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Product code Description
P1008 VitaFast® Vitamin B6
Components:
P1008M VitaFast® Vitamin B6 Assay Medium
P1008S

VitaFast® Vitamin B6 HCI Standard
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faTa Ha oTnedvartBaHe: 16.08.2023 Howmep Ha BepcusaTa 4.0 npepaboTeHo Ha: 16.08.2023

PA3OEN 1: UpeHTdmKauma Ha BewwecTBoTo/cMecTa U Ha APYXKeCTBOTO/
npeanpusaTMeTo

1.1 UpeHTndpnkaTopmn Ha npoaykra
TbproBcko HaumeHoBaHue: VitaFast® Vitamin B6 Assay Medium

Homep Ha apTtukyna: P1008M

1.2 NpeHTncmumpaHm ynotpebm Ha BewecTBOTO UJIM CMeCTa, KOUTO ca OT 3HaYeHue u
ynoTtpe6u, KOUTo He ce npenopbYBaT

HsimMa HanuuHu Opyru BaXXHuU CBeAeHUs.

MpunoxeHune Ha BewecTBOTO / Ha NpUroToBrieHneTo In vitro

1.3 MNogpo6HM fgaHHM 3a focTaBYMKa Ha MH(POPMALMOHHUA NUCT 3a 6e30MacHOCT
MpousBoauTen/nocraBYmK:

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

[aBalio nHdopmauua HanpaBneHue: e-mail: info@r-biopharm.de
1.4 TenecoHeH HOMep NpPU CreLLUHN cry4vau:

CHEMTREC (worldwide): +1 703-741-5970 / 1-800-424-9300
CHEMTREC (Bulgaria): 359-32570104

Additional worldwide local emergency numbers refer to section 16.

| PA3[IEN 2: OnucaHmne Ha ONacHOCTUTe

2.1 KnacudmumpaHe Ha BewecTBOTO U CMeCTa

Knacudmkauus B crotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008

lMpenapaTbT He e kKnacuduumpaH cnopes perfnaMmeHTa OTHOCHO KnacuguumpaHeTo, eTUKUPaHeTo n
onakoBaHeTo (CLP).

2.2 EnemeHTM Ha eTUKeTa

ETtuketupaHe B cbotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008 otnaga
MukTorpamm 3a onacHoCT oTnaga

CurHanHa ayma oTnaga

MpepynpexaeHus 3a onacHOCT oTnaza

2.3 Apyrn onacHocTu

Pesyntatu ot oueHkata Ha PBT u vPvB

PBT: Henpunoxmmo

vPVB: Henpunoxumo

\ PA3OEN 3: CbcTaB/MHpopmauusa 3a cbCcTaBKUTE

3.2 Xumunuecka xapakrepuctuka: Cmecu
OnucaHue: Cmec 0T NocCoYeHUTE NO-A0NY BeLlecTBa ¢ 6e3onacHu npumeci.

OnacHu cbCTaBHM BelwecTBa: oTnaga
JonbNHUTENHU YKa3aHus:
dopMynMpoBKaTa Ha U3NOXeHUTe yka3aHus 3a 6e3onacHOCT Aa ce B3eme oT [nasa 16.

\ PA3[EJ1 4: Mepku 3a nbpBa nomMmoLy,

4.1 OnucaHue Ha MepKUTe 3a NbpBa NOMOLY,
O6wu ykazaHusa: He ca Heobxoanmm cneumanty Mepku.
Cnep BauwBaHe: [MogaBaHe Ha YACT Bb3ayX, NpW onnakBaHus obpbliaHe KbM Jiekap.

Cnep KOHTAKT ¢ KoxaTta: He3abaBHO M3MmBaHe ¢ Boga u canyH u 00OWNHO n3nnakeaHe.
(npoabmKkeHne Ha cTp.2)
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(npoabmkeHue ot cTp.1)
Cne,q KOHTaKT C o4uTe:
M3nnakBaHe Ha ounte Nnpn OTBOPEHU Knenayn c Tevalla Boga B npoabJnKeHNEe Ha HAKOJTKO MUHYTU.
Cnep nornbuwade: Npy npoabrkasally ONnakBaHUS Aa ce KOHCynTMpa nekap.
4.2 Haﬁ-c‘bu.l,eCTBeHM OCTpPU U HacTbNnBalWu cneg M3BecTteH nepuoa oT Bpeme CUMNTOMU U
ecekTn
Hama HanuyHu Opyrn BaXxHn ceeeHus.
4.3 YKasaHue 3a HeoﬁXOAMMOCTI'a OT BCAKAaKBU HEOTNOXHUN MeONLMNHCKN TPUXN N cneynanHo
ne4vyeHue
Hama HanuyHm Opyrn BaxkxHn ceeeHus.

\ PA3EN 5: NMpoTuBonoxapHu MepKu

5.1 NoxxaporacuTtesnHu cpeacTsBa

Mopxoaswm racAwm cpencrea:

CbobpassiBaHe Ha MepKkuUTe 3a NoTyLlaBaHe Ha noXxapa C okonHata cpega.
5.2 Oco6eHn onacHOCTU, KOUTO NPOU3THYAT OT BELLECTBOTO UITU CMecTa
Hama HanuyHu apyrv BaXkHW CBEAEHMS.

5.3 CbBeTH 3a NoXKapHUKapuTe

CneumnanHu 3awmTHM cpepcTBa: He ca Heobxoanmu cneumnanin Mepku.

\ PA3[MEJ 6: Mepku npy aBapMnHO U3NyCKaHe

6.1 JlnuHn npegnasHu Mepku, NnpeanasHu cpeacTsa v npoueaypuv Npyu cnewHu cnyvyau

[a ce Hocu nNnYHO NpeanasHo obnekno

6.2 NMpeana3Hu mepku 3a onas3BaHe Ha OKonHata cpepa: He ca HeobxoaMmuy cneumanHm MepKu.
6.3 MeToau u matepuanu 3a orpaHuyaBaHe U noyncteaHe: MexaHn4yHoO cbbupaHe.

6.4 NMo3oBaBaHe Ha Apyru pasgenu

He ce ocBoboxgaBaTt onacHu BellecTBa.

3a nHgopmauusa 3a 6e30nacHOTO MaHMNynuMpaHe BUX rnaea 7.

3a nHdopmaumsa 3a nM4HUTE NpeanasHu cpeacTsa BuK rnasa 8.

3a nHgopmauusa 3a OTCTpaHABaAHETO BUX rnasa 13.

\ PA3ENN 7: PaboTta n cbxpaHeHue

7.1 NpeanasHn mepku 3a 6e3onacHa paboTta He ca HeEOOXo0AMMM CneumanHn MepKU.
YKa3aHuA 3a npeaoTBpaTABaHe Ha noXxap U ekcnnosuu: He ca Heob6xoaumm cneLmanHn MepKu.

7.2 YcnoBusA 3a 6e30nacHO CbXpaHsiBaHe, BKITIOYUTENHO HECbBMECTUMOCTHU
CbxpaHeHue:

M3nckBaHMA KbM CKNagoBUTE NOMELLEHUA U pe3epBoapuTe: Hsama cneuunanHim n3nckBaHus.
Yka3zaHusa npu obuo cbxpaHeHue: He e Heobxoaumo.

Opyrv paHHu OTHOCHO ycrnoBusiTa B cknagoBeTe: Hama.

