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Homep Ha BepcuaTa 7.0 (3amecTtBa Bepcus 6.0)

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

1.1 UpeHTndpnkaTopm Ha npoaykra
Tbproecko HaumeHoBaHue: RIDASCREEN® Substrate

Homep Ha apTtukyna: 3019V01, 3019V01-VK

1.2 NpeHTncmumpaHm ynotpebm Ha BewecTBOTO UJIM CMeCTa, KOUTO ca OT 3Ha4YeHue u
ynoTtpe6u, KOUTo He ce npenopbYBaT

Hsima HanuuHu Opyru BaxkHu CBeAeHUs.

MpunoxeHune Ha BewecTBOTO / Ha NpUroToBrieHneTo In vitro

1.3 MNoapo6HM gaHHM 3a focTaBYMKa HAa MH(POPMALMOHHMA NUCT 3a 6e30nacHOCT
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 CMeLLUHN 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[LEJ 2: OnucaHue Ha onacHocTUTe

2.1 KnacudmumpaHe Ha BewecTBOTO U CMeCTa
Knacudmkauus B crotBeTcTBUEe ¢ PernameHT (EO) Ne 1272/2008

GHSO07

Skin Irrit. 2 H315 MNpeansBuksa gpasHeHe Ha KoxaTa.
Eye Irrit. 2 H319 NpeanssnkBa ceprno3HO gpasHEHE Ha o4uTe.

2.2 EnemeHTM Ha eTUKeTa

ETukeTtupaHe B chotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008

lMpenapaTbT e KnacuuuupaH n eTuKkMpaH cnopen perfnaMmeHTa OTHOCHO knacuduuunpaHeTo,
€TuKMpaHeTo n onakoaHeTo (CLP).

Muktorpamum 3a onacHoct GHSO07

CwurHanHa gyma BHumaHve

MpenynpexaeHus 3a onacHOCT

H315 lMNMpeansBrkBa gpa3HeHe Ha KoxaTa.

H319 lNMpeansBrkBa CeprMoO3HO ApasHEHE Ha o4uTe.

Mpenopbku 3a 6e3onacHocT

P264 [a ce namue craparenHo cneg ynotpeba.
P280 M3non3eanTte npegnasHu pbkaBuuu/npeanasHyn ounna/npegnasHa macka 3a
nuue.

P305+P351+P338 NP KOHTAKT C OYMTE: npommnBaiTe BHMMATENHO C BOAa B MPOOAbIPKEHNE Ha
HSKONKO MUHYTU. CBaneTe KOHTaKTHUTE MneLun, ako uma TakmBa U JOKONKOTO
TOBa € Bb3MOXHO. NpoabmkeTe ¢ U3MNakBaHeTo.

P332+P313 Mpun nosiea Ha KOXHO gpasHeHe: MNMoTbpceTe MeQULIMHCKN CbBET/MOMOLL,.

P362+P364 CarneTe 3aMbpCceHOTO 06NIEKNO 1 ro u3nepeTe Npeam NoBTopHa yrnoTpeba.

P337+P313 Mpu npoobmKNTENHO ApasHeHe Ha ounTe: MNMoTbpceTe MeguUMHCKN CbBeT/
nomoLL,.

JonbnHUTENHU AaHHU:
EUH208 Cbabpxa cmec oT: 5-xnopo-2-metun-2H-n3otnason-3-oH [EC Ne 247-500-7] un 2-meTun-

2H-n3oTtnason-3-oH [EC Ne 220-239-6] (3:1). Moxe ga npeaussurka aneprmyHa peakumsi.
(npoabrmKkeHne Ha cTp.2)
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2.3 Apyrn onacHocTu
Pesyntatu ot oueHkata Ha PBT u vPvB
PBT: Henpunoxmmo
vPVB: Henpunoxumo

\ PA3OEN 3: CbcTaB/MHopmaumsa 3a cbecTtaBkUTe

3.2 Xumunuecka xapakrepuctuka: Cmecu
OnucaHue: CMmec: CbCTOsILLA Ce OT NOCOYEHUTE MO-A0NY BELLECTBA.

OnacHM cbCTaBHMU BelecTBa:

