COUNCIL OF EUROPE

Alfacalcidol

Emv;;rg;zg;g;f; Bconcpéee NHpopMaLmoHeH JIMCT 3a 6e30MacHOCT
e et CONSEIL DE LEUROPE B ChOTBETCTBHE ¢ Permament REACH (EO) 1907/2006, usvenen ¢ Pernament (EC) 2020/378

Jlara Ha u3naBane: 03/04/2023 [lata Ha pepaxuusita: 09/09/2025 3amens Bepcusra ot: 03/04/2023 Bepcewus: 2.0

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

®dopma Ha NpoJyKTa . BemectBo
HaumeHnoBaHue Ha BEIECTBOTO . Alfacalcidol
XUMHUYECKO HAMMEHOBaHUE : Alfacalcidol
EO Ne : 255-297-1
CAS Ne : 41294-56-8
Kopx Ha nponykra : 201600028

Hpentndunupann ynorpeoun

Ynorpeba Ha BelecTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH N3MUTBAHUS 1 aHATH3U
Camo 3a npodecroHanHa ynotpeba
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHM XUMHKAITH

Ynorpedu, KOUTO He ce MPEenopPbHYBAT

OrpannueHns 3a ynorpeda : He 3a xpana, JlekapcTBa MM JIOMAaIlTHa yrioTpeda

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@edqm.eu, www.edgm.eu

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: OnucaHue HA OMACHOCTHTE

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

Ocrpa TokcnuHocT (opainHa), Kareropus 1 H300
Ocrtpa TokcnuHOCT (nepmaiHa), Kareropus 2 H310
Ocrtpa TokcnuHOCT (MHXa.), Kareropus 2 H330

3a meianus Teket Ha H- n EUH-npenynpesxieHusTa 3a OacHOCT: BXK. pa3jen 16

He0naronpuaTtay GpU3HKOXHMHYHHE e(DeKTH H HeOIATONPHATHH e()eKTH 32 3PABETO HA Y0BEKA H OKOJIHATA cpela

CMBpTOHOCEH IpH Nornbmane. CMBPTOHOCEH IPH KOHTAKT ¢ KojkaTa. CMBPTOHOCEH IIPU BAUIIBAHE.

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

ok

ITuxrorpamu 3a onacuoct (CLP)

GHS06
Curnanna gyma (CLP) : OmacHo
IIpexynpexnenus 3a onacHoct (CLP) : H300+H310+H330 - CMBpPTOHOCEH IPH MOTTBINAHE, IPU KOHTAKT C KOXKaTa WM IIPH BJIHUIIBaHE.
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Alfacalcidol

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

Ipemopbku 3a 6e3omacuoct (CLP) : P260 - He BaumBaiite mpax/mymiex/ra3/ ium/u3mapeHust/aepo30Iii.
P264 - Jla ce u3mue pbleTe 10 JAKTUTE U JIMLETO CTAPATEIHO ClIe/l ynoTpeda.
P270 - la He ce sae, nue Wiy My nNpy ynotpebda Ha NpOayKTa.
P271 - la ce u3mom3Ba caMmo Ha OTKPUTO WIIM Ha J0OpE IPOBETPUBO MSICTO.
P280 - U3nomn3Baiite npeanasnu phKaBHUIH/IPEINa3HO 0OIEKIO/MPeAna3Hi OUnia/Ipeana3Ha Macka
3a JIMLE/TIPEAIa3HN CPEACTBA 32 3aIUTa Ha CIyXa.
P284 - Hocere cpencTBa 3a 3allUTa HA TUXATEIHUTE IBTHIIA.
P301+P310 - ITPY ITOT'JTBIAHE: Hesa6asHo ce obanere B IEHTHP I[10 TOKCUKOJIOI' U nin
Ha JIeKap.
P302+P352 - TP KOHTAKT C KOXXATA: U3mniite 06miIHO ¢ Boza.
P304+P340 - [TPU BAWIIIBAHE: 13Benere NUIETO HAa YUCT BB3AYX M IO MOCTABETE B MO3UIIMS,
yJIeCHsBAIIA AULIAHETO.
P310 - He3a6aBHo ce o6azmere B UIEHTHP [10 TOKCUKOJIOT' U4 wiu Ha nekap.
P320 - Cneuina Hyx/1a OT CIICIMATU3UPAHO JIeueHUe (BK. JOIbIHUTEIHA MHCTPYKIHSA 32 IIbpPBa
TIOMOIIL Ha TO3H €TUKET).
P321 - CneunanusupaHo jgeyeHue (BxkK. JOMbIHUTEIHA MHCTPYKIMS 3a IbPBa MIOMOLI Ha TO3U
€THUKET).
P330 - M3nnakuere ycrara.
P361+P364 - HezabaBHO cBajieTe LJIOTO 3aMbPCEHO 00JIEKIIO U TO U3IEPETe NPeIU TOBTOPHA
ymotpeba.
P403+P233 - Jla ce cpxpansiBa Ha J0Ope TpOBETPHBO MsACTO. CHABT Aa Ce ChXPAHsABA ILTBTHO
3aTBOPCH.
P405 - Ta ce chxpaHsiBa 1oJ| KJIto4.
P501 - CpapprkaHneTo/chabT Aa ce U3XBBPIIH B MYHKT 33 ChOMPaHE HA OMACHU WU CIICHUATHI
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIIHY H/MIN MEXTyHapOIHU
pasnopenou.

