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31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HauMmeHoBaHKe Ha BELIECTBOTO : Ciclosporin

Kox Ha mpoaykra : 201600987

CHHOHUMH : Ciclosporin, salts, hydrates, isomers and impurities where applicable

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AaHAM3H U HAyIHO-00PA30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla ne ce usnonssa : [lornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

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. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan :© +33(0)390215608

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

Ocrtpa ToxcuuHOCT (opanHa), Kareropus 4 H302
CreruuIHa TOKCHYHOCT 3a OIpeJeTIeHN OPTaHH — IIOBTAPAIa e eKCIO3HIIHA, H372
Kareropus 1

3a mpauus TekeT Ha H- 1 EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

Hebnaronpusatan GU3MKOXUMUYHH eeKTH M He01aronpusATHH edeKTH 32 3APaBeTo HA YOBEKAa H 0KOJHATA cpeaa

Onpez[enm—le 9Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTCJICTBA.

2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHSO07 GHS08
Curnanna nyma (CLP) : OmnacHo
Ipenynpexaenus 3a onacuoct (CLP) : H302 - Bpeznen npu morislnaHe.
H372 - IpuunnsiBa yBpexaaHe Ha OPraHUTE MOCPEACTBOM HMPOIBIDKUTENIHA UM OBTAPSIIA Ce
EKCITO3UIIHS.
Ipemopbku 3a 6e3omacHocT (CLP) : P260 - He BaumBaiite mpax.

P301+P312 - ITPU IIOTJIBILIAHE: npu HepasmosoxeHue ce 0bagere Ha Jiekap.
Ertnkerupane B CbOTBETCTBUE C: M3KIIIOYEHHS 32 BBTPEIIHH OMAKOBKH, KOTaTO ChAbP)KaHUETO He npesrmasa 10 ml
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Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

IMTukrorpamu 3a onacHoct (CLP)

GHS08

2.3. JIpyr" onacHOCTH

Hsma HanuuHa DOMBJIHUTENTHA HHPOPMALUS

PA3JIEJI 3: CucraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacuduxanus B cbOTBeTCTBHE C
NMPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Ciclosporin - <100 Acute Tox. 4 (opanua), H302 (ATE=300

mg/kg TexecHo Terio)
STOT RE 1, H372

3a mpauus TekeT Ha H- 1 EUH-npenynpexaeHusaTa 3a OMacHOCT: BX. paszen 16

3.2. Cmecn

He e mpunoxumo

PA3JIEJI 4: Mepku 3a nbpBa IIOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOII]

ITspBa oMol Ipy BAUIIBaHE . Jla ce octaBu mocTpajganus Ha YUCT Bb3AyX. OCHIypeTe CBEK Bb3/yX Ha 3aCErHATOTO JIULE.

[IbpBa moMoIIL TPU KOHTAKT € KOXKaTa : Jla ce OTCTpaHM MaKCUMaJIHO upe3 U30bpcBaHe (¢ YMcTa M MeKa MonuBaiia Kepra). Mizmuiite oOuinHo
c BOJA/....

ITspBa OMOII[ IPK KOHTAKT C OYUTE : Usmaksere ¢ BoJa, KATO AbPKUTE OUHTE MIMPOKO OTBOPCHH.

IIppBa moMo1I PHU MOTITbIAHE . Mzmnakuere ycrara. CnienuanHo Jiekapcko HaOmoaeHne. Moxe 1a b€ npenopbyaHo

MPOIBIDKUTEITHO MEAUIIMHCKO HAOIIOICHUE.

4.2. Haii-cbecTBeHn OCTPHU U HACTBIBALIU CJIe/l U3BECTEH NMEPUOa OT BpeMe CUMIITOMU U e(])elc'm

Cumnromu/edextu . Bb3MOXHH ca 3aKbCHETH e)EKTH.

Cumnromu/eeKxTH ciiel BAUIIBAaHE . HemoctarbyHu JaHHH.

Cumnromu/eeKTH ciiey KOHTAKT ¢ KOXaTa . HemoctarbyHu JaHHH.

Cumnromu/eeKTH ciies] KOHTAKT C OUUTE . HemoctarhyHu JaHHH.

Cumnromu/eeKTH ciie] MOrTblaHe : Cumnromure Morar Jja ObaaT 3aMaliBaHus, I1aBo00INE, TaieHE U 3ary0a Ha KOOPAMHALIHSL.