CAS: 616-45-5 2-pyrrolidone 10-<15%
EINECS: 210-483-1 <> Acute Tox. 4, H302; Skin Irrit. 2, H315; Eye Irrit. 2, H319
CAS: 872-50-4 N-mMeTun-2-nuponuMaoH 0,1-<0,3%

EINECS: 212-828-1 Repr. 1B, H360D
@ Skin Irrit. 2, H315; Eye Irrit. 2, H319; STOT SE 3, H335
cneunduryHa rpaHunLa Ha KOHLIeHTpaums:
STOT SE 3; H335: C 210 %

CAS: 55965-84-9  cmec oT: 5-xnopo-2-metnn-2H-n3otnason-3-oH [EC Ne 247-500- <0,1%
7] n 2-meTun-2H-u3otnason-3-oH [EC Ne 220-239-6] (3:1)
Acute Tox. 3, H301; Acute Tox. 2, H310; Acute Tox. 2, H330
Skin Corr. 1C, H314; Eye Dam. 1, H318
<& Aquatic Acute 1, H400 (M=100); Aquatic Chronic 1, H410
(M=100)

<> Skin Sens. 1A, H317

cneumdUYHM rpaHnLM Ha KOHLEHTpaLUS:
Skin Corr. 1C; H314: C= 0,6 %
Skin Irrit. 2; H315: 0,06 % < C < 0,6 %
Eye Dam. 1; H318: C 20,6 %
Eye Irrit. 2; H319: 0,06 % < C < 0,6 %
Skin Sens. 1A; H317: C 20,0015 %

SVHC
872-50-4 N-meTun-2-nuponMaoH

[JonbNHUTENHU yKa3aHus:
dopMynmMpoBKaTa Ha U3NOXeHUTe yka3aHus 3a 6besonacHOCT Aa ce B3eme oT [nasa 16.

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

4.1 OnucaHue Ha MepKUTe 3a NbpBa NOMOLY,

O6wwu ykazaHusa: 3aMbpceHOo C NpoayKTa obrekno Aa ce oTcTpaHsBa He3abaBHO

Cnepn BouwiBaHe:

Mpun 6e3cb3HaHMe NOCTaBsiHE U TpaHCNOPTUPaHe B CTAOUITHO CTPAHMYHO FIErHarno nosioXeHue.
Cnepn KOHTaKT ¢ KoxaTa: HesabaBHO M3MuMBaHe € Boga U canyH 1 OOMIMHO n3nfakeaHe.

Cnep KOHTaKT C oyuTe:

M3nnakBaHe Ha o4MTE NPU OTBOPEHM Krenadn ¢ Tevalla BoAa B NPOABITPKEHNE Ha HAKOMNKO MUHYTMU.
Mpu npoabmkaBaLLm OnnakBaHUS KOHCYNTMPaHe C Iiekap.

Cnep nornbuwade: Npy npoabrkaBally OnnakBaHUs Aa ce KOHCynTMpa nekap.

4.2 Han-cblecTBEeHM OCTPU M HacTbNBalWM crneg U3BeCcTeH nepuon oT BpeMe CUMNTOMMU U
ecekTn

Hama HanuyHu Opyrn BakxHn ceeeHus.
(npogbmkeHne Ha cTp.3)
BG
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4.3 YKasaHue 3a HeoﬁXOAMMOCTI'a OT BCAKAaKBU HEOTNOXHN MeONLMNHCKN TPUXKN N cneynanHo
nevyeHue
Hama HanuyHm Opyrn BakxHn ceeeHus.

\ PA3EN 5: NMpoTuBonoxapHu MepKu

5.1 NoxxaporacuTtenHu cpeacTsBa

Mopxoaswm racsAwm 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 NoXapHUKapuTe

CneumanHu 3awWwmTHM cpepcTBa: He ca Heobxoanmu cneumnanin Mepku.

