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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HauMmeHoBaHMe Ha BEIIECTBOTO : Fluticasone propionate
XHUMHYECKO HANMEHOBAHHUE : Fluticasone propionate
CAS Ne 1 80474-14-2

Kon na npoxykra : 201600411

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]

ToxcuuHoCT 3a penpoaykuusra, Kareropus 2 H361d

CrernupuaHa TOKCHYHOCT 32 ONpeJie]IeHH OpraHy — moprapsma ce  H373

excnozunus, Kateropus 2

3a mennus Teker Ha H- 1 EUH-nipenynpexaeHusta 3a onacHoOCT: BX. pazjen 16

He6aaronpusiTHi GU3NKOXUMIYHHA e(peKTH U HeOJIAaronpusATHY edeKTH 32 3APaBeTo HA YOBEKA W OKOJHATA cpela

Ipenmnonara ce, ye yBpexaa mwiona. Moske fa DpHYMHY YBpeXIaHe HA OPTaHUTE IPU MPOIbIDKUTEIHA WK IOBTAPSIIA €€ eKCIO3HIIHS.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO08
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H361d - IIpennonara ce, 4e yBpexaa IUIOAA.

H373 - Mosxe 1a IpHYUHE YBpeXJaHe Ha OPraHUTe IPH NIPOIBIDKUTEIHA WIH OBTapsia ce
€KCIIO3HLUSL.
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Fluticasone propionate

WNudopmannoHeH JUcT 3a 6€301MacHOCT
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.
P260 - He BaumuBaiite npax/myniex/ras/ ium/u3mapeHust/acpo30ii.
P280 - U3nomn3Baiite npeanasnu phKaBHUIH/IPEINa3HO 0OIEKIO/MPeAna3Hi OUnia/Ipeana3Ha Macka
3a JInLe.
P314 - [1pu Hepa3nonokeHHe MOThPCETe MEULIMHCKU CHBET/TIOMOLI.
P405 - Ta ce chxpaHsiBa 1moJ KJIo4.
P501 - CoapprxkaHneTo/chabT Aa Ce U3XBBPIIH B MMYHKT 33 CHOMPAHE HA OMACHU WU CIICHUATHI
OTHajbliH, B ChOTBETCTBHE C MECTHHTE, PCTHOHAIIHY, HALIMOHAIHY H/MJIN MEXILyHapOIHU
pasnopenou.

ETukerupane B choTBeTCTBUE C: V3KII04EHHS 32 BBTPELIHU OMAKOBKHU, KOTaTo ChIbPXKAHUETO He npeBuiasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. [Ipyru onacHoCTH

Jlpyra napopmarms : AKTHBHO BeIECTBO (BbB (hapMaeBTHYHU HPOIYKTH).
BHuMaHue - BelecTBO, KOETO BCE OIIE HE € U3MUTAHO HAIIBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B cbOTBETCTBHE C
MPOAYKTAa Pernament (EO) Ne 1272/2008 [CLP]
Fluticasone propionate CAS Ne: 80474-14-2 <100 Repr. 2, H361d
STOT RE 2, H373

3a meinnus Teker Ha H- u EUH-nipenynpexaenusTa 3a onacHoCT: BX. paszjen 16

PA3/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOLL

H'BpBa moMo1f - 06HII/I MEpPKHU . BBB Bcnukn CJIy4au Ha CbMHCHHE, WJIK aKO CUMIITOMHUTE IPOABIDKABAT, IOTHPCETE MEJUITMHCKA
TTOMOIII.
H‘pra TioMoul Npyu BAUIIBAHE . W3Benmere nuiiero Ha 9uCT BB3AYX U I'0 [IOCTABETE B ITO3ULIMA, YJIICCHABAIIA AUIIAHETO. }Ia C€ oCTaBH

MOCTpaJalys Ja CU oYnHe. B cirydaif Ha mprnomasane: IToTbpceTe MEIUIIMHCKY CHBET/IIOMOLI.

ITepBa moMoII IPH KOHTAKT € KOXKaTa : Jla ce cBanmy 3aMBbPCEHOTO OOJIEKIIO 1 U3IIOKEHUAT YIaCThK OT KOXKaTa J1a Ce M3MHUE C MEK CallyH H
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOTUIA BOAA.

ITepBa oMo IPH KOHTAKT C OYHTE : M3miaksere ¢ BoJa, KaTo ABPIKUTE OYNTE MINPOKO OTBOPEHH. [loThpceTe MeqUIMHCKa TOMOL, aK0
©OoJkaTa, MUTaHETO MU 3aUCPBSIBAHETO IIPOJIBIDKAT.