Ertuketnpane B choTBeTCTBHUE ¢: M3KiIIOUCHNMS 32 BBTPEIIHM OMAKOBKH, KOTaTo ChAbPXKAaHHETO He npeBuirasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS06
2.3. [Ipyru onacHocTH

Jlpyra nadopmarms : AKTHBHO BeIecTBO (BB (hapMalleBTHIHH IPOTYKTH).
BHumanme - BelecTBO, KOETO BCE OILE HE € U3MIUTAHO HAITbJIHO.

PA3JIEJI 3: ChcraB/mndopmanus 3a CbCTABKUTE

3.1. BemecTBa

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

Alfacalcidol CAS Ne: 41294-56-8 <100 Acute Tox. 1 (opanna), H300 (ATE=5 mg/kg
EO Ne: 255-297-1 TEJIECHO TETJIO)

Acute Tox. 2 (nepmainna), H310 (ATE=50
mg/kg TenecHo TerIo)

Acute Tox. 2 (naxananuonHa), H330
(ATE=0,05 mg/l/4h)

3a nmbanus Texct Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pasjen 16

PA3/IEJI 4: Mepku 3a NbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOL

H’pra moMo1f - 061111/1 MEpPKHU . B®B Bcnukn CjIydyanu Ha CbMHEHUE, WJIH aKO CUMIITOMUTE IPOABIIKABAT, IIOTHPCETE MEAUIIUHCKA
TTOMO1II.
H’BpBa TIOMOII TP BAUIIIBAHE : I/I3BCHBTC JIMOETO HAa YUCT BB3AYX U I'O IIOCTABETE B IMO3UIINS, YIE€CHABAIIA JUITAHETO. I[a C€ oCTaBH

noctpasanus na cu nounne. Hesab6asuo ce o6anere B IIEHTHP ITO TOKCUKOJIOI MSl/Ha nexap.
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Alfacalcidol

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

IIspBa momomy IpH KOHTAKT € KOXKaTa : Caaiere 3aMBpCeHOTO 00IIeKyI0. Jla ce n3MHe 0OHMIIHO KOXKaTa Che callyH U Bojga. He3abaBHO
HOTBPCETE MEANIMHCKH ChBET/TIOMOLIL.

IIppBa momoIIL P KOHTAKT C OYHUTE : M3miakHere ¢ Bojia, KaTO JbPXKUTE OYUTE IIMPOKO OTBOPEHH. [I0oThpceTe MENIMHCKA [TOMOLIL, aKO
60JIKaTa, MUTAHETO WM 3a4EPBSBAHETO MPOABIKAT.

IIppBa momol Npy NOrIbIIAHE : M3mnaknere ycrara ¢ BoAa (caMo ako IMOCTPaAalusT € B Ch3HaHue). Hukora He naBaiite HUILO Ipe3
ycrara Ha 4oBeK B 6e3ch3nanue. Hesabasno ce obanere 8 IEHTBP [10 TOKCUKOJIOI U Sl /Ha
JeKap.

