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European Directorate  Direction européenne
for the Quality  de la qualité
of Medicines  du médicament
& HealthCare | & soins de santé CONSEIL DE 'EUROPE

PA3JIEJI 1: UnenTuduKALHSA HA BeIECTBOTO/CMeCTa M HA APYKECTBOTO/NPEeANPUSITHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoayKTa : BemectBo
HanmeHnoBanue Ha BEIECTBOTO : (1IRS,1'RS)-2,2'-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-benzopyran-2-yl]ethan-1-ol]
Kox Ha mponykra : 202100174

1.2. UnenTndunmpanu BUI0BE YIOTPe6a HA BELIECTBOTO HJIH CMECTa, KOUTO ¢a OT 3HAYEeHHe, 1 BHI0OBE YIIOTPeda, KOUTO He ce
Npenopb4YBaT

1.2.1. Unentudunupanu ynorpeoun

OcHOBHa KaTeropust Ha yrnorpeda : IIpoayKThT € mpeHa3HAYCH 3a U3CIICBAHNS, aHATH3M U HAYYHO-00pa30BaTEIHH LEIIH.
VYnorpeba Ha BemecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
OyHKIMS WK KaTeropus Ha ynotpeba : JlaGopaTOpHH XMMHUKAIIH

1.2.2. Ynorpedu, KOMTO He ce PenopbLYBaT

Orpannyenus 3a ynorpeba : Jla He ce u3nonssa : [Torurbuiane, Bauisane, Jlepmanto

1.3. [Togpo6Hu 1aHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHUS 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. TenedoHeH HOMep NMPH CHEIIHH CIyYan

TenehoHeH HOMep IIPHU CICIIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. KnacudunupaHe Ha BelIeCTBOTO HJIH CMeCTa

Kaacupuxauus B crorBercTBHe ¢ Persiament (EQ) Ne 1272/2008 [CLP]

Ocrtpa TokcuunocT (opaina), Kareropus 4 H302
Ocrtpa TokcuuHoCT (nepmaina), Kareropus 4 H312
Ocrtpa TokcuuHocT (utxan.), Kareropus 4 H332
OmnacHo 3a BOJHATa cpejia — XpOHWYHA OMACHOCT, KaTeropus 1 H410

3a menuus TekeT Ha H- 1 EUH-nipeaynpexxaenusTa 3a onacHoOCT: BX. paszaen 16

HebaaronpusitTiu pu3nKoXMMUYHHE epeKTH U HeOIATONPHATHH e()EeKTH 32 3iPABETO HA YOBEKAa M OKOJIHATA cpejia
OmpenernsiHe upe3 eKCIepTHO MHEHHE U TI0 CHJIaTa Ha JIOKa3aTesICTBa.

2.2. EneMeHTH Ha eTHKETA

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

IMukrorpamu 3a onacxoct (CLP)

¥

GHSO07 GHS09
Curnanna gyma (CLP) . BHumanue
Ipenynpexaenus 3a onacuoct (CLP) © H302+H312+H332 - Bpezaen npu norisluane, Mpy KOHTAKT ¢ KOYKaTa WIIH IPY BIMIIBAHE.
H410 - CunHO TOKCHYEH 3a BOJHUTE OPTraHH3MH, C JBITOTPacH eeKT.
Ipenopbku 3a 6e3omacHoct (CLP) : P261 - U36sarBaiite BOuIIBaHe Ha MpaX/MyLIeK/Ta3/IuM/U3IapeHHUsI/aepO30IIH.

