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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 . Clorazepate dipotassium

Kon Ha mponyxra : 202000416

CHHOHUME . Clorazepate dipotassium, 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 U3CIICIBAHMS, AHAM3H U HAYIHO-00PA30BATENHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WK KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoin3sa : [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 Strasbourg

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 1 +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
Koposus/npasHene Ha koxara, Kareropns 1, ITonkareropns 1B H314
ToxcuuHoCT 32 penpoaykimsaTa, Kareropus 2 H361
CrenmdiyHa TOKCHIHOCT 3 OTPE/IeTIeHN OpTaH! — €HOKPAaTHA EKCIIO3MIINS, H336

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

Hebnaronpusitau Gu3nKoXuMuyHu edekTH U HeO1aronpusTHU edeKTH 3a 31paBeTo HA YOBeKa M OKOJIHATA cpeja
OnpenenﬂHe Ype3 EKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacxoct (CLP)

GHS05 GHS07 GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noriusiuane.

H314 - TIpuunHsiBa TKKH M3TapsHUS HA KOXKATa M CEPHO3HO yBPEK/IAHE HA OUHTE.
H336 - Moyke 1a Ipean3BHKa CHHIMBOCT HIIA CBETOBBPTEK.
H361 - IIpenmomnara ce, 4e yBpexkaa OIUIOUTENHATA CIIOCOOHOCT WITH IIIOAA.
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Clorazepate dipotassium

Nudopmanronen auct 3a 6€30macHOCT

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

IMpenopsku 3a 6e3omacuHoct (CLP)

P201 - Ilpenu ynotpeda ce cHabieTe ChC CIENUATHE HHCTPYKIHN.

P202 - He n3nomn3Baiite npeau ia cTe Ipodely U pa3opain BCHUIKHU MPEIIa3Hu MEPKH 3a
0e30MacHOCT.

P260 - He BaumBaiiTe mpax/mymek/ra3/{uM/u3napeHus/aepo30Im.

P264 - [Ta ce u3mue pbleTe 10 JAaKTUTE H JIMIETO CTApaTesIHO Ciel yrnoTpeoa.

P270 - Jla He ce sime, Mue WM ITyIIH IpH yIoTpeba Ha MPOIyKTa.

P271 - [Ta ce u3non3Ba caMo Ha OTKPUTO WJIM Ha 100pe MPOBETPUBO MSCTO.

P280 - M3nomn3BaiiTe nmpeana3Hu phKaBUIN/IIPEANIa3HO 00IeKI0/IPeIa3Hy OUmIa/IIpeAna3Ha Macka
3a JIHIe/TIpeNa3Hu CPEeCTBA 3a 3aIlIUTa Ha CIIyXa.

P301+P312 - ITPU ITOT JIBIIIAHE: npu Hepasnonoxenue ce obanere B LIEHTHP T10
TOKCHUKOJIOT S nnu Ha nexap.

P301+P330+P331 - ITPU ITOT' JTBIIIAHE: n3mnakuere ycrata. HE npenu3BukBaiiTe MOBphINAHe.
P304+P340 - [TP11 BAUIIIBAHE: M3BeneTe IULETO HA YKCT BB3AYX U IO MIOCTABETE B TO3HULINUS,
yJlecHsBAIa AUIIaHETO.

P305+P351+P338 - IIP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUIMAaTEIHO C BOZA B IPOJbIDKEHUE
Ha HAKOJKO MUHYTH. CBanere KOHTaKTHHTE JICIIH, aKO MMa TaKHBa M JOKOJIKOTO TOBA € BH3MOXKHO.
IpoxsikeTe ¢ U3ILIIAKBAHETO.

P308+P313 - TIPU siBHa MM npeaonaraeMa eKcro3unus: [1oTepcere MeTUIIMHCKH CHBET/IIOMOILI.
P310 - Heza6asno ce obanere B IEHTHP 10 TOKCUKOJIOTI' U nnu Ha nekap.

P312 - Ilpu Hepasnonoxenue ce odanere B LIEHTHP I1O TOKCUKOJIOI' M nnu Ha nekap.

P321 - Criennanm3upaHo jgedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 3a ITbPBA IIOMOIL] Ha TO3H
€THKET).

P330 - Uzmuiakuere ycrara.

P403+P233 - [Ta ce cpxpaHsiBa Ha 100pe NpoBETPHBO MACTO. CHIBT J1a Ce ChXPaHSBA INIBTHO
3aTBOPEH.

