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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 . Cyclophosphamide monohydrate
Kon Ha mponyxra : 201600245

1.2. MnenTuduuupann BUI0Be YNOTPeda Ha BeECTBOTO WM CMECTa, KOUTO €a OT 3HA4YeHHe, U BHIOBE YIOTPeda, KOMTO He ce
Nnpenopb4YBar

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAUCH 32 U3CIICIBAHMS, AHAM3H 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 TOCTABYHKA HA HH(POPMALMOHHHUS JIHCT 32 6€30MaCHOCT
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1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

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

Octpa ToxcnuroCT (opanna), Kareropus 3 H301
MyTareHHOCT 3a 3apOAMINHM KIeTkH, Kareropus 1A H340
Kanmneporennocr, Kareropns 1A H350
ToxcuuHocT 3a penpoaykimsaTa, Kareropus 1A H360FD
ToxcHIHOCT 3a PENPONYKIMSATA, JOMBIHHTEIHA KaTeTOpHs, €PEKTH BbPXY HIN H362

gpe3 JIAKTaIuATa
Crerudryaa TOKCHIHOCT 32 ONPE/IeIeHN OpTraHy — IOBTapsIla ce ekcrosumus,  H372
Kateropus 1

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

HebaaronpusTHi GU3HKOXHMUYHH e()eKTH H HeOIATONPUATHH eeKTH 32 31paBeTO HA YOBEKAa H 0KOJHATA cpeJa

OHpCHeJ'IﬂHC Ype3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha JOKAa3aTeJICTBA.

2.2. EleMeHTH HA eTHKeTa

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

S

IMukrorpamu 3a onacHoct (CLP)

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

H340 - Moyxe 1a IpUYNHU T€HETHIHH JIeHEKTH.
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

H350 - Moxe 1a TpHYUHY pak.
H360FD - Moxe 1a yBpeau OIUIOIUTENIHATA CIIOCOOHOCT. MOXke J1a yBpeau IIoja.
H362 - Moxe na 6b/1e BpelieH 3a KbpMadeTa.
H372 - IIprunnsBa yBpek1aHe Ha OpraHUTE IOCPEACTBOM IIPOIBIDKUTEIHA WIIH IIOBTAPAINA CE
EKCTIO3UIHSL.

Ipenopbku 3a 6e3omacHoct (CLP) : P201 - TIpeau ynotpeba ce cHabeTe ChC CIICHUATHA HHCTPYKIIMH.
P202 - He uznon3paiiTe npeau aa cTe Npoyean U pa30dpaii BCHYKH IPE/a3Hi MEPKH 32
0e30MacHOCT.
P260 - He BaumBaiiTe mpax/mymek/ra3/(uM/u3napeHus/aepo30oIm.
P263 - Jla ce n304rBa KOHTaKT 110 BpeMe Ha OPEMEHHOCT U IIPH KbPMEHE.
P264 - [Ta ce u3mue pbleTe 0 JAKTUTE U JIMIETO CTApaTeNIHO Clel yrnoTpeoa.
P270 - [1a He ce sie, 1€ WK ML OpH yrnoTpeda Ha MpoIyKTa.
P280 - M3non3BaiiTe nmpeana3Hu phKaBUII/TIPEAIa3HO 00IEKI0/IPeIIa3Hy OUmIIa/IIpeAna3Ha Macka
3a JIHIe/TIpeNa3Hu CPEeCTBA 3a 3aIIUTa Ha CIIyXa.
P301+P310 - I[TPU TTOT'JTBIIIAHE: Hezabasuo ce obanere B LIEHTHP I10 TOKCUKOJIOT U nnun
Ha JIeKap.
P314 - IIpu HepasnonokeHue NOThPCeTe MEIUIIMHCKH CHBET/IIOMOLII.
P321 - Criennanm3upaHo jgedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 33 ITbPBA IIOMOIL] Ha TO3H
©THKET).
P330 - M3nmakuHere ycrata.
P405 - JTa ce cpxpaHsBa IOJ KJIFOY.
P501 - CbabprkaHHETO/CHABT Jla Ce M3XBBPIIH B IIYHKT 32 ChbOMpaHe Ha OIACHU WJIH CIICIHaHA
OTIAABIH, B CHOTBETCTBHE C MECTHHTE, PETHOHAIIHH, HAIIMOHAIHH H/WIH MEKIyHAPOJHU
pasnopenou.

