COUNCIL OF EUROPE

L] L]
Triamcinolone
Emv;;rg;zg;g;f; Scnopeme NHpopMaLmoHeH JIMCT 3a 6e30MacHOCT
e damet  CONSEIL DE LEUROPE B ChOTBETCTBHE ¢ Permament REACH (EO) 1907/2006, usvenen ¢ Pernament (EC) 2020/378

Jlara Ha u3naBane: 03/04/2023 Jlata Ha pepaxuusita: 13/11/2024 3amens Bepcusra ot: 03/04/2023 Bepcwus: 2.0

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

®dopma Ha NpoJyKTa . BemectBo
HaumeHnoBaHue Ha BEIECTBOTO . Triamcinolone
XUMHUYECKO HAMMEHOBaHUE : Triamcinolone
EO Ne : 204-718-7
CAS Ne : 124-94-7

Kopx Ha nponykra : 201600921

Hpentndunupann ynorpeoun

Ynorpeba Ha BelecTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH N3MUTBAHUS 1 aHATH3U
Camo 3a npodecroHanHa ynotpeba
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHM XUMHKAITH

Ynorpedu, KOUTO He ce MPEenopPbHYBAT

OrpannueHns 3a ynorpeda : He 3a xpana, JlekapcTBa MM JIOMAaIlTHa yrioTpeda

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@edqm.eu, www.edgm.eu

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

PA3JIEJI 2: OnucaHue HA OMACHOCTHTE

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

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302

TokcuuHocT 3a penpoaykuusaTa, Kareropus 1B H360D

3a meianus Teket Ha H- n EUH-npenynpeskieHusTa 3a OIacCHOCT: BXK. pa3nen 16

He0naronpuaTay GpU3HKOXHMHYHHE e(DeKTH H HeOIATONPHATHH e()eKTH 32 31PABETO HA Y0BEKA H OKOJIHATA cpela

Bpenen npu norieiiane. Moxe 1a yBpeau Iioaa.

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

ITuxrorpamu 3a onacuoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) : OmnacHo
IIpenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norisliase.

H360D - Moxe na yBpenu mwiona.
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Triamcinolone

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]
Triamcinolone CAS Ne: 124-94-7 <100 Acute Tox. 4 (opanna), H302 (ATE=500
EO Ne: 204-718-7 mg/kg TenecHo Terio)
Repr. 1B, H360D

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

PA3/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIL

ITepBa nomons - 00N MEepKU : BbB Bcuuku ciyyan Ha CbMHEHHE, WM aKO CHMIITOMUTE IPOBIDKABAT, HOTHPCETE MEUIIMHCKA
TIOMOIII.

ITspBa oMo IPH BHIIBaHE : M3Bezmere IMIETO Ha YHCT BB3YX U IO IOCTaBeTE B IO3MIIMS, YIICCHIBaIA AUNIaHeTo. [[a ce octaBu
MOCTpaJalIkis 1a CU mo4yrHe. B ciyuaii Ha npunomasane: [ToThpceTe MEANIIMHCKH ChBET/IOMOIIL.

IIppBa NOMOII[ TPU KOHTAKT C KOXKAaTa : Jla ce cBayu 3aMBPCEHOTO OOJICKIIO U H3JIOKEHHUST YUacThK OT KOXKaTa Jia ce H3MHe ¢ MK CallyH U
BOJIa, KaTo CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

IIbpBa HOMOII[ TPY KOHTAKT C OYUTE : M3makHere ¢ BoJa, KaTO JbPKHUTE OYUTE MIMPOKO OTBOPeHH. [I0ThpceTe MEMIIMHCKA TIOMOIIL, aKO
0oJKaTa, MUTAHETO HJIHM 3a4ePBSIBAHETO MPOIBIIKAT.

