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PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HanmeHoBaHKe Ha BEIIECTBOTO : Erythromycin B
Kon Ha mponyxra : 202100109

1.2. UnenTudnuupanu BUAOBE YHOTPe6a HA BeeCTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYEHHE, H BHI0Be yIOTpe6a, KONTO He ce
NnpenopbL4YBaT

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAUCH 32 U3CIICIBAHMS, AHAM3H U HAYIHO-00PA30BATEHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
ODYHKIHS WK KATETOpusl Ha ymoTpeda : JlaGopaTOpHU XUMHUKAIH

1.2.2. Ynorpedu, KoMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce u3noinssa : [lormbiane, Baumsane, lepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH(POPMALMOHHHUS JIHCT 32 6€30MaCHOCT
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1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edexTH U HedIaronpusiTHN epeKTH 3a 31paBeTO HA YOBEKA U OKOJIHATA cpeia
OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMTukrorpamu 3a omacHoct (CLP)

GHS07
Curnaina gyma (CLP) . Buumanue
Ipenynpexnenus 3a onacuoct (CLP) : H319 - [Ipean3BukBa cepruo3HO Apa3HEHE HA OYHTE.
IMpenopsku 3a 6e3omacuHoct (CLP) : P264 - 1a ce u3mue pblieTe 10 JAKTHTE H JIMLETO CTAPATENHO Clie]] ynoTpeoa.

P280 - M3non3BaiiTe nmpenna3Hu pbKaBUIN/TIPEAIa3HO 00JIEKII0/IpeIa3Hy OYrIa/Ipeana3Ha Macka

3a JIMIE/TIPe/a3Hy CPEe/ICTBA 32 3allUTa Ha CIIyXa.

P305+P351+P338 - TP KOHTAKT C OUUTE: npomMuBaiiTe BHUIMATEIHO C BOZA B IPOBIDKCHUE

Ha HSKOJIKO MHHYTH. CBaJleTe KOHTaKTHHUTE JICIH, aKO HMa TAaKHBA U JIOKOJKOTO TOBA € BH3MOXKHO.

IpoxbimkeTe ¢ H3IUIAKBAHETO.

P337+P313 - Ilpu npoaB/DKUTETHO IpasHeHe Ha ounte: IloTbpceTe MEANIIMHCKY CHBET/IIOMOLI.
ErtnkeTnpane B CbOTBETCTBHE C: H3KIIIOUCHHSI 32 BBTPEIIHH OMAKOBKH, KOTaTO ChAbP)KaHHETO He mpesuiasa 10 ml
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Erythromycin B

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878

He ce n3uckBa €TUKEeTHPaHe

Hsma nammana nomsmanTenHa HHGOpMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 3a CbCTaBKHTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Erythromycin B - <100 Eye Irrit. 2, H319

3a e Texet Ha H- m EUH-nipenynpexaennsaTa 3a ormacHOCT: BiK. paszen 16

He e npunoxumo

EJI 4. Mepku 3a NbpBa NOMOI

IIppBa momoI Mpu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHN MaKCUMAJIHO 4pe3 N30bpcBaHe (C YKMCTa M MeKa MONUBAIa KbpIa).

H‘LpBa TIOMOIII ITPY KOHTAKT C OUYUTE : W3miakaere ounte ¢ Boja KaTto TIpearnasHa Mspka.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKHU

TToaxoasu TI0KapoOTaCUuTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTbHSL.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCTPYKHPIPI 3a raceHe Ha IoXxapu : I[a C€ U3M0JI3BAT CPEACTBA, MOAXOAAIIHN 3a raCeHE Ha I10XKapHu B CbCEIICTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBaps 32 CIEIHH CJIy4an

ABapuiiHH IITAHOBE : /Jla ce n30srBa BCAKAKBa M3/IUIIHA €KCIO3HIIHS.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsima Haym4Ha TOMTBJIHUTETHA I/IH(I)OpMaI.H/ISI

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Erythromycin B

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomeimanTenHa HHGOPMANHs

PA3JIEJI 7: O6pa6oTka 1 CbXpaHeHHne

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bk maparpad 1.

