MHdopmaumoHeH nuct 3a 6eszonacHocT (UJ1B)

Cnopea PETMAMEHT (EC) 2020/878 HA KOMUCUATA
MEDISEPT MEDISEPT - Wipes for hands and surface disinfection
Emuncusa: 28.8.2019 1. nposepka: 4.8.2025 r. Bepcus: 3 (3ameHs 2)
PA3OEN 1: MOEHTUOUNKALUMA HA BELWLECTBOTO/CMECTA N HA OPYXECTBOTO/MPEAMPUATUETO
1.1 WUpeHntndmkatopn Ha npopaykra : MEDISEPT - Wipes for hands and surface disinfection
Opyru cpeacTBa 3a uaeHTUdMKaums:
UFIl: HWH5-70SJ-100W-46QS
1.2 UpeHTudmumpaHn ynotpe6u Ha BellecTBOTO MU CMecTa, KOUTO ca OT 3HayeHue, U ynoTpebu, KouTo He ce
npenopbyBart:
Mopxopsawm ynotpebu (MoTtpebutencka ynotpeba): [leavHdekTaHT
HenpenopbuntenHu ynotpebu: Besika ynotpeba, HeyTouHeHa B TO3u nogpasaen wnum B nogpasgen 7.3
1.3 Moppo6HM AaHHM 3a AocTaBYMKa Ha MH(OPMALMOHHUS NIUCT 32 6e3onacHoCT :
MEDISEPT Sp. z o.0.
ul. Ludwika Spiessa 4
20-270 Lublin - lubelskie - Polska
Ten.: +48 81 53522 76
p.brewczak@medisept.pl
https://medisept.pl/
1.4  TenecdoHeH HOMep MpMU ChELWHW Cry4vau :

PASOEI 2: ONMMCAHVNE HA ONACHOCTUTE

21

KnacuduumpaHe Ha BelecTBOTO UMM CMecTa:
PernameHT Ne 1272/2008 (CLP):
Knacudukaumsita Ha TO3u NpoaykT e HanpaBeHa no cunarta Ha PernameHT Ne 1272/2008 (CLP).

Eye Irrit. 2: Bb3naneHve Ha ouute, kateropusi 2, H319
Flam. Lig. 3: 3ananumu Te4yHocTu, kateropus 3, H226
STOT SE 3: CneuucuryHa TOKCUYHOCT NPEAM3BMKBALLA CHHIIMBOCT M BUEHE Ha CBAT, eAHOKpaTHa ekcrno3uums, kateropus 3, H336

EnemeHTUTE Ha eTuKeTa:
PernameHT Ne 1272/2008 (CLP):

BHumaHue

%

MNpepynpexaeHus 3a onacHoCT:

Eye Irrit. 2: H319 - MNMpeaunsBunkea ceprmo3HO Apa3HeHe Ha oyuTe.
Flam. Lig. 3: H226 - 3ananumu Te4HOCT 1 napw.
STOT SE 3: H336 - Moxe Aa npefamnsBrka CbHMBOCT UM CBETOBBLPTEX.

Mpenoptbku 3a 6e3onacHoCT:

P210: [la ce nasu oT TONNMHa, HaropeLLeHn NOBBbPXHOCTU, UCKPU, OTKPUT NaMbk, U APYrM U3TOYHULIM Ha 3anansaHe.
TroTioHONYLLEHETO 3abpaHeHo.

P305+P351+P338: NP KOHTAKT C O4UTE: npoMuBainTe BHUMATENHO C BOAA B NPOABLIDKEHWE Ha HSAKOMNKO MUHYTU. CBaneTe
KOHTaKTHUTE MeLLu, ako MMa TakviBa 1 JOKOMKOTO TOBA € Bb3MOXHO. [1poabrkeTe C U3nnakBaHeTo.

P337+P313: MNpwu npogbmknTenHo apasHeHe Ha ounte: MNorbpcete MeguUMHCKN CbBET/MOMOLL,.

P403+P233: la ce cbxpaHsiBa Ha fobpe NpoBeTpMBO MACTO. CbAbT Aa Ce CbXpaHsBa NbTHO 3aTBOPEH.

P501: CbabpxaHneTo/cCbabT Aa Ce U3XBbPM B CbOTBETCTBUE C pa3nopendute OTHOCHO OMacHUTE OTnaabLUy U ONakKoBKUTE U
oTnagbLMTE OT OMaKOBKM.

Opyru onacHocTu:

MpoaykTLT He oTroBaps Ha kpuTepunte 3a PBT/VPVB
MpoayKTbT HE OTroBapsi Ha KPUTEPUUTE Nopaau HEroBUTE pa3spyLuaBally eHOOKPUMHHaTa cucTeMa CBOWCTBA.
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3.2

PA3EN 3: CbCTAB/MH®OPMALMA 3A CbCTABKUTE

BewecTBa:

MpeneBaHTHO

Cwmecu:

Xumunyecko onucanue: BopgHa cmec Ha 6a3aTa Ha ankoxomnu, NOBbPXHOCTHO aKTMBHM BellecTsa, napgiomm
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NHdopmaumoHeH nucT 3a 6esonacHocT (UI1B)

Cnopen PETMAMEHT (EC) 2020/878 HA KOMUCUATA
MEDISEPT MEDISEPT - Wipes for hands and surface disinfection

Emuncusa: 28.8.2019 1. nposepka: 4.8.2025 r. Bepcus: 3 (3ameHs 2)

PA3OEN 3: CbCTAB/MH®OPMALIMA 3A CbCTABKUTE (mpogbinkeHue)

EnemeHTu:

B cvoTtBetcTBME C Mpunoxenue |l Ha Pernament (EO) N © 1907/2006 (Touka 3), NpoayKTbT CbAbpXKa:

WpeHTtndmkauma XUMUYHO HaumeHoBaHwue / knacudukaums KoHueHTpauus
CAS:  67-63-0 nponax-2-on‘” ATP CLP0O
EC: 200-661-7
. 117-00- 50 - <75 %

g‘g/e_\)éH: 8?11 1;4(?7258—25— PernameHT 1272/2008 | Eye Irrit. 2: H319; Flam. Liq. 2: H225; STOT SE 3: H336 - OnacHo @@

XXXX
CAS:  18472-51-0 Chlorhexidine digluconate™ CamMocTosTenHo knacuduumpan
EC: 242-354-0 <19
Index: W o
IQEZ)E)H: 0'?—2:?2?31?5068-22- PernameHT 1272/2008 | Aquatic Acute 1: H400; Aquatic Chronic 1: H410; Eye Dam. 1: H318 - OnacHo @

XXXX

™ BeulecTBo, NpeacTaBnsBaLLo ONacHOCT 3a 34paBeTo UK OKoTHaTa Ccpeaa B CbOTBETCTBUE C KpUTepuuTe, ycTaHoBeHn B PernamenT (EC) Ne 2020/878

3a noBeye MHOPMaLMs OTHOCHO CTEMEHTa Ha OMACHOCT Ha BellecTBaTa KoHcynTupante pasgeny 11, 12 n 16.
AOMbIIHUTENHa uHdopmaums:

WpeHTtndukaums M-cbaktop

Chlorhexidine digluconate Octbp 10
CAS: 18472-51-0 EC: 242-354-0 XpoHWYeH 1

PASJEI 4: MEPK/X 3A MbPBA MOMO

41 OnucaHne Ha MepKWTe 3a MbpBa NOMOLL:

CvmMmnToMuTE KaTo pe3ynTaT Ha oTpaBAHE MOraT Aa ce NoABaT cre eKCno3nunaTta, Taka vye B cnyqaﬁ Ha CbMHEHMe, NPsSKo usnaraHe
Ha XUMWUYECKUA NPOAYKT UNnn npoabrknutTeneH ,EI,VICKOM(pOpT Aa ce NOTbpCKU Nekapcka NomMoLL, nokassamnkm VIH(bOpMaLIVIOHHI/IFI JINCT 3a
6e3onacHocCT 3a To3u NPOAYKT.

Mpwu BanwIBaHe:

[la ce n3Bene 3acerHaTvisi OT MSICTOTO Ha €KCno3uuusi, Aa My ce nodaje YMCT Bb3ayX M Aa ce nogabpxa B NMokow. Mpu Texku
cryyau, kaTo HanpuMmep cnupaHe Ha CbpAeyHoAMXaTenHaTa AenHOCT, Aa ce NpunaxaTt TEXHWUKM 3a U3KYCTBEHO AullaHe (BAULWBaHe
ycTa B ycTa, CbpAeYEH Macax, nogaBaHe Ha KUCIOPOA U Ap.), M3UCKBaNkn He3abaBHa MeaMLUMHCKa MOMOLL.

anI KOHTAaKT C KoXXaTa:

ToBa e NpoAYKT, KOWTO He CbAbpXKa BeLlecTBa, KJ'IaCVICbVILIMpaHM KaTo onacHU Npu KOHTaKT C KoXaTta, obaue, B cnyqa|7| Ha KOHTaKT ce
npenopbYBa NOYNUCTBAHE Ha 3acerHartaTta 4acT C Te4alla Boaa U HeyTparieH canyH.

