PEIHIEHUE 93/ 583/ EUO HA KOMUCUATA
ot 28 1011 1993 roguna

onpeessili0 CNUCHKA HA MPOAYKTH, NpeJIBHIeH B WieH 8
ot Pernament (EMO) 339/93 na CbBeTa

KOMUCHSITA HA EBPOIIEMCKMS C'BIO3,
KaTo B3e mpenBua Jlorosopa 3a ce3gaBane Ha EBponeiickata mkoHOMHYECKa 00 HOCT,

karo B3e npeasua Permament (EMO) 339/93 na CoBerta ot 8 deBpyapu 1993 r oTHOCHO
IIPOBEpKa Ha ChOTBETCTBHETO C IPABHIIATA 38 GE30MACHOCT HA MPOAYKTHTE - H MO-CIISLHAIHO
YJIeH 8 OT HEro,

kato uMa npeasu,ue Permament (EMO) 339/93 npensuxkaa, ye Komucusta chcTaBsi CIUCHK
Ha IPOYKTH, TTO-CIEIMATHO BKIIOYCHH B 00J1aCTTa Ha JICHCTBUE HA BTOPOTO TUPE HA UJICH 2,
CBITIACHO TpOIleypara, mocovyeHa B uieH 9;

KaTo MMa MPEIBHU/I, Ye TO3M CIUCHK TPsIOBa J1a O'be ChCTABEH U OCHBPEMEHEH Ha OCHOBAaTa Ha
onuTa W/ WM MpaBUiaTa 3a 0E30MacCHOCT HA MPOJYKTa, B PAMKHTE Ha PEryJIHpPaHEeTO Ha
Oommocrra;

KaTo MMa HpeIBUJ,U€ B pe3yiaTaT OT MOJArOTBUTENIHATa paboTa MO TO3M PEryIaMeHT U OT
pabotaTa mO HpeMaxBaHE Ha KOHTPOJIA MO BBTPEIIHUTE TPAaHUIU JIbp)KAaBUTE-WICHKU J1a
0o0BpHAT CHENUATHO BHUMaHUE HA WUIPAUYKUTE, JIEKAPCTBEHUTE MPOAYKTH U XpaHUTEITHUTE
OPOAYKTH B PAMKUTE Ha MPOBEPKUTE 3a CHOTBETCTBHUE C IpaBUjaTa Ha O€30MacHOCT Ha
IIPOSYKTHUTE.

KaTO MMa MPEBUJI, Y€ BCHIIHOCT UTPAYKUTE MPEACTABISIBAT MPOIYKTH, NMpEAHA3HAUYCHH 32
0COOCHO ys3BMMa KaTeropus MOTPEOMTENH, KOWUTO, IMPUTEKABAIN HOPMATHO JIETCKO
MOBEJCHHUE, HE MPOSBSBAT ‘‘CpeHONpPHUETATa MPEANa3IuBOCT , MOKa3BaHa OT BB3PACTHUTE
KOHCYMAaTOpH;

KaTO MMa MpPEABUJ, Y€ JIEKAPCTBEHUTE NPOIYKTH U XPAHUTE NPEACTABISABAT KAaTETOpPUU
HOPOAYKTH, YUSITO KOHCyMAlMsl BIIUsIC HAl-MIPSAKO BBPXY 3APABETO HA TEXHUTE NOTPEOUTENN;

KaTo WMa MpEABU, Y€ OT BCHMUYKO TOBA ClIe/IBA BKIIOYBAHETO HAa UTPAYKUTE, JEKAPCTBEHUTE
IPOJYKTH M XPaHUTEIHHTE BEIIECTBA B CHHUCHKA HA MPOAYKTH, MO-CIHEIHAIHO BKIIOYEHU B
obacTTa Ha JeiicTBue Ha BTOpHs a03arl Ha wieH 2 oT Permament (EMO) 339/93 ;

