PENNYBJINKA BbJIFAPUSI
MHUHHCTEPCTBO HA 3paBEONa3BaHETO

I'maBen Abp>KaBCH 3/IpaBCH HUHCHICKTOP

3ATTOBE I

Ha ocHoBanue § 33, an. 4 OT IPEXOJHUATE U 3aKIHOYUTEIHA pasmope 0 Ha 3aKoHa 3a
M3MEHEHHE U JOMbJIHEHHE Ha 3aKOHA 3a 3all[uTa OT BPEIHOTO BBH3ACHCTBUEC HA XMMHUYHHUTE
pemectBa 1 cMect (06H., 1B, 6p. 102 ot 2015 r.) u 3anosex Ne P/1-01-287/08.08.2017 r. na
MUHHCTBpa Ha 37paBeora3BaHeTo W BbB Bpb3ka ¢ [Tuemo m3x. Ne 13-BI1-54/20.03.2024 1. Ha

[JIaBHHUS IbpIKaBeH 3apaseH uncrekrop jo ,,TOHU BAJT* OO/]

HAPEXKJIAM:

1. Ormensim Paspermenne Ne 0862-1/11.12.2009 r. 3a myckaHe Ha nasapa Ha OHOLMICH
npenapar ,,IIIITPEN I[TPOTHMB MYXBbJI*.
MotuBu:

Ot npaBHa crtpaHa: Cerioacao § 33, am. 1 oT NpPeXOTHHUTS H 3AKIOYUTE/IHH

pasnopen6yu Ha 3aKkoHa 3a M3MEHEHHE H JIObJHEHHE Ha 3aKOHA 3a 3alUTa OT BPEAHOTO
BB3IEiiCTBUE HA XMMHYHATE BelllecTBa M cMecH (06H., JIB, 6p. 102 ot 2015 r.) (II3P 3HU[
33BBXBC) B cpok mo 1 ronu 2017 r. jMnara, KOUTO NPUTEKABAT Pa3peIICHNS 32 MyCKaHE Ha
nasapa Ha GHOIM/IM, IIPEACTABIIABAIIN CMECH TI0 CMHCbhJIa Ha Pernament (EO) Ne 1272/2008
Ha Empomneiickus mapnameHt u Ha Cweera or 16.12.2008 r. oTHOCHO knacuduIMpaHeTo,
CTHKETHPAHETO W OIaKOBAaHETO Ha BEIIECTBA U CMECH, 3a M3MEHEHME W 33 OTMsIHA Ha
mupextuBH 67/548/EVO u 1999/45/EO u 3a m3meHeHne Ha Pernament (EO) Ne 1907/2006
(OB, L 353, 31.12.2008 r.) (Permament (EO) Ne 1272/2008 (CLP)), u xnacuuimpanu
CBHIJIACHO M3MCKBAHHUATA Ha Hapeabara mo wi. 5, al. 2 oT 3aKkoHa 3a 3allMTa OT BPEIHOTO
BB3/eiCTBAE Ha XUMHIHUTE BemnecTsa u cMecd (33BBXBC), nogasat B MHHHCTEPCTBOTO Ha
3[[paBeONa3BaHETO 3ajBICHHE 32 M3MEHEHHE Ha DPaspelIeHHETO, KbM KOETO mpuiarar

noxymenTute 1o § 33, an. 1 or I13P 31/J] 33BBXBC, a umenHo:




1. mpennoxenne 3a knacudulupaHe 1 €THKETUPaHe Ha O6uornmaa ceriaacHo PerjiaMeHT
(EO) Ne 1272/2008 (CLP);

2. pe3toMe Ha OCHOBAaHHMATA 32 NPEIOKEHOTO KiacuuIpaHe W €THKETHpaHe Ha
GuOLK A, B T.4. M3IOJI3BAHE METO/IM, TaHHH, U3YUCIICHUS, KPUTEPUU U IPYTH;

3. NOKYMEHTH, NOTBbDKIABAlIM BCHYKHM J@HHH 33 XUMUYHHTC CBCTABKA M 32
OuolMIa, IOCOYEHH B PE3OMETO, B T.4. NPOTOKOJM OT HW3NUTBAHMA, uH(GOPMAITHOHHH
McTOBe 3a GesomacHocT chriacHo Ilpunoxenue Il ma Permament (EO) Ne 1907/2006 Ha
EBporieiickus nmapiameHT B Ha ChbBera OT 18 JeKeMBpH 2006 r. OTHOCHO pEerucTpanusira,
OlIGHKaTa, pa3pelllaBaHeTO M OrpaHMYaBaHETO HA XHMHKAIH (REACH), 3a cp3naBaHe Ha
EBporeiicka areHIUs 10 XUMHKaNW, 32 U3MEHCHHE Ha Jupextusa 1999/45/EO un 3a oT™MsiHa
na Permament (EMO) Ne 793/93 na CobBera n Permament (EO) Ne 1488/94 na Komucusra,
kakto U Ha JlupextuBa 76/769/EMMO na CbBera W AHPEKTHBH 91/155/EX0O, 93/67/EHO,
93/105/EO u 2000/21/EO ma Komucusra (Permament (EO) Ne 1907/2006 (REACH)) u
ApYyTH,

