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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HaumMeHoBaHMe Ha BEIIECTBOTO : Heptaminol impurity A
Kon Ha mponyxra : 201900034

1.2. UnenTudnuupanu BUAOBE yHOTPe6a HAa BeeCTBOTO WM CMeCTa, KOMTO ca OT 3HAYEHHeE, H BHI0BeE YIOTpeda, KONTO He ce
NnpenopbL4YBaT

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda . IIpoayKThT € mpeJHA3HAYCH 3a U3CIICBAHNS, AaHAJIN3H U HAyYHO-00pa30BaTEITHN LIEIIH.
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]

Koposus/npasHene Ha koxara, Kareropns 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
CrenmdiyHa TOKCHYHOCT 3 OTPE/IETIEHN OpTaH! — €HOKPAaTHA EKCIIO3MIINS, H335

Kareropust 3, Ipa3HeHe Ha AUXaTEIHUTE MIBTHINA

CrenmdiyHa TOKCHYHOCT 3 OPE/IeTIeHN OpTaHy — TTOBTapsIIa ce excriosumus, — H373
Kareropus 2

3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: Bk. paszen 16

HebaaronpusTHi GU3HKOXHMUYHH e()eKTH H HeOIATONPHSITHH e()eKTH 32 3[paBeTO HA YOBEKA U OKOJIHATA cpejia

OHpCHeJ'IﬂHC Ype3 EKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP)

GHSO07 GHS08
Curnanna gyma (CLP) . Buumanwue
Ipenynpexnenus 3a onacuoct (CLP) : H315 - [Ipean3BukBa apa3HeHe HA KOXKATA.

H319 - [Ipenn3BrKBa cepro3HO Ipa3HEHE HA OUYHTE.
H335 - Moyke 1a npean3BHKa Jpa3HEeHe Ha TUXaTETHUTE IHTHIIA.
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H373 - Moxe [ja mpuuMHH YBpeXkKaaHe Ha OPraHUTe IPH IPOLBIDKUTEIHA M TOBTApSIIA Ce
eKCIIO3HLINSL.

IMpenopsku 3a 6e3omacuHoct (CLP) : P260 - He BanmiBaiite mpax.
P314 - TIpu HepasnonokeHue MOThPCeTe MEAULUHCKH CHBET/TIOMOLI.

ETI/IKCTI/IpaHC B CBOTBETCTBHE C: U3KIIFOYCHUSA 32 BBTPCIIHU OITAKOBKH, KOraTO ChbABPKAHUETO HE IIPEBUIIaBA 10 ml

IMukrorpamu 3a onacHoct (CLP) :

GHS08

Hsma nammana nomsmauTenHa HHGOPMAIHs

JIEJI 3: CbrcraB/mH(popManus 3a CbCTAaBKHTE

HaunmeHnoBanune Hnentnduxarop Ha % Kaacudukanust B cboTBeTCTBHE €
NPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Heptaminol impurity A - <100 Skin Irrit. 2, H315

Eye Irrit. 2, H319
STOT SE 3, H335
STOT RE 2, H373

3a meaHus TekeT Ha H- 1 EUH-npenynpesxieHusTa 3a oacHOCT: BX. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa MOMOIIY

H’LpBa TOMOII IMTPH KOHTAKT C KOXKaTa : I[a C€ OTCTpaHU MaKCUMaJIHO Ype3 I/I36'prBaHe (C YHUCTa U MEKa IonuBalia K’Lpl'[a).

H’LpBa TOMOII IMTPH KOHTAKT C OUUTE : W3miakaere ounte ¢ Boja KaTto npeanasHa Mspka.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKHU

Tlomxopsmu noskaporacUTENHN CPEACTBA 1 Ogmesio 3a 3aracsHe Ha OTbHS.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKHPH/I 3a racCHe Ha oXxapu : I[a C€ U3MI0JI3BAT CPEACTBA, IIOAXOAAINHU 3a raCeHE Ha I10XKapH B CbCEIICTBO.
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PA3JIEJI 6: Mepku nIpu aBapuiiHO H3IyCKaHe

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 3a CHELIHH CIYYan

ABapPIﬁHH IIJTAaHOBE . I[a ce u30srBa BCSIKaKBa M3JIMIIIHA CKCIIO3U LU

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bwx maparpag 1.

PA3JIEJI 8: KoHTpo.1 Ha eKCNO3NIMATA/JIMYHU NPeANa3sHU CPeICcTBa

8.1.1 HanMoHAaIHH rPAHUYHH CTOHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS U GHOJOTHYHH FPAHUYHH CTOHHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.2. IlpenopbunTeTHN MPOIEYPH 32 HAOTI0CHHE
Hsma nammana nomsHATETHa HHGOPMAIHS

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa
Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.4. DNEL u PNEC

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

8.2.1. Iloaxoasi TeXHUYECKH KOHTPOJI

Tloaxoasiy TeXHHYEeCKH KOHTPOJI:
Jla ce cpxpansBa B 100pe npoBeTpuBo nomenieHne. OOGMKHOBEHO ce M3MCKBAT KAKTO MECTHA CMYyKAaTeJIHA BEHTIJIALMS, Taka M BEHTHIANUs Ha 00II0TO
MOMEIICHHUE.
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Nudopmanronen auct 3a 6€30macHOCT
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8.2.2. JIM4UHH Npeana3Hu CpeacTBa

