ABAJIECET U TPETA TUPEKTHUBA 98/62/EO HA KOMHUCHATA

ot 3 cenremBpu 1998 roauna

OTHOCHO aJaNTHPaHe KbM TeXHU4YeCKHud nporpec Ha npuiioskenus 11, III, VI u VII
kbM JlnpexkTuBa 76/768/EMO na ChbBeTa 0THOCHO COJIMAKABAHETO HA
3aKOHOJATeJICTBATA HA IbPiKaBUTE-YJEHKH, CBbP3aHU ¢ KO3METHYHHUTE NPOAYKTH

(Texer ot 3nauenue 3a EUII)

KOMUCHSTA HA EBPOITEMCKUTE OBI[HOCTH,
KaTo B3e npeasua JloroBopa 3a cb3naBane Ha EBpormeiickara o0 HOCT,

kato B3¢ mnpensua JupexruBa 76/768/EMMO na CwBera or 27 wmm 1976 1. OTHOCHO
cOJIM)KaBAaHETO Ha 3aKOHOJATENICTBaTa Ha JbpKABUTE-UICHKU, CBBP3aHU C KO3ZMETUUYHUTE
nponmel, nocieano udmeHeHna ¢ lupexrusa 98/16/EO Ha KOMI/ICI/ISITaZ, 7 TI0-CITEIM aJIHO

yiieH 8, maparpad 2 ot Hes,
ciiel KoHcynranuu ¢ HaydHus KOMHTET O KO3METOJI0THS,

KaTo uMa npcaBua, Y€ B OTCbCTBMC HA HOBU HAYYHU JAHHHU U IMO-KOHKPETHO IO OTHOUICHUEC
Ha OBJITroCcpoyHaTra TOKCHYHOCT, HayLIHI/IﬂT KOMHUTET IO KO3MCTOJIOTHUA MpEIopbhbUBa Aa CC
3a6paHI/I yHOTpe6aTa Ha MOCKEH U THOETCKH MYCKYC B KOSMCTUYHHUTC IMPOAYKTH, ThH KaTo
TC MOTIaT Aa IMpEaACTaBJIABAT PUCK 3a 3IPaBCTO HaA HOTp€6I/ITeJH/ITe;

KaTO MMa TPEIBUJI, Y€ TOMMBbIHUTETHATA TOKCHKOJIOTHYHA OIlEHKAa Ha CTPOHIIMEB XJIOPH],
OCHOBaBaIlla Ce€ Ha HOBa HWHQOpPMAIUS, MPEAOCTaBeHA OT CTPaHA Ha TPOMHIIUICHOCTTA,
MOKa3Ba, Y€ yrmorpedara Ha TOBA BEUIECTBO MOXKE Ja ObJe pasnmmpeHa U Ja BKIOYH, 0e3
PHCK 32 O€30MaCHOCTTA, MPOU3BOACTBO HA IIAMIIOAHH M TIPOIYKTH 3a TPUKa 3a JUIETO, aKO
HEC CC HpeBI/HHaBa MaKCHUMAaAJIHO I[OHYCTI/IMaTa KOHH@HTpaIII/IH;

KaToO HMMa nOpcaBUO, Y€ BB3 OCHOBA Ha IMOCICAHHUTC HAYYHU MNOCTHUIKCHHA, BCHICCTBATA
OCH3AJIKOHMEB XIIOpUJl, OpOMHJ W 3aXapuHAT MOraT Ja ObJe YIOoTpeOsSBaHU KaTo
KOHCEPBAHTH B KO3METHYHHUTE MPOAYKTH, IPU YCIOBHE, Y€ Ca CIIa3eHH M3UCKBAHUATA HA
JTUPEKTUBATA;

