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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 : Teicoplanin
XHUMHYECKO HANMEHOBAHHUE : Teicoplanin
CAS Ne 1 61036-62-2
Kon na npoxykra : 201600869

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
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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]

OnacHo 3a BOJHaTa cpejia — OCTpa OMACHOCT, KaTteropus 1 H400
OnacHo 3a BoJIHaTa cpejja — XpOHWYHA ONACHOCT, Kareropus 1 H410
3a mbanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)l3l/lKOXPlMH'1Hl/l eq)eKTl/l u HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa

CHIIHO TOKCHYEH 32 BOJHUTE OPTAHH3MH, C JBITOTPacH e(eKT.

2.2. EneMenTH HAa €THKETA

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

&

IMTukrorpamu 3a onacHoct (CLP)

GHS09
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H410 - CunHO TOKCHYEH 32 BOXHHTE OPTaHU3MU, C ABITOTPACH e(eKT.
IMpenopsku 3a 6e3omacuHoct (CLP) : P273 - Jla ce u30srBa H3MyckaHe B OKOJIHATA CPEZa.

P391 - Cnbepere pasisToTo.
P501 - ChappkaHAeTO/CHIBT 1A CE U3XBHPIIU B MMYHKT 33 CHOMPaHe HA OMACHU WU CIICIIHATHI
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Teicoplanin

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

OTHajbliH, B ChOTBETCTBHE C MECTHHTE, PETHOHAIIHY, HALIMOHAIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETukerupane B choTBeTCTBUE C: V3KIIIOYEHHS 32 BBTPELIHU ONAKOBKHU, KOTaTO ChIbPXKAHUETO He npeBumasa 10 ml.

He ce u3nckBa eTHKeTHPaHe

2.3. [Ipyru onacHOCTH

Jpyra napopmarms : AKTHBHO BeIEeCTBO (BbB (hapMaleBTHYHU HPOJYKTH).
BHuMaHue - BEIEeCTBO, KOETO BCE OIIE HE € M3MHUTAHO HAITBIIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemectBa

HaumenoBanue HNnenTuduxarop Ha % Kiaacuduxanus B cbOTBETCTBHE C
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Teicoplanin CAS Ne: 61036-62-2 <100 Aquatic Acute 1, H400
Aquatic Chronic 1, H410

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

PA3JIEJI 4: Mepku 3a nbpBa oMo

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIIL

H’BpBa MOMOII - 00T MEpPKHU . BbB BcHuku CJIy4au Ha CbMHCHHE, WJIK aKO CUMIITOMHUTE IPOABIDKABAT, IOTHPCETE MEIUIIMHCKA
oMounl.
H’BpBa TioMoul Npyu BAUIIBAHE . W3Benere nuiiero Ha YUCT BB3AYX U I'0 [IOCTABETE B MO3ULINA, YJIICCHABAIIA AUIIAHETO. lla C€ OCTaBH

MOCTpaJiays 1a CU odnHe. B ciydaii Ha npuiomasase: IToTbpceTe MEIUIMHCKY CHBET/IIOMOLL.

ITepBa moMoNI IPH KOHTAKT € KOXKaTa : Jla ce cBanmM 3aMBPCEHOTO OOJIEKIIO U U3IIOKEHUAT YIaCTBK OT KOXKaTa JIa Ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOTUIA BOJA.

ITepBa oMo IPH KOHTAKT C OYHTE : M3miaksere ¢ BoJa, KaTo AbPXKUTE OYNTE MIMPOKO OTBOPEHH. [loThpceTe MequIMHCKa HOMOLL, aK0
0oJkaTa, MUTaHETO MU 3a4ePBSIBAHETO IIPOJBIDKAT.

ITspBa oMo IPH MOTJTBIAHE : Msnnaksere ycrara ¢ Bozia (caMo aKo IIOCTpaJalusaT € B Ch3HaHHe). Hukora He aBaiite HUIIO TIpe3
ycTaTa Ha 4oBekK B Oe3ch3HaHne. He3abaBHO MOThpceTe MEANIIMHCKH ChBET/TIOMOLL.

