NMHCTPYKIMA
10 BETCPHHAPHOMY IPUMEHEHHIO JIEKapCTBEHHOTO npenapara Ctomopmkui 2, 10, 20

(Opranusauus-paspaborunk: Bepunrep MHrensxaiim Auuman Xenc ®panc DeCude, 29 apeHio
Tonu I'apube, 69007, Jluon, ®panmms / Boehringer Ingelheim Animal Health France SCS, 29
avenue Tony Garnier, 69007, Lyon, France)

HoMep perucTpalinioHHOTO YI0CTOBEPEHMS: ASO-5-8,05 -L¥ IS W71kl -3 7, f/ 01976

1. O6mume cBenenns

1. Toprosoe HaumeHOBaHKE TEKAPCTBEHHOTO Npenapara: CToMopmkut 2, 10, 20 (Stomorgyl 2,
10;20%

MexayHapoaHOe HEMATEHTOBAHHOE HANMEHOBAHHUE: CIIMPAMHIIMH H METPOHHAA30IL.

2. JlexapcTBeHHas Gopma: TabIETKHU AT IEPOPATBHOTO IIPHMEHEHHSI.

IIperapat B KavecTBe NEHCTBYIOMHX BEIIECTB B 3aBHCHMOCTH OT JO3MPOBKH COOTBETCTBEHHO
conepxkut: Ctomopmxun 2 (tabnerka maccoii 120 mr) — cnupamurmaa 150 000 ME u METPOHHUa30J1a
25 mr; Cromopmxun 10 (Tabnerka maccoit 600 mr) — cnupamunusa 750 000 ME u METPOHHAA30]1a
125 mr; Cromopmxun 20 (tabierka maccoit 1200 mr) — cnupamunuaa 1 500 000 ME u METpOHHUAa30ja
250 mr; a TaKKe BCoMoraTe/lbHble KOMIOHEHTbI: THAPOKCH]T AFOMHHHISI, COPOUTOIL, GeJThIiA JIEKCTPHH,
KEJIaTHH, MarHus cTeapaT M Kpaxmal.

[lo BHemHeMy BuIy npemapaT HpeicTaBiseT Co0OH TableTKH PO30BOrO IBETA, OKpYTJIOH
(GopMEI, BBIyKIIBIE, HA OJHON CTOPOHE TaGIETKH PHCKA.

CpoK rotHOCTH JIEKapCTBEHHOTO TIpenapara Ipu coOJII0IEHAH yCTOBHIH XPaHEHHs — 3 TO/1a ¢ JaThl
npou3BoAcTBa. TabieTky, W3BICYEHHYIO M3 OIMCTEpa, HMCIOJIb30BATH HEMENICHHO. 3alpelnaeTcs
ucnosp30Bath Cromopmkui 2, 10, 20 o HCTeYeHUH CPOKa FOTHOCTH.

3. Tlpenapar BrimyckaioT pachacoBaHHbIM 110 10 TabneTok B 61IHCTEpHI, yIaKOBaHHbIE 10 1 MM
2 WTYKM B KapTOHHBIE KOPOOKH. B Kakayio KapTOHHYIO KOpoOKY BIOKeHA UHCTPYKIHS II0
IIPUMEHEHHIO.

4. XpaHsT JIEKapCTBEHHBIH IIpenapaT B 3aKpbITOW yNaKOBKE MPOU3BONHUTENS, OTAETLHO OT
MHUIIEBBIX MPOAYKTOB M KOPMOB, B 3allHIICHHOM OT MNPSMBIX COJHEYHBIX JIydel MecTe, NpH
temneparype ot 0°C no 25°C.

5. Cromopmxun 2, 10, 20 ciiexyeT XpaHuTh B HEAOCTYIHOM JUIS IeTEH MecTe.

6. Hercrionb30BaHHbIH JIeKapCTBEHHBIH NIPenapar y THIH3UPYIOT B COOTBETCTBHH ¢ TPEGOBAHUSAMY
3aKOHO/1aTeJIhCTRA.

7. Cromopmxkun 2, 10, 20 otmyckaercs 6e3 perenta BETEpHHAPHOTO Bpaya.

II.dapmakonoruyeckue CBOMCTBA

9. Cromopmxun 2, 10, 20 oTHOCHTCS K KOMOMHMPOBAHHBIM aHTHOAKTEPHATBHBIM Ipernaparam.

10. KomOunanus MeTpoHH1a301a ¥ CIIMPaMHIMHA, BXOISIIAX B COCTAB Cromopmxkuna 2, 10, 20,
o0najaeT MIMPOKUM CIIEKTPOM JCHCTBHS B OTHOLIEHMH IPAMIIONIOKUTEbHBIX 1 IpaMOTPHLIATETBHBIX
MHKPOOPIraHU3MOB, a TaKXKe MPOCTEHIINX U MUKOIIJIA3M.

