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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 : Triamcinolone acetonide for system suitability
XHUMUYECKO HAaMMEHOBAHUE : Triamcinolone acetonide

EO Ne 1 200-948-7

CAS Ne 1 76-25-5

Kon Ha npoxykra 1202400542

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupann ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH H3NUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTopus Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA HHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT

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

PA3IEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

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

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
ToxcuunocT 3a penpoxykuusTa, Kareropus 1B H360D
3a meanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a OacHOCT: BXK. pasjen 16

HeﬁnaronpnﬂTHu (l)l/[3l/lKOXPlMH'{Hl/l ed)eKTn )/ Heﬁnaronpuﬂnm e(beKTl/l 3a 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
Bpenen npu norneiane. Moxe fa yBpeau mioja.
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.

H360D - Mosxe na yBpeau Iioja.
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Triamcinolone acetonide for system suitability

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 uznon3BaiiTe npeay Aa CTe MpoYeau U pa3dpaii BCHYKH NPeIa3Hu MEPKH 32
0e30MacHOCT.
P264 - Jla ce u3mue pbLeTe 10 JIAKTUTE U JIMLETO CTAPATENIHO clie]] ynoTpeda.
P270 - [la He ce sine, nmue WK MyIId Opy ynoTpeda Ha MpoayKTa.
P280 - U3mon3Baiite npeAna3Hu PbKaBULK/TPEANA3HO OOICKIO/MPEeANa3Hy OYIIa/Ipeana3Ha Macka
3a JIMLe/TIPEAIa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.
P301+P312 - [TPU ITOT'JTBIIAHE: IIpu nepasnonoxenue ce odanere B LIEHTHP I10
TOKCHKOJIOT' M unu Ha nexap.
P308+P313 - [1PU siBHa min mpeAnonaracMa eKCrno3unus: I10Tbpcete MeANINHCKH ChBET/IOMOLI.
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 acetonide CAS Ne: 76-25-5 <100 Acute Tox. 4 (opanna), H302 (ATE=500
EO Ne: 200-948-7 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 oMol - 00IIH MEpKU : BBB BCHUKH Cllydan Ha CbMHEHHUE, WM aKO CHMITOMUTE IIPOABIDKABAT, IOTHPCETE MEANLMHCKA
TIOMOIII.

ITepBa OMOLI IPH BANIIBAHE : U3Benere nMULeTo Ha YHCT BB3/yX M IO IIOCTABETE B O3MINS, yJIeCHsBaIA AuinaneTo. [la ce ocraBu
MOCTpaJalIkis 1a CU mo4yrHe. B ciyuaii Ha npunomasane: [ToThpceTe MEANIIMHCKH ChBET/IOMOIIL.

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

ITbpBa MOMOII TP KOHTAKT C OYHTE : HsmiakueTte ¢ BoJa, KaToO ABPIKUTE OUUTE NIUPOKO OTBOPEHH. [[0ThpceTe MeIUIIMHCKA TTOMOIIL, aKO
6oJKaTa, MUTAHETO WK 3aUePBSIBAHETO TIPOJBIDKAT.

ITbpBa MOMOIIL TIPU MOTITBIIAHE : Usmiaknere ycrara ¢ Boja (caMo ako IOCTpaJalusT ¢ B Ch3HaHKe). Hukora He aBaiiTe HUMLIO 1pe3
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 acetonide for system suitability

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

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. Cpeacrsa 3a raceHe Ha moxKap

IMoaxosIIIH T0XKapOTraCUTEIIHI CPEICTBA : Jla ce u3non3Bat cpejcTBa, MOAXOMALIM 3a FACEHE HA MOXKapH B ChCEACTBO. BhriepoaeH auokcus.
Bonen crpeit. Cyx npax. Ozesuio 3a 3aracsiHe Ha OTr'bHsI.
Henoaxosiy noxaporacuTelIH| Cpe/ICTBa : Jla He ce n3Mon3Ba CHUIHA BOJHA CTPYSL.

5.2. Oco0eHn 0NMACHOCTH, KOUTO MPOU3THYAT OT BELIECTBOTO HJIH CMECTa

OnacHu IPOAYKTH Ha pasnaJaHe B cnyqaﬁ Ha 1moxxap : HenwiHoTo TropeHe 0cBO0OXK/1aBa OIACeH BBIVIEPOACH OKHUC, BBITIEPOJACH ABYOKUC U APYTU TOKCUYHH
ra3oBe. Bb3MOXKHO € OTAEIISIHETO HAa TOKCHYHH H3MapCHus.

5.3. CbBeTH 32 NMOKAPHHKAPHTE

I/IHCprKI.IPH/I 3a racCHe Ha IOXKapu : I[a HE C€ I0ITyCKa U3II0JI3BaHaTa B 6op6aTa C IT0’Kapa BoJa J1a 3aMbpPCH OKOJIHATa cpeaa.
3amura IIpy racCHE Ha oXxap : I[a HE c€ pearpueMa Hameca 6€3 MOAXOASIIO 3aIUTHO 060pynBaHe. ABTOHOMEH U H30JIMpany
arnapar 3a 1uxaTeiiHa 3aluTa. IIbyiHa 3ammTa Ha TSIIOTO.