KaTo MMa IpEIBUJ, Y€ BH3 OCHOBA HA IIOCIEJAHUTE HAyYHU IOCTHIKCHHS M HAIMYHATA
uHopmarus, 3-io10-2-nporuHu OyTrikapoaMaT (MoZonpONUHIII OyTHIIKapOaMar) MoKe
Jla ce M3I0JI3Ba BPEMEHHO KaTo KOHCEPBAHT B KO3METHYHHUTE IPOAYKTH, IIPH YCIOBUE Y€ Ce
cra3BaT ONpeJesIEH! YCIOBUS OTHOCHO KOHIIGHTPALlMMTE U yoTpedara;

KaTo MMa TpeIBHU], Y€ B3 OCHOBA Ha Hail-HOBHTE HAYYHH JIaHHH, BEIIECTBOTO (DEeHON 2-
(2H-6en3o0tpuazon-2-uin)4-meti-6- (2-memn-3-(1,3,3,3-rerpametii- 1- (TpUMETHIICHITHIT )
OKCH )- IUCUJIOKCAHUJI) TPOMUI) MOXE J1a C€ YIOTpeOsBa B KOBMETUYHUTE MPOIYKTU KaToO
YITPaBUOJIETOB (DUITHP, IPH YCIOBUE Y€ Ca CIIA3eHHN M3MCKBAHUATA HA TUPCKTUBATA,;

OB L262,27.9.1976 ., c1p. 169.
20B L 77,14.3.1998 ., c1p. 44.
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KaTo MMa TIPEBHUI, 4Ye Bb3 OCHOBA Ha Hal-HOBUTE HAyYHU TaHHH, OEH30€HaTa KhcelnHa, 4,
4-((6-(((1,1- mumeTHTeTHIT) aMUHO))KapOOHUI)heHra)aMuH0)-1,3,5 — Tprasun — 2,4 — JUKIT)
JTUaMUHO)OUC-, OUC(2-ETUIIXEKCUII) €CTep MOXKE Jla C€ H3MO0JI3Ba KaTo YITPaBUOJETOB
(GUITEP B KOBMETHYHHTE ITPOIYKTH;

KaTo MMa TpeIBUJ, Y€ BB3 OCHOBAa HAa Hall-HOBUTE HAYYHH H3CICABAHHUS W JaHHH,
BEIllECTBaTa E€TOKCHUJIMpAH eTWI-4-aMUHOOEH30aT, HW30MEHTHII-4-MeToKculimHamar, 2,4,6-
TPUAHUIMHO- (p-Kap0o-2'-eTrixekcui-1'-okcn)-1,3,5-Tprasua U 2-eTUIXEKCHUI CaTHIIHIIaT
MOTaT J1a € M3MOJ3BAaT B KO3METUYHUTE MPOJIYKTH KATO YATPABUOJICTOBH (HITPH, TPU
YCIIOBHE Y€ Ca CIIa3eHH M3MCKBAHUATA HA IUPEKTUBATA;

KaTO WMa TpeIBHJ, 4Y¢ BH3 OCHOBA Ha HAW-HOBHTEC HAy4YHU W3CICABAHUS W JaHHU,
BemiecTBara 3-(4'-merundensuimacH)-0-1-kamdop u 3-OeHsuimacH kam@op Morar jga ce
M3IMO0I3BAT B KOBMETHYHHUTE MPOAYKTH KaTo YATPaBHOJIETOBH QUITPH;

KaToO MMa TPEABUJI, Y€ MEPKHUTE, MPEIBUICHA B HACTOSIIATA TUPEKTHBA, Ca B ChOTBETCTBUE
chbC craHoBUIETO HA KOoMUTETa 10 afjanTupaHe KbM TEXHUYECKHUS MPOrPeC Ha TUPEKTUBUTE
32 TPEeMaxBaHETO HAa TEXHWUYECKUTE MPEYKA B THPTOBUATA B CEKTOpa Ha KO3METHYHH
MPOTYKTH,

ITPUE HACTOAIIATA INPEKTHUBA:

Ynen 1

B dupexrua 76/768/ENO ce n3meHs1, KAKTO € TOCOYEHO B MPHUIIOKEHUETO.

