European Directorate  Direction européenne

e @3l Sodium aminosalicylate dihydrate

HNudopmanmoneH aucT 3a 6€301macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B chotBeTcTBHE ¢ Pernament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878
[ara Ha usnasane: 31/01/2023 Bepcwusi: 1.0

31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HauMmeHoBaHKe Ha BELIECTBOTO : Sodium aminosalicylate dihydrate
XHUMHYECKO HAMMEHOBAHKE : Sodium 4-aminosalicylate

Kox Ha mpoaykra : 201600824

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AHAM3H U HAYYHO-00PA30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba : Ja ne ce usnonssa : [Tornbuiane, Baumsane, Jlepmaito

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

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. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan :© +33(0)390215608

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

Koposus/npa3nene Ha koxxara, Kateropus 2 H315
CepHo3HO yBpexgaHe/npa3HeHe Ha ounte, Kareropus 2 H319
CrernuuyHa TOKCHYHOCT 3a OIpeeIeHN OPTaH — ¢HOKPATHA eKCIIO3HIIHS, H335

Kareropust 3, apa3HeHe Ha JUXaTEIHATE IBTHINA
3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OMacHOCT: BX. paszen 16

Hebuaaronpusitiu pU3aNKOXMMUYHY ePeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa M OKOJIHATA cpejia
Onpe/:[enﬂﬂe Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTeJICTBA.
2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHSO07
Curnanna nyma (CLP) . Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H315 - [Ipenu3BukBa apa3HeHe Ha KOKara.

H319 - [Ipenu3BuKBa Cepro3HO Apa3HEHE Ha OUHTE.

H335 - Moske 1a npeu3BHKa qpa3HeHe Ha JUXaTEITHUTE IHTHIIA.
Ipemopbku 3a 6e3omacHocT (CLP) : P261 - U36srBaiite BOuUIIBaHe Ha MPaX/IyLIeK/Ta3/ UM/ U3IapEHHUsT/AePO3OITH.

P264 - Jla ce uamue pbLeTe A0 JAKTUTE U JUIETO CTAPATEIHO CIIe/ yrnoTpeba.
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Sodium aminosalicylate dihydrate

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

P271 - [Ta ce u3mon3Ba caMo Ha OTKPUTO WK Ha JOOpe NPOBETPHBO MSCTO.
P280 - M3non3Baiite npeana3sHu ppKaBULIH/IPEANA3HO 00IEKIO/IpeNa3Hy OYmIa/Ipena3Ha Macka
3a JIMIe/IpeAa3HI CPEACTBA 32 3allUTa Ha CIlyXa.
P302+P352 - [TP1 KOHTAKT C KOXATA: U3muiite o6mIHO ¢ Boja.
P304+P340 - ITPU BJIUIIIBAHE: V3BeneTe JULIETO HA YUCT BB3IYX U I'O MIOCTABETE B ITO3HIIHS,
yJIeCHsIBAIIA AMLIAHETO.
P305+P351+P338 - [TP1 KOHTAKT C OUUTE: npomuBaiiTe BHEUMATEIHO C BOJA B IPOIABIDKCHIE
Ha HJKOJKO MUHYTH. CBajleTe KOHTAKTHHTE JICIH, aKO UMa TaKHMBa M JOKOJIKOTO TOBA € BE3MOXHO.
IIpoabmkeTe ¢ U3MIAKBAHETO.
P312 - IIpu uepasnonoxenue ce obaere B IEHTHP [10 TOKCUKOJIOI' M nnn Ha iexap.
P321 - Crienmanusupano jedene (BK. HOMBIHUTEIHA HHCTPYKIHS 32 ITbPBA IIOMOII[ HA TO3H
€THKET).
P332+P313 - [pu nosiBa Ha KOXKHO JpasHeHe: [10ThpceTe MEANIMHCKH CHBET/IIOMOIII.
P337+P313 - [Ipu mpoabIDKUTENHO Apa3HeHe Ha ounte: [10ThpceTe MEANIUHCKH CHBET/IOMOLI.
P362+P364 - Canete 3aMbpCeHOTO OOJIEKIIO U TO U3MIEpETe MPEIn MOBTOPHA yIOTpeoa.
P403+P233 - [Ta ce cpxpansBa Ha 100pe mpoBeTpuBo MsicTo. ChIBT a Ce ChbXPaHsBa UTHTHO
3aTBOPCH.
P405 - 1a ce cbxpaHsiBa MO/ KITIOY.
P501 - CpabpikaHHETO/CHABT a CE U3XBBPIIH B IIYHKT 3a CHOMUpaHe Ha OTMACHH HJIH CIIELHATHA
OTHabLH, B ChOTBETCTBHUE C MECTHHTE, PCTHOHAIHH, HALIMOHAIHH H/HITH MEXyHAPOJHI
pasnopenou.