4. fgexyapands 3a HASHTHYHOCT HA XHMMYHHA ChCTaB M HA BCHYKH JPYrd TaHHU 3a
fuoLMIa ChC ChCTABa U JAHHUTE, Bb3 OCHOBA Ha KOUTO € U3/IaZICHO MBPBOTO PA3PEIICHHUC,

5. IIpOEKT Ha eTUKET Ha Guonuaa Ha GbIrapcKy e3uK;

6. nHGOPMAIIMOHEH JIUCT 3a 0e30MmacHOCT Ha Ouolm/a Ha OBIrapckH €3UK ChHITIACHO
wsmckBanusTa Ha [Ipunoxenue 11 Ha Pernament (EO) Ne 1907/2006 (REACH).

U3suckearero Ha pasnopeadara Ha § 33 or II3P 3MJI 33BBXBC e sinnara, KOUTO 110
BIM3aHETO B CIUIa HAa TO3M 3aKOH IIPUTEXKaBaT pa3pellicHHs 3a ITyCKaHC Ha Iasapa Ha
GUOLMIH, TIPE/ICTABIABAINM CMECH 10 cMuchia Ha Permament (EO) Ne 1272/2008 (CLP) n
k1acu(UIMpPaH CHITACHO M3MCKBaHUATA Ha Hapenbara 1o 4wi. 5, al. 2 oT 33BBXBC, na
nofamaT B MHUHHCTEPCTBOTO Ha 3/paBeONa3BaHETO 3asBICHUE 3a M3MCHCHHE Ha
paspenieHreTo B cpok o 1 1orn 2017 ., KbM KOETO Jia IPUJIOKAT H3YEPHaTeIHO U30poeHUTE
JIOKYMEHTH.

3a ga ce mpuioxu Hopmara Ha § 33 ot II3P 3WJI 33BBXBC Ha mbpBO MACTO €
HEOOXOIMMO CBHOTBETHHUST OWOLMI, 3a KOHWTO Be4Ye HMa H3/IaJeHO pa3pelIeHHE KbM
31.12.2015 r., 1a mpeAcTaBisBa cMec Mo cMuchia Ha Permament (EO) Ne 1272/2008 (CLP),
T.e. 1a € ChCTABEH OT JBE WM MOBEYE BEIIECTBA, M HA BTOPO MACTO — Ja € KiacupuuypaH
CBHIIACHO WM3MCKBAaHWATA Ha Hapenbara no ui 5, am. 2 or 33BBXBC, Te. na me e

KIacH(HIHpPaH ChITIACHO H3UuCKBaHusITa Ha Pernament (EO) Ne 1272/2008 (CLP).




Cornacuo § 33, an. 4 ot I13P 3M]J] 33BBXBC aaMuHHMCTpaTHBHUAT OpraH OTMCHA
M3NaJeHuTe O BIM3aHETO B CHJA HA TO3M 3aKOH Pa3pelieHHsd, 3a KOMTO B CPOK 10 1 roHu
2017 r. He ca IOJaJICHY 3asBJICHUSA 38 U3MEHCHHE.

Ot daxtugecka crpana: CoriacHo Paspemenue Ne 0862-1/11.12.2009 r. 3a myckaue

Ha Iazapa Ha OMOLHUJCH Ipenapar JIIIPEN TTPOTUB MVYXBJI®, chumar npencrasissa
cMec U ChIbpKa aKTHBHOTO BEIECTBO HaTpueB XUMOXJIOPHUT, aKTUBEH XJI0p (CAS Ne 7681-
52-9; EC Ne 231-668-3) B koHueHrpanus 3.5-4.5g/100g.

BuomunsT , IUTIPEN [TPOTUB MYXBJI“ e knacuduimpan 1 eTUKETUPaH 110 pefia Ha
Hapenbara no 4. 5, ain. 2 or 33BBXBC, neficTBana KbM JiaTaTa Ha H3/1aBaHe Ha Pazpemenue
Ne 0862-1/11.12.2009 r., a umenno Hapenbara 3a pena ¥ HayMHA Ha KIacuuIupane,
OTIaKOBAHE M €THKETHPAHEe HA XAMHYHH BEIECTBA U IPeNapaty, npueTa ¢ [locraHosenue Ne
316 na Mununcrepckus csseT ot 2002 r. (06H., [IB, 6p. 5 o1 2003 1.).

