O¢uimaneH BeCTHUK
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Cepusa L

2024/1707 20.6.2024 .

PE[TIAMEHT 3A U3ITB/THEHME (EC) 2024/1707 HA KOMUCUSATA
ot 19 1ouu 2024 ropuHa

3a NperocTaBsAHe Ha paspemenne Ha Cobro3a 3a rpymara Gumoummu ,STERI-PEROX“ B choTBETCTBME C
Pernament (EC) Ne 528/2012 Ha EBponeiickus napiamenT u Ha CbBera

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEVICKATA KOMUCHS,

Kato B3e mpeasuy [1orosopa 3a yHKIMOHMpPaHeTo Ha EBpomnerickist chio3,

karo B3e mpemup Permament (EC) Ne 528/2012 na Espomeiickust maprament u Ha Cpeera ot 22 Mait 2012 1. OTHOCHO
NMPETOCTaBsSIHETO Ha Ma3apa u yrotpebata Ha 6uowmmy ('), 1 MO-CeuyanHo uieH 44, naparpad 5, Mbpsa anuHest OT Hero,

KaTo MMa npensum, ve:

(1)

®)

Ha 27 sinyapu 2017 r. B cporsercteue ¢ uneH 43, maparpad 1 or Permament (EC) Ne 528/2012 mpysxectsoro Veltek
Associates Inc. Europe momame go Epomeiickara areHuust mo XuMmukanu (,AreHOMsATa“) 3asBleHye 3a IpegoCTaBsHE Ha
paspeenye Ha Cpro3a 3a rpymnara Ouounmy ¢ HanmeHosanye ,STERI-PEROX" or mpomykToB Tim 2, OmucaH B NPUIOKeHNe
V KbM NOCOYEHMS peINaMeHT, KaTo MpelocTaBy MUCMEHO MOTBbPXKIEHME, ue KOMIETeHTHMAT opraH Ha Humepnanmus
IpremMa [1a HAlpaBy OLIEHKA Ha 3asiBlieHMeTo. 3asiBreHneto Ge 3aBeneHO B Pervcrbpa 3a OuoLpmm Mom HOMep Ha IOCHETO
BC-GQ029577-18.

»STERI-PEROX® chIbpKa KaTo aKTMBHO BEWIECTBO BONOPONEH IIEPOKCHII, KOWTO € BKIIIOYEH B IOCOYEHMsS B ulleH 9,
naparpa¢ 2 ot Pernament (EC) Ne 5282012 crivebk Ha Cbr03a Ha OOOpeHNTe aKTHBHY BELIECTBA 32 IPOLYKTOB THUIT 2.

Ha 27 despyapn 2023 r. B cporsercrsue ¢ wieH 44, maparpad 1 or Permament (EC) Ne 528/2012 ouersBawmsr
KOMIIeTeHTeH OpraH Ipeajie Ha AreHupsITa JOKITall 33 OLIHKATa U 3aKITIOUCHNSATA OT Hesl.

Ha 2 oxromepn 2023 r. AreHuysra mpencraBy Ha Komucusira cBoeto craHoBumie (%), BRIIOUMTENTHO MPOEKTa 38 0000weHe
Ha XapakTepucTukure Ha Ouormmmre ot rpymara ,STERI-PEROX“ m okoHuaTenmHms HOKIAn 3a OLEHKATa Ha Ipymara
OuoLMIM B COTBETCTBYE C wWieH 44, naparpad 3 ot Permament (EC) Ne 528/2012.

B craHoBuiieTo ce cTura fo 3akmouennero, ye ,STERI-PEROX" e rpyna Guommmyt 1o cMyCHIIa Ha ONpENeNeHNETO B WiieH 3,
naparpad 1, 6yksa 1) or Permament (EC) No 528/2012, ue orroBaps Ha yCIOBUATA 3 MPENOCTABsIHE HA paspelleHye Ha
Cbio3a 1o wieH 42, naparpa 1 OT ChlIMs PerjiaMeHT U Ye — IIPHU CIIa3BaHe Ha YKA3aHOTO B MpoekTa 3a 06oluieHye Ha
XapaKTepUCTHKUTE Ha OMOLMINTE — OTIOBAps Ha YCIOBMSITA 110 wieH 19, maparpadu 1 1 6 OT IOCOUEHNMS PeITaMeHT.

Ha 20 oxromspu 2023 r. B choTBeTCTBHE € WieH 44, maparpad 4 or Permament (EC) Ne 528/2012 Arenumsira npenage Ha
Komucusita mpoekTa 3a 00001eH e Ha XapaKTepUCTUKITE Ha OuoumanTe Ha BCUUKY odpuumaray e3yuum Ha Chrosa.

KoMucysTa e CbI7acHa CbC CTAHOBMIIETO HA ATEHLMSTA, NOPAIM KOETO CMSITa, Ye € LerechoOpasHo [a ce IPEeJocCTaBy
paspewenue Ha Cproza 3a ,STERI-PEROX".

MepKuTte, NPEIBUIEHN B HACTOSLIASA DEIIAMEHT, €A B CHOTBETCTBME ChC CTAHOBUILETO HA [IOCTOSHHMSA KOMMUTET IO
Ouoummure,

() OBL167,27.6.2012r., ctp. 1., http://data.europa.eu/elijreg/2012/528/oj.
() Cranosume na ECHA or 14 cemremBpu 2023 r. orHocHO paspewennero Ha Cbrosa 3a ,STERI-PEROX“), (ECHA/BPC/[393/2023),

https://echa.europa.eu/opinions-on-union-authorisation.

ELL http://data.europa.eu/elijreg_impl/2024/1707oj
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[TPYIE HACTOALLUNA PEITIAMEHT:

Ynen 1
Ha npy=xecrsoro Veltek Associates Inc. Europe ce masa paspemenne Ha Cpbio3a ¢ Homep EU-0031643-0000 3a mpenocrassiHe Ha
nasapa u ynotpeba Ha rpymnara Ouoummu ,STERI-PEROX B choTBeTCTBUE ¢ 0000LICHMETO HA XapaKTePUCTUKUTE HA OMOLMIUTE,

IIOCOYEHO B MMPUIIOKEHMETO.