P405 - Ta ce cbxpaHsiBa MO KJIFOY.

P501 - CbabprkaHHETO/CHABT J1a Ce H3XBBPIIH B IIYHKT 32 ChOMpaHe Ha OIACHY WM CIICLHAIHN
OTIAABIH, B CHOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HAIIMOHAIHH H/WIH MEKIyHAPOJHI
pasmopenou.

ETI/IKGTHpaHe B CBOTBETCTBHUEC C: U3KJIIOYECHUS 32 BBTPCIIHU OIIAKOBKH, KOI'aTO CbAbPKaHUETO HE IIPEBUIIIaBa 10 ml

IMTukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onmacHOCTH

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

E3

GHS08 GHS05

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
NPOAYKTA Persaament (EO) Ne 1272/2008 [CLP]
Clorazepate dipotassium - <100 Acute Tox. 4 (opanua), H302 (ATE=500

mg/kg TenecHo Tero)
Skin Corr. 1B, H314
Repr. 2, H361

STOT SE 3, H336

3a meanus TekeT Ha H- 1 EUH-npenynpesxienusara 3a onacHOCT: BK. pasjen 16

3.2. Cmecu

He e npunoxumo
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Clorazepate dipotassium

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

JIEJI 4: Mepku 3a nbpBa IOMOII

4.1. OnucaHue Ha MEPKHUTE 32 NbPBA MOMOIL

ITepBa oMol - 001H MEPKH . HesabaBHO 1a ce n3Mue 30HAaTa HA KOHTAKT C TOJIEMH KOJIMYECTBA BOJA.

ITepBa MOMOLL IPH BANIIBAHE : Jla ce ocTaBM IOCTpaJaius Ha YUCT Bb3AyX. OCHIypeTe CBekK Bb3IyX Ha 3aCETHATOTO JIULE.
HeoT/10)KHH MEANIMHCKH IPIDKU U CIIELUAIHO JICYEHUE, aKO € HE00X0IIMO.

ITepBa MOMOLI P KOHTAKT C KOXKaTa . Jla ce oTcTpaHM MaKCHMAJIHO 4pe3 H30bpCBaHe (C YMCTa M MeKa IIoNMBaIia Kepia). Jla ce u3mue
OOWIIHO C BOJA B KOSTO € NpubaBeH aeteprext. [la ce M3IUIakBa ¢ XJ1a/ika Bo/a B MPOABDKEHHE Ha 15
MHHYTH. AKO Jpa3HEHETO Ha KOXaTa IPOIBDKaBa, /1a Ce HAIPaBU KOHCYJITALHS C JIEKap.

ITepBa MOMOLI [IPH KOHTAKT C OYUTE . Usmiakuere ¢ Boja, KaTo IBPIKUTE OYUTE LIMPOKO OTBOpeHH. CBajeTe KOHTAKTHUTE JICIH, aKO HMa
TaKMBa U JOKOJKOTO TOBA € BE3MOXKHO. [IpobIKeTe ¢ N3IIIAaKBaHETO. AKO APA3HEHETO IPOIBIIKH,
KOHCYITHUpaHTe ce ¢ O(TaIMOIIOr.

ITepBa OMOLL] IPH MOTITBIIAHE . Msmmaksere ycrata. [la He ce Npean3BUKBa noBpbinane. Creluaito Jekapcko HabmoaeHne. Moxe
11a 6b/1e IPENOPbYaHO HPOIBILKUTEIHO MEIUINHCKO HAaOIOACHNE.

4.2. Haii-cbiecTBeHu OCTPH U HACTBIIBALIIM CJie/l U3BECTECH MMEPUOI OT BpeMe CUMIITOMU U e(l)eKTPl

Cunmnromu/edexTn . Ilpenu3suxBa narapsHUs. BB3MOXKHE ca 3aKbCHENH eheKTH.

Cumnromu/e(exT ciel BAUIIBaHE . HenmoctaTpunu naHHH. Moxe ja IpeAu3BHKa 3a{bXBaHe, YCEIIaHe 32 TEXECT B I'bPJIHUTE, Jpa3HEHE
Ha T'BPJIOTO U KaIlUIHIA.

CumnroMu/eeKT cirell KOHTAKT ¢ KoxKaTa : HenmoctaTpunu naHHH. 3auepBsBaHys, OOJIKA.