CI/IMHTOMI/I/eq)eKTI/l Clen BOAUIIBAHE : CM’prOHOCCH Opu BAUIIBAHE.
CI/IMHTOMI/I/eq)eKTI/l CII€O KOHTAKT C KOXaTa : CM’prOHOCCH MpU KOHTAKT C KOXKaTa.
CI/IMHTOMI/I/eq)eKTI/l clen noriapuane : CM’prOHOCCH Hpu DOITbIIAHE.

Hsima HanmuHa JOMIBJIHUTEIHA HH(bOpMaLIPIﬂ

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

Tlomxoasmy noxaporacHTENHN CPEACTBA : Jla ce m3mon3Bat cpeJicTBa, MOAXOMAAIIN 3a FaCEHE Ha MOXKapH B ChCEJCTBO. BhriepoeH auokcu.
Bogen cripeii. Cyx npax. Ozesio 3a 3aracsiHe Ha OI'bHSI.
Henoxosmu mmoxaporacuTesIHl cpeicTBa : Jla He ce n3mon3Ba CHIIHA BOJHA CTPYSI.

OmnacHu NPOAYKTH HA pa3NajaHe B Cllydaii Ha moxap : HembiHOTO ropese 0cBo00Xk/1aBa OMaceH BBITIEPOICH OKHC, BBITIEPOCH IBYOKHC U APYTH TOKCHIHH

Ta30Be. Bb3MOXKHO € OTIeNISTHETO Ha TOKCUYHH u3MnapeHus.

MHcTpyKumnu 3a raceHe Ha Moxapu : Jla He ce ommycKa H3mon3BaHaTa B 6opbaTa ¢ mojkapa BoJa J1a 3aMbpCH OKOJIHATA CPeJia.
3amuTa Ipy raceHe Ha moxap . Jla He ce mpeanpueMa Hameca 0e3 MOIXO IO 3aUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxaTeiHa 3aluTa. [b1Ha 3a1mTa Ha TSUI0TO.

OO0y Mepku : Jla ce u30sATBa KOHTAaKT C KOXKaTa, OYUTE U APEXHUTE.

3a nepconaJi, KOITO He 0TroBaps 3a CHELIHHU CJaydYan

ABapuitHH TITaHOBE : Jla ce oTcTpaHM HEHYKHNS TIEPCOHAII.

3a JIMAaTa, OTTOBOPHH 32 CHELUHM CJIyYau

3aIIUTHY CpeCTBa : Jla He ce mpeanpreMa Hameca 6e3 MOAXOAIIO 3aIIUTHO 000pyABaHe. 3a MoBeye HHpopMaIs,
BIDkTe paszen 8: "KoHTpou Ha ekcrio3uiusita/ IMYHU IpeAIa3Hu cpecTaa’.

I[a ce u3bsrea H3IIyCKAaHEC B OKOJIHATa cpeaa. HpCI[OTBpaTeTC HABJIM3aHETO B KaHAJIM3alUsATa U B OGH.ICCTBCHI/ITG BOIH.

3a 3agbprKane : Ilonmiite ¢ HHEPTEH MaTEpHaI U IIOCTABETE B MOAXO/SIL KOHTEHHED 3a 00e3BpexJaHe Ha OTHAABLIH.
Merou 3a MoYKCTBaHE : IlouncTeTe 3aMbpceHUTE TOBBPXHOCTH OOKMIHO C Bojia. [loYnCTBaHE C HOMILTA HA IETEPreHT.

Bmxre Pazznen 13 otHocHO nHboOpMarys 3a 00e3BpekaaHe Ha OTIALBLHTE.
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Alfacalcidol

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

31EJI 7: PaGoTa u chbXpaHeHHe

7.1. llpenna3un Mepku 3a 6e30macHa padora

Ipenna3uu mepku 3a Ge3omnacHa pabora : Jla ce u30sirBa BCsAKakBa U3IHIIHA eKcro3uims. Jla ce ocurypu 1o6po mpoBeTpsiBane Ha paGOTHOTO
MSICTO.
XUTrueHH! MEpKH : Jla He ce siae, e WK IMyLIH P yrnoTpeda Ha npoaykra. [la He ce u3Hacs 3aMbpPCEHO PabOTHO

00J1eKII0 U3BBH PabOTHOTO MoMeleHHe. Jla ce U3MHUAT PhLEeTe IPEIH OYNBKHTE U IS
MPUKJIIOYBAHE HAa paboTaTa.