Pazpemennero Ha Cpbro3a e BanunHo oT 10 o 2024 1. 30 10mm 2034 1.

Ynen 2

HacrosiuysT pernaMeHt Bim3a B CHITa Ha [IBaeceTytst A€H CIIel eHst Ha myOnukysaHero My B O¢uyuanen secmmuur na Eeponeticrus
C5103.

Hacrostmmsr PEITIaMEHT € 3aIbJIZKUTEIIEH B CBOATA LSAJIOCT M CE Npuiiara MpAKO BbB BCMYKM ObpKaBy
YJICHKHN.

Cocrapeno B bprokcen Ha 19 ronm 2024 rogyua.

3a Komucuama
Ipedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg_impl/2024/1707 oj
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I1PMTTIOKEHUE

OBOBLIEHUE HA XAPAKTEPUCTUKUTE HA NMMPOOYKTA 3A BMOLIUIN

STERI-PEROX®

IponykroB(u) THm(0Be)

PT02: Cpencrsa 3a ne3vHeKLMPaHe U aNTHIVIM, KOUTO He Ca IpeIHa3HAYCHI 3a PSIKO [PIIIATaHe BHPXY XOPaTa I KIBOTHNTE

Howmep Ha paspemmrenno EU-0031643-0000

Homep nHa aktus R4BP EU-0031643-0000

Yacr I
II'bPBO MHPOPMALIMOHHO HUBO

nasa 1. AOMMHUCTPATUBHA UHQOPMALIUA

1.1. HaumeHoBaHue Ha rpymnara

Nme STERI-PEROX®

1.2. Tpomykros(u) Tun(ose)

[IpomykToB(u) Tvm(0Be) PT02: Cpericrsa 3a me3nH(EKIMPaHE ¥ ATTULIIN, KOUTO He ca
TIpeIIHa3HAYeH 3a IPSIKO MpMUITaraHe BbPXY XOpaTa Win
KMBOTHNTE

1.3. Ilpurexaren Ha pa3peLieHue

Vme Veltek Associates Inc. Europe
VMe u ampec Ha IIpUTEXATeIs HA Pa3peLICHNETO

Anpec Rozengaard 1940 8212DT Lelystad NL
Homep Ha paspemmrenno EU-0031643-0000
Homep na armue R4BP EU-0031643-0000
Hata Ha u3naBaHe Ha pa3peuIeHNeTo 10 romn 2024 1.
HaTa Ha M3TMYAHE CPOKA HA BAIIMIHOCT Ha 30 roum 2034 .
paspelIeHIeTO

1.4. TIpoussomgurenn(u) Ha MPOTYKTA

VImMe Ha mpou3BomMTeNs Veltek Associates, Inc.
Arpec Ha IPOU3BOIUTEILA 15 Lee Blvd. PA19355 Malvern CALIL
MecToHaxoxmeHye Ha IPOM3BOLCTBEHNTE 00EKTH 15 Lee Blvd. PA19355 Malvern CALLL

ELL http://data.europa.eu/elijreg_impl/2024/1707oj 3/12
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1.5. TIpoussomuren(u) Ha AKTUBHOTO(MTe) BeLeCTBO(a)

AKTUBHO BellIECTBO

Hydrogen peroxide

Me Ha npouspommrens

Evonik Operations GmbH (Acting for Evonik Active
Oxygens, LLC (US))

Anpec Ha IIPOM3BOIMTENLS

One Commerce Square 2005 Market Street Suite 3200
PA 19103 Philadelphia CAILL

MecToHaxoxJieHue Ha MPON3BOICTBEHNUTE o0ekTn

Evonik Operations GmbH (Acting for Evonik Active
Oxygens, LLC (US)) site 1 PeroxyChem Bayport Plant,
12000 Bay Area Blvd TX 77507 Passadena CAILLL

Inasa 2. CbCTAB U QOPMYTIALIMSI HA TPYTIATA ITPOOYKTU

2.1.  KawecTBeHM M KOIMYECTBEHY TaHHU 32 ChCTaBa Ha Ipynara

O6wonpuero Hanmerosarme o | Qyuxuns CAS HoMep Homep Ha EO Cobpxanue (%)
HauMeHOBaHue IUPAC

Hydrogen aKTUBHO 7722-84-1 231-765-0 6,4 - 6,4 % (wlw)
peroxide BEILECTBO

2.2. Bun(ose) popmymnar

us

Turn(ose) popmynars

AL Bcsika npyra Te4HOCT
XX Hpyru: Totosa 3a ynorpe6a Kbpmiuka

BTOPO MH(MOPMALIMOHHO HUBO META SPC

Yacr IL

Inasa 1. META SPC 1 ATMUHUCTPATUBHA UHQOPMALINA

1.1. Mera SPC 1 ugenTn

¢dukarop

Vnentudukarop

Meta SPC 1 - Kpprimuku

1.2.  Tlocmemnara yacT OT HOMepa Ha pa3pelieHMETO

Homep

1-1

1.3. TIIpomykros(u) Tun(ose)

[IpomykToB(u) Tvm(0Be)

PT02: Cpencrsa 3a ae3nHPEKUMPAHE ¥ ANTUIIM, KOUTO He ca MPEIHA3HAueHN 32
TIPSKO NpuylaraHe BbpXy XOpaTa MM KNBOTHUTE

ELL http://data.europa.eu/elijreg_impl/2024/1707 oj
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nasa 2. CbCTAB HA META SPC 1

2.1. KauecrBeHa u Ko/IMuecTBeHa MHPOpMALM 3a ChcTaBa Ha MeTa SPC 1

O6wonpuero Hanmenosanue no | Qysxuns CAS nomep Homep na EO Coabpxanne (%)
HalMeHOBaHMe IUPAC

Hydrogen aKTUBHO 7722-84-1 231-765-0 6,4 - 6,4 % (wlw)
peroxide BELIECTBO

2.2. Bun (Bunose) popmynaums Ha mera SPC 1

Turn(ose) popMynars XX Opyru: [otosa 3a ynotpeba Kbprmuka

Inasa 3. MPEOYTIPE2KIEHNSA 3A OITACHOCT U IPEIITIA3HU MEPKU 3A META SPC 1

[penynpexnenns 3a OnacHOCT H319: IIpenn3BukBa cepro3HO Opa3HEHE HA OUMTE.