7.3 CneundmyHa(n) kpanHa(m) ynorpeba(n) Hama HanmyHn opyrn BaXkHN CBEOEHMS.

\ PA3ENN 8: KoHTpon Ha eKcno3uuuATa/NnMYHU npeanasHyu cpeacTea

8.1 NMapameTpun Ha KOHTpoON

CbCcTaBHU YacTu CbC CBbpP3aHU ¢ paboTHMTEe MecTa, Nnoanexawm Ha crneaeHe rpaHUYHU
CTOMHOCTM:

MpoayKkTbT He CbAbpXKa peneBaHTHM KONUMYeCcTBa BellecTBa CbC CBbpP3aHu ¢ paboTHUTe MecTa

nognexatum Ha crnegeHe rpaHNYyHn CTOMHOCTH.
(npoabmkeHne Ha cTp.3)
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Tbproecko HaumeHoBaHue: VitaFast® Vitamin B6 Assay Medium

(NpoabmkeHue ot cTp.2)
,D,Oﬂ'anMTe.ﬂHVI YKa3aHuA: KaTto ocHoBa Cny>Xunxa BannaHuTe npu CbCTaBAHETO JIUCTU.

8.2 KoHTpon Ha eKkcno3nuusaTa

NMoaxoasiy MHXXeHepeH KOHTPOn Hama apyrv AaHHK, BMXK To4Yka 7.

JInyHm npeanasHu cpeactBa:

O6wWu npeanasHn U XUrMEHHU MepPKU:

Cnenpa ga ce cvbnogasaT obnyanHnTe NpegoxpaHnTenHA MEpPKN Npu pabota ¢ XumMuKanm.
IOuxartenHa 3awmTa: He e Heob6xoagMmo.

3awmTa Ha pbLueTe:

MaTepuanbT Ha pbkaBuuaTa TpsibBa g4a e HEMpPOMyCKNMB U YCTOMYMB cpelly npoaykra /
BELLECTBOTO / npenapara.

Mopagm nunca Ha TecToBe He Moxe Aa 6bae JageHa npenopbka 3a MaTepuarna Ha pbKaBuuuTe 3a
npoaykTta / npenapara / cMecTa OT XUMUKaru.

N36op Ha maTepumana 3a pbKaBuuu C Orfie Ha BpeMeHaTta 3a npobuBs, cTeneHTa Ha NPOHMKBaHE U
gerpagauvsTa.

MaTtepuan 3a pbkaBuLMU

N36opbT Ha nogxoasdula pbkaBuua 3aBUCKU He CaMO OT MaTepuwarna, a U OT APYrM Ka4yeCTBEHMU
XapakTepuUCTUKN M e pasfiMyeH Npu pasnuyHuTe npom3BoauTenun. TbW KaTo NPOAYKTbT
npeacTaBnsBa npenapaTt OT HAKOMKO BELLEeCTBa, yCTOMYMBOCTTA Ha MaTepuannTte 3a pbkaBuuu He e
npeaBvavMMa 1 nopaam Toea Tpsbea Aa 6bae npoBepsiBaHa npeau ynotpebarta um.

Bpeme 3a npoHUKBaHe Ha maTtepuana 3a pbkaBuuu

To4yHOTO BpeMe Ha NpobuvB creedBa Aa ce y3Hae OT NPOM3BOAMTENS Ha 3alUUTHU pbKaBuumM U Aa ce
cnasea.

3a npoAbXUTENeH KOHTAKT ca NnoAXoAslWM pbKkaBMLM, Npou3BefeHu OoT crnepgHuTte
MaTepuanu:

To4yHOTO BpeMe Ha NpobuB crieedBa Aa ce y3Hae OT NPOM3BOAMTENS Ha 3alUMTHU pbKaBuuM U Aa ce
cnasea.

KaTo 3awuTa cpelly NpbCKM ca NoaxoAsawM pbKaBuLU, Npou3BeAeHU OT cregHuTe
MaTepuanu:

To4yHOTO BpeMe Ha NpobuB crieedBa Aa ce y3Hae OT NPOM3BOAMTENS Ha 3alUMTHU pbKaBuuM U Aa ce
cnassa.

3awmTta Ha ouuTe: 3alUMTHM oumrna

\ PA3EJ 9: ®u3n4HM n XMMN4YHM CBOUCTBA

9.1 UHdopmaLss OTHOCHO OCHOBHUTE (hU3NYHMN U XMMUYHU CBOUCTBA

O6wWwu gaHHU

ArperaTtHoO cbCTOsIHUe TBbPAO

UBaT pasnuyHn

Mupwuc: XapakTepHo
paHuua Ha Mmupuca: He e onpepeneHo.
Touka Ha ToneHe/To4ka Ha 3aMpb3BaHe: He e onpeaeneHo
Touka Ha KuneHe u MHTEpBarn Ha KUNeHe: He e onpeaeneHo
3ananumocT (TBbPAO BewWwecTBO, ras): He e onpepeneHo.
[onHa v ropHa rpaHuua Ha eKCNNo3nBHOCT

OonHa: He e onpegeneHo.
FopHa: He e onpepeneHo.
Touka Ha Bb3nslaMeHsIBaHe: HEeMNpUNoOXmmMo
Temnepatypa Ha pasnaraHe: He e onpepeneHo.
pH-cTonHocT: HEeMNpUNoOXmMo
Bucko3surer:

KnHemaTtuyeH Buckosuter HENpUNoOXmmMo
AVNHaAMWUYEH: HEeNpUNoOXmmMo

(npoabmkeHne Ha cTp.4)
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PastBOopumocT

Bopa:

KoecmumneHT Ha pasnpegeneHume: n-okraHon/
BoAa:

HansraHe Ha napuTe:

MnbTHOCT /NN OTHOCUTENHA NABTHOCT
MnbTHOCT:

OTHOCUTEesNHa NN bTHOCT

MnbTHOCT Ha napuTe

XapaKTepuCcTUKKM Ha YacTuuuTe

9.2 ipyra uHdopmaumsa

BtHweH BuA:

®dopwma:

BaxHun paHHM 3a ona3BaHe Ha 34paBeTo U
OKOJIHaTa cpepa, KaKTo U 3a CUrypHOCTTa
TemnepaTtypa Ha camo3anarnBaHe:
Ekcnno3sneBHM cBOMCTBA:

CbAabpxaHMe Ha pasTBopuTen:
CbAabpxaHMe Ha TBbPAO BelecTBO:
NMpomsHa Ha CbCTOAAHMETO

CKOpOCT Ha usnapsiBaHe

MHdopmauma BbB Bpb3Ka C KnacoBeTe Ha
¢pn3amyHa onacHocT

Ekcnnosuem

3ananumu rasoBe

Aepo3zonu

Okcugupawm rasose

MasoBe nog HansiraHe

3ananuMmm Te4HOCTH

3ananumu TBbpAM BellecTBa
CamoakTuBMpalym ce BellecTBa U cMecu
MupodopHU Te4HOCTHN

MupodopHu TBHLPAU BewecTBa
CamoHarpsiBalum ce BellecTBa U cMecu
BewecTtBa n cmecu, oTAenAWM 3ananmmm
rasoBe Npu KOHTaKT ¢ BoAa

Okcuaupalum Te4HOCTHU

Okcuagupawm TBbpAUY BellecTBa

OpraHu4HM nepokcuaun

BewecTtBa nnu cmecu, KOPO3MBHU 3a MeTanu
[OeceHcOMNU3NpaHU eKCno3mBu

(npoabmkeHue ot cTp.3)

pasTBOPVMO

He e onpegeneHo.
HEMPUIOXMMO

He e onpegeneHo
He e onpegeneHo.
HEMPUIOXMMO
Bux Touka 3.

