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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 . Deferasirox

Kon Ha mponyxra : 201700610

CHHOHUME . Deferasirox, salts, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 3a H3CIICIBAHMS, AHAIM3H U HAYIHO-00PA30BATEHH IIETH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbinane, Baumane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS 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 CHELIHH CIIY4aH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
Crerudryaa TOKCHIHOCT 32 ONPE/IeIeHN OpTraHy — IIOBTapsIla ce ekcrosumus,  H372
Kateropus 1

OmacHo 3a BOHATA cpesia — OCTpa OMAacHOCT, KaTeropus 1 H400
OrmacHo 3a BOAHATA cpefia — XPOHMYHA OIIACHOCT, KaTeropus 1 H410

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

Hebnaronpusitau pusnkoxumMuyHu eekTH U HeGIaronpusTHU eeKTH 32 31PaBeTo HAa YOBEKA U OKOJIHATA cpejJa
OmnpezensiHe Ype3 eKCIEPTHO MHEHHUE U II0 CHIIATa Ha JI0Ka3aTeNCTBA.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP) : I I

GHS07 GHS08 GHS09
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noriusiuane.

H372 - TlpuunnsiBa yBpexkaaHe Ha OPraHUTE MOCPEACTBOM MPOIBIDKHTEIIHA HIIH [OBTAPSIIIA Ce
CKCIIO3HIIHS.
H410 - CunHO TOKCHYEH 32 BOJHUTE OPIaHU3MH, C TBITOTPacH eeKT.
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Deferasirox

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

IMpenopsku 3a 6e3omacuHoct (CLP) : P260 - He BrymBaiite dust/vapours.
P301+P312 - ITPU TTOI'JIBIIIAHE: Heszabasuo ce obanere B LIEHTHP 10 TOCKMUKOJIOT U mnun
Ha JIeKap IPH Hepa3MoIoKEHHUE.
P314 - IIpu HepasnonokeHNe NOThPCeTe MEIUIIMHCKH CHBET/IIOMOIII.

ETHKeTHpaHe B ChOTBETCTBHUE C: M3KIIIOUCHHS 32 BETPEILHH ONAKOBKH, KOraTo ChABPXKAHUETO He mpepumiasa 10 ml

IMukrorpamu 3a onacHoct (CLP) :

GHS08

2.3. JIpyru onacHOCTH

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

PA3J/IEJI 3: CbcraB/mH(popManusi 3a CbCTaBKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
Deferasirox - <100 Acute Tox. 4 (opanna), H302 (ATE=500

mg/kg TeIecHo TerIo)
STOT RE 1, H372
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

3a memHuA Texet Ha H- m EUH-nipeynpexaennsaTa 3a ormacHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

ITbpBa MOMOIIL TIPH BAUIIBAaHE . Ja ce ocTaBH IOCTpanaNys Ha 9HCT BB3AYX. OCHTypeTe CBEX BB3IyX HA 3aCETHATOTO JIHIIE.

ITbpBa MOMOIIL IPH KOHTAKT C KOXKaTa . Jla ce OTCTpaHM MakCHMAaJHO upe3 H30bpcBaHe (C YMCTa M MeKa MOIMMBalia Kbprna). Jla ce u3mue
OOMITHO C BOJIa B KOSITO € IPUOABEH JIETEPTreHT.

ITbpBa MOMOIII IPH KOHTAKT € OYHTE . M3miakuere ¢ Boja, KaTo JbPIKUTE OUUTE LIHPOKO OTBOPEHHL.

ITbpBa MOMOIIL TIPH MOTITbIIAHE . Mznnaksere ycrara. CrienpainHo Jekapcko HaGmmoneHne. Moxke 1a Gb/ie mpenopbuaHo

TIPOABIDKUTEITHO METUITTHCKO HaGJ’IIOI[CHHe.

4.2. Haii-checTBeHn OCTPHU U HACTBIIBALIM CJie/I U3BECTECH MEPUOJ OT BpeMe CUMIITOMU U e(l)eKTll

Cummromu/edextu : Bb3moxHH ca 3aKbCHENH eheKTH.

