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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 : Cladribine

Kon Ha mponyxra : 201600208

CHHOHUME : Cladribine, 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]

MyTareHHOCT 3a 3apoAMIIHHU KieTkH, Kareropus 1B H340
Kanneporennocr, Kareropns 1B H350
3a meaHus TekeT Ha H- 1 EUH-npenynpesxnenusTa 3a omacHOCT: BX. pasnern 16

Hebnaronpusitau pusnkoxumMuyHu edexT U HedIaronpusATHH ehekTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpea
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Etuxernpane B cborBercTBHE ¢ Pernament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a omacHoct (CLP)

GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H340 - Moxe fa npUYMHN T€HETHYHH JIeHEKTH.
H350 - Moyxe 1a TpHYMHH pak.
IMpenopsku 3a 6e3omacHoct (CLP) : P202 - He u3non3BaiiTe nmpeay aa cTe MpoveNy U pa3dpaiy BCHYKH Npeara3Hi MepKH 3a
6e30MacHOCT.

P308+P313 - IIPU siBHa MM mpeamonaraeMa eKcro3unus: [1oTeppcere MeTUIIMHCKH CHBET/IIOMOLII.
ErtnkeTnpane B CbOTBETCTBHE C: H3KIIIOUCHHUSI 32 BBTPEIIHH OMAKOBKH, KOraTo ChAbPKaHUETO He mpesumasa 10 ml

03/04/2023 (Jlata Ha u31aBaHe) BG (6warapckn) 1/8


mailto:sds@edqm.eu
http://www.edqm.eu/

Cladribine

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

IMukrorpamu 3a onacHoct (CLP)

GHS08

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTABKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacudukanusi B cbOTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Cladribine - <100 Muta. 1B, H340
Carc. 1B, H350

3a meaHus TekeT Ha H- 1 EUH-npenynpesxneHusTa 3a oacHOCT: BX. paszen 16

He e npunoxumo

IIspBa momoIL npy BKIIBAaHE : Jla ce ocTaBH MOCTpataiInst Ha YUCT Bb3AyX. OCUrypere CBeX BB3IyX Ha 3aCErHATOTO JIMIIE.

IIppBa mOMoOIIL IPH KOHTAKT C KOXKaTa : Jla ce oTCTpaHH MakCHMAJIHO Ype3 H30bpCcBaHe (C YKCTa H MeKa MONHMBalia Kbpiia). M3muiite 00miIHO
¢ BOAA/....

IIppBa moMoIIL IPH KOHTAKT C OYHTE : M3ruiakHere ¢ BOjia, KaTo IbP)KHTE OYNTE IIMPOKO OTBOPEHH.

IIppBa momolI pH MorITbIIaHe : WsmuakHere ycrara. CriennaiHo Jiekapcko HabimoreHne. Moxe jia 6b/1e IpernopbhyaHo

TIPOABIDKUTEITHO METUITTHCKO HaGJ’IIOI[eHI/Ie.

Cumnromu/edextr . Bb3MoxHHE ca 3aKbCHENMH e(EKTH.

Cumnromu/e)eKTH Cliell BAUIIBAHE . HenmocrarbuHu naHHu.

Cumnromu/eheKTH ClIe KOHTAKT ¢ KOXKaTta . HenmocrarbuHn naHHu.

Cumnromu/e)eKTH CIIeT KOHTAKT C O4UTE . HenmocrarbuHn naHHu.

Cumnromu/e)eKTH CIIeH MOTTbIIaHe . CumnromuTe Morat fa ObaT 3aMaiiBaHus, T1aBOOOINE, TaJeHe U 3ary0a Ha KOOP/IMHALIHSL.

Tlorbpcere MeanuuHCcKH chBet/momont. [Ipy BE3MOXKHOCT /1a ce MOKaXKe HACTOSIIHS JIHCT, a aKO HEe € Ha Pa3MONI0KEeHHe, [1a Ce MOKaKe ONaKOBKATa MM €THKETa.
AxrtuBatop. PapMarieBTHYCH MPOIYKT.

PA3JIEJI 5: [IpoTuBONOKAPHU MEPKH

Tlomxopsmu noskaporacUTENHN CPEACTBA 1 Ogmesio 3a 3aracsHe Ha OTbHS.

OmnacHOCT OT IoXap : Bk maparpad 2.2.