4.3. Yka3zanue 3a HEeo0X0AUMOCTTA OT BCAKAKBU HEOTJIOKHU METUIIMHCKH T'PUKH U CNIELIMAJIHO JIeYeHue

IToTbpceTe MEANIIMHCKH ChBET/MOMOIIL. [TpH BE3MOXKHOCT J1a ce ITOKa)Ke HACTOSAIIHMS JIKCT, a aKO HE € Ha Pas3NoIOKEHHE, Ja Ce TIOKaXKe OMTAKOBKATa MM €THKETa.
AxruBarop. ®apManeBTHUCH TPOJIYKT.

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. Cpencrsa 3a raceHe Ha moxap

Tonxoasum TI0KapoOTaCcUTECIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OTI'bHSI.

5.2. Ocodenn OIIACHOCTH, KOUTO MPOU3THYAT OT BelIeCTBOTO WM CMeCTa

OmnacHoCT OT 1oXxap © Bmx nmaparpad 2.2.
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Ciclosporin

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

WHcTpyKuunu 3a raceHe Ha MOKapu : Jla ce M3MON3BAT CPEACTBA, MOIXO/IAIIN 33 TACEHE Ha TI0XKAPHU B ChCEICTBO.

PA3JIEJI 6: Mepku npyu aBpapuiiHO H3IIyCKAHE

O6mu Mepku : Jla ce u30srBa MpeKust KOHTAKT ¢ MpoaykTa. He BaumBaiite

[Ipax/MmyIek/ra3/ anM/u3napeHus/aepo30u.

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapsi 32 CIIEIIHH CJIy4Yan

ABapHﬁHH IJIaHOBE . I{a C€ HOCH IIOAXOAIO0 NPEAIIa3sHO 06JICKJ'IO, PBKAaBUIH U 3alIMTHU CPEACTBA 32 OUNUTE WJIH JIULIETO.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CIIEIHH CJIy4an

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Meroau 3a HoYrcTBaHE . VGSZ[CTC C€, Y€ OTHaaABLIUTE Ca C’LGpaHH H CC ChXpaHsABaAT Ha CUTYPHO MSCTO. ITouncrere
CTapaTeiiHo. I[a CC usMue HCC'bﬁPIpaCMI/ISI OCTaTbK C : Pa3TBOp OT HAaTPUEB XUIIOXJIOPHUT.

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

PA3JIEJI 7: O0pa0oTKa 1 CbXpaHeHuUe

JIOITBJIHUTEIHY OMIACHOCTH 110 BpeMe Ha 00paboTka : Ha norpeburens na ce 00bpHEe BHUMaHNE 32 PUCKOBETE, CBEHTYAIHO CBBP3aHHU C H3I0JI3BAHETO HA
MPOJYKTA 3a APYTH LIEIH, PA3JIHYHH OT TE3H, 38 KOUTO € IIPeJHa3HAYCH.

TIpennasun mepku 3a GezonacHa pabora : C marepuaia TpsioBa 1a ce paboTn BHUMatenHo. [la ce n30srea npekust KOHTaKT ¢ npoaykra. C
Marepraia TpsioBa 1a ce paboTy 1o 1abopaTtopHa KaMUHA, JOKOJIKOTO TOBA € BE3MOXKHO.

XHUrueHHH MEpKU : Jla ce paboTH B CHOTBETCTBHE C M3UCKBAHMATA HA 10OpaTa MPOMHIIICHA XUTHEHA U IPOLIEIYPUTE 32
6e30IacHOCT.

TexHu4ecKkr MepKH 1 Jla ce cra3BaT IPHIOKUMUTE Pa3HoOpeaOH.
YcnoBus 3a cbXpaHsBaHE . Jla ce cpXpaHsaBa O] KJIIOY.

Bmx maparpad 1.