8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

HsiMa HanmM4YHa TOIBJIHUATEIHA HHGOPMALUS
8.2.2.2. Ilpeana3BaHe HA KOKaTa

3amMTa HA KOKATA M TAJIOTO:
JlaGoparopHa npectuiika

3ammTa Ha pouere:
33.IJ_H/ITHI/I PBKaBUIA

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

Hsima HanmuuHa JOBIHUTEIHA I/IH(I)OpMaLlI/ISI

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima manmmana JOIIbJIHUTCITHA I/IHd)OpMaI_II/ISI

8.2.3. KoHTpo.1 Ha eKCHO3HIUATA B OKOJHATA cpeia

HsiMa HaimM4YHa TOMBJIHATETHA HHQOPMALIHS

3AEJI 9: ®u3uyHu 1 XUMHUYHU CBOMCTBA

9.1. Undopmanusi 0THOCHO OCHOBHHUTE (PM3MYHHM H XHMHYHH CBOHCTBA

ATperaTHo CbCTOSTHUE . Teuno

IBsT : He e HammuHO
Mupuc . He e manmuuno
I'pannnara Ha Mupuca . He e manmuuno
Touka Ha TOTIEHE : He e HammuHO
Touka Ha 3aMpb3BaHe : He e HammuHO
Touka Ha KUTIEHE : He e HammuHO
3anammmocT : He e Hanu4no
I'panuiy Ha €KCIUIO3UBHOCT : He e HammuHO
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e HanmuHo
T'opHa rpanua Ha €KCIIIO3UBHOCT . He e HanmuHo
TeMneparypa Ha pa3narane . He e HanmuHo
TeMneparypa Ha camo3arnanBaHe . He e HanmuHo
TeMneparypa Ha pasnagaHe : He e HanmuHo
pH . He e HanmuHo
Buckosuter, KHuHEMaTHYEH . He e HanmuHo
PasrBopuMoCT . Boga: 100 — 1000 g/I
KoedummeHT Ha pa3npenenenue: n-okranoi/sona (Log  : He e nammanO
Kow)

Hansrane na napute . He e HanmuHo
Hansrane ra mapute npu 50°C . He e manmuuno
IIreTHOCT . He e HanmuHo
OTHOCHUTENHA IUTBTHOCT . He e HanmuHo
OTHOCHTENHA MITBTHOCT Ha mapuTe npu 20°C . He e manmuuno
XapakTepUCTUKH HAa YaCTULIUTE : He e npunoxumo

9.2. Ipyra undopmaunus

9.2.1. Undopmanus BbB BPb3Ka ¢ KJacoBeTe HA (PU3MYHA ONACHOCT

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6e301macHOCT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.II/IF[
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PA3JEJI 10: CTa0HJIHOCT H PEaKTUBHOCT

CrabuseH npy HOPMAHH YCIIOBHS.

Hsma nammana nomsmanTenHa HHGOPMAIHs

He e uszBectHo.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma npu HopmanHa yrnotpe6a. Buokre Pasnern 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIA OaCHU M3IIApCHUS.

PA3JIEJI 11: TokcukoaoruaHa uHgopmanusi

Ocrtpa ToKCHYHOCT (OpaiHa) : He ce xnmacudunupa (Jlnncpamy nanam)

OcTpa TOKCHYHOCT (epMaiHa) . He ce xnmacudunupa (Jlurcpamy nanHm)

OcTpa TOKCHYHOCT (BJHILIBAHE) : He ce xnacudunupa (Jlnrcpamy nanHm)

Koposusroct/npasnene Ha koxara . IlpennsBuKBa Apa3HEHE Ha KOXKATa.

Cepno3HO yBpek/jaHe Ha OUHTE/IpasHEHEe Ha OUNTe . Ilpenn3BUKBa CEPHO3HO Apa3HEHE HA OUHTE.

CeHcnbunu3anys Ha AMXaTeIHUTE MBTUIA Wik Koxkata  ©  He ce knacuuuupa (Bs3 ocHOBa Ha HAIMYHNTE JAHHU HE Ca M3IIBJIHCHH KPUTEPUUTE 32
KkinacuHIpane)

MyTareHHOCT Ha 3apOAUIIHATE KIETKU : He ce xnmacuduumpa (JIuncpanum gaHH)

Kanmeporennoct : He ce xmacuduumpa (JIumncpamm nanam)

ToKcHYHOCT 3a pENpPOAYKIHATA . He ce xnmacudunmpa (Apyru yxazauns: CTOO (crenuduuHa TOKCHIHOCT 32 ONpEIeNeHH OpraHn) —
€THOKPAaTHA eKCITO3UIIHS)

CTOO (crenupuvHa TOKCHYHOCT 3a OMPEICTICHH : Moke na mpequ3BUKa Apa3sHeHe Ha AUXATETHUTE IBTUIA.