P264 - Jla ce u3Mue phlieTe A0 JAKTUTE U JIMIETO CTapaTeHo ClIell yrnoTpeoba.
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(1RS,1'RS)-2,2'-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-
benzopyran-2-yl]ethan-1-ol]

WNudopmanroneH JucT 3a 6€301macHOCT
B chotBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

P270 - [la He ce size, mue WK MyILIH IIPY ynoTpe6a Ha NPOAYKTa.
P271 - Jla ce u3mnon3sa caMo Ha OTKPUTO HJIM Ha 100pe MPOBETPHBO MSCTO.
P273 - Jla ce n30srea u3nyckaHe B OKOJIHATa Cpe/a.
P280 - N3non3Baiite npeanasHu phKaBULH/IPEANA3HO 00IEKIO/IPena3sHi OYnIa/mpeana3Ha Macka
3a JMLe/IpeAa3Hy CPECTBA 3 3allUTa Ha CliyXa.
P301+P312 - [TPU IIOI'JIBLLIAHE: npu Hepasnonoxenue ce obaxere B IEHTBP I10
TOKCHKOJIOI' VIS unu Ha nexap.
P302+P352 - TP KOHTAKT C KOXATA: Usmuiite o6uiHo ¢ Boja.
P304+P340 - [TP BANIIIBAHE: V3Benere MUIeTO HA YUCT BH3AYX U IO MOCTABETE B IO3MLIK,
yJIeCHsBaIlA AULIAHETO.
P312 - Ilpu Hepasnonoxenue ce obanere B LIEHTHP I10 TOKCUKOJIOT' VA nnu Ha nekap.
P321 - CrienpanusupaHo jedeHue (BXK. AOMBIHUTETHA HHCTPYKIHS 32 MbPBA MOMOLL Ha TO3U
€THKET).
P330 - U3mnakuere ycrara.
P362+P364 - Canere 3aMbpCeHOTO OOJICKIIO U IO U3MEpETe MPEAN MOBTOPHA ynoTpeda.
P391 - Csbepere pa3asaroTo.
P501 - CpappixaHHETO/CHABT Ja CE U3XBBPIIM B IIYHKT 32 CHOUpaHe Ha OMACHH HJIM CIELHATHI
OTHaJblH, B CbOTBETCTBUE C MECTHHUTE, PETHOHAIHH, HALIMOHAIHY U/HITH MEKyHAPOJHH
pasnopenou.

EtukeTrpaHe B ChOTBETCTBHE C: H3KJIIOUCHHMS 3@ BTPELIHN OITAKOBKH, KOraTo ChAbPKAHUETO He npeBuirasa 10 ml

He ce u3nckBa eTuKeTHpaHe

2.3. JIpyru onacHoCTH

Hsima Hanu4Ha JOIBIHUTEIIHA HH(bOpMaLH/Iﬂ

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B CbOTBETCTBHE C
MPOAYKTA Permament (EO) Ne 1272/2008 [CLP]

(1RS,1'R8)-2,2"-azanediylbis[1-[(2SR)-6-fluoro-3,4- - <100 Acute Tox. 4 (opamua), H302 (ATE=500

dihydro-2H-1-benzopyran-2-yl]ethan-1-ol] mg/kg TeecHo Tero)

Acute Tox. 4 (nepmanna), H312 (ATE=1100
mg/Kg TeIecHo Tero)

Acute Tox. 4 (uaxananuonHa), H332
(ATE=1.5 mg/l/4h)

Aquatic Chronic 1, H410

3a menuus TekeT Ha H- 1 EUH-nipeaynpexxaenusTa 3a onacHoOCT: BX. paszaen 16

3.2. Cmecn

He e npunoxumo

PA3/IEJI 4: Mepku 3a bpBa OMOIIL

4.1. OnucaHue Ha MEPKHUTE 32 MbPBA MOMOIIY

H’BpBa oMol IIPHU KOHTAKT C KOKaTa . I[a C€ OTCTpaH!U MAaKCUMAJIHO 4YpE3 HSGBpCBaHC (C YHUCTa U MCKa MOoIhBalla m,pna).
H’BpBa oMol IIPpA KOHTAKT C OYUTE . M3makHeTe ouyHTe C BOjIa KaTo npeanasHa Mspka.

