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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 : (1RS)-3-(methylamino)-1-phenylpropan-1-ol
Kon Ha mponyxra : 201900180

1.2. UnenTudnuupanu BUAOBE YHOTPe6a HA BENIeCTBOTO WM CMeCTa, KOMTO ca OT 3HAYeHHe, H BHAOBE YOTpe6a, KONTO He ce
NnpenopbL4YBaT

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYCH 32 U3CIICIBAHMS, AaHAIM3H 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 IOCTABYHKA HA HH()OPMAMOHHHUS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacudunupane Ha BelIeCTBOTO HJIM cMecTa

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

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

Hebnaronpusitau pusnkoxumMuyamn edexT U HedIaronpusTHU edeKTH 3a 31PaBeTO HA YOBEKA U OKOJIHATA cpeJa
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)

GHSO07
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noribsiuane.
IMpenopsku 3a 6e3omacuHoct (CLP) : P301+P312 - TTPU TTOT JIBIIIAHE: He3a6asHo ce o6anere B IEHTHP ITO TOCKUKOJIOT U win

Ha JI€Kap Ipu HEPA3IIOJIOKECHUE.
ETI/IKCTHpaHe B CbOTBETCTBUE C: U3KJIIFIOUCHHUSA 32 BBTPCIIHN ONTAKOBKHU, KOIaTO ChABPIKAHUETO HE IIPEBUILIaBa 10 ml
He ce n3ucksa €TUKETUPaHE

2.3. Ipyru onacHocTH

Hsma HanmyHa JOMbIHUTENTHA HHOOPMALUS
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PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTAaBKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
(1RS)-3-(methylamino)-1-phenylpropan-1-ol - <100 Acute Tox. 4 (opanna), H302 (ATE=500
mg/kg TesecHo Terio)

3a mbanus Texet Ha H- 1 EUH-npenynpesxaenusra 3a onacHOCT: BXK. pasnei 16

He e npunoxumo

IIppBa momoI Mpu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHM MaKCHMAJIHO 4pe3 N30bpcBaHe (C YMCTa M MeKa MONMBAMIA KbpIa).
IIppBa momoI pu KOHTAKT C OYUTE : M3mmakHeTe o4nTe ¢ BOJa KaTo Mpe/a3Ha MApKa.

Hsma HanmaHa gonmbIHHUTENHA HHOOPMALUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKHU

TToaxoasiu TIOKapoOTaCUTEIIHA CPEACTBA : Opesiy1o 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT HoXap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MOXapu . I[a C€ U3MOJI3BAT CPEACTBA, MOAXOAAIIHN 3a raCECHE Ha IMOXKapHu B CbCEICTBO.

PA3IEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

6.1.1. 3a mepcoHa, KOWTO He OTrOBAPSI 32 CIEUIHH CJIyYan

ABapPIﬁHH IIJTAaHOBC . I[a ce u30srBa BCSIKAKBa M3JIMIITHA CKCITIO3UIHA.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIydYan

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH
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Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3JIEJI 7: O6pa6oTka 1 CbXpaHeHHne

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Bk maparpag 1.

0J1 HA eKCIO3UIHUSITA/THIHA NpearnasHu CpeacTrna

8.1.1 HanuoHaTHU TPAHMYHH CTOHHOCTH HAa MPO(EeCHOHATHA eKCTO3HINA M OHOJIOTHYHYI FPAHHYHH CTOHHOCTH

Hsima HaymuHa JOMBIHUTENHA HHPOPMALHS

8.1.2. [IpenopbYNTETHY MPOLETYPH 32 HAGTIOIeHHE
Hsima HaymuHa OIBIHATEIHA HHPOPMALHS

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

8.1.4. DNEL u PNEC

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.2.1. Moaxoasiu TEXHUYECKH KOHTPOJI

TMoaxoasig TEXHUYECKH KOHTPOJI:
Ha C€ CbXpaHsABa B )106pe NPOBETPUBO IMOMCIIICHUEC. OOMKHOBEHO C€ U3UCKBAT KAKTO MECTHA CMyKaTC/IHa BCHTUIALUA, TaKa U BECHTUJIallUA Ha 06H.IOT0
IIOMEIICHUE.