4.2. Hali-chblecTBeH! OCTPM M HACTBIIBALIHU CJIe/I U3BECTEH INEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

Hsima Hanmana JOITBJIHUTECITHA I/[H(bOpMaI_II/IH

4.3. Yka3aHue 3a He00X0JHMMOCTTA OT BCIKAKBH HEOT/I0KHH MEAMIUHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsma HanuvHa 10mbIHUTETHA HHOPMALIUS

PA3J/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoKap

IMoaXOsIIH T0XKAPOTACUTEIIHI CPECTBA : Jla ce u3mon3Bat cpeacTBa, MOAXOMALIN 3a FACCHE Ha MOXKapH B ChCEACTBO. BhriepoeH AHOKCHA.
Bopnen crpeit. Cyx mpax. Ozesto 3a 3aracsiHe Ha OT'bHSI.
Hernoaxosiy moxaporacuTeIHi CPeICTBa : Jla He ce U3MON3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHn 0NMACHOCTH, KOUTO MPOU3THYAT OT BELIECTBOTO HJIH CMECTa

OmnacHH IPOIYKTH Ha pa3MajiaHe B cIy4ail Ha Ioxap : HembnHOTO ropeHe ocBo60k/1aBa ONAaceH BHINIEPOEH OKHC, BBITIEPOCH IBYOKUC U APYTH TOKCHYHU
razoBe. Bb3MOXKHO € OT/IeIHETO Ha TOKCUYHU U3IapeHus..

5.3. CbBeTH 32 MOKaApPHHKAPHTE

I/IHC’I‘pyKLIl/H/I 3a racCHe Ha MoXapu : Z[a HE C€ I0MMyCKa U3II0JI3BaHaTa B 6op6aTa C I10’Kapa BOJa [1a 3aMbpPCH OKOJIHATa Cpela.
3amura IIpU racCHE Ha oXxap : Z[a HE C€ npeanpueMa Hameca 6e3 NOAXOAAIIO 3alIMTHO 06opyuBaHe. ABTOHOMEH U H30J1Mpant
arapar 3a 1uxaTejiHa 3aluTa. ITbsiHa 3ammTa Ha TSUIOTO.
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Teicoplanin

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.

TIpenmnasuu Mepku 3a Ge3omacHa pabora . Jla ce n30srea BCSIKaKkBa M3JIMIIHA eKCIIO3uLusL. Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XUrueHHH MEPKH . Jla He ce siae, MUe WIK MyIIH IpH yroTpeba Ha npoaykra. Jla He ce H3Hacsl 3aMbPCEHO PabOTHO

00JIEKII0 N3BBH pabOTHOTO MoMenieHue. [la ce U3MUAT phLeTe NPeId MOYUBKUTE H CIIE]
MPUKIIOYBAHE Ha paboTaTa.

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

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

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

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

TMoaxoasiy HHKEHEPEH KOHTPOJX

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

JInuHu npeamnasHu cpeacraa

3ammTa HA OYHTE U JIUIETO

3ammuTa Ha ouMTe:
Jla ce HOCsT npeanasHu ouma. [peanasnu ounna cee crpannyna 3amura. (EN 166)
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Teicoplanin

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

3ammTa Ha Ko})KaTa

3amuTa Ha KOXKATa M 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)
3ammTa HAa UXaTeTHHTE IBTHIIA

3amuTa Ha AMXATEJHUTE IIBTHINA:
B cinyuaii Ha 06pa3yBaHe Ha Hpax Ja ce U3IO0JI3Ba anapar 3a quiaxe ¢ Gpuirsp: P3

PA3JIEJI 9: ®u3nyHy 1 XHMAYHHE CBOiCTBA

ArperaTtHo ChCTOSTHUE : TBBPIO BEIIECTBO
st . He e HannuHO
BrbHIIEH BUT : IIpax.

