PETJIAMEHT (EO) Ne 907/2006 HA KOMUCUSATA
ot 20 roau 2006 roauna

3a u3menenue Ha Pernament (EO) Ne 648/2004 na EBponeiickusi mapjiaMeHT U Ha
CbBeTa OTHOCHO JIeTepreHTuTe ¢ mes agantupane Ha npuioxenus I u VII kbM Hero

(Texcr ot 3Hauenue 3a EUII)
KOMUCHUATA HA EBPOITEMCKUTE OBLITHOCTH,
Karo B3e npeasun Jloroopa 3a ch3gaBane Ha EBporelickara oOIIHOCT,

kato B3e npeasua Permament (EO) Ne 648/2004 na EBponelickust mapiameHnt u Ha CbBeTa OT
31 mapt 2004 1. OTHOCHO I[eTepFeHTI/ITel, ¥ To-crieraiiio wieH 13, maparpad 1 ot Hero,

KaToO uMa IpCaBu, 4c:

(1) Permament (EO) Ne 648/2004 rapantupa CBOOOAHOTO IBMIKCHHE HA JCTEPreHTHTE Ha
nazapa Ha OGIIHOCTTA, KaTO ChILEBPEMEHHO OCUTYPsIBa BUCOKO HUBO HA 3alllMTa HAa OKOJIHATA
cpezia 1 Ha OOIIECTBEHOTO 3/[paBe, U OIpeIess IpaBiia OTHOCHO KpaliHaTa OMopa3rpaguMocT
Ha MOBBPXHOCTHOAKTUBHHUTE BEILECTBA, BIW3AIM B ChCTaBa Ha JIETEPreHTUTE, U OTHOCHO
€THKETHPAHETO HAa KOMIIOHEHTHUTE Ha JIETEPTreHTHTE.

(2) Hsixou ot metoaute, npeasuaeHu B npuiokerue I koM Permament (EO) Ne 648/2004,
Hanpumep pedepenTHUAT MeToA ISO 14593, Morart chio Taka Aa ca MOAXOASIIM 32 TECTBAHE
Ha BEUIECTBA, KOMUTO ca ciab0 pa3TBOPUMH BBB BOJA, NMpPHU YCIOBUE Y€ C€ TrapaHTHpa
HaJIMYMETO Ha aJieKBaTHa Jucnepcus Ha TecTBaHOTO BemiecTBo. Cranmapt ISO 10634
npesocTaBs MO-MoApoOHa MH(pOpMalMs 3a TECTOBETE Ha BeIlecTBaTa, KOUTO ca ciabo
pa3TBOpUMHM BHB BoJa. Brrnpeku ToBa TpsaOBa ga Obae 100aBEeH €AWH TOMBIHUTENIEH METO 3a
KOHTPOJI Ha MOBBPXHOCTHOAKTHBHUTE BEIIECTBA, KOUTO ca ciabo pa3TBOPHMMU BBB BOJA.
[IpennaranusaT AOMBIHUTENICH MeTO1 Ha KoHTpou € ctanaapt ISO 10708:1997 , KauectBo Ha
BosaTa — Ol1leHsABaHEe BBB BOJHA Cpe/la Ha KpaifHaTta OmopasrpajuMocT B aeépOOHM yCIOBUS
Ha OPraHUYHHUTE CheAUMHEHUA . HaydyHUAT KOMUTET IO PUCKOBETE, CBBP3aHU ChC 3/IPABETO U
okonHara cpena (SCHER), 3akiroun, ye crannapt ISO 10708 e ekBUBaJIeHTEH Ha METOJUTE
3a KOHTpOJ, KOUTO Beue ca npenBuaeHu B npuiioxeHue Il kbM mocodyeHus periaMeHt, u
3as1BM CBOATA MOJKPENa 32 HETOBOTO M3II0JI3BAHE.

(3) 3a na ce rapaHTHpa BUCOKO HUBO HA 3aIlMTA HA 3/PaBETO, MOTPEOUTEIUTE TPIOBA J1a UMAT
BBH3MOKHOCT 3a MO-JIECE€H JOCTBII 10 MH(pOpMalUATa OTHOCHO ChCTaBa Ha JETEPreHTHUTE.
CrnenoBarenHO BbpXY OIAKOBKaTa Ha JeTepreHta TpsOBa na Objae MOCOYEH aApechT Ha
MHTEpHET CTpaHMUIaTa, Ha KOWTO € BB3MOXKHO JIECHOTO IIOJIyuaBaHE Ha CIIUCBKA C
KOMIIOHEHTUTE, mpenBujeH B pasgen [ or mnpunoxenue VII kM Pernmamentr (EO)
Ne 648/2004.