Cumnromu/edeKTu ciely KOHTaKT C OYUTe : HenmoctaTpunu naHHM. 3auepBsBaHus, OONKA.

CumnToMu/epeKTH ciel MorTbIaHe . W3rapsiHus Ha cTOMaNIHO-YpeBHUTE JIMTaBUI. CHMITOMHTE MOTaT 1a ObIaT 3aMaiBaHus,

I‘IIaBO60JII/IC, raJicHe u 3ary6a Ha KOOpAWHaIus.

4.3. Yka3zanue 3a HEeo0X0AMMOCTTA OT BCAKAKBY HEOTJI0KHU MeIUIHMHCKH TPUKHA U CIELIMATHO JIeYeHue

IMoTbpceTe MEAUIMHCKH ChBET/IOMOIL. [Ipn BE3MOXKHOCT Jia Ce MOKaXe HACTOSIIMS JIHCT, a aKO HE € Ha PA3MONIOKEHHUE, [a Ce IIOKaKe OITAKOBKATa MM €THKETA.
AxruBarop. @apMaleBTUUEH TPOIYKT.

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

5.1. Cpeacrsa 3a racene Ha moxkap

INoaxoasiy nokaporacuTeHA CpeCTBa . Opesio 3a 3aracsiHe Ha OT'bHS.

5.2. Oco0enu 0MacHOCTH, KOUTO MPOU3THYAT OT BEIeCTBOTO HJIU CMeCcTa

OnacHOCT OT moXxap  Bwx maparpad 2.2. Puck ot o6pa3yBaHe Ha TOKCHYHH 1 KOPO3HBHH Ta30Be.

5.3. CbBeTH 32 MOKapHUKApHTE

WHCTpyKUNH 32 TaceHe Ha MoKapu . Jla ce U3MOM3BAT CPEACTBA, TIOIXO/ISIIH 3@ TACEHE Ha MOKAPH B CHCEICTBO.

PA3IEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

6.1. JInuHM npeana3sHu MEPKH, MPeINa3Hu CPeACTBA U NMPOLeIyPH MPH CHEIIHH CIIy4an

OO1H MepKH . Jla ce u30srBa Npekus KOHTAKT ¢ NpoaykTa. He BanmBaiite
Tpax/myek/ra3/ M/ M3napeH s/ aepo30Ii.

6.1.1. 3a mepcoHaJ1, KOTO He OTrOBapsi 32 CHEIIHHU CJayYau

ABapHilHH [UTAHOBE : Jla ce HOCH MOXO/ISAIIO TPEANAa3HO OOJICKII0, PHKABHII M 3AIIUTHH CPEICTBA 33 OUHUTE HIIU JIUIIETO.
6.1.2. 3a 1MnaTa, OTTOBOPHY 32 CHELIHH CIyYaH

3alMTHY cpesicTBa . Bmxre Pasnen 8.

6.2. Tlpeama3sHu MepKH 32 oNa3BaHe HA OKOJHATA cpeaa

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[
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Clorazepate dipotassium

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

Meronu 3a mouncTBaHe : VYo6enere ce, 4e OTHagBIUTE ca CHOPAHHU U C€ ChXPAHABAT Ha CUTYpHO MscTo. [Touncrere
craparenso. C Matepuana TpsiOBa na ce paboTu BHEMaTenHO. BBB BomHa cpena: KoposuseH 3a
o4nTe, IUXaTeTHATa CHCTEMa M KoxaTa. Jla ce m3Mue HechOupaeMus oCTaThK ¢ : Pa3TBop oT HaTpues

XHUIOXJIOPHUT.

Hsma nammana nomsmanTenHa HHGOPMAHs

HOHT:J'IHPITCJ'[HI/I OIIACHOCTH I10 BpEME Ha 06pa60T1<a : Ha HOTPCGI/ITCJISI Ja ce 061>pHe BHHMMAaHHE 32 PUCKOBETE, CBEHTYAJIHO CBbP3aHU C U3II0JI3BAHETO Ha
NPOAYKTaA 3a APYTU LEIH, Pa3JIMYHU OT TE3U, 3a KOUTO € NPEAHA3HAYCH. BbB BosiHa cpena:
KOpOSI/IBeH 3a OYMTEC, AUXaTe/IHaTa CUCTEMA MU KOXKaTa.