ETuxernpaHe B ChOTBETCTBHUE C: H3KIIIOUSHUS 32 BHTPEIIHH OIIAKOBKH, KOTaTO ChbPXKAaHUETO He npesuniaBa 10 ml

Sk

GHS06 GHS08

IMTukrorpamu 3a onacHoct (CLP)

2.3. Ipyru onacHoCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
MPOAYKTA Peranament (EQ) Ne 1272/2008 [CLP]
Cyclophosphamide monohydrate - <100 Acute Tox. 3 (opanua), H301 (ATE=100

mg/kg TeIecHo TerIo)
Muta. 1A, H340
Carc. 1A, H350

Repr. 1A, H360FD
Lact., H362

STOT RE 1, H372

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

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

[TspBa noMoII IpH BAUIIBAHE : Jla ce ocTaBH IOCTpafanus HA YHUCT BB3MyX. OcUrypere cBexX BB3IyX Ha 3aCETHATOTO JIHIE.
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Cyclophosphamide monohydrate

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

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

ITbpBa MOMOLL TIPH KOHTAKT C OUHTE : UsnnakHere ¢ BOza, KaTO XbPIKUTE OUNTE LIUPOKO OTBOPEHU.

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

Creranzo 1exapcko Habmoaenue. Moxe 1a 6b/e IpenopbuaHo MPOIBIDKHTETHO MEIUIIHHCKO
Ha0IoIeHIe.

Cumnromu/edextn . Bb3MOXHHE ca 3aKbCHENN eeKTH.

Cumnitomu/eekTr crest BAUIIBaHEe . Hepocrarbuynu naHnu.

Cumnromu/edeKkT ciell KOHTAKT ¢ KoxKaTa : HepmocrarbuHu naHHU.

Cumnromu/edeKTu ciiesf KOHTaKT C O9UTe : HepmocrarbuHu naHHU.

CumnToMu/edexTH ciejl MOrIbIaHe . CumnroMute Morat Ja ObJaT 3aMaiiBaHus, T1aBoOOIIIE, Ta/ieHe U 3ary0a Ha KOOPIWHALIHS.

IMoTppcere MeAMIIMHCKH ChBET/IIOMOI. [Ipn BE3MOXKHOCT J1a ce MOKa)ke HACTOSAIINS JIHCT, a aKO HE € Ha Pas3NoIOKeHNE, 11a e TIOKaXKe OMaKOBKATa UM eTHKETa.
Axrusarop. @apMaLeBTUUEH IPOIYKT.

KAPpHU MEPKU

Tloaxonsuiy noxaporacUTeNHU CPEACTBA : Opgesio 3a 3aracsiHe Ha OT'bHS.
OnacHoCT OT noXxap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MOXapu . I[a C€ U3MO0JI3BAT CPEACTBA, OAXOIAIIM 3a TACEHE Ha MMOXKapHu B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3ILY

O6mm Mepku : Jla ce n30sirBa npeKkust KOHTAKT ¢ NPpoAyKTa. He BaumBaiite
npax/myIek/ra3/ IuM/H3napeHus/acpo3o.

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPSI 32 CIELIHH CJIy4an

ABapHiiHH IUTAHOBE : Jla ce HOCH TOAXOJIIO MPENIAa3HO OOIEKIIO0, PBKABHIH M 3allIUTHY CPEACTBA 33 OUHUTE YIIH JIHIIETO.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CIIEIHH CJIyYan

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Meroau 3a mouricTBaHE : V6CI[CT6 C€, 4€ OTIIaABLUTE Ca C'bﬁpaHH 1 C€ CbXpaHABAT HA CUTYPHO MSCTO. ITouncrere
CTapaTeIHoO. I[a CE€ U3MHE HCC'BGPIpaCMPIﬂ OCTaTBK C : Pa3TBOp OT HAaTPUEB XUIIOXJIOPHUT.

