e e =y Fluticasone propionate for system suitability A

European Directorate | Direction européenne
for the Quality | delaqualité

WudopmarmoneH auct 3a 6€30MacHOCT
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE L'EUROPE B chotBeTcTBHE ¢ Pernmament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlara Ha u3naBane: 21/02/2025 [larta Ha pepaxuusita: 30/10/2025 3amens Bepcusra ot: 21/02/2025 Bepcewus: 2.0

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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Fluticasone propionate for system suitability A
XHUMHYECKO HANMEHOBAHHUE : Fluticasone propionate

CAS Ne 1 80474-14-2

Kon na npoxykra : 202500153

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]

EHIOKpHHEH HapyLINTEN 110 OTHOILEHHE Ha 3/IpaBETO HA YOBEKA, EUH380
Kareropus 1

ToxcuuHocT 3a penpoaykuusra, Kareropus 2 H361
CrenndiyHa TOKCHYHOCT 3a ONPEJieNIeHN Oprany — oprapsimia ce  H372
excnozunus, Kareropus 1

3a mbanus Tekcet Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMPl'1Hl/l eq)eKT]/l H HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3PaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

Ipenmnonara ce, ye yBpex/Ja OIIOAUTEIHATA CIIOCOOHOCT Wiy mioAa. [IpuunnsiBa yBpexJaHe Ha OPraHUTe IOCPEICTBOM IPOIBDKATENIHA HIU OBTapSIIIa ce
€KCTIO3ULIUSL.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omacHoct (CLP)

GHS08
Curnanna gyma (CLP) : OmacHo
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Fluticasone propionate for system suitability A

I/IH(I)OpMaHI/IOHCH JIUCT 3a 6e3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenynpexnenus 3a onacHoct (CLP) : EUH380 - Mose na npu4uHyu HapylieHue Ha QyHKIIMUTE Ha CHIOKPUHHATA CUCTEMA B YOBEILIKHS
OpraHU3bM.
H361 - IIpeamnonara ce, 4ye yBpex/Ja OIUIOUTENIHATA CIIOCOOHOCT MJIH IUIOAA.
H372 - [IpuunHsiBa yBpeXaaHe Ha OPraHuTe (EHIOKPUHHA CUCTEMA) MIOCPEACTBOM MPOIBIKUTETHA
WM TIOBTApSIa C¢ eKCITO3UIIHS.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKLIUH.
P202 - He usnon3BaiiTe npeay Aa CTe MpoYean U pa3dpani BCHYKH NPeIa3Hid MEpKH 32
6e30macHOCT.
P260 - He BaumBaiite mpax/myIex/ras3/anM/u3napeHs/acpo30i.
P263 - Jla ce n36srBa KOHTAKT 110 BpeMe Ha OPEMEHHOCT U MIPU KbpPMEHE.
P264 - Jla ce u3mue phleTe 10 JaKTUTE U JHIETO CTapaTesIHoO Clel yrnoTpeba.
P270 - [la He ce e, mue WK MyIId Ipy ynoTpeda Ha MpoayKTa.
P280 - U3non3Baiite npeAna3Hyu pbKaBULM/TPEANA3HO O0IEKI0/MPeAna3Hy OYrIa/Ipeana3Ha Macka
3a JIMIe/TIPEAa3HU CPEACTBA 3a 3aIlUTa Ha CIIyXa.
P314 - Ilpu Hepa3monoKeHne MOThPCeTe MEAUIIMHCKH ChBET/TOMOLIL.
P405 - [la ce cbxpaHsiBa 1o KJroy.
P501 - CbappixaHHETO/ChIBT 1A CE U3XBBPIIH B IYHKT 33 ChOMPaHe HA OMACHU MU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/UJIN MEX/LyHapOIHU
pasnopenou.

