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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 . Betamethasone

Kox Ha mpoaykra : 201600103

CHHOHUMH . Betamethasone, salts, hydrates, isomers and impurities where applicable

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AaHAM3H U HAyIHO-00PA30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla ne ce usnonssa : [lornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT
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EDQM, Council of Europe 7, Allée Kastner, CS30026
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T +33(0)388412035 - F +33(0)388412771
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

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

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

ToxcuuaHoCT 3a penpoxykuusra, Kareropus 1B H360D
CreruuIHa TOKCHYHOCT 3a OIpeJeTIeHN OPTaHH — IIOBTAPAIa e eKCIO3HIIHA, H373
Kareropus 2

3a mpauus TekeT Ha H- 1 EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

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

Onpez[enm—le 9Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTCJICTBA.

2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHS08
Curnanna nyma (CLP) : OmnacHo
Ipenynpexaenus 3a onacuoct (CLP) : H360D - Moxe na yBpeau mioza.
H373 - Moxe 1a npu4iHY yBpEe:K/JaHe Ha OPraHUTE MPHU MPOIBIDKUTENHA WK MOBTApSIIa 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.
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P260 - He BaumBaiite mpax/mymek/ra3/ iumM/u3napeHns/aepo30Im.
P280 - M3non3Baiite npeana3sHu ppKaBULIH/IPEANA3HO 00IEKIO/IpeNa3Hy OYmIa/Ipena3Ha Macka
3a JIMIE/IpeNa3Hy CPeICTBA 3a 3alIUTa Ha CIIyXa.
P314 - TIpu Hepa3moI0oKeHHE MOTHPCETEe MEAUIIMHCKH CHBET/IIOMOII.
P405 - [Ta ce chxpaHsiBa MO/ KIIFOY.
P501 - CpabpKaHHETO/CHABT Ja C€ H3XBBPIHM B ITyHKT 32 CHOUpaHe Ha OIACHH HJIX CIEIHaTHU
OTIaAbIY, B ChOTBETCTBUE C MECTHHTE, PETHOHAIHH, HAIIMOHAIHH /MM MEXKyHAPOJHI
pasnopenou.

EtukeTrpaHe B ChOTBETCTBHE C: H3KIIIOUCHHMS 3@ BBTPEIIHN OMAKOBKH, KOraTo ChABPXKAHUETO He mpepuirasa 10 ml

IMuxrorpamu 3a onacuoct (CLP) :

GHS08

2.3. Ipyru onacHoCcTH

Hsma HanuuHa DOMBJIHUTENTHA HHPOPMALIUS

PA3JIEJI 3: CucraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacuduxanus B cbOTBeTCTBHE C
NPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Betamethasone - <100 Repr. 1B, H360D
STOT RE 2, H373

3a mpauus TekeT Ha H- 1 EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOII]

ITspBa oMol K BAUIIBAHE . Jla ce octaBu mocTpajganus Ha YUCT Bb3AyX. OCHIypeTe CBEK Bb3/yX Ha 3aCErHATOTO JIULE.

[IbpBa moMoIIL TPU KOHTAKT € KOXKaTa : Jla ce oTCTpaHM MakCUMaJIHO upe3 u30bpcBaHe (C yhcTa M MeKa nonusaiia kepma). Jla ce usmue
OOMITHO ¢ BO/Ia B KOSITO € MPUOABEH JIETEPreHT.

ITspBa OMOII[ IPK KOHTAKT C OYUTE : Usmiaksere ¢ BOJa, KATO ABPKUTE OUHTE MIUPOKO OTBOPCHH.

IIppBa noMo1I PHU MOTIIbIAHE . Mznnakuere ycrara. CnienuanHo Jiekapcko Ha0moaeHne. Moxe 1a 0b1e npernopbyaHo

MPOIBIDKUTEITHO MEAUIIMHCKO HAOII0ICHHE.

4.2. Haii-cbecTBeHun OCTPHU U HACTBIIBALIU CJIe/l U3BECTEH NEPUOa OT BpeMe CUMIITOMU U e(l)eKTl/[

Cumnromu/edextu . Bb3MOXHH ca 3aKbCHETH e)EeKTH.

Cumnromu/eeKTH ciiel BAUIIBAaHE . HemoctarhyHu JaHHH.

Cumnromu/eeKTH ciiey KOHTAaKT ¢ KOXaTa . HemoctarhyHu JaHHH.

