MHCTPYKIIUA e
no npumenesnio Kiamokenna LA s nedenus KPYITHOI'O POTATOro ¢KOTA, OBcu,
CBUHEH, coGaK ¥ KOLLEK IPH GaKTEPHABHEIX HHPEKIUAX -

(oprarusaima-pazpadoTuuK KoMnauus «Zoetis Incy, CI]JA)

I. O6ume crenenns

I. Toprosoe HamMeHOBaHME JIGKAPCTBEHHOTO (perapata: Kmamoxeumn | LA
(Clamoxyl LA). | B

Mex iy napoiHoe HeIATeHTOBAHHOE HAUMEHOBAHHE: AMOKCHIIMIUIKH.

- 2. JlexapcTBenHas GopMa: CyCHeH3us LIS HHbeKIH. -

Knamoxeun LA B | M B KadecTBe AEHCTBYIOIIETO BemecTBa conepmnr
AMOKCHITH/UIHHA TPHIMAPAT — 150 MI, 4 B Ka4yecTBe BCTIOMOTATENILHBIX Bemecm
AMOMUHUY cTeapaT — 16 Mr, (eHoN — 5 Mr H GPaKIHOHAPOBAHHOE KOKOCOBOE MAacIIo —
no 1 M. o

Hpenapa*r 1o BﬂemneMy BHAY IpelicTaBisier cob0i CyCTieH3nio 6&3101"0 WITH crse'rno—
KPEMOBOTO 1iBETA. . 1

3. Tlpenapat pacacosan 110 100 M1 B CTeKNSHHBIEC (IAKCHBI coomercmy}omen
BMECTHMOCTH, = YKYIIOPEHHBIE PE3UHOBLIMH npobramu, yK]I)eHJTGHHBIMH
AIOMHHHEBKIMH ROITIATKAMH. B

4. Knamoxcun LA xpawsr u TpchnopTpr}or B BaKprTOH ynazcomxe
NPOH3BOJHUTENS, B CyXOM, SQUIMIUEHHOM OT CBETa MECTe, OTHENLHO OT IIpO,ILyI{T()B
IUTAHEA W KOPMOB NpH TeMnepatype ot 3°C o 25°C. :

Cpox _TOJIHOCTH - JICKAPCTBEHHOTO  penapata CocTamnaeT 3 roja co ,I{Hﬂ
IPOU3BOJICTBA, TOCE MEPBOTO BCKPHITUA (PIAKOHA CPOK TOAHOCTH — 28 Gy’TOK npu
yei0BuH COOIIOAEHHS IPABUIL ACEIITHKH U YKA3aHHBIX YCIOBHIt XPAHCHHUS.

Banpemaercs npumensts Kitamokenn LA nocie uereuesus cpoka FOAHOCTH,

5. Knamokcun LA ciiefiyeT XpaHHTb B MECTaXx, HEJOCTY HBIX JUIA neren. _

6. Hencnonwonauﬂmm JEKAPCTBEHHLIA TIperapaT YTUIN3HPYIOT B COOTBGTCTBHH c
TpeGOBAHHAMHU 3aKOHOJATENBCTRA.

II. ®apmakonornueckue ceoiicTna

7. Knamoxenn LA ormocurcs x rpyine aHruOaKTepHAIbHEIX - ﬂeKapCTBeHHMX
IPENapaToB IPYIibl HONYCHITCTUYECKHX IeHHIHILIHHOB, ‘

AMOKCHIIMILTAY, BXOJAIIMH B COCTAR NEKapCTBEHHOIO  IIpernapara, ﬂBnﬂeTcsI
NOAYCHHTETHYECKHM  aHTHOMOTHKOM — TPYNNBl - NEHULUHIIVHOB, HpOSiBJ‘IS{eT
OaxkTepULHOHOE JEHCTBUEC B OTHOIICHHH I'DAMIIOIOKHTENBHEIX MHKPOOPTaHH3MOB, B
ToM umene  Staphylococcus  spp.,  Streptococcus  suis, Streptococcus faecalis,