[periopbky 32 Ge30macHoCT P264: Uammitre face and hands craparernso cren ynorpeba.
P280: Hocere mpemnasHy ounia/mpenrazHa Macka 3a JIIe..

P305+P351+P338: [IP1 KOHTAKT C OUNTE: [IpomuBasite BHUMATEITHO C
BOJA B IPOIbIIKEHME Ha HAKOIIKO MUHYTH. CBajleTe KOHTAKTHMUTE JIEIIN, aKO MMa
TaKMBa 1 JOKOJIKOTO TOBA € Bb3MOXKHO. [Ipombikasarite a mpommsare.

P337+P31 3: Ilpy NpOIBIKMUTENHO Ipa3HeHe Ha ounTe: IToThpceTe MemmMumHcKa
TIOMOLL.

Tnasa 4.  PA3SPELLEHA(M) YIIOTPEBA(M) HA META SPC

4.1. Onucanne Ha ynorpeGure

Tabauya 1.

1.1 - IIpomunnena ynorpeda — M36npcane - Ha 3akpuro - Mera SPC 1

Bun npomykT PT02: Cpencrsa 3a ge3nH$peKUMPaHe U ANTULMNY, KOUTO He Ca IpeHa3HaYCHN
3a IPSKO NpuilaraHe BbpXy XOpaTa MIM KUBOTHUTE

Koraro e Moyixosio, TOYHO ONMUCAHNE HA | -
paspeleHara yrorpeba

Llenesy opranuasM(u) (BKIMOUNTENHO eTan | HayuHo HamMeHoBaHMe: HAMa JaHHM - HaMa maHHN
Ha pa3BuUTHE) O6uonpuero HaumeHoBaHue: bakrepun
Eran Ha passutue: - Hama nanan

Hayuno nanmenosanue: - HsaMa nannu
O6wuromnprero HauMeHOBaHMe: [poxkmy
Etan Ha passutue: - Hama nanau

Obmnact(n) Ha ynorpeba M3IIOJI3BAHE Ha 3aKPUTO

e3uH(eKTaHT 3a TEHPIM HEMOPbO3HY OBbPXHOCTH, MaTepuany 1 06opym-
BaHe, KOUTO He ce M3MOI3BaT 3a MMPEKTEH KOHTAKT C XpaHu win ¢ypaxu. [Ja He
Ce M3MIONI3Ba B MEMIMHCKY 30HU. [le3MH(eKTaHT 3a ymoTpeba B POU3BON-
CTBEHJ CHOPBKEHNS, BKITIOUMTEITHO 30HM B CTEPVITHY TIOMEILEHN S, HAMUPALIN
ce BbB papMaLeBTIIHY 1 G1odapMaLieBTUYH IPOV3BONCTBEHN CHOPbKEHNS 33
MEIVMIMHCKM YCTPOICTBA M IMATHOCTUYHY IPOAYKTIL.

ELL http://data.europa.eu/elijreg_impl/2024/1707oj
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Inasa 5.

5.1.

5.2.

Merton(u) Ha ipurarase Meron: U3Gbpceate

HO]]pO6HO OnMncCaHue: -

Cremnen 1 yecToTa Ha IIPUIOXKEHUE Hosupane: kbpruka ¢ pasmep 30,5 cM x 30,5 cM— 32,5 Mi1 Ha Kbpninuka. 7,5
MIT Ca CBOOOIHO JOCTBIIHM 33 KbpINUKa. 1 KbpIIMuka = 7,5 M1 Ha m?

Pazpexnare (%): [IpomyKThT € roToB 3a ynorpeba.

Bpoit u BpeMeBu rpaduk Ha mpusaraHe:

Yecrora: 3 HaHACAHMSA Ha JIEH.

Bpeme 3a KoHTakT: 10 MuHYTH.

Temnepatypa Ha yriotpeba: CTailHa TeMIepaTypa.

Kareropusi(u) norpebutenu TIpOMUIIITIEHa
Pasmepu n MaTepyan Ha OaKoOBKMUTE Kbprmukara e uspadorera or 100% monmvecTepHa HMIIKA C HEMPEKbCHATA
HUILKA.

Pa3mepyTe Ha ONAKOBKMTE Ca OIICAHU NOAPOOHO MO-IIONY:
CrepunHu (0GITbUEHN € TaMa JTBYM) MY HECTEPUITHY

Kbprmukn:

12 x 12 nnya (30,5 cM x 30,5 cM). 20 KbprMuKY B ONakoBKa. 10 onakoBKy B
KawoH. [InmKose (0Tsensane 1 3aTBapsiHe) OT NONMETUIIEH C HUCKA TUTBTHOCT
(Hempo3pauHm).

12 x 12 nnya (30,5 eM x 30,5 cM). MiHmmBuayanHo kppiyde. 100 onakoBku B
KaloH. [lonmmeTneH ¢ HIUCKA ITBTHOCT (HEIPO3PavHM).

. Cneyuduunu uncmpyryuu 3a ynompe6a

Buxre o0mmre Hacoku 3a ynorpeba

. Mepru 3a Hamanasane na pucra, c8P3aHLL CoC cheyuduUHL yrompedu

Bixre o0mmTe HacoKu 3a yrorpeba

. Kozamo ce omnaca cneyuduuto do ynompebama, daHnume 3a 6eposmHu NPeru UAL ROCBEHU eQeRMU, UHCHPYRYUL 30 NBPEA

nomouj u cnewHu Mepru 3a onassare Ha OROAHAMA cpeda

Biixre o0mmre Hacoku 3a yrorpeba

. Kozamo ce omuaca cneyuduuno do ynompebama, uncmpyryuume 3a 6esonacto oe3speskdaHe Ha npodyrma u Hezosama

ONnaroera

Biixre o0mmre HacoKu 3a yrnorpeba

. Kozamo ce omuaca cneyuduuno do ynompebama, ycaro6uama Ha CexpaHeHue U CPORA HA 200HOCT HA NpodyRma hpu

HOp/MAnHU yCAoeus Ha CeXpaHerue

Biixre o0mmTe HacoKu 3a yrnorpeba

OBILV YKA3AHUA 3A YIIOTPEBA HA META SPC 1

Yka3aHus 3a ynotpe6a

Ila ce HaHaCsI maney OT OUMTE U JIULETO. Hpem;apmenﬂo IOYMCTETE ITIOBPPXHOCTTA IMPEOV HaHACSHE.