Ynen 2

1. JIpprkaBUTE-WICHKHA TPEIIpreMaT HeOOX0JMMHUTE MEPKH 110 OTHOIIICHHE Ha BEIIECTBATA,
ONpeneieHn B TMPUIOKEHUETO, 3a Ja TrapaHTupar, 4e ciuenq 1 romam 1999 r. Huto
MNpOU3BOAUTCIIMTC, HATO BHOCHUTCIIMTC, YCTAHOBCHU B O6H_[HOCTTa, HsIMa Jia IIyCKaT Ha
nmasapa nmpoaAyKTH, KOUTO HC OTTOBAPAT HA U3MCKBAHHATA HAa HACTOAIIATA JUPCKTHUBA.

2. JlppaBHTE-4JICHKM MpenpueMaT HEOOXOAMMUTE MEPKH, 3a Ja TapaHTUpar, ue
IPOAYKTHTE, MOCOYeHH B maparpad 1, KOMTO ChIBpXKAT BEIICCTBATA, OIPEACICHU B
HPUIIOKCHUETO, HE MOTAT Jia ObJaT MPOAaBAHU WK JOCTABSIHU IO JAPYr HAUYUH Ha KpalHHs
notpebuten cinexa 30 roru 2000 r.

Ynen 3

1. JIbpxaBUTe-4ICHKA BBBEKIAT B CHJIa 3aKOHOBH, IOJ3aKOHOBH W aIMHUHHUCTPATHBHU
paszmnopendu, HeoOXOUMH, 3a Jla ce ChOOpa3sAT C HAcTosAIaTa TUpPEKTHBa, peau 30 OoHU
1999 r. Te neszabaBHO uHpopMupar Kommcusta 3a ToBa. Korato nabpikaBUTE-4WICHKH
IpHeMaT Te3W pa3nopendu, B TSIX C€ ChAbpiKA MO30BaBaHE HA HACTOSIIATA IUPEKTHBA N
TO Ce M3BBPIIBA MPH OPUIIMATHOTO UM MYONIMKyBaHE. YCIOBHATa M PeIbT Ha MO30BAaBAHE
Ce OMPEACTAT OT AbPIKABUTE-UICHKH.
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2. JIppxaBuUTe-wiIeHKH cbhboOm@aBaT Ha Komucuara Tekcta Ha pasmnopeadutre or
HAIlMOHAIHOTO CH 3aKOHOJIATENICTBO B 00JaCTTa, peryaupaHa OT HaCTOsIIATa IUPEKTHUBA.

Ynen 4
Hactosiiara aupexruBa Biv3a B CHjia HA TPETHS JIeH ciel myonukyBaHeTo W B Oguyuanen
secmHuk Ha Eeponetickume obwHocmu.
Ynen 5
Anpecatu Ha HacTosiATa TUPEKTUBA Ca AbP>KaBUTE-UJICHKU.
CnocraBeHo B bprokcen Ha 3 centemBpu 1998 roauna.

3a Komucusma:
Martin BANGEMANN

Ynen na Komucusma
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1IPUJIO’KEHUE

[Tpunoxenusra kbM JupexruBa 76/768/EVO ce u3MeHsT, KakTo clie/iBa:

1. B IIpunooscenue II:

JloGagsr ce cnenHuTe pedepeHTHH HOMEpa:

“421.1,1, 3, 3, 5 - [lenramerun-4, 6 - AMHUTPOUHJaH (MOCKEH)”’

“422. 5-tept-byrun-1, 2, 3-tpumetnn-4, 6- iTMHUTPOOEH3EH (THOETCKH MYCKYC)”™

2. Ipunoxcenue III:

Pedepenten Homep 57 ce u3MeHs, KaKTO ClIe/Ba:

