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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 : Betamethasone sodium phosphate
XHUMHYECKO HANMEHOBAHHUE : Betamethasone sodium phosphate
EO Ne 1 205-797-0

CAS Ne 1 151-73-5

Kon Ha npoxykra 1202400699

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
CrrenniyHa TOKCHYHOCT 3a OTIPE/IeNIeHN OpraHy — noBTapsma ce  H373
excnosunus, Kareropus 2

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

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

Bpenen npu normsuiane. Moxe fa yBpeau miojga. Moske 1a MPUYMHH YBPEXKIaHe HAa OPTaHUTE IPH NPOIbIDKUTENIHA WK HOBTapSIIIa C€ eKCIIO3HIIHS.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) : OmacHo
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WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenynpexnenus 3a onacHoct (CLP) : H302 - BpezneH npu noribliase.
H360D - Mosxe na yBpeau mioza.
H373 - Moxe J1a Ipu4MHU YBPEXAaHe Ha OPraHUTE MPH IPOABIDKUTEIHA WK MTOBTapsILa ce
eKCIIO3UIIHS.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynorpebda ce cHabaeTe ChC CHELUATHU HHCTPYKLUH.
P202 - He usnon3BaiiTe npeay Aa CTe MPpOYean ¥ pa3dpaiy BCHYKH NPEIIa3Hd MEPKH 32
0e30MacHOCT.
P260 - He BaumBaiite mpax/myIex/ra3/InM/u3napeHs/acpo30iI.
P264 - Jla ce u3mue phleTe 10 JaKTUTE U JHIETO CTapaTesIHo Clel ynoTpeba.
P270 - [1a He ce sae, nmue WK MyIIU Opy ynoTpeda Ha MPOoayKTa.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMIIe/TIPEANa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.
P301+P312 - ITPU ITOI'JIBIIAHE: Ilpu Hepasnonoxenue ce obagaere 8 LLEHTHP I10
TOKCHKOJIOT' M unu Ha nexap.
P314 - Ilpu Hepa3monoKeHne MOThPCeTe MEAUIIMHCKH ChBET/TOMOLIL.
P330 - UsmnakHere ycrara.
P405 - [la ce cbxpaHsiBa 1o KIroy.
P501 - CbappixaHHETO/ChIBT /1A CE U3XBBPIIH B IYHKT 33 ChOMPaHe HA OMACHU WU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETuxerupane B CbOTBETCTBHE C: M3KITIOUCHNS 32 BBTPEIIHH OMTAKOBKH, KOTaTO ChAbPKAHUETO He mpeBumasa 10 ml.

Iuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. JIpyru onacHoOCTH

Jlpyra nadopmanus : AKTHBHO BelecTBO (BB (hapMalleBTHIHH IPOILYKTH).
BHuMaHMe - BELIECTBO, KOETO BCE OLLE HE € U3MUTaHO HAIIBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HMnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Betamethasone sodium phosphate CAS Ne: 151-73-5 <100 Acute Tox. 4 (opanna), H302 (ATE=1877
EO Ne: 205-797-0 mg/kg TenecHo Terio)
Repr. 1B, H360D
STOT RE 2, H373

3a nmbanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIL

ITpBa oMot - 00N MEPKH : BbB BcHUKH Ccllyyan Ha ChMHEHHE, UM aKO CHMITTOMHUTE MPOIBIDKABAT, OTHPCETE MEIUIIMHCKA
TIOMOIII.

[TbpBa mOMoNI MPH BIUIIIBAHE : H3BezeTe MMIIETO HA YHCT BB3/yX U IO MOCTABETE B TIO3MIIHS, YIIECHSBAINA JUITaHeTO. [[a ce ocTtaBu
MOCTpaalys J1a Cu mo4yrHe. B ciyyaii Ha npuiomasane: [ToThpceTe MEANIIMHCKH CHBET/IOMOIIL.