Mpwu KOHTaKT ¢ ouuTe:

M3nnakHeTe ounte 06UNHO ¢ Tonna Boaa Har-manko 15 MuHyTU. He no3BonsiBaiiTe 3acerHaToTo nuue Aa Tpue Unm 3aTBOpu ounTe
cu. AKO 3acerHaToTo nuue M3non3Ba KOHTAKTHY feLum, Te TpsabBa Aa 6baaT cBaneHu, OCBEH ako He ca 3anenHanu 3a ounTe, Tbii
KaTo TOBa MOXe Aa NPUYNHU OONBITHUTENHU LWETU. BbB BCUYkM cny4au, crieq no4YncTBaHe, Oa ce KOHCyNnTupa nekap Bb3MOXHO Han-
61bp30 ¢ MHdopmaumoHHus nucT 3a 6esonacHocT (UI1B) Ha npoaykTa.

Ypes nornblyjaHe / acnupauus:
Mpu nornbLiaHe, He3abaBHO NOTbpCceTe nekapcka nomoly, npeacraseTe UITB 3a To3n NpoaykT.

4.2 Hait-cbliecTBeHU OCTPUM U HacTbNBalWM crief M3BecTeH nepuofd OT BpemMe CUMMTOMU U edeKTu:
OcTpute 1 3abaBeHN CTpaHNYHM eddeKTH ca NocodeHn B naparpadm 2 u 11.

4.3  YkasaHue 3a HeOGXOAUMOCTTA OT BCSIKAKBM HEOTNOXHU MEAMLMHCKM FPUXM U CreuunarnHo reyeHue :

MpeneBaHTHO

PA3MEN 5: NMPOTUBOIMNOXAPHN MEPKN

5.1 MoxaporacutenHu cpeacrtsa:

MNoaxopaswwmM noxaporacutTenHu cpeacTaa:

Moxaporacuten c nsiHa (AB), Moxaporacuten cbe cyx xumudecku npax (ABC), Moxaporacuten ¢ BbrnepogeH avokeug (BC)
Henopaxopswm noxaporacutenHu cpeacrea:

BopgHa ctpys

5.2 Oco6GeHn onacHOCTU, KOUTO npous3TnyaT OT BeweCcTBOTO UMM CMecCTa:
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NHdopmaumoHeH nucT 3a 6esonacHocT (UI1B)

Cnopea PEMMAMEHT (EC) 2020/878 HA KOMUCUATA
MEDISEPT - Wipes for hands and surface disinfection
Emuncusa: 28.8.2019 1. nposepka: 4.8.2025 r. Bepcus: 3 (3ameHs 2)

PASOEN 5: MTPOTUBOINOXAPHU MEPKW (npoabmxeHune)
B pesynTaT Ha nsrapsiHe Unu TepMuYeH pasnag ce OTAeNAT PeakTUBHU CbeAUHEHNS, KOMTO MoraT Aa 6bAaT CUIHO TOKCUYHM,
crepgoBaTenHo Morat ga AoBeAaT A0 CEPUO3HM PUCKOBE 3a 3[4paBeTo.

5.3 CbBeTU 3a NnoXapHUKapuTe:
B 3aBMCHMOCT OT CTeneHTa Ha noxapa MoXe [a Ce HanoXu Aa M3non3BaTe LsSNoCTHO 3almUTHO 0BneKkno 1 NMyeH KucnopogeH
komnnekT. Tpsabea Aa MMa OCUrypeHn MUHMMaNHN CbOopbXeHUs n obopyABaHe 3a cneLuHn cryvav (orHeynopHu ogesina, NpeHocummn
KOMMIEKTW 3a MbpBa NoMoLL,...) B cboTBeTcTBME € Aupektvea 89/654/ENO.
[JonbnHuTenHu pasnopenou:
[encTBaliTe B CbOTBETCTBME C BbTpeluHnsa aBapueH nnaH n uHdopmaumoHHUTe Tabna 3a AeicTBUe B Criydai Ha aBapusi Unu apyru
cnewwHu crnyyan. OTCTpaHeTe BCUYKM Bb3NNameHmu n3touHnum. Mpn noxap oxnageTe KOHTeHepuTe 1 pesepsoapuTe 3a
CbXpaHeHue Ha NPoAYKTU NOAATNMBM Ha rOpeHe, eKCrno3us B CreACTBUE Ha BUCOKa Temnepatypa. M3bsareaiite pasnneaHeTo Ha
NpOAYKTW, N3NON3BaHWN 3a raceHe Ha noxap BbB BOAHA cpeda.

PASLEJ 6: MEPK/ TP ABAPUNHO W3IMYCKAHE

6.1 JIn4yHnM npeanasHu Mepku, npeanasHU cpeacTBa M npouenypu MpU ChewwHU crnyvau:
3a nepcoHan, KOWUTO He OTroBaps 3a CNeLHKW cryvau:
M3onupanTe TevoBeTe, ako TOBa He NMpeAcTaBnsBa AOMbIHUTENEH PUCK 3a XopaTa, KOUTOo M3BbpLUBAT 3adavaTa. EBakynpainte
paiioHa 1 naseTe OHe3un, KOUTO HAMAT NpeAnasHu cpeacTsa. [pyn NoTeHUManeH KOHTaKT ¢ pasneTus NpPoaykT, TpsibBa Aa nonasare
NMYHUTE CU NpeanasHu cpedcTsa (BuwxkTe Pasgen 8). MNpeam Bcuyko npegoTepaTteTe pasnpocTpaHEHWETO Ha BeLLecTBa, KOUTo Morat
[a ce Bb3NNaMeHsT Npy KOHTaKT ¢ Bb3AyXa, Hanpumep npe3 BeHTunaumsita unu npu ynotpebaTa Ha MHEPTM3MpaLLy areHTu.
YHULOXETE BCUYKM Bb3NIaMeHNMU U3TOYHMLN. [TpemaxHeTe enekTpocTaTUYHNA 3apaf, KaTto CBbPXKETe BCUYKN NPOBOAHU
NOBBPXHOCTM, KbAETO MOXe Aa ce obpasyBa CTaTU4YHO ENEKTPUYECTBO 1 M1 3a3emeTe.
3a nuuara, OTrOBOPHM 3a CNELHW cryvau:
HoceHe Ha 3awwmTHM cpeacTea. HesawmTtenn nuua Aa He ce gonyckat. Buwxre Pasgen 8.

6.2 MNpeana3Hn Mepku 3a ona3BaHe Ha OKONHaTa cpepga:
MpenopbunTenHo e Aa ce n3barea M3XBLPNSHETO Ha NPOAYKTa U HeroBaTa OrakoBKa B OKONHaTa cpeja.

6.3 MeTtoamn u matepuanu 3a orpaHuMyaBaHe WU MNMOYMCTBaHe:
MpenopbunTenHo e:
MpenoTBpaTeTe HAaBNM3aHETO Ha NPOAYKTA B kKaHaNU3auusTa, B APEHaXW 1N BOAHW kaHanu. lonuiite pasnuea ¢ NSCbK nUnm
nHepTeH abcopbeHT 1 ro NnpemecTeTe Ha 6e3onacHo msicto. [la He ce abcopbupa B AbPBEHN CTBPrOTUHW UK APYTY 3ananumm
abcopbeHTn. CbbepeTe npoayKTa B NOAXOASALLM KOHTEAHEPU 1 ro yNpaBnsBanTe B CbOTBETCTBME C AeNCTBALLOTO 3aKOHOAATENCTBO.
Pa3nueu BbB BOAMTE UM MOPETO:
Manku pasnusu:
OrpaHuyeTe pasnuBa Ype3 6apuepu unu gpyro nogobHo obopyasaHe. ManonsesarnTte noaxoasiim abcopbeHTn 3a cbbupaHe n
obe3BpexaaHe Ha OTnaabLUUTE B CbOTBETCTBUE C akTyanHute pasnopenou.
lonemu pasnusu:
AKO e Bb3MOXHO, OrpaH/uyeTe pas3nuea B OTBOPEHO BOAHO NPOCTPaHCTBO Ype3 Bapmepwn nnm apyro nogobHo obopyasaHe. Ako ToBa
He e Bb3MOXHO, OnuTaiTe ja KoHTponvparte pa3npocTpaHeHeTo My U cbbepeTe npoaykTa Ype3 noaxoasiuy MexaHu4YHU CpeacTBa.
BuvHaru ce koHcynTvpariTe CbC cneumanucTu, Npeav Aa u3nonasaTe gucneprupaiiy CpeacTsa, U ce yBepeTe, Ye cTe nonyymnm
HeobxoanMUTe paspelleHns, ako Lwe nsnonssare Takmea. Obe3spexaante oTnagbLUMTE B CbOTBETCTBUE C akTyanHuTe pasnopenow.

6.4 Mo3oBaBaHe Ha Apyru pasgenu:
BwxTe pasgenu 8 n 13.

PA3OEN 7: PABOTA U CbXPAHEHWE

71

MpeanasHn mepku 3a GesonacHa pa6ota:
A.- TMpennasHu mepku

[leficTBaiTe B CbOTBETCTBME CbC 3aKOHOAATENICTBOTO MO OTHOLLUEHVE NPEBEHLMSITA HA MPOU3BOACTBEHU PUCKOBE. [pbxkKTe
KOHTelHepuTe XepMeTUYHO 3aTBopeHn. OTcTpaHeTe pasnuBUTE M ocTaTbuuTe No GesonacHu HauvHu (Pasgen 6). sbsreaiite
TeyoBe OT KoHTelHepuTe. MoaabpxaliTe pef v YMCTOTa TaM, KbAETO Ce M3MON3BaT OnacH! NPOAYKTY.

