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OUPEKTUBA 2001/60/EO HA KOMUCHSATA
or 7 aBryct 2001 roguna
3a aanTMpaHe KbM TexHUYecKus nporpec Ha [Tupektusa 1999/45/EO Ha EBponeiickus napnamenT u Ha CbBeta
3a cOmmKaBaHe Ha 3aKOHOBUTE, NMOI3aKOHOBUTE Y AIMUHMCTPATUBHUTE PA3NOPen0y Ha TbPKABUTE-UICHKM
OTHOCHO KITaCU(PMKALMSATA, ONIAKOBAHETO M €TMKETHPAHETO HA ONACHM MpenapaTu

(Tekct ot 3HaueHue 3a EMII)

KOMMCHSATA HA EBPOTTEICKUTE OBLIHOCTH, TEXHNYECKUTE MPEUKN Mpel ThProBUATA C OMACHM BELIECTBA U
Tpenapary, yCTaHOBeHM 1o cuitaTa Ha wieH 20 ot [JupekTusa

1999/45/EO.

KaTo B3e npemsuy [loroBopa 3a ch3aBane Ha EBporieiickara oOIHOCT,

karo B3e mpemsun Qupektusa 1999/45/EO Ha Esporneiickust napna-
MeHT 1 Ha ChBeta oT 31 Mait 1999 1. 3a cOmKaBaHeTo Ha 3aKOHO-
BUTE, TOM33KOHOBUTE ¥ AIMMHUMCTPATMBHUTE pa3riopendm Ha
[IbPKABUTE-UJICHKI OTHOCHO KITACUPUKALISTA, OIAKOBAHETO U €THKE-
TUPAHEeTO Ha OMAcHY Tperapaty (1), 1 mo-crenuanHo uwieH 20 oT Hed,

KaTo MMa IpenBu:

(1)

Hupekrusa 98/98/EO Ha Komucusra (2) OTHOCHO [IBameceT u
IeTO ajaNTUpaHe KbM TEXHMYeCKMs Tporpec Ha [ImpekTysa
67/548/ENO Ha CbBera (3), mocneHo uaMereHa ¢ [lupexTisa
2000/33[EO (), npemBuxna HOBM Kputepunt i HoBa R-dpasa
(R67) 3a usnapennsi, KOMTO MOTAT 1a IPUUMHAT CHHIIMBOCT U
cBeToBbpTEXK. CIIENOBATENHO, PasnopenOnTe, ChIbpKaILM ce B
npuoxkenue V kbM [lupektusa 1999/45/EO crenpa ma 6bmar
[OITbTHEHI.

Hupekrusa 2001/59/EO na Komucusita (°) BbBexkIa HoBa Gop-
MynpoBka 3a R-gpasza R40, Korato Ts ce mpemBuKa 3a KaH-
ueporeHn ot Kareropust 3. CrenosaternHo, crapata GopMyIm-
poBka 3a R-¢pasa R 40 cera me ce cunta 3a R 68 u wme
IPOIBILKY [a Ce YnoTpeOsiBa 3a MyTareHy OT KaTeropus 3 u 3a
OIIpelieNieHN BellecTBa ¢ HeneTatHy HeoGparumu edekrt. Crie-
II0BATEITHO, HEOOXOMMMO € [a Ce M3MEHST I030BaBAHMsITA Ha
R 40 B npunoxenne II kbm Iupexrysa 1999/45/EO.

Iupekrusa 2001/59/EO BbBexkma B npunoxerne VI KbM
Hupekrusa 67/548/EMO mo-sicHu ykasaHust 3a Kiacuduka-
uMATa Ha BellecTBaTa ¥ INpenapaTute IO OTHOIIEHME
Kopo3uoHHute epektit. CIeHOBATENHO, HEOOXOMMMO € ChOT-
BeTHO Ha ce pombnam npunoxenue II koM [ImpexTua
1999/45/EO.

V3BeCTHO €, 4e UVMEHTOBMTE TIPENapaTh, ChIIbPKALM
xpom (VI), MOrar j1a IPUUMHAT ajiepriuuty Peakii Ipy Ornpe-
neneny o0crosTencrea. CrenoBaTenHo, 3a TAKMBA IPEMAPATH Ce
TIpENBUKIA TIPENTYTIPEMMTEIIEH ETUKET, TIOCPENICTBOM TIOIbITBAHE
Ha npwioxenne V kbM Hupekrusa 1999/45(EO.

