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MHCTPYKIUA
1o npuMeHenuo Cromopmkuna 2, 10, 20 mist nedenus uHeKyi
OaKTepualIbHON 3THOJIOTHH Y COOAK ¥ KOLIEK

(opranmsanus-pazpaborunk: «Merial», 29 avenue Tony Garnier,
69007, Lyon, ®panmus)

I. O6ume ceenenus

1. ToproBoe HanMeHOBaHHe JeKapCTBEeHHOTro mpenapaTa: Ctomopmkui 2, 10, 20
(Stomorgyl 2, 10, 20).

MexnyHaponHoe — HENAaTEHTOBAaHHOE  HAMMEHOBaHWE:  COMPAMHULHUH |
METPOHUIA30I.

2. JlexapcTeenHas hopMa: TabIETKHU IS OPaIbHOTO IPUMEHEHHS.

IIpenapar B Ka4ecTBe NEHCTBYIONIMX BEIIECTB B 3aBUCHMOCTH OT JO3HPOBKH
COOTBETCTBEHHO cofepxutr: Cromopmxun 2 (tabmetka wmaccoir 120 mr) -
cnupamunrHa 150 000 ME u merporupazona 25 wmr; Cromopmxun 10 (TabneTka
Maccoit 600 mr) — ciupamunuaa 750 000 ME u MeTpoHHuaaszoa 125 mr; CroMopmxui
20 (rabnetka maccoi 1200 mr) — cmpamurmaa 1 500 000 ME u Metpormmasona 250
MI; @ TakKe BCIIOMOIaTeNbHbIE KOMIIOHEHTHI: T'MAPOKCH] ATIOMHHHS, COpPOMTOI,
Oenbli NeKCTPUH, JKeNaTHH, MarHus cTeapar U Kpaxmail.

3. o BHemHeMy BUIy TIpenapaT peACTaBiseT cO60i TabIeTKH OT PO30BOTO IO
KOpaJUIOBOTO IIBETa, OKPYIJIOM (OPMBI, BBIIYKJBIE, HA OJHOM CTOPOHE TabIeTKH
pHcKa.

Cpox TOmHOCTH JIEKapCTBEHHOTO IIpenapara Npd COOIIONEHMH YCIOBHii
XpaHeHus — 3 rofa co JHsA NMPOM3BOJCTBA. 3alpemaercs npuMenenre CTOMOpIKIIA
2,10, 20 no uctedeHur CpoKa roJHOCTH.

4. IlpemapaT BbITycKaloT pachacoBaHHEIM 10 10 TabneTok B GIHCTEPHI,
ylakoBaHHble 1O | WiIM 2 ITyKM B KapTOHHBIE KOPOOKH. B KaXIyl0 KapTOHHYIO
KOpPOOKY BJIOKE€HA HHCTPYKLHSI [0 IIPUMEHEHHIO.

5. XpaHaAT npenapaT B 3aKpBITOM YIIaKOBKE IIPOM3BOAUTENS, OTHEIBHO OT
IPOAYKTOB MUTAHUS U KOPMOB, B CYyXOM, 3aLIMIIEHHOM OT IIPSIMBIX COJHEYHBIX JIyYel
Mecrte, IIpu Temnepatype ot 0°C mo 25°C.

6. Cromopmxun 2, 10, 20 creayet XpaHUTh B HEAOCTYIIHOM AT JeTel MecTe.

7. Hencnone30BaHHBIN JIEKapCTBEHHBIN Mpenapar YTUIM3UPYIOT B COOTBETCTBHH
C TpeOOBaHMAMHU 3aKOHOJATENbCTBA. IlyCTyl0 yNAaKOBKY M3-TIOJ Iperapara
3alpelllaeTcsl MCIOJIb30BaTh Ul OBITOBBIX LieNeHd, OHA MOIIEHUT YTHUIM3ALUUA C



OBITOBBIMU OTXOJAMHU.
8. Cromopmxui 2, 10, 20 oTmyckaetcst 6e3 pelienta BETEPMHAPHOTO Bpaya.

