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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 : Cortisone acetate
Kox Ha mpoaykra : 201600239

1.2. UnenTuduuupanyu BUI0Be YIOTpeda Ha BeLIECTBOTO WM CMECTa, KOUTO €A OT 3HA4YeHHe, U BU/I0Be yoTpeda, KOUTO He ce
NpenopbL4YBar

1.2.1. UnenTHUOUPAHN YIOTPeOH

OcHOBHA KaTeropusi Ha ynorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AHAIM3H U HAYIHO-00PA30BATEIHH IIENH.
VYnorpeba Ha BeleCTBOTO/CMECTa : Camo 3a mpodecronanHa yrnorpeda
OyYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIH

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla He ce uznonssa : [Tornbuiane, Bauisane, [lepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYNKA HA HHPOPMAIHOHHMUS JHUCT 32 6€30IaCHOCT
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTUTE

2.1. Knacupuumupane Ha BEMIECTBOTO HJIM CMeECTA

Kaacupukanus B cborBercTBHE ¢ Permament (EQ) Ne 1272/2008 [CLP]

ToxcuuaHoCT 32 penpoxykiusara, Kareropus 2 H361
CrernuuIHa TOKCHYHOCT 3a OIpeJeTIeHN OPTaHH — IIOBTAPAIA e eKCIO3HIIHS, H373
Kareropus 2

3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OMacHOCT: BXK. pa3ien 16

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

Onpez[enm—le Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTeJICTBA.

2.2. EneMeHTH HA eTHKeTa

Etuxerupane B chorBercTBHE ¢ Pernament (EOQ) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHS08
Curnanna gyma (CLP) . Buumanue
Ipenynpexnenus 3a onacuoct (CLP) : H361 - IIpeamosara ce, e yBpex/aa OIIOANUTEIHATA CIIOCOOHOCT MK TUIO/IA.
H373 - Moxe 1a npu4HHY yBpEeK/JaHe Ha OPraHUTE IPHU MPOIBIDKUTEIHA WK MOBTapsIa ce
EKCITO3UIIHS.
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - Ilpenu ynotpeda ce cHabmeTe ChC CICHUATHI HHCTPYKIIMH.

P202 - He u3non3Baiite mpeau [a cte MpoYesn U pa3dpain BCHIKHU MPEeIIa3Hi MEPKH 32
6e30acHOCT.
P260 - He BaumBaiite mpax.
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P280 - M3nomn3BaiiTe npeanasHu PbKaBHIH/TIPENa3HO 00ICKI0/ IPEaa3Hy OYnIa/Ipe/Ina3Ha MacKa
3a JIMIe/IPea3HU CPEJICTBA 3 3allUTa Ha CITyXa.
P314 - TIpu Hepa3HoI0kKeHHE MOTHPCETE MEANIUHCKH CHBET/TIOMOLIL.
P405 - JTa ce cbxpaHsiBa MO/ KITFOY.
P501 - Cpapp:kaHHEeTO/CHABT Ja CE M3XBBPIIH B IyHKT 3a ChOMpPaHe HA ONACHH MITH CIICIUATHA
OTIHA/bLH, B CbOTBETCTBHE C MECTHUTE, PETHOHAIHH, HALMOHAIHHU H/HIIH MEXIyHAPOIHI
pasnopenou.

Ertnxerupane B CbOTBETCTBUE C: M3KIIIOUCHHUS 32 BBTPEIIHH OIIAKOBKH, KOTaTO ChAbPIKaHHETO He npeBuiuasa 10 ml

ITnxrorpamu 3a omacuoct (CLP) :

GHS08

Hsima Hanu4Ha qONBIHUTENHA UHOOPMALIHS

PA3JIEJI 3: CheraB/mH(popManus 3a CbCTABKUTE

HaumeHnoBanue HNnenTuduxarop Ha % Kaacudukauus B cboTBeTCTBHE C
MPOIAYKTa Peraament (EQ) Ne 1272/2008 [CLP]
Cortisone acetate - <100 Repr. 2, H361
STOT RE 2, H373

3a mpauus TekeT Ha H- n EUH-npenynpexaeHusaTa 3a 0MacHOCT: BX. paszen 16

He e npunoxumo

epKH 32

H’pra TIOMOII MPU KOHTAKT C KOXKaTa . I[a C€ OTCTPaH!U MAaKCUMaJIHO 4YpE3 Pl36’prBaHe (C YuCTa 1 MCKa IMomnuBama K’bpl’[a)‘
H’pra TIOMOIII MPU KOHTAKT C OYUTE . M3nmakHeTe O4YMTE C BO/A KATO npearnasna Msapka.

