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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HanmeHnoBaHue Ha BEIECTBOTO : Sulindac

Kon Ha mponyxra : 201600860

CHHOHUME : Sulindac, 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 32 H3CIICIBAHNS, AHAIM3H U HAYIHO-00PA30BATEHH IIEITH.
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 : [lormsiane, Baumsane, 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 3 H301
Pecrmparophna cencubmmmsanus, Kareropus 1 H334
Koxna cencnbmmzanust, Kateropus | H317
ToxcuuHoOCT 32 penpoaykiusaTa, Kareropus 2 H361

3a e Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

HebaaronpustHi GU3HKOXHMUYHH e()eKTH H HeOIATONPUATHH eeKTH 32 3IpaBeTO HA YOBEKAa M 0KOJHATa cpeJa

OHpCHeJ'IﬂHC 9pe3 CKCIIEPTHO MHCHUE U 10 CHUJIaTa Ha JOKa3aTe/ICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

S

IMukrorpamu 3a onacHoct (CLP)

GHS06 GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H301 - TokcuyeH npu MorbIIane.

H317 - Moyke 1a IpHYMHY aJleprHIHa KOXKHA PEaKIIHsL.

H334 - Moxe [1a pUYMHY aNepridHy WK aCTMaTHYHH CUMIITOMH WIIM 3aTPyAHEHHS B IUIIAHETO
[IPH B/IMIIIBaHE.

H361 - IIpenmomnara ce, 4e yBpexkaa OIUIOUTENHATA CIIOCOOHOCT WITH IIIOAA.
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Sulindac

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

Ipenopsku 3a 6e3omacHoct (CLP) : P201 - TIpeau ynotpeba ce cHabeTe ChC ClICHUATHA HHCTPYKIIMH.
P202 - He n3nomn3Baiite npeau ia cTe Ipodely U pa3opain BCHUIKHU MPEIIa3Hu MEPKH 3a
6e30macHOCT.
P261 - 130srBaiiTe BAMIIBaHE Ha IPax/MyLIeK/Ta3/ IMM/H3MapEHNUs/aepO30IIH.
P264 - [Ta ce u3mue pbleTe 10 JAaKTUTE H JIMIETO CTApaTesIHO Ciiel yrnoTpeoa.
P270 - [Ta He ce sie, M€ WK ML Opy yrnoTpeda Ha MpoIyKTa.
P272 - JTa He ce u3Hacs 3aMBbpCeHO PabOTHO 0OJIEKIIO U3BBH PA0OTHOTO MIOMEILICHHUE.
P280 - M3non3BaiiTe npeanasHi phKaBUIA/TIPEANIA3HO 00ICKIO/IPe/na3Hu O4MIa/Ipena3Ha Macka
3a JIe.
P284 - Hocete cpencTa 3a 3amura Ha JUXaTeTHUTE IHTUIIA.
P301+P310 - I[TPU TTOT'JTBIIIAHE: Hezabasuo ce obanere B LIEHTHP I10 TOKCUKOJIOT U nnun
Ha JIeKap.
P302+P352 - ITIP1 KOHTAKT C KOXATA: 13muiite 00IIHO ¢ BOza.
P304+P340 - [TP11 BAUIIIBAHE: M3BeneTe IULETO HA YKCT BB3AYX U IO MIOCTABETE B O3NS,
yJlecHsBAIa AUIIAHETO.
P308+P313 - TIPU siBHa miM mpeAmonaraeMa eKcro3unust: [1oTepcere MEUIIMHCKY CHBET/IIOMOLI.
P321 - Cnennanu3upaHo gedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 33 ITbPBA IIOMOII] HA TO3H
€THKET).
P330 - Uzmiakuere ycrara.
P333+P313 - IIpu nosiBa Ha KOXKHO Jjpa3HeHe WIH 00puB Ha Koxara: IToTbpceTe MeANIMHCKI
CBBET/IIOMOIII.
P342+P311 - IIpn cumnromu Ha 3aTpyaHeHo aumrane: O6anere ce B IEHTBP 10
TOKCHUKOJIOI' S unn Ha sekap.
P362+P364 - Cpanere 3aMbpCEHOTO OOJICKIIO U IO U3IEpeTe IPe/IH IIOBTOPHA YIIOTpeoOa.
P405 - JTa ce cpxpaHsBa IOA KJIIOY.
P501 - CpabpkaHHETO/CHIBT Ja C€ M3XBBPIH B IyHKT 3a ChOMpaHe Ha OMACHH HMIIN CIIEIUATHA
OTIAABIH, B CHOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HAIIMOHAIHH H/WIH MEKIyHAPOJHI
pasnopenou.