7.2. YciioBusi 3a 6e€30aCHO CbXpaHABaHEe, BKINYUTEJIHO HCCbBMECTUMOCTH

Vcnosus 3a CbXpaHsBaHE : I[a C€ CbXpaHsBa HA I[06p€ TIPOBETPUBO MSACTO. CpabT 512 ce ChbXpaHsABa INIBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUIMHA U MpsKa CIbHYCBA CBETJINHA.
OnakoBbYHU MaTepuain : I[a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTCI‘/‘IHCPH‘

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

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

PA3/IEJI 8: KoHTpoOJI Ha eKCIIO3UIUATA/TUYHHN MPeINa3Hu CpeACcTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsima Hanmana JOITBJIHUTCITHA I/[H(t)OpMaI_II/ISI

8.2. KoHTpo.1 Ha eKCo3uIHUATA

IMoaxoas HH:KeHEPeH KOHTPOJI

Moaxoasig HHKEHEPEeH KOHTPOJI:
)_'[a Ce ocurypu Z[06p0 IPOBETPsABAHE HA pa60THOT0 Mmsicto. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaT€JIHa BEHTUJIAlUA, TaKa U BEHTUJIAllUA Ha 001110TO
nomenienue. C Marepuajia Tpﬂ6Ba Ja ce pa60m non na6opaT0pHa KaMHrHa, JOKOJIKOTO TOBa € Bb3MOXHO.

JInuHH npeanasHu cpeacrea

3ammTa HAa 0YMTE M JUIETO

3ammuTa Ha o4HTe:

Jla ce HOCST npeamnasHu ounna. [Ipeanasuu ounna cse crpannyna 3amura. (EN 166)
3ammuTa Ha Ko:KaTa

3amuTa Ha KOXKaTa M TAJIOTO:
Jla ce HOoCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : JlaboparopHa npectiika. (EN 13034)

3ammuTa Ha pBueTe:
Jla ce HOCST MOAXOISIIIM PhKABULM. XUMHUYECKH YCTONYMBY npeanasuu pekasuny. (EN 374)

3amuTa Ha AUXATEJTHUTE MbTHIIA

3ammuTa Ha JUXaTeJIHHTE MbTHINA:
B ciyuait Ha 0O6pa3yBaHe Ha IIpax Jia ce H3M0JI3Ba anapar 3a qumane ¢ Guiarsp: P3

PA3AEJI 9: ®u3nynu 1 XMMMYHHA CBOHCTBA

9.1. Undopmanusi 0OTHOCHO OCHOBHHMTE (PDM3UYHU U XMMHYHH CBOICTBA

ATperaTHo ChCTOSHUE : TBBpAO BelecTBO
st . He e HannuHo
BbHIeH By . Ilpax.

Mupuc : He e nannuno
I'panunara Ha Mupuca : He e Hannuno
Touka Ha ToreHe : He e Hanuuno
Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KUIIeHEe : He e Hannuno
3ananuMocT : He e Hanuuno
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT . He e npunoxumo
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Alfacalcidol

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

T'opHa rpanuIa Ha eKCIIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
Temneparypa Ha camo3anajiBaHe : He e npunoxumo
Temneparypa Ha pa3yaraHe : He e Hanuuno
pH : He e Hanuyno
pH pasrBop : He e Hanuuno
Buckosurer, kunemaruueH : He e npunoxumo
PazrBopumocT : Boma: <0,1 g/l
Koeduient na pasnpezpenenue: n-okranon/soga (Log  : He e namudno
Kow)

Hansrane na mapute : He e Hanuuno
Hansrane Ha napure npu 50°C : He e Hamu4HO
IInsTHOCT : He e Hanuuno
OTHOCHTEIIHA IITBTHOCT : He e Hanu4HO
OTHOCHUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

Hsima HanmuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma panuyna gonenHUTENH HHOOPMAIIUSL

Hsima Hanu4Ha qOMbIHUTENHA HHOOpMATHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuuHa TOMBJIHUTETHA PlH(l)OpMaI.II/Iﬂ

PA3JIEJI 11: TokcukoJoruyna HqupmaumI

OcTpa TOKCHYHOCT (OpaJHa) : CMBPTOHOCEH IPH MOTTBIIAHE.
OcTpa TOKCHYHOCT (JiepMaltHa) : CMBPTOHOCEH NPH KOHTAKT € KOXKara.
OcTpa TOKCHYHOCT (BAUIIBAHE) : CMBPTOHOCEH IPH BJMILIBAHE.