8.2.2. JImunm mpeana3Hu cpeicTBa

8.2.2.1. 3amuTa HA OYHTE U JHIETO

Hsima Hasm4Ha TOTBIHATETHA HHGOPMALIHS
8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa HA KOKATA H TSJIOTO:
Jlaboparopra nmpecTrika

3ammTa Ha pbIeTe:
3auuMTHA PHKABUIIN

8.2.2.3. 3amuTa HA AUXATETHUTE MHTHIIA

Hsima HayM4Ha TOTBJIHUTETHA I/IH(I)OpMaI.H/ISI

8.2.2.4. TepMHUYHH OIIACHOCTH

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

8.2.3. KoHTpoJI Ha eKCIIO3HIHSATA B OKOJIHATA Cpela

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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PA3AEJI 9: ®u3u4yHM 1 XUMUYHH CBOHCTBA

ArperaTtHo chCTOSHUE : TBBpOoO BemecTso
st : He e Hanuyno
Mupuc . He e nanuuno
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToneHe : He e Hanuyno
Touka Ha 3aMpB3BaHe . He e nanuuno
Touka Ha KuIeHe : He e HanmuyHO
3amanumocT . He e nanuuno
I'panuiy Ha €KCIIIO3UBHOCT . He e npunoxumo
JlonHa TpaHKIIa Ha eKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCITTO3UBHOCT . He e npunoxumo
Temmneparypa Ha pasnarane . He e npunoxumo
Temmeparypa Ha camo3ananBaHe . He e npunoxumo
TeMneparypa Ha pa3znajgaHe : He e Hanmu4HO
pH : He e Hanu4yHO
pH pastBop : He e Hanmu4HO
Bucko3urer, kuHEMaTuueH : He e npunoxumo
PasrBopumoct : He e Hanmu4HO
Koeguiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e HammgsO
Kow)

Hansrane Ha napure : He e Hanmu4HO
Hansrane na nmapure npu 50°C . He e nanmmano
IlmsTHOCT . He e nannuno
OTHOCHTEINHA ITBTHOCT . He e HammunO
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yacTunure : He e Hanmu4HO

9.2.1. Undopmanus BB BPb3Ka ¢ KJIacoBeTe Ha (PH3UYHA ONACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

CraluseH npy HOPMAJHHU YCIIOBHSL.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

He e uszBectHO.

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsma npu HopmanHa yrotpe6a. Broxre Pasnen 7.

HpI/I 3arpsBaHe 10 TOYKaTa Ha pasrpaxjaHe OTACII OITaCHU HU3IIapCHUS.
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(1RS)-3-(methylamino)-1-phenylpropan-1-ol

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

OKCHKOJOTHYHa HHq)OpMaIIHﬂ

OcTpa TOKCHYHOCT (OpaJHa) Bpenen npu norasuiane.

OcTpa TOKCHYHOCT (JepMaiHa)

OcTpa TOKCHYHOCT (BJHILIBAHE)

KoposuBHOCT/ Ipa3HeHe Ha KoXKaTa

CepHo3HO yBpeK/jaHe Ha OUMTE/IpasHEHEe Ha OUHUTE
CeHcnbuIu3anus Ha AUXaTEIHUTE IBTHILA HIIH KOXKaTa
MyTareHHOCT Ha 3apOJULIHUTE KIETKU
KanneporesHoct

ToKCHYHOCT 3a PEHPOAYKLHATA

CTOO (cneuuuvHa TOKCHYHOCT 32 OIPEICICHI
OpraHu) — eJJHOKPATHA CKCIIO3ULIUS

CTOO (crneunuvHa TOKCHYHOCT 32 OIPEICICHI
OpraHu) — IOBTapsIIIA CC EKCIO3ULIHS

OmnacHoct IIpy BAUIIBAaHE

He ce xnacu¢uimpa
He ce xnacu¢uimpa
He ce xnacu¢umpa
He ce knacudunupa
He ce knacudunupa
He ce xnacuduimpa
He ce xnacuduimpa
He ce knacudunupa
He ce xnacudunupa

He ce xnacudunupa

He ce xnacudmmpa

Hsma HanmuaHa gonbIHHUTENHA HHOOPMALUS

PA3JIEJI 12: Exonoru4yHa ungopmanus

Exonorus - 06mo
OmacHo 3a BoHaTa cpesia, KpaTKOCpoUuHa (0CcTpa)
OmnacHo 3a BOAHATa cpesia, JBIrOCPOYHa (XPOHHYHA)