II'ppBa HOMOIIL IPH TMOTITBIAHE : M3mrakuere ycrara ¢ Bozia (caMo ako NOCTpaJaIusT € B cb3HaHHe). Hukora He naBaliTe HUIIO Ipe3
ycraTa Ha 4oBeK B Oe3ch3HaHue. HesabaBHo ce obanere B IEHTHP I10 TOKCUKOJIOT USl/Ha
JeKap.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTBIIBAILM cJIe]l H3BeCTeH MepHo/l 0T BpeMe CHMITOMH U edeKTH

Hsma HanuvHa I0MBJIHUTETHA HHOPMALIUS

4.3. Yka3anue 3a He00XOAHMOCTTA OT BCIKAKBY HEOT/I05KHH MEAMIMHCKH FPUAKHU H CIIELHATHO JieYeHue

Hsma HannyHa n0mbIHUTENTHA HHOPMALUS
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Triamcinolone

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

PA3JIEJI 5: IIpoTHBONOXKAPHA MEPKH

Tloxxozsmy noxkaporacHTENHN CPEACTBA : Jla ce M3MON3BAT CPE/CTBA, MOAXO/IAIIM 32 FACEHE HA MTOXKAaPU B ChCECTBO. BbriaeposieH AMOKCH .
Bopnen cnpeii. Cyx npax. Oeso 3a 3aracsiHe Ha OI'bHsL.
Henonaxosimy moxaporacuTelIHI CPeICTBA : Jla He ce M3MI0JI13Ba CUITHA BOJIHA CTPYSI.

OnacHu IPOAYKTH Ha pasnaJaHe B cnyl{aﬁ Ha 1moxxap : HenwiHoTo TropeHe OCBOGO)KI[aBa OITIaCE€H BBIVIEPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTId TOKCUIHHU
TazoBe. Bb3MOXKHO € OTJeNTHETO Ha TOKCUYHU H3MapCHus.

MHcTpykuny 3a raceHe Ha HOXKapH : Jla He ce omycka M3MoJI3BaHaTa B 6opbara ¢ Imoxkapa BoJa ia 3aMbpCH OKOJIHATa Cpefa.
3amyta Ipy raceHe Ha Ioxap : Jla He ce mpexnpreMa Hameca 0e3 MOAXOSIIO 3aLIUTHO 000pyABaHe. ABTOHOMEH H H30JIHMPAIL]
arapar 3a AuxareiHa 3anmTa. [IeiiHa 3amura Ha TI10TO.

PA3IEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

O6mm Mepkn : Jla ce M30srBa KOHTAKT C KOXKATa, OYUTE U JIPEXHTE.

3a mepconai, KOWTO He 0TTOBaPsI 32 CHEIIHH CIyYan

ABapHitHH IIJTaHOBE : Jla ce OTCTpaHU HEHYKHHUS IIEPCOHAI.

3a JMIATa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3aImuTHY CpeacTBa : Ja He ce npexnpuema Hameca Oe3 MOAXO/ANIO 3aIMTHO 06opyIBaHe. 3a IoBede HHpOpMAIHS,
BIDKTe paszen 8: "KonTpon Ha ekcriosuimsTa/ TMYHA IpeAIa3Hu cpejicTpa’.

Jla ce n30srea usnyckaHe B OKOJIHATa cpefa. [IpeoTBpaTeTe HaBIM3aHETO B KAHAIM3ALUATA U B OOIIECTBEHUTE BOJIH.

3a 3agpprkane : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B MOAXOIAMN] KOHTEHHEp 3a 00e3BpeKIaHe Ha OTIAIbIIN.
Mertoau 3a mouncTBaHe : Tlouncrere 3aMBpCeHUTE HOBBPXHOCTH OOMIIHO ¢ Boza. [louncTBane ¢ MOMIITA HA JETEPreHT.

Bmxre Pazznen 13 otrocHo nnbopMarms 3a 06e3BpekaaHe Ha OTIAIBIHTE.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

JIOITBJIHUTEIHY ONACHOCTH 110 BpeMe Ha 00padoTKa : Jla He ce n3nmarat GpEMEHHUTE )KEHH MIIH KbPMAUKHUTE.

Ipenmnasxn Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCsAKaKBa M3IMIIHA eKCo3uLus. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEPKU : Jla He ce sze, mue WM IMynM npy ynotpeba Ha npoaykTa. Jla He ce M3HaCsA 3aMbPCEHO PabOTHO

00JIEKIIO H3BBH pa6OTHOT0 TIOMEUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

Vcnosus 3a CbhXpaHsBaHE : I{a C€ CbXpaHsABa HA I[O6p€ TIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IpsiKa CIbHYEBA CBETINHA.
OrnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHMHAIIHUTE KOHTCﬁHCpH.