V3nonseaiite camo MOKpY KbpIMUKIL. VI3BajieTe eHa MM [IBe KbPIMUKY HaBEOHbXK. V30bpliieTe apTUKyIa CTapaTelHo, 32 1a
CTe CUIYpHM, 4Ye € BMIMMO BraxeH. OcTaBeTe NOBBPXHOCTTA N1a OCTaHe BIaxHa 3a 10 MuHyTM (6aKTEpUUMIHO U
IIPOKIELMIHO MPUITOXKeHye). V3XBbpIieTe KbpIydKara cief ynorpeba. 3aTeopere OIAKOBKATA CIIE]] OTBAPSIHE.

Meplm 3a HaMallsiBaHe Ha pUCKa

ITo BpeMe Ha IpoLieca Ha IPHUITATAHe CAMO OTPEOUTENIAT Ha TPOIYKTA MOXKE 13 CTOM B IOMEILIEHNETO.

ELL http://data.europa.eu/elijreg_impl/2024/1707 oj



OB L, 20.6.2024 r. BG

TTo BpeMe Ha mpolieca Ha MpUIIaraHe UM NPV OBTOPHO BbBEXIAHE HMBATA HA BOTOPOMIEH MPEKIC BbB Bb3[yXa He TPsiOBa 1a
HAJIBMIIABAT ChOTBETHUTE IOMYCTUMM CTOIHOCTY Ha KOHLEHTPALIMs Ha €KCIIO3MIINS BbB Bb3IyXa [Py BIMIIBaHe oT 1,25 mg/
m’ (M7 TO-HNMCKA HALMOHAIHA KOHTPOITHA CTOMHOCT). M3nona3sa ce KanuOpypaH ceH3op, 3a Iia ce YCTAHOBM, Ye HMBATA HA
BOJIOPOJIEH ITPEKMC BbB Bb3yXa He Ca IIPEBULIEHMN.

5.3. JIaHHM 32 BepOSITHM IPEeKH WIM KOCBeHM e(peKTH, MHCTPYKLMH 32 I'bPBA OMOIL ¥ CHIELIHY MePKH 32 ONa3BaHe Ha
OKOJIHATa cpeyia

ITPY1 KOHTAKT C OUMTE: UznnakHere ¢ Boga. CajieTe KOHTAKTHUTE JIELM, aKO IMa TaKyBa ¥ JIOKOJIKOTO TOBA € Bb3MOXKHO.
[pommbiKeTe 1a poMuBATe B porbKeHne Ha 5 MunyTn. Obamere ce 8 LIEHTBP [10 TOKCUKOITOTMSI v Ha nekap.

[TPU TIOITIbIIAHE: Manakuere ycrata. [laitTe TEUHOCT 3a IMEHE, aKO JIMLIETO, M3JI0KEHO Ha BB3IENCTBUE, € B ChCTOSHME [1a
npersiia. HE npenyasuksaiire nospbiane. Obanere ce 8 IEHTHP IO TOKCUKOITOTVS wn Ha rexap.

[P KOHTAKT C KOXATA: V3mmiite Koxara ¢ Boma. [lpm mostBa Ha cummromu ce obamere B LIEHTBP T10
TOKCUKOJIOTUS mnn Ha nexap.

TTPY BOVIIBAHE: ITpu nosia Ha cumntomy ce obapete 8 LIEHTBP IO TOKCVKOIIOT VS mm Ha nekap.
Ila ce MPemOTBPATH HABIM3AHETO B KAHATIM3ALMATA U B OOLIECTBEHMTE BOIM. YBEIIOMETe BIIACTHTE, AKO MPOIKTHT HaBIle3e B

KaHaJIM3anusaTa uim O6].I.[€CTBCHI/IT€ BOIN.

5.4.  YkaszaHus 3a Ge3omacHo 00e3BpexaHe Ha NPOIYKTa M HErOBaTa ONAKOBKaA
ITpenopbka 3a 00e3BpexiaHe Ha OTHambLuTe: V3XBbpIeTe M0 Ge30maceH HauMH B CHOTBETCTBIE C MECTHNTE[HALIMOHATHUTE
pa3n0p6n61/1. Exormorus - ornagbynn MaTepuan: Lla ce n3bsrBa VBITyCKaHE B OKOJTHATa Cpena.

5.5.  YcrmoBusi Ha CbXpaHeHUe U CPOK Ha TOMHOCT Ha MPOTYKTa MPU HOPMATTHU YCIIOBUSI Ha ChXpaHeHUe

CpabT ma ce ChXpaHsABa IUTBTHO 3atBOpeH. ChbXpaHsBajiTe Ha XIamHO M HOOpe MPOBETPMBO MSCTO. 3aTBOpPETE OTHOBO
OTIAKOBKATa MeXIIy yroTpe6uTe, 3a [1a 3ama3uTe BIIAKHOCTTA.

Ha ce cbxpaHsiBa B OPUTMHAIIHMSA KOHTeitHep. [la ce mpennaspa oT u3Mpb3BaHe. [1a He ce CbXpaHsBa Ipy TemnepaTypy Hag 40°
C

Cpox Ha rogHOCT = 2 ToOuMHN

Inasa 6. OPYTA UHOOPMALIUA

nasa 7. TPETO MIHOOPMALMOHHO HMBO: OTIE/THU IPOIYKTU B META SPC 1

7.1.  TbProBcKo HAMMEHOBaHUE, HOMEP Ha Pa3pelIeHNeTO U crenudIeH ChCTAB HA BCEKM OTHEIEH NPOIYKT

Inasa 1.