ETuxernpaHe B ChOTBETCTBHUE C: H3KIIIOUSHHUS 32 BETPEIIHH OIIAKOBKH, KOTaToO ChIbPKaHUETo He npeBumana 10 ml

IMTukrorpamu 3a onacHoct (CLP)

GHS06 GHS08

2.3. JIpyru onmacHOCTH

Hsima Hammana JOIBJIHUTCITHA I/IHq)OpMaI.II/ISI

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
NpoayKTa Peranament (EQ) Ne 1272/2008 [CLP]
Sulindac - <100 Acute Tox. 3 (opanua), H301 (ATE=50 mg/kg

TEJIECHO TETJIO)
Resp. Sens. 1, H334
Skin Sens. 1, H317
Repr. 2, H361

3a meanust Teker Ha H- u EUH-npenynpexieHusTa 3a onacHoCT: BX. pa3jen 16

3.2. Cmecu

He e npunoxumo
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Sulindac

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

PA3JIEJI 4: Mepku 3a NbpBa NOMOIY

ITbpBa MOMOL 1IPH BAUIIBAHE : Jla ce ocTaBM IOCTpajaiis Ha YMCT BE3AyX. OCHTypeTe CBeX BB3IyX Ha 3aCETHATOTO JIUIIE.

ITbpBa MOMOL IIPH KOHTAKT C KOXKATa . Jla ce oTCTpaHH MaKCHMAJHO upe3 H30bpCcBaHe (C YMCTa M MeKa HONHUBaIa Kepma). Ja ce n3mue
OOMITHO C BOJIA B KOATO € PUOABEH IETEPreHT.

H’pra TIOMOIII ITPY KOHTAKT C OUYUTE . M3mmaknHere ¢ BOJa, KATO ABPKUTE OUUTE IITUPOKO OTBOPEHHU.

ITepBa MOMOII IIPH MOTITBINAHE . Msnmaknere ycrara. Hesabasro ce obanere 8 IEHTBP 110 TOKCHKOJIOT' Mifl/Ha nexap.

Creranzo n1exapcko Habmoaenue. Moxe 1a 6b/e IpenopbuaHo MPOIBIDKHTETHO MEIUIIHCKO
HabIoIeHIe.

Cumnromu/edextn . Bb3MoXHHE ca 3aKbCHENH eeKTH.

Cumnitomu/eeKTn crest BAWIIBaHEe . Hepocrarbunu naHHu.

Cumnromu/edeKTd ciell KOHTAKT ¢ KoxKaTa : HepmocrarbuHu faHHU.

Cumnromu/edeKTu ciiesf KOHTaKT C OYUTe : Hepmocrarbunu naHHU.

CumnToMu/eexTH ciel MorTbIaHe : CumnroMute Morar Ja ObJaT 3aMaiiBaHus, I1aBo0OIIHe, Ta/ieHe U 3ary0a Ha KOOPIUHALIHS.

Tlorbpcere MeanuuHCcKH chBet/momont. [Ipu Bb3MOXKHOCT /ia ce MOKaXKe HACTOSILMS JIUCT, a aKO HE € Ha Pa3IONI0KEeHHE, [ja Ce IOKaKe ONAKOBKATa MM €THKETa.
AxrtuBatop. PapMarieBTH4YEH MPOIYKT.