Ilpenna3zuu Mepku 3a 6e3omacHa pabora . C marepuaia TpsOBa aa ce paboTu BHEUMATENHO. J{a ce M30srBa mpeKust KOHTAKT ¢ npoaykra. C
Marepuaia TpsAbBa Ja ce paboTH Moj J1abopaTopHa KaMKHA, JIOKOJIKOTO TOBa € Bb3MOXKHO.

XUrueHHH MEPKU . Jla ce paboTH B ChOTBETCTBUE C M3UCKBAHUSATA HA 10OpATa MIPOMUIIIEHA XUTHEHA | TIPOLIELYPHTE 32
6e30MacHOCT.

TexXHUYECKH MEPKH : Jla ce cnia3BaT NPHIIOKUMHTE Pa3oOpenOH.
YcnoBus 3a ChXpaHsBaHe : Jla ce cbxpaHsBa O] KIIFOY.

Bk maparpad 1.

0J1 HA eKCIO3UIUSATA/TUIHI npeamnmasHu cpe,

8.1.1 HanuoHaTHN TPAHMYHH CTOHHOCTH Ha MPO(eCHOHATHA eKCIIO3HINS M OHOJIOTHYHYN FPAHNYHH CTOHHOCTH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.1.2. [IpenopbYNTEHH MPOLETYPH 32 HAGIIOIeHHE

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.3. OGpa3yBart ce 3aMbPCHTEJIN HA Bh3yXa
Hsima HaymuHa JOIBJIHUTEIHA HHPOPMALHS

8.1.4. DNEL n PNEC

Hsima Hamm4Ha nomsIHATEIHA HHGOPMAIHS

8.1.5. Perysimpane upe3 o6xBaru (control banding)

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.2.1. Iloaxoasiu TeXHUYECKH KOHTPOJI

IMoaxoasiiy TEXHHYECKH KOHTPOJI:
Jla ce chxpaHsiBa B 10Ope MPOBETPHBO MoMeleHre. Jla ce M3I0I3yBa SANHCTBEHO B CMyKaTellHa KabuHa ¢ HHTerpupan Gpuarep. Bucokoedekrisen Guirep 3a
gactuiy (HEPA duntsp).

8.2.2. JIMuHH Npeana3Hu CPeaCcTBa
8.2.2.1. 3amuTa HA OYMTE W JIHIETO

3amuTa Ha ouMTe:
IIpennasuu ounna. DIN EN 166
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Clorazepate dipotassium

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

8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammTa HA KOKATa U TAJIOTO:

Jla ce n3non3yBa XMMHYECKH YCTOITUMBO 3amuTHO obnekno. DIN EN 13034

3amuTa Ha pBUeTE:

XUMHYECKH YCTOHYHMBY npe/nasuu pbkasuuy. ISO 374-1

8.2.2.3. 3amuTa HA TUXATEJTHUTE MHTHIIA

3ammTa HA AUXATEJTHUTE MHTHIIA

Ortaensne Ha npax: npotuBonpaxoBa Macka ¢ puntsp P3. DIN EN 140 & 149. Teuen npomykT : AnTHaepo3onHa Macka. Hocere quxarterneH amapat, ako cTe

M3JI0’KEHU Ha Mapu/IpaxoBe/aepo30iIu

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima HanmuuHa JONBIHUTEIHA ]/IH(I)OpMaLlI/ISI

8.2.3. KoHTpo.1 Ha eKCcNno3HIMsATAa B OKOJIHATA cpela

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

3MYHHM M XUMHMYHH CBOMCTBA

9.1. MndopmMauusi OTHOCHO OCHOBHUTE (PUBHYHM U XHMHYHHU CBOiCTBA

ATperaTHo CbCTOSTHUE

IBsT

BroHien Bug

Mupuc

I'panunara Ha Mupuca

Touka Ha ToneHe

Touka Ha 3aMpb3BaHe

Touka Ha KuIIeHe

3anammmocT

I'paHHIM Ha eKCIUIO3UBHOCT
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT
I'opHa rpaHHIIa HAa €KCIUIO3UBHOCT
TeMneparypa Ha pa3narane
TeMneparypa Ha camo3arnanBaHe
TeMneparypa Ha pasnagaHe

pH

pH pastBop

Bucko3uteT, KHHEMaTHIECH
PastBopumoct

KoedummeHT Ha pa3npenenenne: n-okranoi/soga (Log
Kow)