1.1.

ToproBcko HauMeHOBaHME STERI-PEROX® [Tazapen permon: EC

6% WIPE
Howmep na paspemmrtenno EU-0031643-0001 1-1
Obwomnpuero Hanmenosarve | Qyakums CAS Homep Homep Ha EO Coobpxanne (%)
HaIMEHOBaHME no IUPAC
Hydrogen aKTUBHO 7722-84-1 231-765-0 6,4
peroxide BEIIECTBO

META SPC 2 AMMUHUCTPATUBHA UHOOPMALINA

Mera SPC 2 upeHTiduKaTop

Unenudurarop

Meta SPC 1 - Teunoct

ELL http://data.europa.eu/elijreg_impl/2024/1707oj
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1.2.  Tlocmemnara yacT OT HOMepa Ha pa3pelieHMETO

Homep 1-2

1.3. Ipomykros(u) Tun(ose)

[IpomykToB() THI(OBE) PT02: Cpencrsa 3a me3uHeKLMpaHe ¥ anruiyim, KOUTO He ca
IpeIHA3HAYCHY 34 IIPSIKO NIPUITATaHe BbPXY XOpAaTa MM XKMBOTHUTE

'masa 2. CbCTAB HA META SPC 2

2.1. KauecrBena u KonmuecTBeHa MHGoOpManms 3a cbcTaBa Ha Mera SPC 2

Obuonpuero Hanmenosanue no | Qysxuns CAS Homep Howmep Ha EO Coibpkannue (%)
HayIMeHOBaHMe IUPAC

Hydrogen aKTUBHO 7722-84-1 231-765-0 6,4 - 6,4 % (wlw)
peroxide BELECTBO

2.2. Bun (Bunose) popmynaums Ha mera SPC 2

Tun(ose) popmymnars AL Besika opyra TeqHoCT

Inasa 3. MPEOYTIPE2KIEHNSA 3A OITACHOCT U IPEAIIA3HY MEPKM 3A META SPC 2

[pemynpexmnenns 3a OnacHOCT H319: [Ipenmssukpa cepro3HO OpasHEHe Ha OUMTe.

[peropbky 32 Ge30macHoCT P264: Vammitre face and hands craparento cren yriorpeba.
P280: Hocere nuuero u pauere.

P305+P351+P338: [IPY{ KOHTAKT C OUMTE: [IpoMuBaiiTe BHUMATEITHO €
BOTA B IPOIBIKEHME HA HAKOIKO MUHYTH. CBarete KOHTAKTHUTE JIELIN, KO
1¥Ma TaKMBa ¥ JOKOJIKOTO TOBa € Bb3MOXKHO. IIpombikasalite la mpommsare.

P337+P313: [Ipu npombixutenHo opasHene Ha ounre: [loTbpcere Memm-
LIMHCKA TOMOLII.

Tnasa 4.  PA3PELLEHA(M) YIIOTPEBA(M) HA META SPC
4.1.  Omnucanne Ha ynorpebure

Tabauya 1.
2.1 - lpomuuieHa ynorpe6a — [lppckae ¢ Teunocr - Ha 3akpuro - Meta SPC 2

Bun npomykr PT02: Cpencrea 3a ae3nHPEKLMPaHe 1 ANTUIIIN, KOUTO He ca peaHas-
HaueHy 3a IIPSIKO MpularaHe BbPXy XopaTa MM KUBOTHUTE

KoraTo e momxomsio, TOUHO onmcanue Ha pas- | -
pelieHara ynorpeba

Llenesy opraHu3bM(M) (BKIIOYMTEITHO €Tall Ha Hayuno Haumenosanue: - Hama nanum
pasBuTHe) Obwomnpuero HanMeHOBaHMe: bakTepun
Eran Ha passutue: - Hima nanan

Hayuno HauMeHoBanue: - Hsima naHHM
O6wwomnpyero HauMeHOBaHMe: [Ipoxmn
Eran nHa passurue: - Hama nanan

Hayuno nammenosanme: - Hsama manan
O6uonpuero HaumeHoBaHue: ['bOMUKY
Eran na passurue: - Hama nanan
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OG6nacr(u) Ha ynorpeba

V3IONI3BaHE Ha 3aKpUTO

Te3suH(EKTAHT 3a TBBPIY HENOPBO3HU NOBLPXHOCTH, MaTepuasi 1 06o-
PymBaHe, KOMTO He Ce M3MOM3BAT 33 [IMPEKTEH KOHTAKT C XPaHU I
dypaxu. [la He ce M3MION3Ba B MEAMLMHCKI 30HN. [le3MHEKTaHT 3a yIo-
Tpeba B IIPOM3BOICTBEHY CHOPbKEHNMS], BRIIOUNTEITHO 30HM B CTEPUITHN
TOMEILEHVIsI, HAMMPALY Ce BbB GapMaLieBTHUHI 1 61odapMaLieBTHUHN
IIPOM3BOLCTBEHN CHOPBKEHIS 30 MEAMLIMHCKY YCTPOIICTBA 1 AMATHO-
CTUYHY TIPOLLYKTIL.

Mertorn(u) Ha ipurarase

Meron: [Ippckane

TMonpoGHo ommcanye: -

CreneH U yecToTa Ha MIpUII0KEeHNE

Hosupane: 60 M1 IpoIIyKT Ha m?
Paspexnate (%): [IpODyKTbT € FOTOB 3a ynoTpe6a.
Bpoit u Bpemesy rpaduk Ha npuarase:

YecroTa: 3 HaHACAHMA Ha JIEH.

Bpeme 3a koHtakt: 10 MuHyTH 3a Gakrepyn 1 apoxmu, 20 MUHYTH
3a rBOMUKIL.

Temnepatypa Ha yrorpea: craiiHa TeMImeparypa

Kareropusi(i) norpe6urenu

npoMunuIeHa

Pasmepy u MaTepuan Ha ONaKOBKUTE

Byrtunka ot 473 M1 (caMo cTepuITHa).

ByTunka ot 946 mi (camMo cTepuiiHa).

