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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HauMmeHoBaHMe Ha BEIIECTBOTO : Kanamycin monosulfate
XHUMHYECKO HANMEHOBAHHUE : Kanamycin monosulfate
EO Ne 1 246-933-9

CAS Ne 1 25389-94-0

Kon Ha npoxykra : 201600503

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupann ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH H3NUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTopus Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

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

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

PA3IEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

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

ToxcuunocT 3a penpoxykuusTa, Kareropus 1B H360
3a mbanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)lfﬂlKOXPlMPl‘lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
Moske 1a yBpeau OIUIOJUTENIHATA CIIOCOOHOCT MIIH TUIOJA.
2.2. EneMenTH HAa €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H360 - Moxe na yBpeau oIuouTeNnHaTa CioCOOHOCT WIIH IUIOa.
Ipenopbku 3a 6e3omacHoct (CLP) : P201 - Ipenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIIUH.

P202 - He uzmon3BaiiTe mpe/iu 1a CTe MPOYEd U pa3dpaliit BCHUKH TPEINa3Hi MEPKH 32
0e30MMacHOCT.
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Kanamycin monosulfate

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

P280 - U3nomn3Baiite npeana3Hu phKaBHUIH/IPEINA3HO 0OIEKIO/MPeAna3Hi Ounia/mpe/na3Ha Macka
3a JTHIe/IPe/INa3HU CPEeICTBA 3a 3alUTAa Ha CITyXa.
P308+P313 - [1PU siBHa niu npezmonaraemMa ekcro3uuusi: [loTbpcere MEAUIIMHCKH CHBET/ITOMOIIL.
P405 - [Ta ce chxpaHsiBa 1moJ KJIto4.
P501 - CpapprxkaHneTo/ChabT Aa Ce U3XBBPIIH B MYHKT 33 CHOMPaHe HA OMACHH WU CIICHUATHI
OTIaAbLH, B ChOTBETCTBHE C MECTHHUTE, PETHOHAIIHH, HAIIMOHAIHH /WA MEKIyHAPOJHI
pasnopenou.

Etukerupane B choTBeTCTBUE C: V3KIII0YEHHS 32 BBTPELIHU ONAKOBKHU, KOTaTO ChbPXKAHUETO He npeBuiasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08
2.3. [Ipyru onacHoOCTH

Jlpyra napopmarms : AKTHBHO BEIIECTBO (BbB (hapMaLeBTHYHU HPOJYKTH).
BHuManme - BemecTBO, KOETO BCE OIIE HE € U3ITUTAHO HaIIbJIHO.

PA3/IEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B cbOTBETCTBHE C
MPOAYKTAa Pernament (EO) Ne 1272/2008 [CLP]
Kanamycin monosulfate CAS Ne: 25389-94-0 <100 Repr. 1B, H360
EO Ne: 246-933-9

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

PA3JIEJI 4: Mepku 3a mMbpBa MOMOIIL

4.1. OnucaHue Ha MepPKHUTe 32 MbPBA MOMOLI

H'BpBa ToMo1f - 061].[1/1 MEpPKHU . BBB Bcnukn CJIy4au Ha CbMHCHHE, WJIK aKO CUMIITOMHUTE IPOABIDKABAT, IOTHPCETE MEJUIIMHCKA
TTOMOIII.
H'BpBa TioMoul Ipyu BAUIIIBAHE . W3Benere nuiiero Ha 9uCT BB3AYX U I'0 [IOCTABETE B ITO3ULINA, YJIICCHABAIIA JUITAHETO. lIa C€ oCTaBu

NOCTpaJialiys 1a CU oduHe. B cirydaii Ha npromasane: I[ToTbpceTe MEIUIIMHCKY CHBET/IIOMOLL.

ITepBa noMoLI IPH KOHTAKT ¢ KOXKaTa : Jla ce cBanmm 3aMBPCEHOTO OOJIEKIIO U U3IIOKEHUAT YIaCTBK OT KOXKAaTa J1a Ce M3MHUE C MEK CallyH H
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOTUIA BOAA.

ITepBa oMo IPH KOHTAKT C OYHTE : M3miaksere ¢ BoJa, KaTo ABPIKUTE OYUTE MIMPOKO OTBOPeHH. [loThpceTe MeauIMHCKa HOMOL, aK0
0oJkaTa, MUTaHETO MM 3aUePBSIBAHETO IIPOBIDKAT.