\ PA3[MEJ1 6: Mepku npu aBapMnHO U3nycKaHe

6.1 JlnuHn npegnasHu Mepku, NpeanasHu cpeacTea v npoueaypuv Npy cnewHu cnyvyau
[a ce Hocu nnyHO NpeanasHo obnekno

6.2 NMpeana3Hn mepku 3a ona3BaHe Ha OKONHaTa cpeaa:

[a ce paspegu ¢ obunHO KONNMYECTBO BOAA.

[a He ce gonycka nonagaHeTo B KaHanM3auusTa/moBbpXHOCTHW BOAW/MOANOYBEHN BOOMN.
6.3 MeToau u matepuanu 3a orpaHuyaBaHe U NOYUCTBaHeE:

[a ce nonue c xurpockonmyeH matepman (MSACbK, KA3enryp, CBbp3BaLlo KNCENWUHW BELecTBO,
YHMBEPCAIHO CBbP3BaLLO BELLECTBO, JbPBEHN CTbProTUHN).

6.4 NMo3oBaBaHe Ha Apyru pasgenu

He ce ocBoboxgaBaTt onacHu BellecTBa.

3a nHgopmauusa 3a 6e30MacHOTO MaHMNynuMpaHe BUX rnaea 7.

3a nHopmaumsa 3a nMYHUTE NpeanasHu cpeacTsa BuK rnasa 8.

3a nHgopmauus 3a OTCTpaHABaAHETO BUX rnasa 13.

\ PA3ENN 7: PaboTta n cbxpaHeHue

7.1 NMpeana3Hu Mepku 3a 6e3onacHa paboTa

BHMMaTenHo oTBapsiHe Ha pe3epBoapuTe U MaHUMyNMpaHe.

Mpun HagnexHo M3non3BaHe He ca HeobXxoauMK cneLmanHu MepKu.

Yka3saHusa 3a npefoTBpaTABaHe Ha noxap v ekcnno3umn: He ca Heobxoanmu cneunanin Mepku.

7.2 YcnoBusa 3a 6e30nacHO CbXxpaHsiBaHe, BKITIOYUTENHO HECbBMECTUMOCTHU
CbxpaHeHue:
M3uckBaHMA KbM CKNagoBUTe NOMeLLeHUs U pesepBoapuTe: Hama cneumanHm 3anckBaHus.
Yka3saHusa npu obuo cbxpaHeHue: He e Heobxoanmo.
[Opyrn AaHHM OTHOCHO yCnoBuATa B cknagoBeTe: Pe3epBoapbT 4a Ce AbPXKU NTbTHO 3aTBOPEH.
7.3 CneundmyHa(n) kpanHa(m) ynorpeba(n) Hama HanmyHu Opyrn BaXXHW CBEOEHMS.
BG
(npoabmkeHne Ha cTp.4)
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\ PA3ENN 8: KoHTpon Ha ekcno3uuuaTa/nMyYHu npeanasHyu cpeacTsBa

8.1 NapameTpu Ha KOHTpON

CbCcTaBHU YacTu CbC CBbpP3aHU ¢ paboTHMTEe MecTa, Nnoanexalwm Ha creaeHe rpaHUuYHU
CTOMHOCTMU:

872-50-4 N-meTUn-2-NnMpOnNUAOH

'C TpaHnyHM cTomHocTM 15 min: 80 mr/m?, 20 ppm

"paHnyHM cTorHocTh 8 vaca: 40 mr/m?, 10 ppm
Koxa

JonbrHUTeNnHU YKa3aHuA: KaTo ocHoBa CnyXuxa sannaHuTe npu CbCTaBAHETO JIUCTU.

8.2 KoHTpon Ha eKkcno3nuusTa

Mopxoasw nHxeHepeH KOHTpon Hama apyrn aaHHn, BUX Tovka 7.
JInyHu npeanasHu cpepcrTBa:

O6wWwu npeAnasHU U XUITMEHHU MEepPKU:

[a ce obpXu ganey ot XpaHUTENHU NPOAYKTU, HANUTKK U coypaxn.
3ambpceHo, nponuTo obnekno ga ce cbbneye BegHara.