II. ®apmakonorudeckre cBOMCTBA

9. Cromopmxun 2, 10, 20 oTHOCHTCS K KOMOMHUPOBAHHBIM aHTHOAKTEPHATBHBIM
npemnaparam.

10. KomO6uHamus MeTpoHMIa30/ia W CIMPAMHIMHA, BXOAAIIMX B COCTAB
Cromopmxkuna 2, 10, 20, obragaeT MIMPOKAM CIEKTPOM IEHCTBHS B OTHOLIEHHU
IPaMIIONIOXKUTENBHBIX W I'PaMOTPHULATENBHBIX  MHKPOOPraHM3MOB, a  TaKXe
MPOCTENIIINX U MUKOILIA3M.

CnupaMunivi - aHTUOMOTHK TPYIIIBI MaKpOJIHJIOB, obnanaer
0aKTEepPUOCTaTUYECKOH aKTHBHOCTBIO. OOpaTuMo cBs3biBasch ¢ 5OS cyObenuHULEH
pubocoM, MonaBiIseT CHHTe3 Oellka B MHKPOOHOH KieTke. AKTUBEH B OTHOIIEHHH
IPaMITOIOXKUTEIIbHBIX, TPaMOTPULATENBHBIX, BHYTPUKICTOYHBIX MHKPOOPIaHM3MOB,
TIPOCTEUIIINX ¥ MHUKOILIa3M, BKIrouast Actinomyces spp., Bacteroides spp., Bordetella
pertussis spp., Campylobacter spp., Clostridium spp., Corynebacterium spp.,
Chlamydia spp., Eubacterium spp., Fusobacterium spp., Haemophilus spp., Legionella
spp., Leptospira spp., Leishmania spp., Listeria spp., Mycoplasma spp., Neisseria spp.,
Rickettsia spp., Staphylococcus spp., Streptococcus spp., Toxoplasma spp., Treponema
spp. llpu opaibHOM BBEIEHHH OBICTPO BCACHIBAETCS B XKEIYAOYHO-KHIIIEYHOM TPAKTE,
XOpOILO MPOHUKAET B OMOJIOTMYECKHE XUAKOCTH (B TOM YHCIE CIIOHY), OpraHbl U
TKaHU. MakcuMmalbHas KOHIEHTpalMs CIHpaMHUIMHA B IIasMe KPOBH OTMEYaeTCs
gyepe3 4-6 9acoB, B CIIIOHE — uepe3 4-8 4acos.

MerpoHnia3on — aHTUIPOTO30HHOE CPEICTBO TIPYINIBI HHUTPO-5-UMUAA30JI0B.
AKTHUBEH B OTHOLUIEHUH IpPaMIIOJIOKHUTEIbHBIX, IpaMOTpHIIaTEeNIbHBIX
MHUKPOOPTaHU3MOB M NPOCTEHINUX, BKodas Entamoeba spp., Gardnerella spp.,
Giardia spp., Trichomonas spp., Bacteroides spp., Coccidia spp., Clostridium spp.,
Eubacter spp., Fusobacterium spp., Mycoplasma spp., Peptococcus spp.,
Peptostreptococcus spp., Porphyromonas spp., Prevotella spp., Spirochaete spp.,
Veillonella spp. 1locne nepopalbHOTO BBEAEHHS METPOHMAA30I OBICTPO U IOYTH
IIOJTHOCTBIO BCACHIBAETCS B JKEJIYJJOYHO-KHUIIIEUHOM TpPaKTe, JOCTUIas MaKCHUMAaJbHOM
KOHLIEHTpAllMX B IUIa3Me KPOBU M CIIOHE depe3 1 gac. MeTaGonusM MeTpOHUIa3071a
IIPOUCXOIUT B MEYECHHM ITyTE€M OKHCIICHUS U CBSI3bIBAHUS C TTIFOKYPOHOBOM KHCIIOTOM.

BBIBOISITCST aKTMBHEIE KOMIIOHEHTSHI TIperiapaTa U uxX MeTaGOoJIHMTHl M3 OpraHu3Ma
IJIaBHBIM 00pa3oM ¢ MOYOM M YaCTHYHO C (PEeKAMSIMH, y JAKTHPYIOIIUX >KHBOTHBIX
TaK)X€ C MOJIOKOM.

Cromopmxun 2, 10, 20 mo cremeHHM BO3AEHCTBHMS Ha OPraHM3M OTHOCHUTCS K
YMEPEHHO omacHbIM BelnectBaM (3 kmacc omacHoctd mo I'OCT 12.1.007-76), B
PEKOMEHIIyeMBIX J103aX He OKas3blBaeT CEHCHOMIM3MPYIOIIETO0, TEPAaTOreHHOTo WU
3MOPHOTOKCHYECKOTO JEHCTBHS.