Mupuc : He e Hannuno
I'panunara Ha Mupuca : He e Hannuno
Touka Ha TONIEHE 1 260 °C

Touka Ha 3aMpb3BaHe . He e HanuuHO
Touka Ha KUIIEHE . He e HanuuHO
3anaauMoct . He e HanuuHO
JlonHa rpaHuIa Ha €KCIIO3UBHOCT . He e npunoxumo
T'opHa rpanuLa Ha eKCIIO3UBHOCT . He e npunoxumo
Ilnamua Temmeparypa : He e npunoxumo
Temmeparypa Ha camo3amnajiBaHe . He e npunoxumo
Temmeparypa Ha pa3naraHe : He e nanuuno
pH 1 6.7-75

pH pasrBop : He e Hannuno
Buckosuter, kuHeMaTHYeH . He e npunoxumo
PasrBopumocT : Bogma: 33.3-100 g/l
Koeduiuent Ha pasnpeznenenue: n-okranon/soga (Log @ He e Hanmuuno
Kow)

Hausirane Ha napure . He e HannuHO
Haunsrane Ha napure npu 50°C : He e Hanuuno
IlnsTHOCT . He e HanuuHO
OTHOCHTENHA IUTBTHOCT : He e nanmuuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C . He e npunoxumo
Pa3mep Ha yacTunure . He e HanuuHo

Hsima HanmmuHa JOMTBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOMbIHUTENHA HHOpMATHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS
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Teicoplanin

HudopmarmoneH aucT 3a 6€300acHOCT

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)

OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BIMIIBAHE)

K0p03I/IBHOCT/I[pa3HeHC Ha KOXara

CepHO3HO yBpexJaHe Ha OUHTe/ApasHeHe Ha OUUTe

CeHcuOMIM3aLus Ha AUXATEITHUTE IBTUIIA WIIK KOXKaTa

MyTaI‘eHHOCT Ha 3apOJUIITHUTE KIICTKH

Kanneporensoct

TOKCHYHOCT 32 PEHNPOAYKIHUATA

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPEICICHN
OpraHu) — €IHOKpaTHa eKCIIO3UIHS

CTOO (crnenuduyHa TOKCHYHOCT 3a ONPECICHU
OpraHu) — MOBTapsillia Ce eKCIO3UIHA

OnacHoct IIpy BAUIIBAHE

11.2. Uadopmanusi 3a APYry ONACHOCTH

Hsima Hanmaaa JOITBJIHUTCITHA MH(i)OpMaLIPIS{

He ce xiacuduuupa (B3 0ocHOBa Ha HAIMYHUTE JaHHU HE Ca M3IBIHEHH KPUTEPHUHTE 32
KJIacupHIIpaHe)

He ce knacu¢unupa (Jlunceat nanam)

He ce knacu¢unupa (JIunceat nanam)

He ce xiacuguumpa (B3 0CHOBa Ha HAIMYHUTE JAHHU HE Ca M3IIBIHCHHU KPUTEPHHUTE 32
KJIacupuIpane)

pH: 6.7-7.5

He ce knacu¢uuupa (B3 0CHOBa Ha HATMYHUTE JAHHU HE Ca U3IIBIHCHHU KPUTCPHHTE 32
KIacuupane)

pH: 6.7-7.5

He ce knacudunupa (Jluncsar januu)

He ce ximacuduuupa (B3 0cHOBa Ha HAIMYHUTE JaHHU HE Ca M3IBIHCHU KPUTEPHUHTE 32
KJIacu(HIIpaHe)

He ce xnacu¢unupa (JIuncsat nanam)

He ce xnacu¢ummpa (HeyOenurennu naHHm)

He ce knacudunupa (HeyOenurennu nanau)

He ce knacu¢umpa (HeyOenurennu naHHm)

He ce Knacmbnunpa (TCXHI/I'{eCKa HEBB3MOXHOCT 3a I10JIyJaBaHE Ha ,Z[aHHI/I)

PA3IEJI 12: ExojioruuHa uHgopmanus

12.1. TokcuuHOCT

OmacHo 3a BoJHaTa cpefia, KpaTKocpouHa (ocTpa)
OmacHo 3a BogHAaTa cpesia, IHIrOCpPOUYHa (XPOHHYHA)

CHITHO TOKCHYEH 3a BOJHUTE OpraHU3MHU.
CHIHO TOKCHYEH 3a BOJHHUTE OpraHu3MH, C AbJITOTPACH e(beKT.