Mpean noumBKMTE U NPK NPUKMOYBaHe Ha paboTa pbLeTe Aa ce M3MMBAT.
[la ce n3bsarea gonmp ¢ o4nTe 1 KoXara.

OuxartenHa 3awumra: He e Heob6xoammo.

3awumTa Ha pbueTe:

3almMTHN pbKaBuLM

MaTtepuansT Ha pbkaBuuaTa TpsabBa Aa e HENPONyCcKNUB U YyCTOWYMUB cpelly npoaykra /
BeLLecTBOTO / npenapara.

N36op Ha maTepuana 3a pbkaBuLM C ornes Ha BpeMeHaTa 3a npobus, CcTeneHTa Ha NPoOHUKBaHE 1
JerpagauumsTa.

MaTtepuan 3a pbkaBuLMn

N36opbT Ha noaxoasiua pbkaBuua 3aBMCU HE CaMO OT MaTepuana, a u oT Apyru KayecTBeHu
XapakTepUCTUKN U e pasnumyeH Npu pasnuyHute npomsBoauTenun. Tbi KaTo NPOAYKTHT
npeacTasnsiBa npenapart OT HAKOMKO BELLeCcTBa, YCTOMYMBOCTTA HA MaTepmanuTe 3a pbkaBuLm He e
npeasvavMMa U nopaau Tosa Tpsabsa Aa 6bae npoBepsiBaHa npeau ynotpebarta um.

Bpeme 3a npoHuKBaHe Ha maTtepuarna 3a pbkaBuuu

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

3a npoAbNXUTENIeH KOHTAKT ca noAXxoAslM pbKaBuLM, NPOU3BeAeHU OT crnefgHuTe
MaTtepuanu:

HuTpunkay4yk

MpenopbuntenHa gebenunHa Ha matepuana: > 0,11 mm

CToMHOCT 3a NpoHMKBaHeTo: HMBO < 480

KaTo 3awmTa cpelly NpbCKM ca noaxoAswy pbKaBuLW, NPpOM3BeAEeHU OT creaHuTe
MaTepuanu:

HuTpunkayuyk

MpenopbuntenHa gebenunHa Ha matepuana: > 0,11 mm

CToMHOCT 3a NpoHMKBaHeTo: HMBO < 480

(npoabmkeHne Ha cTp.5)
BG
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3awmTa Ha ouunTe:

MnbTHO npunenBaLly 3allUTHN o4vnna

(npoabmkeHue ot cTp.4)

\ PA3OEN 9: ®3n4HM N XMMUYHM CBOMUCTBA

9.1 UHdopmaLss OTHOCHO OCHOBHUTE (hU3NYHUN U XMMUYHU CBOUCTBA

O6wu gaHHKU

ArperatHo cbCTOsIHME

UssaT

Mupwuc:

MpaHuua Ha mupuca:

Touka Ha ToneHe/To4ka Ha 3aMpb3BaHe:
Touka Ha KuneHe u MHTEpBarn Ha KUNeHe:

3ananumocT (TBbPAO BeLLeCcTBO, ras):
[onHa v ropHa rpaHuua Ha eKCNNno3nBHOCT
OdonHa:

MNopHa:

Touka Ha Bb3nJslaMeHsIBaHe:
TemnepaTtypa Ha camo3anarnBaHe:
TemnepaTtypa Ha pa3naraHe:
pH-cTonHocT npm 20 °C:

Buckosurer:

KnHemaTuyeH Buckosuter
AUHaAMWUYEH:

PastBopumocT

Bopa:

KoedwmumeHT Ha pasnpegeneHue: n-oktaHon/

BoAa:
Hansrane Ha napuTte npu 20 °C:

MNBbTHOCT M/MNKW OTHOCUTENHA NITLTHOCT
MnbTHOCT Npwm 20 °C:

OTHOCUTENHa NITbTHOCT

MnbTHOCT Ha napuTte

9.2 flpyra nHcpopmauus
BbHWeH BYA:
®Popwma:

BaxHu paHHM 3a ona3BaHe Ha 34paBeTo U

OKOJIHaTa cpefa, KaKTo U 3a CUTypHOCTTa
Temnepartypa Ha Bb3nfiaMeHsiBaHe:
Ekcnno3neBHM cBOMCTBA:

CbAbpkaHMe Ha pa3TBoOpUTeEn:
OpraHu4Hu pasTBOpUTENN:

Bopa:

CbAabpKaHMe Ha TBbPAO BeLlecTBO:

TEYHO

6esuBeTHO

XapakTepHo

He e onpegeneHo.