KaTO MMa MpEBUJl, Y€ MEPKUTE, ONpPENEICHM (IIPEAJIOKEHH) C HACTOALIOTO pEILEHUE
CHOTBETCTBYBAT H CTAHOBMILETO HA KOMHUTETA, IOCOYEHO B WieH 9 Ha MO-rope MOCOYECHUS
perjiaMeHT,

PEINA :
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Ynen 1
CHnuChKbT Ha IPOIYKTUTE, MTO-CHEIIHAIHO B 001aCTTa Ha ICHCTBUE HA BTOPOTO TUPE HA WIEH
2 ot Pernament (EMO) 339/93 BritouBa cieiHUTE KATETOPUH TPOIYKTH
- UIpayKy,
- JIeKapCTBEHU MPOIYKTH 3a XyMaHHa yrnoTpeoa,
- JIEKapCTBEHU MPOJIYKTH 33 BETEPHHApHA yIoTpeoda,
- XpaHWTEIHHU MPOAYKTH,

TaKa KaKTO TE€3H KaTCrOpHuu Ca MpCABUACHU B IIpaBujiaTa Ha O6H1HOCTT3, YHUUTO OCHOBHH
pa3nopen61/1 ca JaacCHH, 3a I/IH(I)OpMaI_[I/ISI, B IIPUIIOKCHUECTO KbM HACTOAIICTO PCUICHUC.

Ynen 2

JbppxaBute- wieHku nHGopmupaT Komrucusra 3a paznopeadure, KOUTO ca IPHUEIH, 3a 1a
MIPUJIIOXKAT HACTOSIIOTO PEIICHHE Hall-KbCHO JI0 €IMH MECEIl OT HeroBaTa HOTH(UKAITHUSL.

Komucusra cpo01aBa Ha AP YTUTE TbPKABU-WICHKH TE3U Pa3OPEIOHn.
Ynen 3
AJnlpecaTH Ha HAaCTOSIIOTO PEIICHUE Ca IbPKABUTE- YWICHKH.
CncraBeno B bprokcen Ha 28 o 1993 roauna.
3a Komucuama:
RANIERO VANNI D'ARCHIRAFI

Ynen na Komucuama



ITPHJIO’KEHUE
I[MPABUJIA HA OBIIIHOCTTA, TTOCOYEHU B YJIEH 1.
Urpauku : Jlupexrusa 88/378/EMO na Creera
OCHOBHH MOJOXKEHHUS :

Hrpaukure, BKIIOUYEHH B 00JIacTTa Ha ACHCTBHE HA HACTOSIIOTO PEIICHHE,Ca ONPEACIICHH B
yned 1 Ha JlupexruBa 88/378/EMO oTHOCHO cONMMXABaHETO HA 3aKOHOATEJICTBaTa Ha
JbPYKABUTE- WICHKH OTHOCHO 0e30macHoCcTTa Ha urpaykute : [Ipunoxenue [ kbM Ta3u
JupekTuBa 1aBa CIUCHK HA OHE3W MPOIYKTH, KOUTO HE C€ PasriekaaT KaTo UTPAYKHU 1O
CMHUCBJIa Ha HACTOSIATa IUPEKTHBA.

[IpaBritata Ha OOIMHOCTTA U3UCKBAT UTPAYKUTE MIIM TAXHATA OMAKOBKA J]a HOCST MapKaTa
(oznauenueto) “EC” (EO), cerimacuo unen 11 na JJupexruna 88/378/ENO.

Twit kato JlupexkruBara ce mpuiara 3a Urpadyku, KOUTO ILE Ce ITYCHAT Ha Ma3apa KaTo TaK1Ba,
mapkata EC ce u3ucksa camo 3a :

- KpaﬁHI/I IMPpOAYKTH, KAKBHUTO Ca ,

- I[PEJCTaBEHH 10 HA4MH (ONaKOBKa,Map KUPOBKA,ETUKETUPAHE), TOKa3BalLye TE IIe CE
MyCHAT Ha ma3apa 6e3 Mo-HaTaThllHA MpepadoTKa.