0J1 HA eKCIO3UIUSATA/IUIHI npeanasHu Cpeacraa

8.1.1 HanuoHaIHU TPAHMYHH CTOHHOCTH Ha MPO(eCHOHATHA eKCIIO3HINA M OHOJIOTHYHYI FPAHHYHH CTOHHOCTH

Hsima HaymuHa JOMBIHUTENHA HHPOPMALHS

8.1.2. [IpenopbYNTETHYU MPOLETYPH 32 HAGIIOIeHHE
Hsima HaymuHa JOMBJIHUTENHA HHPOPMALHSL

8.1.3. OGpa3yBart ce 3aMbPCHTEJIH HA Bh3yXa
Hsima HaymuHa JONMBIHUTEIHA HHPOPMALHS

8.1.4. DNEL n PNEC

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.2.1. Iloaxoasiiy TeXHUYECKH KOHTPOJI

Tloaxoasiny TeXHHYEeCKH KOHTPOJI:
Jla ce cpxpansiBa B 100pe npoBeTpuBo nomenieHne. OGMKHOBEHO ce M3UCKBAT KAKTO MECTHA CMYyKATENIHa BeHTUIIANS, TAKA U BEHTHJIALMS Ha 00IIOTO
MOMEIIEHHE.

8.2.2. JImuHuM mpeana3sHu cpeacTBa

8.2.2.1. 3amuTa HA OYHTE U JHUIETO

Hsima HanmaHa ToBIIHATETHA HHGOPMALIHS
8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa Ha KOKATA H TSJIOTO:
JlaboparopHa nmpecTrika

3ammTa Ha pbIeTe:
3aIUTHA PHKaBUIN

8.2.2.3. 3amuTa HA AMXATEJHATE IBLTHIA

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Erythromycin B

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878

8.2.3. KoHTpoJI Ha eKCIIO3HIHSATA B OKOJIHATA CpeJa

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 9: ®u3u4yHu U XUMUYHHU CBOMCTBA

ArperaTtHo ChCTOSHUE : TBBPIO BEIIECTBO
st . He e Hanmmuno
Mupuc : He e HamuuHO
I'panuuara Ha MupHca : He e HanmuuHO
Touka Ha ToneHe : He e HanmuuHO
Touka Ha 3aMpb3BaHe : He e HamuuHO
Touka Ha KUIIEHEe : He e HanmuuHO
3ananmumoct : He e HanmuuHO
I'panuuy Ha eKCIIO3UBHOCT . He e npunoxumo
JloiHa rpaHMIIa Ha EKCIUIO3UBHOCT . He e npunoxumo
T'opHa rpaHuIa Ha KCIUIO3UBHOCT . He e npunoxumo
Temneparypa Ha pasiaraHe . He e npunoxumo
Temneparypa Ha camo3anajiBaHe . He e npunoxumo
Temneparypa Ha pa3nagaHe . He e HanmnyHO
pH . He e nanuuno
pH pasrBop : He e HanmuyHO
Buckosurer, kunemaruueH . He e npunoxumo
PazrBopumoct . He e HanmuyHO
Koedurent Ha pasnpenenenue: N-okranon/soga (Log  : He e Hamuyno
Kow)

Haunsirane Ha napure . He e HanmuyHO
Hanstrane na napure npu 50°C . He e Hanuuno
IlreTHOCT : He e HanmuyHO
OTHOCHTEIHA TBTHOCT . He e HannyHO
OTHocuTeNHa INTBTHOCT Ha mapute mnpu 20°C . He e npunoxumo
Pasmep Ha yactuuute : He e HanmuyHO

9.2.1. Undopmanusi BB BPb3Ka ¢ KJacoBeTe Ha (GU3HIHA OMACHOCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 10: CTaGuJIHOCT U PEAKTHBHOCT

CraOuiteH Ipu HOPMAJIHH YCIOBHSL.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

He e u3BectHO.

Hsima Hanmm4aHa HomBIHATEIHA HHGOPMALHS

Hsima nipu Hopmansa ynotpe6a. Broxre Pazmen 7.
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Erythromycin B

NudopmanroneH aucT 3a 6e300acHOCT

B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, namenen ¢ Pernament (EC) 2020/878

HpH 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3NIIapECHHUS.

PA3JEJI 11: Tokcuxo

Ocrtpa ToKCHYHOCT (OpaiHa)

OcTpa TOKCUYHOCT (JepMaiHa)

OcTpa TOKCHYHOCT (BJHIIIBAHE)
KoposusHoct/npa3Hene Ha koxara

CepHo3HO yBpeK/jaHE Ha OUMTE/IpasHEHEe Ha OUHUTE
CeHcuOHMNM3aIMs Ha AUXATSIHUTE TBTHINA WIH KOXKaTa
MyTareHHOCT Ha 3apOJUILIHUTE KIETKU
Kanneporennocr

TOKCHYHOCT 3a PEHPOAYKLHATA

CTOO (cnenuuyHa TOKCHYHOCT 3a OIPEICICHH
OpraHu) — eHOKPATHA CKCTIO3ULIUS

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEICHI
OpraHu) — ITOBTaPSIIIA CE eKCIO3UIHS

OmnacHOCT NP BIWIIBaHE

rum4yHa HH(l)OpMaIIHH

He ce xnacu¢uimpa
He ce xnacu¢uimpa
He ce xnacu¢uimpa
He ce knacuduimpa

HpeI[PBBI/IKBa CEPHUO3HO APA3ZHECHE HA OYHUTE.

