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HNudopmanronen aucT 3a 6€30macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878
Jlara na uznaBane: 03/04/2023 Bepewsi: 1.0

PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumMeHoBaHMe Ha BEIIECTBOTO : Ergocalciferol

XUMHYECKO HAUMEHOBaHUE : eproxamudepon (ISO); Buramun D2
EO unnexc Ne : 603-179-00-9

EO Ne : 200-014-9

CAS Ne : 50-14-6

Kox Ha mpoaykra . 201600349

1.2. UnenTuduuupaHn BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yIoTpeda, KOMTO He ce
Nnpenopb4YBaT

1.2.1. UnenTudunupanu ynorpedn

OcHOBHa KaTeropust Ha ynorpeba . TIpomykThT € npeJHa3HA4YCH 32 U3CIICABAHMS, AHAIU3H M HAyYHO-00Pa30BaTEITHH LISIH.
VYnorpeba Ha BelecTBOTO/CMecTa : Camo 3a npodecroHa Ha ynorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTOopHH XMMHUKAIII

1.2.2. Ynorpeou, KOMTO He ce MPenopb4BaT

Orpannuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 IOCTABYHKA HA HH()OPMALMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

TenedoHeH HOMEp TIPU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Octpa TokcnaHoCT (MHXa.), Kareropus 2 H330
Ocrtpa TokcnuHOCT (nepmaiHa), Kareropus 3 H311
Ocrtpa TokcnuHocT (opainHa), Kareropus 3 H301
Crerudryaa TOKCHIHOCT 32 ONPE/IeIeHN OpTraHy — IOBTapsIla ce ekcrosumus,  H372

Kateropus 1
3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

HebnaronpusTHi GU3HKOXHMUYHH eeKTH U HeOJAronpHsiTHU e)eKTH 32 3PaBeTO HA YOBEKA H OKOJIHATA cpela

OHpCHeJ'IﬂHC 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha OKAa3aTeJICTBA.

2.2. EleMeHTH HA eTHKeTa

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

S

GHS06 GHS08
Curnanna gyma (CLP) . OmacHo

IMTukrorpamu 3a onacHoct (CLP)
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenynpexnenus 3a omacHoct (CLP) : H330 - CmbpTOHOCEH IpH BIVIIBAHE.
H311 - ToxcuueH mpu KOHTAKT C KOXKaTa.
H301 - Tokcu4eH mpu MoribLiaHe.
H372 - IIprunnsBa yBpek1aHe Ha OpraHUTE OCPEACTBOM MIPOIBIDKUTEIHA WIIH IOBTapsIIa ce
EKCTIO3UIHSL.
IMpenopsku 3a 6e3omacuHoct (CLP) : P280 - M3non3Baiite npeana3Ho 00neKII0, IpeAna3Hy PhKaBHIlH, IPea3Ha Macka 3a JIHIIe.
P304+P340 - ITP1 BAAMIIIBAHE: 13Benere mocTpaganus Ha YHCT BB3yX H IO IIOCTAaBETE B
MIO3UIHS, YISCHSIBAIIA TUIIAHETO.
P302+P352 - [TP11 KOHTAKT C KOXXATA: N3muiiTe 0OMIHO CBC CallyH U BOJA.
P301 - ITPU ITOI' JTBIIAHE: M3nnakuere ycrara.
P310 - He3a6asHo ce o6aznere B LIEHTBP I[10 TOKCUKOJIOI' M nnn Ha sexap.
ETuxernpaHe B ChOTBETCTBHUE C: H3KIIOUEHHUS 32 BETPEIIHH OIIAKOBKH, KOTaTo ChAbPKaHUeTo He ImpeBumasa 10 ml

S

GHS06 GHS08

IMukrorpamu 3a onacHoct (CLP)

2.3. Ipyru onacHoCTH

Hsima Hanmmana JOI'BJIHUTCITHA PIH(pOpMaI_II/IH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C
NPOAYKTA Persaament (EO) Ne 1272/2008 [CLP]
eprokammdepoin (ISO); Buramun D2 CAS Ne: 50-14-6 <100 Acute Tox. 2 (maxananvuonsa), H330
EO Ne: 200-014-9 Acute Tox. 3 (nepmanna), H311 (ATE=300
EO unnexc Ne: 603-179-00-9 mg/kg TenecHo Terio)

Acute Tox. 3 (opanna), H301 (ATE=100
mg/kg TenecHo Tero)
STOT RE 1, H372

3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. OnucaHue HA MePKUTE 32 MbPBA MOMOII]

ITspBa HOMOII IPH BIMIIBaHE . Jla ce octaBu mocTpasanus Ha 9HCT Bh3AyX. OCHTypeTe CBEX BB3IyX Ha 3aCETHATOTO JIUIE.