(4) 3agpmxuTenHO € Ja ObIaT MeKJIapupaHd apoMaTHTE, KOMTO MOraT Ja Mpeau3BUKAT
aneprusi, ako Te ca JoOaBeHH ToJ (opMara Ha YHCTU BEIIECTBA. BBIpPEKH TOBa TOPHOTO
3abJDKEHUE € BAJMIHO CaMO aKo Te ca JO0aBeHM KaTO KOMITOHEHTH OT CJIOKHH IO ChCTaB
BEIeCTBAa KaTo eTepudHu Macia uian napdromu. C men mogoOpsBaHe HA MPO3PAYHOCTTA 3a

1 OB L 104, 8.4.2004 r., ctp. 1.
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noTpeOHTENsT BCEKM apoMaT, KOWTO MOXKE Ja MpEeAu3BUKA aJeprusi U KOUTO ce ChIbpiKa B
Ja7IeH IETepPreHT, TpsOBa 1a Oble ACKIapupaH HE3aBUCUMO OT HAYMHA, IO KOWTO € J00aBeH
KBM HETO.

(5) IlpennazHaueHUAT 32 OOMKHOBEHHS IMOTPEOUTEN CIHUCHK HAa ChCTABKUTE, NMPEABUICH B
pasnen I' or mpunoxkenue VII kpm Permament (EO) Ne 648/2004, nanara mpubsrBaHe 10
CrielMaju3upaHa HaydYHa HOMEHKJIaTypa, KOsATO I0-CKOpo OM MorJjia Aa 00bpKa, OTKOJIKOTO J1a
MOAMOMOTHE OOWKHOBeHUsI MmoTpeOuTen. OCBEH TOBa ChHINECTBYBAT HSKOM HE3HAYUTEITHU
HECHOTBETCTBUS MEXTy HH(POpMAIIUATA, KOSITO € Ha Pa3MOJIOKEHUE Ha IUpoKaTa myOauKa, u
uH(pOpMaIKATA, KOATO € Ha PA3MOJIOKEHNE Ha MEIUIIUHCKUS TIEPCOHAIl B pAMKHUTE Ha pa3ael
B or cwmoro npwioxenue. MHbopmamusaTa OTHOCHO CBhCTaBKHUTE, IPEIHA3HAUYCHU 34
OOMKHOBEHUTE MOTpeduTeNu, TpsAOBa Ja ObIE MO-JIECHOAOCTHIIHA Ype3 HM3IMOJI3BAHETO Ha
HoMeHkJatypara INCI, kosiTo Beue ce U3I0I3Ba 3a KO3METUYHUTE ChbCTaBKH, U paznenu B u I’
TpsiOBa J]a ©UMAT CbOTBETCTBHUE MIOMEXKY CH.

(6) B cpabppikaiioTo ce B periaMeHTa oIpeesieHue Ha MOHATHETO ,,JJeTepPreHT  ce yToyHsIBa
SACHO, Y€ IpaBWJIaTa OTHOCHO E€TUKETUPAHETO C€ MpuiaraT KbM BCHYKU JETEPreHTH,
HE3aBUCHMO [l T€ ChIbP)KaT MOBbPXHOCTHOAKTHBHM BELIECTBA, WM He. Bbopeku ToBa
pazgen I' or mpunoxenune VII kpMm Permament (EO) Ne 648/2004 ompenens pa3iaundHU
OpaBUiIa 3a JETePreHTHTE 3a NPOMMIUIEHU WM YUYPEKICHCKH LEIH, KOMTO ChIbpiKaT
NOBBbPXHOCTHOAKTHBHHU BELIECTBA, M 3a JETEPreHTUTE, KOUTO HE ChAbpXKAT TakuBa. Ta3u
pasyivKa IpU 33bKEHUSTa OTHOCHO €TUKETHPAHETO HE MpeciieiBa HAKaKBa MOJIE3HA 1Iel U
TpsiOBa 1a Obe MpeMaxHaTa.

(7) Hpunoxenust III u VII xpm Permament (EO) Ne 648/2004 crnenBa na ce HU3MEHST
CBHOTBETHO. 3a MO-TOJsIMA SICHOTA € TIOXOASIIO Te3H MPIIIOKEHHS 1a ObIaT 3aMEHEHH.

(8) Mepkurte, MpeBUICHU B HACTOSIIINS PErJIaMEHT, Ca B ChOTBETCTBHE ChC CTAHOBHILIETO HA
Komurera o nereprenture,

ITPUE HACTOAIIA PETJTAMEHT:

Ynen 1

Pernament (EO) Ne 648/2004 ce u3meHs1, KakTo cje/Ba:

1) IMpunosxenue 1l ce 3amens ¢ Tekcta oT npusiokeHue I KbM HACTOSALIUS peryiaMeHT.
2) ITpunoxxenue VII ce 3amens ¢ Tekcra ot npuiioxenue [l KbM HacTOSIIINS PETIAMEHT.
Ynen 2

Bausane B cuia

HacTtoaummsaT pernmameHT Biu3a B cHUjla Ha JBaJleCeTHs] J€H ciel MyOIMKyBaHETO MYy B
Oguyuanen secmnux na Esponelickus cvbios.