ITspBa HOMOI TIPH MOTJTBIIAHE : Msnnaksere ycraTa ¢ Boza (caMo aKo IIOCTpaJalusaT € B Ch3HaHHe). Hukora He aBaiiTe HUIIO TIpe3
ycTaTa Ha 4oBeK B Oe3ch3HaHne. He3abaBHO MOTBpceTe MEANIIMHCKH CHBET/TIOMOLL.

4.2. Hali-chbIecTBeH! OCTPM M HACTBIIBALIIHU CJIe/I U3BECTEH NEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

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

4.3. Yka3anue 3a He00X0AHMMOCTTA OT BCIKAKBH HEOT/I05KHH MEAMIUHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsima Hann4Ha IOMBIHUTENTHA HHOPMAIUS

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha mo:kap

IMoaX0/sIIH TT0XKAPOTACUTEIIHI CPEICTBA : Jla ce u3mon3Bat cpecTBa, MOAXOMALIM 3a FACCHE HA MOXKAPH B ChCEACTBO. BhriiepoeH ArHokcu.
Bonen crpeii. Cyx npax. Ozesio 3a 3aracsiHe Ha OT'bHSI.
Hernoaxosiuy moxaporacuTelIH| CPeICTBa : Jla He ce nU3MoON3Ba CHIIHA BOJHA CTPYSL.
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Kanamycin monosulfate

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

OnacHu NPOAYKTH Ha pasnaJgaHe B cnyqaﬁ Ha 1moxxap . Hemwanoto TOpeHe OCBOGO)KI[aBa OmaceH BBIVIEPOJACH OKHUC, BBITIEPOJACH ABYOKHUC U APYTd TOKCUYHH
TazoBe. Bb3MOXKHO € OTJeNIHETO Ha TOKCHUHHU H3MIapCHUs.

MHcTpyKuunu 3a raceHe Ha HOXXapH : Jla He ce momycka U3moj3BaHaTa B 6opbara ¢ moxkapa BojJa Jia 3aMbpPCH OKOJIHATa Cpefa.
3aiyta Ipy raceHe Ha moxap : Jla He ce mpeanprema Hameca 0e3 MOAXOSIIO 3ALMTHO 000pyABaHe. ABTOHOMEH H H30JIHMPALL]
arapar 3a AuxaresHa 3aunmTa. [IeiHa 3amura Ha TI0TO.

PA3EJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

OGH.IH MEpPKH : I{a ce n30srBa KOHTAKT C KoOXaTa, O4UTE U APEXUTE.

3a nepcoHasl, KOWTO He 0TroBaps 3a CHEUIHH CJIy4Yan

ABapuiiHu Mm1aHOBE : Jla ce OTCTpaHu HEHYKHUS NIEPCOHA.

3a JMIATA, OTTOBOPHHU 32 CHELIHHU CJIy4Yau

3aImuTHY cpesicTBa : Jla He ce npenpremMa HaMmeca 6e3 IOAXO/ISIIO 3aIUTHO 060pyABaHe. 3a noBede HHMOpMALKs,
BIoKTe pasznen §: "KOHTpol Ha ekcro3uusITa/ IMYHU MpeJa3Hu cpeacTna’.

)Ia ce n3bsraa H3IIyCKaHE B OKOJIHaTa cpeaa. HpelIOTBpaTCT € HaBJIN3aHETO B KAHAJIU3AIMSTA M B OOIIECTBEHUTE BOJIHU.

3a 3agbpprkaHe : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B IIOJXOIAI KOHTEHHEp 3a 00e3BpeK1aHe Ha OTIIAaIbIIH.
Mertoau 3a mouncTBaHe : Ilouncrere 3aMBpCEHNTE NOBBPXHOCTH OOMITHO ¢ BoJa. IlouncTBane ¢ MOMINTA Ha JIETEPTEHT.

Bmxre Paznen 13 otHOcHO nHbOpMarus 3a 06e3BpekIaHe Ha OTIALBIHTE.

JIOITBJIHUTEIIHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce u3naraT OPEMEHHHTE KEHHU MM KbPMadKHTE.

Tpenmasuu Mepku 3a 6e3omacHa pabora . Jla ce n30srBa BCSKaKBa M3NUIIHA eKCO3uLus. [la ce ocurypu 100po mpoBeTpsiBaHe HA pabOTHOTO
MSICTO.