ITepBa MOMOIT PH KOHTAKT € KOXKaTa . Jla ce oTcTpaHM MaKCHMAHO upe3 M30bpcBaHe (C YMCTa M MeKa ITonMBaIia Kepra). Jla ce mmue
OOMITHO C BOJIA B KOSTO € IPUOABEH JIETEPTeHT.

ITspBa oMo IPH KOHTAKT C OYHTE . Msnnaknere ¢ Boja, KaTo IBPXKATE OUUTE ITUPOKO OTBOPEHH.

IIbpBa nomo1 Npu MOrIIbIAHE . Wsmnakuere ycrata. HezabaBno ce obanere B LIEHTHP 11O TOKCHUKOJIOTI Mfl/na nekap.
CrenmnanHo siekapcko HabmmoieHne. Moxe 1a Ob/ie MPEenopbuaHo MPOABIKUTEIHO METHITHHCKO
Ha0IroeHHE.

4.2 Haii-chuecTBeHI OCTPH ¥ HACTHIIBALIIM CJIe/I U3BECTCH MEPUOI OT BpeMe CUMIITOMU U e(l)eKTl/l

Cumnromu/edextu : Bb3moxHH ca 3akbCHENH edeKTH.

Cumnromu/eheKTr cie]] BAUIIBaHe . Henocrarbunm maHHH.

Cumnromu/eeKTd ciel] KOHTaKT C Koxara . Henocrarbunm maHHH.

Cumnromu/eeKTd ciel KOHTAKT C OYUTE . Henocrarbunu maHHH.

Cumnromu/eheKTy ciel] MorabLIaHe : Cumnromute Morar J1a ObJaT 3aMaiiBaHus, I1aBOOOHE, raJicHe U 3aryda Ha KOOpJUHAIIHUSI.
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Ergocalciferol

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

IMoTbpceTe MeAMIMHCKU ChBET/IOMOLI. [Ty BE3MOKHOCT J1a Ce TIOKaKe HACTOALIMA JIMCT, a aKO HE € Ha Pa3IOoJIOKEHHE, [1a Ce MOKaKe ONaKOBKATa UM €TUKETa.
AxtuBarop. PapmarieBTHYEH MPOIYKT.

PA3JIEJI 5: IIpoTuBONOXAPHA MEPKHU

Tlonxonsmm TI0KapOraCUTEIHA CPECTBA : Opesiyio 3a 3aracsiHe Ha OTBHSI.

OmacHOCT OT moskap © Bmx maparpad 2.2.

I/IHCpr'KLII/II/I 3a racCHe Ha IoXKapu . I[a C€ U3M0JI3BAT CPEACTBA, NOAXOAAIIHU 3a raCeHE Ha I10XKapHu B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IyCKAHe

OO0y Mepku : Jla ce u3bsrBa npekusi KOHTAKT ¢ npoaykra. He BauiiBaiite
mpax/myIex/ras3/ um/u3napeHus/aepo30u.

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPS 32 CIELIHH CJIyYan

ABapHiiHH IUIAHOBE : Jla ce HOCH TOAXOJIIO MPENA3HO OOIEKII0, PHKABHUIM U 3allIUTHY CPEACTBA 33 OUUTE MM JIHIIETO.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yau

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Meroau 3a mouricTBaHE : V6CI[CT6 C€, 4€ OTIIaABLUTE Ca C'bﬁpaHH 1 C€ ChbXpaHsABaAT Ha CUTYPHO MSICTO. TTouncrere
CTapaTeIHoO. I[a CE€ U3MHUE HeannpaeMI/m OCTaThK C PaSTBOp OT HAaTPUEB XUITOXJIOPHUT.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

JIOIBIHUTEITHH OMIACHOCTH MO BpeMe Ha o0paboTka : Ha notpeGurens na ce 00bpHEe BHUMAHUE 32 PUCKOBETE, €BEHTYaIHO CBBP3aHH C U3IOJI3BAHETO Ha
HPOJIYKTa 3a JIPYTH LIeJH, PA3INIHH OT TE3H, 32 KOUTO € IPe{Ha3HAUCH.