Alfacalcidol (41294-56-8)

LD50 opanHo mbx 5 — 50 mg/kg (mporuo3Ha CTOHHOCT)
KoposusHocT/mpasnene Ha Koxara : He ce xnacudunupa (Jlunceat naHHn)
CepHo3HO yBpexJaHe Ha OYUTE/Apa3HEeHe Ha OYUTE : He ce knacu¢umpa (JIunceat nanxu)
CeHcnbuIM3anys Ha JUXaTeHATE IBTUIIA WK Koxkata  : He ce kiacuguumpa (JIuncsar 1aHam)
MyTareHHOCT Ha 3apOJULIHUTE KIETKU : He ce xnacudunupa (Jluncsat nanxm)
Kanneporennoct . He ce xnacudunupa (Jlunceat naHmHm)
TOKCHYHOCT 3a peNpOAyKIHATa : He ce xnacudunupa (JIuncpar jaHam)
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Alfacalcidol

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

CTOO (crenuprdHa TOKCHYHOCT 3a OIPEICTICHI . He ce xnacuduuupa (JIuncsar 1aHam)
OpraHu) — €IHOKPATHA EKCIIO3ULIUS

CTOO (crnenuduyHa TOKCHYHOCT 3a ONPEICIeHN . He ce xnacudunupa (Jlunceat nanHmn)
OpraHu) — MOBTapsIa Ce eKCIO3ULIHs

OmnacHOCT NP BAUIIIBaHE : He ce xnacu¢uupa (JIunceat nanau)

Hsawma Hammyaa JOITBJIHUTECITHA I/IH(i)OpMaLIPISI

Ji | 12: ExosornyHa unpopmanus

=
>
w
!

OmnacHo 3a BOJHATa cpea, KpaTkocpodHa (ocTpa) : He ce xnacu¢unupa (Jlurncsar naHHmn)
OmnacHo 3a BOJHATa cpejia, IbIAroCpoYHa (XPOHUYHA) : He ce xnacu¢unupa (Jlurcear naHHmn)

Alfacalcidol (41294-56-8)

YcToiuMBOCT U pasrpaauMocT He ce pasrpaxna 6bp30

Hsima HanmuHa JOMIBIIHUTETHA I/IH(I)OpMaI.IHﬂ

Hsma nanuyHa qonbiIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qONbIHUTENHA HHOOpMALHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABIUTE

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

PA3IEJI 14: UndopManusi OTHOCHO TPAHCTIOPTHPAHETO

B crorBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucska Ha OOH nnn naenTudgukanuoHneH Homep

UN 2811 UN 2811 UN 2811

14.2. TouHo HaMMeHOBaHMe HA NpaTKaTa o cnucbka Ha OOH

TOKCHWYHO TBBHPJIO BEIIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPTAHNYHO, H.V K.
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Alfacalcidol

I/IH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR

IMDG

IATA

Onucanue Ha TPAHCIIOPTHUTE JOKYMEHTH

UN 2811 TOKCUYHO TBBP/IO BEIIECTBO,
OPTAHNYHO, H.Y K., 6.1, 1, (C/E)

UN 2811 TOXIC SOLID, ORGANIC,N.O.S., 6.1, 1

UN 2811 Toxic solid, organic, n.o.s., 6.1, I

14.3. Kiiac(oBe) Ha 0IacCHOCT NPH TPAHCIOPTHPaHe

6.1

6.1

14.4. OnakopbYHa rpyna

I

14.5. OnacHocTH 32 0KOJIHATA cpea

OnacHo 3a okonHata cpena: He

OnacHo 3a okosHata cpena: He
Mopcku 3ambpeuten: He
EmS-Ne (IToxxap): F-A
EmS-Ne (Pa3nuB): S-A

