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

®dopma Ha NpoJyKTa . BemectBo
HaumeHnoBaHue Ha BEIECTBOTO . 4-Aminobenzoic acid
XUMHUYECKO HAMMEHOBaHUE . 4-Aminobenzoic acid
Kopn Ha nponykra : 201600043

1.2.1. UpenTHUIHMPaHN yHIOTPeOH

OcHOBHa KaTeropus Ha ynorpeba : IpomykThT e mpegHA3HAUCH 32 H3CJICIBAHKS, AaHAIM3U U HAyYHO-00pa30BaTEIHH IIENIH.
VYrorpeba Ha BelmecTBOTO/CMECTa . Camo 3a npodecroHanHa ynorpebda
OyHKIMS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpedu, KOUTO He ce NpenopbyBaT

OrpannueHns 3a ynorpeda 1 Jla He ce n3nomsga : [lormsmane, Banmsane, JlepmanHo

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@edqm.eu - www.edgm.eu

Tenedonen HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3J/IEJI 2: Onucanue HA OIIACHOCTHTE

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

OmacHo 3a BoJHAaTa cpesia — XpOHUYHA OIIACHOCT, KaTeropus 3 H412
3a meanus Teket Ha H- n EUH-npenynpesxeHusTa 3a OHacHOCT: BXK. pa3nen 16

HebmaronpusiTau pu3nKoXMMHYHHE eekTH U HedIaroNpUATHH eeKTH 3a 31paBeTo HAa YOBEKa H OKOJHATA cpeJa

Onpe):[emIHe Ype3 CKCIICPTHO MHCHHUEC U T10 CHAJIaTa Ha JOKa3aTeICTBA.

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

Curnanna gyma (CLP) Do
IIpenynpexnenus 3a onacHoct (CLP) : H412 - BpeneH 3a BOIHUTE OPraHU3MH, C JBJITOTPaeH eeKT.
IIpenopwku 3a 6e3onacuoct (CLP) : P273 - Jla ce u30srBa H3MycKkaHe B OKOJIHATA CPEZa.

P501 - CrabprxaHneTo/ChBT 1a CE U3XBBPIHM B ITYHKT 3a ChOMpPaHe Ha OITACHU MITH CIIEIUATHA
OTNajbIH, B CbOTBETCTBHE C MECTHHTE, PETHOHAITHY, HAIIMOHAITHH M/HJIH MEXTyHapOIHI
pasnopenou.

EtukeTnpane B ChOTBETCTBHUE C: M3KITIOUECHHMS 32 BBTPENIHH ONAKOBKH, KOraTo ChABPXKAHMETO He npeBnmasa 10 ml

He ce n3uckBa eTuKkeTHpaHe

Hsima Hanu4Ha qOMbIHUTENHA HHOOpMATHS
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4-Aminobenzoic acid

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

PA3JIEJI 3: CbrcraB/uHpopManus 3a CbCTABKUTE

HaunmeHnoBanne HMnentnduxarop Ha % Knacndukanusi B cbOTBeTCTBHE €
NPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
4-Aminobenzoic acid - <100 Aquatic Chronic 3, H412

3a mpauus TekeT Ha H- n EUH-npenynpesxneHusaTa 3a OacHOCT: BXK. pa3fen 16

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa oMo

H’BpBa TOMOLL MPU KOHTAKT C KOXKaTa N I{a C€ OTCTPaHU MAaKCUMAJIHO 4Ype3 HSG’LpCBaHe (C YUCTa 1 MCKa IIoIUBalia K'Bpl'[a).

H’BpBa TOMOLI MPU KOHTAKT C OUUTE . M3mnakHeTe ounTe ¢ BoJa KaTto npeanasHa Mspka.

Hsima HanmuHa JOMIBJIHUTEIHA nthopmaum

Hsima HanmuHa OMIBJIHUTETHA HH(I)OpMaHHﬂ

PA3JIEJI 5: IlpoTuBOno:kapHu Mep

TToaxonsmm TI0XKapOTaCUTCIIHU CPEIACTBA . Opesyio 3a 3aracsiHe Ha OT'bHSL.

OmacHOCT 0T TmoXxap : Bwx maparpag 2.2.

I/IHCpr'KIII/IPI 3a racCHE Ha MOXKapu N I[a C€ U3MI0JI3BAT CPEACTBA, MOAXOIAIIHN 32 TACCHE Ha ITOXKaphu B CbCEICTBO.