IIpenmaszHu Mepku 3a Ge3omacHa padboTa . C marepuaia TpsiOBa 1a ce paboTn BHEMaTeNHO. J{a ce M30srBa MpeKust KOHTAKT ¢ npoxykra. C
MaTepuana TpsioBa Ja ce paboTH moj JlabopaTopHa KaMUHa, TOKOJIKOTO TOBA € Bb3MOXKHO.

XUTHCHHH MEPKH : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMSITA Ha 00paTa MPOMHMIILICHA XUIHEHA U NPOLICIyPHUTE 32
6e30macHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pa3oOpenon.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O] KITFOY.

Bux nmaparpad 1.
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Ergocalciferol

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

3AEJI 8: KoHTpo.1 HA eKCIO3UNMATA/INYHH NPEeANa3HU CPecTBA

8.1. IlapameTpH Ha KOHTPOJX

8.1.1 HanMoHaIHU rPAaHUYHM CTOMHOCTH HA MPO(eCHOHAIHA eKCIO3UINS 1 GHOJOTHYHH IPAHHYHH CTOHHOCTH
Hsima Hain4Ha AOIBbIHUTENIHA HHPOPMALUL

8.1.2. IlpenopbUYNTEHH NPOLEAYPH 32 HAGIIOAEHHE

HsiMa HanuYHA TOIBIHUTENHA HHOPMAIHS

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsma Hain4yHa AOIBbIHUTEIHA HHPOPMALUL

8.1.4. DNEL u PNEC

Hsma HanmvHa JOMBIHUTENTHA HHOPMALUS

8.1.5. Perysupane upe3 o6xBatu (control banding)

Hsima HanmuuHa JOBIHUTEIHA I/IH(I)OpMaLII/ISI

8.2. Kontpo. Ha ekcnio3umusiTa
8.2.1. Tloaxoasii TeEXHUYECKH KOHTPOJI

Hoaxoasimy TeXHHYECKH KOHTPOT:
Jla ce cpXpaHsBa B JoOpe NPOBETPUBO NoMelleHHe. Jla ce U3M0I3yBa EAMHCTBEHO B CMyKaTellHa KabuHa ¢ uHTerpupad GpuiTsp. BucokoedexkTiseH Guiarsp 3a
gactuim (HEPA ¢untsp).

8.2.2. JINYHH Npeana3Hu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE U JIULETO

3amuMTa HA OYHTE:
Ipennasan ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3anmTa Ha KOKaTa H TSIOTO:
Jla ce n3non3yBa XMMHYECKH YCTOIUMBO 3amuTHO obuiekio. DIN EN 13034

3amuTa Ha pBIeTe:
XWUMUYecKn yCTOIYINBHY NpeAnasHu pekasunu. ISO 374-1

8.2.2.3. 3amuTa HA AUXATETHUTE MHTHIIA

3amuTa HA JUXaTeTHUTE NbTHINA:

OrtzensHe Ha mpax: mpotuBomnpaxosa Macka ¢ untep P3. DIN EN 140 & 149. Teuen nponykT : ArTHaepo3onna Macka. Hocere muxarenen anmapar, ako cte
H3JI0)KEHU Ha Iapu/TIpaxoBe/aepo30iH

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

8.2.3. KoHTpOJ1 Ha eKCIO3HIMSATA B OKOJIHATA Cpeaa

Hsima Hammana JOIBJIHUTECITHA PIH(bOpMaLII/IS[

3AEJI 9: ®u3uvyHM 1 XUMUYHU CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHUTE (PU3HYHM U XHMHYHHU CBOHCTBA

ArperaTHo CBCTOsSIHUE

TBBpIO BEIIECTBO

st He e nanmmuno
BroHien sy Ipax.
Mupuc He e npunoxxumo.