ITbpBa MOMOII MPY KOHTAKT C KOXKATa : Jla ce cBanm 3aMBbPCEHOTO OOJIEKIIO U U3IIOKEHUAT YIaCThK OT KOXKaTa Ja Ce M3MHUE C MEK CallyH
BOJIa, KaTo CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

ITbpBa MOMOIII TIPYU KOHTAKT C OYHTE : MsmiakeeTte ¢ BoJa, KaTO ABPIKUTE OUUTE NIUPOKO OTBOPEHH. [I0ThpceTe MEIUIIMHCKA TTOMOIIL, KO
6oJKaTa, MUTAHETO WK 3aUePBSIBAHETO TIPOJIBIDKAT.

ITbpBa MOMOIIL TIPU MOTITBIIAHE : Wsmiakuerte yerara ¢ Bojia (caMo ako MOCTpagajusT € B Ch3HaHue). Hukora He qaBaiiTe HUIIO Tpe3
ycTaTa Ha 4oBeK B Oe3ch3Hanue. HezabaBHo ce obanere B IEHTHP I10 TOKCUKOJIOT Usl/Ha
JeKap.
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Betamethasone sodium phosphate

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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Betamethasone sodium phosphate

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 : moytu Osut. OsiI.
BobHIeH Bung . Ilpax.
MonekynHa Maca 1 516.4 g/mol
Mupuc : He e nanuuno
I'pannnara Ha Mupuca . He e HannuHO
Touka Ha ToneHe : He e nanuuno
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 1 7.5-9

pH pastBop . He e HanuuHo
Bucko3uter, kuHeMaTuueH : He e npunoxumo
PasrBopumoct : Bopma: 100 — 1000 g/1
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Betamethasone sodium phosphate

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

Koedunuent Ha pasnpenencuue: n-okranon/soga (Log  : He e HamuHO
Kow)

Hansrane Ha napure : He e HamuunO
Hansirane na napute npu 50°C : He e nanuuno
IInsTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT : He e Hanuuno
OtHocuTeNHa ITBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTunuTe : He e Hanuuno

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaI.IHFI

Hswma Hamuyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/UI

Hsima Hanu4Ha TONBIHUTENHA HHOpMAIHS

Hsma HanuvHa TOTBITHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 11: ToxkcuxosoruuHa nHgopmanus

Octpa TOKCHYHOCT (OpasHa) : Bpenen npu norieliiae.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudunupa (Jlunceat gaHH")
OcTpa TOKCHYHOCT (BMILBAHE) : He ce knacu¢uupa (Jlunceat nanHm)

Betamethasone sodium phosphate (151-73-5)

LD50 opanso mrbx 1877 mg/kg (RTECS Ne TU4056500)
KoposuBHocT/ipasnene Ha Koxara . He ce xnacudunupa (Jluncear naHHmn)
pH:7.5-9
CepHo3HO yBpexJaHe Ha OYUTE/Apa3HEHE Ha OYHTE : He ce knacu¢umpa (Jlunceat nanuu)
pH:7.5-9
CeHcuOMIM3aIys Ha IUXaTeIHUTE IBTUINA WM Koxkata : He ce xacudunupa (Jluncsar naHam)
MyTareHHOCT Ha 3apOJHUILIHUTE KIIETKU : He ce xnacu¢uuupa (Jlurncsar naHamn)
Kanneporensoct . He ce xnacuduuupa (JIuncsar 1aHam)
TOKCHYHOCT 32 PEHPOAYKIHATA : Moxe fa yBpeau mioga.
CTOO (cnenn@uyHa TOKCHYHOCT 32 OIPEIEICHA : He ce xnacu¢umpa (JIunceat nanam)

OpraHu) — €JHOKpaTHA eKCIIO3ULIHS
CTOO (cnennduyHa TOKCHYHOCT 3a OIPEIEICHU : Moske fa IpHYHMHE YBPEXkKIaHe HA OPTaHUTE IPH IIPOIBIDKUTEIIHA WK IIOBTAPSIA CC eKCIO3HIIHS.
OpraHM) — MOBTAPSIIIA CE eKCIIO3ULMS

OmnacHOCT NP BAUIIIBAaHE : He ce xnacudunupa (Jluncat nanxm)
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Betamethasone sodium phosphate