4.2. Haii-cbecTBeHun OCTPH U HACTBIIBALIU CJIe/l U3BECTEH NE€PUO] OT BpeMe CUMIITOMU U e(l)eKTll

Hsima Hanmana JOITBJIHUTEITHA PIH(bOpMaLH/ISI

4.3. Yka3aHue 32 HEOOXOHMOCTTA OT BCSIKAKBH HEOTJI0KHH METUIIUHCKH T'PHKA U CIICIHATHO JICYCHH e

Hsima Hanmana JOITBJIHUTEITHA PIH(bOpMaLH/ISI

03/04/2023 ([lata Ha u3aBane) BG (6warapeku) 2/9



(1RS,1'RS)-2,2'-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-
benzopyran-2-yl]ethan-1-ol]

WNudopmanroHeH JucT 3a 6€301macHoCT
B chotBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

PA3JIEJI 5: IlpoTuBONOKApHHU MEPKH

TToaxopsuu TI0XKapoTaCUTCIIHU CPEACTBA . Opesuto 3a 3aracsiHe Ha OI'bHSI.

OnacHocT OT Hoxap : Bwx naparpad 2.2.

I/IHCT‘pyKHHI/I 3a raceHe Ha IoXapu . I{a C€ U3M0J13BaT CPEeACTBA, IIOAXOAAIIHN 32 rAaCCHE Ha I10Kapu B ChCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

6.1.1. 3a nepcoHaJ1, KOWTO He OTrOBapsi 32 CHEIHH CJIy4an

ABapHﬁHPI IJIAHOBC . I[a ce n30srBa BCIKAaKBa M3JIMIIHA CKCIIO3HUIHAA.

6.1.2. 3a TMnaTa, OTTOBOPHH 32 CHEINHHU CIy4Yan

Hsma nanuyHa noneHUTENHAa HHGOPMAUSL

Hsma nanuyHa noneHUTENHAa HHGOPMAUSL

Hsima Hanu4Ha JOMBIHUTENHA HHYOPMAIIHS

Hsima HanmuuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

PA3JIEJI 7: O0pa6oTka u chbXpaHeHHe

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Bumx maparpag 1.

PA3JIEJI 8: KoHTpoJ Ha eKCIO3MIMATA/JINYHH NPeANa3Hi CPeacTBa

8.1.1 HannoHAa/IHU TPAHHYHH CTO{HOCTH HA NPO(eCHOHAIHA eKCIO3HIU 1 OHOJIOTHYHH IPAHUYHH CTOHHOCTH

Hsma HanuvHa 1OTBIHUTETHA HHGOPMALIUS

8.1.2. IlpenopbYMTETHH NPOLEAYPH 32 HAGII0JeHHE

Hsima HanmuHa JONIBIHUTEIHA PIH(bOpMaI.II/ISI

8.1.3. O6pa3yBat ce 3aMBbPCHTE/IH HA BB3yXa

Hsma HanuvHa 1OTBIHUTETHA HHGOPMALIUS
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(1RS,1'RS)-2,2'-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-
benzopyran-2-yl]ethan-1-ol]

WNudopmanroneH JucT 3a 6€301macHOCT
B chotBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

8.1.4. DNEL n PNEC

Hsama Hannyna JOITBJIHUTCIIHA I/IHd)OpMaIII/ISI

8.1.5. Perysimpane upe3 o6xBartu (control banding)
Hsma HanuuHa 10mbJIHUTETHA MHBOPMaLUs

8.2. KoHTpo.I HA eKCO3NIUATA

8.2.1. Tloxxoasiy TeXHUYECKH KOHTPOJI

MMoaxoasi TeXHUYECKH KOHTPOJI.
I[a C€ CbXpaHsiBa B z[oGpe IPOBETPUBO IOMEILICHUE. OOHUKHOBEHO CE U3MCKBAT KaKTO MECTHA CMYKaTeJIHa BEHTWIallys, TaKa U BEHTUJIALUs Ha 00110TO
TIOMEUICHHUE.