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Cyclophosphamide monohydrate

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

3AEJI 7: O6padoTka 1 CbXpaHeHne

7.1. Tlpenna3Hu MepKH 3a Ge3onacHa pagora

JIOI'BIIHUTEIHYU ONIACHOCTH 110 BpeMe Ha o0paboTka : Ha morpebutens na ce 00bpHE BHUMAHUE 32 PHCKOBETE, €BEHTYAIHO CBBP3aHH C W3M0JI3BaHETO Ha
MPOJIyKTa 32 APYTH IIENH, PA3IHIHH OT TE3H, 32 KOUTO € TPEeIHA3HAYCH.

Ipenna3uu mepku 3a 6e3omacHa pabora : C marepuana TpsiOBa a ce pabotu BHUMATENHO. [la ce u30srBa Mpekusi KOHTakT ¢ nmpoaykra. C
Marepuaa TpsioBa a ce paboTH Moj JabopaTopHa KaMHHa, JOKOJIKOTO TOBA € Bb3MOXHO.

XurueHH" MEpKH . Jla ce paboTH B CHOTBETCTBUE C M3UCKBAHUATA HA I0OpATa MPOMHIILIEHA XUTHEHA U TIPOIIEyPHUTE 32
0e30MacHOCT.

7.2. YcnoBus 3a 6e30macHo CbXpaHsABaHe, BKINYUTEIHO 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.

3EJI 8: KoHTpOo.1 HA eKCHO3ULUATA/JINYHY NPEeANa3Hu CPeicTBa

8.1. [lapameTpH Ha KOHTPOJX

8.1.1 HanMoHA/IHU rPAHUYHH CTOHHOCTH Ha MPO(eCHOHATHA eKCIO3UIHS i OHOJOTHYHH IPAHHYHH CTOHHOCTH
HsiMa HanmYHA TOIBIHATENIHA HH(OPMAIHS

8.1.2. IlpenopbunTeTHH NPOLEAYPH 32 HADIIOeHNE

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 JOIbJIHUTCITHA I/IH(i)OpMaI.II/ISI

8.2. KoHTpOJI Ha eKCIIO3UIUATA

8.2.1. Moaxoasi TEXHUYECKH KOHTPOJI

IMoaxoasiy TEXHHYECKH KOHTPOJI:
Jla ce cpxpansBa B JoOpe MPOBETPUBO MoMellleHHe. J]a ce H3M0N3yBa SANHCTBEHO B CMyKaTelIHa KabuHa ¢ MHTerpupan GpuiThp. BucokoedekruBeH Gpuirsp 3a
yactuun (HEPA ¢untsp).

8.2.2. JInuHH Npeana3Hu CPpeacTBa
8.2.2.1. 3amuTa HAa OYUTE U JHLETO

3ammTa HA OUMTE:
Ipennazuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KOKATA

3amuTa Ha KOKATA M TAJIOTO:
Jla ce H3M013yBa XUMHYECKH YCTOITUMBO 3amuTHO obnexno. DIN EN 13034

3ammTa Ha pblLeTe:
XUMHUEeCKH YCTOMYHBY IpenasHu pskasunu. ISO 374-1

8.2.2.3. 3amuTa HA IMXATEJTHATE MHTHIIA

3amuTa HAa ANXaTETHATE MBTHINA
Ortaensne Ha npax: mpoTuBonpaxoBa Macka ¢ puntsp P3. DIN EN 140 & 149. Teuen npoxykT : AHTHaepo3oi1Ha Macka. HoceTe nuxartenen amapat, ako cTe
M3JI0’KEHHU Ha Mapu/mpaxoBe/acpo30Ii
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Cyclophosphamide monohydrate

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

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima HanuuHa JOBIHUTEIHA I/IH(I)OpMaLIHSI

8.2.3. KoHTpo.1 Ha eKCNno3HIMATA B OKOJIHATA Cpela

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

3AEJI 9: ®u3nyHu 4 XUMHUYHHU CBOHCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHMTE (PU3HYHM U XHMHYHH CBOICTBA

ArperatHo CbCTOSIHUE : TeBpno BemecTBoO
st : He e HannmuHO
BroHmen Bux : Ilpax.

