Jupextua 2006/130/EO na Komucusra

ot 11 nexemepu 2006 roguna

3a npwiarane Ha /lupextnBa 2001/82/EO na EBponeiickus mapjamMeHT 1 Ha CbBeTa 110 OTHOLICHUE
HA YCTAHOBSIBAHETO HA KPUTEPHH 32 U3K/IIOYBAHE HA HAKON BeTEPHHAPHU JIEKAPCTBEHH NPOAYKTH
3a )KHBOTHH 32 IPOU3BO/CTBO HA XPaHM OT U3MCKBAHETO 32 BeTEPHHAPHA pelenTa

(Texkct ot 3Hauenue 3a EUII)

KOMUCHSATA HA EBPOITENCKUTE
OBI[HOCTH,

Karto B3e npeasua Jlorosopa 3a ch3aaBaHe Ha
EBporneiickaTta o01HocCT,

karto B3¢ npeasua Jupextusa 2001/82/EO Ha
EBponelickus napnament u Ha CpBeTa 0T 6
HoeMBpH 2001 r. otHOCHO Konekca Ha
OO1HOCTTa 32 BETEPHUHAPHUTE JISKAPCTBEHH
npoykTH [1], u mo-cnenuanHo wieH 67,
IbpBH Naparpad, OykBa aa) oT Hesl,

KaTo nMa npeaBu, 4e:

(1) B crotBercTBUE C wieH 67 oT JJupexTrBa
2001/82/EQ B cny4aute, NpeaMeT Ha IbPBU U
Tpetu maparpad oT Hesl, BETCpUHAPHHUTE
JIEKAPCTBEHH MPOAYKTH MOTAT Jia ObaaT
Ppa3npoCTpaHsIBaHU JI0 KpaliHUs OTPEOUTEN
camo c peuenra. HezaBucumo oT ToBa, Thii
KaTo HAKOM BEUICCTBA, ChABPKAIIU CE BHB
BETCpUHAPHUTE JICKAPCTBEHU MPOYKTH 32
JKUBOTHH 3a MIPOU3BOJICTBO HA XpaHH, HE
TIPEICTABIISIBAT PHICK 32 3[[PaBETO HA YOBEKa
YT KUBOTHHTE FUTH 32 OKOJTHATA Cpe/a, MOTaT
na ObIaT HAallpaBEeHU M3KIIIOYSHHS OT TOBA
001110 M3KCKBaHE B ChOTBETCTBHE C WIEH 67,
nbpBH naparpad, Oyksa aa). Takusa
U3KITIOYCHUS HE 3acsArar MpUIaraHeTo Ha
KOSITO ¥ Ja € pa3nopenda Ha TbPBU U TPETH
naparpad OT IOCOYCHHUS YIICH.

(2) CnenoBatenHo € MOAXOASIIO 1a ObaaT
YCTAaHOBEHU KPUTEPHH, Ha Oa3ara Ha KOUTO
JbP)KaBUTE-YJICHKH MOTaT J]a HaIpaBsT
W3KIIFOYEHHUS OT 00IIOTO NPaBHIIO,
MIPEABHICHO B WwieH 67, bpBH naparpad,
OyxkBa aa) ot Jupexrusa 2001/82/EO,
CBIIIACHO KOETO 32 Pa3npOCTPAHECHHUETO JI0
KpaiHusI OTPeOUTEN Ha BETEPHHAPHU
JICKAPCTBEHU TPOAYKTH 32 )KUBOTHH 32
MIPOM3BO/ICTBO HA XPaHH CE N3UCKBA PELENTa.

(3) Koraro BepnpocHHTE BEeTEpHHAPHU
JIEKApCTBEHHU MPOIYKTH Ca JIECHH 3a JaBaHe Ha

JKABOTHHTE M JJaXKe aKO ca JaJeHU
HEKOPEKTHO, HE PEJICTABIISIBAT PUCK KAKTO 32
JIEKyBaHUTE )KUBOTHU, TaKa M 3a JIAIETO,
JIaBaIlo MpOAyKTa Ha )KUBOTHUTE, TPsIOBa 1a
0bJie BB3MOXKHO TE€3H MPOAYKTH 1a ObaatT
JOCTBITHH, 0e3 1a € HeoOX0oANMa BeTepHHApHA
penenta. OT apyra cTpaHa, He TpAOBa 11a €
BB3MOJKHO J1a C€ HAIIPaBH M3KIIOYCHHUE 3a
BETEPUHAPHH MIPOLYKTH, KOUTO UMAT
HeOJaronpusTeH npodui OT riieHa TOYKA Ha
HA/I30pa BbPXY PUCKA OT M3MOJI3BAHETO UM,
UIJIIN UMart He6ﬂaFOHpI/I}ITHO BL3ﬂeﬁCTBHe
BBPXY OKOJIHATa CpeJia.