8.2.2. JIu4HM npeana3sHu CpeacTBa

8.2.2.1. 3amuTa HA OYHTE U JTHUIETO

Hsima Hanu4Ha JOMBbIHUTEIHA HHPOPMALHS
8.2.2.2. IlpennazBaHe Ha KOKaTa

3amuTa Ha KOXKATA M TAJIOTO:
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 HanuvHa ZOMBJIHUTETHA HHPOPMALUS

8.2.3. KoHTpoJI Ha eKCIIO3HIUATA B OKOJIHATA cpeja

Hsima Hanu4yHa JOMBIHUTEIHA I/IH(l)OpMaLH/Iﬂ

3AEJI 9: ®u3u4HU U XUMHUYHHU CBOICTBA

9.1. Undopmanusi OTHOCHO OCHOBHHMTE (PM3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo ChCTOSHUE : TBBPIO BEIIECTBO
IBsT . He ¢ HamuunOo
Mupuc : He e nanuuno
I'panuuaTa Ha Mupuca : He e nanuuno
Touka Ha TONeHe . He e HanuuHO
Touka Ha 3aMpb3BaHe : He e HanuyHO
Touka Ha KUTICHE . He e HanuuHO
3ananumoct : He e HanuyHO
I'paHHIM Ha EKCIIO3UBHOCT : He e npunoxumo
JloyiHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpaHHMIa Ha €KCIUIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3iarase : He e npunoxumo
Temmneparypa Ha camo3amnajiBaHe : He e npunoxumo
Temneparypa Ha pa3najgaHe . He e HanuuHo
pH . He e Hanmnuno
pH pasrBop : He e nanuuno
Bucko3uTET, KHHEMATHUCH : He e npunoxumo
PazrBopumoct . He e Hanu4yHO
Koedurment Ha pasnpenenenue: n-okranoin/soaa (Log  : He e HanuuHO
Kow)

Hansrane Ha napure . He e Hanu4yHO
Hansrane na napure npu 50°C © He e Hanuuno
IlreTHOCT . He e HanuyHO
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(1RS,1'RS)-2,2'-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-
benzopyran-2-yl]ethan-1-ol]

WNudopmanroHeH JucT 3a 6€301macHoCT
B chotBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

OTHOCHTEIIHA IITBTHOCT : He e Hanmuuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C . He e npunoxumo
Pasmep Ha yacTuiure : He e Hanuuno

9.2.1. Uudopmanus BLB BPb3Ka ¢ KJacoBeTe HA (PU3NYHA ONIACHOCT

Hsma nanuyHa noneiHUTeNHa HHGOPMAUSL

9.2.2. JIpyru XxapaKTepUCTHKH 32 (€30IacHOCT

Hsma nanuvHa 1oneIHUTENHA HHGOPMALUST

PA3EJI 10: Cta0uir U PEAKTHBHOCT

CrabuiieH py HOPMaJIHH YCIIOBHS.

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

He e uszBectHo.

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

Hsma npu HopmanHa ynotpe6a. Buskre Pasnen 7.

HpPI 3arpsiBaHe 10 TOYKAaTa Ha pasrpaXaaHe OTACJIA OITaCHU U3IapCHUS.

PA3JIEJI 11: ToxkcukoioruuHa nHopmanus

Octpa TOKCHYHOCT (OpanHa) : Bpenen npu nornsuiane.
OcTpa TOKCHYHOCT (iepMaiHa) © BpeneH npu KOHTaKT ¢ KOXaTa.
OcTpa TOKCUYHOCT (BIHILIBAHE) . Bpenen npu BauiBase.
KoposuBHoct/npa3HeHe Ha KokaTa : He ce xnacudumpa

Cepno3HO yBpek/jaHe Ha OUNTe/IpasHeHe Ha OYNTe . He ce kmacudummpa
Cencubunmsamys Ha AUXaTeIHATE IBTUINA WK Koxkata | He ce knmacudunupa
MyTareHHOCT Ha 3apOJMIIHATE KICTKU : He ce xnacuduimpa
Kanneporennoct : He ce knacudpummpa
TOKCHYHOCT 3a pEeNpoayKIHATa . He ce knacudumpa