Hsima HanmuHa JOMIBJIHUTETHA HH(I)OpMaHHﬂ
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Triamcinolone

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

31EJI 8: KoHTpo.1 Ha eKCIIO3ULMATA/JIMYHH NPEeANa3HH CPeICTBA

8.1. [TapameTpu HA KOHTPOJI

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

8.2. KoHTpo. Ha eKCIO3HIMATA

TIMoaxoasig HH’KEHEPEeH KOHTPOJI

Tloaxoasiiy MHKeHepPeH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKaTeJIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00IIOTO
nomemenue. C MaTeprana TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuTa HA OYUTE U JUIETO

3amuTa Ha ounTe:

Ja ce HocsT npeanazau ounia. [IpeanasHu ounna cbe crpaHuyHa 3amuTa. (EN 166)
3amuTa Ha KOKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HOCH OAXOAAMIO Ipeana3Ho obnekno. Jlaboparopra ynorpeba : JlaboparopHa npectmka. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCAT MOAXOISIY PhKABULIU. XUMHUYECKH YCTONUNBY npena3nu pbkasunu. (EN 374)

3ammura Ha JAUXATEJTHUTE IMIbTUILA

3amuTa Ha AMXATEJIHATE MTHINA:
B ciyuait Ha oOpa3yBaHe Ha IIpax jia ce W3II0JI3Ba anapar 3a aumane ¢ puiarsp: P3

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOMCTBA

9.1. UudopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMHYHH CBOHCTBA

ArperatHo ChCTOSHHE : TeBpmo BemecTBO
st : Osu1. TOYTH OsLI.
BrwHiieH Bug . Kpucranen npax.
MornexynHa Maca : 394.4 g/mol
Mupuc : He e manuuno
I'pannnara Ha Mupuca : He e nanuuno
Touka Ha ToneHe 1 >260°C

Touka Ha 3aMpb3BaHe : He e nanmmuno
Touka Ha KUIIEHE : He e nanuuno
3ananuMocT : He e manmuuno
JlonHa rpaHuIa Ha €KCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npunoxumo
ITnamua TemMnepaTypa . He e npunoxumo
Temmeparypa Ha camo3amnaiBaHe . He e npunoxumo
Temmeparypa Ha pa3naraHe : He e nanmuuno
pH : He e nanuuno
pH pastBop : He e nanuuno
Bucko3uteT, KHHEMaTHICH . He e npunoxumo
Pa3tBOpUMOCT : Boma: <0.1 g/l
Koedunuenr Ha pasnpenesnenue: n-okranon/soga (Log  : He e HanuuHO
Kow)

Hansarane Ha napute : He e nanuuno
Hansraune Ha napute mpu 50°C : He e nanuuno
IInsTHOCT : He e nanuuno
OTHOCHTENHA ITTHOCT : He e Hanmuuno
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTuiure : He e nanuuno
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Triamcinolone

NupopmarmoneH 1ucT 3a 6e30macHoCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIUS

CHUKOJIOTHYHA HH(l)OpMaIIHﬂ

OcTtpa TOKCHYHOCT (OpanHa)
OcTpa TOKCUYHOCT (iepMajHa)
OcTpa TOKCUYHOCT (BJIUILIBAHE)

BpeieH npu noripliasxe.
He ce xnacuduuupa (Jlumncar q1aHau)
He ce xnacuduuupa (Jlumncsar 1aHHu)

Triamcinolone (124-94-7)

LD50 opanHo mex

> 300 — <2000 mg/kg (pOrHO3HA CTOWHOCT)