JlexkapcrBenn mpoaykre : Jupexrusu 75/319/EMO ? u 81/851/ENO *) na ChBeta
OCHOBHH TOJIOKECHUA :

[Ilo ce oTHAcCs /10 IEKAPCTBEHUTE MPOAYKTH 32 XyMaHHa ynotpeba, €wieH 12 oT u3MeHeHara
Hupekrusa 75/319/EVO pasnopexna, 4e ““ AbpKaBUTE-WICHKH I TPEANPUEMAaT BCUIKH
MOJIXO/SIII MEPKH, 33 J]a TapaHTHPAT, 4€ MPOU3BOJICTBOTO HA ITATEH TOBAHH JICKAPCTBEHU
IPOIYKTH MOAJICKH Ha YTBBpXKIaBaHe(...)” u J00aBs, 4ye Ha yTBBPKAaBaHE “TIOUICKHU CHIIO
BHOC, UJBAIl OT TPETU CTPAaHHU B JIbpKaBa- YJICHKA .

Unen 24 na usmenenata qupektuBa 81/ 851/ EMO mpenara mogoOHM pa3nopexaanus 3a
BETEPUHAPHUTE JIEKAPCTBEHH ITPOTYKTH.

I/I3,[[aBaHeTO Ha IIBJIHOMOIIKMETO 3aBUCH OT CIIOCOOHOCTTA U 3aAbJDKCHUATA HA IPOU3BOAUTCIIA
U /MIA Ha BHOCUTENS Ja MpoBCxKaa p€ania aHaJlu3u , rapaHTHpalld Y€ BHOCHUTE IPOAYKTHU
OTroBapAT Ha IIpaBUJIaTa HA MAPKCTHUHIA.

Tell kato cucrtemara Ha IIBJIHOMOIIMSATA U3UCKBA 3aAbJKUTCIICH aHaJIn3 HAa BCUYKHU BHOCHHU
JICKapCTBEHU MPOJYKTH, MUTHHYECKUTE OPTaHH MOTaT, 00II0 B3€TO, J1a OTPAaHHYAT CBOS
KOHTPOJI 3a MOJ00HU MPOIYKTH CaMo JI0 IIPOBEPKa Jalli ChIIECTB yBa MOI00HO
nbaHOMONHO (cbriacHo Jupexrusu 75/319/EMO u 81/851/EMO)
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Xpanutennu npoayktu : Jlupexrusa 79/112/EMO na ChBera !

OCHOBHM TTOJIOKEHUS |

Unen 11 ot u3meHeHnara nqupekruBa 79/112/EVO 0THOCHO €TUKETUPAHETO, MPEICTABSIHETO U
peKIaMupaHeTo Ha XPaHUTEITHUTE TPOIYKTH OTPEIesi, B YaCTHOCT, Y€ BHHIIHATA OTIaKOBKA
Ha IPe/IBApUTEIHO ONMAKOBAHUTE XPAHUTEIHH MPOAYKTH, TyCHATH Ha Ma3apa HEMOCPEACTBEHO
Mpeu TAXHATA MPoaaxda Ha KpallHUS MOTPeOUTEN UK MMPeTHA3HAYCHN 32 PECTOPAHTH,
OOJTHUIM ¥ JAPYIU IMOJIOOHU MAaCOBHU JIOCTABUYMIIM HA XpaHH, TPSAOBA J1a HOCST Ha-MaJIKO
0COOEHHUTE IMOKA3aTeN, ONpeIeeHN B TOUKH 1, 4 1 6 oT uneH 3, maparpad 1 u TaMm, KbaeTo €
MOAXO/A1II0, B WieH 9a. 3ab/DKUTETHUTE TTOKA3aTENH ca | HAMMEHOBAHUETO,I10]] KOETO €
MPO/IaJIeH MPOAYKTHT, JaTaTa HAa MUHUMATHA TPAaWHOCT HITH, 3a ObP30pa3BasIM ce
MPOAYKTH, AaTa, MPEAIIeCTBYBaHa OT AYMUTE “la CH W3MO0JI3YBa MPEaH ”’, TOCIEIBAHO OT
OTNHMCaHUE Ha YCIOBUSTA 332 ChXpaHsIBaHe, HAMMEHOBAHUETO WJIM OM3HEC-HAaUMEHOBAHUETO M
ajipeca Ha MPOU3BOAMTEN MM OMMAaKOBUMKA, HJIM Ha MPOjiaBadya, HAMHPAILM Ce B TPAHUIUTE Ha
oO0IHOCTTA.

