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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Ciclosporin
XHUMHYECKO HANMEHOBAHHUE : Ciclosporin
CAS Ne 1 59865-13-3
Kon na npoxykra : 201600987

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMaiiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT

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. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
Kanneporennoct, Kateropust 1A H350
ToxcuunocT 3a penpoxykuusTa, Kareropus 1B H360

3a meanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a OacHOCT: BXK. pasjen 16

He6aaronpusiTHi GU3NKOXUMIYHHA e(peKTH U HeOJIAaronpusATHY edeKTH 32 3APaBeTo HA YOBEKA W OKOJHATA cpela
Bpenen npu normsimane. Moxe 1a NpuYuHK pak. Moske /1a yBpeIH OIIOAUTETHATA CTIOCOOHOCT MITH TLIOZA.

2.2. EnemeHTH Ha eTHKeTa

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHSO08
Curnanna gyma (CLP) : OmnacHo
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norisliase.

H350 - Mo>xe 1a IpHYHHA paK.
H360 - Mo>xe 1a yBpeau OIUIOAUTENHATA CIIOCOOHOCT MIIH IUIOA.
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Ciclosporin

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIIUH.
P202 - He u3non3gaiite npeau a CTe Mpoyesy U pa3dpaiu BCUUKH MPEANIa3HA MEPKH 3a
0e30MacHOCT.
P264 - Jla ce u3mue pbleTe 10 JAKTUTE U JIMLETO CTAPATEIHO ClIe/l ynoTpeda.
P270 - la He ce sine, nue Wiy Myy Npy ynotpebda Ha NpOayKTa.
P280 - U3nomn3Baiite npeanasHu phKaBHUIH/IPEINA3HO 0OIEKIO/MPEAna3Hi OUnia/Ipena3Ha Macka
3a JIMLe/TIPEAIa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.
P301+P312 - [TPU [TIOTJITBILIAHE: Ilpu Hepaznonoxenue ce obanere 8 LIEHTHP I[1O
TOKCHKOJIOT' M unu Ha nexap.
P308+P313 - [1PU siBHa uiu npeamnonaraeMa ekcro3uuusi: [loTbpcere MEAUIIMHCKH ChBET/ITIOMOLIL.
P330 - M3mnakHere ycrara.
P405 - [la ce cbxpaHsiBa 1oJ KIIroy.
P501 - CbappxaHHETO/ChIBT 1A CE M3XBBPIIH B ITYHKT 33 ChOMPaHe Ha OMACHU MU CIICHUATHI
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETukernpane B CbOTBETCTBHE C: M3KITIOUSHNS 32 BHTPEIIHH OMTAKOBKH, KOTaTO ChbPKAHUETO He mpeBumrasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08
2.3. [Ipyru onacHoCTH

Jlpyra napopmarms : AKTHBHO BemeCTBO (BbB (hapManeBTHYHN HPOJYKTH).
BHuMaHMe - BENECTBO, KOETO BCE OIIE HE € M3IHMTAHO HAIBIIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Ciclosporin CAS Ne: 59865-13-3 <100 Acute Tox. 4 (opanna), H302 (ATE=1480

mg/kg TenecHo Terio)
Carc. 1A, H350
Repr. 1B, H360

3a meinnus Teker Ha H- u EUH-npenynpexaeHusTa 3a onacHoCT: BX. pazjen 16

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

ITepBa oMol - 00IIH MEpKU : BBB BCHUKH Cllydan Ha CbBMHEHHUE, WM aKO CHMITOMUTE IIPOABIDKABAT, IOTHPCETE MEANIMHCKA
TIOMOIII.

[TbpBa oMo MPH BIUIIBAHE : U3Benere nULETO Ha YHCT BB3/yX M I'O IIOCTABETE B O3MINS, yJIeCHsBaIA AuInaHeTo. [a ce ocraBu
MOCTpaalikis 1a CU mo4yrHe. B ciyuaii Ha npunomasane: [ToThpceTe MEANIIMHCKH CHBET/IOMOIIL.