TIpucraBKara 3a TynBepU3NpaHe ce JOCTaBsl OTHENHO.

OnaKkoBBYHNM MaTepUaNu:

BbyTunku

ByTunkute ca u3paboTeHn OT MOMMETHUIIEH C BUCOKA IUTBTHOCT (HEIpo-
3paueH). OTHeIHATA PhUHA NIPBCKAUKA € C MOMIPOIMIIEHOBA NIOTONseMa
Tpbba. Kamaukara Ha OyTUIIKaTa € OT NONMIPOIATICH, MHAYKLMOHHOTO
YITBTHEHME € OT NONMUNPOMMeH. ByTUnkuTe ce MpegocTaBsT C OTHENHA
TONMETHIIEHOBA IIPBCKAYKA B TOPOMUKMTE, IPBCKAYKMTE HE A CBBP3AHN
KbM GYTUIIKMTE U Ce IOCTaBAT OTHeNnHO. CTepUITHNUTE BepCUM Ca MHAMBU-
IlyaJIHO ONAKOBAHN B ABOJHN IIIMKOBE, KATO MITMKOBETE Ca TepMo3areya-
Tanu. [Ipefuiara ce 4eTBOPHO OIaKoBaHe 10 xenaxue. [uctpubyropute
PasNPOCTPaHsBAT 3aNleyaTaHy KAUIOHN, 4 He OTAEHM CHIOBE.

4.1.1. Cneyuduunu uHcmpyryuU 3a ynompeba

TpenBapuTesHO NMOYMCTETe MOBBPXHOCTTA NPy HaHacsiHe. PasomakoBaiiTe 1 MOCTaBeTe MynBepy3aTOpa KbM OYTHMIIKATA.
[IpemBapuTenHO MOUMCTeTe NOBBPXHOCTTA Npedy HaHacsAHe. Hacouere crpesd KbM NOBBPXHOCTTa OT pascrosHue 15-20
cM. Hamokpere mobpe MOBBPXHOCTTa C MpOAYKTa M OCTaBeTe Ja TNomeiictea 3a moHe 10 MuHyTH (6akTepuumiHo,
IPOKIEUMAHO U $yHIMIMIHO mpustoxkenye) u 20 MuHyty (3a GyHruumasy ynorpe6bu). OctaeTe NOBLPXHOCTTA [1a U3CHXHE
Ha BB3YX MM CIIe[] NOCTUTaHe Ha HeoOXONMMOTO BpeMe 3a KOHTAKT M30bplleTe CbC CTEPUIM3MpaHA Obpcanka Mim

KBbpIINUKA, aKO € H€O6XOIII/[MO.

4.1.2. Mepru 3a Hamangeae Ha PUCRA, CBBP3AHU C6C CheyUPUUHL ynompe6u

Bixre o0mmTe HacoKu 3a yrorpeba

4.1.3. Kozamo ce ommaca cneyuduuto 0o ynompebama, OaHHUIME 30 6EPOAMHU NPERU UAU ROCBEHU ePeRMU, UHCPYRUUU 30 NP6
1NOMOWY, U CewtHU MEPRU 3a ONA36aHe Ha OROAHAMA CPedd

Bixre o0mmTe HacoKM 3a yrotpeba

4.1.4. Koeamo ce ommaca cneyuduuo 0o ynompebama, uHcmpyryuume 3a 6e3onacHo o0e3speskiane Ha NpodyRma u Hez08ama

0Onarosra

Bixxre o6uimTe HACOKM 3a ynorpeba

ELL http://data.europa.eu/elijreg_impl/2024/1707oj
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4.1.5. Kozamo ce omuaca cheyuduuno do ynompebama, YcA06uama Ha CeXpaHeHue U CPORA HA 200HOCT HA NpodyRma npu

HOp/MAAHU YCA08U4 HA CeXpaHeHUe

Bixre o0mmTe HacoKu 3a yrorpeba

4.2.  Onucanue Ha ynorpebure

Tabauya 2.

2.2 - llpomuuiena ynorpe6a — Haxucsane B reunocr — Ha 3akpuro — Mera SPC 2

Bun mpomykT

PT02: Cperncrsa 3a Ie3nHPEKUMPAHE U ANTUIAIM, KOUTO HE Ca PeTHA3HAYCHN
3a MpSIKO MPUIAraHe BhPXY XOpaTa UM KUBOTHUTE

Korato e mofxofIsio, TOYHO ONICAHNMe Ha
paspelueHara ynorpeba

LerneBn opraHu3bM(1) (BKITIOUUTEITHO eTall
Ha pasButie)

Hayuno nanmenosanue: - Hiama nanan
O6uionpuero HauMeHOBaHMe: bakTepun
Eran Ha passurue: - Hama manamn

Hayuno nanmeHosanue: - HsaMa nanuu
O6monprero HaumeHoBaHMe: I poxy
Eran Ha passurue: - Hsama nanan

Hayuno nanMenosanue: - HsaMa nannu
O6uonpero HaumeHOBaHMe: ['BOMUKY
Eran Ha passurue: - Hama naHHu

Hayuno HauMeHoBanue: - Hama naHHM
O6womnpyero HauMeHOBaHMe: bakTepuanHy criopyu
Eran Ha passutue: - Hama manHu

Obmnact(u) Ha ynotpeba

M3I0N3BaHe Ha 3aKpUTO

IesuHdeKTaHT 38 TBHPIM HEMOPbO3HM [TOBbPXHOCTH, MaTepyaiyt 1 0GopymnBare,
KOMTO He Ce M3MONI3BAT 33 IMPEKTeH KOHTAKT C XpaHy uimn gypaxu. [la He ce
M3IIOTI3Ba B MEMIMHCKY 30HM. [le3nH(eKTaHT 3a yroTpeOa B IPOMU3BOICTBEHN
CHOPBXKEHVIA, BKIIOYNTENIHO 30HM B CTEPUITHY OMELIEHMS, HAMUPAILM Ce BbB
dapmaneBTyuHY ¥ OMOPapMALIEBTHYHN IPOM3BOICTBEHY COPBKEHIS 38 MEMIN-
LIMHCKY YCTPOICTBA Y AMATHOCTMUHY POIYKTH.