0°C

100 °C (7732-18-5 water, distilled, conductivity or
of similarpurity)

HENpPUIOXMMO

He e onpegeneHo.

He e onpegeneHo.

138 °C

MpooyKTbT HE € caMo3ananum.
He e onpegeneHo.

4,1-4,6

He e onpegeneHo.
He e onpegeneHo.

Hanb/IHO CMeCuMo

He e onpegeneHo.
23 ralla (7732-18-5 water, distilled, conductivity or
of similarpurity)

0,99972 r/cm?®
He e onpegeneHo.
He e onpegeneHo.

TEe4YHO

240 °C (616-45-5 2-pyrrolidone)
MpooyKTbLT He e B3pMBOOMACEH.

0,1 %
89,9 %
10,0 %

(npoabmkeHne Ha cTp.6)
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NMpomsiHa Ha cbCTOAAHUETO
CKOpOCT Ha usnapsiBaHe He e onpegeneHo.

UHdopmaumna BbB Bpb3Ka € KlacoBeTe Ha
¢pn3amyHa onacHocT

Ekcnnosusu oTnaga
3ananumu rasose oTnaga
Aeposonu oTnaga
Okcuagupalum rasoBe oTnaga
Fa3oBe nop HansiraHe oTnaga
3ananuMmm Te4HOCTH oTnaga
3ananumu TBbpPAM BelecTBa oTnaga
CamoakTuBMpalym ce BellecTBa U cMecu oTnaga
MupodcopHU TeyHoCTU oTnaga
MupodopHu TBHLPAU BewecTBa oTnaga
CamoHarpsiBalum ce BelecTBa 1 cMecu oTnaga
BewecTBa n cmecu, oTAenAwWM 3ananmmm

rasoBe Npu KOHTaKT ¢ BoAa oTnaga
Okcuaupalum Te4HOCTHU oTnaga
Okcugupawm TBbpAUY BellecTBa oTnaga
OpraHu4HM nepokcuaun oTnaga
BewecTtBa nnu cmecu, KOPO3MBHU 3a MeTanu otnaga
HeceHCMOUNM3MpaHN eKCnno3nBu oTnaga

\ PA3OEN 10: CtabunHOCT U peakTUBHOCT

10.1 PeakTMBHOCT HAMa HannyHW apyrn BaKHU CBEAEHUS.

10.2 XuMu4yHa ctabumnHocrt

TepMuyHoO pasnaraHe /ycnoBusi, KOUTO TpAGBa Aa ce N3dArear:

Hawma pasnaraHe npu nanonasaHe no npegHasHavyeHne

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

10.4 YcnoBus, Kouto TpsibBa Aa ce n3bsareat Hama HanuyHn Apyru BaXKHW CBEAEHUS.
10.5 HecbBMmecTUMM MaTepuanu: Hama Hanu4yHW Apyry BaXXHU CBeOEHUS.

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

\ PA3[MEJ 11: Tokcukonorm4yHa nHcpopmaums

11.1 UHcpopmaumsna 3a TOKCUKONOrn4yHuUTe echekTn
OcTpa TOKCUYHOCT
Bb3 ocHOBa Ha HanM4yHUTE JaHHW HEe Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.

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

616-45-5 2-pyrrolidone
OpanHo | LD50 328 mr/kr (rat)

Kopo3suBHocTt/apasHeHe Ha Koxara [peaunssukea gpasHeHe Ha Koxara.
Cepu1o3HO yBpexaaHe Ha ounTe/apasHeHe Ha ounTe

Mpean3BmKBa CEPMO3HO Apas3HEHE Ha ounTe.

