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Hpepounvia éxdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog . Cyclophosphamide monohydrate
Kodog mpoiovrog : 201600245

1.2. Zuvageig mpocolopilopeEvEg YPIGELS TS OVGIAG 1] TOV UEIYIATOS KUL OVTEVOELKVUOIEVES Y PGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoelg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

O&ela to&kodTTaL (0d Tov 6TOHATOC), Katnyopia 3 H301
Metalha&ryéveon yevvnTIKOV KuTTdpmv, Katnyopio 1A H340
Koapkwoyéveon, katmyopio 1A H350
To&wodmta otV avamapayoyn, katnyopio 1A H360FD

To&wodmTa otV avamapayoyn, enmpodcsetn Kotnyopia, emdpdcels otn yorovyic H362
1N H€c® ™G yarovyiog

Ewum to&ucodmta o€ 6pyava-ctoyous Hotepa and emavenpuuévn ékbeon, H372
kotnyopia 1

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOopuNTES QUOIKOYNIKES EMIPAGELS, KAODS KoL EMIPAGELS 6TV AvOPOTIVY VYEia Ko 6T0 TEPLPdilov

ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpropds coppove pe tov Kavovioné (EE) Ap. 1272/2008 [CLP]

S

Ewovoypappata kvddvov (CLP)

GHS06 GHS08
Ipogdomomtikn AéEn (CLP) : Kivdvvog
Ankaoceig emukivovvotntog (CLP) : H301 - To&wo oe mepintwon kotdmoong.

H340 - Mnopei va TpokaAEcEL YEVETIKA EAATTOUOTA.
H350 - Mnopei va mpokaréoet KapKivo.
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Cyclophosphamide monohydrate
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

H360FD - Mropei va. BAdyet T yovipotnta. Mmopei va fAdyet o Euppuo.
H362 - Mmopei va PAGyeL To BpEpn TTov TpEPOVTOL LE PINTPIKO YAAO.
H372 - ITpokakel PAAPEG oTO Opyove VOTEPO ATO TOPATETOUEVN 1| EXAVEIAUUEVT EKOEDT).
AnAdacelg mpoevraéng (CLP) : P201 - Epodwoteite pe Tig £101kég 0dnyieg mpv amd T xpnon.
P202 - Mnyv 10 pnGLOTOMGETE TPV S0PACETE KoL KATAVONOETE TIG 00N YiEG TPOPVAAENS.
P260 - Mnyv avomvéete okdvn/avabupidoeic/oéplo/oToyoviotn/atpods/eKvepdIoTa.
P263 - Amopevyete TV emopn oTn SUPKELN THG EYKVHOGUVNG KO TNG YOAOUYIOGC.
P264 - TTAOvete Ta ¥€p1a, Toug TXELS (avTIBpayla) Kot To TPOGMTO GYOAUGTIKG LETE TO YEPIGUO.
P270 - Mnyv tpmr1te, ivete 1 Komvilete, OTAV XPNOLOTOLEITE VTO TO TPOIOV.
P280 - No popdite TpOGTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVUUTO/UEGO OTOUIKNG TTPOGTUGLOG Y10, TOL
AT/ TO TPOGMTO/TAL CVTLAL.
P301+P310 - ZE IIEPIIITQXH KATAIIOXHE: kaAéote apéomng 10 KENTPO AHAHTHPIAZEQN
1 éva yoTpo.
P314 - ZvpPovievbeite/Emokepbeite yiotpod edv aicbavieite adiabecia.
P321 - Xpedleton ek ayoyn (PAETE CUUTANPOUOTIKEG 08NYiEG TPOTOV PONOEIOV OTNV ETIKETA).
P330 - Eemivvete 10 oTOU.
P405 - dvAdoceTon KAEWBOUEVO.
P501 - AuiBeon tov Tepilexopévov/Teptektn o€ onpeio GLALOYNG EMKIVOVVAV 1] EWBIKAOV OTOPANTOV,
GULLPMVO PLE TOVG TOTKOVG, TEPUPEPELOKOVS, EBVIKOVG 1)/Koi S1E0VEIG KOVOVIGHOVG.
Zipoven ocOpeove pe: eEalpeital | E0MTEPIKN GLOKELAGIN, TO TEPLEXOUEVA TNG ontolag dev vepPaivovy Ta 10ml