Tloaxoasuu TI0KapoTraCUuTEIHA CPEACTBA : Opesiy10 3a 3aracsiHe Ha OTbHSL.

OnacHoCT OT noXxap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MOXKapu . I[a C€ U3MOJI3BAT CPEACTBA, MOAXOIAIIHN 3a TACCHE HA MOYKapu B CbCCACTBO.

TPH aBAPHIAI

O6mm MepkH : Jla ce n30srBa NpeKkus KOHTAKT ¢ poaykTa. He BumBaiite

Ipax/IymeK/ras3/ M/ n3napeHus/aepo30iH.

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

ABapPIﬁHH IIJTAaHOBC . I[a C€ HOCH IOAXOAAIIO ITPEeANnasHO 06J'ICKJ'IO, PBKAaBULH U 3AIIUTHU CPEACTBA 34 OUUTE UIIHN JIALIETO.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsima Haymm4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Meroau 3a moyricTBaHe : V6EI[CTC C€, 4€ OTIaABLUTE Ca csﬁpaﬂn 1 C€ ChbXpaHABAT HAa CUT'YPHO MSCTO. TTouncrere
CTapaTeIHoO. I[a CE€ U3MHE HCC'I)GPIpaCMPUI OCTaTbK C Pa3TBOp OT HAaTPUEB XUITOXJIOPHUT.

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Sulindac

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

3AEJI 7: O6padoTka 1 CbXpaHeHne

7.1. Tlpenna3Hu MepKH 3a Ge3onacHa pagora

JIOIBITHUTETHA OTIACHOCTH TI0 BpeMe Ha 06paboTka : Ha notpeGuress na ce 00bpHE BHUMAHHE 32 PUCKOBETE, EBEHTYATHO CBBP3aHH C U3MOI3BAHETO Ha
MPOJIyKTa 32 APYTH IIENH, PA3IHIHH OT TE3H, 32 KOUTO € TPEeIHA3HAYCH.

Ipenna3uu mepku 3a 6e3omacHa pabora : C marepuana Tpsi0Ba a ce paboTu BHUMATENHO. [la ce u30srBa npekusi KOHTaKT ¢ mpoaykra. C
Marepuaa TpsioBa a ce paboTH Moj JabopaTopHa KaMHHa, JOKOJIKOTO TOBA € Bb3MOXHO.

XurueHH" MEpKH . Jla ce paboTH B CHOTBETCTBUE C M3UCKBAHUATA HA I00paTa MPOMHILIEHA XUTHEHA U TIPOIIEyPUTE 32
0e30MacHOCT.

7.2. YcnoBus 3a 6e30macHo CbXpaHsiBaHe, BKIKYUTE/IHO HECbBMECTUMOCTH

TexHuueckn MepKu : Jla ce cma3BaT NPHIIOKUMHUTE PA3MOPEAOH.
VYcnoBust 3a cbXpaHsBaHe : Jla ce cbXxpaHsiBa NOJ KIIIOY.

7.3. Cneunduuna(u) kpaiina(u) ynorpe6a(u)

Bk maparpad 1.

8.1. [lapameTpH Ha KOHTPOJX

8.1.1 HaIIP[OHa.]'lHl/l rpaHuYHHA CTOIHOCTH Ha rlpo(l)ecnona.rma CKCIMO3UIHUA U OHOJIOTUYHHU TpaHHYIHHA CTOIHOCTH

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

8.1.2. IlpenopbLUMTEHH NPOLEIYPH 32 HAG/II0eHHe
Hsima Hain4Ha AOIBIHUTEIHA HHPOPMALUSL

8.1.3. O6pa3yBaT ce 3aMBbPCHTEIH HA BB3AyXa

HsiMa HanMYHA TOIBIHATENIHA HH(OpMAIVS

8.1.4. DNEL u PNEC

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima Hanmmana JOITBJIHUTCITHA I/IHq)OpMaLII/IS[

8.2. KoHTpOJI Ha eKCIIO3UIUATA

8.2.1. Moaxoasi TEXHUYECKH KOHTPOJI

IMoaxoasiy TEXHHYECKH KOHTPOJI:
Jla ce cpxpansBa B JoOpe MPOBETPUBO MoMellleHHe. Jla ce H3I0N3yBa SANHCTBEHO B CMyKaTelIHa KabuHa ¢ MHTerpupan GpuiTbp. BucokoedekruseH Gpuirsp 3a
yactuun (HEPA ¢untsp).