OpraHn) — eIHOKPATHA CKCTIO3HIIUS

CTOO (crenupudHa TOKCHYHOCT 3a OMPEICTICHH : Moxe fa NpUYMHU yBPEXK/IaHE Ha OPTaHUTE TIPU HPOIBIDKUTEIHA HIIH HOBTAPSIIIA CE CKCIIO3UIIUSL.

OpraHn) — IOBTaPsIIA CE EKCIO3ULIHS

JlombnauTenHa nHGOpMarus : CbIoBH HapyLICHUS

OnacHOCT NpH BJMIIIBAHE : He ce xnacuduuupa (B3 ocHOBa Ha HAIMYHUTE JAaHHHU HE Ca M3ITBJIHEHU KPUTEPUUTE 32
KkinacuHIpane)

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3EJI 12: Exojioru4yHa uH(popmanust

Exosnorust - 001110 . He npezacrasisiBa KOHKPETHA OMACHOCT 32 OKOJIHATA CPEJa.
OmnacHo 3a BOIHaTa cpesia, KpaTKocpoyHa (0cTpa) . He ce xmacudunmpa

OmnacHo 3a BOIHATa cpeJia, IBIrOCpOoYHa (XpOHHYHA) . He ce xmacudunmpa

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa HOMBIHUTEIHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 13: O0e3BpexaaHe HA OTHIAIbIHUTE

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 14: Undgopmauusi OTHOCHO TPAHCIIOPTUPAHETO

B cworBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cniucbka Ha OOH niau naeHTHGUKALTOHEH HOMeP

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HamMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Kiac(oBe) Ha OMacHOCT NPH TPAHCIIOPTHPAHE

He e npunoxumo I He e npunoxumo l He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo | He e npunoxumo l He e npunoxumo

Hsima nonbiHHUTENIHA HATMIHA I/IH(i)OpMaHPISI

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHcnopT 1o Mope
He e npunoxumo

Bb3aymen Tpancnopt
He e npunoxumo

He e npunoxumo
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15.1. CoenuguyHu 32 BeNIeCTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentu Ha EC

REACH IIpuio:xenne XVII (YcoBus 3a orpannyapaHe)

He ¢urypupa B [punoxenne XVII na REACH

REACH, IIpunoxenne XIV (Cnucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B ITpunoxernne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kananaar-BeecTsa

Pernament PIC (EC 649/2012, IlpeaBapuTe/iHo 000CHOBAHO ChIJIACHE)

Henpunoxumo.

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

Henpunoxumo.

PerinamMeHT 0THOCHO BellecTBa, KOUTO Hapymasat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B ciucbKa ¢ BeIecTBa, KOUTO HapymIaBat 030HoBus cioif (Permament EO 1005/2009): Heptaminol impurity A

PersiameHT OTHOCHO npeKkypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIOUEHO(H) B CIIUCHKA C TIpeKypcopy Ha B3puBHH BemecTsa (Pernmament EC 2019/1148 3a npeanaranero Ha ma3apa u ynorpedara Ha
HPEKyPCOPH Ha B3PUBHHU BEIIECTBA)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HAPKOTH4YHH BewlecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUeHO(H) B criuchka ¢ [Ipexypcopu Ha HapkoTnuHHTe BemecTsa (Permament EO 273/2004 oTHOCHO POM3BOJCTBOTO H ITyCKaHETO
Ha T1a3apa Ha ONpEJIeIeHH BEIECTBA, U30NI3BaHN 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTHYHH MIIH TICHXOTPOITHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaiM4YHa TOMBJIHATENHA HHQOPMALIHS

15.2. Onenka Ha 6€30MacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

PA3IEJI 16: Ipyra nungopmaunus

I[I'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIACHOCT:

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

H315 IIpenu3BuKBa Ipa3sHEHe HAa KOXKaTa.

H319 IIpenu3BuKBa CEpPHO3HO Apa3HEHE HA OYHTE.

H335 Moske fa mpear3BUKa Ipa3HeHe HA AUXATSIHUTE THTUILA.

H373 Moxe 1a IPUYMHK YBPEXKIaHe HAa OPraHUTE TPH MPOABIDKUTEIHA WK ITOBTAPSIA C& EKCIIO3UITHSL.

Skin Irrit. 2 Koposus/npa3nene na xoxata, Kateropus 2

STOTRE 2 CreruraHa TOKCHYHOCT 32 ONPE/IeIEHN OpraHy — IOBTapsIa ce ekcrosuius, Kareropus 2

STOT SE 3 CrernuuaHa TOKCHYHOCT 32 ONPEJICICHN OpraHy — eJHOKpaTHa ekcro3uiys, Kareropus 3, npasHeHe Ha IUXaTeTHUTE IBTHIIA

Wudopmanmonen iuct 3a 6e3onacuoct (M1J16), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpxaiia ce B To3u MHpOpMaIMOHeH JUCT 3a 6€30MacHOCT, € MOIyYeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
HaIeKIHH. Bhrpexn ToBa, HHQOpManusTa ce npegocTasst 0e3 HUKaKBa rapaHIis, H3pUYHA MM [OApa30uparia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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