I/IHCprKHPH/I 3a racCHe Ha oXxapu : I[a C€ U3M0JI3BAT CPEACTBA, TOAXOIAIIHN 3a TACEHE Ha ITOXKapHu B CbCCACTBO.
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Cladribine

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

JIEJI 6: Mepku npu aBapuiiHO U3IyCKaHe

O6mm MepKH : Jla ce n30srBa Npekus KOHTAKT ¢ poxykTa. He BaumBaiite
Ipax/IymeK/ras3/ M/ u3napeHus/aepo30iH.

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIIEUIHH CJIyYan

A.BapPlﬁH.H IIJTAaHOBE . I[a C€ HOCH IOAXOAIILO NPEeANasHO OGHCKJ'IO, PBKAaBULU U 3alIUTHU CPEACTBA 3a OUUTE UIIH JIULIETO.

6.1.2. 3a MuHATa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nanmgHa JOBIHUTENHA HHPOPMAIHSL

Hsma nanmmgHa JOIBIHUTENTHA HHPOPMAIHL

Meroau 3a MOYKCTBAHE . YGe,ueTe C€, 4€ OTIIaAbLHUTE Ca C’L6paHI/I 1 C€ CbXpaHABAT HA CUT'YPHO MACTO. TTouucrere
CTapaTeiHoO. I[a CC U3MHE HCC’LGI/IpaeMPIﬂ OCTaTbK C : PaSTBOp OT HATPUEB XUIIOXJIOPHUT.

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMALIUS

O0padoTka U CbXpaHeHHe

JIOMbJIHUTENHH ONACHOCTH 110 BpeMe Ha 00paboTka . Ha norpe6urens na ce 00bpHE BHUMAHUE 38 PUCKOBETE, EBEHTYAIHO CBbP3aHH C M3II0JI3BAHETO HA
[POJLYKTA 3a APYTH LIE]H, PA3JIUYHU OT TE3H, 38 KOMTO € IPEeJHA3HAYCH.

Tpennasuu mepku 3a 6e3onacHa padboTa . C marepuara TpsiOBa 1a ce paboTu BHEMATETHO. J{a ce u30srBa MpeKHst KOHTAKT ¢ mpoaykra. C
Marepuaa TpsAbBa Ja ce paboTH Mo J1abopaTopHa KaMHHA, JIOKOJIKOTO TOBA € Bb3MOXKHO.

XUrueHHH MEPKU . Jla ce paboTH B ChOTBETCTBUE C M3UCKBAHUSATA HA 0OpATa MIPOMUIILIEHA XUTHEHA U MIPOLIEYPUTE 32
6e30MacHOCT.

TexHUYIECKH MEPKH : Jla ce criazBar MpUIOXKHMHTE Pa3mopendu.
VYcnoBus 3a chbxpaHsBaHe . Jla ce cbxpaHsiBa MOJ KITIOY.

Bmx maparpag 1.

PA3JIEJI 8: KoHTpo.1 HA eKCNO3MIMATA/JIMYHU NPEeANa3sHU CPeICcTBa

8.1.1 HanMoHAaIHU rPAHUYHH CTOMHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS H OHOJOTHYHH FPAHUYHH CTOHHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.2. IlpenopbYNTETHH NMPOLETYPH 32 HAOTIOIEHHE

Hsima HaymM4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.1.3. OGpa3yBar ce 3aMbPCHTEJIN HA BB3yXa

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIUS

8.1.4. DNEL u PNEC

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.1.5. Perysupane upe3 o6xBaru (control banding)

Hsma HanmuvHa TOMBIHUTETHA HHPOPMAIIHS
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Cladribine

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

8.2. KoHTpo.I HA eKCro3uIusATA

8.2.1. Ioaxoasi TEXHUYECKH KOHTPOJI

Hoaxoasiy TeXHHYeCKH KOHTPOT:
Jla ce cpxpansBa B 100pe PpoBETpUBO HoMenIeHue. Jla ce H3Mmon3yBa eIMHCTBEHO B CMyKaTelIHa KaOMHa ¢ HHTerpHpaH GuiIThp. BucokoedexTusen Gpuntsp 3a
gactuny (HEPA ¢untsp).

8.2.2. JINuHH Npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HAa OYUTE U JIHLETO

3ammTa Ha ouHTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKaTa

3ammTa HA KOKATA U TAJIOTO:
Jla ce u3non3yBa XUMHYECKH YCTOIYKBO 3amuTHO obiiekio. DIN EN 13034

3ammra Ha pbleTe:
XuUMUYecKn yCTOHYMBHY NpeAnasHu pekapunu. ISO 374-1

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

3amuTa Ha AUXATEJIHUTE IMBTUINA
Otaensne Ha npax: mpoTtuBonpaxosa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen npoaykT : AHTHaepo3onHa Macka. Hocere quxatenen amapat, ako cte
U3JI0XKEHHU Ha Mapu/IpaxoBe/acpo30Iiu

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

8.2.3. KoHTpo.1 Ha eKCHO3HIUATA B OKOJHATA cpeia

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

3JAEJI 9: ®u3uyHu U XUMHUYHU CBOMCTBA

9.1. Undopmanust 0OTHOCHO OCHOBHHUTE (PM3MYHM H XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE . TBBpHO BEUIECTBO
st . He e HannuHo
BroHIeH By : Ilpax.