Mpupuc : He e npunoxumo.
I'panunara Ha Mupuca : He e nanuuno
Touka Ha TOTICHE : He e HannuHO
Touka Ha 3aMpb3BaHe : He e HammuHO
Touka Ha KUTIEHE : He e HamnmuHO
3anajrumMocT : He e Hanuuno
I'panuy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCIIIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3narane : He e npunoxumo
TeMneparypa Ha camo3ananaBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e HammuHO

pH : He e HammuHO

pH pastsop . He e manmuuno
Buckosuter, KuHEMaTHYCH : He e npunoxumo
PasrBopumocT : Boma: 33,3-100 g/l
KoedummenT Ha pasnpenenenue: n-okranoi/soga (Log : He e HammuHO
Kow)

Hansrane na napute : He e HammuHO
Hansrane na nmapute npu 50°C . He e manmuuno
IIreTHOCT : He e HanmuHo
OTHOCHUTENHA IUTBTHOCT . He e HanmuHo
OTHOCHTENHA IITBTHOCT Ha MapuTe npu 20°C : He e npunoxumo
Pasmep Ha gacTuiure . He e HanmuHo

9.2. Ipyra undopmanus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (PU3HYHA OIIACHOCT

HsiMa HaiM4YHa TOMBIHATENHA HHQOpMALIHS

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30MacHOCT

Hsima Hammana JOIBJIHUTCITHA I/IH(i)OpMaI.II/ISI

PA3JIEJI 10: CTa0MIHOCT M PeaKTUBHOCT

10.1. PeaknmoHHA CIIOCOOHOCT

CrabuieH npu HOPMAJTHH YCIOBHS.

10.2. XuMHu4HA CTA0OMJTHOCT

Hsma Hanm4Ha JOMBIHUTENTHA HHPOPMALUS

10.3. Bb3MOKHOCT 32 ONACHM peaKuu

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS

10.4. YcioBusi, KONTO TPsidBa /1a ce H30siIrBaT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[
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Cyclophosphamide monohydrate

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

Hsma nipu Hopmansa ynorpe6a. Bukre Pazzgen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3NIapEeHHUS.

PA3JIEJI 11: Toxkcunkonoruyna nagopmanus

Ocrtpa ToKCHYHOCT (OpaiHa) . TokcuyeH IpH MOTTTBIIAHE.

OcTpa TOKCUYHOCT (JepMaiHa) : He ce xnacudunupa (Jluncpamy nanHam)

OcTpa TOKCHYHOCT (BMILIBAHE) . He ce xnacudunupa (Jluncpamy naHH")

JombiHuTenHa nHGopMarus . OnpenernsiHe 4pe3 eKCIepTHO MHEHHE H 110 CHIIATA Ha J0Ka3aTelCTBa

Cyclophosphamide monohydrate

LD50 opanHo ursx 50 - 300

KoposzuBHOCT/ipa3sHeHe Ha KoXata : He ce xnacudunupa (Jlnrcpamy nanHm)

CepHO3HO yBpeXkIaHe Ha OUMTE/Apa3HEHE HA OYHTE : He ce xnacudunupa (Jluncsamy nanH")

CencuOmIN3alys HA IUXATEHATE IbTHIIA Wi Kokata . He ce knacuduuupa (JIuncsamum qaHam)

MyTareHHOCT Ha 3apOANIIHUTE KIETKH : Moske 1a MPUYMHY TeHETHIHU Te(EKTH.