CumnroMu/epexTd ciell BAUIIBaHEe . Hepmocrarbunu JaHHH.

CumrroMu/eeKTd ciiel KOHTAKT C KOXKaTa . Hepmocrarbunu JaHHH.

Cumnromu/eeKTa cie] KOHTAKT C OYUTE : Henmocrarbunu JaHHH.

Cumnromu/eheKTy ciel] MorbluiaHe : Cumnromute Morar Jia ObJaT 3aMaiiBaHus, IIaBOOOIHE, raJieHe U 3ary0a Ha KOOpJUHAIIHSI.

4.3. Yka3anue 3a Heo0XO0AMMOCTTA OT BCAKAKBY HEOTJIOKHU MeIUIHMHCKH TPUKHA U CIEIMATHO JIeUeHue

IMoTbpceTe MEAUIIMHCKH ChBET/IOMOII. [Ipn BE3MOXKHOCT Jia Ce MOKaXe HACTOSIIIHS JIHCT, 4 aKO HE € Ha Pa3IIOI0KEeHHE, /1a CE MOKaKe ONaKOBKATa MIIH ETHKETA.
Axtusarop. @apMaleBTUUEH OPOTYKT.
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Deferasirox

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

PA3JIEJI 5: IIpoTHBONOXAPHA MEPKHU

Tlonxonsmm TI0KapOraCUTEIHA CPECTBA : Opesiyio 3a 3aracsiHe Ha OTBHSI.

OmacHOCT OT moskap : Bmx maparpad 2.2.

I/IHCprKI.IHH 3a raceHe Ha IoXapu : Ja ce uznonspar CpEaCTBA, IMOAXOIAIIM 32 TaCEHE Ha MOXKapu B CHCEACTBO.

PA3JIEJI 6: Mepku Ipu aBapuiiHO H3IyCKaHe

O6wu Mepku : Jla ce n30srBa npekust KOHTAKT ¢ NpoaykTa. He BaumBaiite
mpax/myIex/ras3/ um/u3napeHus/aepo30iu.

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPS 32 CIELIHH CJIyYan

ABapHiiHH IUIAHOBE : Jla ce HOCH TOAXOJIIO MPENA3HO OOIEKII0, PHKABHUIM U 3allIUTHY CPEACTBA 33 OUUTE VM JIHIIETO.

6.1.2. 3a auuaTa, OTTOBOPHH 32 CHEINHHU CIyYan

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa HOMBIHATETHA HHPOPMAIIUS

Meroau 3a MOYKCTBAHE . YGCJICTC C€, 4€ OTHaaABLHUTE Ca c1,6paHn 1 C€ CbXpaHABAT HA CUTYPHO MSCTO. TTouuncrere
CTapaTeiHoO. I[a CC U3MHE HCC’LGPIpaeMHﬂ OCTaTbK C : PaSTBOp OT HATPUECB XUIIOXJIOPHUT.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

JIEJI 7: O0pa6oTka ¥

JIOIBIIHUTEITHH OMIACHOCTH O BpeMe Ha o0paboTka : Ha motpeGurens na ce 00bpHEe BHUMAHUE 32 PUCKOBETE, EBEHTYaTHO CBBP3aHH C H3MOJI3BAHETO Ha
HPOJIyKTa 3a JIPYTH LIeJH, PA3INIHH OT TE3H, 32 KOHTO € IPe{Ha3HAUCH.

IIpenmas3Hu Mepku 3a Ge3omacHa padoTa . C marepuana TpsiOBa 1a ce paboTn BHEMaTeNHO. J{a ce M30srBa MpeKkust KOHTAKT ¢ npoxykTa. C
MaTepuana TpsioBa Ja ce paboTH moj labopaTopHa KaMHHA, TOKOJIKOTO TOBA € B3MOXKHO.