ITbpBa oMo MPH KOHTAKT € KOXKaTa : Jla ce cBany 3aMBbPCEHOTO OOJIEKIIO U U3IIOKEHUAT YIaCTBK OT KOXKaTa Ja Ce M3MHUE C MEK CallyH
BOJIa, KaTo CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

ITbpBa MOMOII TP KOHTAKT C OYHTE : H3miakHerte ¢ BoJa, KaTO ABPIKUTE OUUTE NIUPOKO OTBOPEHH. [I0ThpceTe MeIUIIMHCKA TTOMOIIL, KO
6oJKaTa, MUTAHETO WK 3aU€PBSIBAHETO TIPOJIBIDKAT.

ITbpBa MOMOIIL TIPU MOTITBIIAHE : Usmiaknere ycrara ¢ Boza (caMo ako IOCTpaJalusT € B Ch3HaHKe). HUKora He aBaiiTe HUIIO 1Ipe3
ycraTa Ha 4oBeK B Oe3ch3HaHue. HesabaBHo ce obanere B IEHTBP I10 TOKCUKOJIOT USl/Ha
JeKap.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTHIIBAILM cJIe]l H3BECTeH IepHo/l 0T BpeMe CHMITOMH U edeKTH

Hsma HannyHa 10mbIHUTETHA HHOPMALIUS
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Ciclosporin

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: [IpoTuBONOKAPHUA MEPKH

Tloxxozsmy noxaporacHTeNHN CPEACTBA : Jla ce u3nonsBat cpecTBa, MOAXOAALIM 3a FACEHE HA MOXKapH B ChCEJACTBO. BbriepoeH auokcus.
Bopnen cnpeii. Cyx npax. Oneso 3a 3aracsiHe Ha OI'bHsL.
Henonxonsimy moxaporacuTelIH| CpeICTBa : Jla He ce n3Mon3Ba CUIIHA BOJHA CTPYSL.

Onacuu IIPOAYKTH Ha pasrnaJaHe B cnyl{aﬁ Ha 11oxxap : HenwiiHoTO TOpeHE OCBOGO)KI[aBa OITaCE€H BBITICPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTd TOKCUIHHU
TazoBe. Bb3MOXKHO € OTJeNsIHEeTO Ha TOKCHYHHI H3MapeHus.

Muctpyknum 3a racene Ha Mmoxapu : Jla me ce nomycka u3non3panara B 6opbara ¢ mmoxkapa Bojia 7ia 3aMbPCH OKOJIHATa Cpefia.
3amuTa npy raceHe Ha moxap : /la He ce npennpuema Hameca 6€3 IOAXO/IAIIO 3aIUTHO 000py/ABaHE. ABTOHOMEH M U30JIHpaIll
amapar 3a JuxaTelHa 3amura. [Tb/iHa 3ammTa Ha TSUI0TO.

PA3EJI 6: Mepku npu aBapuiiHO U3MyCKaHe

OO0 Mepku . Jla ce n304rBa KOHTAKT C KOXaTa, OUUTE U JAPEXUTE.

3a nepcoHaJ1, KOITO He 0TrOBAps 32 CHEIUIHHU CIIy4an

ABapuitHH IJTaHOBE : Jla ce oTCTpaHM HEHYKHHUS IEPCOHAI.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3auuTHU CpecTBa . Jla He ce mpeanpueMa Hameca 0e3 MOIXOIAIIO 3alMTHO 000pyABaHe. 3a oBeye HHMOopMarws,
BroKTe paszgen §: "KoHTpol Ha eKCIIo3uIuATa/ TUYHH [IPeJIIa3Hu cpejcTBa.

Jla ce n30sTBa U3MIycKaHe B OKOIHATA cpefa. [IpenoTBpaTeTe HABIM3aHETO B KAHAIM3AIMATA U B OOIIECTBEHUTE BOJH.

3a 3aabpiKaHe : Tlonwmiire ¢ HHEPTEH MaTEpUa M MOCTABETE B MOJAXO/IAII KOHTEHHED 32 00e3BPEKIaHe Ha OTIIAIbIIH.
MerTou 3a OYKCTBaHE : Tlouncrere 3aMbpCeHUTE MOBBPXHOCTH OOMITHO ¢ Boza. [lourcTBane ¢ MOMIITA Ha JETEPreHT.

Bmxre Pazznen 13 otHocHO nHbopMarus 3a 06e3BpekaaHe Ha OTIAIbLHTE.