B.- TexHuuecku Npenopbku 3a NpefoTBpaTaBaHe Ha NoXapu U eKcrnnosvm

- Mpoabmxasa Ha cneagallarta cTpaHuua -
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@ MEDISEPT

Emucusa: 28.8.2019 .

WHdopmaLmoHeH nucT 3a 6esonacHocT (UJ1B)
Criopen PETTIAMEHT (EC) 2020/878 HA KOMUCUATA

MEDISEPT - Wipes for hands and surface disinfection

nposepka: 4.8.2025 r. Bepcus: 3 (3ameHs 2)

7.2

7.3

TpaHcnopTupariTe B o6pe NPOBETPEeHU TOBapHW CPeACcTBa, 3a NPeaAnoYnTaHe C NoKanHo BEHTUMALMOHHO U3BexXaaHe.
KoHTponupavite HambnHO Bb3NMaMEHUMUTE N3TOYHMLM (MOBWNHM TenedOoHK, UCKPM,...) U NPOBETPSIBATE MO BPEME Ha YNCTEHE.
WN3b6sireaiiTe onacHUTe ra3oBe B KOHTEMHEPUTE, KaTo KbAETO € Bb3MOXHO, Npunarante MHepTM3mpaLuy CUCTEMN.
TpaHcnopTupaiTe Npu H1UCKa CKOPOCT, 3a Aa u3berHeTe cb3gaBaHETO Ha enekTpocTaTnyeH 3apsa. Cpelly cb3gaBaHeTo Ha
eneKkTpocTaTNYeH 3apsf: ocuUrypete paBHONOTEHLMANHN BPb3KW, BUHArK 3asemsBanTe, He paboTeTe C Apexu, KOMTO CbabpXaT
akpwn, NpenopbLYNTENHO € ja HoCUTe NamyyHK Apexu 1 nposoammmn obysku. N3bsreante nynsepusmpaHe. CbobpassBaiTe ce ¢
OCHOBHUTE M3UCKBaHWA 3a He3onacHoCT 3a obopyaBaHe u cuctemu, onpegeneHo B upektusa 2014/34/EC (ATEX 100) u c
MWHMManHUTE M3NCKBAHUSA 3a Ona3BaHe CUrypHOCTTa U 34PaBeTO Ha CYXUTENUTE CNopes, KpuTepunTe, onucanu B Jupektuea
1999/92/ENO (ATEX 137). BuxTe Pasnen 10 3a ycnosusita u matepuanute, kouto TpsibBa aa ce usbsreart.

C.- TexHU4ecKM NpenopbKY 3a NpeaoTBPaTSBaHE HA EPrOHOMUYHN U TOKCUKOIOTMYHI PUCKOBE

He sxTe n He NuinTe No Bpeme Ha pa60Ta, Cneg pa60Ta C npoaykra u3MuBanTe pbLeTe CU C NOAXOASL, NoYMCTBALL, NpenaparT.

D.- TexHnyecku npenopbky 3a NpegoTepaTsiBaHe Ha PUCKOBETE 3a OKorHaTa cpeaa

MpenopbunTenHo e Aa umate abcopbupall, MaTepuan B HernocpeacTeeHa 6IM3ocT Ao npoaykTa (BuxkTe T. 6.3)

YcnoBusi 3a 6e3onacHo CbXpaHsABaHe, BKNHO4YUTeNHO HeCbBMEeCTUMOCTU:

A.- CbBET OTHOCHO CneLndUYHN N3UCKBAHUS 3a CbXpaHsiBaHe

MUHUMarnHa Temnepartypa: 5 °C

MakcumarnHa
Temneparypa:

MakcumMmarHo Bpeme:

25°C

36 Meceua

B.- YcnoBus 3a 6e3onacHo CbXpaHaBaHe

M3b6sareaiTe M3TOYHMUM Ha TONMWHA, pagnauusi, CTaTUYHO eNEeKTPUYECTBO M KOHTaKT C XpaHu. 3a noBeve nHopmauums, BUXTE T.

10.5

CneundmyHa(n) kpamnHa(u) ynorpeba(u):

C u3kntoyeHne Ha onucaHuTe WHCTPYKUUN, HE € Heobxogumo aa ce peanunsnpa HMKakBa cneymanHa npenopbka No OTHOLWEeHNE Ha

ynotpebarta Ha TO31 NMPOAYKT.

8.1

KoHTponHu napameTtpu:

BelecTBa, 4umnTo OrpaHmyeHnst Ha npodecnoHanHa ekcnosvunsa Tpsbea aga 6baaT HabnogasaHu B paboTHaTa cpeaa:

HAPE[BA Ne 13 OT 30 AEKEMBPW 2003 I'. 3A 3AWWMTA HA PABOTELLUNTE OT PUCKOBE, CBBP3AHW C EKCNO3NLNA HA
(MocnepHa mogndvkaums OB. 6p.47 ot 4 FOHM 2021r.):

WpeHTtndukaums MpeaenHo JonycTMMM KOHLIEHTpaLWm B OKonHaTa cpefa
nponax-2-on 8 yaca 980 mg/m?
CAS: 67-63-0 EC: 200-661-7 15 MUHYTK 1225 mg/m?®

DNEL (Pa6oTHuum):

KpaTKoTpaiHa ekcrno3uums

AbMroTpanHa ekcnosunums

Wnentudpmkauma cucTemeH nokaneH cucTemeH nokaneH
nponax-2-on npes ycrata WpenesaHTHO MpenesaHTHO MpenesaHTHO MpenesaHTHO
CAS: 67-63-0 KOXHa WpeneBaHTHO WpeneBaHTHO 888 mg/kg WpeneBaHTHO
EC: 200-661-7 WHxanaunoHeH 1000 mg/m? VMpeneBaHTHO 500 mg/m? VpeneBaHTHO
Chlorhexidine digluconate npes ycrata WpeneBaHTHO WpeneBaHTHO WpeneBaHTHO WpeneBaHTHO
CAS: 18472-51-0 KOXHa VpeneBaHTHO MpeneBaHTHO 5 mg/kg VpeneBaHTHO
EC: 242-354-0 WHxanaunoHeH WpeneBaHTHO VMpeneBaHTHO 0,42 mg/m?* VpeneBaHTHO

DNEL (HaceneHnue):

KpaTKoTpaiHa ekcrno3uums

AbMroTpanHa ekcnosunums

neHtudmkaums cucTeMeH nokaneH cucTeMeH nokaneH
nponax-2-on npes ycrarta 51 mg/kg MpeneBaHTHO 26 mg/kg WpeneBaHTHO
CAS: 67-63-0 KOXHa WpeneBaHTHO VMpeneBaHTHO 319 mg/kg WpeneBaHTHO
EC: 200-661-7 WHxanaunoHeH 178 mg/m? VMpeneBaHTHO 114 mg/m? WpeneBaHTHO

- MpoabmkaBa Ha cnepBalyarta cTpaHuua -
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@ MEDISEPT

Emucusa: 28.8.2019 .

WHdopmaLmoHeH nucT 3a 6esonacHocT (UJ1B)

Cnopea PEMMAMEHT (EC) 2020/878 HA KOMUCUATA

MEDISEPT - Wipes for hands and surface disinfection

nposepka: 4.8.2025 r.

Bepcus: 3 (3ameHs 2)

8.2

KpaTKoTparHa ekcrosnumst ObIroTpanHa ekcrnosnums
neHTudmkaums cuctemeH nokaneH cuctemeH nokarneH
Chlorhexidine digluconate npes ycrata 2 mg/kg WpeneBaHTHO 0,03 mg/kg WpeneBaHTHO
CAS: 18472-51-0 KOXHa 5 mg/kg VpeneBaHTHO 3 mg/kg WpeneBaHTHO
EC: 242-354-0 WHxanaunoHeH VpeneBaHTHO WpeneBaHTHO 0,1 mg/m? WpeneBaHTHO
PNEC:
WpeHTtndukaumns
nponax-2-on STP 2251 mg/L cnapgka Boga 140,9 mg/L
CAS: 67-63-0 nog 28 mg/kg coneHa Boga 140,9 mg/L
EC: 200-661-7 nepvognyeH 140,9 mg/L yTaiika (cnagka Boga) 552 mg/kg
npes ycrata 0,16 g/kg yTaiika (coneHa Boaa) 552 mg/kg
Chlorhexidine digluconate STP 0,25 mg/L crnagka Boga 0,002 mg/L
CAS: 18472-51-0 noa 5,26 mg/kg coneHa Boga 0 mg/L
EC: 242-354-0 nepvioanyeH 0,002 mg/L yTaiika (cnagka Boga) 0,433 mg/kg
npes ycrarta WpeneBaHTHO yTalika (coneHa Boaa) 0,043 mg/kg

KoHTpon Ha ekcnosuuusiTa:

A.- V|H,EI,I/IBVI,ClyaJ'IHI/1 MepKM 3a 3alnTa, KaTto Hanpumep NU4YHN npeagnasHn cpeacrtea

KaTto npegnasHa msipka e NnpenopbYMTenHO Aa U3non3sarte OCHOBHW NTMYHW NPeAna3Hu cpeacTsa, 03HaveHn ¢ mapkuposka "CE" B
cvoTtBetcTBue ¢ PEIMTTAMEHT (EC) 2016/425. 3a noBeye nHdopmauus 3a NMYHUTE NpeanasHn CpeacTsa (CbXxpaHeHue,
ynoTpeba, nouvcTBaHe, NoaapbXKa, 3alUUTeH Knac,...) BWKTe nHdopmauvoHHaTa bpoluypa, npeaocTaBeHa OT NPOV3BOANUTENS.