Orpaserara B Paspermnenue Ne 0862-1/11.12.2009 r. knacuduxanus Ha ouonuaa He
IPOMEHSHA, T.€. ¥ KbM HAaCTOAIIMA MOMEHT KIacupUKAIUATa € CBIIIACHO Hapen0ara 1o 4i. 5,
ai. 2 o1 33BBXBC u He OTroBaps Ha H3MCKBAaHUATA 33 KIAaCH()HIUPaHE CBIIACHO PeriamMent
(EO) Ne 1272/2008 (CLP). Tosa o6crosiTesIcTBO HMEHHO Hajara W3MCHCHHETO Ha
paspemIeHueTo, Taka 4e Kiacupukanmara Ha OHOLMAa Ja Ce NMPHBENE B CHOTBETCTBUC C
m3uckBanusaTa Ha Pernament (EO) Ne 1272/2008 (CLP).

B u3mOBIHEHHE HAa YCTAHOBEHOTO B WI. 35 0T AJMHHUCTPATUBHONPOLECYaTHHS
KOJIEKC 3aIbDKEHAE 33 aIMUHUCTPATHBHYA OPTaH Ja U3sSCHU BCHUKM (PaKkTH U 00CTOATEIICTBA
OT 3HaueHMe 3a Cilyuas, Ha OPUTEXKaTeNs Ha paspelleHneTo e uampareno [lncmo msx. Ne 13-
BI1-54/20.03.2024 1., ¢ KO€eTO € yYBEJOMEH 3a 3all0YBaHE Ha MPOU3BOJCTBO IO U3JaBAHC Ha
aJIMHHECTPaTHBEH aKT, C KO#TO Ha ocHoBanue § 33, an. 4 ot [I3P 3U/1 33BBXBC mie 6b1e
orMeneHo Paspemenme Ne 0862-1/11.12.2009 r. 3a myckaHe Ha Iasapa Ha OmonuIeH
npenapar LITIPEU TTPOTUB MYXBJI, a chlio Taka My € Npe0CTaBeHa BE3MOXKHOCT J1a
M3pa3H CTAHOBHINE, KaKTO M Ja HaIpaBM NHUCMEHH HCKAHHA M BB3PAKCHHUS MO CITydas. B
yKa3aHHUs CPOK IIPUTEXATe AT Ha Pa3PEIIEHUETO HE € IPSIOCTaBH IAaHHA 32 MOJaACHO 110 1
foan 2017 r. 3agBneHue mped MHUHHCTEPCTBOTO Ha 3ApaBEOIla3BaHETO 33 M3MCHCHHC HA
Pazpemenne Ne 0862-1/11.12.2009 r. ¢ uen npuBexnaHe B CbOTBETCTBHE € Pernament (EO)
Ne 1272/2008 (¢ mocouBaHe Ha BXOJdIl HOMEp Ha 3ajBJICHHCTO 32 H3MCHCHHE Ha
paspelleHHeTo, HOMeP Ha Pa3pelleHHeTo H HanMeHoBaH!e Ha GHonu/a).

Cen M3sSCHSIBAHE HA BCHUKM (akTH KU OOCTOATECTBA OT 3HAUCHME 3a Clyvast W Ha
ocHoBaHue pasmopenbara Ha wi. 15, am 4, 1. 17 or 33BBXBC, ExcrepTHAAT CBBET IO

6uolmau Ha cBoe 3acemanue ot 06.06.2024 r. (IIporokon Ne 9) e HanpaBUII IIPEUIOKECHUE [0




KOMIIETCHTHHS OpraH — [JIaBHHS JBPXKaBeH 3/paBeH HHCICKTOp Ha Penybmika bbirapus
(cerimacuo 3amosen Ne PJI 01-287/08.08.2017 r. Ha MHHHCTBPA Ha 3PaBeONa3BaHETO) 3a
ormsHa Ha Paspemrenme No 0862-1/11.12.2009 r. 3a myckane Ha Tasapa Ha 6HouﬁneH
mpenapar ,,UIHPEI}'I [TPOTVIB MY XBJI*.

2. 3amopenra na ce cpobmm Ha ,,TOHU BAJ“ OO/, paition Cpenen, yu. ,,lJOpu
Benemuu™ Ne 40, et. 1, rp. Codus 1000.

3. 3amoBeaTa MOUISKH Ha oOxanBaHe B 14-IHEBEH CPOK OT CcBHOOIIABAHETO U IIPE]

AnmunucTpatiBed cba — Codust-rpan no peaa Ha AIMAHHCTPATHBHONPOLECYATHHA KOACKE.

JOIL X-P AHTEJI KYHYEB, M

I'nasen Ovpoicagen 30pasen UHCNEKM