AaHEHHe

JIOITBITHUTEITHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3nmarat GpEMEHHUTE XKEHH MIIH KbPMAuKHTE.

Tpennasun Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCAKAKBA M3IMIITHA eKcro3uus. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEpPKN : Jla He ce sze, mue WM IMymy npy ynotpeba Ha npoaykTa. la He ce M3HACsA 3aMBPCEHO PabOTHO

00JICKIIO H3BBH pa60THOT0 TIOMCUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIIET
TIPUKIIIOYBAHE HA pa60TaTa.

VYcnosus 3a CbXpaHsBaHE : I{a C€ CbXpaHsBa Ha z[06pe TIPOBETPUBO MSCTO. C'I:Z['bT Jla c€ CbXpaHsBa IUIBTHO 3aTBOPCH. ,Z[a ce
T1a3u OT TOIUIMHA U IIpsIKa CIbHYEBA CBETJIMHA.
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Ciclosporin

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

OnakoBbYHH MaTepHaId : Jla ce cpXpaHsBa B OPUTHHAITHUTE KOHTEHHEPH.

7.3. Cnennduyna(n) kpaiina(u) ynorpeda(m)

HsiMa HannyHa JOMBIHATETHA HHQOPMALIHS

PA3J/IEJI 8: KoHTpPOJI Ha eKCIIO3MIUSAITA/THYHH NPeINa3HH CPEeACTBa

8.1. [TapameTpu Ha KOHTPO.JI

Hsima HanuyHa AONBIHUTEIHA m—[(bopMaum

8.2. KoHTpo.1 Ha eKCNO3NIUATA

Tloaxoasiuy MHKEHEPEH KOHTPOJ

Hoaxoasii HHKEHEPEH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO CE M3UCKBAT KAKTO MECTHA CMYKAaTEIHA BEHTUIAIMS, TaKa ¥ BEHTUIIALKS Ha 00II0TO
nomemnienue. C marepuaina TpsOBa qa ce padoTH 1o 1adopaTopHa KaMUHA, JOKOJIKOTO TOBA € Bb3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuMTa HA OYUTE H JUIETO

3ammuTa Ha oumTe:

Jla ce HOCsT npemnasHu ouma. [peanasnu ounna cee crpannyna 3amura. (EN 166)
3ammTa Ha KOKaTa

3amuTa Ha KOXKATa H TSJIOTO:
Jla ce Hocu nmozaxosIIo npennasHo ooaekio. Jlaboparopua ynorpeba : JlJabopatopHa npecruinka. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH yCTOMUMBH peana3Hu perasuiy. (EN 374)

3ammTa HA JUXATEJHUTE IHTHIIA

3amuTa Ha AMXATEHATE MBTHINA:
B ciyuqait Ha 0Opa3yBaHe Ha IIpax Jia ce M3I0JI3Ba anapar 3a Juimane ¢ Guirsp: P3

PA3JIEJI 9: ®u3uyHA U XUMHYHH CBOMCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (U3HYHM M XMMUYHH CBOHCTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
st : Osu1. mOYTH OsLI.
BroHien Bung . Ilpax.
MonekynHa Maca : 1203 g/mol
Mupuc . He e nanuuno
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToreHe : 148 -151°C
Touka Ha 3aMpB3BaHE : He e nanuuno
Touka Ha KUIICHE : He e nanuuno
3anmanuMocT : He e nanuuno
JlonHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
I'opHa rpanuLa Ha EKCITIO3UBHOCT : He e npunoxumo
IInamua temneparypa : He e npunoxumo
Temneparypa Ha camo3anaaBaHe : He e npunoxumo
Temneparypa Ha pa3narane : He e nanuuno
pH : He e manmuuno
pH pastBop : He e nanuuno
Bucko3uter, kKuHEMaTuueH : He e npunoxumo
PastBOpUMOCT : Boma: <0.1 g/l
Koedunuenr Ha pasnpenenenue: n-okrason/Boga (Log  : He e HanuuHO
Kow)

Hansrane na napute : He e nanuuno
Hansraune na napute mpu 50°C : He e nanuuno
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Ciclosporin

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

TlnbpTHOCT . He e nanmuuno
OTHOCHUTEIHA TUIBTHOCT . He e nanmuuno
OtHOcHTeNHa ITBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yactunure . He e HanuyHO