3a gonbnHuTenHa nHdopmauus BuxTe T. 7.1.

B.- 3awumra Ha aMxaTenHute mbTulia

AKO HanM4yHUTE YCIoBUSA Ha TPyA U/Mnn Mepkn 3a 6e30nacHOCT He NO3BOSISABAT KOHLEHTpaUMUATa Ha NpoAdyKTa BbB Bb3ayxa Aa
6bae Noa rpaHnLMUTE Ha eKCno3nums (ako MMa Takuea) UNu Ha NPUEMINBY HMBA (AKO He CbLLECTBYBAT rpaHuLy Ha eKCrosvums),
Tpa6Ba Oa ce U3nonasa NoaxoasLlo obopyaBaHe 3a AvxaTernHa sawmTa, M3bpaHo oT KBanuduumpaH cneuyanmct.

C.- CneuunduyHa 3awmta Ha pbLeTe
MpeneBaHTHO

D.- 3awuTa Ha ounTe N NULUEeTo

MPEAYNPEANTENHN MHAMBARYanKa saumTHa EtukeTupaHe Hopmun CEN Ha6niogexus
nuKTOrpamm ekunupoBka
T ———— [a ce nouncTBaT exeaHEBHO 1 Aa ce Ae3nHdekTupat
oﬁ LCKBAHe /anm EN 166:2002 NepuoANYHO B CbOTBETCTBUE C UHCTPYKLMUTE Ha
zTXBb SIS EN ISO 4007:2018 npouasoauTtens. MNpenopbynTenHO e Aa ce
SagmxuTenta P CAT II M3MNon3BaT B Crlyyal Ha ONacHOCT OT ONPBbCKBAHUS.
3awmTa Ha nuueTo
E.- 3awwura Ha TAnoTo
NPEAYNPEANTENHN MHAMBARYanHa saumTHa EtukeTupaHe Hopmun CEN Ha6niogexus
nuKTorpamm eKnnMpoBka
3ameHeTe npwv BCeku Npu3Hak Ha yBpexaaHe. 3a
NPOABLIMKUTENHN EKCMO3WLIMM Ha NPoAYKTa 3a
npodecnoHanHu/MHaycTpuanHim notpebutenu ce
PaGotHo o6nexro npenopwysa CE I, B cboTeeTcTBME € HOpMmaTuBu EN
CAT I 1SO 6529:2013, EN ISO 6530:2005, EN ISO
. 13688:2013, EN 464:1994

F.- JonbnHuTEenHn mepkm

I'Ipenopqua Cce fa ce BbBeae AONMbITHUTENTHO aBapVIIZHO oﬁopy}:lBaHe Ha paﬁOTHVITe MecCTa, KOMTO ca 0CODEHO M3MNOXEHN Ha
npoaykra unu B cutyaunun, npm KOUTO OLEHKUTE Ha pUCKa noaveptaBaT HeobxoauMocCTTa OT TakoBa oGopy,u,BaHe.

CneluHa mMsipka

Hopmu

CreluHa msipka

Hopmu

AsapvieH ayw

ANSI Z358-1
1SO 3864-1:2011, ISO 3864-4:2011

o4ynte

CTaHumu 3a n3mvBaHe Ha

DIN 12 899
I1SO 3864-1:2011, ISO 3864-4:2011

KOHTPOH Ha eKcno3uuusTa Ha OKOoJIHaTa cpeaa:

B cboTBETCTBME CBHC 3aKOHOAATENCTBOTO 3a ONa3BaHe Ha OKOMHaTa cpeAa ce npernopbyBa Aa n3bsArsare pasnuBaHe B OKONHaTa
cpefa KakTo Ha NpoAyKTa, Taka 1 Ha HeroBusi KOHTENHep. 3a noBeye MHdopmaums, BuxrTe T. 7.1.1

- I'Ipo,ubn)KaBa Ha cnejpauliaTta cTpaHuua -
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@ MEDISEPT

MHdopmaumoHeH nuct 3a 6eszonacHocT (UJ1B)

Cnopen PEIMAMEHT (EC) 2020/878 HA KOMUCUATA

MEDISEPT - Wipes for hands and surface disinfection

Emuncusa: 28.8.2019 1. nposepka: 4.8.2025 r. Bepcus: 3 (3ameHs 2)

PASJEJ 8: KOHTPOJT HA EKCMNO3NUUNATAMNYHN MPEAMA3HN CPEOCTBA (npoabmkeHune)

Netnueu OpraHn4yHu CbeauHeHus:

CwrnacHo dupektua 2010/75/EU, T031 NpoAyKT UMa CrieqHUTe XapakTepUCTUKN:

J10C (OocTaBka): 60,04 TernoBeH NpoueHT
KoHueHTpauusi Ha JTOC B 20 °C: 531,39 kg/m® (531,39 g/L)

CpenHo BbInepogHo Yncno: 3,01

CpegHo MOneKynHo Terno: 60,16 g/mol

9.1

PA3LOEN 9: ®U3NYHN N XMMUYH/ CBOWCTBA

MHCbOpMaLIMﬂ OTHOCHO OCHOBHMUTE dJVI3VI“IHVI M XMMMUYHM CBOWMCTBA :

3a MbrHa MHMOPMaLMS BUXTE TEXHNYECKUSA (VL Ha NMPOAyKTa.

BbHweH BuA:

dusnyecko cecTosiHue npm 20 °C:
BbHLUEH BUA!

LiBaT:

MUpUC:

paHuua Ha mupuca:

JNletnuBocT:

TOYKa Ha KMMNEeHe/MHTepBan Ha KUMeHe:
HansraHe Ha napuTte 20 °C:
HansiraHe Ha napuTte 50 °C:
ckopocT Ha usnapseaHe 20 °C:
OnucaHue Ha NpoAyKTa:
nnbTHOCT 20 °C:

oTHocuTenHa nmbTHOCT 20 °C:
OvHamuueH BuckosnTeT npu 20 °C:
KnHemaTnyen BuckosuteT Ha 20 °C:
KuHemaTnyeH BuckosuteT Ha 40 °C:
KOHLIeHTpauus:

pH:

NAbTHOCT Ha napute 20 °C:

KoerVILlI/IeHT Ha pasnpeaeneHue: n-okTaHon/soaa:

PastBopumocT BbB Bofa npu 20 °C:
pa3TBOpPUMOCT(M):

Temnepatypa Ha pasnajaHe:

Touka Ha ToNeHe/ToYKa Ha 3aMpb3BaHeE:
3ananumocrt:

Touka Ha Bb3nnaMeHsiBaHe:
3ananumocT (TBbPAO BELLECTBO, ras):
Temnepatypa Ha camosanasnsaHe:
[onHa rpaHuLa Ha 3ananumMocT:
['opHa rpaHu1ua Ha 3ananMmocT:
XapaKkTepuCcTUKM Ha YacTuuuTe:
MeamnaHeH ekBUBanNeHTEH AMamMeTbp:

Opyra uHdopmauus:

TeuyHoCT
TeuHOCT, UMMperHnpaHa B TBbpA HOCUTEnN

|:| bano

XapaktepeH

*

MpenesaHTHO

89°C
3218 Pa
16559,09 Pa (16,56 kPa)

*

WpenesaHTHO

880 - 890 kg/m?
0,868

1 mPa's

1,15 mm?/s
>20,5 mm?/s
WpeneBaHTHO *
73-78

MpenesaHTHO

*

*

MpenesaHTHO
MpeneBaHTHO *
Bopopastsopumo

*

MpeneBaHTHO

*

MpeneBaHTHO

22°C
MpeneBaHTHO
225°C

MpeneBaHTHO

*

*

WpeneBaHTHO *

*

MpeneBaHTHO

*MpeneBaHTHO, MOpaau ecTecTBOTO Ha NPOAYKTa, HEeNpPeaoCTaBsalKM XapakTepHa MH(OPMaLIMs OTHOCHO HEroBaTa OnacHoCT.