Meron(u) Ha mpurnarase

Meromn: Hakncpane

TonpoGHo omycanue: -

CTerneH U 4ecToTa Ha MIpUIIOKECHNE

Hosupane: -
Pazpexnare (%): [IpomyKTHT € roToB 3a ynorpeda.
Bpoit u BpeMeBu rpaduk Ha mpuiaraqe:

YecroTa: 3 HaHACAHWSA Ha HEH.

Bpeme 3a kontakt: 10 MuHyTH (GaKTepULMIHO, IPOKIELUAHO), 20 MUHYTH
(pyHruumnHo), 60 MUHYTH (CIOPOLMIHO).

Temnepatypa Ha yriorpeba: CTailHa TeMIepaTyp

Kareropusi(i) norpe6urenu

npoMuuicHa

Pasmepy u MaTepuan Ha ONaKOBKUTE

byrunku:
Bytunka ot 473 M (caMo cTepuitHa)
Bytuika ot 946 Mt (caMo cTepuITHa).

ByTunkurte ca u3paGoTeHH OT MONMETIIIEH C BICOKA ITBTHOCT (HEMPO3payeH).
Kamaukara Ha OyTuikara e OT HONUIPOIIIICH, MHIYKIMOHHOTO YIIThTHEHME €
ot nonunpomuieH. CTepuITHITe BEPCUY Ca MHIMBHITYAJTHO ONTAKOBAHM B IIBOMHN
IUIKOBe, KaTO IUTMKOBETe ca TepMo3aneyatanu. [Ipeanara ce 4eTBOPHO OaKo-
BaHe 10 KeJlaHHue.

3,79 nuTpa (CTepUITHM 1 HECTEPUITHM)
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4.2.1.

4.2.2.

4.2.3.

4.2.4.

4.2.5.

Imasa 5.

5.1.

5.2.

5.3.

CbioBe, n3pabOTEHU OT MOMETUIIEH C BUCOKA IUTHTHOCT (HEpo3paueH) ¢ Gpop-
MOBAaHa JIPbKKa M MAITbK HAKPAJIHIK 3a M3NMBAHE C BUHTOBA Kallauka, opMOBaH
KbM ropHust pr0. [lonmmponmieHoBaTa BUHTOBA KaIlauka C MOMUIOXKKA MOKPYBA
OTBOpA 3a M3MMBaHE, MHIYKLUMOHHOTO YIUTbTHEHME € M3PabOTeHO OT NONUIPO-
myteH. Benuky kamauky Ha GyTHIIKMTE Ca BUHTOBH M MOTAT 14 CE 3aBJHTBAT
OTHOBO KbM OyTHIIKATA.

HucrpubyTopuTe pasmpoCTPaHsBAT 3aNevaTaHyt KAIIOHM, a He OTIENHN ChIOBE.
CrepuIHMTe BEpCHY €A VHAMBUIYAIHO ONAKOBAHM B IBOMHM INIMKOBE, KATO
INIMKOBETE Ca TepMo3areyaTanu. [Ipefnara ce 4eTBOPHO ONAKOBaHe 110 KeNaHue.
Bapen:

200 nutpa (caMo crepuIHa)

TlonueTusieH ¢ BICOKA MITbTHOCT (HempospaueH). (opmosaH upes pasmysane,
3aTBOpeH ropeH Kpait. JopMoBaH MHTErpasneH ropeH npbeTeH. [BOJHO ONaKoBaH
¥ [IOCTABEH B TEPMOCBMBAEMA ONIAKOBKA 3a I0-TOJISIMA OE3011aCHOCT.

3a curypHo nosupane ciefi oteapsine, 200-IMTPOBUAT Bapell MMa 5-CaHTUMe-
TpoOBa MOHTVpPaHa OTTOpe MONMUMPONMIIEHOBA KallaukKa Ha BUHT C IIPUKpeneHa
€HOMOCOYHA MOTOMsIeMa Tpb0a, ¢ mbiknHa ot 0,95 cM, ot Santoprene® 73A
FDA KayuyK, 32 CBbp3BaHe KbM IEPUCTAITMYHA HEIPOIIYKTOBA KOHTAKTHA
[03upallia moMia 1o u360p Ha KieHTa — He ce gocrasst. [Tommara u Tppbata
OCTaBaT IPUKPEIEHN U TOTOBY 3a JO3MPaHe Ipe3 LeNyis IepyoN Ha ynoTpeda.
Hsma ¢ururry 3a moGassite Ha MaTepyasn oGpaTHO BB Bapera.

Cneyuuunu uncmpyryuu 3a ynompeba

[IperBapuTENHO MOUNCTETe IOBBPXHOCTTA IpeAy HaHacsiHe. [loTormeTe apTyKyia BbB BaHa C IPOAYKTA M OCTABETE B Cha 3a
MuHuMyM 10 MmuHyTM  (GaKTEpUIMAHO, NPOXIELMIHO ¥ QYHIMUMEHO npunoxenne), 20 MuHy™H (QyHrMIMTHM
ynorpe6u) um 60 MuHYTH (CIOpOLMIHO npuioxerye). Cllen HOCTUIaHe Ha HEOOXOMMMOTO BpeMe 33 KOHTAKT, OCTaBeTe
NOBBPXHOCTTA [ WM3CbXHE HA BB3OyX WM u30bplieTe ChC CTepUM3upaHa Obpcalika WM KbpIMUKA, aKO €
HeobxommMmo. M3nonssaiite GaHsTa CaMO BETHBX.