Unen 1, maparpad 2 ce mpumiiara ciieq IIECT Mecella OT BJIM3aHe B CHJa HAa HACTOSIIUS
peTJIaMEHT.

HaCTOHH_II/IHT PEriIaMEeHT € 3aABJDKHUTCIICH B CBOATA LAJIOCT M CE Ipujiara nNpsaKO BbB BCUUYKHU
ABPrKABU-YJICHKU.

CncraBeno B bprokcen Ha 20 rouu 2006 roguHa.
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3a Komucuama

Gilinter VERHEUGEN
3amecmuux-npedcedamen
IIPUJIO)KEHUE 1

L, IIPUJIO)KEHUE 111

METOIHU 3A KOHTPO.1 HA KPAMHATA BUOPA3I'PAUMOCT
(MUHEPAJIM3AIIMA) HA INIOBBPXHOCTHOAKTHUBHUTE BEIIECTBA,
CbAbPKAIIN CE B IETEPTEHTUTE

A. PedepeHTHUAT MeTOA, M30paH B HACTOSIIHS PETJIAMEHT 3a JIAOOPATOPHUTE M3IMUTBAHUS
OTHOCHO KpaiiHaTa OMOpa3rpaJiuMOCT Ha IIOBbPXHOCTHOAKTHBHUTE BEIIECTBA, CE€ OCHOBABa Ha
cranaapta EN ISO 14593:1999 (u3nutBane ¢ CO; B ropHaTa 4acT Ha KOJIOHA).

[ToBbPXHOCTHOAKTUBHUTE BEIIECTBA, KOUTO C€ ChIBPKAT B JCTEPIreHTUTE, CE€ CMSTAT 3a

OmopasrpaguMu, ako HUBOTO Ha OMopasrpaauMocT (MUHEpaIU3aIus), U3MEPEHO ¢ MTOMOIITA
1

Ha €JIMH OT CJIeIHUTE TECTOBE , € He Mo-Maliko oT 60 % 3a mepuoj OT ABaIECET U OCEM JTHU:

1. Crannmapt EN ISO 14593:1999 — KauectBo Ha Bosata — OLieHsIBaHE BbB BOJIHA CpeJa Ha
KpaiiHa OMOpa3rpagMOoCT B aepOOHH YCIIOBHS HAa OPraHWYHUTE CheAWHEHUs — Meron upes
aHaJIN3 Ha HCOPTraHWYCH BBIJICPOA B XCPMETUYCCKU 3aTBOPCHU CHAOBC (TGCTOBO HU3IIUTBAHE C
CO; B ropHara yact Ha KojoHa). J[a He ce mpubArBa 10 MpeaBAPUTEIHO MPHUBEXKAAHE 10
pabotHa Temmneparypa. He ce mpuiara NpuHOMITBT 3a MEXIAUHEH WHTEPBAI OT JIECET JTHU
(eTasoHEH METON).

2. Meron, nocouen B JupektuBa 67/548/EMO, npunoxenue V.B.4-B (ocBoboxnaBane Ha
BbriteposaeH auokcua (COZ), MoaudUIMpaHO TECTOBO H3MHMTaHWE THUI Sturm): ga He ce
npuosTBa 10 MPEIBAPUTEIHO TMpPHUBEXKIAaHE N0 paboTHa Temmeparypa. He ce mpumara
MPUHIIMITET 32 MEKIUHEH HHTEPBAN OT JIECET IHU (€TaJlOHEH METO).

3. Meton, nocouen B upextua 67/548/EVO, npunoxenue V.B.4-]] (3aTBopeHa konba): 1a
HEe ce MpubsArBa M0 MpeaBapUTENHO MpPUBEXKAaHe 10 paboTHa TemmepaTypa. He ce mpunara
MPUHIUITHT 32 MEXIMHEH UHTEPBA OT JAECET THU (€TAJIOHEH METO.).

4. Meron, nocoyen B JlupektuBa 67/548/EVO, npunoxenue V.B.4-I' (ManomerpuuHa
pecriupoMeTpusi): 1a He ce NpuOsrBa JO TPEeNBapUTEIHO TPHUBSKIAHE OO0 paboTHA
temneparypa. He ce mpuiiara npuHIMIBT 32 MEXAWHEH MHTEpBaJ OT JIeCeT THH (E€TaJIOHEH
METOI).

5. Meton, nocouen B upexktuna 67/548/EVO, npunoxenue V.B.4-E (MITL: MunucrepcTBo
Ha MEeXJyHapoJHaTa ThProBUS M Ha NMPOMHUIUICHOCTTa, SIMOHMS): Aa HE ce Mpuosrea 1o
IpeJBapuTeIHO TpUBEXIaHe 1O paboTHa Temmeparypa. He ce mpuiara npuHUMOBT 32
MEXIMHEH UHTEPBAI OT JECET IHU (€TATOHEH METO/).