He npercrapisiBa KOHKPETHA ONACHOCT 3a OKOJIHATA CPEJia.
He ce xnacudmimpa
He ce xnacudmmpa

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HOMBIHUTETHA HHPOPMAIIHS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3IEJI 13: O0e3BpeskaaHe HAa OTHagbLHUTE

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

PA3EJI 14: Uadopmanus OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTere ¢ ADR / IMDG / IATA
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(1RS)-3-(methylamino)-1-phenylpropan-1-ol

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

ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep

He e npunoxumo ‘ He e npunoxxumo ‘ He e npusnoxumo

14.2. Touno HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxxumo ‘ He e npuinoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCHIOPTHPAaHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBb4YHa rpyna

He e npunoxxumo ‘ He e npunoxxumo ‘ He e npusnoxumo

14.5. OmacHocTH 32 OKOJHATA cpea

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOpMALHS

14.6. CienquaaHu mMpeAna3sHA MepPKH 32 MOTPedHTeIHTe

CyxombTeH TPAHCNOPT
He e npunoxumo

Tpancnopr no mope
He e npunoxumo

Bu3aymen Tpancnopr
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeskIyHApOIHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3IEJI 15: UHdopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cl'le].lll(l)l/l'-ll-ll/l 3a BeIIECTBOTO HJIK CMECTa HOPMATHBHA ypenﬁa/3akononaTe.ﬂcTBo OTHOCHO 6e30ﬂacHOCTTa, 3ApPaBE€TO U OKOJIHATAa
cpena

15.1.1. Pernamentn Ha EC

REACH IIpuao:xenne XVII (YciaoBus 3a orpaHnyaBaHe)

He ¢urypupa B [Tpunoxernne XVII nva REACH

REACH, ITpuaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3peuiaBaHe)

He ¢urypupa B [punoxenue XIV na REACH (Cruchk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaat-semiectsa (SVHC)

He ¢urypupa B crimceka Ha REACH ¢ kanpunaT-emectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)
Henpunoxumo.

Pernament orHocHo YO3 (EC 2019/1021, YcToliunBH OPraHuYHHA 3aMbpPCHTEIH)
Henpunoxumo.

PersiaMmeHT 0THOCHO BelecTBa, KOMTO HapymaBat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B ciucbka ¢ BelecTBa, KOUTO Hapymasar 030H0Bus cioil (Permament EO 1005/2009): (1RS)-3-(methylamino)-1-phenylpropan-1-ol

PerinameHT 0THOCHO mpeKypcopuTe Ha B3puBHU BemecTsa (EC 2019/1148)

He cpappika BemmecTBo(a), BKIIIOYEHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npeiaranero Ha nasapa H yrnorpebara Ha

HPEKYPCOPH Ha B3PUBHH BEIECTBA)
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(1RS)-3-(methylamino)-1-phenylpropan-1-ol

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

PeryiaMeHT OTHOCHO NpeKypcopuTe Ha HAPKOTHYHHM BemlecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIItoYeHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTuunuTe BemecTBa (Pernament EO 273/2004 0THOCHO IPOM3BOICTBOTO U IIYCKaHETO
Ha 11a3apa Ha OIPEJICIICHH BEIECTBA, U3MO0JI3BAHN 32 HE3aKOHHO MIPOM3BOJICTBO HA HAPKOTUYHH HIIM IICUXOTPOITHH BEILECTBA)

15.1.2. HanuoHaHU pa3nopendu

Hsma Hanmm4Ha JOMBIHUTENTHA HHOPMALUS

5.2, OueHka HA 0€30MACHOCT HA XHMHUYHOTO BelIeCTBO HJIM CMeC

Hsma HanmmvHa JOMBIHUTENTHA HHOPMALUs

PA3J/IEJI 16: Apyra uadopmanus

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

Acute Tox. 4 (opaiHa) Ocrtpa TokcnutocT (opaina), Kareropus 4

H302 Bpenen npu norasinane.

Wudopmanmonen et 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusita, chabpxaiia ce B To3u VHbopmaoneH aucT 3a 6€30MacHoCT, € MoJIy4eHa OT W3TOYHHIIU, KOUTO CMSITaMe 3a
HaJgexXIHU. Berpeku ToBa, nHpopManusTa ce IpeaocTans 6e3 HUKaKBa rapaHLUs, U3pUUHA WIH HOApa30Hpalla ce, OTHOCHO HelfHaTa KOPEKTHOCT
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