XHUrueHHH MEPKU : Jla He ce siae, MUe WIK MyIIH IpH ynoTpeda Ha npoAykra. Jla He ce u3Hacs 3aMbPCEHO PabOTHO

00JIEKIIO U3BBH pa60THOT0 IIOMCHICHHC. I[a C€ UBMUAT PBUECTC NPECAU NOYUBKUTE U CICT
TIPUKITIOYBAaHC HA pa60TaTa.

Vcnosus 3a CbXpaHsABaHE : I{a C€ CbXpaHsABa HA I[OGPC TIPOBETPUBO MSACTO. CpabT 1a ce ChbXpaHsABa INIBTHO 3aTBOPECH. I[a ce
T1a3u OT TOIUIMHA U MpPsKa CJIbHYEBA CBETINHA.
OnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTBﬁHepH.

Hsima HanmuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

PA3JIEJI 8: KoHTpo. Ha eKCIO3UIMATA/INYHH NPeANa3Hu CPeACcTBA

Hsima HanmuHa JOMIBIIHUTEIHA I/IH(I)OpMaI.IHﬂ
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Kanamycin monosulfate

I/IH(I)OpMaHI/IOHCH JIUCT 3a 6e3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2. KoHTpo. Ha eKCIO3HIMATA

MMoaxoasig HHKEHEPEeH KOHTPOJI

TMoaxoasiiy MHKeHepPeH KOHTPOJI:
Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKAaTeJIHA BEHTUIIAIMS, TaKa U BEHTUJIALKS Ha 00II0TO
nomemenue. C Marepraia TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOJIKOTO TOBA € BE3MOXKHO.

JInuHu npeamnasHu cpeacrsa

3ammuTa HA OYHTE U JHIETO

3ammuTa Ha ounTe:

Ja ce HocsT npeanasznu ounna. [Ipeanasuu ounna cbe crpannyHa 3amuTa. (EN 166)
3amuTa Ha KokKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HocH TOAXOAAIIO Tpena3Ho 06nekio. JlaboparopHa ynorpeba : JlabopatopHa npecriika. (EN 13034)

3amura Ha phLeTe:
Jla ce HOCST MOAXOISIY PHKABULY. XUMUYECKH YCTONUNBY npena3nu pbkasuny. (EN 374)

3ammTa HA UXATEJTHUTE MHTHIIA

3amuTa Ha AMXATEJHATE BTHINA:
B ciyuait Ha o6pa3yBaHe Ha IIpax jia ce W3I10JI3Ba arnapar 3a Aumane ¢ puiarsp: P3

PA3IEJI 9: ®u3nyHu 1 XMMMYHHM CBOMCTBA

9.1. Uudopmansi OTHOCHO OCHOBHHUTE (PM3HMYHHM U XUMHUYHHU CBOIHCTBA

ArperatHo ChCTOSHUE : TBBpIO BElECTBO
IBsr : Osi1. mouTH Osi1.
BrbHiieH Bug . Kpucranen npax.
MonekynHa Maca : 582.6 g/mol
Mupuc : He e Hanuuno
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToneHe . He e nanuuno
Touka Ha 3aMpBb3BaHe : He e nanmnuno
Touka Ha KUTIEHE : He e nanuuno
3ananuMocT : He e nannuno
JloyiHa rpaHHIa Ha €KCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npuoxumo
ITnamua TeMnepatypa . He e npuoxumo
Temmeparypa Ha camo3amajJBaHe . He e npuoxumo
Temmeparypa Ha pa3iaraHe : He e nanmmuno
pH : 6.5-85

pH pastsop : He e nanuuno
Bucko3uter, KHHEMaTHICH . He e npuoxumo
PazrBopumocT : Bogma: 100 — 1000 g/1
KoedurmenT Ha pasnpenenenue: n-okranoin/sona (Log  : He e nammuHO
Kow)

Hansrane Ha napure . He e nannuno
Hansraune Ha napute npu 50°C : He e nanuuno
IIrpTHOCT : He e nanuuno
OTHOCHTENHA INTBTHOCT : He e manmuuno
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTuiure : He e nanuuno
9.2. JIpyra unpopmanus

Hsima Hanmana JOIIBJIHUTCITHA HH(I]OpMaI_II/ISI
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Kanamycin monosulfate