6. Cranmapt ISO 10708:1997 — KauectBo Ha Bojgata — OleHsIBaHE BBB BOJHA Cpela Ha
KpaiiHa OMopasrpaJuMOCT B aepOOHU yCIOBHS Ha OPraHWYHUTE ChenuHeHus: — OnpenensHe

! Te3u TecToBE ce CUMTAT KATO Haﬁ-HOHXOﬂHHII/I 3a NIOBBbPXHOCTHOAKTUBHUTC BCUICCTBA.
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Ha OMOXMMHUYHATA HYXKJa OT KUCIOPOJ upe3 TecT OT JBe (a3u B 3aTBOpeHa koibda. [la He ce
npubsArBa 10 MpeABapUTENIHO MpHUBEXIaHe 10 paboTHa Temmeparypa. He ce mnpuiiara
IPUHLMITBT 32 MEXKIMHEH UHTEPBAI OT J1€CET JIHU.

b. B 3aBHCHMOCT OT ()M3MYECKHTE XAPAKTEPUCTUKU HA NOBBPXHOCTHOAKTUBHOTO BELICCTBO
MOKC a CC€ HU3MO0J3Ba CAUHUAT HUIINU APYTUAT OT MCTOAUTC, KOUTO q)HprI/IpaT Imo-10J1y, aKo
ToBa Gb1e 0GOCHOBAHO 110 a/eKBaTeH HaduH'. HeoGXO0MMO 1a ce OTOENEsKH, Ye KPHTCPHST 32
YCIIEIIHO NpEeMHUHABaHe Ha TecToBeTe OT MUHUMYM 70 % mpu Te3u meronu, TpsiOBa jga ce
CUMTa 332 CKBHBAJICHTCH HA KPUTEPHS 32 YCIICIIHO MPEMHHABAHE HA TECTOBETE OT MHHUMYM
60 %, mocouen 3a Meroaute, u3dbpoeHn B OykBa A. LlemecroOpaznocrra Ha u300pa Ha
OTOEINISI3aHUTE MO-J0JYy METOIU Ce MpELCHsBa 4pe3 IMOTBbp)KIAaBAaHE Ha BCEKU CIydail
HOOT/ICJTHO B CHOTBETCTBHE C WICH 5 OT HACTOSAIINS PETrJIaMeHT.

1. Meron, mocouen B JupektuBa 67/548/EWNO, mpuinoxenune V.B.4-A (anuxwiarms Ha
pa3TtBopeH opranuueH Bbriiepos (POB): na He ce mpubsArea 10 MpeaBapuUTEIHO PUBEKIAHE
1o paboTHa Temneparypa. He ce mpuiara mpuHIMOBT 32 MEXKAUHEH MHTEPBAI OT JIECET JTHU
(eranonen meton). Karo xputepuii 3a ycreniHa OMopa3rpaiiMoCT, H3MEpeHa CIOpe TecCTa,
ce mpuema pe3yarat or MUHUMYM 70 % 3a 1BajieceT U OCeM JIHH.

2. Meron, mocouen B [upektuBa 67/548/EVIO, mnpunoxenne V.B.4-b (u3meneHo
CKpUHHUHTOBO u3cneaane Ha OVICP, aHuxuaius Ha pa3TBOPEH OpraHu4eH BBIVICPON): JIa He
ce mpuOsArBa 10 TMpEABAPUTETHO NpUBEXKIaHE N0 paboTHa Temmeparypa. He ce mpuiara
NPUHIUITET 32 MEXKIWHEH MHTEpBaJ OT JeceT JHM (eTajoHeH merox). Kato kputepwii 3a
yCIIeIHa OMOPa3rpaguMOCT, U3MEPEHa CIIOPEe]] TeCTa, ce MpuemMa pe3yarar or MuHUMyM 70 %
3a IBaJIeceT U OCeM JHH.

NB 3a Bcuuku ordenszaHu mo-rope Meroau, B3etu oT Jupextuna 67/548/ENO, moxe chblio
Jla ce HalpaBu KOHCYNTAIMs B myOnukamnusTa ,,Kinacuduxaims, onakoBaHe U eTHKETHPaHEe Ha
omacHuTe BemiecTBa B EBpomeiickust cbro3®, vact 2 ,MeTonu Ha TECTOBU HW3MHUTAHHS,
EBpomneiicka komucus, 1997 r., ISBN 92-828-0076-8.