ITspBa MOMOI TIPH MOTJTBIIAHE : Msnnaksere ycraTa ¢ Bozia (caMo aKo IIOCTpaJanysaT € B Ch3HaHKe). Hukora He aBaiite HUIIO TIpe3
ycTaTa Ha 4oBeK B Oe3ch3HaHne. HezabaBHO MOTBpceTe MEANIIMHCKH ChBET/TIOMOIIL.

4.2. Haii-chIeCTBEH! OCTPH W HACTHIIBAIIM CJIe] H3BECTEH NMEPHO/ OT BpeMe CHMITOMH U eheKTH
Hsama nannana JOIIbJIHUTCIIHA I/IH(l)OpMaI_II/ISI
4.3. Yka3aHnue 3a He00XOAHMMOCTTA OT BCIKAKBH HEOTI05KHH MEAMIMHCKH FPUAKHU U CIIELHATHO JieYeHue

Hsma Hanu4Ha I0MBJIHUTENTHA HHOPMAIUS

21/02/2025 ([lata Ha penakuusTa) BG (6warapckn) 2/9



Fluticasone propionate

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
ra3oBe. Bb3MOXKHO € OTAEIISIHETO HAa TOKCHYHH H3MapCHus.

HHCprKHP[H 3a racCHe Ha IOXKapu : I{a HE C€ I0ITyCKa U3II0JI3BaHaTa B 60p6aTa C IT0’Kapa BoJa J1a 3aMbpPCH OKOJIHATa cpeaa.
3ammra IIpU raceHe Ha I10XKap : )_Ia HE c€ IpearpueMa Hameca 6e3 NOAXOIAIIO 3alIUTHO oGopyz[BaHe. ABTOHOMEH U H30JIMpany
arnapar 3a 1uxaTeiiHa 3aluTa. ITbnHa 3amuTa Ha TSIIOTO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKAHE

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

JIOITBITHUTEIIHY ONACHOCTH 110 BpeMe Ha paboTa : 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 PIH(bOpMaI.IHﬂ
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Fluticasone propionate

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
LBsar . He e HanmuHO
BrwHiieH Bug : Ilpax.

Mupuc : He e manuuno
I'pannnaTa Ha Mupuca : He e manuuno
Touka Ha TONIEHE : He e nanuuno
Touka Ha 3aMpb3BaHe : He e nanmmuno
Touka Ha KUTIEHE . He e HannuHO
3ananuMocT : He e nanmuuno
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npunoxumo
ITnamua TeMnepaTypa . He e npunoxumo
Temneparypa Ha camo3anaaBaHe . He e npunoxumo
Temmeparypa Ha pa3narase . He e nanmuuno
pH . He e nanuuno
pH pasrBop : He e nanuuno
Bucko3uteT, KHHEMaTHICH . He e npunoxumo
Pa3tBOpUMOCT : Boma: <0.1 g/l
Koedunuenr Ha pasnpenenenue: n-okranon/soga (Log  : He e HanuuHo
Kow)

Hansarane Ha napute : He e HannmuHO
Hansraune Ha napute npu 50°C : He e nanuuno
IImsTHOCT : He e HannmuHO
OTHOCHTENHA ITBTHOCT . He e Hanmuuno
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha uactuiure . He e HannuHo
9.2. /pyra undopmanus

Hsma HanuyHa n0ombIHUTETHA HHOPMAIUS
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Fluticasone propionate

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

10: CTaOMJIHOCT M PEAKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

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

PA3JIEJI 11: Toxcukosiornuna nugopmanus

OcTpa TOKCHYHOCT (OpaiHa) : He ce xnacudunupa (Jlunceat nanHam)
OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacuduuupa (JIuncsat faHam)
OcTpa TOKCUYHOCT (BIMIIBAHE) . He ce xnacuduuupa (JIuncsat 1aHHm)
KoposusHocT/mpasnene Ha Koxara : He ce xnacudunupa (Jlunceat naHH")
CepHo3HO yBpexJaHe Ha OYMTE/Apa3HEeHe Ha OYUTE : He ce knacu¢umpa (JIunceat nanxu)
CeHcnbuIM3anys Ha JUXaTeHATE IBTULIA WK Koxkata  : He ce kiacu¢uumpa (JIuncsar 1aHam)
MyTareHHOCT Ha 3apOJULIHUTE KIETKU : He ce xnacudunupa (Jluncat nanxm)
Kanneporennoct . He ce xnacudunupa (Jlumnceat naHHm)
TOKCHYHOCT 3a peNpOAyKIHATA : Ilpexnonara ce, 4e yBpex/a Ioja.

CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEICHN : He ce xknacu¢uupa (JIunceat nanam)

OpraHu) — €JHOKpaTHA eKCIIO3ULIHs
CTOO (cnenuduyHa TOKCHYHOCT 32 OIPEIEIeHU : Moske f1a IpHYMHE yBpeXkIaHe HAa OPTaHHUTE IPU IIPObIDKUTEIIHA WK IIOBTAPSINA CC eKCIO3HIIHS.
OpraHu) — MOBTAPSIIIA CE eKCIIO3ULMS

OmnacHOCT IIpU BAUIIBAHE : He ce xnacudunupa (Jluncat nanxm)

Hsima HanmuuHa TOMBJIHUTETHA HH(bOpMaI.II/Iﬂ

PA3IEJI 12: ExosioruuHa uHgopmanus

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) . He ce knacuduupa (JIuncear qaHHm)
OnacHo 3a BOJHATA CpeJia, BIrOCPOUHA (XPOHHYHA) : He ce xnacuduupa (JIuncear qaHHm)

Fluticasone propionate (80474-14-2)

YcTOHYMBOCT U pa3sTpaguMoCcT Pasrpaxxna ce 6p30

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIHS
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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

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JIEJI 13: O06e3Bpe:xaaHe Ha OTHHAIbUUTE

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

PA3EJI 14: Uudopmanyst OTHOCHO TPAHCIIOPTHPAHETO

B cvotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciimcbka Ha OOH niu upeHTHGUKALHOHEH HOMEP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HauMeHOBaHHe HAa MPAaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha OMacHOCT NP TPAHCTIOPTHPAHE

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpeaa

He e npunoxumo He e npunoxumo He e npunoxumo

Hsima mombiHHTEIHA HANTMYHA I/IH(bOpMaLII/Iﬂ

CyXonmbTeH TPAHCIIOPT
He e npunoxumo

TpancnopT mo Mope
He e npunoxumo

Bb3aymien Tpancnopt
He e npunoxumo

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

PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WK CMECTAa HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO H OKOJIHATA
cpexa

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YcioBus 32 orpaHuyaBaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenune XIV nHa REACH (Cnucbk Ha BelecTBara 3a pa3pelaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-BemecTsa

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B cnrcbKa ¢ BeLIeCTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

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

He ¢urypupa B PETJIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BBex/IaHe pexxuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckara JISHHOCT U TPaH3UTa Ha U3JIENHUs U TEXHOJIOTHH C JIBOWHA yroTpeba.

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

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
IPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKOTH4YHM BemecTBa (EO 273/2004)

He cbabpika BemecTBo(a), BKIOYEeHO(1) B criuchka ¢ [Ipekypcopu Ha HapkoTruHuTe Benecta (Perimament EO 273/2004 0THOCHO ITPOM3BOJICTBOTO M ITYCKAHETO
Ha Ia3apa Ha OIpeJICJICHN BELIECTBa, N3I0JI3BaHH 32 HE3aKOHHO IIPOU3BOJICTBO HA HAPKOTUYHH MJIM TICUXOTPOIIHH BEILECTBA)

15.2. OuneHka Ha 0€30NMaCHOCT HA XUMHUYHOTO BEeIIECTBO MJIH CMeC

Hsma Hanu4Ha I0MBJIHUTETHA HHPOPMALIUS

PA3JIEJI 16: Ipyra undgopmanus

HNHaukanms 3a npoMeHun

Paznen IIpomeHeH eneMeHT KomenTapu
3aMeHs BepcusTa OT JobaBeHo
Jlara Ha penakiusara Jlo6aBeHno
1.1 CAS Ne Jlo6aBeHo
1.2 OrpanuueHus 3a ynorpeba IIpomeneno
1.2 VYnotpeba Ha BEIecTBOTO/CMECTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxnarto
2.1 HebnaronpusaTan QU3NKOXUMUIHHN eDEKTH 1 IIpomeneno

HeﬁJ’IaFOHpI/IﬂTHH eq_)CKTI/I 3a 3IpaB€TO Ha YOBEKa U
OKOJIHaTa cpena

2.3 Hpyra unpopmanus JobaBeHo
4.1 IIppBa nomoI npu BAUIIBAHE Jlo6aBeno
4.1 IIppBa nomoi - 001K MEPKH JobaBeHo
4.1 II'ppBa nomo1l Npu MOrITbIAHE JlobaBeHo
4.1 IIppBa nOMOIIL IPU KOHTAKT € KOXKaTa IIpomeneno
4.1 ITspBa nomont py KOHTAKT C OYHTE IIpomeneno
5.1 Henoxxonsuy noxxaporacuTeNnHu CPeACTBA Jlo6aBeno
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Fluticasone propionate