- Mpoabmxasa Ha cneagallarta cTpaHuua -
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MHdopmaumoHeH nuct 3a 6eszonacHocT (UJ1B)

Cropes PEMMAMEHT (EC) 2020/878 HA KOMUCUSITA
MEDISEPT MEDISEPT - Wipes for hands and surface disinfection
Emuncusa: 28.8.2019 1. nposepka: 4.8.2025 r. Bepcus: 3 (3ameHs 2)

PA3[EN 9: ®U3NYHN N XMMUYHW CBOWCTBA (npogbrkeHue)

UHdopmauusa BbLB Bpb3Ka € KnacoBeTe Ha (oM3nyHa onacHoOCT:

EkcnnosneHu cBOKCTBA: MpeneeaHTHO *
Oxkcvaupalum cBoncTBa: WpenesaHTHO *
BellecTtBa unun cmecu, KOPO3MBHN 33 MeTanu: WpeneBaHTHO *
TonnuHa Ha narapsiHe: MpeneeaHTHO *
Aepo30nmn-npoLeHTEH CbCTaB (KaTto Maca) Ha MpeneBaHTHO *

3ananMMuTe CbCTaBKu:
Opyru xapakTepucTukmu 3a 6e3onacHoCT:

MoBbpXHOCTHOTO HanpexeHue 20 °C: MpeneBaHTHO
KoeduumeHT Ha npeyynBaHe: MpeneBaHTHO

*MpeneBaHTHO, NOPaaun ECTECTBOTO Ha NPOAYKTA, HENPeAOCTaBANKY XapakTepHa MHOPMaLIMSi OTHOCHO HeroBaTa OrnacHoCT.

10.1

10.5

10.6

PA3EN 10: CTABUIIHOCT N PEAKTUBHOCT

PeakTuBHOCT :

He ce ouaksar onacHu peakuuu, ako ce CreaBaT TeXHUYECKUTE yKa3aHUs 3a CbXpaHeHue Ha XMMUYecku npoaykTu. Buxre pasgen 7.

XuMunyHa cTabunHocT:
Xumundeckn ctabuneH npu ycrnoBusita Ha cbxpaHeHue, GopaBeHe 1 U3nornssaHe.
BBb3MOXHOCT 3a OmacHM peakuwm :

Mpy NocoYeHUTe YCroBUsTa, HUKAKBM OMACHM Peakuum He Ce 04aKeaT, KOMTO MOoraT Aa NpousBesaT HansraHe uUnv BUCOKU
Temnepartypu.

Ycnosus, kouto Tpsi6sa ga ce u3bsarear:

Moaxopsawm 3a obpaboTBaHe u cknagupaHe npy cTanHa Temnepartypa:

Lok n TpueHe KoHTakT ¢ Bb3ayxa 3atonnsHe CnbHYeBa cBETNMHA BnaxHoct

Henpunoxum Henpunoxwm Puck oT BbannameHsBaHe  [/136arsaiiTe ANpeKTHO nanaraHe Henpunoxum

HecbBMecTUMHU mMartepuvanu :

Kucenunn Boga Okcuampaluy BellecTea Fopumun maTepuanu Opyrn

[la ce n3bsareat cunHu ankanu

W36srsainTte CUnHW KUCENUHN Henpunoxum 365rBaiiTe AMPEKTHO U3naraHe Henpunoxum MM OCHOBM

OnacHu nNpoAaykTM Ha pasnagaHe :

Bwx Touka 10.3, 10.4 n 10.5 3a cneumdmyHO NO3HaBaHe Ha pa3nagHUTe NPodyKTU. B 3aBUCUMOCT OT yCroBKATa Ha pasnaraHe, kato
pesynTaT OT cbluyaTa, Morat Aa 6baaT 0cBOGOAEHM CNOXHN CMECK Ha XMMUYECKW BeLLLeCcTBa: BbrnepoaeH aAsyokuc (CO2),
BBbINEpoAeH OKNC U APYT OPraHNYHN CbeANHEHUS.

1.1

PA3OEN 11: TOKCUKONOIrMYHA NHOOPMALINA

UHdopmaums 3a knacoBeTe Ha onacHocT, onpeaenexdu B PernameHT (EO) Ne 1272/2008:
He e HannyHa ekcnepyMeHTanHa MHopMaLms BbB Bpb3ka C TOKCUMHUTE CBOWCTBA HA CMecTa.
OnacHu nocneavum 3a 3gpaBeTo:

B cnyqaﬁ Ha NOBTapPALLO U NPOABIMKUTENHO UsnaraHe, Unm npu KOHUEeHTpauun no-BUCOKU OT NpenopbyaHnTe rpaHuum Moxe a ce
noABAT nocrneauumn 3a 34paBeTo B 3aBUCUMOCT OT Ha4yMHa Ha usnaraHe:

A- TornbluaHe (ocTbp edekT):

- OcTpa TOKCMYHOCT: Bb3 OCHOBa Ha HanNU4HWTE AaHHW HE Ca M3MbIHEHW KpUTEpUUTE 3a KnacuduumpaHe, Toil KaTo He
cbAbpka BelecTBa, kKnacuguumpaHmn kaTo onacHu 3a koHcymaumsi. 3a noeeye MHdopmaums BuxTe Pasgen 3.

- KoposusHocTt/Pa3npasHuTenHocT: Bb3 0OCHOBa Ha HannyHUTE AaHHU He ca U3MbIHEHW KpUTepuuTe 3a knacuduumpane, Tbi
KaTo He CbAbp)Ka BELLECTBA, KnacuuumpaHn KaTo onacHu 3a cnomeHaTus edekT. 3a noBeye nHgopmaums Buwkre Pasgen 3.

B- Wuxanauus (ocTbp edekT):

- Mpoabmxasa Ha cneagallarta cTpaHuua -
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WHdopmaLmoHeH nucT 3a 6esonacHocT (UJ1B)

Cnopen PETTIAMEHT (EC) 2020/878 HA KOMUCHSITA
MEDISEPT MEDISEPT - Wipes for hands and surface disinfection

Emuncus: 28.8.2019 . nposepka: 4.8.2025 r. Bepcus: 3 (3ameHs 2)

- OcTtpa TokCcu4HOCT: Bb3 OCHOBa Ha HaNMMYHWUTE AAHHW HE Ca U3MbIIHEHN KpUTEpUMTE 3a KnacuduumpaHe, Tbil KaTo He
cbAbpxa BellecTsa, knacuduumpaHmn KaTo onacHu 3a savwwsaHe. 3a noeeve nHdopmaumsa suxTe Pasgen 3.

- KoposusHocTt/PasapasHuTenHocT: Bb3 0OCHOBa Ha HannyHUTE AaHHU He ca U3MbIHEHN KpuTepuuTe 3a knacuduumpane, Tbi
KaTo He CbAbpKa BelecTBa, knacuuumpaHi kato onacHu 3a cnomeHaTus edekt. 3a noseve nHpopmaums smxre Pasgen 3.

C- KoHTaKT € kOXaTa 1 o4ute (oCTbp edekT):

- KoHTakT ¢ KoxaTa: Bb3 0CHOBa Ha HanM4HWUTE AaHHW He Ca U3MbIHEHN KpuTepunTe 3a knacuduuypaHe, Thii KaTo He CbabpXKa
BelllecTBa, knacuduvumpaHn kato onacHu 3a cnomeHaTus edpekt. 3a noseye nHpopmaums swxte Pasgen 3.
- KoHTakT ¢ ounte: Npun KOHTAKT BOAU A0 YBPEXAaHUS Ha o4umTe.

D- KMP edektu (kaHLEepOreHHOCT, MyTareHHOCT U penpoayKTUBHA TOKCUYHOCT):

- KaHueporeHHoCT: Bb3 0OCHOBa Ha HanMuyHUTE AAHHW HE Ca U3MbIHEHN KpUTepuUTe 3a KnacuduumpaHe, Tbii KaTo He CbabpxXa
BelllecTBa, KnacuduvumpaHn Kato onacHu 3a cnomeHaTusa edpekt. 3a noseye nHpopmaums swkte Pasgen 3.

IARC: nponaH-2-on (3); d-numoHeH (3); 2,6-di-tert-butyl-p-cresol (3); 7-methyl-3-methyleneocta-1,6-diene (2B)
- MyTareHHocT: Bb3 0CHOBa Ha HanUYHUTE AaHHWN He ca U3MbIIHEHW KpUTepUUTE 3a knacuduumpaHe, Tbil KaTo He CbabpXa
BelllecTBa, knacuduvumpaHn Kato onacHu 3a cnomeHaTus edpekT. 3a noseye nHdpopmaumsa BuxTe Pasgen 3.
- PenpopykTnBHa TOKCMYHOCT: Bb3 OCHOBa Ha HaNUYHWTE AaHHW He Ca M3MbITHEHW KpUTepunTe 3a knacuduumpaHe, Tbi KaTo He
cbAbpXa BellecTsa, knacuduumpaHmn KaTo onacHu 3a croMmeHaTus edekT. 3a noseye nHdopmauus BmxTe Pasgen 3.

E- Cencubunusmnpaiymn edektu:

- [OwnxaTteneH: Bb3 0CHOBa Ha HanMU4YHUTE AaHHWU HE Ca U3MbITHEHW KpUTEpUUTE 3a KnacuduumpaHe, Tbi KaTo He CbabpXa
BelLecTBa, KnacuduumpaHn kKato onacHu 1 NpUYNHABALLM YyBCTBUTENHOCT. 3a noBeve nHpopmaums Buxte Pasgen 3.

- KoxeH: Bb3 ocHOBa Ha HanM4yHWTE JaHHW HE ca U3MbITHEHW KpUTEpUMTE 3a KnacuduumpaHe, Tbil KaTo He CbAbpXKa BeLLecTBa,
KnacudnumpaHmn KaTto onacHu 3a cnomeHaTtus edekt. 3a noseye nHdopmauns BuxTte Pasgen 3.