JIEJI 8: KoHTpOJI Ha eKCIIO3MIUATA/TNYHY NPeNa3HU CPeACTBa

8.1.1 HanMoHAa/IHU rPAHNYHH CTOHOCTH HA NMPO(ECHOHATHA eKCIO3HIMS M OUOJOTHYHH FPAHUYHH CTOHHOCTH

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

8.1.2. [lpenopbunTETHH NPOLEAYPH 32 HADII0AEHNE

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIHS

8.1.3. OGpa3yBat ce 3aMbPCHTEIH HA BB3IyXa

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.II/Iﬂ
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Ciclosporin

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

8.1.4. DNEL u PNEC

Hsima Hanu4yHa ZONBIHUTEIIHA I/IH(l)OpMaLlI/ISI

8.1.5. Peryaupane upe3 o6xBartu (control banding)

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2. KoHTpo.1 Ha eKCO3NIUATA

8.2.1. Ioxxoasi TEXHUYECKH KOHTPOJI

Hoxxoasim TeXHHYECKH KOHTPOT:
Jla ce cpxpansBa B 10Ope MpOBETPUBO NoMeIeHre. Jla ce u3mon3yBa eqUHCTBEHO B CMyKaTeHa KabnHa ¢ HHTerpupan Guirsp. Bucokoedextusen Guarsp 3a
vqactuun (HEPA ¢untep).

8.2.2. JIMYHHU Npeana3Hu CPeACTBA
8.2.2.1. 3amuTa Ha OYUTe W JIULETO

3ammuTa HA OYHTE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. IlpennazBaHe Ha KOKaTa

3amMTa HA KOKATA M TAJOTO:
Jla ce n3non3yBa XUMHYECKH yCTOiuMBO 3amutHO obnekino. DIN EN 13034

3ammuTa Ha pBLeTe:
XuMHYeCKH yCTOHUMBH npeanazHu pbkasuiy. 1SO 374-1
8.2.2.3. 3ammTa HA AUXATEJHUTE IIHTHIIA

3ammuTa Ha JUXaTeTHHTE MbTHIIA
OtaensiHe Ha npax: npotuBomnpaxosa Macka ¢ Gunrsp P3. DIN EN 140 & 149. Teuen npoxykT : AnTHaepo3osiHa Macka. Hocere auxareneH amapar, ako cTe
M3JI0’KEHHU Ha ITapy/IpaxoBe/aepo30II

8.2.2.4. TepMUYHH 0NACHOCTH

Hsma HanuvHa ZOMBJIHUTETHA HHPOPMALUS

8.2.3. KoHTpo1 Ha eKCno3uIMsATA B OKOJIHATA cpeja

Hsima Hanu4yHa JOMBIHUTEIHA I/IH(l)OpMaLlI/Iﬂ

3AEJI 9: ®u3u4YHU U XUMHUYHHU CBOICTBA

9.1. Undopmanusi OTHOCHO OCHOBHHMTE (PM3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo ChCTOSTHUE : Twepmo BemecTBo
IBsT . He ¢ HamuunO
BrbHiieH Busx  IIpax.

Mupuc : He e npunoxumo.
I'panuuaTa Ha Mupuca : He e nanuuno
Touka Ha ToneHe : He e Hanuuno
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha KUIIEeHE : He e nanuuno
3ananuMocT : He e nanuuno
I"'paHuIM Ha EKCIUIO3MBHOCT : He e npunoxumo
JloiHa rpaHMIa Ha EKCIUIO3UBHOCT : He e npunoxumo
I'opHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pas3iaraHe : He e npunoxumo
Temneparypa Ha camMo3arajiBaHe : He e npunoxumo
Temneparypa Ha pasrafaHe : He e HanmuuHo
pH . He e nannuno
pH pasrBop © He e Hanuuno
Bucko3uTeT, KHHEMaTH4YeH : He e npunoxumo
PasrBopumoct : Boma:<0.1g/l
Koedurment Ha pasnpenesnenue: n-okranoi/soga (Log  : He e HanuuHO
Kow)

Hansrane Ha napure © He e Hanuuno
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Ciclosporin

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hansrane Ha napute npu 50°C : He e Hanuuno
IlreTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT . He e Haimmuno
OTHocuTeNHa ITBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTunure : He e nanuuno

9.2.1. UudopmManusi BbB BPb3Ka ¢ KJacoBeTe Ha GU3MYHA ONACHOCT

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hanu4Ha JONBIHUTENHA UHOOPMALIHS

CTa0MIIHOCT U PEAKTHBHOCT

CrabuiieH py HOPMAIIHH YCIIOBHSI.