Mepru 3a HaMangsane Ha PUCRA, C6BP3AHL CoC CEYUPUUHL ynompebu

Biixre o0mmTe HacoKu 3a yrnotpeba

Kozamo ce omuaca cneyuuuno do ynompe6ama, danHumMe 3a 6ePOSTMHL NPERU UL ROCBEHU ePeRMU, UHCPYRUUL 30 NBPBA
oMo, U ChewHU MEPRU 34 ONA36aHe Ha 0ROAHAMA CPeda

Biixre o0mmte HacoKu 3a yrnorpeba

Kozamo ce ommuaca cneyuduuno do ynompebama, uncmpyryuume 3a 6e3onaco obe3speskdaHe Ha npodyrma u Hez08ama
0Naro6RA

Biixre o0mmTe HacoKy 3a ynorpeba

Kozamo ce omuaca cneyuuuno do ynompeama, ycroguama Ha CexXpaHenue U CPORA HA 200HOCH Ha NpOOyRMA npu
HOP/MANKU YCA0BUS HA CEXPAHEHLE

Biixre o0mmre HacoKu 3a yrorpeba
OBIIIN YKA3AHUA 3A YIIOTPEBA HA META SPC 2

YkazaHus 3a ynorpe6a

M3snonspaitte npy NOIXONALIA BEHTUIIALMS Y HAHACSIATE Jajied OT OYMTE U JIULETO.

Mepku 3a HaManABaHe Ha pyUCKa
ITo BpeMe Ha Ipolieca Ha TIPUITaraHe Camo MOTPEGUTENST Ha POIYKTa MOXKeE [1a CTOM B [IOMELIEHNETO.

TTo BpeMe Ha Ipolieca Ha NPUJIAraHe WM NPV [IOBTOPHO BbBEX/IaHe HUBATA Ha BOSOPONIEH IPEKIC BbB Bb3[yXa He TPsiOBa 1a
HAJIBUIIABAT CHOTBETHUTE OIYCTUMM CTOIHOCTY Ha KOHLIEHTPALMSI Ha €KCIIO3MINS BB Bb3IyXa [Py BIMIIBaHe oT 1,25 mg/
m’ (M7 MO-HICKA HALMOHAIHA KOHTPOJIHA CTOMHOCT). V3mon3sa ce KanmuOpypan ceH3op, 3a [1a ce yCTAaHOBU, Ye HMBATA Ha
BOJIOPOJIEH IIPEKMC BbB Bb3yXa He Ca IIPEBULIEHMN.

]]amm 3a BEPOATHU MPEKN UIIU KOCBEeHU e(l)eKTl/l, MHCTPYKIIMMN 33 TbPBa MNOMOILI ! CIIEITHU MEPKHU 3a ONla3BaHe Ha
OKOJITHAaTa cpena

[P KOHTAKT C OUMTE: Usnnakuere ¢ Boma. CBaneTe KOHTAKTHMUTE JIELIN, aKO MIMa TaKyBa ¥ IOKOJIKOTO TOBA € Bb3MOXKHO.
IpombiKeTe a pOMMBATE B pobKeHne Ha 5 MunyTn. Obamere ce 8 LIEHTBP [10 TOKCUKOITOT S nn Ha nekap.

[TPU TTIOTTIBIIAHE: MannakHete ycraTa. [aiiTe TEUHOCT 3a MMeHe, aKO JIMLETO, M3TI0KEHO Ha BB3NENCTBYE, € B ChCTOSIHME 1A
npersuia. HE npenyassuksaiite nospbiane. Obanere ce 8 LIEHTHP 1O TOKCUKOITOTVS wm Ha rexap.

ELL http://data.europa.eu/elijreg_impl/2024/1707oj
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5.4.

5.5.

[IP1 KOHTAKT C KOXATA: M3mmitte koxata ¢ Boma. [lpum mosisa Ha cummromu ce obagmere B LIEHTBP T10
TOKCHKOJIOTMIA unm Ha nekap.

TTPY BOMIIBAHE: ITpu mosiBa Ha cummromu ce obanete 8 IEHTBP ITO TOKCUKOITOT VS nm Ha nekap.

Ila ce MpemoTBpATH HABIM3AHETO B KAHATIM3ALMATA U B OOLICCTBEHMTE BOMM. YBEIOMETE BIIACTHTE, aKO MPOIYKTHT HaBIle3e B
KaHaNM3aUMATa UM OOIIECTBEHITE BOMM.

Ykazanus 3a Ge3omacHo 00e3BpexaHe Ha IPOIYKTA M HETOBATA ONAKOBKA

Tperopbka 3a 06e3BpexIaHe Ha OTMAIbLUKTE: V3XBBpIIETE MO Oe30MaceH HAYMH B ChOTBETCTBIE C MECTHUTE/HALMOHAITHITE
pasnopen6u. Exornorus - otnamsunn Matepuanu: [a ce u30srsa u3IyckaHe B OKOJHATA CPelia.

YcrioBus Ha CbXpaHeHue M CPOK Ha FOJJHOCT Ha MPOJyKTa NPy HOPMalTH! YCIIOBUSA Ha ChbXpaHeHue

ChIbT [1a ce ChXpaHsBa IUTHTHO 3aTBOpeH. ChXpaHsBaiiTe Ha XITAHO U JOOpe MPOBETPUBO MACTO. VI3XBBpIIETe TEYHOCTTA 0
60 mHu cnen oTBapsHe

Ia ce cbxpaHsBa B OpUTMHAIIHMS KOHTelHep. [la ce pefnassa OT u3Mpb3BaHe. [{a He ce CbXpaHsiBa Npy TeMneparypu Hag 40°
C.

Cpok Ha roiHoCT = 2 ronyHu

Inaga 6. OPYTA UHOOPMALINA

Twproscko Hanmenosarue: STERI-PEROX® 6%

Tnaa 7. TPETO UHQOPMALIMOHHO HUBO: OTOEITHU MIPOTYKTU B META SPC 2

7.1.

T'pr‘OBCKO HaMEHOBaHMe, HOMEP Ha pa3pelIeHNeTo U Cl'lel.(l/l(l)l/l‘leﬂ CbCTaB HAa BCEKM OTEJIEH MPOOYKT

Tbproecko HaumeHoBaHMEe STERI-PEROX | Ilasapen pernon: EC
6%
Howmep Ha paspemmrenno EU-0031643-0002 1-2
Obwwomnpuero Hanmenosanme Oynkums CAS Homep Homep Ha EO Coabpxanne (%)
HauMeHOBaHye no [UPAC
Hydrogen aKTVUBHO 7722-84-1 231-765-0 6,4
peroxide BEIECTBO
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