Sk

GHS06 GHS08

Ewovoypdppora ktvdovov (CLP)

2.3. AALot Kivovvor

Agev vapyovv emmAEOV TANPOQOPieg

TMHMA 3: XovOeon/ainpo@opies yio To 6VOTUTIKA

3.1. Ovoigg

Ovopa AvVayvopleTIKOg KOOK6g % Katdraén oopomva pe v odnyio
TPOIGVTOG 1272/2008 EK [CLP]

Cyclophosphamide monohydrate - <100 Acute Tox. 3 (And tov otdpatog), H301

(ATE=100 mg/kg copatikod Bapovg)
Muta. 1A, H340

Carc. 1A, H350

Repr. 1A, H360FD

Lact., H362

STOT RE 1, H372

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

3.2. Meiypota

Aev woydet

TMHMA 4: Métpa npaTtov fondsidv

4.1. Meprypapn péTpov TPpAOTOV fonderidv

Métpa tpdTev Bonbeldv petd amd lomvon : Bydte tov maBovta otov kabapd aépa. APnote To dtopo mov TposPAndnke va avamvevoel kabapd
aépoal.
Métpa mpmdTov Pondeidv petd and enaen pe To SEpuo . KoBapiote ™ peyoiivtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Hodakd amoppoenTikd

novi). ITAovete pe dpBovo vepod Kat amoppuTAVTIKO.
Métpa npmdTov Pondetdv netd and emapn pe o LaTio . Hemhovete pe vepd kpatmdvtag ta BAEQapa Kakd avoryTd.
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Cyclophosphamide monohydrate
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Métpa tpdtmv Bondedv petd amd katdmoon . Eemovete 10 otopa. Karéote apéomg 1o KENTPO AHAHTHPIAZEQN/ywotpd. Ewducn wrpikn
nmapakorovOnon. Eviéyetat va cvotndel mopoteTapévn loTpikn mapakorovonon.

4.2. INPavTIKOTEPO. CUUTTONATO KUL EMOPAGELS, GPEGES 1] PETAYEVECTEPES

ZOUTTOUATO/ EMOPACELS © BAGPeg oty vyeio evdéyetat va eu@avictodv e KabBvuoTtépnon.

ZOUTTOHOTO/ETOPACELS LETA AT EIGTVON . Avemopkn dedopéva.

ZOUTTOHOTO/ETOPACELS HETA OO EMALPT LLE TO OEPUQL . Avemopkn dedopéva.

ZOUTTOUATO/ETOPACES LETA OO EMOLPT] LE TOL LOTIOL . Avemopkn dedopéva.

ZOUTTOHATO/ETOPACES LETA OO KOTATOOT : Ta ocvpntopata evdéyetan vo givat LGN, Ke@aAadyiec, VOUTio Kol OTMAELL GUVTOVIGHOV.

4.3."Evd€i&n 0010601 TOTE AMOLTOOPEVIG GIEGT|S LUTPIKIG PPOVTIdAUG Ko E13WKNG Ogpamneiog

TopPovievbeite/Emokepbeite yiotpo. Eav eivor duvatd dei&te antd to pOAo acpodeiog, ki av Oy, d&i&te T cuokevacio 1) TV eTwkéta. Evepyn ovaoia.
DopPAKELTIKO TPOTOV.

TMHMA 5: Métpa yio. TNV KOTOTOAEPUN O TG TVPKAYLOG

5.1. IMvupooPeotikd péoa

KotdAinia péoa mopdcPeong » KovBépra mupdoPeonc.

5.2. E1dwkoi T9o1 EmKIvouvoeTNTOS TOV TPOKVTTOVV 0Td TNV 0VGia 1] TO peiypa
Kivduvog mupkayidg . BMéme tpipa 2.2

5.3. Zvotaosig Yo Tovg TupocPioteg

Métpa Yo, TV KOTOTOAEUNGT| TG TUPKOYLAG © Xpnowonowmote péco KotdoPeons katdAnia yio v nepipdiiovca TupKayid.