ETukernpane B CbOTBETCTBHE C: M3KITIOUSHNS 32 BBTPELIHH OMTAKOBKH, KOTaTO ChbPKAHUETO He mpeBumana 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. JIpyru onacHoOCTH

BemecTBOTO € BKIIOUEHO B CIMCHKA, H3TOTBEH B CHOTBETCTBHE ¢ WwieH 59, maparpad 1 or REACH, 3a nputexaBaHe Ha CBOMCTBa, HapyIIaBaly (pyHKIMUTE Ha
CHIOKPUHHATA CUCTEMA, WIIH € MACHTU(HUIMPAHO KaTO NPUTEXKABAIo0 CBOICTBA, HApyIIaBaly (yHKIUNTE HAa eHIOKPHHHATA CUCTEMA, B ChOTBETCTBHE C
KpuTepuuTte, onpeneienu B Jenerupan Pernament (EC) 2017/2100 na Komucusita unu 8 Pernament (EC) 2018/605 na Komucusta

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HMnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

Fluticasone propionate CAS Ne: 80474-14-2 <100 ED HH 1, EUH380

BEILECTBO, ACHTU(HIIMPAHO KaTO IPUTEKABAIO CBOICTBA Repr. 2, H361

Jla HapyIaBa GpyHKIMHTE HAa CHIOKPUHHATA CHCTEMa STOT RE 1, H372

3a nmeanus TekceT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pa3jen 16

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. OnucaHue HA MepPKHUTE 32 IbPBA MOMOIIY

H'I)pBa TmoMo1f - 06HII/I MEpPKHU . BBB Bcnukn CJIydanu Ha CbMHEHUE, WK aKO CUMIITOMUTE IPOABIDKABAT, IIOTHPCETE MEUIITUHCKA
TTOMO1II.
H’BpBa oMo nNpyu BAUIIBAHE . W3Benere nuiiero Ha 9ucT BB3AYX U I'0O TIOCTABETE B IO3UL U, YIICCHABAIA JUIIAHETO. )Ia C€ oCTaBH

MOCTpaaliyis J1a CU rmo4yrHe. B ciyyaii Ha npuomasane: [ToTbpceTe MEANIIMHCKH CHBET/IOMOIIL.

IIppBa HOMOII[ TPY KOHTAKT C KOXKAaTa : Jla ce cBaiu 3aMBPCEHOTO OOJICKIIO U H3JIOKEHMST YUacThK OT KOXKaTa Jia ce H3MHe C MK CallyH U
BOJIa, KaTo CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

IIbpBa HOMOIIL TPY KOHTAKT C OYUTE : HM3makHere ¢ BoJia, KaToO JbPXKHUTE OYUTE MIMPOKO OTBOPEeHH. [I0ThpceTe MEAUIIMHCKA TIOMOLLL, aKO
0oJiKaTa, MUTAHETO HJIH 3a4EPBSIBAHETO MPOIBIIKAT.

IIppBa HOMOII IPH TTOTITBIIAHE . M3mraksere ycrara ¢ Bojia (caMo ako NOCTpaJaInsT € B cb3HaHHe). Hukora He naBaliTe HUIIO Ipe3
ycTara Ha 4oBeK B Oe3ch3HaHMe. He3abaBHO OTHpceTe MEIUIIMHCKY CHBET/TIOMOII.
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Fluticasone propionate for system suitability A

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

IToaxonsum no)aporacuTeNH| CpeICTBa : Jla ce U3Mon3BaT CpeCTBA, MOAXOAAIIM 32 TaCeHe Ha I0KapU B ChCEICTBO. BBIiepoJieH IMOKCH .
Bonen cnpeii. Cyx npax. Oznesuio 3a 3aracsiHe Ha OT'bHSL.
Henoaxonsmu moxaporacuTesIH! CpeicTBa : Jla He ce n3MoON3Ba CHIIHA BOJHA CTPYSL.

Onacuu IIPOAYKTH Ha pasnaJaHe B cnyqaifl Ha 11okap : HenwsiHoTO TOpeHE 0CBOOOX/1aBa OMIACCH BBIJTIEPOJICH OKHUC, BBIUICPOACH ABYOKHC U APYI'H TOKCUYIHH
TazoBe. Bb3MOXKHO € OTJeNsIHeTO Ha TOKCHYHI H3napeHus.

MHcTpykuny 3a raceHe Ha Moxapu : Jla He ce [0mycKa n3mon3BaHaTa B GopbaTa ¢ mokapa BoJa J1a 3aMbpPCH OKOJIHATA CPe/ia.
3amuTa Npy raceHe Ha moxap . Jla He ce mpeanpueMa Hameca 0e3 MOIXOIAIIO 3alUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aluTa. [b1Ha 3a1mTa Ha TSUI0TO.