Kanneporennocr : Moske 1a IpUYHHA paK.

ToxcHuIHOCT 32 pENpPONYKIHATA : Moske 1a yBpean oIuIoAnTeNHaTa cliocoOHOCT. Moxke na yBpenn miona. Moxe na 0b/1e BpeeH 3a

KbpMayera.
CTOO (crneunduvHa TOKCHYHOCT 3a ONPEICICHI : He ce xnacudunupa (Jluncsamy naHH")

OpraHu) — eHOKPATHA CKCTIO3ULIUS
CTOO (cnenuuyHa TOKCHYHOCT 3a OINPEICICHH : IlpuunHsBa yBpexaaHe Ha OPraHUTE MOCPEICTBOM HPOIBIDKUTEIHA WM MOBTAPSIIA CC CKCIIO3HUIIMSL.
OpraHu) — IOBTapsIIIA CC EKCIO3ULIHS

OmnacHOCT NP BAWIIIBaHE . He ce xacudunnpa (TexHudaecka HEBB3MOXKHOCT 3a II0JydaBaHe Ha JaHHH)

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 12: Exosnoru4yHa ungopmanus

Exomnorust - 061110 : Omnacuu oTragbiy. Jla ce M3Mmon3yBar MoAXOASIIM KOHTEHHEPH 3a OTIAHHUTE MPOIYKTH.
OmacHo 3a BoHaTa cpesia, KpaTKOCpouHa (0cTpa) . He ce xnmacudunupa (JInrcpamy naHHm)
OmacHo 3a BOHATa cpesia, ABITOCPOYHA (XPOHHIHA) . He ce xnmacudunupa (JInrcpamy naHHm)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima Hamm4Ha gombIHATEIHA HHOOPMALHS

Hsima Hanmm4aHa TOmBIHATEIHA HHGOPMAIHS

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Cyclophosphamide monohydrate

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

12.7. ipyru He4JIaronpusitTHu edexTu

Hsma HanmmvHa JOMBIHUTETHA UHOPMAIIUS

PA3JIEJI 13: OGe3BpexkaaHe Ha OTHAIBLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

MecTHO 3aKOHOIATENCTBO (OTMAIBIIN) : Jla ce u3xBBpIH 110 O€30MaCEH HAYKMH B CHOTBETCTBHE C MECTHUTE / HALIMOHAJIHU pa3nopenou.
Ipenopbku 3a 00e3BpekAaHe HA NPOAYKTa/onMaKoBkaTa  Jla He ce U3XBBPIIAT OTHAIBILMTE B KaHANIU3aUuATa. VI3XBbpIieTe T031 MaTepral U HeroBUs
KOHTEHHEp B LICHTHP 3a ChOMpaHe Ha ONACHU U CIICIUATHH OTIAIbIIH.

PA3J/IEJI 14: UndopManusi OTHOCHO TPAHCHOPTHPAHETO

B crotBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niam upenTuduKanuoneH Homep

UN 3464 UN 3464 UN 3464

14.2. TouHo HAaUMEHOBaHHE HA NMPaTKaTa no cnucbka Ha OOH

DOOCOOPOOPTAHUYHO CHEAUHEHUE, ORGANOPHOSPHORUS COMPOUND, SOLID, | Organophosphorus compound, solid, toxic, n.o.s.
TOKCHUYHO, TBBP10, H.YV.K. TOXIC, N.O.S.