Hsma HanuvHa ZONBIHUTETHA HHPOPMALIUS

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMAIHS

Hsma HanmuvHa TOTBITHUTENHA HHPOPMAIIHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

COJIOTMYIHA HHq)Op anus

Octpa TOKCHYHOCT (OpasHa) : Bpenen npu norieliate.
OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacudunupa (Jlunceat nanHm)
OcTpa TOKCHYHOCT (BMILIBAHE) : He ce xnacudunupa (Jlunceat nanHm)

Ciclosporin (59865-13-3)

LD50 opanHo mbx 1480 mg/kg (RTECS Ne GZ4120000)
KoposusHocT/ipasnene Ha Koxara : He ce xnacudunupa (Jlunceat nanHmn)
Cepno3HO yBpesk/IaHe Ha OUHTE/IpasHEHEe Ha OUNTe : He ce xnacudumupa (JIuncear nanHm)
CeHcuOmIM3anys Ha AUXaTeIIHUTE IBTUINA WK Koxkarta : He ce xacudunupa (Jlumncsar naHam)
MyTareHHOCT Ha 3aPOJUIIHUTE KIETKN . He ce xnacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHEHN KPUTEPUUTE 32
KJacuduypane)
Kanneporennoct : Moxe aa IpUYMHH PaK.
TOKCHYHOCT 3a PEPOAYKIHATA : Mosxe 1a yBpeau OIUIOAUTENHATA CIOCOOHOCT MITH TUIOAA.
CTOO (crnennduyHa TOKCHYHOCT 32 OIPEICICHU : He ce knacu¢umpa (JIunceat nanxu)

OpraHu) — €JHOKpaTHA eKCIO3ULIHS
CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEIeHU : He ce xnacudunupa (JIuncsat nanau)
OpraHy) — HOBTapSIIIa Ce eKCIIO3UIUS

OmnacHOCT NI BAUIIBAaHE : He ce xnacudunupa (Jluncat nanxm)

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS
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Ciclosporin

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 12: ExonornyHa uH(popManus

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) . He ce ximacuduuupa (Jluncsat 1aHam)
OnacHo 3a BOJHATA CPe/ia, ABIrOCPOUHA (XPOHHYHA) . He ce xiacuduuupa (JIuncsar 1aHau)

Ciclosporin (59865-13-3)

YCeToW4YMBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIHS

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA I/IH(l)OpMaI.IHFI

PA3JIEJI 13: O0e3BpeskiaHe HA OTHaAbLUTE

Hswma Hanmmyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/ISI

PA3EJI 14: Uadopmanus 0THOCHO TPAHCIIOPTHPAHETO

B cvorBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niau uaeHTHGUKALHOHEH HOMEP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HaMMeHOBaHHe HA MPAaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT IPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxxumo He e npunoxxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpea

He e mpunoxumo He e npunoxumo He e npunoxumo

Hsima mombiaHHTEIHA HANTUYHA PIH(bOpMaLII/Iﬂ

13/02/2025 ([lata Ha penakiusTa) BG (6barapckn) 6/9



Ciclosporin

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

14.6. CnennaTHu NpeANa3HA MePKH 32 MOTPeOUTeINTE

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

Tpancnopt o Mope
He e npunoxxumo

Bb3aynien Tpancnopr
He e npunoxxumo

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. CiepvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATE/ICTBO OTHOCHO 6€301aCHOCTTA, 3PABETO H OKOJIHATA
cpexa

PeramamenTn Ha EC

REACH, Ilpuio:xenne XVII (¥YciioBus 3a orpaHuyaBaHne)

He durypupa B [Ipunoxenne XVII za REACH

REACH, IIpuioxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [Ipunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a paspeliaBaHe)
REACH, Cnucsbk ¢ kanauaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLecTBa, KOMTO HapylaBat 030HoBusl cioii (Permament EO 1005/2009)

Persniamenr 3a uzgenusTa ¢ 1BoiiHa ynorpeoda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 maii 2009 roausa 3a BbBexIaHe pexkuM Ha OOMIHOCTTA 32 KOHTPOI HA U3HOCA, TpaHchepa,
Opokepckara ISHHOCT U TPaH3UTa Ha U3/ENHUS U TEXHOJIOTHH C BOHHA ynoTpeba.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA ¢ IIPEeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
MPEKypCOPH Ha B3PUBHU BEIIECTBA)