8.2.2. JInuHH NpeAna3Hu CPeACTBa
8.2.2.1. 3amuTa HAa OYUTE U JHLETO

3ammTa HA OUMTE:
Ipennazuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KOKATA

3anmTa Ha KOJKaTa H TSIOTO:
Jla ce U3M0i3yBa XUMHYECKH YCTORUHMBO 3aumTHO o6iexao. DIN EN 13034

3ammTa Ha pblLeTe:
XUMHUeCKH YCTOMYHBY Ipena3Hy pbkasuny. ISO 374-1

8.2.2.3. 3amuTa HA IMXATEJTHATE MHTHIIA

3amuTa HAa ANXaTETHATE MBTHINA
Ortzaensne Ha npax: mpoTuBonpaxoBa Macka ¢ ¢puntsp P3. DIN EN 140 & 149. Teuen npoxykT : AnTHaepo3onHa Macka. HoceTe quxaTenen amapat, ako cTe
M3JI0’KEHHU Ha Mapu/mpaxoBe/acpo30IIi
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Sulindac

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

8.2.2.4. TepMUYHH ONIACHOCTH

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

8.2.3. KoHTpo.1 Ha eKCNno3HIMATA B OKOJIHATA Cpela

Hsma nanmmgHa JOIBIHUTENTHA HHPOPMAIHL

JIEJI 9: ®u3u4yHN U XUMHYHH CBOMCTBA

ArperaTtHo ChCTOSHUE . TBBpOO BemecTso
st : He e HanuyHo
BoHieH Bug : Ilpax.

Mupuc . He e npunoxumo.
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToneHe : He e HanmuyHO
Touka Ha 3aMpb3BaHe : He e Hanmu4HO
Touka Ha KuIIEHE . He e nanuuno
3amanumocT . He e HammunO
I'paHuIM HA EKCIUIO3UBHOCT : He e npunoxumo
JloHa TpaHKIIa Ha EKCIUIO3UBHOCT . He e npunoxumo
T'opna rpaHnIa Ha €KCIUIO3UBHOCT . He e npunoxumo
TeMneparypa Ha pa3narane : He e npunoxumo
TeMneparypa Ha camo3ananaBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e Hanmu4HO
pH . He e Hanu4yHO
pH pasrBop : He e Hanmu4HO
Bucko3urer, kuHEMaTuueH : He e npunoxumo
PasrBopumoct : He e Hanmu4HO
Koeguiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e HammgnO
Kow)

Hansrane Ha napure : He e Hanmu4HO
Hansrane na mapure npu 50°C . He e nammano
ITreTHOCT : He e HamuuHO
OTHOCHTEIHA ITBTHOCT . He e rammurO
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npuioxumo
Pa3mep Ha wactunure : He e Hanmu4HO

9.2.1. Uudopmanusi BbB BPb3Ka € KJIacoBeTe HAa (U3MYHA ONACHOCT

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

CrabuseH npy HOPMAJHHU YCIIOBHSL.

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIHS

Hsima Haym4Ha TOMTBJIHUTETHA HH(l)OpMaHHH

03/04/2023 ([Jata Ha u3naBaHe) BG (6warapckn) 5/9



Sulindac

I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Hsma nipu Hopmansa ynorpe6a. Bukre Pazzgen 7.

HpH 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3NIapEeHHUS.

PA3JIEJI 11: Toxkcunkonoruyna nagopmanus

Ocrtpa ToKCHYHOCT (OpaiHa) . TokcuyeH IpH MOTTTBIIAHE.