CTOO (cnenn¢puyHa TOKCHIHOCT 32 OTIPEJIEIeHH . He ce kmacudummpa

OpraHy) — eTHOKPATHA eKCIO3HIVS
CTOO (cnenuduuHa TOKCHYHOCT 33 ONPEICIICHN . He ce knacudummpa
OpraHu) — MOBTApSIIA C& eKCIIO3UIIHS

OmnacHOCT IIpH BAUIIBaHE : He ce knacudpummpa

Hsma HanuvHa 1OTBIHUTETHA HHOOPMALIUS
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(1RS,1'RS)-2,2'-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-
benzopyran-2-yl]ethan-1-ol]

WNudopmanroneH JucT 3a 6€301macHOCT
B chotBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

PA3J/IEJI 12: Exojiornyna nHpopManus

12.1. TokcuuHOCT

Exounorus - 00110
OnacHo 3a BOJHATa cpejia, KpaTkocpouHa (ocTpa)
OnacHo 3a BOAHATa cpelia, IbIAroCpoYHa (XpOHUYHA)

. He NPEACTaBIABa KOHKPETHA OMACHOCT 3a OKOJIHATa cpeaa.

: He ce xnacudpummpa

: CHIIHO TOKCHYEH 3a BOJHUTE OPraHU3MH, C JbJITOTPAcH eKT.

He ce pasrpaxna 6bp30

12.2. YcTOWYUBOCT H pa3rpaiuMocT

Hsima Hanu4yHa JOIBIHUTEIIHA PIH(bOpMaLH/IH

12.3. BuoakyMy.JIHpaIna crnocooHoCT

Hsima Hanu4Ha JOIBIHUTEIIHA PIH(bOpMaLH/IH

12.4. TIpeHocuMoOCT B OYBATA

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

12.5. Pe3yaratu ot onenkara Ha PBT u vPvB

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaI_II/BI

12.6. CoiicTBa, HapymaBany GyHKIHHATE HA eHAOKPHHHATA CHCTEMA

Hsma HanuuHa HOMBJIHUTENHA HHPOPMALUS

12.7. Ipyru He6J1aronpusaiTHH eeKTH

Hsma HannuHa DOMBJIHUTETHA MHBOPMALUs

PA3JIEJI 13: OGe3BpexaaHe Ha OTHATBLUHUTE

13.1. MeToau 32 TpeTHPAaHe HA OTHAXbIH

Hsma HanuyHa DOMbJIHUTETHA HHBOPMALUs

PA3JIEJI 14: Undopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B croterctBue ¢ ADR / IMDG / IATA

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH naun naeHTHUKANOHEH HOMEP
UN 3077 UN 3077 UN 3077

14.2. Touno HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

BEIIIECTBO, OITACHO 3A OKOJIHATA
CPEJIA, TBBP/IO, H.Y K.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Onucanune Ha TPAHCHOPTHUTE JOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,

OKOJIHATA CPEJIA, TBBPIO, HV.K.,, 9,11, (-) | SUBSTANCE, SOLID, N.O.S., 9, Ill, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCIIOPTHPAHE
9 9 9
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(1RS,1'RS)-2,2"-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-

benzopyran-2-yllethan-1-ol]

WNudopmanroneH JucT 3a 6€301macHOCT
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ADR

IMDG

14.4. OmakoBBbYHA rpyna

14.5. OnacHocTH 32 0KOJIHATA cpeja

OnacHo 3a okosiHara cpeza: [la

OnacHo 3a okosiHara cpeza: [la
Mopcku 3ambpeuten: [la

OnacHo 3a okoJiHaTa cpena: Ja

Hsma JOITBJIHUTECIIHA HAJIMIHA I/IH(bOpMaIII/[ﬂ

14.6. CnenmanHu npeana3sHi MePKH 32 MOTPeOHTeIHTe

CyxonbTeH TPaHCHIOPT

Knacudukanyonen xox (ADR)

Cneruanau pasnopenou (ADR)