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

10: CTaOMJIHOCT M PEAKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

JI 11: TokcukoJornyHa mHpopmManus

OcTpa TOKCHYHOCT (OpaiHa) He ce xnacudunupa (Bb3 ocHOBa Ha HAIMYHATE JAHHH, HE Ca H3IBIHEHH KPHTEPUUTE 32
KnacuHImpaHe)

OcTpa TOKCUYHOCT (iepMaiHa) He ce knacudumupa (Jlunceat nanau; Bs3 0cHOBa HA HATWYHKUTE TAHHHU, HE CA U3ITBIHEHA
KPUTEPUHTE 32 KIacH(HIIpaHe)

OcTpa TOKCHYHOCT (BIMIIBAHE) He ce knacu¢urmpa (JIuncsar nanun; Bp3 0CHOBa Ha HATMYHUTE JAHHHU, HE Ca U3IIBIHCHN

KPUTEPUHTE 32 KIacu(HIIpaHe)

Kanamycin monosulfate (25389-94-0)

LD50 opamsao mbx

> 4000 mg/kg

KoposusHocT/ipa3nene Ha Koxkara

Cepro3HO yBpesK/jaHe Ha OUHTE/IpasHEeHe Ha OUUTe

CCHCH6H)’IH3&HH§I Ha TUXaTCJIHUTE IIbTUIIA UIIA KOXKaTa

MyTaI'eHHOCT Ha 3apOJUIIHUTE KIICTKH

Kanneporennoct

TOKCHYHOCT 3a PeHPOAYKIHATA

CTOO (crneuuduyHa TOKCHYHOCT 32 ONPEICICHU
OpraHu) — €JHOKPATHA EKCIIO3ULIUS

CTOO (cnenmduyHa TOKCHYHOCT 32 OIPEIEICHN
OpraHu) — IOBTapsIIa Ce eKCIO3UIIHs

OmnacHOCT I BAUIIIBAaHE

Hsma HanmuvHa TOTBITHUTENHA HHOOPMAIIHS

He ce xnacudunupa (Jluncsar qanau)

pH: 6.5-8.5

He ce xnacuduumpa (Jluncsar qaHam)

pH: 6.5-8.5

He ce knacu¢urmpa (Bp3 ocHOBa Ha HAIMYHKUTE JaHHHU, HE Ca M3ITBIIHEHHU KPUTEPUHTE 32
KIacupuIpaHe)

He ce xnacuguumpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE Ca U3ITBIHEHN KPUTEPUUTE 32
KIacu(pHIIpaHe)

He ce xnacudunupa (Jlunceat nanxm)

Mosxe Ia yBpeau OIUIOUTENHATA CIIOCOOHOCT MM IIO/A.

He ce xnacuduuupa (Jluncsar q1aHau)

He ce xacudunupa (Heybeanrennn naHam)

He ce knacudunupa (Jluncsar naHHun)

19/03/2025 ([lata Ha penakiusTa)

BG (6warapckn)




Kanamycin monosulfate

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

PA3JIEJI 12: ExonornyHa uH(popManus

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) . He ce ximacuduuupa (Jluncsat 1aHam)
OnacHo 3a BOJHATA CPe/ia, ABIrOCPOUHA (XPOHHYHA) . He ce xiacuduuupa (JIuncsar 1aHau)

Kanamycin monosulfate (25389-94-0)

YCeToW4YMBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIHS

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA I/IH(l)OpMaI.IHFI

PA3JIEJI 13: O0e3BpeskiaHe HA OTHaAbLUTE

Hswma Hanmmyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/ISI

PA3EJI 14: Uadopmanus 0THOCHO TPAHCIIOPTHPAHETO

B cvorBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niau uaeHTHGUKALHOHEH HOMEP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HaMMeHOBaHHe HA MPAaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT IPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxxumo He e npunoxxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpea

He e mpunoxumo He e npunoxumo He e npunoxumo

Hsima mombiaHHTEIHA HANTUYHA PIH(bOpMaLII/Iﬂ
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Kanamycin monosulfate

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

14.6. CnennaTHu NpeANa3HA MePKH 32 MOTPeOUTeINTE

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

Tpancnopt o Mope
He e npunoxxumo

Bb3aynien 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

PeramamenTn Ha EC

REACH, Ilpuio:xenne XVII (¥YciioBus 3a orpaHuyaBaHne)