(4) Henoaxoasuure yciIoBUs Ha ChbXpaHEHHE
MOT'aT CEPHUO3HO Jia OBJIUSSAT Ha Ka4eCTBOTO,
Oe3omacHocTTa U epuKacHOCTTa Ha
BETCPUHAPHUTE JICKAPCTBEHH IPOYKTH.
CrenoBarenHo, IPOAYKTH, YUETO Ka4eCTBO,
0e30MacHOCT U e(pUKACHOCT MOTaT Jia ObaatT
rapaHTHPaHU caMO KOTaTo ca ChbXpaHsSBaHH
TIPY CTICIIMAJIHY yCIIOBUSI, HE MOTaT J1a
MOJUIE)KAT Ha N3KIIFOUCHHE.

(5) OcBobonennTe BeTepUHAPHH JIEKAPCTBEHU
[POAYKTH TPsiOBA OCBEH TOBA [ CHIbPXKAT
CaMoO aKTHUBHH BEIIECTBa, KOUTO HE
[PEICTABISIBAT PUCK 32 Oe30macHOCTTa Ha
MOTPEOUTENNTE 110 OTHOIICHHE HAa OCTAThLM B
XPaHHTE, [OIYYCHH OT JICKYBaHU KUBOTHH, U
TC HC Tp516Ba Jla UMaT NMOTCHIMAJI 1a MIPUYHUHAT
PHCK 3a 37paBeTO Ha YOBEKA MITH KUBOTHUTE
4pe3 pa3BUBaHE HA PE3UCTEHTHOCT KbM
AQHTUMHUKPOOHH WM aHTHTJIMCTHY BEILECTBA,
aKo ca M3MOJI3BaHU HEKOPEKTHO.

(6) Mepkure, npeBUICHN B HacTOAIIaTa
JUPEKTUBA, Ca B ChOTBETCTBHE CHC

CTaHOBHIIICTO HA IlocTostTHHMSI KOMHUTET 110
BETCPHUHAPHUTEC JICKAPCTBCHU IIPOAYKTH,

I[TPUE HACTOSIIATA IMPEKTHBA:

Ynen 1



Hacrosiata aupeKTrBa BbBEXIa KPHTEPHH,
Bb3 OCHOBA Ha KOHTO JbPKABUTE-WICHKH B
CHOTBETCTBHUE C WieH 67, mbpBU maparpad,
OyxkBa aa) ot JJupexrusa 2001/82/EO morar na
MPEIOCTABST U3KIFOUCHHUS OT U3UCKBAHETO
BETEPUHAPHUTE JICKAPCTBEHHU MPOIYKTH,
MpeIHa3HAYCHH 32 JKMBOTHH 32 MPOU3BOACTBO
Ha XpaHH, Ja ObJaT MPEIOCTaBsIHN Ha KPAHHHS
MOTPEOHTEI CaMO CPETy perenTa.

Yien 2

OT u3UCKBaHETO J]a ObAAT Pa3NpPOCTPaHsIBAHU
3a KpaeH NOTPeOUTeN caMo CpelLy
BETepHHApHA peLernTa Morar aa Ob1aT
W3KJIIOYSHU TE3U BETEpPUHAPHU JIEKAPCTBEHU
MIPOLYKTH, IPEAHA3HAYCHH 33 )KUBOTHH 32
MIPOU3BOACTBO HAa XPaHH, KOUTO OTTOBApsT Ha
BCHYKH OT CJICITHUTE KPUTEPHH:

a) JAaBaHCTO HA )KUBOTHUTEC HAa BETCPUHAPHUTC
JICKAPCTBCHU IMPOAYKTHU € OI'PaHUYCHO 10
I[CﬁCTBI/IH, KOHUTO HEC U3HMCKBAT CIICIMAaJTHA
3HaHUA WX YMEHUA IIPU U3IIOJI3BAHETO UM,

0) BeTepMHAPHUTE JIEKAPCTBEHH ITPOITYKTH HE
MIPEACTaBIABAT IPSK WM KOCBEH PHCK, IOPH
aKo ca JaBaHW Ha )KMBOTHHUTE HENPABHUIIHO, 32
3][paBETO Ha JIEKYBAaHOTO XMBOTHO WJIM Ha
JIEKYBaHHUTE KHUBOTHH, 32 JIULIETO, JABAII0
MIPOLYKTa Ha )KUBOTHUTE, HJIM 33 OKOJIHATA
cpena;

B) PE3IOMETO Ha XapaKTEPUCTHKHUTE HA
BETEpUHAPHUS JIEKapPCTBEH MPOAYKT HE
CHIbPKAa HUKAKBU IPEAYIPEKICHHUS 3a
MTOTEHIAJTHA CEPUO3HH CTPaHNYHU e(heKTH,
BBH3HUKBAIIIU TPU TIXHOTO KOPEKTHO
U3II0JI3BAHE;

T') HUTO BETEPHHAPHHUAT JIEKAPCTBEH MPOIYKT,
HUTO KOWTO U /1a € IPYT IPOAYKT, ChIBPIKAIL]
CBLIOTO aKTUBHO BEIIECTBO, € OMJI IPey TOBA
IpeaMeT Ha YeCTH JTOKJIATH 32 CEpUO3HU
CTPaHUYHU PEaAKIINU;