Aepku Ipu aBapuiiHO U3IIyCKaHe

OO0y Mepku . Jla ce n304rBa KOHTAKT C KOXKaTa, OUUTE U JIPEXUTE.

3a nepconaJ, KOITO He O0TroBaps 3a CHEIIHU CJaydYan

ABapuiiHH IITaHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAII.

3a JHUIAaTa, OTTOBOPHH 32 CHEIIHH CJIy4Yau

3aIUTHY CpeCcTBa : Jla He ce mpeanpreMa HaMeca 6e3 MOAXOIAMIO 3al[UTHO 000pyABaHe. 3a moBede HHpOpMaNus,
BiokTe pasznen 8: "KoHTpour Ha ekcrio3uiusita/ TMYHU IPEeAa3Hu cpeacTaa’.

Jla ce u3bsrBa u3myckane B okonHara cpena. [IpenoTBpaTeTe HaBIM3aHETO B KAHAIM3ALMATA U B OOIICCTBEHUTE BOH.

3a 3agbppiKane : Ilonmiite ¢ HHEPTEH MATEPHAI U IIOCTABETE B MOAXO/ISII KOHTEHHED 3a 00e3BpekJaHe Ha OTHAABLIH.
Mertou 3a MOYKCTBaHE : IlouncTeTe 3aMbpCEHHUTE OBBPXHOCTH OOKIHO C Bojia. [104YnCTBaHE ¢ MOMILTA HA JETEPIEHT.

Bmxre Pazznen 13 otHocHO nHboOpMarys 3a 00e3BpekaaHe Ha OTIAIBLHTE.

PA3JIEJI 7: PaGoTa u chXpaHeHue

HOH’I:J'IHPITCJ'IHP[ OITaCHOCTH II0 BpEME Ha pa60Ta . )_Ia HE CC€ u3Jjiarat 6pCMCHHHTC KCHH WM KbpMAYKHUTE.

IIpenna3Hu Mepku 3a Oe3omacHa padbora : Jla ce u30srBa BesIKakBa U3JHIIHA eKCIO3HIMs. [{a ce ocurypu 1o6po npoBeTpsiBaHe Ha pabOTHOTO
MACTO.

XUTUEHHU MEPKH : Jla He ce sie, M€ WM ITyIIH NI yroTpeba Ha npoxykra. Jla He ce u3Hacs 3aMbpPCEHO PabOTHO

00JICKIIO U3BBH pa60THOT0 TIOMELICHUE. ,Z[a C€ UBMMUAT PBUETE NIPEAU ITOYUBKUTE U CIIET
TIPUKIIIOYBAHE HA paﬁoTaTa.
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Fluticasone propionate for system suitability A

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

7.2. YcnoBus 3a 6e30MacHO ChbXpaHsBaHe, BKIKYHTEIHO HECHBMECTHMOCTH

VYcnoBus 3a chXpaHsBaHe . /Jla ce cpxpansiBa Ha 100pe nMpoBeTpuBO MACTO. ChIBT J1a Ce ChXpaHsiBa IUIBTHO 3aTBOpEH. Jla ce
a3 OT TOIUIMHA U NpsKa CITbHYEBA CBETIIMHA.
OnakoBbYHU MaTepUaIN . Jla ce chXxpaHsiBa B OpUTMHAIHUTE KOHTEHHEPH.

7.3. Cneuudpuuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuyHa A0NMBIHUTEIHA m—[(bopMaum

PA3IEJI 8: KoHTpoJI Ha eKCIIO3ULMATA/JIMYHM NPEANAa3HHU CPecTBa

8.1. [TapameTpu Ha KOHTPO.JI

Hsima HanuyHa AONBIHUTEIHA P[H(‘bOpMaI.II/IH

8.2. KoHTpo.1 Ha eKCo3uIHUATA

HO}]XO}]ﬂH.l HHKEHEPEH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce ocurypu 10o6po mpoBeTpsiBaHe Ha paboTHOTO MsIcTO0. OOMKHOBEHO CE H3MCKBAT KAKTO MECTHA CMyKaTe/IHA BEHTHIAINS, TaKa M BEHTUIALHS Ha 00LIOTO
nomenienue. C marepuaina TpsOBa 1a ce padoTH 1o 1abopaTopHa KaAMUHA, JOKOJIKOTO TOBA € Bb3MOXHO.