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, Cnucsbk ¢ kanauaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

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

He ¢urypupa B cucbKa ¢ BeLecTBa, KOMTO HapylaBat 030HoBusl cioii (Permament EO 1005/2009)
Persniamenr 3a uzgenusTa ¢ 1BoiiHa ynorpeoda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 maii 2009 roausa 3a BbBexIaHe pexkuM Ha OOMIHOCTTA 32 KOHTPOI HA U3HOCA, TpaHchepa,
Opokepckara ISHHOCT U TPaH3UTa Ha U3/ENHUS U TEXHOJIOTHH C BOHHA ynoTpeba.

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

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA ¢ IIPEeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
MPEKypCOPH Ha B3PUBHU BEIIECTBA)

PerjiaMeHT 0THOCHO npeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIIOYeHO(H) B cinchbka ¢ [Ipexypcopu Ha HapkoTnuauTe BemecTsa (Permament EO 273/2004 0THOCHO POM3BOCTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH M IICHXOTPOITHHU BEIIECTBA)

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

HsiMa Hann4yHa JOMBJIHATETHA HHQOPMALHS

PA3JIEJI 16: Ipyra undgopmanus

HNuauxanus 3a npoMeHu

Paznen IIpomeHeH eneMeHT KomenTapu
3ameHs BepcHATa OT Jlo6aBeno
JlaTa Ha pegakmnusara Jlo6aBeHo

1.1 EO Ne Jlo6aBeno

1.1 CAS Ne Jlo6aBeHno

1.1 CHHOHMMU IIpemaxunaro
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Kanamycin monosulfate

HH(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
1.1 HaumenoBanne IIpomeneno
1.2 Orpanudenus 3a ynorpeda IIpomeneno
1.2 Ynorpeba Ha BelecTBOTO/cMecTa IIpomeneno
1.2 OcHoOBHa KaTeropus Ha ynorpeba IIpemaxnaro
2.1 Hebnaronpusathu QU3NKOXUMUYHH €EKTH 1 ITpomeneno
HeOIaronpusTHY e(heKTH 3a 3APABETO HA YOBEKA U
OKOJIHaTa cpena
2.1 Knacudukanus B cborBercTre ¢ Pernament (EO) | Jo6aBeHo
Ne 1272/2008 [CLP]
22 Ipenopsku 3a 6e3omacuoct (CLP) Jlo6aBeno
2.2 Tpenynpexnenus 3a onacHoct (CLP) JobaBeHo
2.2 Curnanna nyma (CLP) JobaBeHo
2.2 Iuxrorpamu 3a onacuoct (CLP) Jlo6aBeHo
23 Jpyra unpopmarys JlobaBeHo
4.1 TIspBa nOMoOIII - 0OLIHM MEPKH Jlo6aBeno
4.1 IIppBa nomo1l Npy NOINIbIAHE Jlo6aBeno
4.1 II'ppBa noMoII pu BIUIIBAHE JobaBeHo
4.1 IIppBa HOMOIIL TP KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa noMoOIIL IPU KOHTAKT € OYUTE IIpomeneno
5.1 Hemnoaxoasimy moxaporacuTelIHu CpesicTBa JlobaBeno
5.1 TToaxoasmu noxaporacuTesIHi CpeCcTBa IIpomeneno
52 OmnacHu IPOIYKTH Ha paslajiaHe B CIydail Ha JobaBeHo
oxap
5.2 OnacHOCT OT moXxap IIpemaxnarto
53 3amuTa Npy raceHe Ha Mmoxap JobaBeHo
53 HHCTpyKIMHM 32 TaceHe Ha MoKapu ITpomeneno
6.1 OO0my Mepku JobaBeHo
6.1 3anuTHU cpecTBa Jlo6aBeHo
6.1 ABapuiiH¥ TUIAaHOBE IIpomeneno
6.2 IIpenna3uu Mepky 3a orna3BaHe Ha OKOHATa cpena | JlobaBeHo
6.3 3a 3aabpiKaHe Jlob6aBeHo
6.3 Meroau 3a MOYUCTBaHE JlobaBeHo
6.4 Tlo3oBaBaHe Ha aApyru paszneind (8, 13) JobaBeHo
7.1 JlOIbIHUTEIHU OIIACHOCTH 10 BpeMe Ha paboTta JlobaBeHo
7.1 XUTrHeHHH MEPKH JobaBeHo
7.1 IIpenna3uu Mepku 3a 6e3omacHa paboTa JlobaBeHo
7.2 YcnoBust 3a cbXpaHsIBaHe JlobaBeHo
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
7.3 Crernu$ ey KpaifHu yroTpeoun IIpemaxnarto
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Kanamycin monosulfate