OcTpa TOKCUYHOCT (JepMaiHa) . He ce xnmacudunupa

OcTpa TOKCHYHOCT (BMILIBAHE) . He ce xnacuduunpa

KoposusHoct/npa3Hene Ha koxara : He ce ximacuduumnpa

CepHo3HO yBpeK/laHe Ha OUHMTE/IpasHEHE Ha OUHTE : He ce ximacudpuumnpa

Cencnbunmsanys Ha AUXaTEIHUTE IBTUIA WM KoXkaTa . MoxKe J1a IPUYUHY aJeprUYHN WM aCTMATHYHH CHMITTOMH MITH 3aTPyAHEHNUS B AUIIAHETO PH
BaMIIBaHe. MoXe /1a IPUYHHM aJIepTUYHA KOYKHA PEaKIHs.

MyTareHHOCT Ha 3apOJUIIHUTE KIETKU . He ce xmacudunupa

Kanneporennoct . He ce xnacuduunpa

TOKCHYHOCT 3a PEHPOAYKLHATA : Ilpennonara ce, e yBpesx/a OIIOAUTENIHATA CIIOCOOHOCT MIIH TLIOJKA.

CTOO (cnenuuyHa TOKCHYHOCT 3a OINPEICICHH : He ce xnacuduunpa

OpraHH) — eJHOKPATHA eKCIO3ULIHS
CTOO (cennduyHa TOKCHYHOCT 32 OIPEIEICHI . He ce xacudunmnpa
OpraHu) — IOBTApSILA CE CKCIO3ULIHS

OmnacHOCT NP BAWIIIBaHE : He ce xiacudunmnpa

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 12: Exosioruuna uHgopManus

Exonorus - 061110 : Omnacuu ortnaabiy. [la ce U3MOI3yBaT HOAXOAAIIN KOHTEHHEPH 3a OTHAaJHUTE IPOLYKTH.
OmnacHo 3a BofHAaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xmacuduumpa
OmnacHo 3a BOAHATa cpefia, JbITOCPOYHA (XPOHUYHA) : He ce xmacuduunpa

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

Hsma HanuvHa TONBIHHUTENHA HHPOPMAIIUS

Hsma HanMvHa TOBITHHUTENHA HHPOPMAIIUS

Hsma HanuvHa TOBITHHUTENHA HHOOPMAIUS

©
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Sulindac

Nudopmanronen auct 3a 6€30macHOCT

B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Permament (EC) 2020/878

PA3JIEJI 13: OGe3BpexkaaHe HAa OTHABLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

MecTHO 3aKOHOZATEICTBO (OTHABIIN)
Ipenopsky 3a 06e3BpeskIaHe Ha IPOTYKTA/ONaKOBKaTa

. I[a C€ U3XBBPIIH 110 0e30IaceH HauYWH B ChOTBETCTBUE C MECTHHTE / HaOUOHAJIHU pa3r10pe)16H.
. I[a HE C€ U3XBBPJAT OTHAABIUATE B KaHAIA3AIIMATA. I/I3XB’pr’IeTe TO3U MaTe€pHUal U HCTOBUA
KOHTeﬁHep B HEHTHP 3a C’B6HpaHe Ha OITaCHHU M CIICIAATIHU OTIIabIIH.

PA3JIEJI 14: UHdopManusi OTHOCHO TPAHCHOPTHPAHETO

B crotBerctBue ¢ ADR / IMDG / IATA

UN 2811

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH niam upenTudgukannoneH Homep
UN 2811 UN 2811

14.2. TouHo HAaUMEHOBaHHUE HA NMPaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBPAO BELLECTBO,
OPI'’AHMYHO, H.Y K.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Onucanue Ha TPAHCIIOPTHUTE JOKYMEHTH

OPI’AHMYHO, H.V K., 6.1, IIL, (E)

UN 2811 TOKCMYHO TBBPJ1I0O BEHIECTBO, UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1,