Streptococcus  pneumoniae, Arcanobacterium pyogenes, Corynebacterium bows
Erysipelothrix rhus:opathzae, Listeria monocytogenes, Bacillus anthracis, Clostf zdmm
perfringens, a TakKe aspoGHBIX IPAMOTPHIEATETHBIX MEKPOOPIAaHM3MOB, B TOM YHCIIE
Haemophilus spp., Pasteurella spp., Escherichia coli, Salmonella spp., Proteus
mirabilis, Moraxella bovis, Fusobacterium necrophorum, Brachyspira hyodysemerm@
AMOKCHUWIIIHH He aKTUBEH B OTHOIICHHH MHUKPOOPIaHH3MOB, nponynupymluﬂx B-
TaKTamasy. ‘
MexannsM SeHCTBHS AMOKCHIMIUIAHA HA KJIETKY MUKPOOPTaHH3IMa 3al<moqae*rcsi B
HapyleHHM = CHHTE33 KJIETOYHOH CTEHKM  IyTeM HHFHGHpOBaunﬂ npouecca
00GPa3OBaHHS TPAHCTIENTHIHBIX CBA3EH, HEOOXOINMBIX TSI CLUMBKH NeNTHIOTIIHKAHA,
Ipyr mapeHTepaibHOM BBEIEHHM AMOKCHLMILIUH TOCTENEHHO BCACKIBASTCS W3
MECTa MHBEKUUH H MPOHHKAET BO BCE OPraHbl W TKAHH XHMBOTHOTO. Machmaanaﬂ:
KOHLIEHTAITMs.  aHTMOMOTHKA B KPOBH OTMEYaercs 4epes 2 daca | - focre
BHYTPUMBILIETHOrO A HO,HKO)I{HOFO BBCJGHUA TIpenapara | COXpaHHeTCSI HA
TEPANeBTHYECKOM YPOBHE B Teyenne 48 9acos. w |
AMOKCHUMIUIME BBIJGISCTCH U3 OPraHM3Ma C OKeTublo H MOTIOM B HeH3Mé_€1H0M
BUJIE. | . BRI
Knamoxcun LA mo crenenu BO3/eHCTBIA Ha OPFAHH3M OTHOCHTCH K ymepeHHO
OHacHBIM coepHenusam (3 knace onacHoctu o TOCT 12.1.007). '

II. =~ Iopsnox mpumeHerHs

8. Knamokcun LA NPUMEHSIOT Wi Jle4enus KpyIHOTo poraToro CKOTa, | OBeu,'
CBUHEH, cobaK M KOIIeK pH GaKkTepuaibHbiX HAQEKIMSX menyﬂquo_mmetmoro
TPAKTa, ,I(bIX&Te.IILHBIX IyTeH, MOUYETNONOBOH CHCTEMBl, KOXKM K- MSITKHX  TKaHeH,
HEKpOOAKTEpHO3E, PaHaX, aﬁcueccax BOCIIANICHHH CYCTABOR, MyMOYHBIX HHQ)QHH&X '
ATPOGUYECKOM PHHHTE 'y TIOPOCAT, a TaKoKe Juis ﬂp()(bHJ]aI{THKH XMpypI‘H‘{ECKHX
wHOpEKIMH.

9. IlpotuBomnoxazaHuem = K . ledMeI:EeHHIO KH&MOKCHH& LA 'Hﬂnﬁe'r'(:ﬂ
HHIAUBAIYANbHAS TOBBIIEHHAS ~ YYBCTBHTENIBHOCTh OJKHBOTHBIX K. aHTH6HOTHKaM
'Heﬁnuﬁmﬁﬁonom pana.  JIeKapCTBEHHBIN ripenapar He Criefyer. HpMMﬁ:HS{TI) 1pu
HHPEKLASX, BHISBIBACMBIX GAKTEPHIAMHU, O0Pa3YIONIMX TEHAIHILTHHASY. c

10. Hpe}fapa*r BROJIAT BuyTpHMLImeqﬁo HITH TOJIKOXKHO B JI03€ i MII Ha. 1{) KD Maccm
KHBOTHOTO, UTO COOTBETCTBYET 15 MI aMOKCHIMIMHA Ha | K& Maccht ){{HBOTHOI‘O :
CobakaM ¥ KOLIKAM IPENapar BBOAST MOJKOKHO KM BHYTPHMBILIEYHO, prHHOMy .
pOraToMy CKOTY, OBLIAM M CBHHBSIM — TONBKO BHYTPHMBIILIEHHO. O0bem BBesEHUS B
QJIHO MECTO Npenapata Ay prnﬁoro POraToro CKOTa He JOJIKEH IIPEeBBIIATE 20 MII,
JUI% CBHIEH — 10 MII, LS OBeIl — S Mo, ms coBak ¥ Kouek 06DBeM BBe;ileHHSI He
 HOpPMHpYeETCA.

Ipu Hamuun Horca:saHHH Knamoxcun LA Beoasr HOB’IOpHO yepes 48 YACOB..

Hepen npHMEHEHUeM (hi1aKkon ¢ HEeKAPCTBEHHBIM TPEHapaToM HGOﬁXD,IlI»iMO xopomo
B300JITATh. : : '

11. CHMITTOMBI TMEPENOUPOBKH JICKAPCTBEHHOTO Tipenapara He YCTaHOBJlCHbI. _

12. Ocobennocreit fecTBIS NPH Havale BBENEHHS W €TI0 OTMEHE He BLIABIEHO. B
ciyuae nosmnenuﬂ AJUIEPIUYECKUX Peakiui WCHollL30BaHHe npenapam nperamamr :
M TIPH - HeoOXOMMMOCTH — HA3HAYAKOT  AHTHIHCTAMUHHBIE npenapa*m %}
CHMIOTOMATHYECKOE JICUEHHE. : ' e

13. Ilpu HeoOXOMHUMOCTH [IOBTOPHOTO Ha3HAUEHHS KJ’[‘IMOKCMHE[ LA cneﬂye’r
u3berath HAPYIICHIS HHTCPBAIA BBEICHUS npenapara, Tak kKak 570 MOKeT rprBccm K
CHWKCHHIO TePaneBTHIecKoil 3d)d)ek'mmrocm :