3.5%, U3YNCIECHU KaTo Cobabpixa
crpoHIui. ITpu cmecBane ¢ CTPOHIIUEB
CtpoHimeB PO p PO
w57 XTOPHIL a) [lacra 3a JPYTH pa3pelieHu CTpoHueBn | ximopul. He ce
’ p 350U MPOIyKTH, OOIIOTO ChABPKAHUE |IPEnopbhUBa
(xexcaxumpar) .
Ha CTPOHLIMI He TpsiOBa 1a ynorpeba oT
Haasumasa 3.5%. nmera.”
2.1%, U34KCICHHU KAaTO
0) lllammoan |ctponuuii. Ilpu cmecBane ¢
Y TIPOAYKTH 3a | APYTH pa3pellieHu CTPOHIINEBH
rpyka 3a MPOIYKTH, OOIIOTO CHABPKAHHIE
JIUIIETO Ha CTPOHIMH HE TPsOBa Ja
Haasumasa 2.1%.”
3. B IIpunoowcenue VI:
a) Yacr 1:
[IpubaBs ce cnegHUAT pedepeHTeH HOMep:
< 0 B r I

“54

benzankonues xnopun,
Opomu u 3axapuHart (+)

0,1%, u3paseno kato
OCH3aJIKOHNEB XJIOPHT

Jla ce n30srBa

KOHTAKT ¢ ouuTe.”

6) Yacr 2:

Pedepenten Homep 16 ce 3annuana.

N3pazwT “30.6.1998 1.” ce 3amectBa ¢ m3paza “30.6.1999 r.” 3a pedepeHTHN HOMEpa

21 n 29.

W3mens ce u pedepenTer Homep 29:
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“a 0 B r i
3-Mo10-2-poruHmII Jla He ce u3nossBa 3a
‘29 | 6yrunkapbamart (OO POTTMHUI 0,05% | mpoaykTu 3a ycTHaTa KyXuHa
Oyrmikapbamar U yCTHHTE.”

4. B IIpunoorcenue VII:
a) Yact nbpBa:

[Tpubagsr ce cnennute pedepeHTHH HOMEpA:

a 0 B r | o
“I13 | Erokcunupan etmir-4-amunobensoat (PEG-25 PABA) 10%
14 | Uzonentun-4-meroxkcunnHamart (Mzoamun p-MeTokcuiiuHamar) 10%

15 | 2,4,6-Tpuanumino- (p-kap60o-2'-erunxekcui-1'-oken)-1,3,5-tpraszun 5%
(OxTun Tpua3oH)

16 | ®enon, 2-(2H-6en3orpuason-2-un)-4-metui-6-(2-metm-3-(1,3,3,3- | 15%
TeTpamMeTHI- 1-(TpUMETUICUINI )OKCH )- TU CUITOKCAH UJT)[TPOTTU )
(pomeTpu30J1 TPUCUIIOKCAH )

17 | Bensoena kucenuna, 4, 4-((6-(((1,1- 10%
JUMETHIICTUI ) aMUHO )KapOoH U )permn) amuHo) 1,3,5 — Tpuazun — 2,4
— JIAWIT) TUaMUHO) Ouc-, Onc(2-eTHITXEKCHIT) ecTep

18 | 3-(4'-MerunbensunuieH )-d-1-kamdop (4- metunoeH3wmaeH kampop) | 4%

19 | 3-BensunuaeH kamop (3-6eH3mmmaeH kamdop) 2%

20 | 2-Erunxexcun canmuiuiaat (OKTHII-CaTUITUIaT) 5%”

6) Yact BTOpAa:
Pedepentnun Homepa 2, 6, 12, 25, 26 u 32 ce 3anuuaBar.

M3zpazwr “30.6.1998 1.” ce 3amectBa ¢ u3paza “30.6.1999 r.” 3a pedepenTHN HOMEpa
5,17 u 29.
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