ITPUJIOKEHUE 11

, IIPUJIO’KEHUE VII

ETUKETUPAHE U THO®OPMAIIMOHEH ®UI 3A CbCTABKUTE
A. ETHKeTHpaHe HA ChAbPKAHNETO

Crnenmaure pa3n0pe2161/1 OTHOCHO C€THKETHPAHCTO Ca B CHJIa 3a OIIAKOBKHUTC Ha ACTCPIrCHTH,
mpoaaBaHu 3a MUPOKO HOTpC6J'ICHI/IC.

H3mon3Bar ce cieIHnuTe Auana3oHu, U3pa3cHu B IPOLUCHTU:

— o-MaJIko otT 5 %,

! Meronure, CBBP3aHU C PA3TBOPCHHS OPTraHWYCH BBHIJICPOJ, OMXa MOTJHM Ja JAajaT Pe3yJTaTH 3a CTCICHTA Ha
OCBOOOXKIIaBaHE B OKOJHATA Cpela, a HE 3a KPalHOTO OuopasrpaxaaHe. MeTomuTe Ha MaHOMETPHYHATA
peciupomerpusi, Ha MITI u Ha TecTa, nBe a3u 3a onpepensHe Ha OMOXUMHYHATA HYXKIA, KACIOPOJ B HIKOU
cilydan He Ouxa OWJIM MOJXOJMSIIM, 3aI0TO BHCOKATa HAa4yallHA KOHIICHTPALHUs MPU TECCTOBOTO H3IMUTBAHE OH
MOIJIa J1a IPeAU3BHKA HHXHOUTOPEH eeKT.
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— 5 % uau moseue, HO MO-MaiKo ot 15 %,
— 15 % unnu nmoseye, HO Mo-Manko ot 30 %,
— 30 % u noseue,

3a yKa3BaHE HAIWYMETO Ha HM30POCHUTE IO-I0JY KOMIIOHEHTH, aKo Te ca J00aBeHH B
KOHLeHTpauus, Haasumasama 0,2 % ot Ternoro:

— ¢ocdarn,

— docdonaru,

— aHUOHHHM NMOBBPXHOCTHOAKTUBHU BEIIECTBA,

— KaTHOHHU MOBBPXHOCTHOAKTUBHHU BEIIECTBA,

— aM(doTepHU MOBBPXHOCTHOAKTHBHH BEIIECTBA,

— HEMOHOTeHHU OBBPXHOCTHOAKTUBHHU BEIIECTBA,

— KHUCIIOPOJHU NMOBBPXHOCTHOAKTUBHU BEIIECTBa 3a n30eBaHe,
— XJIOPHU MMOBBPXHOCTHOAKTUBHU BEIIIECTBA 32 U30€IJIBaHE,
— EDTA (eTunen-guaMuH-TPU-XUIPOOKCH alleTaT) U COIH,
— NTA (auTpusnoneTHa KuceanHa) 1 COJu,

— (heHOIM U XaJOTeHUPaHU (EHOIH,

— mapaauxa0poOeH3eH,

— apOMaTHU BBIJIEBOJIOPO/IH,

— anudaTHU BBITIEBOJOPO/IH,

— XaJIOTE€HUPAHU BBIJIEBOIOPO/IH,

— CarmyH,

— 3€0JIUTH,

— TIOJIMKapOOKCUJIATH.

Vka3Ba ce KJIachT Ha CIE€OHUTE ChCTaBHHU KOMIIOHCHTH, aKO Ca HpI/I6aBCHI/I, HC3aBUCHUMO OT
KOHICHTpanuaTa uM:

— CH3UMH,
— ne3uH(peKTaHTH,

— ONTUYHU U30CITUTEIH,
— nap@romMu.
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Ako ca mpubaBeHM KOHCEPBAHTHHM BEIIECTBA, TE€ C€ IIOCOYBAT HE3aBUCHUMO OT
KOHIICHTpAIUATA WM, KaTo C€ H3I0J3Ba BBHB BB3MOXKHO HaW-TOJsAMa CTEIEH oO0Imara
HOMEHKJIaTypa, BbBeJeHa chriaacHo wieH § ot Jupekrusa 76/768/EMO na CbBera ot 27 1onu
1976 r. 3a cOmmkaBaHe Ha 3aKOHOJATENCTBATa Ha JIbPXKABUTC-WICHKH, CBBpP3aHU C
Ko3MeTHaHITE MPOTyKTH (7).