TBBPAO

MpooyKkTbT HE € camo3ananuu.
[MpoOyKkTbT HE € B3pMBOOMNAaCeH.

100,0 %

HENnpunoXxmmvo

oTnaga
oTnaga
oTnaga
oTnaga
oTnaga
oTnaga
oTnaga
oTnaga
oTnaga
oTnaga
oTnaga

oTnaga
oTnaga
oTnaga
oTnaga
oTnaga
oTnaga

\ PA3OEN 10: CtabunHOCT U peakTUBHOCT

10.1 PeakTMBHOCT HsAMa HannyHu apyru BaxHu
10.2 XuMu4yHa ctabumnHocrt

cBeaeHuns.

TepMuyHO pasnaraHe /ycnoBusi, KOUTO TpAGBa Aa ce N3dArear:

Hawma pasnaraHe npu n3nonasaHe no npegHasHavyeHue

10.3 B1b3MOXHOCT 3a onacHu peakuum He ca n3BecTHM onacHun peakuum.

10.4 YcnoBus, Kouto TpsibBa Aa ce n3bsareat Hama HanuyHu Apyru BaXKHW CBEAEHUS.
10.5 HecbBMmecTUMM MaTepuanu: Hama Hanu4yHu Apyry BaXXHU CBEOEHUS.

(npoabmkeHne Ha cTp.5)
BG
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(npoabmkeHue ot cTp.4)
10.6 OnacHu npoAyKTu Ha pa3nagaHe: He ca M3BECTHM onacHM NPOAYKTU Ha pasraraHeTo.

\ PA3OEN 11: TokcukonornyHa nHcpopmaums

11.1 UHdpopmaumsa 3a TOKCUKONMOrMYHUTE eheKTun
OcTpa TOKCUYHOCT
Bb3 ocHOBa Ha Hanu4HWUTE JaHHWU He ca U3MbIHEHU KpUTepunTe 3a knacuduumpaHe.

PeneBaHTHM 3a KaTteropusauusaTta ctonHoctu Ha LD/LC50 (netanHa po3a/nertanHa
KOHLeHTpaLus)

50-99-7 glucose

OpanHo LD50 25.800 mr/kr (rat)

Kopo3uBHoCT/Apa3HeHe Ha KoxaTa

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
Cepuno3HO yBpexaaHe Ha ounTe/gpasHeHe Ha ounTe

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
CeHcubMnM3auus Ha guxaTenHUTe NbTULLA UK KoXaTa

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduymnpaHe.
MyTareHHOCT Ha 3apOAVLLHUTE KIeTKU

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduymnpaHe.
KaHueporeHHOCT

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
PenpoaykTMBHa TOKCUYHOCT

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
CTOO (cneumduryHa TOKCUYHOCT 3a onpeaesieHn opraHu) - e4HOKpaTHa eKCno3nyums
B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
CTOO (cneumdmryHa TOKCUYHOCT 3a onpeAeryieHn opraHn) - NOBTapsLla ce eKCno3nyms
B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
OnacHocCT npu BAMLIBaHe

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduymnpaHe.

11.2 UHcbopmaumsa 3a Apyrn onacHoOCTH

CBowncTBa, HapyuwaBawiu (*)yHKLIMMTe Ha eHAOKPUHHaTa cucrtema
He e n3bpoeHo HUTO eaHO OT CbabpXKalluTe ce BellecTBa

\ PA3OENN 12: Ekonorn4yHa nHdopmaums

12.1 TokcuyHocT

AxkBaTU4YHa TOKCUYHOCT: HAMa HannyHW Apyru BaXKHN CBEAEHMS.

12.2 YcTOMUMBOCT M pa3rpagMMocT Hsiva HannyHu Apyr1 BaXXHU CBELAEHWS.
12.3 Bnoakymynupaiia cnocobHocT Hsima HanuyHu Apyru BaXKHW CBEAEHUS.
12.4 NMpeHocMocCT B noyBaTta HamMa Hanu4Hu Apyri BaXXHU CBEOEHUS.

12.5 PeaynTtatu ot oueHkata Ha PBT u vPvB

PBT: Henpunoxmmo

VvPVB: Henpunoxumo

12.6 CBoMcTBa, HapywaBawy (pyHKLMMTE Ha eHAOKPUHHATa cucTtema
MpoayKkTbT HE CbabpXKa BellecTBa CbC CBOMCTBA, paspyLlaBalln eHOOKPpUHHaTa cuctemMa.
12.7 Opyrv HeGnaronpuaTHu edhekTn

LOpyrn eKoNnornyHn yKkasaHusa:

O6wm ykasaHusa: B obwua cnyyari He 3acTpaluaBa BoauTe
BG
(npoabmkeHne Ha cTp.6)
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\ PA3ENN 13: OGe3BpexaaHe Ha oTnagbLUTe

13.1 MeToau 3a TpeTupaHe Ha oTnagbLMU
Mpenopbka: OTCcTpaHsABaHe B CbOTBETCTBUE C NpeanMcaHmsaTa Ha KOMNeTeHTHUTE Be4OMCTBA.

Heno4yncTteHn onakoBKu:

Mpenopbka: OTcTpaHsiBaHe B CbOTBETCTBUE C NPeANUCaHNATA Ha KOMNETEHTHUTE BEAOMCTBA.
MNpenopbyYBaHO NOYUCTBALLO CPEACTBO:

Boaa, eBeHTyanHo ¢ gobaska Ha NoYMCTBaLLM NpenapaTu.

PA3OEN 14: Uudopmauma OTHOCHO TPAHCMNOPTUPAHETO

14.1 Homep no cnucbka Ha OOH

ADR, ADN, IMDG, IATA oTnaga
14.2 ToyHo Ha HaMMeHOBaHue Ha npaTkaTta no cnucsbka Ha OOH
ADR, ADN, IMDG, IATA oTnaga

14.3 Knac(oBe) Ha onacHOCT npu TpaHCNopTupaHe
ADR, ADN, IMDG, IATA

Knac oTnaga
14.4 OnakoBBb4Ha rpyna

ADR, IMDG, IATA oTnaga
14.5 OnacHocTu 3a OKONnHaTa cpeaa:

Mopcku 3ambpeuTen: He

14.6 CneuunanHu npeanasHU MepKu 3a
noTpeburtenute HenpuNoXmmMo

14.7 TpaHcnopTupaHe B HafIMBHO CbCTOSIHME
cbrnacHo aHekc Il kbm MARPOL u Kopekca

IBC HenpUIoXMMo
TpaHcnopT / Apyru AaHHWU: He e onaceH maTepuan no ropHMTe Hapeaow.
UN "Model regulation™: oTtnaga

\ PA3OEN 15: UHopmauma oTHOCHO HOpMaTUBHaTa ypenba

15.1 CneuncpmyHm 3a BewecTBOTO UM CMecTa HOpMaTMBHa ypeaba/3zakoHopaTencTBo
OTHOCHO 6e3onacHOCTTa, 34paBeTo U OKONHaTa cpeaa

OupekTtuBa 2012/18/EC

MonmeHHO Nnoco4veHn onacHu BelwecTBa - MPUINTOXEHMUE |

He e n3bpoeHo HUTO egHO OT CbAabpPXKaLLUMTE Ce BELLECTBA

OupektuBa 2011/65/EC oTHOCHO orpaHM4YeHMeTO 3a ynotpebaTta Ha onpeaerieHn onacHu
BelecTBa B €IeKTPUUYECKOTO U eNeKTPOHHOTO obopyaBaHe - MpunoxeHue Il