EtukeTrpaHe B ChOTBETCTBHE C: H3KIIIOUCHMS 3@ BBTPELIHN OIIAKOBKH, KOTaTo ChABPKAHUETO He mpeBumasa 10 ml

He ce usuckBa €TUKEeTHPaHe

2.3. Ipyru onacHocTH

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

PA3JIEJI 3: CucraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Sodium 4-aminosalicylate - <100 Skin Irrit. 2, H315

Eye Irrit. 2, H319
STOT SE 3, H335

3a mpauus TekeT Ha H- n EUH-npenynpexIeHnsaTa 3a OacHOCT: BX. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOII]

[IbpBa moMoIIL TPU KOHTAKT € KOXKaTa : Jla ce OTCTpaHM MaKCUMAJIHO upe3 H30bpCcBaHe (C YMCTa M MEKa MOMUBALIA KbPIIa).
ITbpBa MOMOII] IPK KOHTAKT C OYUTE : UsmakHeTe ounTe € BOAA KaTO MPEANa3Ha MIpKa.

4.2. Haii-cbecTBeHn OCTPHU U HACTBIIBALIHU CJIe/l U3BECTECH NMEPUO] OT BpeMe CUMIITOMU U e(l)eKTl/[
Hsima Hanu4yHa JOMBIHUTEIHA I/IH(l)OpMaLH/[F[
4.3. Yka3zaHue 3a HEO0XO0UMOCTTA OT BCAKAKBY HEOTJIOKHH MeINIHHCKH I'PHKM U CIIEIMAJIHO JIeYeHue

Hsima Hanu4yHa JONBIHUTEIIHA I/IH(l)OpMaLlI/ISI
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Sodium aminosalicylate dihydrate

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI S: IIpoTHBONOKAPHA MEPKH

Tloaxomsmm mo)KaporacUTEHNA CPEACTBA : Opesiio 3a 3aracsiHe Ha OT'BHSL.

OmacHOCT OT moXxap : Bmx maparpad 2.2.

I/IHCT‘pyKHHH 3a racCHe Ha oXKapu . I[a C€ U3M0JI3BaT CPEACTBA, INOAXOAAIIN 32 TACCHE HA OXKApH B CHCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

6.1.1. 3a mepcoHa, KOiTO He OTrOBapsI 32 CHEIIHH CJIy4an

ABapuiiHU TIITaHOBE . Jla ce m364rBa BCAKAKBA M3MMIIHA SKCIIO3HIIHSA.

6.1.2. 3a 1MnaTa, OTTOBOPHU 32 CIIEIHH CJIy4an

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

Hsawma mamuuaa JOMBJIHUTETHA I/IH(I)OpMaJ.II/ISI

PA3JIEJI 7: PaGoTa u cbXpaHeHuUe

Hsima Hanu4Ha qONBIHUTENHA HHYOPMAIIHS

Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

0JI Ha €KCIO3HIIUSITA/ITNIHA npeamasHu CpeacTraa

Bumx maparpag 1.