JIMYHH Npeana3sHy cpeacTBa

3amMTa HA 0YMTE M JULETO

3amura Ha ouMTe:

Jla ce HocsIT peanazHu ounta. [IpeanasHu oumna cbe crpannyna 3ammra. (EN 166)
3amuTa Ha KokKaTa

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce HOCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : Jlaboparopua npecrtisika. (EN 13034)

3ammuTa Ha pbleTe:
Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH yCTOMUMBY Npeana3Hu pprasuiy. (EN 374)

3ammTa HA qUXATEJHUTE IHTHIA

3ammuTa Ha TUXATeTHHTE MbTHINA:
B ciyuait Ha 06pa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a qumane ¢ Guirsp: P3

PA3IEJI 9: ®u3nynu 1 XMMUYHHA CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTe (pM3UYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
IBsar : Osu1. moYTH OsI.
BobHIeH Bung . Ilpax.
MonekynHa Maca 1 500,6 g/mol
Mupuc : He e nanuuno
I'pannnara Ha Mupuca . He e HannuHO
Touka Ha ToneHe 1 =270°C

Touka Ha 3aMpB3BaHE : He e mannuno
Touka Ha KuIIEHE : He e nanuuno
3amanuMocT : He e manmuuno
JlonHa rpaHHIia Ha eKCIIO3UBHOCT : He e npunoxxumo
T'opHa rpanura Ha eKCIIIO3UBHOCT : He e npunoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmneparypa Ha camo3anajiBaHe : He e npunoxxumo
Temmnepatypa Ha pasznaraHe : He e HannuHo
pH : He e HannuHo
pH pastBop . He e HanuuHo
Bucko3uter, kuHeMaTuueH : He e npunoxumo
PasrBopumoct : Boma: <0,1 g/l
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Fluticasone propionate for system suitability A

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

Koeduuuenr Ha pasnpenenenue: n-okranon/Boga (Log  : He e Hanuuno
Kow)

Hansrane Ha napure : He e Hanuuno
Hansraune na napute npu 50°C : He e nannuno
ITnbTHOCT : He e Hannuno
OTHOCHUTENHA IUITBTHOCT : He e Hannuno
OTHOCHUTENHA IUIBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yacTuimre . He e nanuuno
9.2. Ipyra ungopmanus

Hsma HanuyHa AOMBIHUTEIHA I/IH(I)OpMaLH/IH

31EJ 10: CTaOHJIHOCT U PEAKTHBHOCT

10.1. PeakunoHHa cnocooHocT
Hsma HanmnuHa JOITbJIHUTCIITHA I/IH(i)OpMaLII/IH
10.2. XMMH4YHA CTA0OMIHOCT

Hsima HanmaHa JIOITBJIHUTEITHA MH(iJOpMaI.II/IFI

10.3. Bb3MOKHOCT 32 ONIACHM PeaKIUU

Hsima Hanmaaa JOITBJIHUTECITHA I/[H(i)OpMaI_II/ISI

10.4. YcioBus, KouTo TpsidBa Aa ce H30ArBaT

Hsima Hanmana JOITBJIHUTCITHA HH(I]OpMaI_II/ISI

10.5. HecbBMecTUMH MaTEepPUAIH

Hsma HannyHa I0MBJIHUTENTHA HHOPMAIUS

10.6. OnacHu NPOAYKTH HA pa3najaHe

Hsma HannyHa nombiHUTETHA HHOPMALUS

31EJI 11: Toxkcnkoaornyna nHgpopManus

11.1. Undopmanus 3a KJIacoBeTe HA OMACHOCT, onpeneaeHu B Permament (EO) Ne 1272/2008

Octpa ToKCH4YHOCT (OpanHa) : He ce knacu¢uimpa (Bp3 0cHOBa Ha HATMYHHUTE JAHHH, HE Ca U3ITBJIHCHA KPHTEPUHTE 32
KJIacupHIEpaHe)