Hansrane Ha mapute

Hansrane ra mapute npu 50°C
IIneTHOCT

OTHOCHTEIHA ITBTHOCT
OTHOCHTEINHA INTBTHOCT Ha mapute npu 20°C
Pasmep Ha gacTuiure

9.2. Ipyra undopmanus

TeBpIO BEmecTBO
He e nanmuuno
OsU1. CBETIIOKBIIT.
He e npunoxumo.
He e nanmuuno

He e nanmuuno

He e nanmuuno

He e nanmnuno

He e nanmuuno

He e npunoxumo
He e npunoxumo
He e npunoxunmo
He e npunoxunmo
He e npunoxunmo
He e nanmuuno

He e nanmuuno

He e nanmnuno

He e npunoxunmo
Boga: > 100 g/l
He e nanmuuno

He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e npunoxunmo
He e nanmmuno

9.2.1. Undopmanusi BB BPb3Ka ¢ KJacoBeTe Ha (GU3NYHA OMACHOCT

Hsima HanmMuHa JOTBIHUTEHA I/IH(i)OpMaI.II/IF[

9.2.2. JIpyru XapakTepuCTHKH 32 0€30MacHOCT

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS
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Clorazepate dipotassium

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

PA3JEJI 10: CTa0HJIHOCT H PEaKTUBHOCT

CrabuseH npy HOPMAHH YCIIOBHS.

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma npu HopmanHa yrnotpe6a. Buokre Pasnern 7.

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

PA3JIEJI 11: TokcukoaoruaHa uHgopmManus

Ocrtpa ToKCHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (epMaiHa)

OcTpa TOKCHYHOCT (BJHILIBAHE)
KoposzuBHOCT/ipa3sHeHe Ha KoXarta

CepHo3HO yBpex/JaHe Ha OUNTe/Apa3HEeHe Ha OUHTE
CeHCHOWIN3ALHS HA AUXATEHATE IBTUILA WIH KOXKaTa
MyTareHHOCT Ha 3aPOHIIHUTE KICTKU
Kanneporennoct

ToKcHIHOCT 32 PENPONYKIHATA

CTOO (crnenududHa TOKCHYHOCT 3a OIPEIEIeHI
OpraHu) — eIHOKPATHA CKCTIO3HLIMS

CTOO (crienuduvHa TOKCHYHOCT 3a OPEIETCHI
OpraHu) — IOBTaPsIIIA CE EKCIO3ULIHS

OnacHocT Tpu BAUIIIBAHE

Hsima HaymmaHa TOMTBJIHUTETHA I/IH(i)OpMaLII/ISI

PA3JIEJI 12: Exosnoru4yHa ungopmanus

Exomnorus - o010
OmacHo 3a BoIHaTa cpesia, KpaTKocpoyHa (0cTpa)
OmacHo 3a BOIHATa cpeia, BITOCPOYHA (XPOHHYHA)

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Bpenen npu nornsiaxe.

He ce xnacudmmpa

He ce xnacudmmpa

IMpranHsBa TEKKM M3TapsHUS HA KOXKATA.

Ipennonara ce, ye NIPUYMHABA CEPUO3HO YBPEKIAHE HA OUHTE

He ce knacuduimpa

He ce xnacu¢puumpa

He ce xmacugpummpa

IMpennonara ce, 4e yBpex/ia OITOANTETHATA CIOCOOHOCT M TITOAA.
Mooxe 1a Npefn3BUKa CHHIMBOCT MIIH CBETOBBPTEXK.

He ce xnacuduumpa

He ce xnacu¢puumpa

Omnacuy otnaxbiy. Jla ce U3Mon3yBaT MOIXOASIIN KOHTSHHEPH 3a OTIAaIHHUTE IPOIYKTH.

He ce xmacudpuumpa
He ce xmacudpuumpa
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Clorazepate dipotassium

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

12.4. TIpeHOCUMOCT B IOYBATA

Hsima HanmmaHa qOMBIHATETHA I/IH(l)OpMaI_II/ISI

12.5. Pesyarartu ot onenkara Ha PBT u vPvB

Hsima HanmmaHa qOMTBIHATETHA I/IH(l)OpMaI_II/ISI

12.6. CBoiicTBa, HapymaBamy (pyHKIHUTE HA €HOKPHHHATA CHCTEMA

Hsima Hanmmdna qOMBIHATETHA I/IH(l)OpMaI_II/ISI

12.7. ipyru He4aronpusitTHu edexTu

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

PA3JIEJI 13: OGe3BpexkaaHe HA OTHATBLUHTE

13.1. MeTtoau 3a TpeTHpPaHe HA OTHABIH

MecTHO 3aKOHOIATENCTBO (OTMAIBIIN) : Ja ce u3xBBpiH 10 6€30MaCeH HAYMH B ChOTBETCTBHE C MECTHUTE / HALIMOHAITHU PAa3openou.