UN 2811 Toxic solid, organic, n.o.s., 6.1, 11l

14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCIIOPTHPaHe

14.4. OnakopbyHa rpyna

14.5. OnacHocTH 3a OKOJIHATA cpeaa

OmnacHo 3a okonHaTa cpena: He

OnacHo 3a okonHata cpena: He
Mopcku 3ambpeuten: He

OmnacHo 3a okonHata cpena: He

HsiMa nombiaHHTeTHA HATHYHA HHQOpMAIIHS

14.6. CiequaaHu MpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyxombTeH TPAHCIIOPT

Knacudukanuonen xox (ADR)

Crerrranau pasmopentou (ADR)

Orpanuuenu konuuectsa (ADR)

W3kmouenu konmyectBa (ADR)

OnakoBbyHHU HHCTpYKIMH (ADR)

Crelyaniu onakoBs4HH pasnopenodu (ADR)

Cwmecenn onakoBkd (ADR)

HHcTpyKuuy 3a IPEeHOCHMMH UCTEPHU U KOHTEHHEPH 3a
nHacunau ToBapu (ADR)

Creryanau pa3nopenos OTHOCHO IPEHOCHMH IIUCTEPHU
1 KOHTelHepH 3a HacuHu ToBapu (ADR)

Konose 3a nuctepuu (ADR)

Creranau pasnopenou oTHocHO nuctepau (ADR)
ITpeBo3HO CPEACTBO 3a MPEBO3 B IIUCTEPHU
Tpaucnopraa kareropus (ADR)

Crienmansu pasnopendu 3a npeo3 - HacumnHo
cectosaue (ADR)

: 5kg

: T2

274,614

El

P002, IBC08, LP02, RO01
B3

MP10

Tl

. TP33

SGAH, L4BH

. TU15, TE19
AT

2

: VC1, VC2, AP7
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Nudopmanronen auct 3a 6€30macHOCT
B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Permament (EC) 2020/878

Criennaiiay pa3nopeadu 3a mpeBo3 - TOBapeHe, : CV13,CVv28
pasroBapBaHe u 00padoTtka (ADR)

Creranau pasnopenoy 3a IpeBo3 — ONepaTHBHA : S9
nsnckBanus (ADR)

Wpnentudukanponex Homep 3a onacHoct (Kemnep No.) @ 60
OpamxeBu Tabenu

Kon 3a TyHennu orpanuyenus (ADR)

Tpancnopt no Mope

Crenuanau paznopenou (IMDG) 1 223,274

OmnakoBbunu uHCTpYKIMH (IMDG) : P002

IBC onakosbunu unctpykuuu (IMDG) . IBCO8

IBC cnieunasnnu pasnopendu (IMDG) : B3

Wnctpykunn 3a uucrepuu ( IMDG) Tl

Creraniu pasnopenou otaocHo ucrepau (IMDG) : TP33

EmS-Ne (IToxxap) © F-A

EmS-Ne (Pa3nuB) © S-A

Kareropust Ha ToBapene ( IMDG) DA

Caoiictsa u nabmopenus (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Bb3aymien Tpancnopr

PCA Uzkmouenn komuaectsa (IATA) : El1
PCA OrpaHnueHH KOJIMYECTBA MBTHHYECKH CaMOJIET U © Y645
xapro (IATA)

PCA MaxkcuMaltHO HETHO KOJIMYECTBO 33 OrPaHUICHO : 10kg
KOJIMYECTBO ITBTHUYECKH camoeT U kapro (IATA)

PCA MHcTpyKIMu 3a OIaKoBaHe IbTHUYECKK camoneTr 1 © 670
xapro (IATA)

PCA MaxkcnuMaiiHO HETHO KOJIMYECTBO ITbTHHYECKU : 100kg
camortet u kapro (IATA)

Wnctpyknun 3a onakoane camo kapro (IATA) L 677
MakcuMaTHO HEeTHO KoirdecTBo camo kapro (IATA) : 200kg
Crerranan pasnopenou (IATA) . A3, A5
ERG xor (IATA) : 6L