Teicoplanin (61036-62-2)

LC50 - Pu6u [1]

> 100 mg/1 (96 yaca, Brachydanio rerio ( puda 3e6pa )) (Mmerox OECD 236)

EC50 - Pakoo6pa3nu [1]

> 100 mg/1 (48 gaca, Daphnia magna (Boxna 651xa)) (Metogq OECD 202)

ErC50 Bonmopaciu

0.236 mg/1 (72 gaca, Anabaena flos-aquae) (merox OECD 201)

NOEC xpoHn4Ha BOJOPACIH

0.13 mg/1 (72 gaca, Anabaena flos-aquae) (metox OECD 201)

12.2. YCTOIYMBOCT M pa3rpaainMoctT

Teicoplanin (61036-62-2)

YCcTOHYMBOCT M pasrpajuMoCT

He ce pasrpaxzaa 6bp3o

12.3. BuoakymyJiMpania cnocooHoOCT

Hsima Hanmana JOIIBJIHUTCIIHA HH(I]OpMaI_II/Iﬂ
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Teicoplanin

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(bOpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JIEJI 13: O06e3Bpe:xaaHe Ha OTHHAIbUUTE

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

PA3EJI 14: Uudopmanyst OTHOCHO TPAHCIIOPTHPAHETO

B cvotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciimcbka Ha OOH niu upeHTHGUKALHOHEH HOMEP

UN 3077 UN 3077 UN 3077

14.2. Touno HauMeHOBaHHe HAa MPAaTKaTa no cnucbka Ha OOH

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

Onucanne Ha TPAHCHOPTHUTE NIOKYMEHTH

UN 3077 BEILIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPIO, H.Y K., 9,111, (-) | SUBSTANCE, SOLID, N.O.S., 9, III, MARINE solid, n.o.s., 9, 11
POLLUTANT

14.3. K1ac(oBe) Ha omacHOCT MPHU TPAHCHOPTHPAaHe

14.4. OnakoBb4Ha rpyna

1II 1II 1II

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OnacHo 3a okonHata cpena: Jla OnacHo 3a okonHara cpeza: [la OnacHo 3a okonHata cpena: Jla
Mopcku 3ambpeuten: Ha
EmS-Ne (IToxap): F-A
EmS-Ne (Pasnug): S-F

Hsima nombiHHTENIHA HANTMYHA HHq)OpMaHHﬂ

CyxonbTeH TPAHCIIOPT
Knacupuxannonen xox (ADR) . M7
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Teicoplanin

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Crnenmanau pasnopendou (ADR)

Orpannuenu konuuectsa (ADR)

W3kirouenu konmyectBa (ADR)

OnakoBbuHu uHCTpyKuK (ADR)

Crienmaniu onakoBb4HU paznopenou (ADR)

Cwmecenu onakoBku (ADR)

MucTpykuuu 3a NpeHOCUMU LIUCTEPHH U KOHTEHHEpH 3a
HacunHu ToBapu (ADR)

CriennaiHy pa3nopedy OTHOCHO PEHOCHMH LIUCTEPHU
U KOHTeiHepH 3a HacunHu ToBapu (ADR)

Konose 3a nucrepan (ADR)

ITpeBo3HO CpeACTBO 3a MPEBO3 B IIUCTEPHU
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopenou 3a npesosa - Onakoku (ADR)
Crienmaniu pasnopendu 3a npeo3 - HacumnHo
cwerosiaue (ADR)