TMHMA 6: Métpa o€ nepintmon akovolag EKAvong

6.1. IIpocoOTKES TPOPVAAEELS, TPOGTATEVTIKOG EEOTAMGNOC KA OLUOIKAGIES EKTAKTIG OVAYKNG

Ievikd pétpa 1 Amo@Oyete TV QeCT) ETOQN LE TO TPOTdV. MnVv avanvéete
oKkovn/avabopdosis/aéplo/oTayovidi/ oTHoNy/ EKVEPDLATA.

6.1.1. I'o TpocOmKO GALO ad TO TPOCOMIKS EKTUKTNG OVAYKNG

Métpa EKTOKTNG OVAYKNG : Dopdte KOTGAANAO TPOGTOTEVTIKO POVYIGUO, YOVTLO KOL TPOGTAGIN Y10 TO. LATIOL KOt TO TPOGMTO.
6.1.2. o dropo mov TPOSPEPOLY TPAOTES Po1)0s1eg

Agv vrdpyovv emmAéov TANpoeopieg

6.2. Meprparrovrikéc TPoPUAGEES

Agv vdpyovv emmAéov TANPOQOpieg

6.3. M£00d0t Kot VAIKG Y10 GVYKPATI 6N Kot KaBapiopo

MéBodot kabapiopod : Xryovpéyte, 611 Ta amoppipato Oo mepioLAleyodv Kot Oa amobnkevtodv acparéc. Kabapiote
mpooekTikd. [TAMvete Ta voAeippoTa oV dev LTOPEiTe Vo AVOKTNGETE pE ¢ AGAVHLO VTOYA®PLOIOVG
vatpiov.

6.4. Ilapomopu ) o€ drho TPpOTY

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 7: Xepiopog kon amrodnkevon

7.1. Mpo@uAracers Yo ac@uin yEIPLono

Emm\éov kivduvol katd v eneepyocio . Eguotdton eniong n mpocoyn tov ypiotn 6Toug Thavong Kvdhvoug Tov EVOTIAPYOVV GTNV TEPITTMOT
OV TO TPOTOV Ypnoorom el pe Tpdmo mov opiletal amd TIC KATUCKEVAGTIKES TPOSIOLY PAPES.

IIpogurd&ers yio aopain xeplopnod © XpNoWonomoTe T0 TPoidV Le TPOGOXN. ATOPVYETE TNV GUECT] EXOUPT LE TO TPOTOV. XTO HETPO TOV
Sduvatol 1 xp1o” TOL TPOIOVTOG TPEMEL VOL YIVETOL GE EPYOCTIPLOKT XOOVT.
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Cyclophosphamide monohydrate
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Métpa vylewvng 1 Xpnon tov Tpoidvtog pe opbn Propumyavikn vyewn Kot dtadikacies ac@oieiog.

7.2. ZovOnkeg ao@arods pOLaENG, cupmeprhapfavopévav Toyov acvpfototiTOV

Teyvikd pétpoa T Zoppopeodeite e Tovg 1IoYHOVIEG KAVOVIGHOVG.
ZovOnkeg pOAAENG : OvAdocETAL KAEWOOUEVO.

7.3. Exducn) Tehucn} xprion 1 p1iosig

BAéne tpunpa 1.

TMHMA 8: 'Eleyyog g ék0eonc/atopiki tpoostacio

8.1. IapapeTpor eEréyyov
8.1.1 EOvikég oprokég Tipég emayyenoTikig £k0eong kon froroyikég oprakés Tipég
Agv vrtdpyovv emmAéov TANpopopieg