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUIIHO CHCTOAAHUE CHIJIACHO HHCTPYMEHTH Ha Memyﬂapo;]ﬂaTa MOPCKa Opranusanus

He e npunoxxumo

PA3IEJI 15: UH¢dopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduynu 3a BeHIeCTBOTO WJIH CMeCTa HOPMATHBHA ypea0a/3aK0HOIATEeJCTBO OTHOCHO (€30MACHOCTTA, 3[PABETO H OKOIHATA
cpena

15.1.1. Peranamentu na EC

REACH IIpuiosxenne XVII (YciaoBus 3a orpaHn4aBaHe)
He ¢urypupa B [Tpunoxernne XVII nva REACH

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

He ¢urypupa B [Ipunoxenne XIV na REACH (Cnucbk Ha BemecTBaTa 3a pa3pelaBaHe)
REACH Cnucbk ¢ kanauaar-semiectsa (SVHC)

He ¢urypupa B cnimcska Ha REACH ¢ kanaupar-BemecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTesino 000CHOBAHO ChIIacHe)

Henpunoxumo.

Persament orHocHo YO3 (EC 2019/1021, YcToiiuMB1 OPraHUYHU 3aMbPCUTEIH)

Henpunoxumo.
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Nudopmanronen auct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapymaBat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B criicbka ¢ BelecTBa, KOUTO HapymiaBat 030HoBusl cioii (Permament EO 1005/2009): Sulindac

PernameHnT oTHOCHO mpeKypcopuTe Ha B3puBHHU BemecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ IPeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npennaranero Ha na3apa 1 ynorpebarta Ha
[IPEKyPCOPH Ha B3PUBHH BEILIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe Ha HApKOTH4YHHU BemlecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIIFOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe BemecTBa (Pernament EO 273/2004 0THOCHO MPOU3BOACTBOTO U IIYCKAHETO
Ha 11a3apa Ha OIPEJICIICHH BEIECTBA, U3I0JI3BaHU 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTHYHH MIIH IICMXOTPOIHH BEILIECTBA)

15.1.2. HanuoHaHU pa3nopendu

Hsma Hanm4Ha JOMBIHUTENTHA HHOPMALUS

5.2, OueHka HAa 0€30MaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMeC

Hsma Hanmm4Ha JOMBIHUTENTHA HHOPMALUS

3JEJI 16: Ipyra nngopmanus

IIbaen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a oacHoCT:

Acute Tox. 3 (opanHa) Octpa TokcuuHocT (opanHa), Kateropus 3

H301 ToKCHYeH MpHU MOTTbIIAHE.

H317 Moske 1a IPUYKMHK aJlepPrUYHa KOKHA PEaKLs.

H334 Mosxe Ja IPUYHHH aNepruyHU WK aCTMATUYHH CUMIITOMH WM 3aTPYAHEHHS B AUIIAHETO [PU BIMIIBAHE.
H361 IIpenmonara ce, e yBperk/a OIUIOAUTEIHATA CIIOCOOHOCT MU IUIOZA.

Repr. 2 Tokcu4HOCT 32 penpoaykiusiTa, Kareropus 2

Resp. Sens. 1 Pecniparopna cencubunusarmsi, Kateropus 1

Skin Sens. 1 Koxna cencubunmuzanus, Kareropus 1

Nudopmanmonen auct 3a 6esonacuoct (MUJ1b), EC

OTKA3 OT OTTOBOPHOCT Uudpopmanusta, chabpkaiia ce B To3u MHbopManmoHeH JucT 3a 6e30MacHOCT, € MOoTy4YeHa OT U3TOYHUIM, KOUTO CMsATaMe 3a
Ha/IeKIHY. Bhrpexn ToBa, HHOpManusiTa ce npeocTanst 0¢3 HUKaKBa rapaHIfys, M3pHYHA WIH T0Apa3dupaiia ce, OTHOCHO HeiHaTa KOPEKTHOCT
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