I'panniaTa Ha MUpHUCa
Touka Ha TOTIEHE
Touka Ha 3aMpBb3BaHe
Touka Ha KUTICHE
3anamuMoct

He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
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Ergocalciferol

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

I'panuiy Ha €KCIIIO3UBHOCT . He e npunoxumo
JlonHa TpaHKIIa Ha eKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCIIIO3UBHOCT . He e npunoxumo
Temmneparypa Ha pasnarane . He e npunoxumo
Temmeparypa Ha camo3ananBaHe . He e npunoxumo
Temneparypa Ha pa3nagane . He e rammynO
pH : He e HanmuyHO
pH pastsop . He e nanuuno
Buckosurer, kuHeEMaTuueH : He e npunoxumo
PasrBopumocT : Boma:<0,1¢g/l
KoedunuenT Ha pa3npenenenue: n-okranoin/soga (Log  : He e nammuno
Kow)

Hansarane na mapure . He e nanuuno
Hansrane na mapure npu 50°C . He e nanuuno
IInsTHOCT : He e HanmuyHO
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yactunure : He e Hanmu4HO

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (U3HYHA OIACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

TAa0MJIHOCT U PE€AKTUBHOCT

CraOuileH Ipu HOPMAJHH YCIOBHSL.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima nipu Hopmansa ynotpe6a. Broxre Paznen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIs OITaCHU HU3IIapEHUS.

PA3JIEJI 11: TokcukosiornyHa nHgopmMmanus

Ocrtpa ToKCHYHOCT (OpaiHa) . TOKCHYeH NIpH MOTITbIIaHe.
OcTpa TOKCHYHOCT (IepMaliHa) : ToKcHYEH MPH KOHTAKT C KOXKarTa.
OcTpa TOKCHYHOCT (BIMILIBAHE) : CMBPTOHOCEH TIPH BIMIIBAHE.
KoposuBHocT/ipa3HeHe Ha Koxara : He ce xnmacuduumpa

Cepro3HO yBpeKJaHe Ha OUHUTE/IpasHEeHE Ha OUNTE : He ce xacuduunpa
Cencnbunusanus Ha AMXaTEIHUTE MBTUIA Wik Koxkata . He ce kimacuduumpa
MyTareHHOCT Ha 3aPOJIMIIHATE KICTKU : He ce knmacuduumpa
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Ergocalciferol

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

KamnreporeHoct . He ce xmacudunupa
TokcH4HOCT 3a peNpOAyKIHATA : He ce xmacudpunmpa
CTOO (crneunuvHa TOKCHYHOCT 32 OIPEICICHI : He ce xnacudunupa

OpraHu) — eJJHOKPATHA CKCIIO3ULIUS
CTOO (cnenupuyHa TOKCHYHOCT 3a ONPEICICHH : IlpuunHsBa yBpexaaHe Ha OPraHUTE MOCPEICTBOM HPOIbIDKUTEIHA HIIM MOBTAPSAIIA CC CKCIIO3HIIML.
OpraHu) — IOBTaPsIIIA CE EKCIO3ULIUS

OnacHOCT npH BJMIIBAHE . He ce ximacuduumnpa

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JIEJI 12: Exonnornyna uHpopmManus

Exonorus - 06mo . Omacuu oTamsid. Jla ce M3MON3yBaT MOAXOASAIIM KOHTEHHEPH 3a OTIAIHHUTE MPOTLYKTH.
OrmacHo 3a BoHaTa cpesia, KpaTKOCpoUuHa (0CcTpa) . He ce xmacudunmnpa
OmnacHo 3a BOAHATa cpesia, JBITOCPOYHa (XPOHHYHA) : He ce xmacudunupa

Hsma HanmuaHa gonbIHHUTENHA HHOOPMALUS

Hsma HanmaHa gombIHHTENHA HHOOPMALUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 13: OGe3Bpexnane HA OTHAAbLIUTE

MecTHO 3aKOHOIATEIICTBO (OTl'I'd,I['LI.[PI) : I[a C€ U3XBBPIIH 110 0e30MaceH Ha4YMH B ChOTBETCTBUE C MECTHHTE / HalluOHAJIHU pa3r[ope)16n.

HpeHOp’LKPI 3a 06€3Bpe)KIlaHe Ha npo,uyKTa/ OIlaKkOBKaTa : I[a HE C€ U3XBBPIIAT OTHAABIUTE B KaHAJIU3aIUATA. I/stm;pne're TO3U MaTe€pHall U HETOBUS
KOmeﬁHep B LICHTHD 3a C’L6P[paHe Ha OnaCHU U CIICUATHUA OTHaAbIIN.