8.1.2. Zuvictdpeves drudikociss TapakorovOneng

Agv vdpyovv emmaAEOV TANPOQEOPiES

8.1.3. Zynpatilovrar otoyycio pHmaveng Tov aépa

Agev vdpyovv emmAEOV TANPOQOPieg
8.1.4. DNEL xon PNEC

Agv vdpyovv emmaAEOV TANPOQEOPiES

8.1.5. Tleproyés eréyyon

Agev vdpyovv emmAEOV TANPOQOPieg

8.2. "Eheyyor £k0eong
8.2.1. Katdhinhot pnyavikoi £leyyol

Katariinior pnyavikoi éheyyon:
Awnpiiote o KoAd eEoeptlopevo ydpo. XpnoYLOomoleite AMOKAEIGTIKA G KAEIOTN XOAVN He EVEOUOTOUEVO GiATpo. DIATPO aepocmpaTIdioy VYNNG
amoterecpotikotrog (HEPA filter).

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTAIONOG
8.2.2.1. IIpooTacic TOV HATIAV KUl TOV TPOCATOV

Mpoocrtacio 0@pOap®V:
Ipootatevtikd yvokd. DIN EN 166

8.2.2.2. TIpoctacia déppatog

IIpoctacia Tov déppartog:
Xpnowonoteiote Tpootatevtikd pouyopnd yio ynpkd. DIN EN 13034

Mpooctacio TOV yEPLOV:
ITpoctotevtikd yavTie aviekTikd og ynpkd tpoidvta. ISO 374-1
8.2.2.3. IIpooTaGic TOV AVUTVEVGTIKAOV 00MV

IpocTtucio TOV OVETVEVGTIKOV 00AV:

Ye nepintoon amelevdipmong okovng : paokes pe eiktpo yio okoves P3. DIN EN 140 & 149. Yypd npoiov : Mdoko agporidpatog. Popdte avamvensTikn
GLOKELT O TepinTmon EkBeong oe atpovs/crdvec/aepordpato

8.2.2.4. Ogppikoi kivovvol

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. Oprofétnon ko TapakorovOnon g tepfariiovroroyikng £ékBeong og Kivovvo

Agv vrdpyovv emmAéov TANpoeopieg
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Cyclophosphamide monohydrate
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

S

Duon KoTdoTaom : Xteped
APDOHOL : Mn dwbéoo
Epgpdvion T XKkovn.

Oopn : Aevioydet
Opto oopng : Mn Swbéoo
Inueio ™Eemg : Mn Swbéoo
Inueio m&emg : Mn dwbéoo
Inueio Ppoaciod : Mn Swbéoo
Evpiextomta : Mn dwbéoo
Opra kKtvdvvov ekprié&emg : Aevioydet
Xapnhotepo 6pto £kpnéng : Aevioydet
Avdtoto 0pilo expn&puotrog : Aevioydet
Inueio avapreng : Aevioydet
Beppokpacio avtovapreing : Aevioydet
Bgppokpacio arocvvheong : Mn dwbéoo
pH : Mn dwbéoo
Awdropo pH : Mn dwbéoo
1EDdeg, Kvepotucdg (1) T Agv ioydet
AwAvtomta : Nepo: 33,3 -100 g/l
ZUVTELEOTNG KATOVOUNG O pely e N-0KTavOANg/vepoD : Mn dwbéoo
(Log Kow)

Téon otudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTvkvémta : Mn dwbéoo
ZyeTkn ToKvoTHTOL : Mn dwbéoo
ZyeTkN TOKVOTNTA 0TUMV 6ToVG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

9.2.1. Iinpo@opies 6YETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Agv vdpyovv emmAEOV TANPOEOPIiES

9.2.2. Ahha YOpAKTNPIOTIKG 06QaAciog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Xt00gpdtnTo Kol OVTIOPUGTIKOTNTO,

2t00epd VIO KAVOVIKEG GLUVONKEG.

Agv vdpyovv emmAEOV TANPOEOPiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

Aev vdpyovv emmaAéov TANPOQOpieg

Kapio og kavovucr xprion. BAéne tunqua 7.

‘Ortov Oeppaivetar LEXpL TOL GNUEIOL S1OCTOONG, EKTEUTEL EMKIVIVVOVG KOTVOUG.
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Cyclophosphamide monohydrate
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

TMHMA 11: To&koroyikég TAnpopopisg

O&ela to&koTTaL (Ad GTOHATOS)
O&ela to&cotta (Seppatikn)
O&ela to&cotTa (avamvon)
IMepartépo TAnpogopieg

: To&wo og mepintwon KoTdmoong.