He ce xnacu¢uimpa
He ce xnacu¢umpa
He ce xnacu¢uimpa
He ce knacuduimpa

He ce knacuduimpa

He ce xnacudmmpa

He ce xnacudmmpa

Hsma HanmaHa gombIHHTENHA HHOOPMALUS

PA3JIEJI 12: Exonoru4ysa ungopmanus

He npencrapisiBa KOHKPETHA ONACHOCT 3a OKOJIHATA CPeia.
He ce knacuduimpa
He ce xnacu¢uumpa

Exoiorus - 061110

OmnacHo 3a BOJHATA Cpe/ia, KpaTKocpouHa (ocTpa)
OmnacHo 3a BOJHATA CPE/Ia, ABJITOCPOUHA (XPOHMYHA)
He ce pasrpaxma 66p30

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa HOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

Hsma HanuvHa TOBITHHUTENHA HHPOPMAIUS

Hsma HanMvHa TOBITHHUTENHA HHPOPMAIIUS

3

03/04/2023 ([Jata Ha u3naBaHe) BG (6warapckn) 5/



Erythromycin B

Nudopmanronen auct 3a 6€30macHOCT
B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878

PA3JIEJI 13: OGe3BpexkaaHe HAa OTHABLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

PA3JIEJI 14: UndopManusi OTHOCHO TPAHCHOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. TouHno HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCIIOPTHPAHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHAa rpyna

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa mombiHHTeIHA HATMYHA HHOOPMALIUS

14.6. CiequaaHyu mMpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyxonmbTeH TPAHCNIOPT
He e npunoxumo

TpauncnopT no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHAPOAHATA MOPCKA OPraHH3aIHs

He e npunoxxumo

PA3IEJI 15: UH¢dopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduynu 3a BeHIeCTBOTO WJIH CMeCTa HOPMATHBHA ypea0a/3aK0HOIATEeJCTBO OTHOCHO (€30MACHOCTTA, 3[PABETO H OKOIHATA
cpena

15.1.1. Periiamentu Ha EC

REACH Ipunoxenne XVII (YciioBus 3a orpanunyaBane)

He ¢urypupa B Ipunoxenne XVII Ha REACH

REACH, ITpnaoxenue XIV (Ciucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Criichk Ha BelecTBaTa 3a pa3pelaBaHe)
REACH Chucbk ¢ kanauaar-seirectsa (SVHC)

He ¢urypupa B crimcpka Ha REACH ¢ kananmar-Bemectsa

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

Henpunoxumo.

03/04/2023 (Jlata Ha u31aBaHe) BG (6warapckn) 6/7



Erythromycin B

Nudopmanronen auct 3a 6€30macHOCT
B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMeHT 0THOCHO BelllecTBa, KOMTO Hapymasat o3oHoBus cJ1oii (EC 1005/2009)

He ¢urypupa B ciiichbka ¢ BelecTBa, KOUTO Hapymasat 030HoBuUs cioii (Permament EO 1005/2009): Erythromycin B

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BeulecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHH BewecTBa (Pernmament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebaTa Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PernameHT 0THOCHO MpeKypcopHTe HA HapKoTHYHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTruHHTe BemecTsa (Permament EO 273/2004 0THOCHO POM3BOJCTBOTO U ITyCKaHETO
Ha I1a3apa Ha OIIpelelIeH! BEIeCTBa, H3MI0I3BaHNU 32 HE3aKOHHO IIPOM3BOCTBO Ha HAPKOTUYHHU MU ICUXOTPOIIHH BEIIeCTBa)

15.1.2. HauuoHa oM pa3nopeaon

Hsima HanmMuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

15.2. Ouenka Ha 0€30I1aCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMEC

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

PA3EJI 16: Ipyra nngopmanus

II'bnen Texer Ha H- u EUH-npegynpesxkaeHusiTa 3a OIAaCHOCT:

Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kareropus 2

H319 IIpennsBuKBa CEpHO3HO Jpa3HEHE HA OUUTE.

Wuopmarmonen nuct 3a 6e3onacHoct (MJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusra, chabprkama ce B To3u MHpopMannoHeH iuct 3a 6e3011acHOCT, € IoTy4eHa OT H3TOYHHIM, KOHTO CMsATaMe 3a
HaIeXIHU. Bbrpexu ToBa, HHpopManusTa ce IpefocTass 6e3 HIKaKBa rapaHIus, H3pUYHA WIN HOoApa30Hupala ce, OTHOCHO HelfHaTa KOPEKTHOCT
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