He e n3bpoeHo HUTO egHO OT CbAbpPXKaLLUMTE Ce BELLECTBA

(npogbmkeHne Ha cTp.7)
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PEFMAMEHT (EC) 2019/1148

NpunoxeHue | - NIPEKYPCOPU HA B3PUBHW BEWECTBA nNoa OrPAHUYEHUE
(MakcumanHo gonycTumMa CTOMHOCT 3a LienuTe Ha U3gaBaHe Ha pa3peLleHus CbINacHo YneH
5, naparpad 3)

He e n3bpoeHo HNTO egHO OT CbAbpXKalLMTe ce BelecTBa

MpunoxeHwue Il - TPEKYPCOPU HA B3PMBHU BELLECTBA, NOANEXXALLUM HA OOKNAOBAHE
He e n3bpoeHo HNTO eqHO OT CbabpXKaLLMTE Ce BellecTBa

PernameHT (EO) Ne 273/2004 0THOCHO NpeKypcopuTe Ha HAPKOTUYHUTE BellecTBa

He e n3bpoeHo HUTO e4HO OT ChAbpXKallMTe ce BelecTBa

PernamenT (EO) 111/2005 3a onpeaensiHe Ha NpaBuiia 3a MOHUTOPUHI Ha TbProBUsiTa MexXxay
O6uwHoCcTTa U TPETU CTPaHM B 06nacTTa Ha NpekypcopuTte

He e n3bpoeHo HUTO e4HO OT CbAbpXaLLMTe Ce BelecTBa

HaumnoHanHm npeaonncaHua:

Knac Ha 3ambpcsaBaHe Ha BogaTa: [1o npuMHUuMN He 3acTpaluaBa BoauTe.
15.2 OueHka Ha 6e3onacHOCT Ha XUMUYHO BeLlecTBO NN CMec:
Xnmmnyecka 6€30MacHOCT 3a OLEHKa He € N3BbpLUEHa.

\ PA3OEN 16: Opyra nicgpopmauus

[laHHMTEe noumnBaT Ha HACTOALLOTO paBHULLE Ha NMO3HAHNATA HN, HO T€ HE npeacTaBnAaABaT rapaHuua
3a cBoWCTBaTa Ha npoaykra n He obocHoBaBaTt 00roBOpPHO NpaBOOTHOLUEHME.

M3paBallo nucTta ¢ gaHHM HanpaBneHue: QS 0049-6151-8102-0
MapTHbOp 3a KoHTakTU: QS 0049-6151-8102-0

MecTHU CBETOBHM HOMepa 3a CNeLlHU crny4vau:

Argentina Spanish Local (City) Buenos Aires Americas 54-1159839431
Australia English Local (City) Sydney Oceania 61-290372994

Austria German Local (City) Vienna Europe 43-13649237

Belgium French Local (City) Brussels Europe 32-28083237

Brazil Portuguese Local (City) Rio De Janeiro Americas 55-2139581449
Brazil Portuguese Local (City) Sao Paulo Americas 55-1143491359
Brazil - Toll Free Portuguese Toll free Mobile-Enabled Americas 0800 892 0479
Bulgaria Bulgarian Local (City) Plovdiv Europe 359-32570104

Cayman Islands English Local (National) Americas 345-749-8392

Chile Spanish Local (City) Santiago Americas 56 2 2581 4934

China Mandarin Local (National) Asia 4001-204937

Colombia Spanish Toll Free Americas 01800-710-2151

Costa Rica Spanish Local (National) Americas 506-40003869

Croatia Croatian Local (City) Zagreb Europe 385-17776920

Czech Republic Czech Local (City) Prague Europe 420-228880039
Denmark Danish Local (National) Europe 45-69918573

Dominican Republic Spanish Local (City) Santo Domingo Americas (829) 956-7588
El Salvador Spanish Local (City) San Salvador Americas 503 2136 7633
Estonia Estonian Local (National) Europe 372-6681294

Finland Finnish Local (City) Helsinki Europe 358-942419014

France French National Europe 33-975181407

Germany German Local (City) Frankfurt Europe 49-69643508409 0800-181-7059
Greece Greek Local (City) Athens Europe 30-2111768478

Grenada English Local (City) St George Americas 1 (473) 230-0165
Guinea French Americas 224 660 71 03 00

Hong Kong Toll Free Asia 800-968-793

Hungary Hungarian Local (City) Budapest Europe 36-18088425

Iceland Icelandic Local (City) Reykjavik Europe 354 539 0655

(npoabmkeHne Ha cTp.8)
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India Hindi, Bengali, English Asia 000-800-100-7141
Indonesia Indonesian Toll Free Asia 001-803-017-9114
Ireland English Local (City) Dublin Europe 353-19014670
Israel Hebrew Local (City) Tel Aviv Asia 972-37630639
Italy Italian Local (City) Milan Europe 39-0245557031 800-789-767
Japan Japanese Local (City) Tokyo Asia 81-345209637
Latvia Latvian Lettish Local (City) Riga Europe 371-66165504
Lithuania Lithuanian Local (City) Vilnius Europe 370-52140238
Luxembourg French and German Europe 352-20202416
Macedonia Macedonian Local (City) Skopje Europe 389 2 551 7456
Malaysia Malay Local (City) Kuala Lumpur Asia 60-39212579 41-800-815-308
Mexico Spanish Americas 01-800-681-9531
Netherlands Dutch Europe 31-858880596
New Zealand English Local (City) Auckland Oceania 64-98010034
Nigeria Hausa Local (City) Lagos Europe 234 1 227 8883
Panama Spanish Local (National) Americas 507-8322475
Peru Spanish Local (City) Lima Americas 51-17071295
Philippines Tagalog Local (City) Manila Asia 1-800-1-116-1020
Poland Polish Local (City) Warsaw Europe 48-223988029
Portugal Portuguese Local (National) Europe 351-308801773
Romania Romanian Local (National) Europe 40-37-6300026
Russia RussianToll Free Mobile-Enabled Asia 8-800-100-6346
Saudi Arabia Arabic and English CHEMTREC DID Only Asia 966-8111095861
Singapore English and Mandarin Asia 65-31581349 or 800-101-2201
Slovakia Slovak Local (City) Bratislava Europe 421-233057972
Slovenia Slovenian Local (City) Ljubljana Europe 38-618888016
South Africa English Toll Free Africa 0-800-983-611
South Korea Korean Toll Free Asia 003-0813-2549 and 080-822-1374
Spain Spanish Local (City) Barcelona Europe 34-931768545 and 900-868538
Sweden Swedish Local (City) Stockholm Europe 46-852503403
Switzerland German and French and Italian Zurich Europe 41-435082011
Taiwan Mandarin Local (City) Taipei Asia 886-2-7741-4207 and 00801-14-8954
Thailand Thai Toll Free Asia 01-800-13-203-9987
Trinidad and Tobago English Local (National) Americas 1-868-224-5716
Turkey Turkish Local (City) Istanbul Europe 90-212-7055340
Ukraine Ukrainian Europe 380-947101374
United Kingdom English Local (City) London Europe 44-870-8200418 and 44-2038073798
CbKpalweHUs1 U aKpOHUMMU:
RID: Réglement international concernant le transport des marchandises dangereuses par chemin de fer (Regulations
Concerning the International Transport of Dangerous Goods by Rail)
IATA-DGR: Dangerous Goods Regulations by the "International Air Transport Association" (IATA)
ICAO: International Civil Aviation Organisation
ICAO-TI: Technical Instructions by the "International Civil Aviation Organisation" (ICAO)
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
LC50: Lethal concentration, 50 percent
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic

vPVB: very Persistent and very Bioaccumulative
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PA3OEN 1: UpeHTdmKauma Ha BewwecTBoTo/cMecTa U Ha APYXKeCTBOTO/
npeanpusaTMeTo