CrnypamuiiH  — aHTHOMOTHK TIpPYMIBI  MaKpONHIOB, o00NanaeT 6GaKTepHOCTaTHYecKOi
akTUBHOCTBIO. OGpaTuMo cBs3bBasch ¢ 5OS cyObenununel pubocoM, MoaaBiIsSeT CHHTE3 Oe/ika B
MHKPOOHO# ~ KIIeTKe. AKTMBEH B OTHONICHMH IDaMIIOIOKHTENBHBIX, TI'PAMOTPHLATENBHbIX,

1



BHYTPUKIIETOYHBIX MHKPOOPraHM3MOB, NPOCTEHINMX M MHKOIIA3M. [Ipu mepopanibHOM BBEICHHH
OBICTPO BCACHIBAETCA B IKENYJIOYHO-KHIICYHOM TPAKTE, XOPOIIO IMPOHHKAET B OHOJOIHYECKHE
KUJIKOCTH (B TOM YHCIIE CIIIOHY), OPraHbl M TKaHH. MaKCHMaJIbHAsl KOHIEHTPAIKs CIIMPAMHLHHA B
I1a3Me KpOBH OTMEYaeTcs yepes 2-4 yaca, B CIIFOHE — yepes 4-8 yacos.

MeTpoHHa30/1 — aHTUIPOTO30MHOE CPEACTBO TIPYNNBI HUTPO-5-UMHAA3070B. AKTHBEH B
OTHOLIEHHH I'PAMIIOJIOKHUTEIBHBIX, TPAMOTPHULIATENLHBIX MHKPOOPraHU3MOB M IpocTeimmx. Iloce
IepOPaNbHOTO BBEIECHUA METPOHH/A30J1 OBICTPO M MOYTH MOJHOCTBIO BCACHIBAETCS B HKEINYJOUHO-
KHIIEYHOM TPaKTE, NOCTHIas MaKCHMAaIbHOW KOHIEHTPALMH B IJIa3Me KPOBH M CIIFOHE depe3 | yac.
MerabonusM MeTpoHHIA30/1a NPOUCXOAMT B IEYEHH IIYTeM OKHCIEHHS M CBS3bIBAHHS C
TJTFOKY POHOBOM KUCJIOTOM.

Cromopmxuia 2,10,20 akTUBEH B OTHOIICHUH

- aKTUHOMMLET: Actinomyces spp.,

- TPamIIOJIOKHUTENBHBIX  MuKpooprauusmos: Clostridium  spp., Corynebacterium spp.,
Eubacterium spp., Listeria spp., Staphylococcus spp., Streptococcus spp., Eubacter spp., Peptococcus
spp., Peptostreptococcus spp.,

- TPaMOTPHUATENBHBIX — MHUKPOOpraHusmoB: Bordetella pertussis spp., Bacteroides spp.,
Campylobacter spp Fusobacterium spp., Haemophilus spp., Legionella spp., Leptospira spp.,
Neisseria spp., Treponema spp., Fusobacterium spp., Porphyromonas spp., Prevotella spp., Veillonella
spp-,

- BHYTPUKIICTOYHBIX MHKPOOPraHu3MoB Rickettsia spp.,

- ipoctemnx: Leishmania spp., Toxoplasma spp., Entamoeba spp., Giardia spp., Trichomonas
spp., Coccidia spp., Spirochaete spp.,

- xnamuauii Chlamydia spp.,

- MUKoIu1a3M Mycoplasma spp.,

- rapaaepenn Gardnerella spp.,

BBIBOISATCS. aKTHBHbIE KOMIIOHEHTHI IIpemapaTa W MX METaGOJUTHl M3 OPraHH3Ma [JIABHBIM
00pa3oM ¢ MOYOH M 4aCTHYHO ¢ HEeKaTUSIMH, y JAKTHPYIOLIHX KHUBOTHBIX TAKIKE C MOTOKOM.