F- CneundunyHa TOKCUYHOCT 3a onpegeneHu opranu (STOT) - egHOKpaTHO nanaraHe:

ManoxeHue Ha BUCOKM KOHLEHTpaLMM MOXe Aa NpUUvHK Bpeda Ha LeHTpanHaTa HepBHa CUCTEMa, NPUYUHABalikK rmaBobonve,
3amanBaHe, CBETOBBLPTEX, rafeHe, nospbliaHe, 00bpKBaHe 1 B CEPUO3HYM Criyyau, 3aryba Ha KOHLeHTpaLys.

G- CneumduryHa TOKCUYHOCT 3a onpegeneHn oprain (STOT) - noBTapsALWwo ce uanaraHe:

- CneumndunyHa TOKCMYHOCT 3a onpefenenu opranin (STOT) - noBTapsLLo ce usnaraHe: Bb3 0CHOBa Ha HanNW4HUTE JaHHW He ca
M3MbITHEHW KpUTEpUMTE 3a KnacuduumpaHe, Tbil KaTo He CbAbpXa BELLEeCTBa, KnacuduumpaHn KaTo onacHu 3a cnoMeHaTus
edekT. 3a noBeye MHpopmauus BuxTe Pasgen 3.

- Koxa: Bb3 ocHOBa Ha HannyHUTe AaHHU He ca U3MbITHEHW KpUTEepunTe 3a KnacuduumupaHe, Tbil KaTo He CbAbpXa BeLLecTBa,
KnacudunumpaHmn KaTto onacHu 3a cnomeHaTtus edekt. 3a noseye nHdopmauns BuxTte Pasgen 3.

H- OnacHocT npuv BOWLIBaHe:

Bb3 OCHOBA Ha HalNMYHUTE JaHHW HE Ca M3MbIIHEHW KPUTEPUUTE 3a KacuduumpaHe, Thil KaTo He CbAbpXa BeLLecTBa,
KnacuduLmpaHmn KaTo onacHu 3a crnoMeHaTus edoekT. 3a noseye UHdopmMaums BuxTe Pasaen 3.

AonbrHUTeNnHa uHdopmaums:
MpeneBaHTHO

Cneumbuqua MHcopMaLusa 3a TOKCUYHO Bb34eACTBMe Ha BellecTBarta:

MpenTudukaumsa 0CcTpa TOKCUYHOCT Bug
nponax-2-on opanHa LD50 >5840 mg/kg Mnbx
CAS: 67-63-0 koxHa LD50 >13900 mg/kg 3aek
EC: 200-661-7

LC50 BauvwiBaHe Ha nsnapeHus >25 mg/L (6 h) Mnbx
Chlorhexidine digluconate opanHa LD50 2270 mg/kg Mnbx
CAS: 18472-51-0 KoxHa LD50
EC: 242-354-0

LC50 BauwwBaHe

11.2 WHdopmauusa 3a apyru onacHoCcTu:

CBoWcTBa, HapylwaBalm PyHKLUUUTe Ha eHOOKPUMHHaTa cuctema

MpoayKTbT HE OTroBapsi Ha KPUTEPUUTE Nopaau HEroBUTE pa3spyLuaBally eHOOKPUMHHaTa cMcTeMa CBOWCTBA.
Opyra nHdopmauus

MpeneBaHTHO

EkcnepumeHTanHaTa nHgopMauysi cBbp3aHa C EKOTOKCUKONOTMYHUTE CBOWCTBA Ha CaMusi NMPOAYKT He € HamnuyHa

- MpoabmkaBa Ha cnepBalyarta cTpaHuua -
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@ MEDISEPT

Emucusa: 28.8.2019 .

WHdopmaLmoHeH nucT 3a 6esonacHocT (UJ1B)

nposepka: 4.8.2025 r.

Cnopea PEMMAMEHT (EC) 2020/878 HA KOMUCUATA

Bepcus: 3 (3ameHs 2)

MEDISEPT - Wipes for hands and surface disinfection

Bb3 0CHOBa Ha HanMyHUTE JaHHU HE Ca U3MbITHEHU KPUTEPUKTE 3a KnacuduumpaHe, Ho NPOAYKTHT ChAbpxa BELLECTBA, ONPEAENEHUN KaTo
onacHu. 3a noseye nHopmaumsi, BuxTe Pasaen 3.

121 ToKcuyYHoOCT :
OCTpa TOKCUYHOCT:
WpeHTtndpukaumua KOHLIeHTpauus Bun
nponax-2-on LC50 9640 mg/L (96 h) Pimephales promelas Puba
CAS: 67-63-0 EC50 10000 mg/L (24 h) Daphnia magna Pakoo6pasHo
EC: 200-661-7 EC50 WpenesaHTHO
Chlorhexidine digluconate LC50 2,08 mg/L (96 h) Brachydanio rerio Puba
CAS: 18472-51-0 EC50 0,087 mg/L (48 h) Daphnia magna PakoobpasHo
EC: 242-354-0 EC50 0,081 mg/L (72 h) Scenedesmus subspicatus Bopopacno
ObnrocpoyHa TOKCUYHOCT:
WpeHTndukaums KOHLIeHTpauusi Bug
Chlorhexidine digluconate NOEC |MpeneBaHTHO
CAS: 18472-51-0 EC: 242-354-0 NOEC |0,0206 mg/L Daphnia magna Pakoo6pasHo
12.2 YcTonumBOCT M pasrpaguMocCT:
CneuuncunyHa nHdopmaLms 3a BeLeCcTBOTO:
WpeHTndukaums PasrpaxaaHe Buopasrpagumoct
nponax-2-on BI1K5 1,19 g O2/g KOHLIeHTpauus 100 mg/L
CAS: 67-63-0 XK 2,23 g 02/g nepviog 14 gHn
EC: 200-661-7 BMNK5/XMNK 0,53 % Buopasrpagumoct 86 %
Chlorhexidine digluconate BrK5 VMpeneBaHTHO KOHLieHTpauus 15 mg/L
CAS: 18472-51-0 XK WpeneBaHTHO nepvioa 28 OHn
EC: 242-354-0 BIK5/XTK VMpeneBaHTHO % Buvopasrpagumoct 5%
12.3 NoTeHuman 3a GuoakymynupaHe:
CneuudcunyHa nHdopmaLms 3a BeLecTBOTO:
WpeHTtndukauus MoTeHunan 3a GuoakymynupaHe
nponaH-2-on BCF 3
CAS: 67-63-0 Log Pow 0,05
EC: 200-661-7 noTeHuuan(eH) Hucko
Chlorhexidine digluconate BCF 42
CAS: 18472-51-0 Log Pow 1,58
EC: 242-354-0 noteHuunan(eH) CpepnHo
12.4 MpeHocumocT B noysara :
nentudmkaums abcopbuus/aecopbums neTnuBoCT
nponax-2-on Koc 1,5 XeHpu 8,207E-1 Pa-m*/mol
CAS: 67-63-0 3aKnyeHne MHoro Bu1coko cyx nog na
EC: 200-661-7 O RAHOCTHO 2,24E-2 N/m (25 °C) BMaxKeH nopg na
HanpexeHue
Bopopa3stsopumo
12.5 Pe3yntatn ot oueHkata Ha PBT u vPvB:
MpoaykTbT He oTroBapsi Ha kpuTepuute 3a PBT/vPVB
12.6 CsoucTBa, HapywaBalm pyHKLMMTE Ha eHOAOKPMHHATa cucTtema:
npop,yKT'bT He OTroBapsa Ha KputepunTe nopagn Heroeute paspyllaBsalin eHOoKpUHHaTa cuctema CBOICTBA.
12.7 [Opyru He6naronpusiTHu edpekTu:
He ca onucanun
13.1 MeToamu 3a TpeTupaHe Ha oTnagbLM:

- MpoabmkaBa Ha cnepBalyarta cTpaHuua -
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NHdopmaumoHeH nucT 3a 6esonacHocT (UI1B)

Cnopen PETMAMEHT (EC) 2020/878 HA KOMUCUATA
MEDISEPT MEDISEPT - Wipes for hands and surface disinfection

Emuncusa: 28.8.2019 1. nposepka: 4.8.2025 r. Bepcus: 3 (3ameHs 2)

PA3OEN 13: OBE3BPEXXOAHE HA OTMNAOBUWTE (npoabmkeHune)

Kon T BUA Ha ornan::gaﬂgngz;mem (EC) Ne
2001 19* nectmuman onacHo

Bupa Ha otnapgbuuTe (PernamenT (EC) Ne 1357/2014):

HP3 3ananumun, HP5 Cne@udusHa TokcugHOCT 3a onpeaenenu opraHn (STOT) /OnacHocT npn sanAsare, HP4 [pasHedn —
ApasHeHe Ha Koxara 1 yBpexxaaHe Ha ogute

YnpaBneHue Ha oTnaabLUuTe (06e3BpexaaHe M oLeHKa):

KoHcynTupaiite ce ¢ 0TopuanpaH MEHUIKbP Ha OTNaAbLM OTHOCHO OLieHka 1 06paboTka B CbOTBETCTBUE C pa3nopexaaHe
Mpunoxenwne 1 n Mpunoxenne 2 (Qupektnea 2008/98/EO). CvrnacHo kogoseTte 15 01 (2014/955/EC) B criyyai, Ye KOHTeNHepa e
©6un B NPsiK KOHTAKT C NpoAyKTa, Tou We 6bae 06paboTeH No CbLUMSt HAYMH KaTo NPOAYKTa, B NPOTMBEH Criyyain, Ton we 6bae
obpaboTeH kaTo HeonaceH ocTaTbk. He ce npenopbyBa M3xBbpIsHE B kaHana. Bk naparpad 6.2.