14. Hpﬂ HA3HAYEHIH KﬂaMOKcma LA B cOOTBETCTRHU C© HHCTpYKHHeM noﬁoqﬁmx
ABJEHMH W OCHOXKHEHMH, KaK IIpaBuio, He oTMeuaercs. B PEKHX cnyqaﬂx y
OTHENBHEIX JKHBOTHBIX BO3MOXHO PasBHTHE OTeKda HA MecTe BBB,IIGHHH Hpenapa'l"l
KOTOPbIH paCCdCbIBdeTCH B TeueHue 1-2 jueit. _ S
15, BaHpemaeTcsl CMEIIHBATE Knamoxcur LA B O,JJ,H()M mnpm};e ¢ leyFHMH
JIeKapCTBEHHBLIMU IPeriapaTaMH. SR 1 I

16. Mouoko, TOJYIeHHO® OT KPYITHOIO pora:roro CKOTA MO}KH{) chonbsofsa'rh UTSt
THILEBBIX lenelt yepes 9 ¢yTOK, OT oBel — uepes 7 CyTOK TOCIE TOCTEAHEro BBe,ueHm} :
JNEKAPCTBEHHONO NIpenapata. MoNoKo, NoNyYentoe 10 HoTedeH s yKa3aHHbIX CpOKOB
MOXKET ObITh KCIIOAB30BAHO TTOCHE KHIISUCHUA 1A KODMHGHHH KUBOTHEIX. .

Y6oit prIIHOI‘O por‘aToro CKOTA pa3pelliaetesl He paHee, YeM yepes 92 cymx oBeu '
—uepes 45 cyTok, CBHHEH — depes 93 cyToK mociie rocie/Hero BBEJCHHS npendpa'ra
Msico KHUBOTHBIX, BI:IHy}K,IIEHHO YOUTHIX [0 HCTEHEHWs! YKAZAHHBIX cporcma MOKET -
~ OBITh ncnonmonauo JL‘IH KOPMIIEHHS TYIHRIX 3BEPEH. '

V. Mepm JTI/I‘IHOH HpO(pHJIaKTHKH

17. Hpn pabote ¢ npenapaTOM Kiramoxenn LA cne,uye'r coﬁmo,uaTb 06111He rxpafmna '
NMMHOH THTHCHBL M TEXHHKH He3011acHOCTH, IPEIYCMOTPEHHBIE IIpH pa60"re C
HeKapCTBGHHLIMH npenapaTaMH Ilo oxonuaHum paGoThl PYKH cme,aye*r BLIMLI’TB
TelJioH BOJIOH C MbLIOM. _ _ ; '

18.11pu CIy4aitHOM - KOHTAKTe JICKaPCTBEHHOTO  Hperapara - ¢ Koxel | wtn
CITM3HCTBIMA 000JIOUKAMH 19143, HX HEOOXOIMMO HPOMBITH GONbIIMM KOHH‘IEC’I‘BOM '
BOJUBI. .HK)}I{}IM C mnepqucTBHTem.Hocrmo K KOMIIOHEHTaM npenapam cne):{ye'r
nzberars npamoro Koutakta ¢ Kuamoxcunom - LA. B ciydae  riosiBreHus
AINIEPIUMeCKUX Peakiuil uin TlpH CIIy4alHOM TOMAAHNH nperiapara B OpraHmM '_
| HeNOBeKa CleflyeT HeMe/IEHHO OOPATUTBCA B MEJMIMHCKOE yqpeﬁ{neﬂne (npn ceﬁe o
UMeTh HHCprKuHm 110 NPUMEHEHHIO HITH 3’:‘1«11{6Txy) R :

19.  llyctsie  ¢naxkoHs!l . w3-roz; neKapCTBeHH()ro npenapa'ra 3anpemae'ru;
HCHOHBSOB&TB s - GBITOBBIX ]J,LJIE:H, OHH TIOJUICHKAT . y*rmm%am«m c 651'1‘013511\411
OTXO/AMH. - ' :

20. OpI‘aHHS&l{HH—HpOH?BOﬂHTeJII:,_ «Haupt Pharma Latma S rl», Bmgo san
~Michele (LT) ss 156km50 — Latma, Italy. _ o

H}{(:prxum pa?.paGO'raHa KoMuanueit «Zoetis Inc.» (100 Campus Drlve Florham
Park, New Jersey, 07932 USA) coMectHO ¢ OO0 «309THC».

A,npcc 000 «3031“1»1(:»31’(]’) 123317, Mockaa, npeCHeHCKaﬂ Haﬁepex{ﬂaﬂ 11 i@.

C yrsepxiaeHnem HaGTOﬂIIIeH MHCTPYKLIHH YTpauMBaeT cr»my HHCprKIIHﬂ o -
HPUMEHEHHUIO KnaMOKcma LA, yreepxnenHas Pocceﬂbxosﬂamopowi 28 HEOJIS 2011
roja

PexomeHm)BaHo X pemwpaupm B Poccuiickoi (i)eﬂepauﬁn @r Ey «BFHKI/}»
Homep pemc*rpdunozmoro YAOCTOBEPEHHS :