Mepkure, npenBuaeHn B HACTOAWIATA TMPEKTHBA, Ca B ChOTBET-
CTBME ChC CTAHOBMILIETO HA KomuTeTa Mo ajjantupane KbM Tex-
HMYECKMsA TPOTrpeC Ha [IMPEKTUBMTE 3a IIpeMaxBaHe Ha

[TPUE HACTOSILLIATA OUPEKTVBA:

Ynen 1

Hupekrusa 1999/45[EO ce u3MeHs, KaKTO CrefBa:

1. B npunoxenne II, vacr A:

B maparpa¢ 3.3, Tepmunbt R 40 ce samenst ¢ R 68°

B maparpad 8.2, tepmunbr R 40“ ce 3aMeHst BCEKM IIBT C
R 68%

2. B npunoxenne II, vacr b:

B maparpad 2.1 (BkmountesiHo Tabnuua II), repmunst R 40
BCeKM ITBT ce 3aMeHs ¢ ,R 68

B maparpa¢ 2.2 (BkirounTernso abmmua Il A), repmunst R 40
BCEKM ITBT ce 3aMeHs ¢ ,R 68,

B maparpad 6.1, repmuust R 40 ce 3amens ¢ ,R 68“ Bropus
IIBT (T.€. TI0 OTHOIIEHVE Ha MyTareHHa Kateropus 3),

B Tabmnia VI, tepmuHsT R 40“ Ha deTBBpTIS pef, KomoHN 1
1 3 (T.e. 110 OTHOLICHME Ha MyTareHHa Kateropus 3) ce 3aMeHsl
c,R 68

B maparpad 6.2, repmuusT R 40 ce 3amens ¢ R 68“ Bropus
IBT (T.€. 110 OTHOIIEHVE Ha MyTareHHa Kateropus 3),

B Tabmuia VI A, TepMusst R 40 Ha ueTBbpTIA pel, KONOHN 1
u 3 (T.c. O OTHOLIEHNE Ha MyTareHHa KaTeropus 3) ce 3aMeH
c,R 68

3. B npunoxenye II, yact B, tabmum IV u IV A ce mombiBar cbe
crenHaTa 3abenexka:

L3a0eneskra:

[IpocToTo mpuiiarane Ha KOHBEHUMOHAIIHMSA METON
KBM Ipenapari, ChIbpKaIly BELecTsa, Kiacudu-
LIMPaHy KaTo KOPO3MOHHM MM IPa3HEIM, MOXKeE JIa
IoBee O MONUEHABAHe MM HalUeHABaHe B KIla-
CUPUKALMATA HA ONACHOCTTA, aKO HE Ce B3eMar
TpeaBI APYTY peneBaHTHU dakTopy (Hamp. pH Ha
npenapata). CIe[oBaTeHO, IpH KIIACUPUIIMPAHETO
3a KOPO3MOHHOCT, CTIe[Ba [1a Ce MMAT MpelBus yKa-

OB L 200, 30.7.1999 r., crp. 1.
OB L 355, 30.12.1998 r., ctp. 1.

E ; 3aHMSTA, NafeHy B maparpad 3.2.5 OT mpuioxe-
(}) OB 196, 16.8.1967 r., ctp. 1.

(")

)

Hue VI koM Jupekrusa 67/548EVO u BbB BTO-
POTO M TPETOTO THpe Ha WieH 6, maparpad 3 or
HAaCTOsLIATa IMPEeKTNBa.

OB L 136, 8.6.2000 r., ctp. 90.
OB L 225, 21.8.2001 r., crp. 1.
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Ynen 2

Ipunoxenne V, 6yksa b or Oupekrnsa 1999/45/EO ce momsisa ¢
Hopy ToukM 11 m 12, cbracHo npunoxenue I KbM Hacrosuiara
[IMPEKTHBA.

Unen 3

1. [IbpKaBuTe-uieHKM BbBEKIAT B CUIIA 3aKOHOBNUTE, NONI3AKOHOBNTE
¥ AIMVHUCTPATHBHUTE pasnopenty, HeOOXOMMY, 3a [a ce ChoOpassT
C HacToslIaTa AMpeKTMBa Hali-KbcHO 10 30 romm 2002 r. Te Hesa-
6aBHoO uHpOpMmpar Komuicnsra 3a ToBa.