CKaHe

6.1.1. 3a nepcoHaJ1, KOTO He OTrOBaps 3a CIIELIHHU CJIy4Yan

ABapHﬁHH TTAaHOBE : I{a ce n30srBa BCSIKAKBa M3JIHMIIHA SKCITIO3UIIUSL.

6.1.2. 3a TMnaTa, OTTOBOPHH 32 CIICIIHN CIy4an

Hsma HanmuvHa JOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTETHA nthopmaum

Hsima HanmuHa JOMIBJIHUTETHA PIH(I)OpMaI.IHFI
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4-Aminobenzoic acid

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

PA3JIEJI 7: O0paboTka u chbXpaHeHHe

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IPIﬂ

Bux maparpag 1.

PA3JIEJI 8: KoHTpoJ1 Ha eKCIO3UIMATA/JINYHH NPeANa3Hi CPeACTBA

8.1.1 HanMoHaJHH IPAHHYHHU CTOIHOCTH HA NPO(QECHOHATHA eKCNO3UIUs H OHOJOrHYHY TPAHUYHH CTOHHOCTH

Hsma HanuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.2. IIpenopbyuTEeIHN NPOLEAYPH 32 HAGJIIO/IEHUE
Hsma nannana nomsiHATENHA HHOOPMAIHS

8.1.3. OGpa3yBaT ce 3aMbPCHTEJIN HA Bb3yXa

HsiMa Hanu4Ha JOMBIHUTENHA HHPOPMALUSL

8.1.4. DNEL u PNEC

Hswma Hammyaa JOITBJIHUTCITHA I/IH(i)OpMaI.II/ISI

8.1.5. Perysupane upe3 o6xBatu (control banding)

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

8.2.1. IToaxoasil TeXHHYeCKH KOHTPOJI

TMoaxoasiuy TeXHHYECKH KOHTPOJI:
I{a C€ CbXpaHsiBa B ,u06pe IIPOBETPUBO INOMCIICHUEC. OOUKHOBEHO CE U3MCKBAT KaKTO MECTHA CMyKaT€JIHa BCHTHUIIALKsA, TaKa U BEHTUJIallU Ha 00110TO
TIOMEUICHHUE.

8.2.2. JIuunu nNpeanasHu CPeaCcTBa

8.2.2.1. 3amuTa HA OYHTE W JIUIETO

HsimMa Hanu4Ha JOMBIHUTENTHA HHPOPMALHSL
8.2.2.2. [Ipeana3BaHe Ha KoKaTa

3amuTa Ha KOXKATa H TAJIOTO:
JlaboparopHa npecTuika

3amura Ha pbLeTe:
3auMTHA PHKABUIIN

8.2.2.3. 3amuTa HA TUXATETHUTE MbTHIA

Hsima HanuyHa AONBIHUTEIHA HH(l)OpMaLIPIﬂ

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima HanuyHa nonbiaHUTENHA HHOOpMALHS

8.2.3. KoHTpo.1 Ha eKCNo3HIMATA B OKOJIHATA cpea

Hsima HanmuHa JOMIBJIHUTEIHA HH(bOpMaLIPIﬂ
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4-Aminobenzoic acid

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

PA3IEJI 9: ®u3u4yHN 1 XUMHUYHU CBOMCTBA

ArperatHo CbCTOSTHHE : TBBPAO BELIECTBO
st . He e nanuuno
BroHIIeH BUL . Ilpax.

Mupuc : He e Hanu4HO
I'panunara Ha mupuca : He e Hanu4HO
Touka Ha TOTIEHE . He e nanmuuno
Touka Ha 3aMpb3BaHe . He e nanmuuno
Touka Ha KUTICHE . He e nanmuuno
3anaauMoct . He e nanmuuno
I'panui Ha EKCIUIO3UBHOCT . He e npunoxumo
JlonHa rpaHuIa Ha KCIIO3UBHOCT . He e npunoxumo
T'opHa rpaHuIa Ha eKCIUIO3UBHOCT . He e npunoxumo
Ilnamua Temmeparypa . He e npunoxumo
Temmneparypa Ha camo3amnajiBaHe . He e npunoxumo
Temmeparypa Ha pa3iaraHe : He e nanuuno
pH : He e Hannuno
pH pasrBop . He e Hannuno
Buckosuter, kuHeMaTHIeH . He e npunoxumo
PazrBopumocT : Boma: 1-10 g/l
Koeduiment Ha pasnpeznenenue: n-okranon/soga (Log @ He e nanmuuno
Kow)

Hansrane Ha napure . He e HamnuHO
Hansrane Ha napure npu 50°C : He e Hanuuno
IInpTHOCT . He e HannuHO
OTHOCHTENHA ITBTHOCT . He e nanuuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yacTunure . He e HannuHO

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacOBeTe HA (PU3HYHA ONACHOCT

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6€30MacHOCT

Hsima HanmuHa JOMIBIIHUTEIHA HH(I)OpMaHHﬂ

PA3IEJI 10: Cta0HIHOCT U PeaKTHBHOCT

CrabuieH npy HOPMAJTHU YCIIOBHS.