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

HNuankanus 3a npoMeHu

Paznen IIpomeHen eneMeHT KomenTapu
8.2 3amuTa Ha AUXATEITHUTE IIBTUILA JobaBeHo
8.2 3amumTa Ha OYUTE JobaBeHo
8.2 3amura Ha pbleTe IIpomeneno
8.2 Toaxoasii HHKEHEPEH KOHTPOJI Ipomeneno
8.2 3aluTa Ha Ko)KaTa U TSUIOTO IIpomeneno
9 PasrBopumocT BbB Boga JobaBeHo

9 pH JobaBeHo

9 MonekynHa maca JobaBeHo

9 IBsar Jlo6aBeno

9 BroHIeH BHL IIpomeneno
10.1 Peakmonna crnocoGHOCT IIpemaxunaro
10.3 BB3MOXKHOCT 32 OIIACHH PEAKLMU IIpemaxnato
10.5 HecbBMecTuMu MaTepuanu IIpemaxuato
10.6 OmnacHu IPOLYKTH HA pa3afaHe IIpemaxuarto
11.1 LDS50 opanHo mabx IIpomeneno
I'bnen Texker Ha H- 1 EUH-npenynpeskieHusiTa 3a oacHocT:

H360 Mosxe J1a yBpeI¥ OIUIOUTENIHATA CIIOCOOHOCT WITH TUIOJIA.

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

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHGopMaIoHeH JMCT 3a 6€30MacHOCT, € MOJIy4eHa OT H3TOYHHIIN, KOUTO CMsTaMe 3a

HaOCKTHHU. BT)HpeKI/I TOBA, I/IHq)OpMaI_lI/I}ITa C€ npeaocTaBsa 0e3 HUKaKBa TapaHuys, U3puiHa Ui r[o;[pa361/1pa111a CC, OTHOCHO HeliHaTa KOPEKTHOCT. VYcnoBusiTa unm

METOOUTE 3a pa60Ta, CbXpaHCHHUE, yHOTpe6€l nin 0663Bpe)KZ[aHe Ha MpOAYKTa Ca N3BBH HAIIMs KOHTPOJ XU MOXKE J1a Ca U3BBH HallaTa KOMIETEHTHOCT. Hopa):u/I
Ta3u U APpyryu NPpUIUHU, HUE HE TIOEMaM€ OTITOBOPHOCT M U3PUYHO C€ OTKa3BaM€ OT OTTOBOPHOCT 3a 3ary61/1, LIETH WKW pa3Xoau, IPOU3TUYAIIHU OT WU CBBP3aHU

110 HAKaKbB HA4YWH C pa60TaTa, CbXpPaHCHUETO, yHOTp€6aT8. NI 0663Bpe)KZ[aHeTO Ha IpOAYyKTa. To3mu I/IH(i)OpMaI_II/IOHBH JIUCT 32 0€301MaCHOCT € U3TOTBEH U Tpﬂ6Ba

J1a C€ U3II0JI3Ba CaMO 3a TO3U NPOAYKT. Axo MIPOAYKTHT C€ U3IIOJI3Ba KATO ChbCTAaBKa HA APYT'y NPOAYKTH, HATUIHATA I/IHCl)OpMaI_H/I}I Ou MorTa J1a CC OKaxe
HETIPUIOXKUMA. Tasu I/IHCl)OpMaLH/UI C€ OCHOBaBa HAa HAIIWUTE TCKYIIH IMO3HAHUS U € IPEAHA3HAYUCHA J1a 1a/I€ ONMCAaHNE Ha MPOAYKTa CaMO 3a LCIUTE Ha
3ApaBEOMa3sBaHETO, 0e30IMaCHOCTTa M OKOJIHATA cpena. HOpa,E[I/I TOBA, TS HE Tp?[6Ba Jla C€ ThIIKYBA KaTO rapaHIys 3a CBOMCTBaTa Ha TMIPOAYKTa.
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