Mupuc : He e npunoxumo.
I'panunarta Ha Mupuca © He e Hannuno
Touka Ha ToneHe : He e Hanuuno
Touka Ha 3aMpb3BaHe © He e Hannuno
Touka Ha KuIIeHe . He e Hanuuno
3amanumocT : He e Hanuuno
I'paHuIyM Ha EKCIUIO3UBHOCT © He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT © He e npunoxumo
T'opHa rpanua Ha €KCIIO3UBHOCT © He e npunoxumo
Temneparypa Ha pa3naraHe © He e npunoxumo
Temneparypa Ha camo3anaiBaHe © He e npunoxumo
Temneparypa Ha pa3nagaHe © He e Hannuno
pH : He e Hannuno
pH pastBop . He e nanuuno
Buckosuter, kuHeMaTuueH : He e npunoxumo
PazrBopumocT : Boma:1-10¢/l
Koeduument Ha pasnpenenenue: n-okranon/soga (Log  : He e nanuyno
Kow)

Hansarane na napure . He e nanuuno
Hansrane na napute npu 50°C . He e nanuuno
IInsTHOCT . He e nanuuno
OTHOCHTENHA ITBTHOCT . He e mHanmuuno
OtHOCHTeNHA ITBTHOCT Ha mapute mpu 20°C : He e npunoxumo
Pa3mep Ha uactuiute . He e manmmuno
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Cladribine

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

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3HYHA OIACHOCT

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

CrabuseH npy HOPMAHHU YCIIOBHS.

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma mpu HopmanHa yrotpe6a. Buokre Pasnern 7.

TIpu 3arpsiBane 10 ToUKaTa HA PasTPaKIAHE OTAENS ONACHU U3MAPEHHs.

PA3JIEJI 11: Tokcukosoruuna nugopManus

1.1, Mugopmaus 58 scxaconere wa onacuoer, onpexexemu  Peraavent (EO) Xe 12722008

Ocrtpa ToKCHYHOCT (OpaiHa) : He ce xmacuduumpa

OcTpa TOKCHYHOCT (epMaiHa) : He ce xmacudunmpa

OcTpa TOKCHYHOCT (BJHILIBAHE) . He ce xmacuduumpa

KoposzuBHOCT/ipa3sHeHe Ha KoXkarta : He ce xacudunmpa (JInmcpamy naHHwN)

Cepno3HO yBpesK/jaHe Ha OUHTE/IpasHEeHe Ha OUUTe . He ce xnmacuduunpa (JIuncpanum gaHH)

Cencnbunu3anys Ha AUXaTeIHUTE MBTUIA Wik koxkaTa  © He ce knacuduumpa (Bs3 0CHOBa Ha HAIMYHNTE JAHHU HE Ca M3IIBIHCHH KPUTEPHUUTE 32
KkinacuHIpane)

MyTareHHOCT Ha 3apOJMIIIHATE KICTKH : Moske fa NIPHYHHA TEHETHYHH Ie(EeKTH.

Kanneporennoct : Moke 1a NpUYMHY paK.

TOKCHYHOCT 32 PEHPOAYKIHITA : He ce xmacuduumpa (Ipyru ykazauus: OcTpa TOKCHYHOCT)

CTOO (crnenuudHa TOKCHYHOCT 3a OMPEIETICHH : He ce xmacuduumpa

OpraHn) — eIHOKPATHA CKCTIO3HLIUS

CTOO (cnenupudHa TOKCHYHOCT 3a OMPEICTICHH : He ce xmacuduumpa

OpraHu) — IOBTaPsIIIA CE EKCIO3ULIHS

OmacHOCT IpH BJIIIIBAHE . He ce xnmacuduumpa (Bb3 ocHOBa Ha HATUYHUTE JAHHH HE Ca U3ITBJIHEHN KPUTEPUUTE 32
KIacuHIHpaHe)

Hsma HanMvHa TOBITHHUTENHA HHPOPMAIUS
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Cladribine