XUTHCHHH MEPKH : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMSITA Ha J0OpaTa MPOMHUIIICHA XUTHEHA U IPOLISTYPHTE 32
6e30macHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pas3IoOpenon.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O] KITFOY.

Bwx maparpag 1.
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Deferasirox

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

3AEJI 8: KoHTpo.1 HA eKCIO3UNMATA/INYHH NPEeANa3HU CPecTBA

8.1. IlapameTpH Ha KOHTPOJX

8.1.1 HanMoHaIHU rPAaHUYHM CTOMHOCTH HA MPO(eCHOHAIHA eKCIO3UINS 1 GHOJOTHYHH IPAHHYHH CTOHHOCTH
Hsima Hain4Ha AOIBbIHUTENIHA HHPOPMALUL

8.1.2. IlpenopbYNTEIHH NPOLEAYPH 32 HAGIIOIEHHE

HsiMa HanuYHA TOIBIHUTENHA HHOPMAIHS

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsma Hain4yHa AOIBbIHUTEIHA HHPOPMALUL

8.1.4. DNEL u PNEC

Hsma HanmvHa JOMBIHUTENTHA HHOPMALUS

8.1.5. Perysupane upe3 o6xBatu (control banding)

Hsima HanmuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

8.2. Kontpo. Ha ekcnio3umusiTa
8.2.1. Tloaxoasii TeEXHUYECKH KOHTPOJI

Hoaxoasimy TeXHMYECKH KOHTPOT:
Jla ce cpXpansBa B JoOpe NPOBETPUBO HoMelleHKe. Jla ce 3MoN3yBa eAMHCTBEHO B CMyKaTelHa KabuHa ¢ uHTerpupad Gpuirsp. BucoxoedexkTuseH Guirsp 3a
gactuim (HEPA ¢untsp).

8.2.2. JINYHH Npeana3Hu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE U JIULETO

3amuMTa HA OYHTE:
Ipennasan ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3anmTa Ha KOKaTa H TSIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOITUMBO 3amuTHO obnekino. DIN EN 13034

3amuTa Ha pBIeTe:
XWUMUYecKn yCTOIYINBHY NpeAnasHu pekasunu. ISO 374-1

8.2.2.3. 3amuTa HA AUXATEJTHUTE MHbTHIIA

3amuTa HA JUXaTeTHUTE NbTHINA:

OrtzensHe Ha mpax: mpotuBomnpaxosa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen nponykT : AHTHaepo3onHa Macka. Hocere quxarenen amapar, ako cte
H3JI0)KEHU Ha Iapu/TIpaxoBe/aepo30iH

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

8.2.3. KoHTpOJ1 Ha eKCIO3HIMSATA B OKOJIHATA Cpeaa

Hsima Hammana JOIBJIHUTECITHA PIH(bOpMaLII/IS[

3AEJI 9: ®u3uvyHM 1 XUMUYHHU CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHUTE (PU3HYHM U XHMHYHHU CBOHCTBA

ArperaTHo CBCTOsSIHUE

TBBpIO BEIECTBO

st He e nanmmuno
BroHien sy Ipax.
Mupuc He e npunoxxumo.

I'panniaTa Ha MUpHUCa
Touka Ha TOTIEHE
Touka Ha 3aMpBb3BaHe
Touka Ha KUTICHE
3anamuMoct

He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
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Deferasirox

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

I'panuiy Ha €KCIIIO3UBHOCT . He e npunoxumo
JlonHa TpaHKIIa Ha eKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCIIIO3UBHOCT . He e npunoxumo
Temmneparypa Ha pasnarane . He e npunoxumo
Temmeparypa Ha camo3ananBaHe . He e npunoxumo
Temneparypa Ha pa3nagane . He e rammynO
pH : He e Hanuyno
pH pastsop . He e nanuuno
Buckosurer, kuHeEMaTuueH : He e npunoxumo
PasrBopumocT : Boma:<0,1¢g/l
KoedunuenT Ha pa3npenenenue: n-okranoin/soga (Log  : He e nammuno
Kow)

Hansarane na mapure . He e nanuuno
Hansrane na mapure npu 50°C . He e nanuuno
IInsTHOCT : He e HanmuyHO
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yactunure : He e Hanmu4HO

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (U3HYHA OIACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

a0MJIHOCT U PE€AKTUBHOCT

CraOuileH Ipu HOPMAJHH YCIOBHSL.