1.1 UpeHTndpnkaTopmn Ha npoaykra
TbproBcko HaumeHoBaHue: VitaFast® Vitamin B6 HCI Standard

Homep Ha apTukyna: P1008S

CAS Ne:

65-23-6

EO Howmep:

200-603-0

1.2 NpeHTndcmumpaHm ynotpebm Ha BewecTBOTO UJIM CMeCTa, KOUTO ca OT 3HaYeHue u
ynoTtpeéu, KOoUTo He ce npenopbYBaT

HsimMa HanuuHu Opyru BaXXHuU CBeAeHUs.

MpunoxeHune Ha BewecTBOTO / Ha NpUroToBrieHneTo In vitro

1.3 MNogpo6HM gaHHM 3a focTaBYMKa HAa MH(POPMALMOHHUA NUCT 3a 6e30MacHOCT
MpousBoauTen/nocraBYumK:

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

[aBalio nHopmauua HanpaBneHue: e-mail: info@r-biopharm.de
1.4 TenecoHeH HOMep NpPU CreLUHN cry4vau:

CHEMTREC (worldwide): +1 703-741-5970 / 1-800-424-9300
CHEMTREC (Bulgaria): 359-32570104

Additional worldwide local emergency numbers refer to section 16.

| PA3QEN 2: Onucanme Ha onacHocTuTe

2.1 KnacudmumpaHe Ha BewecTBOTO U CMeCTa

Knacudmkaums B crotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008

BellecTBOTO He e KnacuguuupaHo cnopen pernaMmeHTa OTHOCHO KnacuduunpaHeTo, eTUKMpaHeTo
n onakoBaHeTo (CLP).

2.2 EnemeHTM Ha eTUKeTa

ETuketupaHe B chotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008 otnaga
MukTorpamm 3a onacHocCT oTnaga

CurHanHa ayma oTtnaga

MpepynpexaeHus 3a onacHOCT oTnaza

2.3 Apyrn onacHocTu

Pesyntatu ot oueHkata Ha PBT u vPvB

PBT: Henpunoxmmo

vPVB: Henpunoxumo

\ PA3OEN 3: CbcTaB/MHpopmauusa 3a cbCcTaBKUTe

3.1 Xumunyecka xapakrepuctuka: BewecTsa
CAS Ne Ha3BaHue

65-23-6 pyridoxine

NpeHTudmkaumoHeH/Hn/ Homep/a/

EO Howmep: 200-603-0

BG
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\ PA3EN 4: Mepku 3a nbpBa nomMoLy

4.1 OnucaHmne Ha MepKuTe 3a NbpBa NoMoLy,

O6wwm ykasaHuA: He ca HeobxoamMmm cneumanHy MepKu.

Cnean BauwiBaHe: [NogaBaHe Ha YMCT Bb3A4yX, MPU ONakBaHMs oOpbLuaHe KbM fekap.

Cnen KOHTaKT ¢ Koxarta: HesabaBHO M3aMUBaHe ¢ Boa M canyH U 0OUIHO nannakeaHe.

Cnea KOHTaKT C ounTe:

M3nnakBaHe Ha ounTe Npu OTBOPEHU Krenayum ¢ Tevalla Boaa B NPOABLIMKEHNE HA HAKONKO MUHYTH.

Cnea nornblaHe: MNpu npoabmkaBally ONnakBaHUsl fa ce KoOHCyNTMpa nekap.

4.2 Han-cbLiecTBEHM OCTPU M HacTbNBaWM crnej U3BeCTeH nepmon oT BpeMe CUMNTOMMU U
ecekTn

Hsima HanuuHu Apyrv BaxkHu CBeAeHUs.

4.3 Yka3zaHue 3a Heo6x0AMMOCTTa OT BCAKAKBU HEOTNOXHU MEeAULIMHCKMU FPUXMU U cneuuanHo
neyeHue

Hsima HanuuHu apyru BaxXHu CBeAeHUs.

| PA3[EN 5: NMpoTnBOnoXapH1 Mepku

5.1 NoxaporacutenHu cpeacTea

Mopxoaswm racAwm cpeacrea:

CwobpassiBaHe Ha MepKkuTe 3a NoTyLlaBaHe Ha noxapa C OKonHaTta cpega.
5.2 OcobeHn onacHOCTU, KOUTO NPOMU3TUYAT OT BELECTBOTO UM CMecTa
Hama HanuyHu gpyrv BakHW CBeAeHuS.

5.3 CbBeTU 3a NoXxXapHUKapuTe

CneumanHu 3aWwMTHU cpeacTea: He ca Heobxoanmu cneunantHn Mepku.

PA3ENN 6: Mepku npu aBapumnHO U3nycKaHe

6.1 JInuHm npeanasHu Mepkun, npeanasHu cpeacTea U npoueaypu Npu cnewHn cnyyam
[a ce Hocu nu4HO NpeanasHo obnekno

6.2 NpeanasHn mepku 3a onasBaHe Ha OKOJIHaTa cpeAaa:

[a He ce gonycka nonagaHeTo B KaHanM3aumaTa/MoOBbPXHOCTHY BOAW/MOAMNOYBEHN BOAM.
6.3 MeToau u matepuanu 3a orpaHuyaBaHe U noyncrteaHe: MexaHn4yHo cbbupaHe.

6.4 No3soBaBaHe Ha Apyru pasgenu

He ce ocBoboxaaBaTt onacHuM BeLLecTBa.

3a nHgpopmauua 3a 6e30nacHOTO MaHMNynupaHe BUX rnasa 7.

3a nHgpopmauua 3a NMYHUTE NpeanasHu cpeacTsa BuX rnasa 8.

3a nHopmaums 3a OTCTpaHABaAHETO BWX rnaea 13.

\ PA3OENN 7: PaboTa n cbxpaHeHue

7.1 NMpeana3Hu mepku 3a 6e3onacHa paboTta He ca Heobxoanmm cneumanty Mepku.
YKa3zaHuA 3a npefoTBpaTABaHe Ha Noxap v ekcnnosuun: He ca Heobxoanmu cneunanin Mepku.

7.2 YcnoBusa 3a 6e3onacHO cbxpaHsiBaHe, BKITIOYUTENHO HECbBMECTUMOCTHU
CbxpaHeHue:

M3uckBaHMA KbM CKNagoBUTe NOMELLEHUS U pe3epBoapuTe: Hsama cneumanHm u3nckBaHus.
YKasaHusa npu o6Lo cbxpaHeHue: He e Heobxoagmmo.

,D,per AaHHN OTHOCHO yCrnioBuATa B CKllagoBeTe: Hama.
(npogbmkeHne Ha cTp.3)
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7.3 CneundmnyHa(n) kparmHa(u) ynotpeba(u) Hama Hann4Hu gpyrn BakHU CBEOEHWS.