PerjiaMeHT 0THOCHO npeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIIOYeHO(H) B cinchbka ¢ [Ipexypcopu Ha HapkoTnuauTe BemecTsa (Permament EO 273/2004 0THOCHO POM3BOCTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH M IICHXOTPOITHHU BEIIECTBA)

15.2. Onenka Ha 0€30MACHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa Hann4yHa JOMBJIHATETHA HHQOPMALHS

PA3JIEJI 16: Ipyra undgopmanus

HNuauxanus 3a npoMeHu

Paznen IIpomeHeH eneMeHT KomenTapu
3ameHs BepcHATa OT Jlo6aBeno
JlaTa Ha pegakmnusara Jlo6aBeHo

1.1 CAS Ne Jlo6aBeno

1.2 OrpanuueHus 3a ynorpeba IIpomeneno

1.2 VYrnorpeba Ha BelecTBOTO/CMECTa ITIpomeneno
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Ciclosporin

HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
1.2 OcHoBHa KaTeropus Ha ynorpeda IIpemaxnaro
2.1 Hebnaronpusatan Gpu3nKOXUMHYHU eHEKTH 1 IIpomeneno
HeOIaronpusATHY e()eKTH 3a 3APAaBETO HA JOBEKA U
OKOIIHATa cpejia
2.1 Knacudukarus B cborBerctBre ¢ Pernament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]
2.2 Ipenopsku 3a 6e3omacuoct (CLP) IIpomeneno
2.2 Ipenynpexnenus 3a onacHoct (CLP) IIpomeneno
2.3 Ipyra unpopmanus Jlo6aBeno
4.1 ITspBa nomomns - 00U MepKU Jlob6aBeHo
4.1 IIppBa NOMOII TP KOHTAKT € KOXKAaTa IIpomeneno
4.1 IIppBa nomo1 Npu BIUIIBaHE IIpomeneno
4.1 IIppBa nomoll npu NMOrIbIIAHE IIpomeneno
4.1 ITspBa nomouL Ipy KOHTAKT C OYHUTE ITIpomeneno
4.2 Cunmnromu/edexTn IIpemaxnaro
4.2 CumMnromu/edexTy ciejl MOrIbIaHe IIpemaxunaro
42 Cumnromu/eeKTd ciae] KOHTaKT C KoKara IIpemaxHarto
4.2 Cumnromu/eheKTy ciel| BAUIIBaHE IIpemaxHarto
4.2 Cumnromu/eeKxT ciesy KOHTAKT C OYUTe IIpemaxuaTo
43 Jlpyro MeIUIHCKO CTAaHOBUIIE HIIN JICUCHUE IIpemaxunato
5.1 Henoxaxonsuy noxxaporacuTeNnHu CPeACTBa JobaBeHo
5.1 IToaxomsiuy mo>kaporacUTENIHN CPeICTBA IIpomeneno
5.2 OnacHu IPOAYKTH Ha paslajiaHe B cilyyaid Ha JobaBeHo
oXap
5.2 OnacHocCT OT moxap IIpemaxnaro
53 3amuTa Npy raceHe Ha rmoxap Jlob6aBeHo
53 MHcTpykuuu 3a raceHe Ha 1oxxapu IIpomeneno
6.1 3anuTHU cpecTBa Jlo6aBeHo
6.1 ABapuiiH¥ TUIAaHOBE IIpomeneno
6.1 OO0 Mepku IIpomeneno
6.2 IIpenna3sHu Mepky 3a ora3BaHe Ha OKoJHaTta cpeza | JlobaBeHo
6.3 3a 3aabpiKaHe JlobaBeHo
6.3 Meroau 3a MOYUCTBaHE IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru pazneint (8, 13) JlobaBeHo
7.1 JIOIBJIHUTENTHYE ONIACHOCTH T10 BpeMe Ha padoTta IIpomeneno
7.1 IIpenna3uu Mepku 3a 6e3omacHa paboTa IIpomeneno
7.1 XUTrHeHHU MEPKH IIpomeneno
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
7.2 TexHU4eCKH MEPKH IIpemaxnarto
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Ciclosporin