8.1.1 HanmoHaTHH TPAHUYHM CTOHHOCTH HA MPOQeCHOHATHA eKCIIO3UIUS H OMOJIOTHYHY FPAHUYHH CTOHHOCTH

Hsawma mamuuaa JOMBJIHUTETHA HHq)OpMaIIPISI

8.1.2. IlpenopbUNTETHH NPOLEIYPH 32 HAGII0JeHHe

Hsma HanuvHa 1OTBIHUTENHA HHOOPMALIUS

8.1.3. OGpa3yBat ce 3aMBbPCHTEIH HA BB3/yXa

Hsima HanmuHa JONIBIHUTEIHA PIH(bOpMaI.II/ISI

8.1.4. DNEL u PNEC

Hsma HanuvHa 1OTBIHUTENHA HHOOPMALIUS
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Sodium aminosalicylate dihydrate

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

8.1.5. Perysimpane upe3 ooxBatu (control banding)
Hsma Hanuuna JOIIBJIHUTECIIHA PIH(l)OpMaL[I/ISI
8.2. KoHTpo.I Ha eKCHO3NIUsATA

8.2.1. Tloaxoasiy TeEXHUYECKH KOHTPOI

IMoaxoasi TeXHUYECKH KOHTPOJI:
IIa C€ CbXpaHsBa B L[06pe IIPOBETPUBO ITIOMEIICHHUE. OOGHKHOBEHO Ce M3UCKBAT KAKTO MECTHA CMYKaTEIHa BEHTHUJIallYs, TaKa U BEHTUJIAlUs Ha OGII_IOTO
TIOMCIICHUE.

8.2.2. JIM4HM npeana3sHu cpeIcTBa

8.2.2.1. 3amuTa HA OYUTE H JIUIETO

Hsma HanuuHa 1ombJIHUTETHA MHBOPMALUs
8.2.2.2. Tlpeana3BaHe Ha KoOKaTa

3amMTa HA KOKATA M TAJOTO:
JlaGopaTopHa npectuika

3amuTa Ha pbleTe:

3amuTHA PbKABUIIN

8.2.2.3. 3amuTa HA AUXATEJTHUTE IIHTULIA

Hsima Hanu4yHa JOIBIHUTEIIHA HH(bOpMaLH/Iﬂ

8.2.2.4. TepMHUYHH ONIACHOCTH

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

8.2.3. KOHTpOJI Ha eKCIIO3HIHATA B OKOJIHATA cpeJa

Hsima Hanu4yHa JOIBIHUTEIIHA HH(bOpMaLH/Iﬂ

JIEJI 9: ®u3u4yHH 1 XUMHYHH CBOHCTBA

9.1. Undopmanusi OTHOCHO OCHOBHHMTE (PM3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
IBsT : He e HannuHo
BroH1eH Buj : Ilpax.

Mupuc : He e nanuuno
I'pannua Ha Mupuca : He e nanuuno
Touka Ha TonEeHe : He e nanuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KHIIEHE/HHTEPBal Ha KUIICHE : He e nanuuno
3anmanuMocT : He e nanuuno
I'pannuyM Ha €KCINIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuia Ha €KCIIIO3UBHOCT : He e npunoxumo
ITnamua Temmneparypa : He e npunoxumo
TeMneparypa Ha camo3anaiaBaHe : He e npunoxumo
TeMneparypa Ha pa3nanaHe : He e nanuuno
pH : He e nanuuno
pH pasrBop : He e nanuuno
Buckosuter, KUHEMaTHUEH : He e npunoxumo
PazrBopumocT : Bopa: 100 — 1000 g/l
KoedumuenT Ha pasnpenenenue: n-okranon/sona (Log  : He e HannuHO
Kow)

Hansrane Ha napure : He e nanuuno
Hansraune na napure npu 50°C . He e manuuno
InsTHOCT : He e nanuuno
OTHOCUTENHA IUIBTHOCT : He e nanuuno
OTHocuTeNHa IIBTHOCT Ha apute npu 20°C . He e npunoxumo
Pasmep Ha yacTunure : He e nanuuno
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Sodium aminosalicylate dihydrate

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (PU3NYHA ONACHOCT

Hsima HanmuHa JONIBIHUTEIHA PIH(bOpMaI.II/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IaCHOCT

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

10: CraduiaHoCT 1 pea

CrabuieH Ipy HOPMAJHH YCIOBUSL.

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

He e u3zBectHo.