\ PA3ENN 8: KoHTpon Ha ekcno3uuuaTa/nMyYHu npeanasHyn cpeacTsBa

8.1 NapameTpu Ha KOHTpoON

CbCTaBHM HYacTu CbC CBLP3aHM ¢ paboTHUTE MecTa, noAasiexalm Ha criegeHe rpaHuYyHu
CTOMHOCTM:

Otnaga.

JonbnHUTEeNnHM ykasaHua: Kato ocHoBa crnyxuxa BannaHuTe npy CbCTaBAHETO JINCTU.

8.2 KoHTpon Ha eKkcno3nuusTa

MoaxoAasiy nHXeHepeH KOHTpon Hama apyrn AaHHK, BUX Todka 7.

JInuHm npeanasHu cpeacrtea:

O6wWwu npeaAnasHU U XUITMEHHU MepPKU:

Cnepga ga ce cvbnogasaT obuyanHnTe npegoxpaHUTenHU Mepkun npu pabota ¢ Xumukanu.
OuxatenHa 3awmTa: He e Heob6xoammo.

3awmTa Ha pbueTe:

MaTtepuansT Ha pbkaBuuaTa TpsabBa ga e HENPONyCKNUB U YyCTOWYMUB cpelly npoaykra /
BeLLecTBOTO / npenapara.

Mopaau nunca Ha TecToBe He MOXe Aa 6bJe AafeHa Npenopbka 3a MaTepuana Ha pbkaBuLuTe 3a
npoaykta / npenapara / cMecTa OT XUMUKarnMu.

N36op Ha maTepuana 3a pbkaBuLM C ornes Ha BpeMeHaTa 3a npobus, cTeneHTa Ha NPOHUKBaHE 1
JerpagauusTa.

MaTtepuan 3a pbkaBuLMn

N36opbT Ha noaxoasiwa pbkaBuua 3aBMCU HE CaMO OT MaTepuana, a u oT Apyru KayecTBeHu
XapakTEePUCTUKM U € pasnMyeH Npu pasnuyHnTe Npon3BoanTeNn.

Bpeme 3a npoHuKBaHe Ha maTtepuarna 3a pbkaBuuu

TouHOTO Bpeme Ha NnpobuB cneensa Aa ce y3Hae OT NPOU3BOAMTENS Ha 3alUTHU pbKaBuLM U Aa ce
cnassa.

3a npoAbIIXUTENIEH KOHTAKT ca noAxXxoAsluM pbKaBuLM, NPOU3BeAEHU OT crneagHuTe
MaTepuanu:

TouHOTO Bpeme Ha NnpobuB cneeasa Aa ce y3Hae OT NPOU3BOAMTENS Ha 3alUTHU pbKaBuLM U a ce
cnassa.

KaTo 3awmTa cpelly npbCKM ca noaxoAswm pbKaBuLW, NPpoOM3BeAEeHU OT crieaHuTe
MaTtepwuanu:

TouHOTO Bpeme Ha Nnpobus cneeasa Aa ce y3Hae OT NPOU3BOAMTENS Ha 3alUTHU PbKaBuULM U Aa ce
cnassa.

3awmTta Ha ouuTe: 3alMTHM oumrna

\ PA3OEN 9: ®U3M4YHM U XMMUYHU CBONCTBA

9.1 UHdopmaLss OTHOCHO OCHOBHUTE (hU3UYHU U XMUMUYHU CBOUCTBA

O6wu gaHHU

ArperaTHo cbCcTOsIHME TBbPAOO

Usar pasnuyHn

Mwupuc: XapakTepHo

paHuua Ha Mupuca: He e onpegeneHo.

Touka Ha ToneHe/To4YKa Ha 3aMpb3BaHe: He e onpegeneHo

Touka Ha KuneHe U HTepBasn Ha KuneHe: He e onpeeneHo
3ananumocT (TBBbPAO BeLLecTBO, ras): BeLwlecTBOTO HE e 3ananumo.
[onHa v ropHa rpaH1MLUa Ha eKCN03UBHOCT

DonHa: He e onpegeneHo.

(npogbmkeHne Ha cTp.4)
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MNopHa: He e onpegeneHo.
Touka Ha Bb3nnamMeHsiBaHe: HenpuNoXmmMo
Temnepatypa Ha pa3naraHe: He e onpegeneHo.
pH-cTonHoCT: HEeNpPUIOXNMo
Bucko3surerT:

KuHemaTtuueH BuckosuteT HenpuUNoXmmMo
OVUHaMUYeH: HenpuUNoOXmmMo
PastBOopumocT

Bopa: pasTBOPUMO

KoechmumeHT Ha pasnpegeneHume: n-okraHon/
BopAa:

HansraHe Ha napuTe:

MnbTHOCT U/MNN OTHOCUTESNHA NABTHOCT
MnbTHOCT:

OTHOCUTesNHa NN bTHOCT

He e onpegeneHo.
HEMPUIOXMMO

He e onpeeneHo
He e onpegeneHo.

MnbTHOCT Ha napuTe HenpuUNoOXmmMo
XapakTepucTUKM Ha YacTuuuTe Bwx Touka 3.
9.2 ipyra uHdopmaumsa

BtHweH BuA:

®dopma: TBBHPOO

BaxHu paHHM 3a ona3BaHe Ha 3QpaBeTo U
OKOJIHaTa cpepa, KaKTo U 3a CUrypHOCTTa
TemnepaTtypa Ha camo3anarnBaHe:
Ekcnno3snBHM cBOMUCTBA:

He e onpegeneHo.
[MpoOyKkTbT HE € B3pMBOOMNAaCeEH.

CbAabpxKaHUe Ha TBbPAO BellecTBO: 100,0 %
MonekynHa maca 169,18 r/mol
NMpomsiHa Ha cbCTOAHUETO

CKOpOCT Ha usnapsiBaHe HenpuUNoOXmmMo
UHdopmaumna BbB Bpb3Ka C KlacoBeTe Ha
¢pn3amyHa onacHocT

Ekcnnosusu oTnaga
3ananumu rasose oTnaga
Aepo3onu oTnaga
Okcuagupalum rasoBe oTnaga
Fa3oBe nop HansiraHe oTnaga
3ananuMmm Te4HOCTH oTnaga
3ananumu TBBLpPAM BelecTBa oTnaga
CamoakTuBMpalym ce BellecTBa U cMecu oTnaga
MupodopHU TeyHoCTU oTnaga
MupodopHu TBHLPAU BewecTBa oTnaga
CamoHarpsiBalum ce BelecTBa U cMecu oTnaga
BewecTBa u cmecu, oTAenAWM 3ananmmm

rasoBe Npu KOHTaKT ¢ BoAa oTnaga
Okcuaupalum Te4HOCTHU oTnaga
Okcugupawm TBbpAUY BellecTBa oTnaga
OpraHu4HM nepokcuaun oTnaga
BewecTtBa nnu cmecu, KOPOo3MBHU 3a MeTanu otnaga
LeceHCMOUNM3MpaHN eKCnno3nBu oTnaga

BG
(npogbmkeHne Ha cTp.5)
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\ PA3OEN 10: CtabunHOCT un peakTMBHOCT

10.1 PeakTMBHOCT HAMa HannyHW Apyrn BaKHU CBEAEHUS.

10.2 XuMu4yHa ctabunHocrt

TepMuyHO pasnaraHe /ycnoBusi, KOUTO TpsAGBa Aa ce N3dArear:

Hawma paanaraHe npu nanonasaHe no npegHasHavyeHue

10.3 Bb3MOXHOCT 3a onacHu peakuumu He ca n3BecTHM onacHu peakuum.

10.4 YcnoBus, Kouto TpsibBa Aa ce n3bsareat Hama HanuyHu Apyru BaXKHW CBEAEHUS.
10.5 HecbBMmecTUMM MaTepuanu: Hama Hanu4yHu Apyry BaXXHU CBeOEHUS.