Cromopmxun 2, 10, 20 110 cTeneny BO3IEHCTBHS HA OPraHU3M OTHOCHTCS K YMEPEHHO ONACHBIM
BemectBaMm (3 kiace omacHoctd o I'OCT 12.1.007-76), B pekoMeHIyeMbIX [03aX HE OKa3bIBAET
CEHCHOUITM3UPYIOIIET0, TEPATOTEHHOIO U SMOPHOTOKCHUECKOTO JAeHCTBHS.

[I.ITopsinox mpuMeHeHus

11. Cromopmxun 2, 10, 20 Ha3HAYalOT cobakaM M KOIIKAM UL JiedeHus 3a601eBaHMi pPOTOBOH
HOJIOCTH  (3a001€BaHUS TEPHOJOHTA, CTOMATHUT, TI'MHTHBHT, nuopes), JeWIIMaHuo3a Co0aK,
BBI3BAHHOTO Leishmania infantum W IPyTUX NEPBUYHBIX W BTOPUUHBIX uHeKIni 6aKTepHanbHON U
NPOTO30HHOH STHOJIOTHH, BBI3BAHHBIX YyBCTBUTEIBHBIMH K METPOHHIA307dy M CITHPAMHIHHY
MHUKPOOpPraHU3MaMH.

12. IlpornBonokasanuem Ui TNPUMEHEHHs SBISCTCA TOBBIIEHHAS YyBCTBHTEILHOCTD
XKHUBOTHOT'O K KOMIIOHEHTaM IIpenapara (B TOM YHCIie B aHAMHE3e).

JKMBOTHBIM C TSDKEJIBIMH 3200JI€BAHHSMH CEPJILIA, TOYEK H [IEYEHH MPENapar cIeayeT IPUMEHSTE
C OCTOPOXKHOCTBIO 101 HAaOIIOJIEHHEM BETEPUHAPHOTO Bpaya.

IIpenapaT He peKOMEH Iy €eTCsl IPUMEHSTE )KHBOTHBIM MOJIOKE 2 MECSIIEB.

13. Ilpu paboTe ¢ NEKapCTBEHHBIM IIPENapaToM CIIeAyeT COOMOATh OBIIHe IpaBUJjia JIMYHOMU
TMTHEHB! M TEXHHKH 0€30I1aCHOCTH, IPe/yCMOTPEHHbIE IIPH PaboTe ¢ JIEKapCTBEHHBIMH CPECTBAMH
BETEPUHAPHOTO Ha3HAYCHHUS.

JlfonsiM ¢ runepyyBCTBUTENBHOCTRIO K KOMIIOHEHTAM IIpenapata cieayeT m3berats IPSIMOTO
KOHTAaKTa ¢ mpenapaTtoM. Bo Bpemst paboThI ¢ lekapCTBEHHBIM NPENapaToM 3alpeInaeTcs KypPUTh, HTh
¥ IpUHUMATh mumty. Ilocie paboThl ¢ JeKapcTBEHHBIM NPENapaTtoM CIEAYET BHIMBITH PYKH TEIUIOH
BOJIOH C MBLJIOM.

B cirydae mposiBlIeHHs ajlleprudecKuX peakiuit /WK Ipy Cily4aiiHoM nonananui CTOMOPIIKIT
2,10, 20 B opranu3Mm YesoBeka ceyeT HeMeIEHHO 0OPATHTBCA B MEIUIIMHCKOE YUPEKICHHE, UMEs]
pyu cebe STUKETKY MJIM HHCTPYKIHIO 110 TIPUMEHEHHUIO TIpenapara.



IIycTyro ynakoBKy M3-IOJ1 JIEKAPCTBEHHOT'O Mpenapara 3aipeliaeTcs HCIoIb30BaTh IS OBITOBBIX
uesei; e€ MoMeIaroT B 11eJUI0()aHOBBIH NaKeT U YTHIM3HPYIOT ¢ OBITOBBIMU OTXO/IaMH.