Cumnromu/eeKTH ciie[] KOHTAKT C OUUTE . HemoctarhyHu JaHHH.

Cumnromu/eeKTH ciie] MOrTblaHe : Cumnromure Morar Jia ObaaT 3aMaliBaHus, II1aBo00INE, TaIeHE U 3ary0a Ha KOOPAMHALIHSL.

4.3. Yka3zanue 3a HEOOXO0MMOCTTA OT BCAKAKBY HEOTJIOKHH MeINIMHCKH T'PHUKHA U CIICLIMAJIHO JIeYeHU e

IToTbpceTe MEAUIIMHCKH ChBET/IOMOIL. [TpH Bh3MOXKHOCT J1a ce MOKa)Ke HACTOSAILHMS JIKCT, a aKO HE € Ha Pas3NOoIOKEHHE, Ja Ce TIOKaXKe OITAKOBKATa HIIM €THKETa.
AxrtuBarop. PapMaleBTHYCH MPOLYKT.
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HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

JIEJI S: IIpoTHBONOKAPHA MEPKH

Tloaxomsmm mo)KaporacUTEHNA CPEACTBA : Opesiio 3a 3aracsiHe Ha OT'BHSL.

OmacHOCT OT moXxap : Bmx maparpad 2.2.

I/IHCT‘pyKHHH 3a racCHe Ha oXKapu . I[a C€ U3M0JI3BaT CPEACTBA, INOAXOAAIIN 32 TACCHE HA OXKApH B CHCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

OO0y Mepku : Jla ce u30srBa nmpeKkust KOHTAKT ¢ npoaykra. He BaumBaiite
npax/ImyIeK/ra3/AnM/u3napeHus/aepo30iH.

6.1.1. 3a mepcoHa, KOiTO He OTrOBapsI 32 CHEIIHH CJIy4Yan

ABapI/Ii/'IHI/I IJIAaHOBE . I[a C€ HOCH MMOAXOIAIIO0 IPEANa3sHO OGHCKJIO, PBKABUIH U 3alIMTHUA CPEACTBA 38 OYUTE WJIN JIULECTO.

6.1.2. 3a 1MnaTa, OTTOBOPHY 32 CIIEIHN CJIyYan

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

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

Meroau 3a IOYHCTBaHEe : Y6enere ce, ue oTmanbLUTe ca ChOPaHU U Ce ChbXpaHsBAT Ha CUI'ypHO MsicTo. [Touncrere

crapatenHo. Jla ce n3Mue HeChOUPaeMHs OCTATEHK C : Pa3TBOP OT HATPHEB XHIIOXJIOPHT.

Hsawma manmuanaa JOMBJIHUTETHA HHq)OpMaIIPISI

JIOIIbIIHUTENTHU OIIACHOCTH 10 BpeMe Ha 06paboTka : Ha motpeburens na ce 00bpHE BHUMAHHUE 32 PUCKOBETE, CBEHTYAIHO CBBP3aHH C H3II0I3BaHETO HA
MPOIYKTa 3a APYTH LN, Pa3INIHHA OT TE€3H, 32 KOUTO € IIPEIHA3HAYCH.

IIpenmasuu Mepku 3a O6e3omacHa paboTa : C marepuaina TpsiOBa Jja ce paboTH BHUMATENHO. [la ce H304rBa npekust KOHTaKT ¢ mpoxykTa. C
MaTeprana TpsOBa 1a ce paboTH 1oj 1abopaTopHa KaMHHA, JOKOJIKOTO TOBA € BB3MOXKHO.

XUrueHHH MepKH : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHUATA Ha J0OpaTa MIPOMHIIICHA XHUIHEHA U IPOIEAyPUTE 32
6e30macHoCT.

TexHUUECKH MEPKH . /Jla ce ca3BaT NPHIOKUMHUTE Pa3NoOpeaOH.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa MMOJ{ KJII0Y.