CeHcubunuM3aumsa Ha guxaTenHuTe MbTULLA UK KOXaTa

Bb3 0CHOBa Ha HanMYHUTE JAaHHU He ca U3MbITHEHU KpuTepuuTe 3a KnacuduumpaHe.
(npoabrmkeHne Ha cTp.7)
BG
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MyTareHHOCT Ha 3apOAULUHUTE KIEeTKU
Bb3 ocHOBa Ha Hanu4HUTE JaHHWU He ca U3MbIHEHN KpUTepunTe 3a KnacuduumpaHe.
KaHueporeHHOCT
Bb3 ocHOBa Ha Hanu4HUTE JaHHWU He ca U3MbIHEHN KpUTepunTe 3a KnacuduumpaHe.
PenpoaykTuBHa TOKCUYHOCT
Bb3 ocHOBa Ha Hanu4HUTE JaHHWU He ca U3MbIHEHN KpUTepunTe 3a KnacuduumpaHe.
CTOO (cneuuduryHa TOKCUYHOCT 3a onpeaersieHn opraHu) - e4HOKpaTHa eKCno3nyus
Bb3 ocHOBa Ha Hanu4HUTE JaHHW He ca U3MbIHEHN KpUTepunTe 3a KnacuduumpaHe.
CTOO (cneuundmryHa TOKCUYHOCT 3a onpeaerieHM opraHu) - NOBTapsLla ce eKCno3nyus
Bb3 ocHOBa Ha Hanu4HWUTE JaHHW He ca U3MbIHEHN KpUTepunTe 3a KnacuduumpaHe.
OnacHocCT npu BAULIBaHe
Bb3 ocHOBa Ha Hanu4HUTE JaHHWU He ca U3MbIHEHN KpUTepunTe 3a knacuduumpaHe.
11.2 Uucbopmaumsa 3a apyrm onacHocTH

CeoiicTBa, HapylaBawm (OyHKLUUUTE Ha eHAOKPMHHaTa cucTemMa
He e n3bpoeHo HUTO eaHO OT CbhabpPXaLLMTE Ce BelecTa

\ PA3[EJ 12: Ekonorn4Ha nHcpopmauus

12.1 TokcuyHocT

AKBaTM4YHa TOKCUYHOCT: HAMa Hanu4Hu apyrv Ba>kHW CBeAEHMS.

12.2 YcToMumBOCT U pa3rpaguMocCT Hsama HanuyHu Apyru BaKHU CBEAEHUS.

12.3 Buoakymynupatia cnoco6HOCT HAmMa HannyHu Opyrn BaXKHU CBEOEHWS.

12.4 NMpeHocMocCT B noyBaTta HaMa Hanu4Hu Apyri BaxkHU CBEOEHUS.

12.5 Pe3ynTaTtu oT oueHkata Ha PBT u vPvB

PBT: Henpunoxmmo

vPVB: Henpunoxumo

12.6 CBoucTBa, HapylwaBawm (PyHKLUMMTE HA eHAOKPUHHATa cucTema

MpoOyKThT HE CbabpKa BELLeCTBa CbC CBONCTBA, pa3pyLuaBally eHOOKpMHHAaTa cuctema.
12.7 Opyrun HebnaronpuaTHu ecekTun

Opyr1 eKonorM4yHu yKkasaHus:

O6uwu ykasaHus:

Knac Ha 3ambpcsBaHe Ha Bogute 1 (cobcTBeHa knacmudukaums): crnabo 3ambpcsaBalLlo BoauTe
[a He ce gonycka nonagaHeTo Hepa3pegeHo, pecn. B NO-rofieMu Konn4ecTea B NOAMNOYBEHUTE
BOAM, BOOHW BacenHn unu kaHanmsaumsaTa.

\ PA3OENN 13: OGe3BpexaaHe Ha oTnagbLUTe

13.1 MeToau 3a TpeTupaHe Ha oTnagbLMU

MNMpenopbKa:

He 6uBa ga ce M3xBbpnga 3aedHo ¢ butoBute otnagbuu. fla He ce gonycka nonagaHe B
KaHanusauusaTa.