: Mn ta&wopnpévog (EAkeloticd dedopévor)

: Mn ta&wopnpévog (EArelaticd dedopévar)

I Amoeaot HEC® KPIoNG EUTEPOYVOUOVMV KOl OTOSEIKTIKNG 1GYVOG

Cyclophosphamide monohydrate

LD50 and tov otépatog o apovpaiovg

50 - 300

AGBpwon kat epebiopdg Tov déppatog
ZoPapn opborukn PAGPn/epediopog
EvaisOntomoinen tov avamvenstikon 1
gvaucOnTomoinct Tov dEPUTOG
MetoAho&ryéveon YEVWITIKOV KUTTAP®OV
Kapkwoyéveon

To&woTa Yo TV avamopayoyn

: Mn ta&wopnpévog (EAkenoticd dedopéver)
: Mn ta&wopnpévog (EAkeloticd dedopévor)
: Mn ta&wounuévog (EAewtaticd dedopévor)

: Mmopet vo TpoKaA£GEL YEVETIKG ELATTAOUOTA.
: Mnopet vo TpokaA£cet Kapkivo.
: Mmopet va fAayet T yovipodtta. Mropet vo fAdyet o épPpvo. Mropei va BAdyet ta Bpépn Tov

TPEQOVTOL PE PNTPIKO YA
Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnpévog (EArelotiicd dedopévor)
epanag ékbeomn
Ewdum to&ikomra ota opyava-ctdyovg (STOT) — : Ilpokodei BAaBeg ota Opyave HoTEPO MO TAPATETAUEVN 1| ETAVEIANLUEVT EkDEGT).
emavenupévn xbeon

: Mn ta&wopnuévog (Advvapio cuALoyNg 8€d0UEVEOVY Yo TEXVIKODG AOYOVC)

Enucvdovotnro avappdenong

Agv vdpyovv emmAEOV TANPOQOPieg

TMHMA 12: OwoAroyikéc TAnpo@opies

Owoloyia - yevikd . Emuivdvva andpinta. Xpnoponoteite katdAinia doxeio amdpprymg.
Emucivduvo yia to vddtvo mepipdrrov, Bpayumpdbecpog M tagvounuévog (EAepatikd dedopéva)

(080g)

Emucivduvo yio to vddtvo mepipdilov, paxporpdbespog M tagvounuévog (EAleipatikd dedopéva)

(xpdviog)

Agv vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOEOPIiES

Agv vdpyovv emmAEov TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQOPiE

©
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Cyclophosphamide monohydrate
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 13: Xtoyyeio oyetikd pe tn ovadeon

13.1. M£0odor enelepyacios amofiiTov

Tomucn vopobeosio (amdPfAnta) . Kataotpéyte pe ao@ain tpémo GOUEOVO e TOVG TOTKOVS £0VIKODG KAVOVIGHOVG.
ZVOTACELS GYETIKA [LE TNV OTTOPPLYN : Mnv amoppintete T0. VTOAEILOTO GTOV VITOVOLLO, ODGTE TO TPOIOV KOL TN GUCKELAGIO TOV GE 131K
TPOIOVTIMV/GVUOKEVAGIOV onpeio GLALOYNG EMKIVEVVOV 1] EBIKOV ATOPPLUUATOV.

TMHMA 14: ITAnpo@opieg 6YeTIKA PE TI| HETAPOPT.

Toppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 apOpég tavtétnTog

UN 3464 UN 3464 UN 3464

14.2. Oweia ovopacia arostorig OHE

OPTANO®QE®OPIKH ENQXH, TEPEH, ORGANOPHOSPHORUS COMPOUND, SOLID, | Organophosphorus compound, solid, toxic, n.o.s.
TOZIKH, E.A.O. TOXIC, N.O.S.