PA3JIEJI 6: Mepku npu aBapHuiiHO H3MyCKaHe

6.1. JIn4uHM Hpeana3sHu MEPKH, MPeINa3HU CPeACTBA U NPOLeIyPH NPH CHEIIHH CIy4Yau
OO0 Mepku : Jla ce u30srBa KOHTAKT C KOXKAaTa, OUUTE U JIPEXUTE.

3a nmepcoHaJ, KOWTO He OTroBaps 3a CNelIHu CJIydan

ABapuiiHu 1aHoBe . /Jla ce oTCTpaHU HEHYXHUS IEPCOHAIL.

3a JIMIATa, OTTOBOPHH 32 CHELIHHU CJIyYau

3amuTHY CpesicTBa : Jla He ce npennpremMa HaMmeca 6e3 IIOAXO/ISIIO 3alUTHO 060pyaBaHe. 3a HoBede HHdOpMALKS,
BIoKTe paszel §: "KOHTpol Ha eKCIIo3uIusITa/ INYHH [IPeJIIa3Hu cpescTna’.

6.2. Ilpeana3Hu MepKH 3a oNa3BaHe HA OKOJIHATA cpea

)Ia ce u30sTBa HU3ITyCKAaHE B OKOJIHATa cpeaa. HpeL[OTBpaTeTe HABJIM3aHECTO B KaHAJIM3alUsATA U B O6HI€CTB6HI/ITG BOIH.

6.3. MeToau 1 MaTepua/Id 32 OTPAaHNYaBaHe U NOYHCTBaHe

3a 3aabpiKaHe : TlomwmiiTe ¢ MHEPTEH MaTepual U MOCTABETE B MOJXO/ISII KOHTEWHEp 32 00€3BpeXkJaHe Ha OTHAIbLIH.
MeTtoau 3a OYNCTBAHE : Tlouncrere 3aMbpCeHUTE TOBBPXHOCTH OOMIHO ¢ Bojia. [louncTBaHe ¢ MOMIITA HA JETEPIEHT.

6.4. Ilo30BaBaHe HA APYTH pa3aen

Buxre Pazznen 13 otHocHO MH(pOpMaIys 3a 00€3BpeKIaHE HA OTMAABIUTE.

31EJI 7: PaGoTa n cbXpaHeHHe

7.1. llpenna3uu Mepku 3a 6e3omacHa padora

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

INpeanasuu 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 paGOTHOTO TIOMEUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

7.2. YciioBusi 3a 6e30MacCHO CbXpaHABaHe, BKINYUTEJITHO HECbBMECTUMOCTH

Vcnosus 3a CbhXpaHsBaHE : I[a C€ CbXpaHsABa HA I[06p€ IIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IIPsIKa CIbHYCBA CBETJINHA.
OrnakoBbYHU Marepualin : I[a C€ CbXpaHsABa B OPUTHMHAIIHUTE KOHTeI\;XHepPL

7.3. Cneuupuuna(u) kpaiina(u) ynorpeda(u)

Hsima HanmaHa JOITBJIHUTEITHA I/[H(bopMaI_II/I}I
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Triamcinolone acetonide for system suitability

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.
MonekynHa Maca 1 434.5 g/mol
Mupuc : He e manuuno
I'pannnara Ha Mupuca : He e nanuuno
Touka Ha ToneHe 1293 °C

Touka Ha 3aMpb3BaHe : He e nanmmuno
Touka Ha KHUIIEHE : 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
KoedumumenT Ha pasnpenenenue: n-okranon/soga (Log @ <4

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 acetonide for system suitability

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 PIH(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 acetonide (76-25-5)

LD50 opanHo mex

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

KoposusHoct/apasHene Ha KoxaTa

CCpPIO3H0 YBpEXKAaHE HA ouwure/, JAPa3sHEHE HA OYUTE
CCHCH6I/U'II/I33.III/I$I Ha TUXaTCIIHUTE IIbTUIIA UITA KOXKaTa

MyTareHHOCT Ha 3apOJUILIHUTE KIETKU

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 xmacudunmpa (Bb3 ocHOBa Ha HATHYHUTE JAHHU HE Ca U3ITBJIHECHA KPUTEPUHTE 38
KIacupHIEpaHe)

He ce xnacuduuupa (Jluncsar qaHHu)

He ce xnacu¢unupa (Jlunceat nanam)

He ce knacu¢urmpa (Bs3 ocHOBa Ha HATMYHUTE JaHHU HE CA M3ITBIHCHH KPUTEPHUTE 3a
KJIacuuupane)

He ce knacudunupa (Bb3 0cHOBa Ha HAJTMYHUTE TAaHHU HE Ca U3ITBIHCHU KPUTECPUHTE 32
KiacuHImpaHe)

Moske fa 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 acetonide for system suitability