OTcTpaHaBaHe B CbOTBETCTBME C NpeanucaHuaTa Ha KOMNeTeHTHUTE BEAOMCTBA.

HenouyncTteHn onakoBKu:
Mpenopbka: OTcTpaHsiBaHe B CbOTBETCTBUE C NPeANUCAHNATA HA KOMNETEHTHUTE BEAOMCTBA.
MpenopbYBaHO NOYUCTBALLO CPEACTBO:
Boaa, eBeHTyanHo ¢ gobaeka Ha NoYMcTBaLLM nNpenapaTu.
BG
(npoabmkeHne Ha cTp.8)



-

Irbiopharm” | *

Ctpanuua: 8/11
UH¢opmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo 1907/2006/EO, YneH 31

JaTa Ha otnevartBaHe: 11.05.2022 npepabdoTteHo Ha: 20.12.2021
Homep Ha BepcuaTa 7.0 (3amecTtBa Bepcus 6.0)

Tbproecko HaumeHoBaHue: RIDASCREEN® Substrate

(npogbrmkeHune ot cTp.7)

\ PA3OEN 14: UHdopmaLma OTHOCHO TpaHCNOPTUPAHETO

14.1 Homep no cnucbka Ha OOH

ADR, ADN, IMDG, IATA oTnaga
14.2 To4yHO Ha HaMMeHOBaHWe Ha npaTkaTta no cnucbka Ha OOH
ADR, ADN, IMDG, IATA oTnaga

14.3 Knac(oBe) Ha onacHOCT Npu TpaHCNoOpTUpaHe
ADR, ADN, IMDG, IATA

Knac oTnaga
14.4 OnakoBbYHa rpyna

ADR, IMDG, IATA oTtnaga
14.5 OnacHoCTM 3a OKOJlHaTa cpepa:

Mopcku sambpeuTen: He

14.6 CneuunanHu npeanasHu MepKu 3a
notpedutenurte HEMNpUNoOXmMmMo

14.7 TpaHcnopTupaHe B HafIMBHO CbCTOSAHUE
cbrnacHo aHekc Il kbm MARPOL u Kogekca

IBC HEMNpUNoOXmMmMo
TpaHcnopT / Apyrv AaHHU: He e onaceH maTepuan no ropHuTe Hapeaobw.
UN "Model regulation™: oTnaga

\ PA3[MEJ 15: UHcpopmaumsa OTHOCHO HOpMaTUBHaTa ypeaba

15.1 CneuncmyHm 3a BewecTBOTO UM CMeCcTa HOpMaTMBHa ypeaba/zakoHopnaTencTBo
OTHOCHO 6e3onacHoOCTTa, 3A4paBeTo U OKONHaTa cpeaa

OupekTtusa 2012/18/EC

MonmeHHO Nnoco4yeHn onacHu BewecTtBa - MTPUNTOXEHUE |

He e n3bpoeHo HUTO eaHO OT CbabpXKalmMTe ce BewecTsa

PETMAMEHT (EO) Ne 1907/2006 MPUNOXEHWUE XVII Ycnosus Ha orpaHuyenue: 3, 71, 72

OupektnBa 2011/65/EC OTHOCHO OorpaHM4YeHMeTo 3a ynotpebarta Ha onpeferieHu onacHu
BeleCcTBa B eJIeKTPUYECKOTO U eNeKTPOHHOTO obopyaBaHe - MpunoxeHue Il

He e n3bpoeHo HUTO e4HO OT CbhAbpKalMTe ce BelecTBa

PEFNMAMEHT (EC) 2019/1148

NMpunoxeHue | - MPEKYPCOPU HA B3PUBHUW BELWLECTBA NOO OrPAHUYEHUE
(MakcumanHo gonycTtuma CTOMHOCT 3a LiefiuTe Ha usgaBaHe Ha pa3peLlleHUst CbracHo YneH
5, naparpad 3)