Orpannuenu konnuectsa (ADR)

W3kimouenn konuyectsa (ADR)

OmnakoBbuHH HHCTPYKIMH (ADR)

Crienmaiiu onakoBbuHH pasnopendu (ADR)

Cmecenu onakoBky (ADR)

WHeTpyKuuu 3a IPEHOCUMH LIUCTEPHU U KOHTEHHEpH 3a
HacunHu ToBapu (ADR)

CrienpiatHi pa3nopeadu OTHOCHO MPEHOCHMH LUCTEPHU
1 KOHTeiHepH 3a HacurHu ToBapu (ADR)

Konose 3a nucrepau (ADR)

ITpeBo3HO CpesICTBO 3a MPEBO3 B LIUCTEPHU
Tpancnoprha kareropus (ADR)

CreruanHu pasnopenbu 3a npesosa - OnakoBku (ADR)
Crienanau pasnopendu 3a npesos - Hacumxo
cberosiHue (ADR)

CrienaiHu pasnopeady 3a IpeBo3 - TOBapeHe,
pasroBapBate 1 o6paboTka (ADR)
Wnentudukannonen Homep 3a onacHoct (Kemnep No.)
OpamxeBu Tabenu

Kon 3a tynennu orpannuenus (ADR)

TpancnopT o mope

Crnennanuu pasnopenou (IMDG)

Orpannuenu konuuectsa (IMDG)

Wzkirouenn konnyecta (IMDG)

Onakobunu uHcTpyKIuu (IMDG)

Crienmaniu pasnopenodu 3a onakoBane (IMDG)
IBC onakopwsunu uacTpykipu (IMDG)

IBC cneunannu paznopenou (IMDG)
Wucrpykuunu 3a nucrepuu ( IMDG)
Crniennanuu pasnopendou otHocHo nucrepuu (IMDG)
EmS-Ne (IToxap)

EmS-Ne (Pasnus)

Kareropus Ha ToBapene ( IMDG)

Cknagupane u oopadorka (IMDG)

: 5kg

: 5kg

M7
274, 335, 375, 601

El

P002, IBCO8, LP02, R001
PP12, B3

MP10

. T1, BK1, BK2, BK3
. TP33

. SGAV, LGBV
AT

© 3

. V13

: VC1,VvC2

Cv13

: 90

90
3077

274, 335, 966, 967, 969

El

LP02, PO02

PP12

1BCO8

B3

BK1, BK2, BK3, T1

. TP33

F-A

. S-F
A
. Sw23
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(1RS,1'RS)-2,2'-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-
benzopyran-2-yl]ethan-1-ol]

WNudopmanroneH JucT 3a 6€301macHOCT
B chotBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

Bob3gymien Tpancnopr

PCA Uzkmouenu kommaectsa (IATA) © El
PCA OrpaHn4eHH KOJIHYECTBA IIBTHUYECKU CaAMOJIET H © Y956
xapro (IATA)

PCA MakcuMajHO HETHO KOJIMYECTBO 32 OTPaHUYCHO . 30kgG
KOJIMYECTBO ITBTHHYECKH camoieT U kapro (IATA)

PCA UncTpyKimu 3a OllakoBaHe TbTHAYECKH camonet 956
kapro (IATA)

PCA MakcuMamHo HETHO KOJHYIECTBO MTHUYECCKU : 400kg
camoriet u kapro (IATA)

Wncrpykunu 3a omakoBane camo kapro (IATA) : 956
MakcuMaTHO HEeTHO KoindecTBO camo kapro (IATA) : 400kg
Cnermanau pasnopentu (IATA) 1 A97, A158, A179, A197
ERG xoz (IATA) © 9L

14.7. Mopclm TPAHCHOPT HA TOBAPU B HACUIIHO CHbCTOSAHUE CHIJIACHO HHCTPYMEHTH Ha Mem;[yﬂapozmaTa MOPCKa OpraHusanus

He e nmpunoxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOPpMAaTHBHATA ypenoda