Hsma HanmuvHa TOMBIHUTETHA HHPOPMAIIHS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima nipu Hopmansa ynotpe6a. Broxre Paznen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIs OITaCHU HU3IIapEHUS.

PA3JIEJI 11: TokcukosiornyHa nHgopmMmanus

Ocrtpa ToKCHYHOCT (OpaiHa) . Bpenen npu norisinane.
OcTpa TOKCHYHOCT (iepMaiHa) . He ce xmacudunmpa
OcTpa TOKCHYHOCT (BIMILIBAHE) . He ce xnmacudunmpa
KoposuBHocT/ipa3HeHe Ha Koxara : He ce xnmacuduumpa
Cepro3HO yBpeKJaHe Ha OUHUTE/IpasHEeHE Ha OUNTE : He ce xacuduunpa
Cencnbunusanus Ha ANXaTEIHATE MBTULA Wik KoxkaTa . He ce kacuduumpa
MyTareHHOCT Ha 3aPOJIMIIHATE KICTKU : He ce knmacuduumpa
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Deferasirox

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

KamnreporeHoct . He ce xmacudunupa
TokcH4HOCT 3a peNpOAyKIHATA : He ce xmacudpunmpa
CTOO (crneunuvHa TOKCHYHOCT 32 OIPEICICHI : He ce xnacudunupa

OpraHu) — eJJHOKPATHA CKCIIO3ULIUS
CTOO (cnenupuyHa TOKCHYHOCT 3a ONPEICICHH : IlpuunHsBa yBpexaaHe Ha OPraHUTE MOCPEICTBOM HPOIbIDKUTEIHA HIIM MOBTAPSAIIA CC CKCIIO3HIIML.
OpraHu) — IOBTaPsIIIA CE EKCIO3ULIHS

OnacHOCT npH BJMIIBAHE . He ce ximacuduumnpa

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JIEJI 12: Exonnornyna uHpopmManus

Exonorust - 06110 . Onacuu oTiagbiy. Jla ce M3Mmon3yBar MOAXOASIIM KOHTCHHEPH 3a OTIAJHHUTE MPOLYKTH.
OrmacHo 3a BoHaTa cpeia, KpaTKOCpoUuHa (0CcTpa) : CHIJIHO TOKCHYEH 33 BOJHUTE OPTaHU3MH.
OmnacHo 3a BOAHATa cpesia, JBITOCPOYHa (XPOHHYHA) : CHIJIHO TOKCHYEH 33 BOIXHHUTE OPTaHU3MH, C IBITOTPAcH e(eKT.

Hsma HanmuaHa gonbIHHUTENHA HHOOPMALUS

Hsma HanmaHa gombIHHTENHA HHOOPMALUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 13: OGe3Bpexnane HA OTHAAbLIUTE

MecTHO 3aKOHOIATEIICTBO (OTI'I'd,I['LI.[PI) : I[a C€ U3XBBPIIH 110 0e30MaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HallMOHAJIHU pasnopeuﬁn.

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cincbka Ha OOH nim naenTndKannoHeH HoMep

UN 3077 UN 3077 UN 3077

14.2. TouHo HaMMeHOBaHHe HA MPaTKaTa no cnucbka Ha OOH

BEIIECTBO, OITACHO 3A OKOJIHATA ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
CPEJIA, TBBPIO, H.V K. SUBSTANCE, SOLID, N.O.S.
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Deferasirox

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

ADR

IMDG

IATA

Onucanne Ha TPAHCHOPTHHTE TOKYMEHTH

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 OMacCHOCT NPH TPAHCHOPTHPAHe
9 9 9