HH(bOpMaHI/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
5.1 TToaxoasmu noxaporacuTeIHA CpeCcTBa IIpomeneno
52 OmacHu IPOIYKTH Ha pa3lajiaHe B CIydail Ha JobaBeHo
oxap
5.2 OnacHOCT OT moXxap IIpemaxuarto
53 3amuTa Npy raceHe Ha Mmoxap JobaBeHo
53 VHCTpyKIMHM 32 TaceHe Ha MoKapu ITpomeneno
6.1 OO0y Mepku JobaBeHo
6.1 3anuTHA cpecTBa Jlo6aBeHo
6.1 ABapuiiH¥ TUIAaHOBE IIpomeneno
6.2 IIpeana3Hu Mepky 3a orna3BaHe Ha OKoOHATa cpena | JlobaBeHo
6.3 MeTtou 3a moyncTBaHe Jlo6aBeno
6.3 3a 3aabpiKaHe JobaBeHo
6.4 Tlo3oBaBaHe Ha aApyru pasznein (8, 13) JobaBeHo
7.1 JlOIbIHUTEIHH OIIACHOCTH 10 BpeMe Ha paboTta JlobaBeHo
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa JobaBeHo
7.1 XUrHeHHH MEPKH JlobaBeHo
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
7.2 YcnoBust 3a chXpaHsIBaHE JobaBeHo
7.3 Crernu$ ey KpaifHu yrnotpeou IIpemaxnaro
8.2 3ammra Ha IUXATETHUTE ITETUIIA Jlo6aBeHo
8.2 3amura Ha OYUTE Jlo6aBeHo
8.2 3amura Ha pbleTe IIpomeneno
8.2 Toaxoasii HHKEHEPEH KOHTPOIT IIpomeneno
8.2 3amuTa Ha KoXKara U TsI0TO IIpomeneno
10.1 PeakmonHa criocoOHOCT IIpemaxnaro
10.3 BB3MOXKHOCT 32 OMTACHU PEaKLUK IIpemaxHarto
10.5 HecwsBmecTumu marepuanu IIpemaxuarto
10.6 OnacHu NPOAYKTH Ha pa3nagaHe IIpemaxnaro
12.1 Exonorust - 0610 IIpemaxunarto
I'bnen Texker nHa H- u EUH-npegynpeskieHusiTa 3a oacHocT:
H361d TIpenmnonara ce, 4e yBpexaa mioaa.
H373 Moske 1a IpHYMHU YBPEXKIaHE HAa OPraHHUTE MIPU MPOIBIDKUTEIHA WIH IOBTAPAIIA €€ eKCIO3UIIMA.
Repr. 2 TokcuuHocT 3a penpoaykuusaTa, Kareropus 2
STOT RE 2 CrenndyHa TOKCHYHOCT 32 OIPEENICHN OpPTaHy — NOBTapsIla ce excrosuus, Kareropus 2

NupopmannoneH suct 3a 6e3onacuoct (MJIB), EC
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Fluticasone propionate

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

OTKA3 OT OTTOBOPHOCT Hudopmanusta, chabpxkaiia ce B To3u MHdopmaroneH juct 3a 6€30MacHOCT, € MoJdy4eHa OT H3TOYHHIIU, KOUTO CMsTaMe 3a
HajekK/HU. BbIpeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa30upalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WK
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE 1a ca U3BBH Hamata komrneTeHTHocT. [Topaau
Tasu U APYrU HPUYHHU, HUE HE TI0eMaMe OTTOBOPHOCT M U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PA3XO/IH, IPOU3TUYAIY OT WIH CBbP3aHH
110 HAKaKbB HAYMH C pabOTaTa, CbXPAHECHHETO, yroTpedaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3un MHdopmarmoneH anct 3a 0€301macHOCT € U3TOTBEH U TpsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3H HPOAYKT. AKO HPOIYKTHT CE U3IM0NI3BA KATO ChCTABKA HA APYTH MPOLYKTH, HaJTNYHATa MH(OpPMALHs 61 MOTIIa J1a ce OKake
Henpuiokuma. Ta3u HHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHMS U € NPEAHA3HAYCHA A []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOJIHATa cpera. [lopaau ToBa, T He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOHCTBATA HA MPOAYKTA.
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