He e n3bpoeHo HUTO e4HO OT CbAbpXKaLLMTe ce BelecTBa

MpunoxeHue Il - NIPEKYPCOPU HA B3PMBHU BELLECTBA, NOANEXALLUM HA OOKNAOBAHE
He e n3bpoeHo HUTO e4HO OT CbhAbpKallMTe ce BelecTBa

PernamenT (EO) Ne 273/2004 oTHOCHO NpeKypcopuTe Ha HAPKOTUYHUTE BelecTBa

He e n3bpoeHo HUTO eaHO OT CbabpXKalluTe ce BeLlecTBa

(npoabmkeHne Ha cTp.9)
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PernameHT (EO) 111/2005 3a onpeAensiHe Ha NpaBusia 3a MOHUTOPUHTI HAa TbProBUsiTa MeXxay
O6wWHoOCTTa U TPETU CTPaHU B 0bnacTTa Ha NpeKypcopurte

He e n3bpoeHo HUTO efHO OT ChAbPXKAaLLUTE Ce BellecTsa

HaunoHanHm npeanuncaHus:

Knac Ha 3ambpcsiBaHe Ha Bopara:

Knac Ha 3ambpcaBaHe Ha BoauTe 1(cobcTBeHa knacudukaums): cnabo sambpcaBallo BOAMTE.
Opyrn pasnopenowu, orpaHnyeHusi u 3abpaHuTenHu pasnopenom

BewecTBa, npean3BMKBaLM cepuo3Ho 6e3noKoncTBo cbrinacHo REACH, uneH 57
872-50-4 N-meTun-2-nnuponvaoH

15.2 OueHka Ha 6e3onacHOCT Ha XUMUYHO BeLlecTBO U CMec:
Xnmmnyecka 6€30MacHOCT 3a OLEHKa He € N3BbpLUEHa.

\ PA3OEN 16: Opyra nucgpopmauus

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

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

MecTHM CBETOBHM HOMepa 3a CMELIHU cly4au:

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

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

(npoabmxeHue Ha cTp.10)
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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
[arta Ha npeguwHa Bepcua: 22.02.2021
Homep Ha npeauwHaTta Bepcua : 6.0
C'praI.IJ,eHMﬂ N aKpOHNMMU:
RID: Réglement international concernant le transport des marchandises dangereuses par chemin de fer (Regulations
Concerning the International Transport of Dangerous Goods by Rail)
ICAQO: International Civil Aviation Organisation
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
SVHC: Substances of Very High Concern
vPVB: very Persistent and very Bioaccumulative
Acute Tox. 3: OcTpa TokcnyHocT — Kateropusi 3
Acute Tox. 4: OcTpa TokcuyHocT — Kateropus 4
Acute Tox. 2: OcTpa TokcuyHocT — KaTteropus 2
Skin Corr. 1C: Kopo3ausi/gpasHeHe Ha koxaTa — Kateropusa 1C
Skin Irrit. 2: Kopoausi/gpasHeHe Ha koxaTta — KaTteropus 2
Eye Dam. 1: Cepno3sHo yBpexaaHe/apasHeHe Ha ounTe — KaTteropus 1
Eye Irrit. 2: Cepuo3sHo yBpexaaHe/gpasHeHe Ha ounTe — KaTteropus 2
(npoabmxeHue Ha cTp.11)
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Skin Sens. 1A: KoxHa ceHcubunmsaums — Kateropus 1A
Repr. 1B: TokcuyHoCT 3a penpoaykumaTa — Kateropus 1B
STOT SE 3: CneumndmryHa TOKCUYHOCT 3a onpeferneHy opraHn (egHoKpaTHa ekcrnoauums) — Kateropus 3
Aquatic Acute 1: OnacHo 3a BogHaTa cpefa - 0cTpa onacHOCT 3a BogHaTa cpeaa — Kateropus 1
Aquatic Chronic 1: OnacHo 3a BogHaTa cpefa - AbNrocpoYHa onacHocCT 3a BogHaTa cpeaa — Kateropus 1

* laHHWU, NPOMEHEHU CNpPsAMO NpeauLLHaTa Bepcus.
BG