KoposusHoct/apasHene Ha KoxaTa

CCpPIO3H0 YBpEXKAaHE HA ouwure/, JAPa3sHEHE HA OYUTE
CCHCH6I/IJ'IH33.III/I$I Ha TUXaTCIIHUTE IIbTUIIA UITA KOXKaTa

MyTaI‘eHHOCT Ha 3apOJUIITHUTE KIICTKH

Kanneporennoct

TOKCHYHOCT 32 PEIPOAYKIHATA

CTOO (crnennduyHa TOKCHYHOCT 3a OIPEIEICHU
OpraHu) — €IHOKPATHA EKCIIO3ULIUS

CTOO (cnenn¢uvHa TOKCHYHOCT 3a ONpPEIETeHI
OpraHy) — HOBTapsIIIa ce eKCIIO3UIUSL

OmnacHOCT NP BAUIIBAHE

Hsma HanuvHa JOMBIHUTENHA HHPOPMAIIHS

He ce knacu¢urimpa (Bp3 ocHOBa Ha HATHYHUTE JaHHU HE Ca U3ITBIHCHU KPUTEPHUTE 3a
KIacupHIEpaHe)

He ce xnacuduuupa (Jluncsar qaHHu)

He ce xnacu¢unupa (Jlunceat nanam)

He ce xnmacudunupa (Bb3 ocHOBa Ha HAIMYHUTE JAHHU HE Ca U3IIBIHEHU KPUTEPUHTE 33
KJIacuuupane)

He ce xkmacudunupa (Bb3 0cHOBa Ha HATHYHUTE JAHHU HE CA U3ITBIHECHA KPUTEPUHTE 38
KiacuHImpaHe)

Mosxe na yBpeau mioja.

He ce knacu¢unupa (Jlunceat nanHu)

He ce xnacudunupa (Jluncsar nanam)

He ce knacudunmpa (TexHn4uecka HEBb3MOXKHOCT 3a MMOJTy4aBaHEe HA JAHHH)
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Triamcinolone

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)

Triamcinolone (124-94-7)

YCTOHYMBOCT U pa3srpaiuMocT Pasrpaxxna ce 65p30

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
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Triamcinolone

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 EO Ne Jlo6aBeno

1.1 CAS Ne Jlo6aBeHno

1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxunaro
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Triamcinolone

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 Orpannuenus 3a ynorpeda IIpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMecTa IIpomeneno
2.1 Hebnaronpusatan Gpu3nKoXxuMudHu eHexT 1 IIpomeneno
HeOnaronpusaTHU e(PeKTH 3a 37paBeTo Ha YOBEKA U
OKOJIHATa cpejia
2.1 Knacudukanus B corBerctBre ¢ Pernament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]
2.2 Curnanna gyma (CLP) IIpomeneno
2.2 TTukrorpamu 3a omnacuoct (CLP) IIpomeneno
2.2 TIpenopsku 3a 6e3omacHoct (CLP) IIpomeneno
2.2 Tpenynpexnenus 3a onacHoct (CLP) IIpomeneno
2.3 Jpyra undopmarms Jlo6aBeno
4.1 IIppBa nomoll npu NMOrIbIIAHE JlobaBeHo
4.1 ITepBa nomou1 NpH KOHTAKT € KOKaTa ITIpomeneno
4.1 IIppBa moMo1I IPHU KOHTAKT C OUUTE IIpomeneno
4.1 ITspBa nomoms - 00U MepKU Jlo6aBeno
4.1 II'ppBa noMoII pu BIUIIBAHE JobaBeHo
5.1 TToaxonsiy nokaporacUTENHU CPEICTBA IIpomeneno
5.1 Henoxxonsuy noxaporacuTenHu CpeiCTBa Jlo6aBeHno
5.2 OnacHocT OT noxap IIpemaxunaro
5.2 OmnacHy IPOJIYKTH Ha pa3lajiaHe B cIydail Ha JobaBeHo
oxap
53 MucTpyxunu 3a racene Ha moXapu IIpomeneno
53 3amuTa npy raceHe Ha moxap JobaBeHo
6.1 ABapuiiHy IIaHOBE Ipomeneno
6.1 3aluTHU cpelicTBa Jlob6aBeHo
6.1 OO0my Mepku JobaBeHo
6.2 Ipenma3sHu MepkH 3a oma3BaHe Ha OKoJIHaTa cpenia | Jlo6aBeHo
6.3 3a 3aabpiKaHe Jlo6aBeHo
6.3 MeTtoau 3a mourcTBaHe Jlo6aBeno
6.4 Ilo3oBaBaHe Ha apyru pasznent (8, 13) Jlob6aBeHo
7.1 XHUrueHHH MEPKH Jlo6aBeno
7.1 JIOIIBJIHUTEITHN OTIAaCHOCTH 10 BpeMe Ha Jlo6aBeno
00paboTka
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa JlobaBeno
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
7.2 VYcnoBust 3a chXpaHsIBaHe JobaBeHo
7.3 CreuuduyHy KpaiHu yrnoTpeou IIpemaxuaTo
8.2 Tloaxoasii HHKEHEPEH KOHTPOII IIpomeneno
8.2 3amuMTa Ha Ko)Kara U TAI0TO IIpomeneno
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Triamcinolone