Ako ca mpubaBeHM apomaTd, KOUTO MOraT Ja MpEeAu3BUKAT ajeprusi, B KOHIEHTpALUH,
najsumasaiy 0,01 % ot Ternoro, u ako Te NPUCHCTBAT B CIIMCHKA HA BEllecTBaTa B yacT | ot
npunoxenue Il xem [JupexktuBa 76/768/EMO, kato pesynrar OoT HEHHOTO H3MEHEHHE C
JlupextiBa 2003/15/EO na Epomeiickust mapmament u Ha ChbBeTa’ 3a BKIIOYBAHE Ha
apoMaTHUTE aJlepreHHU BelIecTBa OT CHUCHKA, IbPBOHAYAIHO YCTaHOBEeH OT Hayunus
KOMUTET 10 KO3METUYHHUTE cpelcTBa U HexpaHutenHute npoayktu (SCCNFP) B nerosoro
cranoBuiie SCCNFP/0017/98, te3u apomaTu ce yka3Bar ¢ MOMOIITAa HA HOMEHKJIATypara Ha
CIIOMEHaTaTa IO-TOpe IUPEKTHBA, KaTO TOBa CE€ OTHACA WU 3a BCIKO JPYro aJEpreHHO
apoMaTHO BEIIECTBO, J00aBeHO MO-KbCHO B 4acT I ot mpunoxenue III xpm JlupexTuBa
76/768/EV1O B paMKHTE Ha aAalTUPAHETO HA TOBA MPUIOKEHNE KbM TEXHUYECKHUS TIPOTPEC.

Korarto B 3aBucumoct ot pucka Bnocienctsiue ot SCCNFP ca yctaHOBeHM WHIWBUIYaTHU
MMpeaciIiHu CTOMHOCTHY Ha KOHLCHTpanus, Komucusra npeajiara aa €€ U3BbpPUIIMX MPUEMAHETO
chriacHo wieH 12, maparpad 2 Ha Te3u MPeaeTHH CTOWHOCTH, KOUTO 3aMEHSAT MPEIUITHATA
npenenaa croiroct ot 0,01 %.

Bbpxy onakoBkaTta TpsiOBa aa ObJe MOCOYEH a/pechT Ha MHTEPHET CTpaHUIlATa, Ha KOUTO €
Bb3MOKHO II0Jy4aBaHETO Ha CIIMChKA C KOMIIOHEHTHTE, MNpeaBuaeH B paszuen [T or
npunoxenue VIIL

3a jerepreHTUTe, KOUTO ca MpeAHA3HAYCHH 3a M3TO0J3BaHE CIUHCTBEHO B MPOMHUIIUICHHUS U
YUPEXKIIEHCKUS CEKTOP, 03 J1a ce Mpo/1aBar 3a MUPOKO MoTpebIeHne, He € He0OX0UMO J1a ce
ChOIOJaBaT IMOCOYCHHUTE IO-TOpe W3UCKBAHUSA, aKO ChOTBETHATa WHMOpMANUs €
MpeloCTaBeHa upe3 TeXHUYecKu (uioBe, (uimoBe 3a 0€30MAaCHOCT WM MO BCEKH JPYT
Mog00€eH HAYKH.

b. ETukerupane Ha HH(POPMALHUATA 32 JO3MPOBKA

B cpoTrBercTBUE ¢ npeanucanusTa Ha wieH 11, maparpad 4 npu eTUKeTHpaHETO ce mpusarat
CJIEZIHUTE pasnopea0u 3a ONAaKOBKUTE Ha JIETEPreHTUTE, MPOaBaHu 3a IMIUPOKO MOTpedIeHHE.
OnakoBKHTE Ha JAETEPreHTUTe, KOMTO C€ MpoJaBaT 3a LIMPOKO TOTpediieHHe U ca
npeHa3HauYeH! 32 U3MUpPaHe Ha ThbKaHU, TPSOBA Ja ChIIbPXKAT CICTHUTE JaHHU:

— MPEnopbUYUTETHUTE KOJIMYECTBAa W/WIM YKa3aHHs 3a J03MpaHe, U3Pa3eHH B MUJIMINTPU
UM B TPaMOBE, CbOTBETCTBAIIM HA HOPMAJIHOTO HATOBAPBAHE HA €/(HA II€paJIHA MAIMHA, 33
W3M0J3BaHE C MEKa, CPEIHO TBbpAAa M TBBpAA BOAA, KAKTO M YKAa3aHWs 3a €IMH WIN JIBA
LMKbJIa HA IIPAHE,

— IpHU ,,KIaCHYECKO* MpaHe — OposAT Ha CTaHAAPTHUTE 3apeXkIaHWs Ha €/lHa IepajHa
MalllgHa ¢ ,,HOpPMaJIHO 3aMbpPCEHU"* TEKCTUJIHM M3/eNHs, a IpU MpaHe Ha (PUHU TEKCTUIHU
u3fenuss — OposAT Ha CTaHAAPTHUTE 3apeKIaHHMd HA €JHa IlepajlHa MallldHa C JIEeKO

L OB L 262, 27.9.1976 r., ctp. 169. qupextuBa, mocieauo uMenena ¢ Jupexrusa 2005/80/EO na Komucusa
(OB L 303, 22.11.2005 r., ctp. 32).