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

PA3JIEJI 12: Exosiornyna uH(popmManus

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) . He ce xnacuduiupa (JIuncsar gaHHK)
OnacHo 3a BOJHATA CPe/ia, ABIrOCPOUHA (XPOHHYHA) : He ce xnacuduiupa (JIuncsar gaHHm)

Triamcinolone acetonide (76-25-5)

YCeToW4YMBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Triamcinolone acetonide (76-25-5)

Koe¢uiuent Ha pasnpeznenenue: n-okranon/sona (Log <4
Kow)

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

Hsima Hanu4Ha TONMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMAIHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

PA3IEJI 13: O6e3Bpeskaane HA OTHAABIUTE

Hsma HanmuvHa HOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 14: UndopManusi OTHOCHO TPAHCTIOPTUPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH nin naenTudguKannoHeH HoMep

He e npunoxxumo He e npunoxumo He e npunoxumo

14.2. TouHo HaMMeHOBaHMe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha 0NACHOCT MPH TPAHCIIOPTHPAaHe

He e npunoxxumo He e npunoxumo He e npunoxxumo

14.4. OnakoBbuHa rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpelia

He e npunoxumo He e npunoxumo He e npunoxumo
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Triamcinolone acetonide for system suitability

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

ADR IMDG IATA

Hsma JOITBJIHUTCITHA HAJTUYHA I/[H(i)OpMaLIHSI

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpe0UTeuTe

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaucnopT no Mmope
He e npunoxumo

Bb3ayuien TpaHcnopt
He e npunoxumo

14.7. MopckH TPaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MesKIyHapoIHATa MOPCKA OPraHu3anus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenn¢uyHY 32 BENIECTBOTO HJIN CMECTA HOPMATHBHA ypen6a/3aKoHOAATeJICTBO OTHOCHO 6€30NMacHOCTTA, 3[PABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuinoxenue XVII (YciioBusi 3a orpaHuyaBane)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnincbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [Ipunoxenne XIV na REACH (Cnucbk Ha BelmecTBaTa 3a pa3peliaBaHe)
REACH, Cnucsbk ¢ kanguaat-seurecrsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ kananpar-Bemecrsa

PersiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat 030HoBus cioii (EC 1005/2009)

He durypupa B cucbKa ¢ BeIIeCTBa, KOUTO HapymIaBaT 030HoBus cioii (Permament EO 1005/2009)

PersiameHT 3a u3jesMsiTa ¢ ABoiiHa ynorpeba (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BEBex/IaHe pexkuM Ha OOIIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckara ISHHOCT M TPaH3UTa Ha U3/CIHS M TEXHOJIOTHH C [IBOMHA ynoTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Beuectsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEeKypcopH Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
[PEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMmeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHuTe BemecTsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKaHETO
Ha ra3apa Ha ONpeJIeIeHH BEIIECTBA, N3I0JI3BaHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHH BEIIECTBA)

15.2. OneHka Ha 0€30IaCHOCT HA XHMHUYHOTO BEeIIECTBO MJIM CMeC

Hsima Hanmana JOITBJIHUTECITHA I/[H(l)OpMaI_II/IH

PA3EJI 16: Ipyra undopmanus

II'bnen Texker na H- u EUH-npegynpesxiennsiTa 3a oIacHOCT:
Acute Tox. 4 (opanHa) Octpa TokcuuHocT (opanHa), Kareropus 4
H302 Bpenen npu nornsluaxe.

H360D Moxxe 1a yBpeau mioja.

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

13/11/2024 ([ata Ha u3naBane) BG (6warapckn) 7/8



Triamcinolone acetonide for system suitability

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

Wudopmanmonen muct 3a 6ezonacHoct (MJ1b), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxkaiia ce B To3u MHdopMaroneH uct 3a 6e30MacHoCT, € MoJy4eHa OT H3TOYHUIIN, KOUTO CMSITaMe 3a
HajekKHU. BbIpeku ToBa, HHpOpMaIMsITa ce IpeaocTaBs 0e3 HUKAaKBa rapaHIus, N3pUYHA WK [0/ipa3oupaliia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WK
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE J1a ca U3BBH Hamata komnereHTHocT. [Topaau
Ta3u ¥ APYTH IPUUUHHU, HUE HE TOEMaMe OTTOBOPHOCT U H3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, LIETH MM Pa3XO/1, IIPOUSTHYALLN OT N CBBP3aHN
110 HAKaKbB HAYMH C pabOTaTa, ChXPAHCHHETO, yIOoTpeOaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3n MHdopmarmoneH anct 3a 0€301macHOCT € U3TOTBEH U TpsiOBa
Jla ce M3I0JI3Ba CaMo 3a TO3H MPOAYKT. AKO IPOIYKTHT CE H3I0JI3BA KATO ChCTaBKa Ha APYTU MPOIYKTH, HATHYHATA HH(pOpPMAIMs OU MOTTIa []a ce OKaxKe
Henpuiokuma. Ta3u nHpopMarMs ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHNS U € NPEAHA3HAYCHA A [aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOIHATa cpena. [lopaau ToBa, Ts He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOMCTBATA HA MPOAYKTA.
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