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

HNuankanus 3a npoMeHu

Paznen IIpomeHen eneMeHT KomenTapu
8.2 3ammra Ha OYUTE JobaBeHo
8.2 3amura Ha phIeTe IIpomeneno
8.2 3amura Ha JUXaTeTHUTE IIBTUIA Jlo6aBeHo

9 Touka Ha TONIEHE Jlo6aBeno

9 MornekyiHa Maca JlobaBeHo

9 LBst JobaBeHo

9 BroHmien Bux IIpomeneno
10.1 PeakmonHa ciocoOHOCT IIpemaxunaro
10.3 BB3M0OXKHOCT 32 ONACHU peakLuu IIpemaxuarto
10.5 HecwsBmecTumu marepuanu IIpemaxnaro
10.6 OnacHu NPOAYKTH Ha pa3lagaHe IIpemaxunaro
11.1 ATE CLP (opaiHa) IIpomeneno
11.1 LD50 opanHo mIBX IIpomeneno
12.1 Exounorus - 0010 IIpemaxuarto
I'baen Trexer na H- u EUH-npeaynpeskaeHusiTa 3a oacHoCT:

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

H302 Bpenen npu nornsiane.

H360D Moske 1a yBpeau Iioza.

Repr. 1B TokcuuHoCT 3a penpoaykiusaTa, Kareropus 1B

Wudopmanmonen muct 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxkaiia ce B To3u Mudopmarones auct 3a 6e30MacHOCT, € MoJy4eHa OT H3TOYHHIIN, KOUTO CMSITaMe 3a

HaJeXIHU. Berpeku ToBa, nHbOpManusaTa ce IpeaocTans 6e3 HUKAKBa TapaHIys, H3pUYHA MU OApa30upaa ce, OTHOCHO HeHATa KOPEKTHOCT. Y CIIOBUATA WU

MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIKS KOHTPOI U MOXKE Ja ca U3BBH Halata komneTeHTHocT. [Topaau
Ta3W U APYrU NPUUHHH, HHE HE IoeMaMe OTTOBOPHOCT U U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOH, IIETH MM Pa3X0IH, IPOU3TUYAIIN OT MU CBbP3aHU

10 HAKAKbB HAYMH C paboTaTa, ChbXpPAaHEHUETO, yIoTpedaTa uian 00e3BpexkIaHeTo Ha poaykTa. To3u MHpopMannoHeH JIMCT 3a 6€30MacHOCT € U3TOTBEH U TpsiOBa

J1a ce M3I0JI3Ba CaMo 3a TO3U MPOAYKT. AKO HPOIYKTHT CE U3MON3Ba KaTO ChCTABKa Ha APYTH MPOLYKTH, HaJINYHAaTa MH(OpPMALHs O1 MOTJIa Jia ce OKake
Henpuiokuma. Ta3u nHdopmalys ce 0CHOBaBa Ha HALIUTE TEKYyILIM TO3HAHMSA U € IpeHa3HaYeHa Ja JaJie ONMCaHue Ha IPOTyKTa caMo 3a IIENUTe Ha
3[paBeona3BaHeTo, 0e30II1aCHOCTTa H OKOIHATa cpera. [lopaau ToBa, Ts He TpsOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOMCTBATA HA MPOAYKTA.
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