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

PA3JIEJI 12: Exonornyna uHpopmManus

Exonorus - 06mo . Omacum oTamsid. Jla ce M3MON3yBaT MOAXOAAIIN KOHTEHHEPH 3a OTIAIHHUTE MPOTYKTH.
OmacHo 3a BoHATa cpesia, KpaTKOCPOUHa (0CTpa) . He ce xnmacudunupa
OmnacHo 3a BOAHATa cpesia, IITOCPOUHA (XPOHUYHA) . He ce xmacudunupa

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma nammana nomeanTeTHa HHGOPMAIHs

PA3JIEJI 13: O0e3Bpe:xaane Ha OTHAABIUTE

MecTHO 3aKOHOAATENICTBO (OTIMAIbIH) : Jla ce n3xBBpiu 110 6e30MaceH HAUMH B CHOTBETCTBHE C MECTHUTE / HALIMOHAIHU Pa3openOn.

PA3JIEJI 14: UndopManusa 0OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKAINOHEH HOMED

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.2. ToyHo HaHMeHOBaHHUe HA MPaTKaTa No cnucbka Ha OOH

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.3. Kiac(oBe) Ha OmacHOCT MPH TPAHCIIOPTHPaHE

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.4. OnakoBbYHa rpyna

He e mpunoxumo He e npunoxumo He e mpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo He e npunoxumo He e npunoxumo

Hsma mombiHATETHA HATMYIHA HHOOPMAIIHS
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Cladribine

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

14.6. Cnienqua/iHyu mpeana3Hu MepKH 32 MOTPeOHTeINTe

CyxonbTeH TPAHCIIOPT
He e npunoxxumo

Tpancnopt no Mope
He e npunoxxumo

Bb3aymen Tpancnopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHUE CHIVIACHO HHCTPYMEHTH Ha MeX/IyHAPOHATA MOPCKA OPraHu3aus

He e npunoxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMATHBHATAa ypenda

15.1. CoenuguyHu 32 BENIECTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentu Ha EC

REACH IIpuio:xenne XVII (YcioBus 3a orpannyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpunoxenune XIV (Cniucbk Ha BelllecTBATA 32 pa3peliaBaHe)

He ¢urypupa B ITpunoxenne XIV nra REACH (Crimchk Ha BemiecTBara 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaat-pemecrsa (SVHC)

He ¢urypupa B cnncpka Ha REACH ¢ kananaar-BemecTsa

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

Henpunosxumo.

Persnament orHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PeriiamMeHT 0THOCHO BelllecTBa, KOUTO Hapymasat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTsa, KOUTO HapymaBaT o30HoBH: cioit (Permament EO 1005/2009): Cladribine

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

He cpabpixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA C TIpeKypcopH Ha B3puBHH BetecTBa (Pernmament EC 2019/1148 3a npenaraneto Ha ma3apa u ynorpedara Ha
HPEKyPCOpH Ha B3PUBHH BEIIECTBA)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HApKOTU4YHH BewecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIFOUeHO(H) B criuchbka ¢ [Ipexypcopu Ha HapkoTHuHHTe BemecTsa (Permament EO 273/2004 0THOCHO POM3BOJCTBOTO H ITyCKaHETO
Ha T1a3apa Ha OMpEJIEIeHH BEIECTBA, U3M0NI3BaHN 3a HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHIHH HITH TICHXOTPOITHH BEI[ECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaiM4YHa TOMBJIHATENHA HHQOPMALIHS

15.2. Onenka Ha 6€30MacCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMeC

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

PA3JIEJI 16: Apyra uadopmanus

II'bnen Texer Ha H- u EUH-npenynpesxkaeHusiTa 3a OIacHoOCT:

Carc. 1B Kanneporennoct, Kareropus 1B
H340 Moxe 1a IPUYMHHA TeHETUYHU eQEeKTH.
H350 Moske fa IPUYHHE PaK.
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Cladribine

Nudopmanronen auct 3a 6€30macHOCT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

Muta. 1B MytareHHOCT 3a 3apoauIIHu KieTku, Kareropus 1B

Nudpopmannonen sucr 3a 6e3onacuoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT HudopmanusaTa, cbabpskamia ce B To3u MHpopmalnoHeH 1uct 3a 6e3011aCHOCT, € I0JIyd4eHa OT U3TOYHUIIM, KOUTO CMATaMe 3a
HaaeXaAHU. Bbrpexu ToBa, MHpopMaLusATa ce pelocTaBs 0e3 HUKaKBa rapaHilys, U3pHYHa UM 110pa30upalia ce, OTHOCHO HelHaTa KOPEKTHOCT
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