2. [Ibp:KaBuTe-ulIeHKY TPYIAraT 3aKOHOBUTE, [ION3AKOHOBY ¥ aIMU-
HUCTPATMBHM pasnopenOu, mocoueHn B naparpad 1:

a) KbM IIpenapary, KOMTO He momajgar B obxsata Ha [MpekTuBa
91/414/EMO Ha CbBera () OTHOCHO IIyCKAHETO HA MPOIYKTH 3a
pacTuTesTHa 3aumTa Ha masapa, wi Iupektusa 98/8/EO Ha Espo-
nefickus mapiameHT ¥ Ha CbBera (%) OTHOCHO TMyCKaHeToO Ha
GuoLmHM npofykTH Ha masapa ot 30 roym 2002 r.;

0) M KbM [pemapary, mnomamauy B oOxsara Ha LmpekTusa
91/414[EMO wmn [Mupektusa 98/8/EO, cunrano or 30 1omm
2004 .

() OBL230,19.8.1991r, c1p. 1.
(3) OBL123,24.41998r, c1p. 1.

3. Koraro [ppxaBuTe-uIeHKM IPUEMAT Te3u pasnopendi, B TsX ce
ChIbp2Ka I1030BaBaHe Ha HACTOAWIATA MMPEKTVBA UIIM TO Ce M3BbPLIBA
npu opuIManHOTO MM myOnuKyBaHe. YCIOBUSATA U PelbT HA 1O30Ba-
BaHe Ce ONpENIeNAT OT AbpKaByUTe-UIIeHKN.

Ynen 4

Hacrosimata [mpekTvBa BIM3a B CJ1a HAa [BAIeCeTHs HeH CIlell
nybnukysanero 1 B O¢uyuanen eecmuur Ha Eeponeiicrume
obuHocmL.

Ynen 5

AnpecaTm Ha HaCTosIlaTa OUPEKTMBA Ca IbpKaBUTE-UTIEHKN.

CncraBeHo B bprokcen Ha 7 apryct 2001 romyna.

3a Komucuama
Erkki LIIKANEN

Ynen Ha Komucuama
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ITPUJIO2KEHUE

Criemmrmre Touky 11 n 12 ca mobasir B npunoxkenne V, Oyksa b koM [dupekrisa 1999/45/EO:

J11.

12.

Ipenapamu, cz0spRAUL BeL4ECMB0, HA ROEMO € Ha3Hauena ¢pasa R67: Vsnapenusama mozam 0a npedussuram
CBHAUBOCIM. Ui CBEMOBTPMESR

Koraro mazeH mpemapat ChIbp:Ka eIHO MM TOBeye BELIECTBA, HAa KOMTO e ompefeneHa ¢ppasa R67, eTHKeTHT Ha
nperiapata TpsiOBa 1a ChIbpPXKA M3Pa3a 3a Tasu (pasa, Taka, KAKTO € M3NOKeH B mpusoxerve I koM [InpekTusa
67548 EVNO, korato obuiata KOHUEHTPAINS Ha Te3¥ BELIECTBA B IPENapaTa e PaBHA Uil MO-BICOKA OT 15 %, ocBeH
aKo:

— mpemaparsT Beue ¢ Knacuduumpan ¢ ppasu R20, R23, R26, R68/20, R39/23 umn R39/26,

— VUM TPENaparsT € B ONAKOBKa, KOATO He mpesuiasa 125 ml.

Lumenmu u yuMeHMo6U npenapamu

OnakoBKuTe Ha LMMEHTM U LMMEHTOBM Mpenapaty, chrbpkaum noseye or 0,0002 % pasrsopum xpom (VI) or
06LIOTO CYXO Teryo Ha LIMMEHTA, CIIe[iBa [a ChIbpKaT HaJlca:

L,Cobpzkaxpom (VI). MoxKe [a npuuyHy anepruyHa peaxiys’

OCBEHAKOIPEapaTbTBeYCeKIIaCPaHIeTIKeTHPAHKAaTOCeHCHOMm3atTopepasa R4 3.