PA3EJI 14: HudopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cincbka Ha OOH nim naenTHUKANHOHEH HOMEP

UN 2811 UN 2811 UN 2811

14.2. TouHo HaMMeHOBaHHe HA MPaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBPJ10 BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI'AHMYHO, H.Y.K.
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Ergocalciferol

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

ADR

IMDG

IATA

Onucanne Ha TPAHCHOPTHHTE TOKYMEHTH

OPTAHMYHO, H.Y K., 6.1, Il, (D/E)

UN 2811 TOKCMYHO TBBPJIO BEHIECTBO, | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1,

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

14.3. Knac(oBe) Ha OmacHOCT NPH TPAHCHOPTHPaHe

6.1

6.1

6.1

14.4. OnakoBb4YHa rpyna

14.5. OmacHocTH 32 OKOJIHATA Cpe/a

OrnacHo 3a OKOJIHATa cpena. He

OmacHo 3a oxonHara cpena: He
Mopcku 3ambpeuten: He

OrnacHo 3a OKoJIHaTa cpena: He

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CienuaiHu mpeAna3Hu MePKH 32 OTPeOUTeTuTE

CyXonmbTeH TPAHCIOPT

Krnacudukannonen xox (ADR) T T2
Crienmanau pasnopenou (ADR) 1 274,614
Orpannuenn xomnuectsa (ADR) : 5009
Wswirouenn xomdectsa (ADR) : E4
OmnakoBb4HH HHCTPYKIMH (ADR) P002, IBCO8
CrerraiHu onakoBbYHH pasnopenou (ADR) B4

Cwmecenn onakoBku (ADR) : MP10
WHCTPYKIHH 32 IPEHOCHMH LICTEPHU U KOHTeHHeprn 3a @ T3

HacurHH ToBapH (ADR)

Crerpaian pa3nopeoy OTHOCHO IIPEHOCUMH IcTepHn @ TP33

1 KOHTeltHepH 3a HacuHu ToBapH (ADR)

Konose 3a mucrepau (ADR) : SGAH, L4BH
Crerpaau pasnopenoyu oTHOCHO muctepHu (ADR) : TU15, TE19
IIpeBo3HO CpencTBO 3a MPEBO3 B IUCTEPHU AT
TpancnopTHa kateropus (ADR) D2
Crerraan pasnopenou 3a npesosa - Omakosku (ADR)  : V11
Creraiau pa3nopeoy 3a IpeBo3 - ToBapeHe, CV13,CVv28
pa3roBapBaHe u 00paboTka (ADR)

CreraHu pasnopeoy 3a IpeBo3 — ONepaTHBHA S9, S19
nsucksanus (ADR)

Vnentndukannoner HoMmep 3a omnacHocT (Kemnep No.) 60

OpamxeBHr Tabenn

60
2811

Kox 3a tynenuu orpannyenus (ADR) D/IE
Tpancnopr no mope

Creranuu pasnopenou (IMDG) 274
Orpannuenn konundectsa (IMDG) 500 g
Wzkirouenu konmmuectsa (IMDG) E4
OmnakoBpunn uHCTpYKImH (IMDG) P002
IBC onakosbunu uactpykimu (IMDG) IBC08
IBC crienmannu pasmnopendu (IMDG) : B21,B4
Wnctpykunu 3a muctepun ( IMDG) : T3
Crerranuiu pasmnopenou otaocuo ucrepau (IMDG) : TP33
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Ergocalciferol
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EmS-Ne (IToxap) : F-A

EmS-Ne (Pa3nmuB) : S-A

Kateropust Ha ToBapene ( IMDG) B

Csoticta u Habmozerus (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Bb3aywmeH TpaHcnopT

PCA Uzkimouenn konuuectsa (IATA) . E4
PCA OrpanuveHn KOIMYECTBA IbTHUYECKU CAMOJIET 1 © Y644
kapro (IATA)

PCA MakcuMaiHO HETHO KOJIMYECTBO 3a OrPaHUYEHO . 1lkg
KOJIMYECTBO IIbTHUYECKH camouieT U kapro (IATA)