10.6 OnacHu NpoAyKTU Ha pa3nagaHe: He ca n3BecTHM onacHU NpoayKTN Ha pasnaraHeTo.

\ PA3[MEJ 11: Tokcukonorm4yHa nHcopmaums

11.1 UHcpopmaumsna 3a TOKCUKONOrn4yHuTe echekTn
OcTpa TOKCUYHOCT
Bb3 ocHOBa Ha HanmM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.

PeneBaHTHM 3a KaTeropusauusaTa cTonHoctn Ha LD/LC50 (netanHa po3a/netanHa
KOHLIEeHTpaLuus)

65-23-6 pyridoxine

OpanHo LD50 4.000 mr/kr (rat)

Kopo3uBHocT/Apa3HeHe Ha KoXaTta

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
Cepuno3HO yBpexaaHe Ha ounte/apasHeHe Ha ouuTe

Bb3 ocHOBa Ha HanmM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
CeHcnbunusaumsa Ha guxaTtenHuTe NbTULLA UTN KOXaTa

Bb3 ocHOBa Ha HanM4yHUTE JaHHW HEe Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
MyTareHHOCT Ha 3apOOULUHUTE KIEeTKU

Bb3 ocHOBa Ha HanmM4yHUTE JaHHW HEe Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
KaHueporeHHOCT

Bb3 ocHOBa Ha HanmM4yHUTE JaHHW HEe Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
PenpoaykTuBHa TOKCUYHOCT

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
CTOO (cneuuduryHa TOKCUYHOCT 3a onpeaersieHn opraHu) - e4HOKpaTHa eKCno3nyus
Bb3 ocHOBa Ha HanmM4yHUTE JaHHW HEe Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
CTOO (cneumndmryHa TOKCUYHOCT 3a onpeaerieHM opraHu) - NOBTapsLla ce eKCno3nyus
Bb3 ocHOBa Ha HanmM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
OnacHocCT npu BAULIBaHe

Bb3 ocHOBa Ha HanmM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.

11.2 Uucbopmaumsa 3a apyrm onacHocTH

CBoMcTBa, HapywaBawy pyHKLMMTE Ha eHAOKPUHHATa cucTtema
BellecTBOTO He ce cbabpxa.

\ PA3[MEJ 12: Ekonorn4yHa nHcpopmauus

12.1 TokcuyHocT

AKBaTM4YHa TOKCUYHOCT: HAMa Hanu4Hu apyrv Ba>kHW CBeAEHMS.

12.2 YcToMumBOCT U pa3rpaguMocT Hsama HanuyHu apyru BaKHU CBEAEHUS.
12.3 Buoakymynupatia cnoco6HOCT HaAMa HannyHu Opyrn BaXKHU CBEOEHWS.

12.4 NMpeHocMocT B noyBaTta HaMa Hanu4Hu Apyri BaXkHW CBEOEHUS.
(npoabmkeHne Ha cTp.6)
BG



(}Q
rbiopharm® ( *

Ctpanuua: 6/9
UH¢opmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo 1907/2006/EO, YneH 31

faTa Ha oTnedvartBaHe: 16.08.2023 Howmep Ha BepcusaTa 4.0 npepaboTeHo Ha: 16.08.2023

Tbproecko HaumeHoBaHue: VitaFast® Vitamin B6 HCI Standard

(npoabmkeHue ot cTp.5)
12.5 Pe3yntaTtu oT oueHkata Ha PBT u vPvB
PBT: Henpunoxmmo
vPVB: Henpunoxumo
12.6 CBoucTBa, HapylwaBawm PyHKLUMMTE HA eHAOKPUHHATa cucTema
MpoOyKThT HE CbabpXKa BeLLeCTBa CbC CBONCTBA, pa3pyLuaBally eHOOKpMHHAaTa cuctema.
12.7 Opyrun HebnaronpuaTHu ecekTn
Opyr1 eKonorM4yHu yKkasaHus:
O6uwu ykasaHus:
Knac Ha 3ambpcsBaHe Ha Bogute 1 (cobcTBeHa knacmndukaums): crnabo sambpcsaBalLlo BoguTe
[a He ce gonycka nonagaHeTo HepaspegeHo, pecn. B NO-rofieMm Konn4ecTea B NOAMNOYBEHUTE
BOAM, BOOHW BacenHn unu kaHanmsaumsaTa.

\ PA3ENN 13: O6e3BpexaaHe Ha oTnagbLUTe

13.1 MeToau 3a TpeTupaHe Ha oTnagbLMU
Mpenopbka: OTCcTpaHsaBaHe B CbOTBETCTBUE C NpeanMcaHmsTa Ha KOMNeTeHTHUTE Be4OMCTBA.

HenouucTteHn onakoBKM:

Mpenopbka: OTcTpaHsBaHe B CbOTBETCTBME C NpeanucaHmsiTa Ha KOMNETEHTHUTE BEOOMCTBA.
MpenopbyYBaHO NOYUCTBALLO CPEACTBO:

Boaa, eBeHTyanHo ¢ gobaBka Ha NoYMCTBaLLM NpenapaTu.

\ PA3OEN 14: UHdopmauma OTHOCHO TPaHCMNOPTUPAHETO

14.1 Homep no cnucbka Ha OOH

ADR, ADN, IMDG, IATA oTnaga
14.2 ToyHo Ha HaMMeHOBaHUue Ha npaTkaTta no cnucsbka Ha OOH
ADR, ADN, IMDG, IATA oTnaga

14.3 Knac(oBe) Ha onacHOCT npu TpaHCNopTupaHe
ADR, ADN, IMDG, IATA

Knac oTnaga
14.4 OnakoBBb4Ha rpyna

ADR, IMDG, IATA oTnaga
14.5 OnacHocTu 3a OKONnHaTa cpeaa:

Mopcku 3ambpeuTen: He

14.6 CneuunanHu npeanasHU MepKu 3a
nortpeburtenute HenpuUNoOXmmMo

14.7 TpaHcnopTupaHe B HafIMBHO CbCTOSIHME
cbrnacHo aHekc Il kbm MARPOL u Kopekca

IBC HeNpUIoXMMo
TpaHcnopT / Apyru AaHHWU: He e onaceH maTepuan no ropH1MTe Hapeaow.
UN "Model regulation™: oTtnaga

BG
(npogbmkeHne Ha cTp.7)
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\ PA3OEN 15: UHopmauma oTHOCHO HOpMaTUBHaTa ypenba

15.1 CneuncpmyHm 3a BewecTBOTO UM CMecTa HOpMaTMBHa ypeaba/3akoHopaTencTrBo
OTHOCHO 6e3onacHOCTTa, 3ApaBeTo U OKONHaTa cpeaa

OupekTtuBa 2012/18/EC
MoumeHHO noco4veHu onacHu BewecTBa - TIPUNTOXKEHUE | BelwecTBoTO He ce cbabpxa.

OupektuBa 2011/65/EC oTHOCHO orpaHM4YeHUeTO 3a ynotpebaTta Ha onpeaerieHU onacHu
BelecTBa B €IeKTPUUYECKOTO U eNeKTPOHHOTO obopyaBaHe - MpunoxeHue Il

BelLiecTBOTO He Cce Cbhabpxa.