Hsima Hanu4Ha qOonbIHUTENHA HHOOpMALHS

He e u3BectHO.

Hsma HanmuvHa JOMBIHUTETHA HHPOPMAIIUS

Hsma mpu HopmanHa ynotpe6a. Buokre Pasmen 7.

Hpﬂ 3arpsiBaHe 10 TO4YKaTa Ha pasrpaxaaHe OTACJIA OIaCHU U3NapCHUs.

~
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4-Aminobenzoic acid

HudopmarmoneH aucT 3a 6€300acHOCT

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

31EJI 11: Toxkcukoaornysa nagpopmanus

11.1. Undopmanus 3a KJIacoBeTe HA ONMACHOCT, onpeneaeHu B Perimament (EO) Ne 1272/2008

Octpa TOKCHYHOCT (OpanHa)
OcTpa TOKCUYHOCT (iepMaiHa)
OcTpa TOKCHUYHOCT (BJIUILIBAHE)

He ce knacudunupa
He ce knacudunupa (Jlunceamy gaHHN)
He ce knacudunupa (Jlunceamy gaHHN)

4-Aminobenzoic acid

LD50 opanHo mrex

> 6000 mg/kg (mporHO3HA CTOHHOCT)

Kopo3uBHOCT/Apa3HEeHe Ha KOXKaTa
Cepro3HO yBpeskJ[aHe Ha OUHTE/Ipa3sHEHEe Ha OUNTe

CCHCHGHJ’II/ISaHHﬂ Ha TUXaTCIIHUTE IBbTUILA UITW KOXKaTa

MyTareHHOCT Ha 3apOAMIIHUTE KJISTKU
KanueporenHoct
TOKCHYHOCT 32 PEIPOAYKIHATA

CTOO (cnenm@uyHa TOKCHYHOCT 32 OIPEICICHA
OpraHu) — €JHOKPATHA EKCTIO3HIIUS

CTOO (cneuuduyHa TOKCHYHOCT 32 ONPEICIICHN
OpraHy) — HOBTapSIIIa Ce eKCIIO3UIHS

OnacHOCT NpH BAUIIIBaHE

11.2. Uudopmanusi 32 APYrd ONACHOCTH

Hsma HanuyHa nombiHUTETHA HHOPMALUS

He ce knacudunupa (Bp3 ocHOBa Ha HAIMYHUTE JaHHU HE Ca U3IIBJIHEHH KPUTEPUUTE 3a
KIacubHIEpaHe)

He ce xiacuduuupa (B3 0cHOBa Ha HAIMYHUTE JAHHU HE Ca M3IBIHCHHU KPUTEPHUHTE 32
KJIacu(pHIIpaHe)

He ce xnacu¢unupa (Jluncsamy nanHm)

He ce xiacu¢uuupa (B3 0CHOBa Ha HAIMYHUTE JAHHU HE Ca M3IBIHCHHU KPUTCPHHUTE 32
KJIacuuIupane)

He ce kinacuguuupa (B3 0CHOBa Ha HAIMYHUTE JAHHU HE Ca U3IBIHCHHU KPUTCPHUHTE 32
KJacudupane)

He ce ximacuduuupa (B3 0cHOBa Ha HAJIMYHUTE JAaHHU HE Ca M3IBIHCHU KPUTCPUHTE 32
KJIacHpHIIpaHe)

He ce xmacuduuupa (B3 0ocHOBa Ha HAIMYHUTE JaHHU HE Ca H3IBIHEHHU KPUTEPHHTE 32
KJIacH(pHIIpaHe)

He ce xnacuduuupa (B3 0cHOBa Ha HAIMYHUTE JAHHHU HE Ca M3IIBIHCHH KPUTEPHHTE 32
KIacHHIIpaHe)

He ce xnacu¢unupa (Texandecka HeBB3MOXKHOCT 3a IIOTyYaBaHE HA JaHHH)

3AEJ 12: Exonoruuna undopmanus

12.1. TokcuuHOCT

Exkonorus - o010
OnacHo 3a BOJHATa cpejia, KpaTkocpouHa (ocTpa)
OnacHo 3a BOJHATA CpeJia, ABIrOCPOUHA (XPOHHYHA)

He npezcraBisiBa KOHKPETHA ONACHOCT 33 OKOJIHATA CpPeJa.
He ce knacudunupa (Jluncpamy gaHHR)
BpeseH 3a BOAHHTE OPraHU3MHU, C JBITOTPAcH (EKT.