OnacHo 3a okonHaTa cpena: He

Hsma JOITBJIHUTECITHA HAJTUIHA I/[H(be]Z)MaI.II/IH

14.6. CnenuajiHy npeana3Hu MepKH 3a NOTpe0UTeuTe

CyxonbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR) T2
Crienmanau pasnopenou (ADR) 274,614
Orpannuenu xonndectsa (ADR) 0
Hskimouenn xonmdectsa (ADR) E5
OmnakoBbuHH HHCTPYKIMH (ADR) P002, IBCO7
Cmecenn onakoBku (ADR) MP18
WHCTpyKIUHY 3a IPEHOCHMH IIUCTEPHU U KOoHTeiiHepu 3a : T6

HacunHu ToBapu (ADR)

Creruanau pa3nopenol OTHOCHO IIPEHOCUMH IucTepan  : TP33

1 KOHTeiiHepH 3a HacumHu ToBapu (ADR)
Konose 3a nucrepuu (ADR)

S10AH, L10CH

Creruanau pasnopenou oTHocHO nuctepau (ADR) : TU15, TE19
IIpeBo3HO CPenCTBO 3a IPEBO3 B LIUCTEPHU : AT
Tpancnoprha kareropus (ADR) 1
Creruanau pasnopenou 3a npesosa - Omakosku (ADR) @ V10

Creruanau pa3nopenoH 3a IPeBO3 - TOBapeHe,
pasroBapBane u 00padotka (ADR)

CVI1,CV13,CV28

Creruanau pa3nopenou 3a IPeBO3 — ONEPaTHBHH S9, S14
nzucksanus (ADR)
Wpnentndukanuonex Homep 3a onacHoctT (Kemnep No.) @ 66

OpamxeBu Tabenu

Kox 3a tynennu orpannuenus (ADR)

Tpancnopr 1o Mope

Cneranuau pasnopen6ou (IMDG)

Orpannuenn xonudectsa (IMDG)

HUskmouenn xonmdecrsa (IMDG)

OmnaxoBsuny uHCTpyKIuH (IMDG)

IBC onaxosbunu uacTpykiuu (IMDG)
Wnctpyxnuu 3a nucrepru ( IMDG)

Creranau pasnopen6ou otHocHo nucrepad (IMDG)

66
2811

C/E

274

ES
P002
IBC99
T6
TP33
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Alfacalcidol

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

Kareropus na toBapene ( IMDG) . B
CaoiictBa u Habmonenus (IMDG) : Toxic if swallowed, by skin contact or by inhalation.

Bb3aymen Tpancnopt

PCA Uzkirouenu konuuecta (IATA) . ES

PCA OrpaHuueHu KOJIMUeCTBa IbTHUYECKH CaMOJIET 1 : Forbidden
kapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 32 OTPaHUYEHO : Forbidden
KOJIMYECTBO IIbTHUYECKU camoneT U kapro (IATA)

PCA MHcTpyKuuy 3a OnakoBaHe MbTHUYECKH CaMOJIeT U : 666

kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IbTHUYECKH . Skg
camouet u kapro (IATA)

WHcrpykuuu 3a onakoBaHe camo kapro (IATA) 1 673
MakcuMaaHo HeTHO KosmuecTBo camo kapro (IATA) : 50kg
Crienmanuu pasnopendu (IATA) 1 A3,AS
ERG xox (IATA) : 6L

14.7. MOPCKH TPAHCHOPT HA TOBAPHU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouﬂaTa MOpPCKa opraHu3anus

He e npunoxxumo

PA3IEJI 15: UndopManusi OTHOCHO HOPMATUBHATa ypenda

15.1. CiepvyHH 32 BEIECTBOTO HJIH CMECTA HOPMATHBHA YPe0a/3aK0H0ATE/ICTBO OTHOCHO 6€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpena

Peramamentn Ha EC

REACH, IIpuaoxenue XVII (YciaoBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenue XVII nva REACH

REACH, IIpuinoxenue XIV (Cnuchbk Ha BeliecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [lpunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-seurecrsa (SVHC)

He ¢urypupa B cnncpka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT OTHOCHO BellecTBa, KOMTO HapymaBat o30HoBus cjioii (EC 1005/2009)

He ¢urypupa B ciucbKa ¢ BeleCTBa, KOMTO HapylaBat 030HoBusI cioii (Permament EO 1005/2009)
Peraament (EC) Ha ChBeTa 3a KOHTPOJI HA U3/1eJIUs ¢ IBOHHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpOI Ha H31eus ¢ JBOHHA yrmoTpeba.

PersiaMeHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA ¢ IPeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipekypcopu Ha HapkoTnunuTe BemecTtsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha ras3apa Ha OIpPE/ICICHH BEIIECTBA, H3MOI3BAHM 32 HE3aKOHHO [IPOM3BOICTBO HAa HAPKOTHYHH MM IICHXOTPOITHHU BEILECTBA)

15.2. Ouenka Ha 0€30IACHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa Hann4yHa QOMBIHATENHA HHQOPMALIHS

PA3JIEJI 16: Ipyra ungopmanus

Nnaukanus 3a NMPOMEHHU

Pasnen IIpomenen eemMeHT KomenTapu

Muaukanus 3a npoMeHn IIpemaxunarto
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Alfacalcidol

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
3ameHs BepcHsATa OT JlobaBeHo
Jlata Ha pegakmnusara Jlo6aBeHo
1.1 EO Ne Jlo6aBeHo
1.1 CAS Ne Jlo6aBeno
1.1 CHHOHUMH IIpemaxunaro
1.2 Orpannuenys 3a ynorpeda IIpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMeCTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeba IIpemaxuarto
2.1 Heobnaronpusatan GpuznkoxuMuyHu eHexT u IIpomeneno
HeOIaronpusaTHU e(PeKTH 3a 3paBeTO HA YOBEKA U
OKOJIHATa cpejia
2.3 Jpyra unpopmarms Jlo6aBeno
4.1 ITppBa nomouy - 00N MEPKU JlobaBeHo
4.1 IIppBa noMoIIL IPHU KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa nomo1 npu BAUIIBAHE IIpomeneno
4.1 II'ppBa noMoII IpH MOTITBILAHE IIpomeneno
4.1 IIbpBa mOMOIIL IPYU KOHTAKT C OUUTE IIpomeneno
4.2 CumnToMu/epexTH ciell Morabiane IIpomeneno
4.2 Cumrnitomu/eheKTH clies KOHTAKT ¢ KoXKarta ITpomeneno
4.2 CumMnromu/eexTd ciel BAUIIBaHE IIpomeneno
4.2 CumMnromu/edeKTu ciesf KOHTaKT C OIUTe IIpemaxHarto
43 Jlpyro MeMIMHCKO CTAHOBUILE WIIU JICYEHHUE IIpemaxuarto
5.1 Henoxxonsuy noxaporacuTenHu CpeACTBa Jlo6aBeno
5.1 Toaxoasmu noxaporacuTeHU CpeIcTBa IIpomeneno
5.2 OnacHu NPOAYKTH Ha pa3lajlaHe B cilyyail Ha Jlo6aBeno
oxap
52 OmacHOCT OT IoXKap IIpemaxnarto
53 3amuTa npy raceHe Ha moxap JobaBeHo
53 MucTpyxuuu 3a racene Ha noxapu IIpomeneno
6.1 ABapuiiHy IIaHOBE JlobaBeHo
6.1 3alUTHU cpejicTBa JlobaBeHo
6.1 O0mu Mepku IIpomeneno
6.2 Ipenma3sHu Mepku 3a oma3BaHe Ha OKoJIHaTa cpeza | JlobaBeHo
6.3 3a 3aabpiKaHe Jlo6aBeno
6.3 MeTtoau 3a mouyncTBaHe IIpomeneno
6.4 ITo3oBaBaHe Ha apyru pasznen (8, 13) JlobaBeHo
7.1 JlONIBbITHUTEHY OIIACHOCTH 110 BpeMe Ha paborta IIpemaxunaro
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa IIpomeneno
7.1 XUTHeHHH MEPKU IIpomeneno
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Alfacalcidol