PEFMAMEHT (EC) 2019/1148

Mpunoxexnne | - NTPEKYPCOPU HA B3PUBHU BEWECTBA Noa4 OrPAHUYEHUE
(MakcumanHo gonycTuma CTOMHOCT 3a LieNMTe Ha u3gaBaHe Ha pa3pelleHUs CbINacHoO YneH
5, naparpad 3)

BellecTBOTO He ce cbabpxa.

MpunoxeHwue Il - NIPEKYPCOPU HA B3PMBHU BELLECTBA, NOANEXXALLUM HA OOKNAOBAHE
BelLiecTBOTO He Cce Cbabpxa.

PernameHT (EO) Ne 273/2004 0THOCHO NpeKypcopuTe Ha HAPKOTUYHUTE BellecTBa
BellecTBOTO He ce cbabpxa.

PernamenT (EO) 111/2005 3a onpeaensiHe Ha NpaBuiia 3a MOHUTOPUHI Ha TbProBUsiTa MexXxay
O6uwHoCcTTa U TPETU CTPaHU B 06nacTTa Ha NnpekypcopuTte

BelLiecTBOTO He Cce CbhabpxKa.

HaunoHanHm npeanncaHua:

Knac Ha 3ambpcsiBaHe Ha BogaTa:

Knac Ha 3ambpcsBaHe Ha BoguTe 1(cobcTBeHa knacmndmkaums): cnabo 3ambpcsaBallo BOAUTE.
15.2 OueHka Ha 6e30NacHOCT Ha XMMUYHO BeLLeCTBO UIMN CMeC:

Xnmmnyecka 6€30MacHOCT 3a OLEHKa He € U3BbpLUEHa.

\ PA3OEN 16: Opyra nicgpopmauus

[laHHMTEe noumnBaT Ha HACTOALLOTO paBHULLE Ha NMO3HAHNATA HN, HO T€ HE npeacTaBnAaABaT rapaHuua
3a cBoWCTBaTa Ha npoaykra n He obocHoBaBaTt 00roBOpPHO NpaBOOTHOLUEHME.

M3paBallo nucTta ¢ gaHHM HanpaBneHue: QS 0049-6151-8102-0
MapTHbOp 3a KoHTakTU: QS 0049-6151-8102-0

MecTHU CBETOBHM HOMepa 3a CNeLHU crny4vau:

Argentina Spanish Local (City) Buenos Aires Americas 54-1159839431
Australia English Local (City) Sydney Oceania 61-290372994

Austria German Local (City) Vienna Europe 43-13649237

Belgium French Local (City) Brussels Europe 32-28083237

Brazil Portuguese Local (City) Rio De Janeiro Americas 55-2139581449
Brazil Portuguese Local (City) Sao Paulo Americas 55-1143491359
Brazil - Toll Free Portuguese Toll free Mobile-Enabled Americas 0800 892 0479
Bulgaria Bulgarian Local (City) Plovdiv Europe 359-32570104

Cayman Islands English Local (National) Americas 345-749-8392

Chile Spanish Local (City) Santiago Americas 56 2 2581 4934

China Mandarin Local (National) Asia 4001-204937

Colombia Spanish Toll Free Americas 01800-710-2151

Costa Rica Spanish Local (National) Americas 506-40003869

Croatia Croatian Local (City) Zagreb Europe 385-17776920

Czech Republic Czech Local (City) Prague Europe 420-228880039
Denmark Danish Local (National) Europe 45-69918573

(npoabmkeHne Ha cTp.8)
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Dominican Republic Spanish Local (City) Santo Domingo Americas (829) 956-7588
El Salvador Spanish Local (City) San Salvador Americas 503 2136 7633
Estonia Estonian Local (National) Europe 372-6681294
Finland Finnish Local (City) Helsinki Europe 358-942419014
France French National Europe 33-975181407
Germany German Local (City) Frankfurt Europe 49-69643508409 0800-181-7059
Greece Greek Local (City) Athens Europe 30-2111768478
Grenada English Local (City) St George Americas 1 (473) 230-0165
Guinea French Americas 224 660 71 03 00
Hong Kong Toll Free Asia 800-968-793
Hungary Hungarian Local (City) Budapest Europe 36-18088425
Iceland Icelandic Local (City) Reykjavik Europe 354 539 0655
India Hindi, Bengali, English Asia 000-800-100-7141
Indonesia Indonesian Toll Free Asia 001-803-017-9114
Ireland English Local (City) Dublin Europe 353-19014670
Israel Hebrew Local (City) Tel Aviv Asia 972-37630639
Italy Italian Local (City) Milan Europe 39-0245557031 800-789-767
Japan Japanese Local (City) Tokyo Asia 81-345209637
Latvia Latvian Lettish Local (City) Riga Europe 371-66165504
Lithuania Lithuanian Local (City) Vilnius Europe 370-52140238
Luxembourg French and German Europe 352-20202416
Macedonia Macedonian Local (City) Skopje Europe 389 2 551 7456
Malaysia Malay Local (City) Kuala Lumpur Asia 60-39212579 41-800-815-308
Mexico Spanish Americas 01-800-681-9531
Netherlands Dutch Europe 31-858880596
New Zealand English Local (City) Auckland Oceania 64-98010034
Nigeria Hausa Local (City) Lagos Europe 234 1 227 8883
Panama Spanish Local (National) Americas 507-8322475
Peru Spanish Local (City) Lima Americas 51-17071295
Philippines Tagalog Local (City) Manila Asia 1-800-1-116-1020
Poland Polish Local (City) Warsaw Europe 48-223988029
Portugal Portuguese Local (National) Europe 351-308801773
Romania Romanian Local (National) Europe 40-37-6300026
Russia RussianToll Free Mobile-Enabled Asia 8-800-100-6346
Saudi Arabia Arabic and English CHEMTREC DID Only Asia 966-8111095861
Singapore English and Mandarin Asia 65-31581349 or 800-101-2201
Slovakia Slovak Local (City) Bratislava Europe 421-233057972
Slovenia Slovenian Local (City) Ljubljana Europe 38-618888016
South Africa English Toll Free Africa 0-800-983-611
South Korea Korean Toll Free Asia 003-0813-2549 and 080-822-1374
Spain Spanish Local (City) Barcelona Europe 34-931768545 and 900-868538
Sweden Swedish Local (City) Stockholm Europe 46-852503403
Switzerland German and French and Italian Zurich Europe 41-435082011
Taiwan Mandarin Local (City) Taipei Asia 886-2-7741-4207 and 00801-14-8954
Thailand Thai Toll Free Asia 01-800-13-203-9987
Trinidad and Tobago English Local (National) Americas 1-868-224-5716
Turkey Turkish Local (City) Istanbul Europe 90-212-7055340
Ukraine Ukrainian Europe 380-947101374
United Kingdom English Local (City) London Europe 44-870-8200418 and 44-2038073798
ChbKpalleHUs U aKpOHUMM:
RID: Réglement international concernant le transport des marchandises dangereuses par chemin de fer (Regulations
Concerning the International Transport of Dangerous Goods by Rail)
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances

(npoabmkeHne Ha cTp.9)
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CAS: Chemical Abstracts Service (division of the American Chemical Society)

LC50: Lethal concentration, 50 percent

LD50: Lethal dose, 50 percent

PBT: Persistent, Bioaccumulative and Toxic
vPVB: very Persistent and very Bioaccumulative
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