) PE3IOMETO Ha XapaKTEPUCTUKUTE Ha
BETepUHAPHUS JIEKapCTBEH MIPOAYKT HE
CHIbpKa M030BaBaHE Ha HUKAKBU
MIPOTUBOINOKA3aHUs, CBBP3aHU C APYTH
BETEPUHAPHU JIEKAPCTBEHU NPOAYKTH,
M3I0JI3BaHN OOMKHOBEHO 0e3 perenta;

€) BEeTepUHAPHUAT JEKapCTBEH MPOAYKT HE
H3MCKBA CIICLIUAJIHU YCIOBYs Ha CbXPaHCHUE;

K) HsIMa pUCK 3a 0€30MacHOCTTa Ha
HOTPEOUTEIUTE IO OTHOIIICHHE Ha OCTATHIIN B

XPaHH, MOJY4EHH OT JIEKyBaHH )KUBOTHH, OPH
aKO BETEPUHAPHUSIT JIEKapCTBEH MPOAYKT €
U3I0JI3BaH HETIPABUIIHO;

3) HAMAa PHCK 3a 3/paBETO Ha YOBEKA UIIH
KMBOTHHUTE T10 OTHOILICHUE HAa Pa3BUBaHE HA
PE3UCTEHTHOCT KbM aHTUMHUKPOOHU TN
AQHTUIJIMCTHYU BELIECTBA, JIOPH aKO
BETEPUHAPHUTE JICKAPCTBEHHU MPOAYKTH,
CHIbPJKaIlM TE3H BEIECTBA, Ca U3IOJI3BaHU
HEKOPEKTHO.

Unen 3

1. KoraTo appkaBUTE-4ICHKH periar aa
MIPEIOCTaBAT U3KIIFOYCHUS B CBOTBETCTBHE C
HACTOSINATA TUPEKTUBA, TC HOTH(HUIIUpPAT
Komucusra 3a ToBa.

2. Axo 1o 31 mapt 2007 r. Hali-KbCHO HE €
Ouiia HarpaBeHa HOTH()UKALIUS B
ChOTBETCTBHE C maparpad 1, To HalMOHATHUTE
U3KJTIOYEHUS], TOCOYEHH B WieH 67, IbPBU
naparpad, Oyksa aa) ot Jlupekrusa
2001/82/EQ, He ce mpuiarat ciieJ Ta3u JaTa.

Ynen 4

1. IbprkaBUTE-UWICHKH IPUEMAT U BbBEXKIAT B
CHJIa 3aKOHOBHTE, TI0/13aKOHOBHUTE U
aJIMUHUCTPATUBHUTE pas3nopenou,
HEOOXOIMMH, 32 J1a Ce ChOOPassT ¢
HACTOSIATA TUPEKTHUBA, B PAMKUTE Ha IIECT
Mecela 0T HOTH(UKAIUATA, [IOCOUEHA B WICH
3. Te He3abaBHO choOmaBaT Ha Komucusra
TEKCTa Ha Te3U pa3nopeadu u Tabiuia Ha
CHOTBETCTBUETO MEK/IY TE3U PA3openou u
HACTOSIIIATa TUPEKTHUBA.

Korato npprkaBuTe-1ICHKH IpUEMAT Te3H
pasnopendH, B TSAX ce Chbpika [1030BaBaHe Ha
HacTosIIaTa IUPEKTHBA WU TO CE U3BBPIIBA
IpH OPHUIUAITHOTO UM ITyOJIUKyBaHE.
VYcoBHATa M PEIBT HA TOBA [I030BaBaHE ce
OIIPENIeIIAT OT AbPIKABUTES-YICHKH.

2. IbpkaBUTEe-4IICHKH CHOOIIaBaT Ha
Komucusra Tekcta Ha OCHOBHHTE pa3nopenon
OT HAI[HOHAIHOTO 3aKOHOJATEIICTBO, KOMTO TC
mpueMaT B 00JacTTa, ypeieHa ¢ HacTosmaTa
JTIUPEKTUBA.

Yiren 5

Hacrosmiara tupekTrBa BiM3a B Cijia Ha
IIBAJICCETHS JCH CIIe ITyOINKyBaHETO U B
OdunmaneH BecTHUK Ha EBporneiickus chio3.



Ynen 6 3a Komucusita

Anpecatn Ha HACTOSIIaTa TUPEKTHUBA Ca Gtinter Verheugen
JbPIKaBUTES-WICHKH.

3aMecTHHK-TIpeace1aTen
CscraBeno B bprokcen Ha 11 gexemBpu 2006
TOJIMHA.

[ITOBL 311,28.11.2001 r., ctp. 1. JupextuBa, nzmeHena ¢ Jupexrusa 2004/28/EO (OB L 136,
30.4.2004 r., cTp. 58).