PA3JIEJI 14: UudopManysi 0OTHOCHO TPAHCIIOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA

UN 1759 ‘ UN 1759

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH win naeHTHGUKALOHEH HOMEP
UN 1759

14.2. Touno HaMMeHOBaHHe HA MpaTKaTa Mo ciucbka Ha OOH

KOPO3MOHHO TBBPJO BEIIECTBO, H.Y K. ‘ CORROSIVE SOLID, N.O.S.

Corrosive solid, n.o.s.

Onucanue Ha TPAaHCHOPTHUTE TOKYMEHTH

UN 1759 KOPO3MOHHO TBBPJIO BEIIECTBO, | UN 1759 CORROSIVE SOLID, N.O.S., 8, II
HVK.,S8,IL (E)

UN 1759 Corrosive solid, n.o.s., 8, Il

14.3. Knac(oBe) Ha omacHOCT MPH TPAaHCIOPTHPaHe

8 8

&

8

14.4. OnakoBb4YHa rpyna

14.5. OnacHocTH 3a OKOJIHATA cpefia

OmacHo 3a okonHaTa cpena: He OmacHo 3a oxonHara cpena: He
Mopcku 3ambpeuten: He

OmnacHo 3a OKoJIHaTa cpena: He

Hsima onbiHUTENTHA HAJIMYHA I/IH(i)OpMaLII/IF[

14.6. CnienquaJ/iHy Npeana3’Hu MEPKH 32 MOTPeduTeInTe

CyXonmbTeH TPAHCIOPT

Krnacugukannonen xox (ADR) . C10
Creruanau pasnopenou (ADR) 1 274
Orpannuenu kommuectsa (ADR) . 1lkg
W3kirouenu konryectsa (ADR) : E2
OmnakoBbyHH HHCTPYKIMHU (ADR) : P002, IBCO8
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CreluanHu onakoBbYHH pasnopenodu (ADR) . B4
Cwmecenn onakosku (ADR) : MP10
WHCTpyKIMH 32 IPEHOCHMH LICTEPHU U KOHTeiHepru 3a @ T3
HacunHu ToBapH (ADR)

Creruanau pasnopeoy OTHOCHO IPEHOCUMH IcTepHn  © TP33
1 KOHTeliHepH 3a HacuHu ToBapu (ADR)

Konose 3a nucrepau (ADR) : SGAN, L4BN
IIpeBo3HO CpencTBO 3a MPEBO3 B LIUCTEPHU AT
Tpaucnoptaa kareropus (ADR) D2
Crienmaniau pasnopendu 3a npesosa - Onakosku (ADR) @ V11
Wpnentudukanponex Homep 3a onacHoct (Kemnep No.) @ 80

OpanxeBu Tabenu

Kon 3a TyHennu orpanuyenus (ADR)

Tpancnopt no Mope

Creransiu pasnopentou (IMDG) 1 274
Orpanunuenu koinuectsa (IMDG) o 1kg
Uskimiouenu konudectsa (IMDG) : E2
OmnakoBpunu uHCTpYKIWH (IMDG) : P002
IBC onakosbunu unctpykuun (IMDG) . IBCO8
IBC cnieunasnnu pasmnopendu (IMDG) : B21,B4
Wnctpykunu 3a uuctepuu ( IMDG) : T3
Creraniu pasnopenou otaocHo ucrepau (IMDG) : TP33
EmS-Ne (IToxxap) © F-A
EmS-Ne (Pa3nuB) : S-B
Kareropust Ha ToBapene ( IMDG) DA
Caoiictsa u nabmopenus (IMDG) . Causes burns to skin, eyes and mucous membranes.