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

Hsma nipur Hopmanua ynorpe6a. Bruokxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaHe OTACJIA OITaCHU U3IIapCHUS.

PA3IEJI 11: Toxkcukosoruuna nHgpopmanus

OcTtpa TOKCHYHOCT (OpanHa) © BpeneH npu normbiiase.
OcTpa TOKCHYHOCT (iepMaiHa) . He ce knacudumupa
OcTpa TOKCHYHOCT (BIMIIBAHE) : He ce xmacudummpa
Ciclosporin
LD50 opanto mrbx 300 — 2000 mg/kg
KoposusHocT/npasnene Ha KokaTa : He ce xmacudummpa (Jlunceamm jaHam)
Cepno3HO yBpekJjaHe Ha OYNTe/IpasHEeHE Ha OYNTE : He ce xmacudummpa (Jlunceamm gaHam)
CeHcuOMIH3aLus Ha JUXaTCIHUTE IBTUIA WK Koxkata . He ce kimacudunupa (B3 0cHOBa Ha HAIMYHUTE JaHHHU HE Ca M3ITbIHEHU KPUTCPUUTE 32
KIacHpHIEpaHE)
MyTareHHOCT Ha 3apOJMIIHATE KICTKU : He ce xnacudumpa (JInncamy raHHN)
Kanneporennocr . He ce xmacudummpa (Ipyrn ykazaausa: CTOO (cnenupudsa TOKCHIHOCT 3a OTPEJIEIeHH OPTaH!) —
TIOBTAPAIIA CE EKCTIO3HIINS)
ToKCHYHOCT 32 PENPOLYKIHATA : He ce xnacudummpa ([pyru ykazanus: OcTpa TOKCHIHOCT)
CTOO (cnenu¢pudHa TOKCHYHOCT 3a OIpPEICICHH . He ce xnacuduimpa (JlaHHute ca yoeAuTeNnHN, HO HEJOCTATHYHH 32 4 CC HAIPaBU KiacHpuKarys)

OpraHu) — eAHOKPATHA EKCHO3UIIHUS
CTOO (cnenu¢puuHa TOKCHYHOCT 3a ONpPEJICICHH . IlpuunHsBa yBpexk/JaHe Ha OPraHUTE MOCPEACTBOM IPOABIDKUTEIIHA HIIH TTIOBTAPSIIIA CE eKCITO3ULIHS.
OpraHu) — IOBTapsIIIA CE EKCIO3UIHS
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Ciclosporin

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

JlombaauTenHa HHGOpMAIHSI : Hapymenus Ha IMyHHaTa cucteMa
OtcrnabBaHe Ha IMyHHATa CHCTEMa

OmnacHOCT IIpH BAUIIBAaHE . He ce xnacuduimpa (Bb3 ocHOBa Ha HANHYHKUTE JaHHU HE CA U3ITBIHCHH KPUTEPHUTE 3a
KIacupHIEpaHe)

Hsma nanuvHa 1oneiHUTENHA HHGOPMALUS

PA3EJI 12: Exojioru4uHa uHgpopmanus

Exosorus - 06110 : Omnachu otnagbuy. Jla ce U3M0I3yBaT HOAXOISIIHN KOHTEHHEPH 3a OTIAJHNTE IIPOIYKTH.
OnacHo 3a BOAHATA cpefia, KpaTKocpouHa (ocTpa) : He ce xnacudumpa
OnacHo 3a BOJHATA CPeJIa, IBIrOCPOUHA (XPOHUYHA) : He ce xnacudumpa

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

Hsma nanudHa noneiHUTENHAa HHGOPMALUST

Hsima Hanu4Ha qOMBIHUTENHA UHDOPMAIIHS

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

B crotBetcTBre ¢ ADR / IMDG / IATA

ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH uiau naeHTH(UKAIIHOHEH HOMEP

He e npunoxxumo He e npunoxxumo He e npunoxumo

14.2. TouHo HaMMeHOBaHHe HA MpaTKaTa 1o cnucbka Ha OOH

He e npunoxumo l He e npunoxumo | He e npunoxumo

14.3. Kinac(oBe) Ha ONACHOCT MPH TPAHCIOPTHPAHE

He e npunoxxumo ‘ He e npunoxxumo | He e npunoxxumo

14.4. OnakoBbYHA rpyna

He e npunoxumo l He e npunoxumo | He e npunoxumo
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Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA

14.5. OnacHocTH 32 0KOJIHATA cpeja

He e npunoxumo He e npunoxumo He e mpunoxumo

Hsma nomrbaHUTENHA HATMYHA HHPOPMALUs

14.6. CnieMaJiHy NpeIna3sHu MEPKH 32 MOTpeduTe/InTe

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHcnopT no mope
He e npunoxumo

Bu3nymen Tpancnopt
He e nmpunoxumo

14.7. Mopclm TPAHCHOPT HA TOBAPU B HACUIIHO CHbCTOSAHUE CHIJIACHO HHCTPYMEHTH Ha MemyﬂaponHaTa MOPCKa OpraHusanus

He e npunoxumo

PA3JIEJI 15: Undopmanusi 0OTHOCHO HOPMATHBHATA ypeada

15.1. CienuuvHM 32 BEMIECTBOTO WJIM CMECTA HOPMATHBHA YPea0a/3aK0H0IATE/ICTBO OTHOCHO 0€30NACHOCTTA, 3APABETO H OKOJHATA
cpexa

15.1.1. Pernamentu Ha EC

REACH Ilpuaoxenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [Tpunoxenune XVII na REACH

REACH, IIpunoxenue XIV (Ciuchbk Ha BeliecTBaTa 3a pa3peuniaBaHe)

He ¢urypupa B [punoxenue XIV na REACH (Criichk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaart-seuectsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ xanannar-semecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIJIACHE)
Henpunoxumo.

Pernament otHocHo YO3 (EC 2019/1021, YcToiiunBH OPraHuYHU 3aMbPCUHTEJIH)
Henpunoxumo.

Per;iaMeHT 0THOCHO BelecTBa, KOUTO HapyHmaBaT o30HoBus ciaoii (EC 1005/2009)

He ¢urypupa B crirchka ¢ BenecTsa, KOUTO HapyaBat 030HoBust cioii (Permament EO 1005/2009): Ciclosporin

PerjiaMeHT 0THOCHO npekypcopuTe Ha B3puBHM BemecTsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIFOYEHO(H) B CIIUCHKA ¢ IPeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npeutaranero Ha nmasapa 1 ynorpe6ara Ha
IIPEKypPCOPH Ha B3PUBHU BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe HA HApKOTHYHHU BemecTBa (EO 273/2004)

He cpappixka BemecTBo(a), BKIFOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunute BeniectBa (Permament EO 273/2004 0THOCHO MPOHU3BOACTBOTO H ITyCKAHETO
Ha rasapa Ha OIpE/ICIICHH BEIIECTBA, U3MOI3BAaHHU 33 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHYHH MITH IICHXOTPOIHH BEIIECTBA)

15.1.2. HauumoHaHu pa3nopenou

Hsima Hanmana JOITBJIHUTEITHA PIH(bOpMaLII/ISI

15.2. Onenka Ha 0e30mMacHOCT HA XHMHYHOTO BEIeCTBO HJIH CMeC

Hsima Hammana JOIIBJIHUTCITHA I/IHq)OpMaHI/ISI
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Ciclosporin

NudopmanroneH aucT 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 16: Ipyra uadopmanus

[I'bnen Texker nHa H- u EUH-npenynpeskieHusiTa 3a 0acHoOCT:

Acute Tox. 4 (opaiHa) Octpa TokcuuHocT (opanna), Kateropus 4

H302 Bpenen npu norisiase.

H372 IpuunHsiBa yBpexaaHe Ha OPraHUTE IIOCPEICTBOM HPOABKHTEIIHA UM HOBTApPSIIA CE eKCIIO3ULIHS.
STOTRE1 Creruduyaa TOKCHIHOCT 32 OIpeJIe]IeHH OpTraHy — II0BTapsIa ce excrosumus, Kareropus 1

Wndopmannonen et 3a 6ezonacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT Unpopmarusta, chbpikaiia ce B To3u MHOpMAIIMOHEH JIUCT 32 0€30IIaCHOCT, € MOJy4eHa OT W3TOYHHIIN, KOUTO CMsITaMe 3a
HaJeXKIHH. Bbrpeku ToBa, HHpOpMaNusTa ce IpefocTaBs 0e3 HUKaKBa rapaHIis, H3pHYHA WIH I0opa30Hpalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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