Ieprypaei eyypapov petopopdg

UN 3464 OPTANO®QE®OPIKH ENQXH, UN 3464 ORGANOPHOSPHORUS COMPOUND, UN 3464 Organophosphorus compound, solid,
TEPEH, TOZIKH, E.A.O., 6.1, I11, (E) SOLID, TOXIC, N.O.S., 6.1, Il toxic, n.o.s., 6.1, 111

14.3. TaEn/-e1g KtvdOvov KaTh TN PHETAPOPQ

6.1 6.1 6.1
6 6
14.4. Opada cvoKevAGioG
11 1 11
14.5. Megprfarrovtikny emKvovvéTYTO
Emcivduvo yia to mepidiiov: Oyt Emwcivduvo yia to mepidiiov: Oyt Emucivduvo yia to mepipdidov: Oyt

MoAvopatikdg Topdyovtag yio To VOGTIVO
nepBdAiov: Oyt

Agv vdpyovv emmiéov Srabioiues TAnpoopieg

14.6. Exdwkéc Tpo@uAa&eis yia Tov xpnotn

Eriysio petagopd

Kodwog ta&wvopnons (ADR) T2

Ewdwig dataées (ADR) 1 43,274
Mepropiopéveg moodteg (ADR) : 5kg
E&apovpeveg mocomteg (ADR) © El

Odnyieg cvokevaciog (ADR) : P002, IBC08, LP02, R001
Ewwés datdéelc ovokevaoiog (ADR) : B3

Awtdéeig pektg ovokevooieg (ADR) : MP10

Odnyieg o popntég deEapevéc Kot epmopevpotokipotie @ T1

x0dnv (ADR)

Ewdwcéc dratdéers yio popntés deEapevég kot : TP33
sumopgvpoToKiBdTa 0NV (ADR)

Koducog de&apevic (ADR) : SGAH, L4BH
Ewwés dwatdéerc yio de€apevég (ADR) : TU15, TE19
Oynua yo petapopd de&opeving AT

Kamyopia petagpopds (ADR) D2

Ewwcés dratdéers yio t petagopd - Xovdnv (ADR) : VC1,VC2, AP7
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Cyclophosphamide monohydrate
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Ewwcés datdéels yio  petapopd - Doptwon, : CV13,CVv28
eKQOPTOON Kot xePopog (ADR)

Ewwcéc datdéerg yio t petagopd - Aettovpyic (ADR) @ S9

ApBv avayvopiong kwvdvvou (Képrep App.) : 60

IMoptokoi dickot

Kodwog meplopiopmv yio onpayyes (ADR)

peTaQopd pécw® Boracong

Ewduc npopreyn (IMDG) 1 43,223,274
[epropiopéveg mosdteg (IMDG) . 5kg
E&apovpeves mocoteg (IMDG) © El1

Odnyieg ovokevaciog (IMDG) : P002, LPO2
Odnyieg cvokevaciog eunopevpatokiPotiov-deéapnevov : IBCO8
(kddwkag IMDG)

Ewwig datages IBC (IMDG) : B3

Odnyieg yio de€apevéc (IMDG) Tl

Ewdwég drataéers yuo de€apevég (IMDG) : TP33
ApBpoc EmS (IMuprayid) . F-A
ApBuoc EmS (Awppon) © S-A
Kotnyopieg poptiov (IMDG) DA

[816tnteg kau mapatnpoets (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Evoépra petagopd

PCA E&upovpeveg mocotreg (IATA) : El1
PCA Ilepropiopéveg mocotteg (IATA) © Y645
Kabapn péyrom nocdmnra yia nepopiopévny nocdétnra.  : 10kg

EMTPETOUEVT] Yot EMPOTIYE AEPOCKAPT KOL Y10
aepookden petapopds eoptiov (IATA)
Odnyieg cvokevasiog yo emPotnyd oepookden (IATA) : 670

KoBapn péyiom mocodtta yio emBotnyd aeposKaen : 100kg

KO Y10 0epOCKAPN petapopds poptiov (IATA)

Odnyieg cuokevAGLG LOVO Y10 AEPOTKAPT LETUPOPES © 677
poptiov (IATA)

