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To3u TeKCT CIy:KH caMo 32 MH(OPMAIMOHHU LeId M HsIMAa mpaBHO AeiicTBue. UHcTuTynnute Ha ChI03a He HOCAT
OTrOBOPHOCT 32 HErOBOTO Ch/bP:KaHHe. ABTEHTHYHUTE BEPCHH HA CHOTBETHHUTE AKTOBE, BKIIOUMTETHO TEXHUTE NMpeaMooJiu,
ca BepcuuTe, nyoauxyBanu B O¢puuuanen BectHuk Ha EBpomneiickus cbio3 u Hantuuynu B EUR-Lex. Te3u opuuuanuu
TEKCTOBE €a MPSIKO JOCTHIIHH 4Ype3 BPb3KHTE, MyOIHKYBAHH B HACTOSIIMS AOKYMEHT

»B PETJIAMEHT (EO) Ne 1356/2004 HA KOMUCHUATA
ot 26 wau 2004 roguna

0THOCHO pa3pemennero 3a 10 ronuau Ha Elancoban B xpaHu 3a KMBOTHH, 100aBKa 0T rpynara Ha
KOKIMINOCTATHIINTE M JAPYrH MEeIHIHHCKH BellecTBa

(Texer ot 3Hauenue 3a ENII)

(OB L 251, 27.7.2004 r., c1p. 6)

M3meHeH cbe:

Od¢unuaneH BECTHHK

Ne  crpanmma nara
> M1 Pernament (EO) Ne 108/2007 na Kommucusara ot 5 ¢espyapu 2007 L 31 4 6.2.2007 r.
roguHa
> M2 Permament (EO) Ne 1096/2008 ma Komucumsta ot 6 HoemBpm 2008 L 298 5 7.11.2008 .
roANHA
> M3 Pernament 3a m3nwiuenue (EC) 2019/138 na Komucusra ot 29 suyapu L 26 1 30.1.2019 r.

2019 romguna
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PETJIAMEHT (EO) Ne 1356/2004 HA KOMUCHUSATA
ot 26 wiamu 2004 roguHa

oTHOCHO paspemienneTo 3a 10 rogmnm Ha Elancoban B xpanu 3a
JKHBOTHH, /100aBKa OT IpynaTa Ha KOKHHWAMOCTATHIHTE M JPYru
MEAMIUHCKH BeELIEeCTBA

(Texer ot 3Hauenue 3a ENII)

Ynen 1

I'naBa I or npunoxenue b xbm Hupexrusa 70/524/EMIO ce u3meHs,
KaKTO ClIcBa:

Jlo6aBkaTa monensin sodium, KOSTO MNpPUHAUIEKU KbM IpylaTa
,,KOKIIMINOCTATHIIM ¥ JPYT'M MEAMLMHCKU BEIIEeCTBA“, ce 3alnvaBa.

Ynen 2

Jlo6aBkata Elancoban, xosito mpuHamnexu KbM rpynata ,Koxuumuo-
CTaTHLM U APYr'H MEAMLMHCKU BEIIeCTBAa“, KAKTO € MOCOYCHO B HPHII-
OXEHHMETO KBM HACTOSINMS PErJIaMEHT, ClIeBa Ja Ce paspelH 3a
ynoTpeda HpH XpaHEHETO Ha >KUBOTHHUTE NPH YCIOBHUSTA, 3aJ0XKCHU B
CBIIOTO TOBA MPIIIOKCHUE.

Ynen 3
PaspemaBa ce mepuoa OT INECT Mecella OT BJIM3aHETO B CHUJIa Ha
HACTOSINUSI pPEerJIaMeHT, 3a Ja C€ W3YEepmAT ChINECTBYBAIIUTE
KOJIMYECTBA HA CKJaj OT BEIIECTBOTO monensin sodium.

Ynen 4

HacrosiumsiT periaMeHT BiM3a B CHia Ha TPETHS [CH cCiex ImyOi-
uKyBaHeTo My B O¢uyuanen eecmuux Ha Eeponetickus cvios.

HaCTOfIHII/IﬂT PETIIAaMEHT € 3aABJDKUTEIICH B CBOATA ISJIOCT M CE€ IIpUjiara
IPsIKO BBB BCHYKU ABPKaABU-YJICHKHU.