OcTpa TOKCUYHOCT (epMaiHa) : He ce knacu¢uupa (Jlunceat nanHm)

OcTpa TOKCUYHOCT (BIUILIBAHE) : He ce knacu¢uupa (Jlunceat nanxu)

Fluticasone propionate (80474-14-2)

LD50 opanHo mrsx > 2000 mg/kg (RTECS Ne BV7980000)

KoposuBHocT/ Ipa3Hene Ha KoKarta : He ce knacu¢uupa (Jlunceat nanxm)

Cepno3HO yBpeskJlaHe Ha OUHTE/IpasHEHe Ha OUNTe : He ce xnacudumupa (JIuncear nanHm)

CeHcHOMIN3aIMs Ha IUXaTeIHUTE IBTUINA WM Koxkata : He ce xacudunupa (Jlumncsar naHamM)

MyTareHHOCT Ha 3apOJUIIHHTE KICTKH : He ce xnacudmuimpa (Bb3 ocHOBa Ha HaMMYHHUTE JaHHH, HE Ca H3IBIIHEHN KPUTEPUHTE 3a
KJIacuuIupane)

KanneporeHHocT . He ce xnacuduimpa (Bb3 ocHOBa Ha HATHYHHUTE JAHHH, HE Ca H3IBJIHCHH KPUTCPHHUTE 3a
KJacuuIpane)

TOKCHYHOCT 3a PeNpOAyKIHATA . Ilpenmonara ce, 4e yBpex/1a OIUIOUTENHATA CIIOCOOHOCT MM TUIOJA.

CTOO (cnenuduyHa TOKCHYHOCT 3a OIPEIEICHA . He ce xnacu¢ummpa (HeyOenurenHu naHHm)

OpraHy) — eIHOKPATHA EKCTIO3UIUS

CTOO (cnennduyHa TOKCHIHOCT 32 OIPEIEICHI : IlpuunnsBa yBpekIaHe Ha OpraHuTe (€HIOKPUHHA CHCTEMA) IOCPEICTBOM IIPOIBIDKUTEIIHA HITH

OpraHy) — HOBTapSIIIa Ce eKCIIO3UIHS TIOBTapsIIIa Ce eKCIIO3UIHS.

OmnacHOCT IIpU BAUIIBAaHE . He ce knacuduuupa (Jluncsar nanuu)
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Fluticasone propionate for system suitability A

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

CaoiicTBa, HaApYmIaBaIU (PYHKIMHTE HA eHIOKPHHHATA CHCTEMAa

Heb6naronpusaray nmocneauny 3a 34paBeTo, IpHYUHEHH  : VIMa eHJI0KpHHEH MEXaHN3bM Ha JeHCTBHE, T.€. MPOMEHs QyHKIUATA/QYHKIMUTE HA €HI0KPHHHATA
OT CBOHiCTBA, HAapymaBaly QYHKINHTE HA cucrema

€HJIOKPUHHATA CHCTEMa

PA3EJI 12: ExonornyHa uH(popManus

OmnacHo 3a BOJHATa cpea, KpaTKkocpodHa (ocTpa) : He ce xnacu¢uuupa (Jluncsar naHamn)
OmnacHo 3a BOJHATa cpefia, IbIAr0CpOoYHa (XPOHUYHA) : He ce xnacu¢unupa (JIuncsar naHamn)

Fluticasone propionate (80474-14-2)

YcToiuuBoCT U pasrpaauMoctT He ce pasrpaxna 6bp30

Hsama Hammyaa JOITBJIHUTCITHA I/IH(i)OpMaLIPISI

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMAIHS

Hsima Hanu4Ha TOMbIHUTENHA HHOPMALHS

He6naronpustHy mocaeauIy 3a OKOJIHATA Cpea, : BerecTBOTO € HACHTU(HUIMPAHO KAaTO MPUTEXKABAIIIO CBOIICTBA, HAPYIIABAIlH (DyHKIUNTE HA
[PUYHHEHH OT CBOWCTBA, HApyLIABaIX QYHKINHUTE HA €HJIOKPHHHATA CHCTEMa, HO HsIMa HaJIUYHU JOIIBIHUTENIHU JaHHU (BIDKTE paszen 2.3)
CHJIOKPUHHATA CHCTEMA

