PETJIAMEHT (EO) Ne 1356 HA KOMUCUSATA
ot 18 aBrycr 2005 ronnna

3a u3MeHeHue Ha npuioxkenue I koM Perinament (EMO) Ne 2377/90 na CbBeta
3a yCTaHOBsIBaHe HA npoueaypa Ha OOLIHOCTTA 32 onpe/ie/isiHe HA MAKCHMAJIHO
AONMYCTHMU I'PAHUIIU HA OCTATHYHH BelleCTBA OT BETEPUHAPHOM eIMIHMHCKHU
NpenapaTru B XpaHUTe OT ;KUBOTHHCKH MPOM3X0/] 110 OTHOLIEHHE HA OKCOJTUHOBA
KHCeJMHA U MOPaHTeJI

(Texct ot 3Hauenue 3a EUII)
KOMUCHUSTA HA EBPOITEMCKUTE OBIIIHOCTHU,
KaTo B3e npeasun JloroBopa 3a ch3gaBane Ha EBporielickara oOIIHOCT,

kato B3e npeasun Permament (EMO) Ne 2377/90 na CwBeta ot 26 tonu 1990 r. 3a
yCTaHOBsSIBaHE Ha mpouenypa Ha OOIIHOCTTa 3a OINpeleNsHe Ha MAaKCHMAJHO
A0IMYCTHUMU TI'paHHUIM Ha OCTaTbYHM BCHICCTBA OT BCTCPHHAPHOMCECAWIIMHCKHU
MpenapaTi B XPaHUTE OT KUBOTHHCKHU TPOU3XO *, U TI0-CIIELHATHO HWICH 2 OT HEro,

KaTo B3€ MpEABH] cTaHOBHIETO Ha EBporelickara areHuus 3a JIeKapcTBa, U3pa3eHO
ot KomuteTa 3a BeTepuHapHUTE JIEKapCTBa,

KaTo uMa npeaBul, ue:

(1) Bcuuku (apMaKOIOTMYHO AKTHBHU BELIECTBA, M3MO3BaHU B OOIIHOCTTA BHB
BETEpUHAPHUTE JIEKAPCTBA, IPEIHA3HAYEHU 3a JKUBOTHU 3a IPOU3BOJICTBO Ha
XPaHUTEIHN MPOAYKTH, ClIe/Ba Ja OBIAT OICHSABAHU B CHOTBETCTBUE C PETJIAMEHT
(EMO) Ne 2377/90.

(2) okconuHOBaTa KMCeNuHA ¢ BKIOYeHa B npuiioxkenue | kbM Pernament (EMO)
Ne 2377/90 no oTHOIIEHUE HA MHUJIETa U CBUHCKO 32 MYCKYJIH, KO’Ka U Ma3HUHH, 3a
npob6 u OBOpenn, 3a MYCKYJIM U KOXKa B €CTECTBEHH MPOMOPIHUU 33 PHUbH, C
W3KIIOYCHNE Ha JKUBOTHUTE, YMUTO sIilla ca NpeIHa3HAYeHW 32 KOHCyMamus OT
qyoBeka. [IpuiokHOTO MmoJie cieqBa Jla ce pas3lIpyu 3a BCUYKU BUJOBE, OT KOUTO Ce
MIPOU3BEXKIAT XPAHUTEITHU MPOJAYKTH, C M3KIIOYCHHE Ha JKUBOTUTE, YHETO MIISIKO
WIK siilla ca MpeAHa3HaYeHU 3a KOHCyMallus OT Xoparta; 3a puOuTe Ta3zu 00JacT
oOxBaIa caMo “MyCcKyJ M KO’Ka B €CTECTBEHHU pa3Mepu’, a 32 CBUHETE U 3a NTHUIIUTE
MaKcHMajHaTa TpaHuIlla 3a OCTaThblIM B Ma3HWHUTE OOXBala “Ko)ka U Ma3HHUHU B
€CTECTBEHHU MPOINOpLUN.

(3) ™opanTensT e BKItOYCH B npuiioxkenue | keM Permament (EMO) Ne 2377/90
10 OTHOILICHHWE Ha €Abp porar JOOWTHK M OBIE 3a MYCKYJIHM, Ma3HHHH, IpoO,

O0b0pernu u Mitsiko. ToBa U3MCKBaHE ciie/iBa 1a 00XBaHE BCUYKH MTPEKUBHHU.

(4) nopamu ToBa Permament (EMO) Ne 2377/90 ciensa 1a Obje H3MEHEH.