Hpyru ocobeHoCcTH Ha eTuKeTuTe, onpeaenenu ot Jupekrura 79/112/EMO moxe na ce nagat
CaMoO B ThPTOBCKUTE JOKYMEHTH, KAKTO IPUIAPYKaBAI XPAaHUTEITHUTE MPOIAYKTH, TaKa U
M3MPATCHU NMPEIBAPUTEIHO UJIA €THOBPEMEHHO C JJOCTaBKaTa.

Hannunero Ha MUHUMAaIHHUTE U3UCKBAHUS KATO HAMMEHOBAHUETO, AaTaTa U
HAaNMEHOBAHHMETO M OM3HEC-HaMMEHOBAHHUETO, KAKTO U aJpeca Ha MPOU3BOIUTEIS,
OITaKOBYMKA MJIM TIpOJlaBayda, HaMupany ce (YCTaHOBEHH ) B TPAHUIIUTE HAa OOIHOCTTA €
BaXHO 32 FTapaHTHpaHe Ha KpallHUs MOTPEOUTEN, Ue MPeACTaBEHUAT IPOIYKT € eTUKETHPaH
cbriacHo [Jupexrusa 79/112/EWO, kosTo nmMa 3a 11el Aa npeanassa 1 nHdopmupa
norpeduTenure.

[IpoBepkuTe OT CTpaHa HA MUTHUYECKUTE BJIACTU (OpraHu) 3a HATMYMETO Ha MOA00HU
3aIbJDKUTENTHU 0COOEHOCTH MOXe Jja ce 000011AT, KaKTO Clle/Ba :

- Te TpsOBa 1a B3emar npeasu pasnopeaodure Ha Jupexrusa 79/112/EMO, u ocobeHo
TE€31, OTHACAIM Ce IO UMETO (HAaMEHOBAHUETO) Ha MPOIYKTa, AaTaTa U UMETO Ha
YOBCKaA, OTroBapAll 3a MapKECTUHTA MY , KAKTO U OIIPCACIICHUTC NU3KITFOUYCHU A (
Harmpumep wieH 9(6) 3a 0TKa3 OT U3UCKBAHUATA 32 JaTa);

- MPOBEPKH TPSOBA JIa CE MPABST CaMO Ha IIPEIBAPUTEIIHO OMTAKOBAHU MTPOYKTH,
MPEBUJICHHU 3a KpacH moTpeduTten (“IpeIBapuTEIIHO OMAaKOBAH XPAHUTENICH TPOIYKT
B PaMKHTE Ha 3HaUYE€HUETO ChINIacHO jaeuuuimsTa B wieH 1 (3) (0) He TpsiOBa qa HOCH
1sIaTa nHQGopMmalus Ha eTUKeTa, onpeaenena ot Jupexrusa 79/12/EWO, ako
TOPENOCOYECHUTE MUHUMAJIHY 3abJDKUTEITHN TTOKa3aTelld ce HaMupaT Ha BHHIIHATA
OITaKOBKa).

OB L33,8.2.1979, cmp. 1.