Méyiot T0osOTNTO. LETAPOPAS OTOKAEIGTIKG AT : 200kg
aepookden petapopds eoptiov (IATA)

Ewwég dotaées (IATA) : A3, A5, A6
Kodwog ERG (IATA) : 6L

14.7. @aracoreg peTO.QOPES yVONY cOpPmva pe Tig Tphéeg Tov IMO

Agv 1oy0gL

TMHMA 15: Ztoyygio vopoOeTiko yopoktipa

15.1. Kavoviopoi/vopoOscia 6YeTIKG pe TNV 06QaAEd, TNV VYEID Kot TO TEPIBGALOY Yia TNV OVGia 1| TO peiypo
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropispov)

Aev neprapfaveton oto Hapdaptnua XVII tov REACH

Hapaptnpa XIV 100 REACH (Kataloyog 0d£1000Tn61\6)
Aev meprappavetor oto [apdapmpa XIV tov REACH (Katdhoyog adei0dd6tong)

Kataroyog vroyngrov ovordv REACH (SVHC)

Aev neptrapfdvetol otov Katdhoyo vroyneumv oveidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omé evnuépmon)

Agv gpappoletor.
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Cyclophosphamide monohydrate
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Kavoviepog POP (EE 2019/1021, Eppovor opyavikoi pomor)
Aev gpappoletor.
Kavoviopdg nepi e5ac0évnong Tov 6Zovrog (EE 1005/ 2009)

Aev teplappavetol 6tov KatdAoyo ovclmv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviepdc mepi ekpnkTik@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetoaiovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio Kot
™ XPpNoN TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavovionég nepi mpédpopwv overav vapkotikdy (EK 273/2004)

Aev mepiéyet ovaia(ec) mov meplapPaveTa(oviot) 6Tov Katdrhoyo Tpodpopmy ovotdv vapkeTtikdv (Kavoviopog EK 273/2004 oyetikd pe tig Tpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdierg
Aev vdpyovv emmAéov TANPOQOpieg
15.2. A&wordynon ynpuikig ac@aretog

Agv vdpyovv emmAéov TANPOEOPieg

TMHMA 16: Alleg TAnpo@opisg

Emonpaven olhay®dv:
To&wopmon g ovciag 1 Tov pelypoToc.

I peg keipevo pacswv H kar EUH:

Acute Tox. 3 (Amd tov Oé&eia to&ucodmra (amd tov 6ToOHaTOC), Katnyopia 3

GTOLATOC)

Carc. 1A Kapkwoyéveon, katyopio 1A

H301 To&wo ot mepintmon KoTdmoong.

H340 Mmopel voL TPOKAALGEL YEVETIKA ELATTMOTA.

H350 Mmopei vo. TpoKaAEGEL KOPKIvO.

H360FD Mmopet va. BAGwet T yovipdtto. Mmopet va BAdwet o pfipvo.

H362 Mmopei va. BAGweL o BpEen mov Tpépovtat pe PnTpkd yoAa.

H372 IIpokaiel PAGPeg ot Opyova VOTEPO OO TAPUTETOUEVT 1) ETAVEIANUPEVT EKOECT.
Lact. To&wodmTa 6TV ovamapoy®yn, ETmpochet Kotnyopia, ENWOPACELG GTn YoAovyia 1| HEG® TNG Yolovyiog
Muta. 1A MetaAro&ryéveon yevvnTikdv Kuttdpov, kotnyopio 1A

Repr. 1A To&udta oty avamapayoyn, katnyopio 1A

STOTRE 1 Edum to&icodmra og 6pyava-ctdyovg votepa omd emavenpupévn £kbeon, katmyopio 1

Aghtio Agdopévov Acpareiog (AAA), EE

ATIOIIOIHXH EY®NHZX Ot mAnpogopieg mov mepiéyovial o antd 10 dehtio mpoépyovtar and mnyég tig omoieg Bempodpe adiomotes. [apdia avtd, divovtot

YOpic Kapio gyyomon, pni 1 appnTn, Yo Ty akpifetd tov.
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