MNpaBHa ypea6a cBbp3aHa ¢ ynpaBneHUeTo Ha oTnagbuuTte:
B cvoTtBeTcTBME Ha Mpunoxerue |l Ha PernameHT (EO) Ne 1907/2006 (REACH) ce oTpassBat pasnopeabute Ha O6LHOCTTa unm Ha
ObpXaBaTta, CBbp3aHu C YNpaBreHNeTo Ha oTnagbuuTe.

3akoHopaTencteoTo Ha ObwHocTtTa: OAupektuBa 2008/98/EO, PernameHT (EC) Ne 1357/2014, 2014/955/EC
HaumoHanHo 3akoHogaTencTBo: 3akoH 3a ynpaBneHue Ha oTnagbumte (06H. 1B, 6p.53/13.07.2012r.)

PASIOEN 14: N(HOOPMALIMA OTHOCHO TPAHCIOPTUPAHETO

MpeBo3 Ha onacHu ToBapwu No cylua:
CwvrnacHo ADR 2023 n RID 2023:
141 Howmep no cnuckka Ha OOH: UN1987

14.2 To4YHOTO Ha HauMeHOBaHWe AJIKOXOJIN, H.Y K. (nponaH-2-on)
Ha npaTtkaTta no cnucbka Ha

OOH :

14.3 Knac(ose) Ha onacHocT npu 3
TpaHcnopTupaHe:
ETtuketun: 3

14.4 OnakoBbY4Ha rpyna: Il

14.5 OnacHo 3a oKofiHaTa cpepa: He

14.6 CneuuwanHu npegnasHU Mepku 3a noTpebutenurte
CneuunanHu pasnopenbu: 274, 601, 640D
OrpaHuuuTeneH ko B TyHen: D/E
HU3NKO-XMMUYHM CBOWCTBA: BX. pa3gen 9
orpaHvyeHn KonuyecTaa: 1L

14.7 Mopcku TpaHCNOpPT Ha TOBapu
B HAaCUMNHO CbCTOsSIHUE
CbINacHO UHCTPYMEHTHU Ha
MexayHapoaHaTa Mopcka
opraHusauus:

MpenesaHTHO

Mopcku TpaHCMOPT Ha onacHU ToBapw:
CbrnacHo IMDG 41-22:

- Mpoabmxasa Ha cneagallarta cTpaHuua -
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NHdopmaumoHeH nucT 3a 6esonacHocT (UI1B)

Cnopen PETMAMEHT (EC) 2020/878 HA KOMUCUATA
MEDISEPT MEDISEPT - Wipes for hands and surface disinfection

Emuncus: 28.8.2019 . nposepka: 4.8.2025 r. Bepcus: 3 (3ameHs 2)
PA3LEN 14: NUHOOPMALIMA OTHOCHO TPAHCIOPTUPAHETO (npogbrmkeHue)

141 Howmep no cnucbka Ha OOH: UN1987
14.2 To4yHOTO Ha HauMeHOBaHue AJIKOXOJN, H.Y K. (nponaH-2-on)
Ha npaTkaTta Mo cnucbka Ha

OOH :

14.3 Knac(oBe) Ha onacHocT npu 3
TpaHcnopTupaHe:
ETuketn: 3

14.4 OnakoBbYHa rpyna: 1l
14.5 3ambpcaBa mopckute BOoAK: He
14.6 CneuuanHu npegnasHU MepkKu 3a notpedbutenure

CneuwmanHu pasnopeaou: 274

EmS kopose: F-E, S-D
HPU3NKO-XMMUYHU CBOMCTBA: BX. pasgen 9
OorpaHUYeHn KonmM4yecTBa: 1L
CerperayunoHHa rpyna: MpeneBaHTHO

14.7 Mopcku TpaHCnopT Ha ToBapu  VlpenesaHTHO
B HaCUMHO CbCTOsIHNE
CbrNacHO MHCTPYMEHTM Ha
MexayHapoaHaTta Mopcka
opraHusauus:

Bb3ayleH TpaHCMOPT Ha onacHM TOBapu:
CwornacHo IATA / ICAO 2024:
141 Howmep no cnuckka Ha OOH: UN1987

14.2 To4YHOTO Ha HauMeHOBaHWe AJIKOXOJIN, H.Y K. (nponaH-2-on)
Ha npaTkaTta Mo cnucbka Ha

OOH :
14.3 Knac(oBe) Ha onacHocT npu 3

TpaHcnopTupaHe:

ETtuketun: 3
14.4 OnakoBbYHa rpyna: 1
14.5 OnacHo 3a oKofiHaTa cpefa: He

14.6 CneuuwanHu npegnasHU Mepku 3a noTpebutenurte
HU3NKO-XMMUYHM CBOWCTBA: BX. pa3gen 9

14.7 Mopcku TpaHCnopT Ha ToBapu  VpeneBaHTHO
B HaCUMHO CbCTOsIHWE
CbINacHO UHCTPYMEHTU Ha
MexnayHapoaHaTta mopcka
opraHusaums:

PA3OEN 15: UHOPOPMALIMA OTHOCHO HOPMATWMBHATA YPEOBA

15.1 CneuundwmyHun 3a BelECTBOTO UM CMecTa HOpMaTuBHa ypeaba/3akoHoOA4aTencTBo OTHOCHO Ge3onacHocTTa, 3ApaBeTo
M OKONHaTa cpepa:

- AkTnBHYM cbeTaBku (PernameHT (EC) Ne 528/2012): nponaH-2-on (60%); Chlorhexidine digluconate (0,525%)

- BellecTBa, BKMOYEHM B kaHAMAAT-CNNCHK 3a paspelueHue no Pernament (EO) 1907/2006 (REACH): MpenesaHTHO

- BewectBa, BkrtoueHu B npunoxerne XIV Ha REACH (cnucbk Ha pa3pelueHue) u CpoK Ha rogHocCT: MipeneBaHTHO

- PernamenT (EO) Ne 2024/590 oTHOCHO BelLieCTBa, KOUTO HapyLLaBaT O30HOBUS Crlon: VpeneBaHTHO

- PernameHT (EC) 2019/1021 OTHOCHO YCTONYMBUTE OPraHWYHW 3aMmbpcuTenu: VipeneBaHTHO

- PETNMAMEHT (EC) Ne 649/2012 oTHOCHO M3HOCa 1 BHOCa Ha OnacHun Xxumukanu: VipenesaHTHO

- Unen 95, PETMAMEHT (EC) Ne 528/2012: nponaH-2-on (67-63-0) - PT: (1,2,4) ; Chlorhexidine digluconate (18472-51-0) - PT:

(1,2,3)
Seveso lll:
M3auncksaHus npu W3uckBaHus npu
Paspen Onucanve HUCBHK PUCKOB BUCOK PUCKOB
noTteHuuan noteHuman
P5c SAMNAITMMW TEYHOCTU 5000 50000

OrpaHuyeHUsATa Ha Na3apa u ynotpe6ara Ha Hskou onacHu BelecTtBa U cmecu (MpunoxeHue XVIl Ha REACH, etc...):

3abpaHsBa ce ynotpebarta 1M B:
—/eKopaTyBHU U3aenus, NnpegHasHaveHy 3a nonyyaBaHe Ha CBETIMHHW UnW LIBETHW eddekTn NOCPEACTBOM pasfinyHu dasm, kaTo

- Mpoabmxasa Ha cneagallarta cTpaHuua -
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NHdopmaumoHeH nucT 3a 6esonacHocT (UI1B)

Cnopen PETMAMEHT (EC) 2020/878 HA KOMUCUATA
MEDISEPT MEDISEPT - Wipes for hands and surface disinfection

Emuncus: 28.8.2019 . nposepka: 4.8.2025 r. Bepcus: 3 (3ameHs 2)

PA3OEN 15: UHPOPMALIMA OTHOCHO HOPMATWBHATA YPEOBA (npoabimkeHue)

Hanpvmep AeKopaTMBHM Namnu 1 NenenHmum;
—apoKycu u werwy;

—Wrpu 3a e4uH UNn NoBeYe Y4aCTHULM UNW U3genus, NpeaHas3HavyeHn Aa ce U3non3sar kaTo Takuea, OPU U C AeKOpaTUBHU
uenu.

CneumanHu pasnopea6m 3a 3alyuTa Ha fiMua UMM Ha OKOSIHaTa cpeaa:
MpenopbyBa ce MHpopMaumsTa cbopaHa B T031 MHGOPMaLMOHeH NUCT 3a 6e3onacHoCT Aa ce W3Non3Ba KaTto BbBeeH e 3a oLeHka

Ha pucka Ha MecTHUTe 0BCTOsITENCTBA C Lien Aa ce YCTaHOBAT HeobxoaAMMMTe Mepku 3a NpefoTBpaTsaBaHe Ha pUCKoBe 3a
yNpaBneHNeTo, U3MNOM3BaHETO, CbXpaHEHUETO 1 06e3BpeXaaHETO Ha TO3W NPOAYKT.