Crienpaiiay pasnopedu 3a npeBo3 - TOBapeHe,
pasroBapBane u oOpadotka (ADR)
Unentudukaunonen Homep 3a onacHoct (Kemnep No.)
OpanxeBu Tabenu

Kon 3a TyHennu orpanudenus (ADR)

TpaucnopT no mope

Crennanuu pasnopenou (IMDG)

Orpannuenu konuuectsa (IMDG)

W3kirouenu konmyecta (IMDG)

Onakobunu uHctpykuuu (IMDG)
Crnienmanuu pasnopendu 3a onakosane (IMDG)
IBC onakopbsunu unctpykuuu (IMDG)

IBC cneunanuu pasnopendou (IMDG)
Wucerpykuuu 3a nucrepuu ( IMDG)
Crienmaniu pasnopendou otHocHo uucrepuu (IMDG)
Kareropus na toBapene ( IMDG)

Cknagupane u oopadorka (IMDG)

Bb3ayumien Tpancnopt

PCA Uzkmiouenu konudectsa (IATA)

PCA OrpaHuueHu KoJIMuecTBa MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcumasaHO HETHO KOJIMUECTBO 32 OTPaHUYEHO
KOJIMYECTBO IIbTHUYECKU camoneT u kapro (IATA)
PCA MHcTpyKuuny 3a ONakoBaHe IbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IbTHUYECKH
camoutet u kapro (IATA)

WHcerpykuuu 3a onakoaHe camo kapro (IATA)
MakcuManaHO HeTHO KosmuecTBo camo kapro (IATA)
Crnennanuu pasnopendu (IATA)

ERG xox (IATA)

14.7. MopckH TPAaHCIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO MHCTPYMEHTH Ha MesKIyHApOIHATA MOPCKA OPraHU3aLus

He e npunoxumo

274,335,375, 601

Skg

El

P002, IBCO8, LP02, RO0O1
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33

SGAV, LGBV
AT

3

V13

VCl1, VC2
CV13

90

90
3077

274, 335, 966, 967, 969
Skg

El

LP02, P002

PP12

IBCO8

B3

BK1, BK2, BK3, T1
TP33

A

SW23

El
Y956
30kgG
956
400kg

956
400kg

A97, A158, A179, A197, A215

9L
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Teicoplanin

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

PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WK CMECTAa HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO H OKOJIHATA
cpexa

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YcioBus 32 orpaHuyaBaHe)
He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenune XIV nHa REACH (Cnucbk Ha BelecTBara 3a pa3pelaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-BemecTsa

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B cnrcbKa ¢ BeLIeCTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiameHT 3a u3jesMsiTa ¢ ABoiiHa ynorpeda (428/2009)

He ¢urypupa B PETJIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BBex/IaHe pexxuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckara JISHHOCT U TPaH3UTa Ha U3JIENHUs U TEXHOJIOTHH C JIBOWHA yroTpeba.

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

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
IPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKOTH4YHM BemecTBa (EO 273/2004)

He cbabpika BemecTBo(a), BKIOYEeHO(1) B criuchka ¢ [Ipekypcopu Ha HapkoTruHuTe Benecta (Perimament EO 273/2004 0THOCHO ITPOM3BOJICTBOTO M ITYCKAHETO
Ha Ia3apa Ha OIpeJICJICHN BELIECTBa, N3I0JI3BaHH 32 HE3aKOHHO IIPOU3BOJICTBO HA HAPKOTUYHH MJIM TICUXOTPOIIHH BEILECTBA)