Onucanue Ha TPAaHCHOPTHUTE TOKYMEHTH

UN 3464 @OCPOPOOPT AHUYHO UN 3464 ORGANOPHOSPHORUS COMPOUND, UN 3464 Organophosphorus compound, solid,
CBEAMHEHUE, TOKCUYHO, TBHPIO, H.Y K., SOLID, TOXIC, N.O.S,, 6.1, 11l toxic, n.o.s., 6.1, 1l
6.1, 111, (E)

14.3. Knac(oBe) Ha OACHOCT MPH TPAHCIIOPTHPaHE

6.1 6.1 6.1
6 6
14.4. OnakoBb4Ha rpyna
11 11 11
14.5. OnacHocTH 32 OKOJIHATA cpeaa
OmnacHo 3a okonHaTa cpena: He OnacHo 3a okonHata cpena: He OmnacHo 3a okonHata cpena: He

Mopcku 3ambpeuTten: He

HsiMa nombiaHHTeTHA HATHYHA HHQOpMAIIHS

14.6. Cnieyua/iny nNpeana3’Hu MEPKH 32 MOTpeduTeInTe

CyxombTeH TPAHCIIOPT

Knacudukanuones ko (ADR) © T2

Crienmanau pasnopenou (ADR) 1 43,274

Orpannuenu konndectsa (ADR) : bkg

Wskimouenn xonmdectsa (ADR) : El

OnakoBbyHHU uHCTpYKuK (ADR) : P002, IBC08, LP02, RO0O1
Creryaniu onakoBs4HH pasnopendu (ADR) : B3

Cwmecenn onakoBkd (ADR) : MP10

WHCTpyKINH 3a IPEHOCHMH IIUCTEPHU U KOHTeiHepu3a @ T1

Hacunau ToBapu (ADR)
CrienpanHu pasnopeoy OTHOCHO MPEHOCHMH LCTepHr @ TP33
1 KOHTelHepH 3a HacuHH ToBapu (ADR)
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Konose 3a nucrepan (ADR) : SGAH, L4BH
Crerranau pasnopenou oTHocHO nuctepau (ADR) : TU15, TE19
IIpeBo3HO CpencTBO 3a MPEBO3 B IUCTEPHU AT
Tpaucnoptra kareropust (ADR) D2

Crienmanisu pasnopendu 3a npeo3 - HacumnHo : VC1,VC2, AP7
cecTosHEE (ADR)

Crienuaiiay pa3nopeadu 3a mpeBo3 - TOBapeHe, : CV13,CVv28

pasroBapBaHe u 00padoTka (ADR)
CriennanHu pasnopeaon 3a IPeBo3 — ONePaTUBHH : S9
nsnckBanus (ADR)

Wpnentudukanponex Homep 3a onacHocT (Kemnep No.) @ 60
OpanxeBu Tabenu

Kon 3a TyHennu orpanuyenus (ADR)

Tpancnopt no Mope

Creransiu pasznopenou (IMDG) 1 43,223,274
Orpanunuenu koinuectsa (IMDG) . 5kg
Uskimiouenu konudectsa (IMDG) © El1
OmnakoBpunu uHCTpYKIWH (IMDG) : P002, LPO2
IBC onakosbunu unctpykuun (IMDG) . IBCO8

IBC cnieunasnnu pasmnopendu (IMDG) : B3
Wnctpykunu 3a uuctepuu ( IMDG) Tl
Creraniu pasnopenou otaocHo ucrepau (IMDG) : TP33
EmS-Ne (IToxxap) © F-A
EmS-Ne (Pa3nuB) © S-A
Kareropust na tosapene ( IMDG) A
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 MaxcnMaitHO HETHO KOJIMYECTBO 33 OrpaHHICHO . 10kg
KOJIMYECTBO IMBTHUUECKH camoeT U kapro (IATA)

PCA HMHcTpyKIMu 3a OnakoBaHe IBTHUYECKK camoneT . © 670
xapro (IATA)

PCA MaxkcnMaitHO HETHO KOJIMYECTBO ITbTHHYECKU : 100kg
camorret u kapro (IATA)

Wnctpyknun 3a onakosane camo kapro (IATA) L 677
MakcuMaTHO HETHO KoirdecTBo caMo kapro (IATA) : 200kg
Crerranan pasnopenou (IATA) . A3, A5, A6
ERG xor (IATA) : 6L

