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OUPEKTUBA 97/64/EO HA KOMUCUATA
or 10 HoemBpu 1997 ropuna
OTHOCHO YeTBbPTO aaNTHpaHe KbM TeXHMUeCKMs mporpec Ha Jupektusa 76/769[EMO Ha CbBera 3a
cOmKaBaHe Ha 3aKOHOBMTE, IMO33KOHOBMTE M ATMMHMCTPaTMBHMTE Pa3NoOpenOM Ha IbpKaBUTE-UIEHKU
OTHOCHO OTPAaHMYEHMATA 32 IyCKAHeTO HA Ma3apa M ymoTpeGaTa Ha HSKOM OMACHM BEILECTBA M IpenapaTu
(mamnoBu Macra)

(Tekct ot 3Hauenue 3a EUII)

KOMMUCHATA HA EBPOTIEVICKUTE OBIIHOCTH,
Kato B3e peBu [Joropopa 3a ch3maBane Ha EBporerickara obuHoCT,

Karo B3e mpensun [dupektusa 76/769/EMO Ha Coeera or 27 1omm
1976 r. 3a cOnmMxapaHe Ha 3aKOHOBUTE, [OI3AKOHOBUTE 1 alIMMHIIC-
TPaTMBHNUTE pa3nopenOy Ha IbpKaBUTE-WICHKM OTHOCHO OrpaHiye-
HILSITA 34 [CKAHEeTO Ha Ma3apa M yroTpebara Ha HSKOM OMACcHM Bele-
CTBAa U TpemapaTv (TammoBu Macna) ('), TOCTeNHO M3MEeHeHa ¢
Hupekrusa 97/16/ENO Ha Komucusita (?), 1 mo-crielmanHo uieH 2a
oT Hes1, BbBeneH ¢ [Jupektusa 89/678/EVO Ha Cobeeta (3),

KaTo nMa npefsi, ve [upextusa 86667 [EMO Ha Cbseta (*) 0THOCHO
ocMo m3meHenve Ha Hupektusa 76/769[EVO, 3a0pan 1310m13BaHeTo
Ha HSKOV OIACHM BELIECTBA Y NPENAPATH B IEKOPATUBHY [PEIMETH,
doKycH 1 cMelHI HOMEpa, U UTp;

KAaTO MMa IPEJIBII, Ye OTTOraBa € CTAHAJIO U3BECTHO, Ue HSIKOM OT Te3u
ONACHM BELIECTBA M TPENapatyt BbB GopMaTa Ha Macia, KiacuQuim-
PaHN KaTo MPENICTABIIBALIN ONACHOCT [IPY BIMIIBAHE, 0COOEHO KOraTo
Ca OLBETEHM, Ch3[ABAT PUCK 3 YOBEIIKOTO 3[paBe M KOHKPETHO 3a
3[PABETO Ha MAJIKM JICLIA, MTO-CIIELMAIIHO KOTaTo Ce U3MOI3BAT B J1eKO-
PATUBHM JIaMIIy;

KaTo MMa IpenByf, Y€ IMyCKaHETO Ha Ia3apa Ha TaKMBa OLBETEHN Maclia
3a HEKOpaTUBHU JIaMITA Tpﬂ6Ba Ha ce orpannuu;

KaTo MMa IpenBui, Y€ B OrpaHMUYEHMATA 3a ITyCKAHETO Ha Iasapa Ha
1'[0]]06HI/I OLBETEHN Macila, MPEABUICHN B HACTOALIATA NMPEKTNBA, CE
B3EMart I10M1 BHUMaHME TEKYIINUTE TOCTMXKEHMS Ha HayKaTa M TEXHMKaTa
110-OTHOIIEHKE Ha M0-0e301acHn AJITCPHATUBIL;

KaTo MMa IPeBMI, Ue HACTOsAIIATa AMPEKTIBA He 3acsAra 3aKOHOJATell-
cTBOTO Ha OOIIHOCTTA, MOCTAHOBSIBALIO MYHUMAITHITE M3MCKBAHIS 32
sawyrara Ha paboTHuLMTE, ChiTbpxKaly ce B [upektusa 89/391/EMO
Ha CopBera (°) u OasupaHMTe Ha Hesl CIICLMATIHM OMPEKTHUBY, U
no-crieuvaiso [upexrusa 90/394/ENO na Coaera (°);

KaTo uMa TpenBuf, 4eé NPeOBMKHOAHUTE B HACTOsAIIATa OMPEKTUBA
MEpKM Ca B CBOTBETCTBME CHC CTAHOBMIIETO Ha Komurera 3a amantu-
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(3 OBL116,6.5.1997 r., ctp. 31.
(}) OBL 398,30.12.1989 r., ctp. 24.
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paHe KbM TEXHMYECKMs MPOrpec Ha OMPEKTUBUTE 3a IIPeMaxBaHe Ha
TeXHMUECKNUTE IIPEUKH Npef] THProBUSTA C ONACHM BEIeCTBA 1 Ipera-
patu,

[TPUE HACTOSILIATA OUPEKTVBA:

Ynen 1

Mpunoxenue I xbM upektusa 76/769/EMO ce amanTipa KbM
TEXHMYECKMS HANPEIBK, KAKTO € M3TI0XKEHO B NPUIIOKEHNETO KbM
HACTOSII[aTa AMPEKTHBA.