20B L 66, 11.3.2003 r., cTp. 26.
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3aMbPCCHU TCKCTHUIIHU U3CIINUA, KOUTO MOraT 1a 6’[:,Z[aT H3MpaHu CbC CHbABPKAHUCTO HA CIHA
OITaKOBKa, IIPU H3IOJ3BAHC HAa BOJda CHC CpCAHa TBBPAOCT, OTTroBapslila Ha 2,5 MHJIIMMOJIA

CaCOga/n,

— aKO 3aCIHO C IIPOAYKTa CC IIPCAOCTaBA H03aTOpPHA YallKa, HEllHATa BMECTHMOCT Ce€
oTOes3Ba CbIIO B MUJIMJIMTPU UJIK B I'PaMOBC U CC IIOCOYBAT YKa3aHUA 3a J03aTa ACTCPIrCHT,
CHOTBCTCTBAIL[ 3@ HOPMAJIHOTO KOJHMYCCTBO APEXH 3a €AHO HUIIIHMpPAHE C II€pajlHa MalllrHa,
CBHOTBCTHO IIPU U3IOJI3BAHC HA MCKa, CPCAHO TBbpJAa U TBbpJda BOJA.

HopmaitHoTO Tersio apexw 3a €IHO M3MHUpaHE ¢ MepaiHa MammHa € 4,5 kg cyX TeKCTUI IpH
»kiIacndecko mpane W 2,5 kg CyX TEKCTHJ TpU ,,CHEIHATHU BUAOBE IpaHE CIOpEN
onpenenenusra, aaaeHn B Pemenne 1999/476/EO na Komucusara ot 10 ronum 1999 r. 3a
YCTaHOBSIBAHE HA €KOJIOTUYHUTE KPUTEPUU 32 TIPEOCTABIHE HA eKoeTHKEeT Ha OOIIHOCTTA 32
MIePUITHUTE z[eTepreHTnl. JlaneH neTepreHT ce cyMTa 3a ,,KJIACHYECKH OCBEH KOraro
MIPOU3BOJUTENAT TPEIBIKIA MPEIMMHO yHnoTpeba Ha JAeTepreHTa, MpPH KOSTO C€ IIajsT
ThKaHUTE, HAIIPUMEDP MIPaHe MPHU HUCKA TeMIIEpaTypa, IpU HEXKHH U IBETHU MaTEPUH.

B. Undopmanuonen ¢puii 3a CbCTaBKUTE

[Tpu u30posiBaHETO HA CHCTABKUTE B MHGOPMAIMOHHUS (UL, TOCOYEH B uieH 9, maparpad 3,
ce MpuJIaraT CJIeIHUTE Pa3nopeon.

I/IH(bOpMaI_II/IOHHI/ISIT (I)I/IH_I ImocoyBa HAMMCHOBAHHCTO Ha ACTCPreéHTa HW HUMCTO Ha
IMPONU3BOAUTCIIA.

Bcuuku chcTaBKH TpH6Ba Ja 6T>I[aT OT6€J'I$I33HI/I; TC CC I/I36pO$IBaT B HHU3XOZJAI pea Ha
KOHLCHTpanusaATa UM MW CIIMCBKBT CC€ MOApa3aciii B CICAHUTC AWAIIa30HU OT CTOfIHOCTH,
H3pPAa3C€HU B MPOLCHTU OT TCTJIOTO:

— 10 % wunum moseue,

— 1 % unau moseue, HO mo-Manko ot 10 %,
— 0,1 % wnnu noseue, HO MO-Maiako ot 1 %,
— mo-manko ot 0,1 %.

[TpumecHTe HE ce CUMTAT 332 ChCTABKHU.

,»CBhCTaBKa™ 03HauaBa BCSKO BEIIECTBO OT CMHTETHYEH HJIM €CTECTBEH MPOM3XO0J, BKIIOUEHO
NpeHAMEPEHO B ChCTaBa Ha JaJieH NETEPTreHT. 3a IEeNUTe Ha HACTOSIIOTO IMPHIIOKEHHE
nap(OMbT, €ETEPUYHOTO MAciO WM OLBETUTENAT TpsOBa Ja ObJAT CUMTAHM KAaTO OTAEIHU
CbCTaBKM U HHUTO €JHO OT ChAbpXKAIIWTE Ce€ B TAX BeEIlleCTBAa He TpsAOBa na ¢urypupa B
CHHMCBhKA C M3KJIIOUYEHHE HAa MPEAM3BUKBAIINUTE ajieprus apoMaTH, MOCOYEHH B CIUCHKAa Ha
BemjectBara or mnpuwioxenue III, wact 1 ot [dupexktuBa 76/768/EMO, axo obmara
KOHIIGHTpallusi Ha MpeIM3BHKBAIlaTa aleprusi ChCTaBKa B JETEpPreHTa HaJBHIIaBa
npeJeHaTa CTOMHOCT, YKa3aHa B pa3aen A.