Opyru 3akoHoaaTencrea:

3AKOH 3a 3awuta oT BpegHOTO Bb34ENCTBME HA XMMUYHUTE BelecTBa 1 cmecu (3arn. uam. - B, 6p. 114 ot 2003 r., 6p. 63 ot 2010
r., B cuna ot 13.08.2010 r.)

3AKOH 3a ona3BaHe Ha okornHaTta cpefa

Hapenba 3a pega 1 HaumHa Ha knacudguumpaHe, onakoBaHe 1 eTUKeTMpaHe Ha XMMUYHK BeLlecTBa 1 cmecw. MNpueta ¢ nmc Ne 182 ot
20.08.2010 .

Hapenba 3a npegoTBpaTtsiBaHe Ha ronemm aBapum ¢ ONacHU BELLECTBA M 3a OrpaHuMYaBaHe Ha nocreactemsTa oT Tax B cuna ot
19.01.2016 r. MNpueta ¢ NMMC Ne 2 ot 11.01.2016 r. O6H. AB. 6p.5 ot 19 Anyapu 2016r

Hapenba 3a pega 1 HaunMHa 3a CbXpaHEHUE Ha OnacHU XMMWYHU BellecTBa U cMmecu - Mpueta ¢ NMC Ne 152 ot 30.05.2011 r., OGH.
[B. 6p.43 ot 7 fOHM 2011r., u3am. u gon. AB. 6p.10 ot 5 ®eBpyapu 2021r.

3akoH 3a ynpasneHue Ha otnagbumTe (06H. B, 6p.53/13.07.2012r.)

PernameHT (EC) Ne 528/2012 Ha EBponelickus napnameHT n Ha CbBeTa oT 22 mari 2012 roguHa 0THOCHO NpefoCTaBsiHETO Ha
nasapa u ynotpebara Ha Guounam
156.2 OueHka Ha 6e30MacHOCT Ha XMMMWYHO BeLIECTBO UM CMeC:

[ocTaBunKbLT He e M3BBLPLUUIT OLUEeHKa Ha XuMmn4yeckata 6e3onacHocT.

PA3OEN 16: APYITA UHO®OPMALIUA

3aKoHO4aTencTBO NPUSIOKUMO KbM MH(POPMALIMOHHUTE NIUCTOBE 3a 6e30NacHOCT:

To3n HOpPMaLMOHEH NUCT 3a 6e30MacHOCT € pa3paboTeH B CLOTBETCTBUE C npunoxeHue |I-Hacoku 3a nsrotesiHe Ha
nHdOpMaLUMoHHN nucToBe 3a 6e3onacHocT Ha PernameHT (EO) Ne 1907/2006 (PEMMAMEHT (EC) 2020/878 HA KOMUCUATA)

Mopaudukauum oTHOCHO NpeAuLLHa KapTa 3a CUTYPHOCT, KOSITO Ce OTHacs A0 NbTuUliaTa 3a yrnpaBrieHMe Ha pUcKoBeTe:
MpeneBaHTHO
[ OKyMeHTU CbC 3aKoHOAaTeNHU (ppa3n NOCoYeHu B pa3gen 2:

H226: 3ananumu Te4HOCT 1 napw.

H319: MNpeaun3sukea cepro3Ho ApasHeHe Ha ounTe.

H336: Moxe ga npeaunsBrKa CbHNIMBOCT UMW CBETOBBLPTEX.

[ OKyMeHTU CbC 3aKoHOoAaTeNHu (ppa3n NocoyeHu B pasgen 3:

MocoyeHnnTe dpasmn He ce OTHACAT 3a camusi MPOAYKT, Te CryXaT caMmo 3a MHpopMaLMsA 1 Ce OTHACHAT 3a OTAENHUTE CbCTaBKU, KOUTO
durypupar B pasgen 3

PernameHT Ne 1272/2008 (CLP):

Agquatic Acute 1: H400 - CnHO TOKCMYEH 32 BOOAHUTE OpraHu3mMu.

Agquatic Chronic 1: H410 - CMnHO TOKCMYEH 3a BOOHUTE OPraHnU3Mu, C AbMroTpaeH eqekT.

Eye Dam. 1: H318 - lNpeausBrkBa CepUO3HO yBpeXAaHe Ha ounTe.

Eye Irrit. 2: H319 - Npegu3BukBa ceprMo3HO Apa3HeHe Ha ouunTe.

Flam. Lig. 2: H225 - CunHo 3ananumu TEYHOCT ¥ Napw.

STOT SE 3: H336 - Moxe ga npeam3surka CbHAMBOCT UM CBETOBBLPTEXK.

CbBeTH CBBbp3aHu ¢ 0by4YeHuneTo:

MpenopbyBa ce MUHUMANHO 0GyYeHe OTHOCHO NPOECUOHANHIUTE PUCKOBE Ha NepcoHarna, KOMTo e paGoTy ¢ TO3U NPOAYKT C Len
[a ce ynecHu pasbupaHeTo 1 TbIKyBaHETO Ha TO3M MHGOPMAaLIMOHEH NUCT 3a 6e30MacHOCT M Ha eTUKETMPAHeTO Ha NpPoaykKTa.

OcHOBHM 6uGnuorpadckn N3TOYHULM:

http://echa.europa.eu
http://eur-lex.europa.eu

CbKpalLeHUs U aXpOHUMMU:

- Mpoabmxasa Ha cneagallarta cTpaHuua -
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NHdopmaumoHeH nucT 3a 6esonacHocT (UI1B)

Cnopen PETMAMEHT (EC) 2020/878 HA KOMUCUATA
MEDISEPT MEDISEPT - Wipes for hands and surface disinfection

Emuncus: 28.8.2019 1. nposepka: 4.8.2025 r. Bepcus: 3 (3ameHs 2)
PASLEN 16: APYTA MH®OPMALINA (npoabrmkeHune)

ADR: EBponeiicko cnopadyMeHue 3a MexayHapoaHUst CyXOMbTeH TPaHCMNOPT Ha onacHW ToBapu
IMDG: Mopcku mexayHapoAeH Koz, 3a ornacHu ToBapu

IATA: MexayHapoaHa acoumaums 3a Bb3ayLUeH TpaHCnopT
ICAO: MexayHapofHa opraHusaums 3a rpaxaaHcka aBuaums
DQO: Xumunyecko TbpceHe Ha Kncrnopon

DBO5: BronormyHo TbpceHe Ha KUcnopog creq 5 gHu

BCF: chakTop Ha GUOKOHLEHTpaums

DL50: cmbpToHOCHa gosa 50

CL50: cmbpTOHOCHA KOHLEHTpaumns 50

EC50: edhekTvBHa KOHLUEHTpauust 50

Log POW: noraputbm koepmumneHT geneHne okraHoneoga
Koc: koeduumeHT Ha AeneHne Ha opraHu4eH Bbrnepoa

UFI: yHuKkaneH ngeHtudmkaTop Ha hoopmynata

IARC: MehyHapogHa areHuuja 3a UCTpaxuBare paka

I/IHdaopmauvaa, CbAbpxalla ce B TO3n I/IHqDQpMELI,VIOHeH nucT 3a 6e3onacHoOCT ce OcHOBaBa Ha W3TOYHUUK, eKCNepTHN MHEeHUA U CblleCTBYBALLOTO 3aKOHOA4ATeNCTBO Ha eBpOI'IeVICKO n
ABbPXaBHO PaBHULLE U HE MOXeE [ja rapaHT1pa TOYHOCTTa U. Ta3n MHpopMaLmsa He MOXe Aa ce pasrnexaa KaTo rapaHuuMs 3a CBOMCTBaTa Ha NpoAyKTUTe, MPOCTO CTaBa BLMPOC 3a onucaHue no
OTHOLLEHWE Ha M3WCKBaHWUATa 3a 6esonacHa pa60Ta. MeTO,ElOJ'IOI'I/IﬂTa W ycrnoBuaTa Ha Tpya Ha FIOTpeﬁI/ITeJ'IVITe Ha TO3u NpOoAYyKT Ca U3BbHH HALLETO 3HaHWe N KOHTPOI, 6MﬂeI7IKI/I BUHarun Kpal;IHaTa
OTrOBOPHOCT Ha I'IQTpeGI/ITEJ'Iﬂ Aa npeanpveme HeQ6XOF|V|MV|Te CTbMKK, 32 Oa ce 0b06pa3M C HOPMaTUBHUTE MU3UCKBAHUA 3a 6opaBeHe, CbXpaHeHue, U3non3esaHe 1 yHUUoXXaBaHe Ha XUMUYeCcKn
npoaykTu . [laHHUTe B TO3U MHPOPMAaLIMOHEH NUCT 3a 6e30MacHOCT ce OTHACAT Camo 3a TO3W MPOAYKT, KOWTO He TpsiGBa Aa ce M3MNon3ea 3a Lenu, pasnuyHn OT NoCoYeHNTe.

- KPA/ HA UHOOPMALIMIOHHWSA NMUCT 3A BE3OMACHOCT -
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