Hsma HanuvHa ZONBIHUTETHA HHPOPMALIUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABLUTE

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IPIﬂ

PA3IEJI 14: UndopManusi OTHOCHO TPAHCIIOPTHPAHETO

B crotBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cmucbka Ha OOH nian naenTuduKkanuoHeH HoMep

He e obexT Ha HapenbuTe 3a TpaHCIOPT

14.2. TouHo HaMMeHOBaHMe HA NpaTKaTa o cnucbka Ha OOH

He ce perynmpa He ce perynmpa He ce perynupa

14.3. Knac(oBe) Ha onacHOCT NPH TPAHCIIOPTHPaHe

He ce perynupa He ce perynupa He ce perynupa
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Fluticasone propionate for system suitability A

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

ADR IMDG IATA

14.4. Onakopb4Ha rpyna

He ce perynupa | He ce perynupa | He ce perynupa

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He ce perynupa | He ce perynupa | He ce perynupa

Hsma JOITBJIHUTCITHA HAJTUYHA I/IH(l)OpMaI_II/I}I

14.6. CnenuajiHy npeana3sHu MepKH 32 NOTpeduTeuTe

CyxonmbTeH TPaHCIOPT
He ce perymupa

TpaucnopT no mope
He ce perynupa

Bb3ayumien Tpancnoprt
He ce perynupa

14.7. MopckHu TPAaHCHOPT HA TOBAPH B HACHITHO CHCTOSTHHE CHIVIACHO HHCTPYMeHTH Ha MeKIyHApOAHATA MOPCKA OPraHU3aLHUs

He e npunoxxumo

PA3JIEJI 15: U opmanusi OTHOCHO HOPMAaTHBHATa ypenaoda

15.1. CnennduyHy 32 BENIeCTBOTO WM CMECTA HOPMATHBHA yPea6a/3aK0HOAATEJICTBO OTHOCHO 0€30MaCHOCTTA, 3[PABeTO H OKOJIHATA
cpena

Peraamentn Ha EC

REACH, IIpuiaoxenue XVII (YciioBus 32 orpaHuyaBaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnnchk Ha BeliecTBaTa 3a pa3periaBaHe)

REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ xanannar-BemecTsa

PeriiaMeHT 0THOCHO BelllecTBa, KOUTO HapymaBaTt 030HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cnrcbKa ¢ BelecTBa, KOUTO HapyuiaBat 030HoBusI cioit (Permament EO 1005/2009)
Peraament (EC) Ha ChBeTa 32 KOHTPOJI HA U3/1eJIUs ¢ IBOHHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpOI Ha H3Jeus ¢ JBOWHA yroTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Beuectsa (EC 2019/1148)
He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C MIPeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha

HPEKYPCOPHU Ha B3PUBHH BEILECTBA)

PerjiaMeHT OTHOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)
He cpabppika BemecTBo(a), BKIOYEHO(H) B criuckka ¢ [Ipekypcopu Ha HapkoTiuHuTe Beniecta (Perimament EO 273/2004 0THOCHO IPOU3BOJICTBOTO M ITYCKAHETO

Ha mma3apa Ha ONnpeaCIC€HU BEUIECTBA, U3IIOJI3BAHU 32 HE3aKOHHO MPONU3BOJACTBO HAa HAPKOTUYHU WIIU TICUXOTPOITHN BeHIeCTBa)

15.2. OneHka Ha 0€30MACHOCT HA XUMHUYHOTO BEIIECTBO MJIM CMeC

Hsma Hanu4Ha IOMBJIHUTENTHA HHPOPMAIUS
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JIEJI 16: ra uHgopmanus