1 OB L 187, 20.7.1999 r., ctp. 52. Pemenne, nocnexano usmeneno ¢ Pemienune 2003/200/EO (OB L 76,
22.3.2003 r., ctp. 25).
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3a BCEKM ChCTaBEH KOMIIOHEHT C€ MOCOYBAT OOMIONPHETOTO XMMHYHO MME WJIM WMETO IO
1

IUPAC", u xoraro mMa TakMBa, HAUMECHOBAHHUETO IIO INCIZ, HoMepbT 110 CAS u umerto, ¢

Koeto Toil purypupa B EBponeiickara ¢apmakornes.

I'. [ly0simKyBaHe HA CIMCHKA HA CbCTABKUTE

[TpousBonuTenuTe TpsiOBa Ja MyOIMKYBAaT HA MHTEPHET CTpaHUIaTa (uira, KONTO Chabpxa
CHMCBHKa Ha OTOENIA3aHUTE [10-TOPE ChCTABKH, C U3KJIFOUEHHUE Ha ClieiHaTa HH(pOpMaLUs:

— I/IH(I)OpMaLII/ISITa OTHOCHO AHAIIa3oOHUTC OT CTOﬁHOCTH, H3pa3CHU B IMPOLUCHTHU OT TCIJIOTO,
HE € 3aAbJIPKHUTCIIHA,

— "omepara o CAS He ca 3a1bKUTEIHH,

— HaMMEHOBAaHUETO Ha JIaJieHa ChCTaBKa TpsOBa /a ObJie AaBaHO CIIOPE] HOMEHKJaTypaTa
INCI; ako ToBa HaMMEHOBaHHE HE € HaJIM4HO, TpsAOBa Ja c€ H3MO0J3Ba HMMETO OT
EBponeiickata ¢apmakones. AKO HUTO €QHO OT Te€3M JBE HAUMEHOBAHUS HE € HAJIMYHO,
TpsiOBa Ja ce M3Moia3Ba 0OMKHOBEHOTO XUMUYHO uMe i umero 1o [UPAC. 3a napdromute
TpsiOBa Ja ce M3I0J3Ba HAMMEHOBAHMETO ,apdroM™. 3a ouseruTenuTe TpsiOBa Ja ce
U3I0JI3Ba HAUMEHOBAHUETO ,,ouBeTuTeN . [lapproMbT, €TEPUYHOTO MACIO WK OLBETUTEIAT
TpsiOBa Ja ObJAT CYMTAHU KATO OTJCJIHU ChCTaBKU M HUTO €HO OT ChIBPIKALIUTE C€ B TSIX
BelIeCcTBa HE TpsiOBa Ja purypupa B COUCHKA C U3KIOYEHHE HA NMPEIU3BUKBAIIUTE aJeprus
apoMaTH, II0COYEHHM B CIIMCBKAa Ha Bewiectara oT npuwioxenue III, wact 1 or Jlupexrusa
76/768/EVIO, ako oOmata KOHLEHTpalus Ha TNpEAM3BUKBAIIATa aJleprusi ChCTaBKa B
JIETEpreHTa HaJBUILAaBA MIPEIeIHATa CTOMHOCT, YKa3aHa B paszaeln A.

JocThIbT 10 MHTEPHET CTpaHHWIlaTa HE TPsOBa Ja 3aBUCH OT HUKAKBO OTpaHUYCHHUE WIIH
yCIIOBHUE; ChABPKAHUETO Ha caiiTa TpsOBa Aa ce akTyanusupa. UHTepHeT cTpaHuIiaTa TpsaOBa
Jla ChAbpKa MpernpaTka KpM caiita Pharmacos Ha Komucusita wim KbM BCEKH JIPYT CHEIUATICH
caiiT, WHTEpPHET CTpaHWIaTa Ha KOWTO ©Ma TabJuIa 3a CBOTBETCTBUE MEXKIY

HanMeHoBaHusTa o HoMeHkiarypara INCI, mo EBpomelickata dapmakornes u HoMepaTa 1o
CAS.

ToBa 3aabDKEHNE HE ce Tpuiiara CIpsMo JIETEPreHTUTE 33 TMPOMUIILUICHH WIH YUPEKICHCKU
LIEJIM, HUTO CIPSIMO NMOBBbPXHOCTHOAKTUBHUTE BEIIECTBA, MPEAHA3HAYEHU 3a JETEPreHTH 3a
MPOMHUIIJICHU WM YYPCKIACHCKHU LCIIHU, 3@ KOUTO MMa Ha PA3IOJIOKCHUC TCXHHUYCCKU (1)I/IIII
i ¢ui 3a 6e301acHoOCT.

1
Mexcayﬂapo,ueﬂ CbIO3 10 YUCTA U NPUJIOKHA XUMMUA.

2
Mexcayﬂapo,uﬂa HOMCHKJIaTypa Ha KOSMCTUYHUTC CHCTaBKU.
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