Bumx maparpad 1.
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Nudopmanronen muct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

3EJI 8: KoHTpoJ1 Ha eKCIO3UIMSATA/TMYHM NPEANA3HU CPeCcTBA

8.1. [TapameTpy Ha KOHTPOJI
8.1.1 HanMoHaJITHH rPAHUYHH CTOMHOCTH HA NPOQeCHOHATHA eKCIIO3UIUS H OMOJIOTHYHN FPAHUYHH CTOHOCTH
Hsima Hanu4yHa JOIBIHUTEIIHA PIH(bOpMaLlI/[ﬂ

8.1.2. IIpenopbYMTEIHH POLEAYPH 32 HAGIOIEHUE
Hsima Hanu4Ha JOMBbIHUTEIHA HHPOPMALHS

8.1.3. OGpa3yBat ce 3aMBbPCHTEJIH HA BB3/yXa

Hsma Hanu4Ha ObIHUTETHA HHPOPMALHs

8.1.4. DNEL u PNEC

Hsma HanuyHa DOMBJIHUTENTHA HHPOPMALUS

8.1.5. Perysinpane upe3 o6xBatu (control banding)

Hsima Hanu4yHa JONBIHUTEIIHA PIH(bOpMaLlI/IH

8.2. KoHTpo. Ha eKcO3MIUATA

8.2.1. Tloaxoasi| TEXHUYECKH KOHTPOJI

Hoxxoasii TeXHHYECKH KOHTPOJI:
Jla ce cpxpaHsBa B 10Ope POBETPUBO HOMeIeHHe. [la ce H3Mon3yBa eqUHCTBEHO B CMyKaTelHa kabiHa ¢ HHTerpupal Guitsp. Bucokoedexrusen Gpuarsp 3a
gactuny (HEPA ¢untsep).

8.2.2. JIM4HM npeana3sHu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE H JIUIETO

3amuMTa HA OYHTE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KoKaTa

3amuTa Ha KOXKATA M TAJIOTO:
Jla ce u3nonzyBa XUMHUYECKH YCTOHYMBO 3aiuTHO o6aekino. DIN EN 13034

3amuTa Ha pbleTe:
XUMHYeCKH YCTOIHYHBY Ipeana3ny ppkasumy. 1SO 374-1

8.2.2.3. 3amuTa Ha AUXATeJHHTE IbTHINA

3amuTa HA AMXATEJHATE IIHTHINA:
OrtaensHe Ha mpax: nmpotuBonpaxoBa Macka ¢ Gunrsp P3. DIN EN 140 & 149. Teuen nponykt : AnTHaepo3oiHa Macka. HoceTe nuxareneH amapar, ako cTe
M3JI0)KCHHU Ha TapH/IIpaxoBe/aepo30iH

8.2.2.4. TepMUYHHU ONIACHOCTH

Hsima Hanu4yHa ZOMBIHUTEIHA I/IH(l)OpMaLlI/IH

8.2.3. KoHTpo1 Ha eKCNO3UIMSITa B OKOJIHATA cpela

Hsma HanuvHa ZOMBJIHUTETHA HHPOPMALUS

3AEJI 9: ®u3u4yHN 1 XUMUYHU CBOMCTBA

9.1. Mudopmanusi OTHOCHO OCHOBHHTE (PU3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo ChCTOSIHHE : TBBPIO BELIECTBO
st . He e Hanu4uHo
BroHIIEH BUI : Ilpax.

Mupuc : He e npunoxumo.
I'panuna Ha mupuca : He e nanuuno
Touka Ha TonEHE : He e nanuuno
Touka Ha 3aMpB3BaHE : He e nanuuno
Touka Ha KMIIEHE/MHTEPBAJ HA KUTIEHE : He e nanuuno
3anmanuMocT : He e HanmnmunO
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HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

I'paHnIM Ha eKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpaHuna Ha €KCIIO3UBHOCT : He e npunoxumo
IInamua TemmnepaTypa : He e npunoxxumo
TeMneparypa Ha camo3anaiBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe : He e nanuuno
pH : He e nanuuno
pH pastBop . He e maimuuno
Bucko3urer, KuHeMaTHYCH : He e npunoxumo
PastBopumoct : Boma:<0.1g/
Koebuiment na pasmnpenenenne: n-okranon/soga (Log  : He e nammano
Kow)

Hansrane na napure : He e nanuuno
Hansirane na napute npu 50°C : He e nanuuno
IInpTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT . He e Hanmmuno
OtHocuTeNnHa ITBTHOCT Ha mapute npu 20°C © He e npunoxumo
Pasmep Ha yacTunure : He e nanuuno

9.2.1. UudopmManusi BbB BPb3Ka ¢ KJacoBeTe Ha (GU3MYHA ONACHOCT

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

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hanu4Ha qONBIHUTENHA UHOOPMALIHS

JI 10: CTaOMIHOCT M PEaKTHBHOCT

Cra0uiieH Ipy HOPMAaJIHU YCIOBHSL.