14. TIpenapar He pekOMeHTyeTCsl IPUMEHSATh OEPEMEHHBIM U KOPMSIIMM CAMKaM.

15. Cromopmxun 2, 10, 20 npuMeHAIOT co6akaM M KOLIKaM HHIMBHIYIbHO IIEPOPATLHO OIUH
pa3 B cytku B no3e 75.000 ME cnupamuiivba u 12,5 Mr MeTpoHH1a3071a Ha 1 KT Macchl )KHBOTHOTO,
YTO COOTBETCTBYET:

1 Tabnetka CTomMopmKuiIa 2 — Ha 2 KT MacChl >)KUBOTHOTO;

1 Taberka Ctomopmxkuia 10 — Ha 10 KT Macchl )KHBOTHOTI'O;

1 Tabnerka Ctomopmxuia 20 — Ha 20 KT Macchl dKHBOTHOTO.

ITpoo/KATENBHOCTE Kypea JIeYeHHs B 3aBUCHMOCTH OT COCTOSIHHSI JKHBOTHOTO B CpPEJHEM
coctapnsger 5-10 nHeH M onpenenseTcs JeyalliM BeTEPHHAPHBIM BpauoM. 110 Ha3HAYEHHIO
BETEPHHAPHOTO Bpaya J03UPOBKA U JUIMTEILHOCTh IPUMEHEHHUS] MOXKET OBITh YBEIMYEHA.

Tabnerku npenapara He CielyeT NPUMEHATh B U3MENIbYCHHOM BHJE, JOMYCKAETCs pa3elieHHe
TabJIETKH Ha 4aCTH TOJIBKO [0 UMEIOIIEHCS Ha HEl PUCKE.

16.  TIoOo4HBIX sBJIEHWH W OCIOXKHEHMH y JKMBOTHBIX IPH MPUMEHEHHH IIpenapaTa B
COOTBETCTBHHM C HACTOSAIICH HHCTPYKLHMEH, KaK NpaBuiIo, He Habmromaercs. B ciydae mosiienus
QJUICPrUYECKUX PEaKIHi y YyBCTBHTEIBHOIO K KOMIIOHEHTaM [MpernapaTra >XKMBOTHOTO, €ro
INPHUMEHCHHE NPEKPAIIAOT U Ha3HAYarOT aHTUTHCTAMHHHBIE H CHMITOMATHYECKHE CPEJICTBA.

17. Ilpu mepeno3upoBKE y XKMBOTHBIX MOXET HaOIOAAThCsl M3OBITOYHOE CIIOHOOTHEICHHE,
PaccTpOMCTBO XKeTy JOYHO-KUIIEUHOTO TPAaKTa, YTHETEHHOE COCTOSIHUE.

18. Cromopmxmn 2, 10, 20 He cieyeT NIPUMEHSTH OMHOBPEMEHHO C JPYTHMH aHTHOMOTHKAMHU
TPYNnbl MaKpOJIHAOB M HHTPOMMHUJA30JI0B. JIeKapCTBEHHBIH IIperapar HeNb3s NPUMEHSTH
OJTHOBPEMEHHO CO CIHUPTCOJAEPXKALIMMH IIpenapaTaMd. METpOHHIa30] YCHIMBaeT JeiicTBHE
HENpsMBIX AaHTUKOATryJISTHTOB.

19. Ocobennocrel nelcTBUS IeKapCTBEHHOTO IIpenapaTa Py ero MepBOM IPUMEHEHHH H OTMEHE
HE BBISIBIICHO.

20. Crienyer u3beraTh IpoOIyCKOB IIPH BBEICHHU OYEPEIHOM 035l IPENapaTa, Tak Kak 3TO MOXKET
NPUBECTH K CHIDKCHHIO TepaneBTHYeCKol sddextuBHocTH. IIpn mpomycke ouepemHoit 1036l
npenapara Kypc NpMMEHEHHs] HE00X0IUMO KaK MOXKHO ObICTpee BO30OHOBUTH B TOH ke J03€ 0 TOH
Ke cXeMe.

21. Cromopmxun 2, 10, 20 He npeHa3HaYeH JUIsl IPUMEHEHHS IPOIYKTHBHBIM JKHBOTHBIM.

HaumeHoBaHus U ajipeca NPOU3BOACTBEHHBIX bepunrep Murenpxaiiv Anuman Xenc ®panc, 4

IUIOIIAI0K ITPOU3BOIUTEIIS JIEKAPCTBEHHOTO [llemu mo Kaneke, 31000 Tyysa, ®pannms /

npernapara Jijisl BETepUHAPHOTO PUMEHEHHS Boehringer Ingelheim Animal Health France,
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