HNHaukanms 3a npoMeHn
Pasznen IIpomenen eemMeHT KomenTtapu
3ameHs BepcHsATa OT Jlo6aBeno
Jlata Ha pemakuusTa Jlo6aBeno
HeOnaronpusaTau nocneauy 3a 31paBero, Jlo6aBeHo
[PUYUHEHH OT CBOWCTBA, HAPYIIaBAII[H
(yHKIMHUTE Ha CHIOKPUHHATA CHCTEMA
2.1 Heb6naronpusitTau GU3HKOXUMUYHH e(HEKTH K IIpomeneno
HeOaronpusTH e(heKTH 3a 3APABETO HAa YOBEKA
OKOJIHATa cpena
2.1 Krnacugukauus B ceorBerctre ¢ Pernament (EO) | IIpomeHeno
Ne 1272/2008 [CLP]
2.2 Ipenynpexnenus 3a onacHoct (CLP) IIpomeneno
2.2 Curnanna gyma (CLP) IIpomeneno
22 Ipenopsku 3a 6e3omacuoct (CLP) IIpomeneno
9 Touka Ha TOTIEHE Jlo6aBeno
9 MornekyiHa Maca JobaBeHo
9 LBsar Jlo6aBeHo
11.1 LD50 opanHo mex JlobaBeHo
II'bnen Texer na H- u EUH-npegynpesxkaeHnsiTa 3a oIacHOCT:
EDHH 1 EHnokprHEeH HapylmMTes 1o OTHOILEHUE Ha 3]]paBeTo Ha yoBeka, Kareropus 1
EUH380 Moske 1a IpHYMHY HapyLeHHe Ha GYHKIMUTE Ha CHAOKPUHHATA CHCTEMa B YOBEIIKHUS OPraHU3bM.
H361 Ipenmoinara ce, 4e yBpex/a OIUIOAUTEIHATA CIIOCOOHOCT I IUIOZA.
H372 IMpruuHsBa yBpexxaHe Ha OpraHUTe (CHAOKPUHHA CHCTEMa) IIOCPEICTBOM IIPOIBKUTEIHA WU OBTaPSIIa C¢ eKCIIO3HIIHS.
Repr. 2 Toxcuuanoct 3a penpoxykmusra, Kareropus 2
STOTRE 1 Crerriyaa TOKCHYHOCT 32 OMpe/eJIeHH OPraHy — IIOBTapsia ce ekcrosuims, Kareropus 1

Wudopmanmonen auct 3a 6ezonacHoct (UJ1b), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxaiia ce B To3u MHdopMaroneH uct 3a 6e30MacHOCT, € MoJdy4eHa OT U3TOYHHIIN, KOUTO CMSTaMe 3a
HafekKIHU. Bbopeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAaKBa rapaHIus, N3pUYHA WK MO/pa3oupalia ce, OTHOCHO HeHHATa KOPEKTHOCT. Y CIIOBHATA WX
MEeTOJHTE 3a paboTa, ChbXpaHeHUe, ynoTpebda uin o0e3BpekaaHe Ha IPOAYKTa ca U3BBH HAIIUs KOHTPOJ M MOJKE Jla ca M3BBH HalllaTa KoMIeTeHTHocT. [Topaau
Ta3u ¥ APYTH IPUUUHHU, HUE HE TOEMaMe OTTOBOPHOCT U H3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, LIETH MM Pa3XO/1, IPOU3THYAILHN OT N CBBP3aHN
0 HAKAKbB HAYMH C paboTaTa, ChbXpPAaHEHUETO, yIoTpedaTa uian 00e3BpexIaHeTo Ha poaykTa. To3u MHpopMannoHeH JIMcT 3a 6€30MacHOCT € U3TOTBEH U TpsiOBa
Jla ce M3I0JI3Ba CaMo 3a TO3H MPOAYKT. AKO IPOJAYKTHT Ce H3I0I3BA KATO ChCTaBKa Ha APYTU HPOIYKTH, HAIHYHATA HH(pOpPMAIHs OU MOTIa []a ce OKaxKe
Henpuiokuma. Ta3u nHpopMarMst ce OCHOBaBa HA HAIIMTE TEKYII[M MO3HAHKS U € NPEAHA3HAYCHA 1A []ajiec ONMCAHKE Ha MPOJYKTa CaMo 3a LIEJINTE Ha
3[paBeora3BaHeTo, 0e30I1aCHOCTTa M OKoJIHATa cpena. [lopanau ToBa, Ts1 He TPsOBa J1a ce THIKyBa KaTO FapaHIMs 3a CBOMCTBATA HA MPOAYKTA.
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