14.4. OnakoBb4YHa rpyna

14.5. OmacHocTH 32 OKOJIHATA cpe/a

OmnacHo 3a OKoJIHaTa cpena: )Ia

OmacHo 3a okonHaTa cpena: Jla
Mopcku 3ambpeuten: Ha

OmnacHo 3a OKOJIHATa cpena. }Z[a

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CnienuaiHu mpeANna3Hu MEPKH 32 MOTPeOUTeTuTE

CyXonmbTeH TPAHCIOPT

Krnacudukannonen xox (ADR)

Creranau pasnopenou (ADR)
Orpannuenn komnuectsa (ADR)
Wswirouenn xomdectsa (ADR)
OmnakoBb4HH HHCTPYKIMHU (ADR)
CrelraiHu onakoBbYHH pasnopenou (ADR)
Cwmecenn onakoBku (ADR)

I/IHCprKI_II/II/I 3a IPEHOCUMH TUCTEPHU U KOHTeﬁHepH 3a

HacurHH ToBapH (ADR)

Crenmansu pasnopeou OTHOCHO MPEHOCHMH IUCTEPHH

1 KOHTeltHepH 3a HacuHY ToBapu (ADR)
Konose 3a mucrepuau (ADR)

ITpeBo3HO CpeCTBO 3a MPEBO3 B IUCTEPHH
Tpaucnopraa kareropust (ADR)

Crerpaau pasnopenou 3a npeBosa - Onmakosku (ADR)

Crenmanau pasnopenom 3a npeso3 - Hacumao
cecrosiare (ADR)

Crenmaney pasnopeou 3a mpeBo3 - TOBapeHe,
pa3roBapBaHe u 00paboTka (ADR)

Vnentndukannoner HoMmep 3a omnacHocT (Kemnep No.)

OpamxeBHr Tabenn

Kon 3a tynennu orpanndenus (ADR)

Tpancnopr no mope

Creranuu pasnopenou (IMDG)

Orpannuenu konuuectsa (IMDG)

Wzkirouenu konmmuectsa (IMDG)

OnakoBbynu uHCTpyKuuu (IMDG)
Crienmansu pasnopendu 3a onakosane (IMDG)
IBC onakopwsunu unctpykuuu (IMDG)

IBC cneunanuu pasnopenou (IMDG)
Wucrpykunu 3a uucrepuu ( IMDG)

M7
. 274,335, 375, 601
. 5kg
El
P002, IBC08, LP02, RO01
PP12, B3
: MP10
. T1, BK1, BK2, BK3

. TP33

. SGAV, LGBV

AT

3

: V13

. VC1,VC2
CVv13

90

90
3077

274, 335, 966, 967, 969
5kg

El

LP02, P002

PP12

IBC08

B3

BK1, BK2, BK3, T1
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Deferasirox

Nudopmanronen auct 3a 6€30macHOCT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

Creranau pasnopenou otHocHo mucrepau (IMDG) TP33
EmS-Ne (ITo>xap) F-A
EmS-Ne (Pa3nmuB) : S-F
Kateropust Ha ToBapene ( IMDG) A
Ckrnanupane u o6padotka (IMDG) SW23
Bb3aywmeH TpaHcnopT

PCA Uzkmouenn konuuectsa (IATA) El
PCA OrpanuveHn KOIMYECTBA IbTHUYECKU CAMOJIET 1 T Y956
kapro (IATA)

PCA MaxkcuMaiiHo HETHO KOJTHYECTBO 33 OrPaHUYCHO . 30kgG
KOJIMYECTBO IIbTHUUYECKU camouieT U kapro (IATA)

PCA UHcTpykimy 3a OnakoBaHe MbTHUYECKH camoneT 1 © 956
kapro (IATA)

PCA MaxkcuMaiiHo HETHO KOJIHYECTBO IIbTHHYECKU : 400kg
camortet u kapro (IATA)

