBAHE He ce knacu¢uimpa (TexHndecka HeBb3MOXXHOCT 32 MOJTy4aBaHE Ha JaHHH)

Hsima HanmuHa JOMIBJIHUTEHA PIH(bOpMaI.IHﬂ
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First international Standard for Netilmicin

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

PA3JIEJI 12: ExonornyHa uH(popManus

Exosorust - 061110 : Onachu oTnanbiM. Jla ce U3Mmon3yBaT MOAXOAAIM KOHTCHHEPH 3a OTIAJHUTE MPOLYKTH.
OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) . He ce ximacuduuupa (JIuncpanum gaHH)

OnacHo 3a BOJHATA Cpe/ia, ABIrOCPOUHA (XPOHHYHA) . He ce xiacuduuupa (JIuncpanum gaHH)

He ce pasrpaxua 6bp30

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsva nanwyHa 1OMBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha MOMBIHUTENHA HHOPMATHS

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: OGe3Bpesxaane HA OTHAABIUTE

MecTHO 3aKOHOIATEICTBO (OTl'IaI[’LI.II/I) N I[a C€ U3XBBPJIU 110 0e30MaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HallMOHATIHU pa3r10pe;[6n.

PA3JIEJI 14: UndopManusi 0OTHOCHO TPAHCTIOPTUPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH nin naenTudgukannoHeH Homep

He e npunoxumo He e npunoxumo He e npunoxxumo

14.2. TouHo HaMMeHOBaHMe HA NMpaTKaTa no cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha 0NACHOCT MPH TPAHCIIOPTHPAaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. Onakopb4Ha rpyna

He e mpunoxumo He e mpunoxumo He e mpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpelia

He e npunoxumo He e npunoxumo He e npunoxumo

Hsawma JOITBJIHUTCITHA HAJTUIHA PIH(i)OpMaI.II/ISI
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First international Standard for Netilmicin

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

14.6. CnennaTHu NpeANa3HA MePKH 32 MOTPeOUTeINTE

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpancnopT no mope
He e npunoxumo

Bb3aymien Tpancnopr
He e npunoxxumo

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. CiepvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATE/ICTBO OTHOCHO 6€301aCHOCTTA, 3PABETO H OKOJIHATA
cpexa

15.1.1. Pernamentn na EC

REACH Ilpuaosxenne XVII (YciaoBus 3a orpaHnyapaHe)

He durypupa B [Ipunoxenne XVII za REACH

REACH, IIpuioxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [Ipunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a paspeliaBaHe)

REACH Cnucbk ¢ kanauaat-seurectsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHo 000CHOBAHO ChIIacHe)

Henpunoxumo.

Pernament otHocHo YO3 (EC 2019/1021, YcToiiunBH OPrannyHu 3aMbPCHTEIHN)

Henpunoxxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapymaBat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B ciucbKa ¢ BelecTBa, KOMTO HapymaBat 030HoBus cioii (Permament EO 1005/2009)

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Beuectsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA € IPEKypcopH Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
MPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMmeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHuTe BemecTsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKaHETO
Ha ra3apa Ha ONpeJIeIeHH BEIIECTBA, U3I0JI3BAHN 32 HE3aKOHHO IIPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHHU BEIIECTBA)

15.1.2. Hanuona,Hu pa3nopenoun

HsiMa Hann4dHa OMBIHATEHA HHOOPMALIHS

15.2. Onenka Ha 0€30IMACHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa Hann4yHa JOMBIHATENTHA HHQOPMALHS

PA3JIEJI 16: [Ipyra undgopmanus

[I'bnen Texker Ha H- 1 EUH-npegynpeskieHusiTa 3a oacHocT:

H360D Mosxe J1a yBpeu IIIoja.

Repr. 1B Toxcuuanoct 3a penpoxykiusaTa, Kareropus 1B

Nupopmarmones suct 3a 6e3onacuoct (UJI1B), EC
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First international Standard for Netilmicin

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

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaiia ce B To3u MH(opMaoneH ucT 3a 6€30MacHOCT, € MOJy4eHa OT H3TOYHHIIU, KOUTO CMSITaMe 3a
Ha#eXAHHU. Berpexu ToBa, HHpoOpManusTa ce IpefocTaBs 0e3 HUKAaKBa TapaHIus, H3pUYHA WU HOApa30Hpala ce, OTHOCHO HelfHaTa KOPEKTHOCT
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