15.1. CienpuuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPe0a/3aK0OHOATEICTBO OTHOCHO $€301MaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ipuao:xenne XVII (YcinoBusi 3a orpannyaBaHe)

He ¢urypupa B IIpunoxenne XVII nra REACH

REACH, ITpunoxenne XIV (Cnucbk Ha BellecTBAaTa 3a pa3pemiaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaart-seuectsa (SVHC)

He ¢urypupa B cinceka Ha REACH ¢ xanannar-BeniecTsa

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

Henpunoxumo.
Peraament otHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTETH)
Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapywmaBat 030HoBu# cioii (EC 1005/2009)

He ¢urypupa B cricbka ¢ BenecTsa, KOUTO Hapymasat o30HoBHs ciaoit (Permament EO 1005/2009): (1RS,1'RS)-2,2"-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-
2H-1-benzopyran-2-yl]ethan-1-ol]

Per;iaMeHT 0THOCHO NpeKypcopuTe Ha B3puBHU BemecTBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIOYEHO(M) B CIUCHKA ¢ MPeKypcopH Ha B3puBHU BenecTBa (Pernmament EC 2019/1148 3a npenaraneto Ha na3apa 1 ynorpebara Ha
MPEKypCOpH Ha B3PUBHH BELIECTBA)

PerjiaMeHT 0THOCHO NPeKypPCOPUTE HA HAPKOTUYHHU BewlecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B cIUChKa ¢ [Ipexypcopu Ha HapkoTnaHUTe BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO H ITyCKAHETO
Ha Ta3apa Ha OIpeJieJICHH BEIECTBa, H3MI0I3BaHHU 32 HE3aKOHHO IIPOM3BOICTBO Ha HAPKOTUYHHU MU IICUXOTPOIIHH BEIECTBA)

15.1.2. HauuoHaJHu pa3nopenou

Hsima Hanmmana JOITBJIHUTEITHA I/IHq)OpMaI_H/ISI

15.2. Onenka Ha 0e30mMacHOCT HA XHMHYHOTO BEIeCTBO HJIH CMeC

Hsima Hanmana JOITBJIHUTEITHA I/IHq.)OpMaI_II/[ﬂ
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(1RS,1'RS)-2,2'-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-
benzopyran-2-yl]ethan-1-ol]

WNudopmanroneH JucT 3a 6€301macHOCT
B chotBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

3AEJI 16: Ipyra undopmanus

[I'bnen Ttexker na H- u EUH-npenynpeskieHusiTa 3a 0IacHOCT:

Acute Tox. 4 (zepmaiiHa) Octpa Tokcu4HOCT (nepmanna), Kareropus 4

Acute Tox. 4 Ocrtpa TokcuuHOCT (MHXa.), Kareropus 4

(MHXaJTalMOHHA)

Acute Tox. 4 (opanma) Ocrtpa TokcuuHOCT (OpainHa), Kareropus 4

Aquatic Chronic 1 OmnacHo 3a BOJHATA Cpe/ia — XPOHUYHA ONACHOCT, Kareropust 1
H302 Bpezen npu moriblaHe.

H312 Bpenen npu KOHTaKT ¢ KOXKaTa.

H332 Bpenen npu BaumBane.

H410 CHITHO TOKCHYEH 33 BOJAHUTE OPraHU3MH, C JBITOTpacH e(eKT.

Wndopmarmonen auct 3a 6e3onacHoct (1JIb), EC

OTKA3 OT OTTOBOPHOCT UupopmarusTa, chrbpikaiia ce B To3u MHOpMaIMOHEH JUCT 3a 0€30MaCHOCT, € MOIyYeHa OT U3TOUHHIH, KOUTO CMTaMe 32
HaJeKIHU. Berpeku ToBa, HHpOpManusTa ce IPefocTaBs 0e3 HUKAaKBa rapaHIys, H3pUYHA MU OApa30upaa ce, OTHOCHO HeiHAaTa KOPEKTHOCT
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