4-Aminobenzoic acid

NOEC xponnyHa pakoodpaszHu

0,337 mg/1

12.2. YcTOoiYHUBOCT ¥ pa3rpaguMocTt

Hsma HannyHa nombiHUTETHA HHOPMALUS

12.3. Buoakymy.JIMpaIa cnocogHoCT

Hsima HanuyHa AOMBIHUTEIHA I/IH(I)OpMa].II/ISI

12.4. IIpeHocuMOCT B MOYBATA
Hsma nanuyna JOI'bJIHUTEITHA I/IH(i)OpMaI.II/Iﬂ
12.5. Pe3yaTatu ot ouenkara Ha PBT u vPvB

Hsima HanuyHa AONMBIHUTEIHA P[H(i)OpMaI.II/IH

12.6. CBojicTBa, HapymIaBau (PyHKIHHTE HA €HAOKPUHHATA CHCTEMA

Hsima Hammaaa JOITBJIHUTECITHA I/[H(i)OpMaI_II/ISI
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4-Aminobenzoic acid

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABLUUTE

Hsima HanmMuHa OMIBJIHUTEIHA HH(‘I)OpMaI.IPIﬂ

PA3JEJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cmucbka Ha OOH nian naenTudgukanuoHeH HoMmep

He e npunoxxumo He e npunoxxumo He e npunoxxumo

14.2. TouHo HanMeHOBaHNe HA MPaTKaTa 1o 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. 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

Hsima gonbiHUTENTHA HaNMYHA HHGOOPMATHS

CyxonmbTeH TPaHCIOPT

He e npunoxumo

Tpancnopt no Mope
He e npunoxumo

Bb3ayuied Tpancnopr

He e npunoxumo

He e npunoxumo

PA3JIEJI 15: Undopmanusi 0THOCHO HOPMATHBHATA

15.1.1. Pernamentn Ha EC

REACH Ilpuio:xenne XVII (YciaoBusi 3a orpaHnyapaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

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

He ¢urypupa B [punoxenne XIV na REACH (Crnnchk Ha BelecTBaTa 3a pa3peliaBaHe)
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4-Aminobenzoic acid

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

REACH Cnucbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcskxa vHa REACH ¢ kanmunar-emectsa

Pernament PIC (EC 649/2012, IIpenBaputeiHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

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

Henpunoxumo.

PerjiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B crircbKa ¢ BeLIecTBa, KOUTO Hapymasat 030HoBus cioit (Permament EO 1005/2009): 4-Aminobenzoic acid

PersiaMeHT 0THOCHO npekypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IIpeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha ma3apa u ynorpe6ara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpabpixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpE/ICICHH BEIECTBA, U3MOJI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH MM IICUXOTPOITHHU BEIIECTBA)

15.1.2. Haunonaynu pasnopeaou

Hsima Hanmaaa JOITBJIHUTCITHA I/IH(bOpMaI_II/ISI

15.2. OneHka Ha 0€30MaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsma Hanu4Ha IOMBJIHUTENTHA HHPOPMAIUS

PA3JIEJI 16: Ipyra undgopmanus

II'bnen Texker na H- u EUH-npegynpesxaeHnsiTa 3a oIacHOCT:

Aquatic Chronic 3 OnacHo 3a BOJIHaTa cpejia — XPOHUYHA ONACHOCT, KaTeropus 3

H412 Bpezen 3a BOZHHTE OpraHU3MH, C ABITOTPAcH e(EKT.

Wupopmarmonen iuct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusTa, cbabpikamnia ce B To3u MH(pOpMamoHeH JInCT 3a 6€301acHOCT, € HOJIy4eHa OT H3TOYHUIN, KOUTO CMsITaMe 3a
HaJeXIHH. Bblpexn ToBa, mHpopManusTa ce peocTasst 0e3 HIKaKBa TapaHIs, H3pUYHA WIN HOoApa30upalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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