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

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
7.2 OnakoBbYHU MaTepUaH JobaBeHo
72 TexHu4ecKkn MEpKH IIpemaxnaro
7.2 VYcnoBus 3a chbXpaHsBaHe IIpomeneno
7.3 Crenuuyay KpaiHu yrnoTpeon IIpemaxuaTo
8.2 3aluTa Ha JUXaTeIHUTE IIbTUIIA IIpomeneno
8.2 3amura Ha phLeTe IIpomeneno
8.2 3amura Ha OUHTE IIpomeneno
8.2 IToaxomsiy MHKEHEPEH KOHTPOI IIpomeneno
8.2 3alura Ha KO)KaTa U TSUIOTO IIpomeneno
9 Mupuc IIpemaxnaro
10.1 Peakmonna crnocoGHOCT IIpemaxunaro
10.5 HecpemecTuMu Matepuanu IIpemaxnato
10.6 OmnacHu IPOLYKTH HA pa3afaHe IIpemaxuato
11.1 LDS50 opanHo mabx IIpomeneno
12.1 Exkomnorus - o010 IIpemaxnarto
12.2 YCcTOWYMBOCT U pa3rpajiuMocT JobaBeHo
13.1 [penopbkH 3a 00e3BpexkIaHE HA IIpemaxunaro
MPOJIYKTa/OITaKOBKATa
13.1 Pernonanuu pasnopenou 3a OTIabIHTE IIpemaxnaro

II'bnen Texker na H- u EUH-npegynpeskaenusita 3a oIacHoOCT:

Acute Tox. 1 (opanna)

Octpa TokcuuHocT (opanna), Kareropus 1

Acute Tox. 2 (nepmaiHa)

Ocrtpa TokcnuHocT (nepmainna), Kareropus 2

Acute Tox. 2 Ocrtpa TokcnuHoCT (MHXaN.), Kateropus 2
(MHXaJalMOHHA)

H300 CMBPTOHOCEH MPH MOTIIBIIAHE.

H310 CMBPTOHOCEH IIPU KOHTAKT C KOXKAaTa.
H330 CMBPTOHOCEH NPH BIMIIBAHE.

Wudopmanmonen muct 3a 6ezonacHoct (MJ1b), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxaiia ce B To3u MHdopMaoneH auct 3a 6€30MacHoCT, € MoJy4eHa OT H3TOYHHIIN, KOUTO CMsITaMe 3a

HaJeXIHU. Berpeku ToBa, nHbOpManusITa ce IpeaocTans 6e3 HUKAaKBa rapaHIys, H3pUYHA MU O/pa30upalna ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBUATA WU

MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexaHe Ha IPOAyKTa ca H3BBbH HAIIMs KOHTPOJ U MOKE 1a ca U3BBH Halata komnereHTHocT. [lopaau

Ta3y U JAPyry IPUUHHH, HHE HE IOeMaMe OTTOBOPHOCT U U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH MM Pa3X0/H, IPOU3TUYAIIN OT MU CBbP3aHU

10 HAKAKbB HAUMH C paboTaTa, ChbXpPaHEHUETO, yIoTpedaTa uiu 00e3BpexkIaHeTo Ha poaykTa. To3u MHpopMalnoHeH JIMcT 3a 6€30MacHOCT € U3TOTBEH U TpsiOBa

J1a ce M3MO0JI3Ba CaMo 3a TO3H HPOAYKT. AKO IPOJYKTHT C€ U3I0J3Ba KaTO ChCTAaBKa HA IPYTH NPOLYKTH, HaJTWUHATa MH(pOpMAaLKs OU MOTJIa 11a Ce OKaKe

HEOPUIOKUMA. Tazu l/IH(l)OpMleLI/Iﬂ C€ OCHOBAaBa Ha HAIIUTC TEKYIIX IIO3HAHUA U € IPEIHA3HAYCHA J1a Ja/I€ ONMMCAHUE HA NIPOAYKTA CaMO 3a LCJIUTE Ha

37paBeora3BaHeTo, 0e30MacHOCTTa U OKosIHATa cpesia. [Topaau ToBa, Tst He TPsiOBA Jia Ce THIIKYBa KaTO rapaHIUs 3a CBOMCTBATA HA IIPOIYKTA.
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