Ynen 2

IIppkaBuTe-wieHKN npuemar u myOmukysar npemn 30 rorn 1998 .
pasmopenbure, HeoOXOIMMM, 3a A ce CbOOPA3AT C HACTOSLIATA
mpektnBa. Te HesabaBHO mHpopmmpar Kommcusta 3a ToBa. Te
IpuiaraT Te3u pasnopen6u cuntaHo ot 31 mexemspu 1998 r.

Korato mbp:KaBuTe-wIEHKM [pUEMaT Te3u pasmopenbu, B TIX ce
ChIbPKa M030BaBaHE HA HACTOSAIIATA IMPEKTUBA UM TO Ce M3BBPLIBA
npu  opuumanHotro uM nyOnuKyBaHe. YCIOBMSTA M PeNBT Ha
T1030BaBaHe Ce OIPENENIAT OT IbpKaBUTe-UIEHKM.

Ynen 3

AHPCC&TI/I Ha HaCTosIIaTa OMPEKTMBA Ca Tbp2KaBUTE-UJIEHKN.

Cncraseno B bprokcen Ha 10 HoemBpy 1997 ronmna.

3a Komucuama
Martin BANGEMANN

Ynen na Komucuama
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ITPUTIO2KEHME

B mpunozxkenne I kbm dupextnsa 76/769/EMO Touka 3 ce 3aMeHs CbC CIEMHATA TOUKA:

,TedH BelIeCTBA VM IIPENapaTy, CYUUTAHM 33 ONACHMU CbITIa-
CHO OIIpelieNieHNsITa B WiieH 2, maparpad 2 u Kputepumte B
npwioxenue IV, wactm 2, 3 u 4 xum [mpektusa
67/548/EMO or 27 1onn 1967 1. 3a cOmmkaBaHe Ha 3aKo-
HOBITE, NON3AKOHOBUTE ¥ AIMUHMCTPATUBHUTE Pasnopentu
HA  IbPXKABUTC-UICHKM  OTHOCHO  KIacHQUKALMATA,
OIAKOBAHETO J ETUKETMPAHETO Ha OmacHy Bewectsa (1),
aJanTMpaHa KbM TeXHMYeCcKusi mporpec ¢ IMpeKTHBM
93/21/EMO (2) 1 96/54/EO (3) Ha Komucusra.

1. He morar fia ce M3M0N3BaT BbB

— [lexopaTuBHM IpenMeTy, IpelHasHaYeHy 1a POu3-
BEKIIAT CBETIMHHI WM LBETHM eQeKTI IIOCPEICTBOM
pasmuuHy (asy, KaTo HAMpyMep B AEKOPATHBHI
TIaMIA U TIeneHNLN,

— (I)OKyCM VI CMELIHY HOMepa,

— V[I‘p]/[ 3a €[IVH WM 11OBeUEe YUaCTHULIN, VTN IIPEOMETH,
TpeqHasHaYeHn 3a yHOTpC6a KaTo TakuBa, 10opu ¢
TIEKOPAaTUBHO €CTECTBO.

2. bes fa ce 3acsira TopHOTO, BEILECTBA M TIPeNapaTy, KOUTO:

— MpEeJCTaBIIsABAT ONACHOCT MPY BIMILIBAHE M HA €TUKeTa
cn uMat obo3HaueHue ,R65% u

— MOrarT 11a ce M3MOJI3BaT KaTo ropuBo B IEKOPaTUBHU
TIaMIIN, U

— Ce npewiarar Ha [masapa B paspacoBku
BMECTUMOCT 15 JIMTpa mim 1o-Majiko,

He MOraT J1a CbIbpKaT OLIBETUTETI, (OCBCH aKO HE ce U3n-
CKBa OT (])I/IHS.HCOBI/[ CLO6pa}KeHI/IH) Wi eCeHLMA, NI
BETE.

Bes ma ce 3acsra M3IbIHEHMETO HA OPYIM pasnopendy Ha
KoMucusita, OTHacsIM ce 10 KIIACUPUKALISATA, ONAKOBAHETO
U €TUKETHPAHETO Ha OHACHY BEWIECTBA 1 IIPerapaTy, ONaKOB-
KITe Ha BEIIeCTBATa ¥ IpellapaTiTe OT Maparpad 2 mo-rope,
KOTaTO Ca IpeIHA3HAYCHN 3a YIIoTpeba B IaMI, TpsIOBa 1a ca
MapKUpPaHU YETIMBO M HEMITMUMMO KAKTO CIIe[IBa:

Jasere nammmTe, HaITBITHEHN C Ta3u TEYHOCT, U3BBH oOcera
Ha mena”
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