14.7. MOpCKP[ TPAHCHOPT HA TOBAPU B HACUITHO CHCTOSAHUE CHIJIACHO HHCTPYMEHTH Ha Memyﬂapo;]ﬂaTa MOPCKa opranusanus

He e npunoxxumo

PA3JIEJI 15: Undopmanusi 0THOCHO HOPMATHBHATA ypenoa

15.1. CiennduynH 32 BelIECTBOTO HJIM CMECTa HOPMATHBHA Ypea6a/3aK0HO/AATEICTBO OTHOCHO (€30IIaCHOCTTA, 3/IPAaBETO M OKOJHATA
cpena

15.1.1. Peranamentu Ha EC

REACH IIpuio:xenne XVII (YcioBus 3a orpannyapaHe)

He ¢urypupa B Ilpunoxenne XVII na REACH

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

He ¢urypupa B IIpunoxenne XIV na REACH (Cnucbk Ha BemecTBaTa 3a pa3pelaBaHe)
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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 3aMbPCUTEIH)

Henpunoxumo.

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

He ¢urypupa B cuchka ¢ BeIecTBa, KOUTO HapymIaBaT 030HoBus cioif (Permament EO 1005/2009): Cyclophosphamide monohydrate

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

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

PernameHT 0THOCHO MpeKypcopHTe HA HapKOTHYHH BemecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIOYEHO(1) B ciuchKa ¢ [Ipekypcopu Ha HapkoTuyHuTe BemiecTBa (Pernament EO 273/2004 0THOCHO IPOU3BOACTBOTO U ITyCKaHETO
Ha I1a3apa Ha OIIpe/Ie]IeHH BEIeCTBa, H3II0I3BaHNU 32 He3aKOHHO IIPOM3BOCTBO Ha HAPKOTUYHHM MU ICUXOTPOITHH BEIeCTBa)

15.1.2. HauuoHaHu pa3nopeaou
HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS
15.2. Onenka Ha 6€30MacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

PA3EJI 16: Ipyra nngopmanus

Muaukanus 3a NpoMeHu:
Knacudurunpane Ha BELIECTBOTO UIN CMECTa.

II'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIIaCHOCT:

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

Carc. 1A Kanneporennocr, Kateropus 1A

H301 TokcuyeH npu NOrIbIIaHeE.

H340 Mooxe 1a MPUYHHY TEHETHYHH 1eEeKTH.

H350 Moske fa MPUYHHA paK.

H360FD Moske 2 yBpeaHu OIUTOAUTENHATA CIOCOOHOCT. MOsKe /1a yBpEaH ILIoAa.

H362 Moske na Ob/ie BpesieH 3a KbpMaderTa.

H372 IpnunnsBa yBpexkaaHe HA OPraHUTE ITOCPEICTBOM MPOBIKUTENHA WM MOBTAPSIIA C& SKCITO3HUIIHS.
Lact. TOKCHYHOCT 32 PeNpOIyKIHATA, TOMBIHUTEIHA KaTeropys, ePeKTH BbPXy WM Upe3 JIAKTaIHsTa
Muta. 1A MyTareHHOCT 3a 3apoaumiHy Ki1etky, Kareropus 1A

Repr. 1A TokcuyHoCT 3a penpoaykuusta, Kateropust 1A

STOTRE 1 CriennpuyHa TOKCHYHOCT 32 ONpPEAEIECHH OPraHu — MoBTapsiia ce excrnosuuus, Kareropus 1

Wudopmanmonen auct 3a 6esonacuoct (MUJ1B), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpkaiia ce B To3u MHpOpMamoHeH JUCT 3a 0€30IaCHOCT, € MOJIy4eHa OT W3TOYHHIIN, KOUTO CMSTaMe 3a
HaIeKAHH. Beopexu ToBa, HH(pOpMaNUATa ce MpefocTaBs 0e3 HUKaKBa TapaHIlis, U3pHIHA WK IT0Apa30oupania ce, OTHOCHO HeHHaTa KOPEKTHOCT
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