Hsima HanmuuHa JOMIBIHUTETHA I/IH(l)OpMaIII/DI

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

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

TToaxosum TI0KapOTaCcUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OT'BHSI.

OmnacHOCT 0T moXxap : Bwx naparpad 2.2.

I/IHCprKIII/II/I 3a raceHe Ha I1oXKapu . I{a C€ U3M0JI3BaT CPEACTBA, IIOAXOAAIIHN 32 rAaCCHE Ha IT0Kapu B CHCEACTBO.
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PA3JIEJI 6: Mepku n1py aBapUiHO M3IIyCKAaHe

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

ABaprIHH IJIaHOBE . I{a ce n30srBa BCSIKAaKBa M3JIMIIHA CKCIIO3ULUs.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CHEINHHU CIy4an

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

Hsima Hanu4Ha qOnbIHUTENHA UHYOPMALHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

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

PA3JIEJI 7: O0pa0oTKa B cCbXpaHeHUe

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

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

PA3J/IEJI 8: KoHTpPOJI HAa eKCIO3MIIUATA/JINYHYU NMPeANa3sHu CpeacTBa

8.1.1 HanMoHAa/IHH rPAHUYHH CTOHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS M GHOJOTHYHH IPAHUYHH CTOHHOCTH

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

8.1.2. TIpenopbYNTEIHH NPOLEAYPH 32 HAOTIOIEHUE
Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

8.1.3. OGpa3yBat ce 3aMBbPCHTEJIH HA BB3yXa
Hsma nannuna nonsiHUTENHA HHOPMALHST

8.1.4. DNEL u PNEC

Hsima Hanu4Ha qONMBIHUTENHA HHOOPMAIHS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

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

8.2.1. Iloxxoasil TEXHUYECKH KOHTPOJ

Tloaxoasing TeXHUYECKH KOHTPOJI:
,Z[a C€ CbXpaHsBa B noﬁpe IIPOBETPUBO IIOMCIICHUE. OOHKHOBEHO CE€ N3UCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTUIIAlUsA, TaKa U BEHTUJIALU Ha 00110TO
TIOMEUICHHUE.
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Nudopmanronen muct 3a 6€30macHOCT
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8.2.2. JIM4HM npeana3sHu cpeacTBa

8.2.2.1. 3ammTa HA OYUTE U JIUIETO

HsiMa HannyHa JOMBIHUTETHA HHOOPMALHS
8.2.2.2. Ilpeana3BaHe Ha KOKaTa

3amMTa HA KOKATA M TAJ0TO:
JlaGoparopHa mpecTtHika

3ammuTa Ha pBLeTe:

3aluTHY PbKAaBULIU

8.2.2.3. 3ammTa HA AUXATEJHUTE IIHTHIIA

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2.2.4. TepMHUYHH ONIACHOCTH

Hsma HannuHa 1onbJIHUTETHA MHBOPMALUs

8.2.3. KoHTpo1 Ha eKCIO3HIMSTA B 0KOJIHATA cpea

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

PA3JEJI 9: ®u3nynu 1 XMMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHTE (PpM3WYHM U XMMUYHH CBOHCTBA

ArperaTtHo cbCTOSHHE : TBBpIO BELIECTBO
st : He e Hanuuno
BroHIIEH BUI : Ilpax.