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 12: ExojioruuHa uH@opmanus

OmacHo 3a BoJHaTa cpejia, KpaTkocpoyHa (octpa) : He ce knacu¢umpa (Jlunceat nanxu)
OmnacHo 3a BoJHAaTa cpejia, IbIrocpoyHa (XpoHHYHA) : He ce knacu¢umpa (Jlunceat nanxu)

Betamethasone sodium phosphate (151-73-5)

YcToWIMBOCT U pa3rpaiuMocT He ce pasrpaxmna 0bp30

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA I/IH(l)OpMaI.IHFI

Hswma Hamuyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/UI

PA3JIEJI 13: O0e3Bpexaane Ha OTHAAbLIUTE

Hsima Hanu4Ha TONbIHUTENHA HHOpMAIHS

PA3IEJI 14: Un¢opManus 0THOCHO TPAHCTIOPTHPAHETO

B cwotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cniucbka Ha OOH niau uaeHTHGUKALHOHEH HOMep

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HaMMeHOBaHHe HAa MPAaTKaTa Mo cnucbka Ha OOH

He e npunoxxumo He e npunoxumo He e npunoxumo

14.3. Kitac(oBe) Ha onIacHOCT NPH TPAHCIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OmacHoOCTH 32 OKOJIHATA cpeaa

He e npunoxumo He e npunoxumo He e npunoxumo
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Betamethasone sodium phosphate

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.

H373 Moxe Jla IPUIUHU YBPEKIaHE HA OPTraHUTE ITPU NPOABIDKUTEIIHA UIIH ITOBTapsIIa C€ €KCIIO3ULUS.
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Betamethasone sodium phosphate

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

[I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a oacHoCT:

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

STOT RE 2 Creru$uyaa TOKCHIHOCT 32 ONpeJie]IeHH OpTaHy — IIOBTapsIa ce excrosuius, Kareropus 2

Wudopmarmonen mauct 3a 6e3omacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmarnusTa, Chabpkaiia ce B To3u MHGOpMaIOHEH JIUCT 3a 0€30IaCHOCT, € MOJIy4eHa OT U3TOYHHIIN, KOUTO CMSITaMe 3a
HaJICSKIHU. BbIipeku ToBa, HHQOpMAIHATA Ce IPEI0CTaBs 0e3 HUKAKBa TapaHLUs, H3pHYHA WM TT0Ipa30upalia ce, OTHOCHO HeliHaTa KOPEKTHOCT. Y CIIOBUSITA HIIH
METOJUTE 3a paboTa, ChbXpaHeHue, ynorpeda mim 00e3BpekaaHe Ha POAYKTa Ca M3BBH HAIMs KOHTPOI M MOXKE Jla Ca U3BBH HalllaTa KOMIIETEHTHOCT. [Topanu
Ta3u U JPYTH IPUYMHY, HUE HE T0OEMaMe OTTOBOPHOCT M U3PUYHO C€ OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOw, LIETH UM PAa3X0/I1, IPOU3THYAIIN OT WK CBBP3aHU
10 HAKAKbB HAUMH C paboTaTa, ChXpaHEHHETO, yroTpedaTa 1uin 00e3BpexkIaHeTo Ha poaykTa. To3u MHpopMalnoHeH JIMCT 3a 6€30MacHOCT € U3TOTBEH U TPsiOBa
Jla ce U3I0JI3Ba CaMO 3a TO3H MPOIYKT. AKO IMPOJIYKTHT C€ M3I0JI3Ba KATO ChCTABKA HA JIPYTH NPOJAYKTH, HATMYHATa HH(OPMAIHs OU MOTJIa Jia Ce OKaxe
HenpwiokuMa. Ta3u nHpOpMaIKs ce OCHOBABa HAa HALIIMTE TEKYIM O3HAHUS U € TPeJHa3Ha4YCHA JIa 1a/Ie OIMCAaHUe Ha IPOJYKTa CaMo 3a LEIUTe Ha
3][paBeoIa3BaHeTo, 0E30IMaCHOCTTA M OKOJIHATA cpenia. [lopaau ToBa, TS He TPsOBa Jla ce THIKYBa KaTO rapaHIys 3a CBOMCTBATa Ha MPOJIYKTa.
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