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

HNuankanus 3a npoMeHu

Paznen IIpomeHen eneMeHT KomenTapu
7.2 YcnoBust 3a chbXpaHsiBaHE IIpomeneno
7.3 Creru$uyna KpaifHu yIoTpeOn IIpemaxnaro
8.2 3amura Ha JUXaTeTHUTE IIBTUIA IIpomeneno
8.2 3amura Ha pbLeTe Ipomeneno
8.2 3aluTa Ha OYUTE IIpomeneno
8.2 TMonxoasmt MHXEHEPEH KOHTPOI IIpomeneno
8.2 3amurTa Ha KoXkaTa U TSIOTO IIpomeneno
9 MonekynHa maca JobaBeHo

9 Touka Ha TONIECHE Jlo6aBeno

9 IBsar Jlo6aBeno

9 Mupuc IIpemaxunaro
10.1 Peakxnionna croco6HOCT IIpemaxnato
10.5 HecbBMecTuMu MaTepuanu IIpemaxuato
10.6 OmnacHu IPOLYKTH HA pa3afaHe IIpemaxuarto
11.1 Jlombaautenta nHGOpMAaLHs IIpemaxnarto
11.1 ATE CLP (opaina) IIpomeneno
11.1 LD50 opanHo maex IIpomeneno
12.1 Exosorust - 061110 IIpemaxunarto
13.1 Pernonannu pasnopen0u 3a OTaIbIHTE IIpemaxunaro
II'bnen Texer na H- u EUH-npeaynpeskaeHusiTa 3a oacHoCT:

Acute Tox. 4 (opanna) Ocrtpa TokcnuHocT (opaina), Kareropus 4

Carc. 1A Kanneporennoct, Kateropus 1A

H302 Bpenen npu norneiane.

H350 Moxxe 1a TPUYUHHU PaK.

H360 Moske 1a yBpeay OIUIOUTENIHATA CIOCOOHOCT WITH TUIOJA.

Repr. 1B TokcuyHocT 3a penpoaykuusaTa, Kareropus 1B

Nupopmanronen suct 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTT'OBOPHOCT Hudopmarusra, chabpxaiia ce B To31 MHQOpMaHOHeH JUCT 32 6€30MaCHOCT, € MOJIy4eHa OT H3TOYHUIIN, KOUTO CMATaMe 3a

HaJiexIHU. Bhripexn ToBa, mHQOpManusaTa ce npejocTans 0e3 HUKAaKBa rapaHIis, H3pUYHA MM [OJpa30upalla ce, OTHOCHO HeifHaTa KOPEKTHOCT. Y CIIOBUSITA HITH

MeTojuTe 3a paboTa, ChbXpaHeHue, ynorpeda i 00e3Bperk/iaHe Ha IPOJIyKTa ca W3BbH HAIINS KOHTPOJ U MOJKE J1a Ca U3BbH Halata KomrereHTHocT. [Topaau
Ta3u U JIPyrv NPUUUHHU, HUE HE II0eMaMe OTTOBOPHOCT U U3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WK Pa3sXoM, IPOU3THUYALIM OT WM CBbP3aHU

110 HAKaKbB HAUMH ¢ paboTaTa, ChXpaHeHHeTo, ynorpebaTa 1 obe3BpexaaneTo Ha npojaykra. Tosn Mudopmannonen aucT 3a 6€30MaCHOCT € M3rOTBEH M TPsOBa

J1a ce M3II0JI3Ba CaMo 3a TO3U MPOJYKT. AKO HPOJYKTBT CE M3I0JI3Ba KATO ChCTABKa HA JPYry MPOLYKTH, HaJMYHAaTa MH(OpMALs OM MOTJIa Jia ce OKake
Henpuiioxkuma. Tasu uHpopMalKs ce OCHOBABA HA HAIUMTE TEKYIIH MO3HAHMUA U € TIPeJIHa3HauYeHa J1a J1a/ie ONMCAHUEe Ha MPOIYKTa CaMo 3a LIeJIUTE Ha
37paBeona3BaHeTo, Oe30MacHOCTTa U okosHaTa cpesia. [lopanu ToBa, T He TpsAOBa Ja ce ThIIKYBa KaTO rapaHIus 3a CBOMCTBATa Ha MPOIYKTa.
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