Mupuc : He e nanuuno
I'panunaTa Ha Mupuca : He e nanuuno
Touka Ha TonEeHe : He e nanuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KuIIEHE : He e nanuuno
3amanuMocT : He e nanuuno
I'paHnnyM Ha €KCIIIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpaHuIa Ha €KCIITIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3narane : He e npunoxumo
Temneparypa Ha camo3ananaBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe : He e nanuuno
pH : He e nanuuno
pH pastBop : He e nanuuno
Bucko3uter, KuHEMaTHUEH : He e npunoxumo
Pa3tBOpHMOCT : Boma:<0.19/l
Koedumuent Ha pasnpenenenue: n-okranon/soga (Log  : He e Hamuuao
Kow)

Hansrane na napure : He e nanuuno
Hamnsrane na mapure mnpu 50°C : He e nanuuno
ITnsTHOCT : He e nanuuno
OTHOCHTENHA IITBTHOCT : He e Hammano
OtHocHuTeNHa ITBTHOCT Ha mapute mnpu 20°C : He e npunoxumo
Pa3mep Ha wactuiure . He e manmuuno

9.2. ipyra undopmaunus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe Ha (pU3n4yHa onacHoCcT

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

9.2.2. JIpyru XxapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hammana JOIIBJIHUTCITHA I/IHd)OpMaIII/ISI
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JIEJI 10: CTa0MJIHOCT U PEaKTHUBHOCT

CrabuieH Ipy HOPMAJTHH YCIOBUSL.

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

He e uszBectHo.

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

Hsma npy Hopmainna ynotpe6a. Buokre Pasnen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxxJaHe OTACJIsI OIIaCHU U3IIapEeHUs.

PA3IEJ 11: THYHA HHpopManus

Octpa TOKCHYHOCT (OpaiHa) : He ce xnacudumupa (Jlunceamm jaHam)

OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudumupa (Jlunceamm fanan)

OcTpa TOKCHYHOCT (BIMIIBAHE) . He ce xnacudumupa (JIunceamm jaHam)

KoposzuBHocT/mpa3Hene Ha Koxkata : He ce xnacudummpa (JIunceamm gaHam)

CepHO3HO yBpexkIaHe HA OYUTE/APAa3HEHE HA OYUTE : He ce xnacudumpa (Jluncsaum qaHum)

CeHcnbMIM3anys Ha JUXaTeJIHUTE TbTUINA WK Koxkara . He ce kimacuduuupa (B3 ocHOBa Ha HaJIMYHUTE JJAHHY HE Ca M3ITBIHCHN KPUTEPUMTE 32
KIacHHIIpaHe)

MyTareHHOCT Ha 3apOJUIIHUTE KIETKU . He ce xnacudurmpa (Jlunceamm jaHam)

Kanneporennoct . He ce xnacudumupa (Jlunceamm jaHam)

ToKCHYHOCT 32 PEIPOLYKIHATA . Ilpenmomnara ce, 4e yBpexk/a OIUIOJUTENIHATA CIIOCOOHOCT MIIH IIIOA.

CTOO (creunduvHa TOKCHIHOCT 32 OIPEACICHI : He ce knacudpummpa

OpraHu) — eAHOKPATHA EKCHO3UIIUS

CTOO (cnenu¢puyHa TOKCHIHOCT 3a ONpPEJICICHH © Moske Jja IPUYMHY YBPEXIaHE HA OPTaHUTE NTPH MPOABIDKUTEITHA HITH TIOBTAPSIIIA CE SKCITO3UIIHS.

OpraHu) — IOBTapsIIIA CE EKCIO3UIIU

OmnacHOCT IpH BANIIIBaHE . He ce xnacu¢urmpa (Bs3 ocHOBa Ha HATMYHHTE JAaHHU HE Ca H3IBIHEHH KPHTEPUUTE 3a
KIacHHIIpaHe)

Hsawma manmuanaa JOMBJIHUTETHA HHq)OpMaIIPISI

Exomnorust - 06110 . He mpexcraBisiBa KOHKpETHA OTIACHOCT 32 OKOJIHATA CPEJia.
OmnacHo 3a BOJHATa cpeja, KpaTkocpodHa (ocTpa) : He ce knacudunupa
OrnacHo 3a BOJHATa cpe/ia, IbIr0CpoYHa (XPOHUYHA) : He ce knacudunupa

Hsma HanuvHa 1OTBIHUTETHA HHOOPMALIUS
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Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

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

PA3IEJI 13: O0e3BpeskiaHe HA OTHAAbLUTE

Hsma nanuyHa noneiHuTeNHAa HHGOPMAUSL

PA3IEJI 14: UadopManusa 0THOCHO TPAHCIIOPTHPAHETO

B cvorBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cniucbka Ha OOH niu uaeHTHGUKAUOHEH HOMeP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HaMMeHOBaHHe HA MPaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxxumo He e npunoxumo