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

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

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

Hsma npur Hopmanua ynorpe6a. Brkxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaHe OTACJIA OITaCHU U3IIapCHUS.

PA3IEJI 11: Toxcukosoruuna nHgopmanus

Octpa TOKCHYHOCT (OpayHa) : He ce knacudunupa (Bs3 0ocHOBa Ha HANMYHHUTE JAHHH HE Ca M3IIBJIHEHH KPUTEPUUTE 32
KJIacuuIupane)
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudurupa (JIunceamm nanan)
OcTpa TOKCHYHOCT (BIMIIBAHE) : He ce xnacudumupa (Jlunceamm gaHam)
Betamethasone
LD50 opanso mrbx > 2000 mg/kg
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HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Kopo3uBHOCT/Ipa3HeHe Ha KoxKaTta © He ce knacudunupa (Bs3 0ocHOBa Ha HANMYHHUTE JAHHH HE Ca M3IIBJIHEHH KPUTEPUUTE 32
KJIacuuIupane)

Cepro3HO yBpesK/jaHe Ha O4nTe/Ipa3sHeHe Ha OYNTe . He ce xnacuduimpa (Bb3 ocHOBa Ha HANHYHKUTE JaHHU HE CA U3ITBIHCHH KPUTEPHUTE 3a
KIacupHIEpaHe)

Cencubunu3anys Ha JUXaTeIHUTE IBTUIIA WK Koxkata . He ce kimacuduuupa (B3 0cHOBa Ha HAJIMYHUTE JAHHU HE Ca M3ITbJIHEHU KPUTEPUUTE 32
KIacupHIEpaHe)

MyTareHHOCT Ha 3apOJMIIHUTE KICTKU : He ce knacudumpa (Bb3 ocHOBa Ha HANMYHKUTE JAHHK HE CA U3ITBIHEHH KPUTEPHUTE 32
KJIacHpUIEpaHe)

Kanneporennoct : He ce xnacudumupa (Jlunceamm janam)

TOKCHYHOCT 3a penpoAyKLHUATA © Moxe n1a yBpeau miojaa.

CTOO (creunduvHa TOKCHIHOCT 32 OIPEACICHI : He ce knacudumpa (Jluncsaum qanum)

OpraHu) — eAHOKPATHA EKCHO3ULIUS
CTOO (cnenu¢pryHa TOKCHYHOCT 3a ONpPEJICICHH © Moske ja IPHYMHY YBPEXAaHE HA OPraHUTE MIPH NPOABIDKUTEIIHA MM IOBTAPSIIIA CE EKCIO3UIIHS.
OpraHu) — IOBTaPsIIIA CE CKCIO3ULH

OnacHocT IIpY BAUIIIBAHE : Hece Knacmbnunpa (TeXHPI‘IeCKa HEBB3MOXKHOCT 3a I10JIyJaBaHE Ha ,I[aHHI/I)

Hsma nanuyHa noneHuTeNHAa HHGOPMAUSL

PA3IEJI 12: Exonoruysa ungopmanus

Exomorus - o6mio : Omnachy otnageum. Jla ce M31M0I3yBaT MOIXOISAIIN KOHTEHHEPH 32 OTHAJHNTE IIPOIYKTH.
OmacHo 3a BoJHaTa cpeja, KpaTKocpodHa (ocTpa) : He ce xnacudumupa (Jlunceamm jaHam)
OmacHo 3a BoJHaTa cpejia, JbIrOCPOUYHa (XPOHUIHA) : He ce xnacudumupa (Jlunceamm jaHam)

Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

Hsima Hanu4Ha qONMBIHUTENHA HHDOPMAIIHS

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

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

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

Hsawma mamuuaa JOMBJIHUTETHA HHq)OpMaIIPISI

PA3JIEJI 13: O6e3Bpexnane Ha OTHAXbUHUTE

MecTHO 3aKOHOAATEICTBO (OTHAXBIIN) : Jla ce m3XBBpiH 110 OE3011aCCH HAYMH B CHOTBETCTBHE C MECTHUTE / HALIMOHAIHH Pa3opei0u.