PCA UHcTpykimy 3a OnakoBaHe MbTHUYECKH camonieT 1 @ 669
kapro (IATA)

PCA MaxkcuMaiHO HETHO KOJIMYECTBO ITbTHUYECKH . 25kg
camortet u kapro (IATA)

WncTpykuun 3a onakoBane camo kapro (IATA) : 676
MakcuMatHO HEeTHO KoindecTBo camo kapro (IATA) : 100kg
Creransiu pasnopentou (IATA) . A3, A5
ERG xox (IATA) T 6L

14.7. MopcKH TPaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHApOHATA MOPCKA OPraHU3alus

He e npunoxumo

PA3EJI 15: UHpopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneundpuynu 32 BeHIECTBOTO WJIH CMeCTa HOPMATHBHA Ypea0a/3aK0HOJATEJCTBO OTHOCHO 0€30ACHOCTTA, 3[PABETO H OKOJIHATA
cpena

15.1.1. Peranamentu Ha EC

REACH IIpuaosxenne XVII (YciaoBus 3a orpaHn4yaBaHe)
He ¢urypupa B [Tpunoxernne XVII na REACH

REACH, ITpuaoxenue XIV (Ciuchbk Ha BellecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B [punoxenne XIV na REACH (Cruichk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaar-seiectsa (SVHC)

He ¢urypupa B cricpka Ha REACH ¢ kanauaat-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIaCHE)

Henpunosxumo.

Persament orHocHo YO3 (EC 2019/1021, YcroiiuMBU OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PeriiamMeHT 0THOCHO BellecTBa, KOUTO Hapymasat o30HoBus cioii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTsa, KOUTO HapymaBat 030HoBH: cioit (Permament EO 1005/2009): Ergocalciferol

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU Bemecta (Perimament EC 2019/1148 3a npeasaranero Ha masapa u ymotpebara Ha
HPEKYPCOpH Ha B3PUBHH BEIIECTBA)

PeriiameHT 0THOCHO MpeKypcopHTe Ha HapKOTHYHM BemecTBa (EO 273/2004)

He cpappika BemmecTBo(a), BKIIFOYEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTBa (Permament EO 273/2004 0THOCHO NPOU3BOJCTBOTO U ITyCKAHETO
Ha T1a3apa Ha ONpEJICIIeHH BEIECTBA, U3M0NI3BaHU 3a HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHYHH MITH TICHXOTPOITHH BEIECTBA)

15.1.2. HanuoHaHu pa3nopenou
Hsma Hanm4Ha JOMbIHUTETHA HHOOPMALUS
15.2. Onenka Ha 0€30MacHOCT HA XHMHYHOTO BElIeCTBO HJIH CMeC

Hsma HanmyHa JOMbIHUTENTHA HHOOPMALUS
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PA3JIEJI 16: Apyra uadopmanus

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

Acute Tox. 2 Ocrtpa TokcuuHocT (nHxain.), Kareropus 2

(MHXaJAMOHHA)

Acute Tox. 3 (nepmaiHa) Ocrtpa TokcuuHocT (nepmaina), Kareropus 3

Acute Tox. 3 (opasHa) Ocrtpa TokcuuHocT (opainna), Kareropus 3

H301 TokcuueH npy NOIMTbILAHE.

H311 TokcuueH npyu KOHTAKT C KOKaTa.

H330 CMBPTOHOCEH IIPH BAUIIBAHE.

H372 IpuunHsBa yBpexkaaHEe Ha OPraHUTE TIOCPEACTBOM NPOABIDKUTEIHA HIIH TIOBTAPSIIIA CE EKCIO3ULIUSL.
STOTRE 1 CreruuaHa TOKCHYHOCT 32 ONPEICICHN OpraHy — MoBTapsiia ce ekcrosuims, Kareropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT Uudpopmanusita, chabpkaiia ce B To3u MHpopMannoneH juct 3a 0€30IacHOCT, € M0Jy4eHa OT U3TOYHUIIN, KOUTO CMsTaMe 3a
HaJgexXIHU. Berpeku ToBa, nHpopManusTa ce IpenocTans 6e3 HUKaKBa IrapaHLUs, U3pUYHA WK HOApa30Hpalla ce, OTHOCHO HelfHaTa KOPEKTHOCT
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