14.3. Kinac(oBe) Ha OMAaCHOCT MPH TPAHCIOPTHPaHe

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.4. OnakoBb4YHa rpyna

He e npunoxxumo ‘ He e npunoxxumo | He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA Cpena

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

Hsma nonbiHUTENHA HaNMYHA UHHOPMAIIHS

CyxonbTeH TPAHCHIOPT
He e npunoxumo

Tpancnopt no mope
He e npunoxumo

Bob3gymien Tpancnopr
He e npunoxxumo

He e npunoxumo
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PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. CnenuduyHu 32 BeNIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKOHOAATEICTBO OTHOCHO (€30MaCHOCTTA, 31PABETO H OKOJHATA
cpeaa

15.1.1. Pernamentu Ha EC

REACH Ilpuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenue XVII nra REACH

REACH, Ipuio:xenne XIV (Cnuchbk Ha BellecTBATA 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Criucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaart-seectsa (SVHC)

He ¢urypupa B cinceka Ha REACH ¢ xanannar-BemecTsa

Pernament PIC (EC 649/2012, IIpeaBapuTe1HO 000CHOBAHO ChIIacue)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YceToluuBY OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PeriiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B crmchKa ¢ BeIIeCTBa, KOUTO HapymIaBaT 030HoBUs cioif (Permament EO 1005/2009): Cortisone acetate

PersiaMeHT 0THOCHO NpeKypcopuTe Ha B3puBHM BemecTsa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIOYEHO(H) B CIUCHKA ¢ IPeKypcopH Ha B3puBHU BemecTBa (Pernmament EC 2019/1148 3a npeuiaraneto Ha nazapa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NPeKypPCOPUTE HA HAPKOTUYHHU BewecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B ciUchKa ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO H ITyCKAHETO
Ha Ta3apa Ha OIIpeJIe]IcHH BEIeCTBa, H3MI0I3BAaHNU 32 HE3aKOHHO IIPOM3BOJICTBO Ha HAPKOTUYHH MU ICUXOTPOIIHH BEIIECTBA)

15.1.2. Hannonauu pasnopenou
Hsma Hannyna JIOIIBJIHUTECIIHA PIH(bOpMaL[I/IH
15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BElIecTBO HJIH CMeC

Hsima Hanu4yHa JOMBIHUTEIIHA I/IH(I)OpMaI.IHﬂ

PA3/IEJI 16: Apyra unadgopmanus

WNuankanus 3a npoMeHu:
VnenTudukanus Ha BEMECTBOTO/CMECTa U Ha APYKeCTBOTO/mpeanpusatueto. Kacuduunpane Ha BEIECTBOTO HITH CMECTA.

[I'bnen Texker Ha H- 1 EUH-npenynpeskieHusiTa 3a oacHoOCT:

H361 TIpeamnosara ce, 4e yBpexk/a OIUIOJUTEIIHATA CIIOCOOHOCT HIIH TUIOAA.

H373 Mo:xe 1a MPUUUHN YBPEKAaHe Ha OPTaHUTE MPU NPOABILKUTEIHA WU MOBTAPSIIA CE €KCIO3UIIMS.
Repr. 2 TokcuunocT 32 penpoxykimsaTa, Kareropus 2

STOT RE 2 CrerdiyHa TOKCHYHOCT 32 OMpPe/IeIeHH OPraHy — MOBTapsia ce ekcrosuims, Kareropus 2

Mudopmannonen auct 3a 6esonacuoct (MUJIb), EC

OTKA3 OT OTT'OBOPHOCT HudopmanusaTa, chabpskaia ce B To3u MHpopMannoHeH IucT 3a 6e301MaCHOCT, € IOTyYeHa OT H3TOYHHIH, KOUTO CMATaMe 3a
Ha/IeK1HK. Beripexn ToBa, nHOpManuaTa ce npeocTass 6e3 HUKAaKBa rapaHIlis, M3pUYHA MM IOpa3dupania ce, OTHOCHO HeifHaTa KOPEKTHOCT
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