15.2. OuneHka Ha 0€30NMaCHOCT HA XUMHUYHOTO BEeIIECTBO MJIH CMeC

Hsma Hanu4Ha I0MBJIHUTETHA HHPOPMALIUS

PA3JIEJI 16: Ipyra undgopmanus

HNHaukanms 3a npoMeHun

Paznen IIpomeHeH eneMeHT KomenTapu
3aMeHs BepcusTa OT JobaBeHo
Jlara Ha penakiusara Jlo6aBeHno
1.1 CAS Ne Jlo6aBeHo
2.1 Knacudukarus B crorBercTBre ¢ Pernament (EO) | lo6aBeHo
Ne 1272/2008 [CLP]
2.2 Ipenopwku 3a 6e3omacuoct (CLP) JobaBeHo
2.2 Ipenynpexaenust 3a onacuoct (CLP) JobaBeHo
2.2 Curnanna gyma (CLP) JobaBeHo
2.2 TTuxrorpamu 3a onacuoct (CLP) JobaBeHo
9.1 pH Jlo6aBeno
9.1 Touka Ha TOTIEHE Jlo6aBeno
9.1 PasrBopumocT BbB Boaa IIpomeneno
11.1 IprurHa 3a Junca Ha KiIacu(pHUKanus JlobaBeHo
11.1 LD50 opanHo miuex ITpomeneno
12.1 NOEC xpoHH4YHa BOIOPACIH Jlo6aBeno
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Teicoplanin

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

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
12.1 ErC50 Bomopaciu JobaBeHo
12.1 LC50 - Pubm [1] Jlo6aBeno
12.1 EC50 - Pakoo6Opasuu [1] JobaBeHo

II'baen Teker Ha H- 1 EUH-npenynpe:xaeHusTa 3a onacHoCT:

Aquatic Acute 1

OnacHo 3a BoJHaTa cpe€ia — oCTpa OIaCHOCT, KaT€ropust 1

Aquatic Chronic 1

OmnacHo 3a BOJHATA Cpe/ia — XPOHHYHA OIACHOCT, KaTteropust 1

H400

CHITHO TOKCHYEH 3a BOTHUTC OPTraHU3MU.

H410

CHJIHO TOKCHYCH 32 BOAHHUTE OPraHU3MH, C ABITOTPACH eEeKT.

Wudopmanmonen muct 3a 6ezonacHoct (MJ1B), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaiia ce B To3u MHdopmaroneH uct 3a 6e30MacHoCT, € MoJy4eHa OT H3TOYHUIIM, KOUTO CMsITaMe 3a

HaJeXIHU. Berpeku ToBa, nHboOpMaIusITa ce NpeaocTans 6e3 HUKAaKBa rapaHIlys, M3pUYHA MM O/Ipa30upalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBUATA WU

MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3Bpex/jaHe Ha IPOAyKTa ca H3BBbH HAIIMs KOHTPOJ U MOXKE 1a ca U3BBH Hallata komrneTreHTHocT. [lopaau
Ta3H U JAPyry NPUUHHY, HHE HE IoeMaMe OTTOBOPHOCT U U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH UM Pa3XO/H, IPOU3TUYAIIN OT MU CBbP3aHU

10 HAKAKbB HAYMH C paboTaTa, ChbXpPaHEHUETO, yIoTpedaTa uiu 00e3BpexkIaHeTo Ha poaykTa. To3u MHpopMalnoHeH JIMCT 3a 6€30MacHOCT € U3TOTBEH U TpsiOBa

J1a ce M3MO0JI3Ba CaMo 3a TO3H HPOAYKT. AKO IPOJYKTHT C€ M3I0J3Ba KaTO ChCTaBKa HA JPYTH NPOLYKTH, HaJduuHaTa MH(pOpMaLKs OU MOIJIa 11a ce OKaKe
Henpuiaokuma. Ta3u nHdopmalys ce 0CHOBaBa Ha HALIMTE TEKyILIM TO3HAHMS U € IIpeHa3HavYeHa J1a 1aJie ONMCaHue Ha IPOJIyKTa caMo 3a IIENUTe Ha
3[paBeora3BaHeTo, 0e30II1aCHOCTTa M OKoJIHATa cpena. [lopanu ToBa, Ts1 He TPsOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOMCTBATa HA MPOIYKTA.
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