' OB L 224, 18.8.1990 r., c1p. 1. Pernament, nmocnenHo usmeneH ¢ Pernament (EO) Ne 1299/2005 na
Kowmucusita (OB L 206, 9.8.2005 ., ctp.4 ).
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(5) crnenBa nma ce paspelnd MOAXOISI CPOK 3a BIM3AHETO B CHJIA HA HACTOSIIHSI
periJameHT, 3a Ja ce JaJe€ Bb3MOXKHOCT Ha IbpPXKABUTE-UICHKU J1a MPUCTHIAT, B
CBETJINHATA HA pPAa3NopeOUTe Ha HACTOSIIMS PErjiaMeHT, KbM HEOOXOAUMOTO
XapMOHHM3UpPaHE Ha pa3pellUTEIHUTE 3a Na3apa, U3JaBaHu ChIVIACHO J(MpeKkTHBa Ha
EBponeiickust mapinamenT u Ha CvBera 2001/82/EO ot 6 HoemBpu 2001 1. OTHOCHO
Konekca Ha OBIIHOCTTA 33 BETEPHHAPHUTE MEINITHHCKA POTYKTH .

(6) wmepkuTe, NMPEIBUACHU B HACTOSIIMS PETIAMEHT, Ca B CHOTBETCTBHE ChC
cTtaHOBULIETO HA [IOCTOSIHHUSA KOMUTET 110 BETEPUHAPHUTE MEIULIMHCKU ITPOIYKTH,

ITPUE HACTOSIIUA PETJIAMEHT:
Ynen 1

[Tpunoxxenunero kbM Permament (EMO) Ne 2377/90 ce u3MeHsi B ChOTBETCTBUE C
MPUIOKEHUETO KbM HACTOSIIHS PETIaMeHT.

Ynen 2

Hacrosimust pernaMeHT BiiM3a B CUjia Ha TPETHUS ICH Cliel JACHS Ha MyOJMKYBaHETO
My B Oguyuanen éecmuux na Esponetickus cvio3.

IIpunara ce ot 18 okromBpu 2005 1.

Hacrostmust periIaMCHT € 3aAbJIKUTCIICH B CBOATA ISJIOCT M CC IIPpHJIara IpsskO BbB
BCsKa AbprKaBa YJICHKA.

CocraBeH B bprokcen Ha 18 aBrycr 2005 roguna.

3a Komucusama:.
Giinter VERHEUGEN

3amecmuuk-npedcedamen

20BL 311, 28.11.2001 r., ctp. 1. [IupekTrBa, nmociaeaHo u3MeHena Ha ¢ Jupexrusa 2004/28/EO (OB
L 136, 30.4.2004., ctp. 58).

32005R1356.doc — L{ITP-penakTupan



A. Cnenuure

B€IIECTBa CC€

1IPHJIO’KEHUE

nobaBiAT B

npuiioxenue |

(cucek  Ha

q)apMaKOJIOFI/I‘-IHI/I AKTUBHUTC BCUICCTBA, 3a KOHUTO Ca OIIPCACICHU MAaKCUMaJIHO
JOIMIYCTHUMM I'PaHUIIN Ha OCTAaTbYHU Bemecma)

I. AHTMMH(DEKITMO3HY JIeKapCTBa

1.2. AuTubuorumm

1.2.3. KBuHonoHH"

(DapMaKOJ'IOFI/I‘lHO

MapkepHo

aKTUBHO(M) OCTaTb4HO KupoTHHcku MAI'OB Hpuuessn
BHU/T ThKaHU
BeIeCTBO(a) BELIECTBO
OxcosinHOBA OxkconuHoBa | Benuku 100 pg /xg Myckymn®
KHCEJIMHA KHCEJIMHA KHUBOTHH, OT
KOUTO Ce 50 ng /xg Masuunn®
MIPOU3BEXKIAT
XpaHU™ 150 pg /xg Hpo6
150 pg /xg Bbropenn

) Jla HE CC M3II0JI3BA IPH )KUBOTHH, YAETO MJISIKO UJIN aﬁua Ca MpcaHa3sHa4Y€Hu 3a KOHCyMalusd OT
yoBeka; M/I['OB 3a ma3uunu, 1po0 u Ob0peny He ce mpuiarar 3a puoure.

2
@ 3a pubnTe Tesu MTOB ce 0OTHACAT 0 “MYCKYIl H KOXa B €CTECTBEHH POMOPIHH”.

®) 3a ceume u nrimwm Tesn MJITOB ce OTHACAT 3a “KOKA H MA3HHHH B €CTECTBEHH pasmepu’.

2. AHTUDIAPAa3UTHU BELLIECTBA

2.1.

2.1.7. TerpaxuapONAPHUMUIH

.HeKapCTBa, KOHUTO AEHCTBAT cpeily CHAOoIIapasuTu

PapmMaKoIOTHYHO MapxkepHo K UBOTHHCKE Tpunensn
aKTUBHO(M) OCTAaThYHO MII'OB
BUJ THKaHH
BelecTBO(a) BEIIIECTBO
MopanTen Cyma ot Benuku 100 pg/xg Myckynu
pa3TBOPUMHU MPEXUBHU
OCTaTh4YHU KUBOTHU 100 pg /xg Ma3zHuHa
BeIECTBO B N-
MeTmI-1, 800 pg /xg Hpo6
3-
MPOMaHOIMaMUH 200 pg /xg bropernu
Y U3pa3eHu B
€KBHUBAJICHT Ha 50 pg /xg Mutsiko

MOPAHTCJI
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