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IHS[

Hsma npu Hopmanua ynorpe6a. Buxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaaHe OTACJIA OITaCHU U3IIapCHUS.

PA3IEJI 11: Toxkcukosoruuna nHgpopmanus

OcTpa TOKCHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (IepMaiHa)

OcTpa TOKCHYHOCT (BIMIIBAHE)
KoposusHoct/apasHeHe Ha KokaTa

Cepro3HO yBpeK/jaHe Ha O4MTe/IpasHeHe Ha OYNTE
CeHcnbMIM3anys Ha IUXaTeIHUTE ITBTUIIA WITH KOXKaTa
MyTal"eHHOCT Ha 3apOIUIITHUTE KIICTKU
Kanneporennoct

TOKCHYHOCT 3a pEeNpOAyKIHATa

CTOO (cneundpuyHa TOKCHIHOCT 32 OIPEACICHU
OpraHu) — eIHOKPATHA EKCIO3MIIUS

CTOO (crnenu¢puyHa TOKCHIHOCT 32 OTIPEJIEIeHH
OpraHy) — HOBTapsIIIa ce eKCIO3HUIHS

OmnacHocT TIpY BAUIIIBAHE

He ce xnacudunupa (JIunceammy nanam)

He ce xnacudunupa (JIunceammy nanam)

He ce xnacudunupa (JIunceammy nanam)
IpenusBuKBa Apa3sHEHE Ha KOXKaTa.
IpenunsBHKBa CEPHO3HO APa3HEHE HA OUHTE.
He ce xnacudunupa (JInncsamy naHHmN)

He ce xnacudunupa (Jluncsamy nanam)

He ce xnacudunupa (JIunceammy nanam)

He ce xnacuduuupa (Jlumncsary gaHHH)

Moxe na NpEeaAU3BUKa APpAa3HEHE HA NUXATCIHUTE IIbTUILIA.

He ce xacudunupa (Jlumncsamy naHHm)

He ce xacudunupa (TexHrdecka HEB3MOXKHOCT 3a IIOTyJaBaHe Ha JaHHH)

Hsima Hanu4Ha qONMBIHUTENHA HHDOPMAIIHS

EJI 12: Exojiornyna uH(popmanus

Exomnorus - 00mmo
OmnacHo 3a BoJHATa cpejia, KPaTKocpo4yHa (0cTpa)

He npencrapisiBa KOHKpETHA OIIACHOCT 33 OKOJIHATA CPE/ia.
He ce xmacuduuunpa (JIumncary gaHHm)
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Sodium aminosalicylate dihydrate

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

OmnacHo 3a BOJHATa cpe/a, IbIr0CpoYHa (XpOHUYHA) . He ce knacudunupa (JIuncpamu qaHHA)

Hsma HanuvHa 1OTBIHUTENHA HHGOPMALIUS

Hsima Hanu4Ha qOonbiIHUTENHA UHOOPMALHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaHI/U{

Hsma nanuyHa noneHUTENHAa HHGOPMAUSL

PA3IEJI 13: O6e3Bpe:kaane Ha OTHAXbIUTE

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

PA3IEJI 14: UHdopManysa 0THOCHO TPAHCTIOPTHPAHETO

B cwotBerctBrEe ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH uin naeHTHUKAIHOHEH HOMEP

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.2. TouHo HaMMeHOBaHHe HA MPaTKaTa no cnucbka Ha OOH

He e npunoxxumo ‘ He e npunoxxumo | He e npunoxumo

14.3. Knac(oBe) Ha oacHOCT MPU TPAHCIIOPTHPaHe

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA Cpena

He e npunoxumo He e npunoxumo He e npunoxumo

Hsima monbiaHATETHA HATMYHA I/IH(bOpMaIIPI}I

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

TpaHcnopt no mope
He e npunoxumo
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Sodium aminosalicylate dihydrate

Nudopmanronen muct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Bb3ayumeH TpaHcnopT
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHIIHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeKIyHApO/IHATA MOPCKA OPraHU3aIus