IIPUJIO’KEHUE
Munnm- | Makc-
HaumenoBanne un aJlHO HUMaJIHO BpeMCHHI/I MaKCHUMAaJIHO
peFHCTpaI.IHOHeH C'b}l'bp)i(- C"l:}:['bp)i(- ﬂOHyCTVIMVI OCTaTb4YHHU
Perucrpa- buonornuen
HOMEp Ha JIHIETO, Jlo6aBka aHue aHue Cpox Ha xomaecta (MJJOK) B
IIUOHCH BUIO WA Makcumainsa
OTrOBOPHO 3a (Tbproscko CnbcraB, xuMudecka HopMmyra, onucaHue Jlpyru pasmnopendu BAJIMAHOCT HA CBHOTBETHUTE
HOMEp Ha KaTeropus Ha BB3pacTt
IIyCKaHE€TO Ha HaP[MeHOBaHI/Ie) MHUJIUTPpaM aKTUBHO Pa3pelICeHUETO | XPAHUTCIIHU IPOAYKTH
HO6aBKaTa JKHUBOTHOTO
H06aBKaTa B BCIICCTBO Ha OT JKMBOTHHCKH
06an_lCHI/IC KujiorpaMm roTtos IIpou3xXon
dypax
KoknuanoctaTuny M Ipyru MeAHMIIMHCKH BellecTBa
E 757 »M3 Elanco | MoHeH3uH Hatpuil | AkmugHo eewjecmeo IMunera 3a — 100 125 | 3abpanena ynorpeba | 30.7.2014 r. | 25 ng/kg MoHeH3uH
GmbH <« (Elancoban G100, | C3¢Hg 01 ,Na yrosiBaHe HOHE  €IUMH  JIeH HanI/Iﬁ OT MpsiCHA
Tpesiu KIIaHe. KOXa + Ma3HHHA
Elancoban 100, HaTpUeBa COJI Ha IOJIMETED MOHO- IMunera, 16 ceamumu 100 120 peA
Elancogran 100, | xapGokcunuata kucemmHa, mpoms- | gomro ce Ha ce mocouu B ymb- 8 ug/kg MoHeH3UH
Elancoban G200, | genena or Streptomyces cinnamo- OTIIeKIAT TBaHETO: HATpUli  OT  4YepeH
Elancoban 200) nensis, ATCC 15413, non ¢dopmata | 33 xoxomku ,OmaceH 3a  emHO- Hpob, ObOpeun u
Ha IpaHyIH. HOCaAuKH KOMUTHU  >KUBOTHH. MYCKyJIHa ThKaH
®daxTOpeH chCTaB: Tosn  dypax chap- (mpecHn).
ITyiiku 16 cexMumm 60 100 pxa iionodop: a ce

Momnen3un A: He no-Manko ot 90 %,
Monen3un A + B: He mo-maiko OT
95 %

Cvcmas Ha dobaskama

Mownen3uH o1 Gopmara Ha TpaHyIH
(M3CylIeH MOpPOAYKT OT (hepMeHT-
arysi), eKBUBAJICHTEH Ha Monensin ¢
akTHBHOCT OT 10 % wW/wW
Munepanso macio 1-3 % w/w
BapoBuk mox (opmata Ha TpaHyiH
13-23 % wiw

Opu30BU JIFOCIIH WJIM BapOBHK TIOJ
¢dopmara Ha rpanynu qs 100 % w/w
MomneHn3uH noza (¢opMaTa Ha TpaHyIIH
(u3cymieH TMpOAyKT OT (epMeHT-
arys), eKBUBaJICHTEH Ha Monensin ¢
akTuBHOCT OT 20 % w/w
Munepanno macno 1-3 % w/w
OpH30BH JIIOCTIH HJIA BapOBHK IO
dopmata Ha rpanymu qs 100 % w/w

n305rBa €IHOBPEMEH-
HOTO My TpUJIaraHe ¢
THAMYJIMH M Ja ce
CIeIu 3a BB3MOXKHA
HosiBa Ha CTPAaHUYHH
edextn B cimydait Ha
€THOBPEMEHHA ~ YIIO-
Tpeba ¢ apyru Jeka-
PCTBEHHU TIpenapaTu’
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