Bb3aymien Tpancnopr

PCA Uzkmouenn komrdectsa (IATA) : E2
PCA OrpaHnueHH KOJIMYECTBA MBTHHYECKH CAMOJIET U 1 Y844
xapro (IATA)

PCA MaxcnuMaitHO HETHO KOJIMYECTBO 33 OTPaHUICHO : 5kg
KOJIMYECTBO IMBTHUUECKH camoeT U kapro (IATA)

PCA HMHcTpyKIMu 3a ONaKkoBaHe MBTHUYECKN camoneT 1 © 859
xapro (IATA)

PCA MaxkcnMaitHO HETHO KOJIMYECTBO ITbTHHYECKU : 15kg
camorret u kapro (IATA)

Wnctpyknun 3a onakosane camo kapro (IATA) : 863
MakcuMaTHO HETHO KoirdecTBo caMo kapro (IATA) : 50kg
Crerranan pasnopenou (IATA) : A3, A803
ERG xor (IATA) : 8L

14.7. MOpCKP[ TPAHCHOPT HA TOBAPU B HACUIIHO CHbCTOAHUE CHIJIACHO HHCTPYMEHTH Ha Memnyﬂapozu-laTa MOPCKa OpraHnusanus

He e npunoxxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMATHBHATAa ypenda

15.1. Cienuduyny 32 BeIIECTBOTO HJIM CMECTa HOPMATHBHA Ypea6a/3aKOHOAATEJCTBO OTHOCHO (€30I1aCHOCTTA, 3IPABETO H OKOJIHATA
cpena

15.1.1. Peranamentu Ha EC

REACH IIpuio:xenne XVII (YcioBus 3a orpannyapaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, ITpuaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3peniaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Cnucbk Ha BeliecTBaTa 3a pa3peliaBaHe)
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REACH Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnincska Ha REACH ¢ kanauaar-BeecTsa

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

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHUYHU 3aMbPCHTEJIH)

Henpunoxumo.

PernameHT 0THOCHO BelllecTBa, KOHTO HAPYIIaBaT 030HoBHs c10ii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeIliecTBa, KOUTO HapymIaBaT 030HoBuUA cioif (Permament EO 1005/2009): Clorazepate dipotassium

PersiameHT OTHOCHO npeKypcopuTe Ha B3puBHH BewecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeecTBa (Pernmament EC 2019/1148 3a npemiaraneto Ha na3apa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PernamMeHT 0THOCHO MPeKypPCOPHTE HA HAPpKOTHYHHM BemecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIOYEHO(1) B ciuchKa ¢ [Ipekypcopu Ha HapkoTuyHuTe BemectBa (Pernament EO 273/2004 0THOCHO MPOU3BOJICTBOTO U ITyCKaHETO
Ha I1a3apa Ha OIIpeJIe]IeHH BEIeCTBa, H3II0I3BaHN 32 HE3aKOHHO IIPOM3BOACTBO HAa HAPKOTUYHH WIIH IICUXOTPOITHU BEIECTBa)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

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

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

PA3EJI 16: Ipyra nngopmanus

II'bnen Texer Ha H- u EUH-npegynpesxkaeHusiTa 3a OIAaCHOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcuuHoCT (opainHa), Kareropus 4

H302 Bpenen npu nornsiuaxe.

H314 TpuunHsBa TEKKH U3rapsHUS Ha KOXKAaTa M CEPUO3HO YBPEKIAHE HA OUHTE.

H336 Moske 1a pequ3BHKa CHHINBOCT HITH CBETOBBPTEK.

H361 Ipenmonara ce, e yBpexaa OIUIOAUTEIHATA CIOCOOHOCT HJIH IUIOAA.

Repr. 2 ToxcudHOCT 3a penpoykiusTa, Kareropns 2

Skin Corr. 1B Koposus/npa3nene na xoxata, Kareropus 1, [Tonxareropus 1B

STOT SE 3 CrrenniyHa TOKCHYHOCT 3a ONPEJIeTIeHN OpTaHy — €IHOKpaTHa ekcrio3nnus, Kareropus 3, HapkoTHaHN epeKTH

Nudopmarones et 3a 6e3omacuoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT UupopmarnumsTa, Chabpikaiia ce B To3u MHOpMaIMOHEH JIMCT 3a 6€30MacHOCT, € MOIyYeHa OT U3TOUHHIN, KOUTO CMsITaMe 3a
HaJISKIHU. Bhrpeku ToBa, HH(GOpMAIHATA Ce TIPEIOCTaBs Oe3 HUKaKBa TapaHIus, H3pHUYHA WM T10/Ipa30upaliia ce, OTHOCHO HeliHaTa KOPEKTHOCT
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