He e npunoxumo

PA3JEJI 15: Uadopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. Cnenu¢uyHu 32 BENIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKoHO0IATeICTBO OTHOCHO (G€30MaCHOCTTA, 3IPABETO H OKOJHATA
cpexa

15.1.1. Pernamentu Ha EC

REACH Ilpuioxenue XVII (YciioBus 32 orpaHn4yaBaHe)

He ¢urypupa B [lpunoxenne XVII nra REACH

REACH, Ilpuioxenne XIV (Cniuchbk Ha BellecTBAaTa 3a pa3pemiaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Criucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaat-seirectsa (SVHC)

He ¢urypupa B cncska Ha REACH ¢ xananmar-BeecTsa

Pernament PIC (EC 649/2012, IIpenBapuTeiHO 000CHOBAHO ChIJIacHe)

Henpunoxumo.

Peraament ornocHo YO3 (EC 2019/1021, YcToliuuBY OPraHuYHU 3aMbPCUTEH)

Henpunoxumo.

PersiaMeHT 0THOCHO BelllecTBa, KONTO HapymaBaT 030HoBus cioii (EC 1005/2009)

He ¢urypupa B cuchKa ¢ BeIIecTBa, KOUTO HapymaBat o30HoBus cioil (Permament EO 1005/2009): Sodium aminosalicylate dihydrate

PersiaMeHT OTHOCHO TpeKypcopuTe Ha B3puBHM BemecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIFOYEHO(M) B CIIUCHKA ¢ IpeKypcopH Ha B3puBHH BemecTBa (Permament EC 2019/1148 3a npeanaraneto Ha masapa u ynorpedara Ha
IPEKYPCOPHU Ha B3PUBHHU BEIIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopuTe HA HAPKOTUYHHU BemecTBa (EO 273/2004)

He cbappixa BemecTBo(a), BKIOUEHO(H) B criuchka ¢ [Ipekypcopu Ha HapkoTiuHuTe BeniecTBa (Pernmament EO 273/2004 0THOCHO MPOU3BOJCTBOTO M ITyCKAHETO
Ha I1a3apa Ha OIpeJIe]IeHH BEIeCTBa, H3II0I3BaHNU 32 HE3aKOHHO IIPOM3BOJICTBO Ha HAPKOTUYHH HIIM ICUXOTPOITHH BEIECTBA)

15.1.2. HannonaHH pa3nopenou

Hsma HannuHa 1OmbJIHUTETHA HHBOPMALUs

15.2. Onenka Ha 6e30MacHOCT HA XHMHYHOTO BelecTBO HJIH CMeC

Hsima Hanu4yHa JOMBIHUTEIHA I/IH(l)OpMaLlI/IH

PA3JIEJI 16: Ipyra undopmanus

I'bnen Texer na H- 1 EUH-npenynpeskieHusiTa 3a oacHoCT:

Eye Irrit. 2 Cepuo3HO yBpexIaHe/Ipa3HeHe Ha ounte, Karteropus 2

H315 IIpenu3BukBa Apa3HeHe Ha KOXKaTa.

H319 Ipenu3BUKBa CEPHO3HO Ipa3HEHE HA OYHTE.

H335 Moske fa peu3BHUKa Ipa3sHeHe Ha TUXATEIHATE TBTHIIA.

Skin Irrit. 2 Koposus/npa3Hene Ha koxara, Kareropust 2

STOT SE 3 CrenndiyHa TOKCHYHOCT 3a ONPEJIeNIeHN OpraHy — €IHOKpaTHa excrio3unus, Kateropus 3, 1pasHeHe Ha AMXATENHUTE IBTHINA

Nudopmannonen et 3a 6ezonacuoct (UJ1B), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusTa, cpabprkama ce B To3u MH(popMaIHoHeH JncT 3a 6e3011acHoCT, € IOIy4eHa OT H3TOYHULH, KOUTO CMITaMe 32

HaJIex(HU. Beripexku ToBa, vHpopManusTa ce npeaocrass 63 HUKaKBa rapaHLys, U3pUYHa WM 0Apa30upalla ce, OTHOCHO HelHaTa KOPEKTHOCT
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