PA3EJI 14: Uadopmanus 0THOCHO TPAHCIIOPTHPAHETO

B cworBetcTBre ¢ ADR / IMDG / IATA
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Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH nin naeHTHUKALNOHEH HOMeP

He e npunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

14.2. Touno HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCHIOPTHPAaHE

He e npunoxumo ‘ He e nmpunoxumo ‘ He e mpunoxumo

14.4. OnakoBb4yHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OmacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

HsiMa mompiHHuTeIHA HaTHYHA HHOOPMALHS

14.6. Cneuna/aHu mpeana3sH MepKH 3a MOTpeOUTeIHTe

CyxonbTeH TPAHCHIOPT
He e mpunoxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3ayumieH TpaHcnopT
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHApO/iHATa MOPCKA OPraHU3aIus

He e npunoxumo

PA3JIEJI 15: WHdopManusi 0THOCHO HOPMATHBHATA ypenda

15.1. CnenuuyHu 32 BEeNIECTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aKoOHOAATeJICTBO OTHOCHO (0€30MaCHOCTTA, 3IPABETO H OKOJHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH Ilpunoxenne XVII (YciaoBus 3a orpanudaBaHe)

He ¢urypupa B [Tpunoxenune XVII na REACH

REACH, Ipunoxenue XIV (Ciuchbk Ha BelecTBaTa 3a paspeliaBaHe)

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

REACH Cnucbk ¢ kanauaat-seirectsa (SVHC)

He ¢urypupa B cncska Ha REACH ¢ xananmar-BenecTsa

Pernament PIC (EC 649/2012, IIpeaBapuTetHO 000CHOBAHO ChIJIacHe)
Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToliuuBY OPraHUYHU 3aMbPCUTEIH)
Henpunoxumo.

PeryiaMeHT 0THOCHO BeleCTBa, KOUTO HapymaBaT 030HoBus cJioii (EC 1005/2009)

He ¢urypupa B crimchka ¢ BemecTsa, KOUTO Hapymapat o30HoBHs cioit (Permament EO 1005/2009): Betamethasone

PernameHnT oTHOCHO mpeKkypcopuTe Ha B3puBHH BemectBa (EC 2019/1148)
He cpappixka BemecTBo(a), BKIFOYEHO(H) B CIUCHKA ¢ IPpeKypcopH Ha B3puBHH BemecTBa (Permament EC 2019/1148 3a npeanaranero Ha masapa u yrnorpedara Ha

IPEKypCOPH Ha B3PUBHH BEIIECTBA)
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Betamethasone

Nudopmanronen muct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PersiaMeHT OTHOCHO NpeKypcopuTe HA HApKOTHYHHU BemecTBa (EO 273/2004)

He cpappixka BemecTBo(a), BKIIOYEHO(H) B ciuchka ¢ [Ipexypcopu Ha HapkoTnuHuTe Bemectsa (Pernmament EO 273/2004 0THOCHO POM3BOACTBOTO U MYCKAHETO
Ha [1a3apa Ha OIpeJIeIICHH BEILECTBA, U3MOJI3BaHHU 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHYHH MIIH IICHXOTPOIHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopenou

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

15.2. Onenka Ha 0€30MaCHOCT HA XHMHYHOTO BEIECTBO MJIH CMEC

Hsma HanuuHa KOMbJIHUTENHA HHPOPMALUS

PA3JIEJI 16: pyra undopmanust

IIbaen Teker Ha H- 1 EUH-npeaynpexaeHusita 3a onacHoCT:

H360D Moske a yBpenu Iiona.

H373 Moske Ja HPUIUHH YBPEXKaHe Ha OPraHUTe NPH MPOJBIDKUTENIHA HIIH MOBTAPSILA CE SKCIIO3HIINS.
Repr. 1B TokcuuHocT 3a penpoaykuusaTa, Kareropus 1B

STOTRE 2 Crernududaa TOKCHYHOCT 3a OIpee]IeH: OPTaHy — IIOBTapsIa ce ekcro3umms, Kareropus 2

Wndopmarmonen iuct 3a 6e3onacHoct (1JIb), EC

OTKA3 OT OTTOBOPHOCT UupopmanusTa, chabpkaiia ce B To3u MHGOpMaMOHeH JUCT 3a 0€30MaCHOCT, € MOJTyueHa OT U3TOUHHIH, KOUTO CMsITaMe 3a

HaOCKIHHA. BLHpCI\’I/I TOBA, I/III(bOpMﬂLII/IﬂT'd Ce NpeaocTaBs 0e3 HUKaKBa rapaHuys, U3puiHa Ui l'l(),ELp’d'S6lflanl’d C€, OTHOCHO HelHaTa KOPEKTHOCT
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