WncTpykuuu 3a onakoBane camo kapro (IATA) : 956
MakcuManHO HEeTHO KoindecTBo camo kapro (IATA) . 400kg
Creransiu pasnopentou (IATA) . A97, Al158, A179, A197
ERG xox (IATA) D 9L

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHME ChIVIACHO HHCTPYMEHTH Ha MesKIyHApOIHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3EJI 15: UHpopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduyanu 32 BeHIeCTBOTO WJIH CMeCTa HOPMATHBHA Ypea0a/3aK0HOATe/ICTBO OTHOCHO (e30MACHOCTTA, 3APABETO H OKOJIHATA
cpena

15.1.1. Peranamentu Ha EC

REACH IIpuaosxenne XVII (YcaoBus 3a orpaHn4aBaHe)
He ¢urypupa B [Tpunoxernne XVII na REACH

REACH, ITpuaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B ITpunoxenne XIV ra REACH (Crimchk Ha BemiecTBara 3a pa3pelniaBaHe)

REACH Cnucbk ¢ kanauaar-seiiectsa (SVHC)

He ¢urypupa B cimcpka Ha REACH ¢ kananaar-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIACHE)

Henpunosxumo.

Persnament orHocHo YO3 (EC 2019/1021, YceroiiunBH OPraHUYHU 3aMbPCUTEIN)

Henpunoxumo.

PersiaMmeHT 0THOCHO BelecTBa, KOMTO Hapymasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTsa, KOUTO HapyniaBaT 030HOBH: ciioit (Permament EO 1005/2009): Deferasirox

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeniecTBa (Permament EC 2019/1148 3a npemnaraneto Ha ma3apa u ynorpebara Ha
IIPeKypCOPH Ha B3pUBHU BEIIECTBA)

PerinameHT 0THOCHO MpeKypcopHTe Ha HapKoTHYHM BemecTBa (EO 273/2004)

He cpappika BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTBa (Pernmament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIeIeHH BEIECTBA, U3MONI3BaHU 3a HE3aKOHHO POM3BOJICTBO HA HAPKOTUYHH HIIM TICHXOTPOITHH BEIIECTBA)

15.1.2. HanuoHaHu pa3nopendu
Hsma Hanm4Ha JOMBIHUTENTHA HHPOPMALIUS
15.2. Onenka Ha 6€30MaCHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

Hsma HanmyHa JOMbIHUTENTHA HHOOPMALUS
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Deferasirox

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

JIEJI 16: /Ipyra nndopmanus

[I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a 0IacHoOCT:

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

Aquatic Acute 1 OrnacHo 3a BOj(HATa Cpejia — OCTPa OIACHOCT, Kateropus 1

Aquatic Chronic 1 OriacHo 3a BOJIHATA Cpejia — XPOHHYHA ONACHOCT, Kateropus 1

H302 Bpenen npu normeiiane.

H372 IprunHsBa yBpeXKAaHE Ha OPraHUTE TIOCPEACTBOM NPOABIDKUTEHA WIIH ITOBTAPSIIA CE SKCIIO3ULIHS.
H400 CHIITHO TOKCHYEH 32 BOJHUTE OPTraHH3MH.

H410 CHITHO TOKCHYEH 32 BOJHUTE OPTraHH3MH, C JBJITOTPACH eEKT.

STOTRE 1 CreruuaHa TOKCHYHOCT 32 ONpe/eIeHn OpraHy — MOoBTapsiia ce ekcrosuims, Kareropus 1

Wudopmanmonen et 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT Uudpopmanusita, chabpxaiia ce B To3u MHpopMannoHeH juct 3a 6e30MacHOCT, € MOoIy4YeHa OT U3TOYHULM, KOUTO CMsITaMe 3a
HaJeK/IHU. BbIpeku ToBa, nHpoOpMaImsITa ce IpeaocTas 0e3 HUKAKBa rapaHIs, H3pUYHA N H0pa30upallia ce, OTHOCHO HeifHaTa KOPEKTHOCT

03/04/2023 (Jlata Ha u31aBaHe) BG (6warapckn) 9/9