I1I. Ilopsimox mprMeHeHHs

11. Cromopmxkun 2, 10, 20 Ha3HayaroT cobakaM U KOIIKAM JUIS JICYEHHS
3a00J1€BaHMH POTOBOM IONOCTH (3a00JieBaHUs IIEPHOJOHTA, CTOMATHUT, TI'MHTHBHT,
nvopest), JedNIMaHuo3a cobak, BBI3BaHHOrO Leishmania infantum u mpyrux
NEPBUYHBIX M BTOPHYHBIX UHQEKIMH OaKkTepHaNbHONH M IMPOTO30MHOM 3THOJIOIUH,
BBI3BaHHBIX 9yBCTBUTEIbHBIMU K METPOHUIA30JTy u CIIUPaMHULIUHY
MHUKpPOOpPraHU3Mamu.

12.  TIpoTuBOomOKa3aHWeM i1  [PUMEHEHWs  SBISETCS  [OBBIIICHHAS
4yBCTBUTEJIBHOCTH )KUBOTHOT'O K KOMIIOHEHTaM IIpernapara (B TOM YKCIIe B aHAMHE3E).

JKMBOTHBIM C TSDKENBIMU 3a00J1€BaHMAMHU CepALa, [OYEeK W TEYEHH IMpenapar
ClIelyeT IPUMEHSTh C OCTOPOXKHOCTBIO 110/l HAOMI0JeHEeM BeTepHHAPHOTO Bpaya.

13. Cromopmxun 2, 10, 20 npuMeHSIOT cobakaM M KONIKaM HHIUBHIYalbHO
IIepopaJIbHO OAMH pa3 B cytku B pgo3e 75.000 ME cnupamumunaa m 12,5 Mmr
METPOHHKIa30J1a Ha 1 KT MacChl )KMBOTHOTO, YTO COOTBETCTBYET:

1 Tabnerka CroMopmkmia 2 — Ha 2 KT MacChl )KMBOTHOTO;

1 Tabnerka Cromopmkunia 10 — Ha 10 KT Macchl )KABOTHOTO;

1 Tabnetka Ctomopmxuna 20 — Ha 20 KI Macchl )XMBOTHOTO.

ITpomomKHUTENEHOCTD Kypca JIeYeHHUs] B 3aBUCUMOCTH OT COCTOSHUS )KUBOTHOTO B
cpenHeM coctapisier 5-10 aHel v onpenenseTcs JeyaliM BeTepUHApHEIM BpadoM. I1o
Ha3HAUYEHHUIO BETEPUHAPHOIO Bpaya JO3MPOBKA U JUIMTEIBHOCTH IMPUMEHEHHS MOXXET
OBITH yBETMYEHA.

Tabnetkm mpemapata He cleayeT IPUMEHAT, B HM3MEJbUYEHHOM BHIE,
JOTyCKaeTCs pasfieNieHne TabIeTKY Ha 9acTH TOJIBKO 110 UMEIOIIEcs Ha Hell pucke.

14. Ilpy mnepeno3upoBKe y IKHUBOTHBIX MOXET HaOGIIONAThCS M3OBITOUHOE
CIIIOHOOTJIGNICHHE, PACCTPOUCTBO  IKEIYAOYHO-KUIIEYHOTO TpPaKTa, YIHETEHHOE
COCTOSIHUE.

15. Ocobennocreli NeHCTBHSA NPH IEPBOM NPUMEHEHWH Mpenapara M IIPH ero
OTMEHE HE BBISBIICHO.

16. IlpenapaT He peKOMEHIYeTCs IPUMEHSATh OEPEMEHHBIM M KOPMSIIAM CaMKaM,
a TaK)Ke )KUBOTHBIM MOJIOXKE 2 MECHIIEB.

17. Crnenyer uzberaTs IpOIyCKOB NP BBEICHHH OYEPEIHON 03B IIperapaTa,
TaK KaK 3TO MOXXET NPUBECTH K CHIDKEHHIO TepaneBTHYecKod sddextuBrocTu. Ilpu
IIPOITyCKE OYEPEIHOM O3Bl Ipernapara Kypce MPUMEHEHHs HEOOXOAMMO KaK MOYKHO
ObICTpee BO30OHOBUTE B TOH XKe J103€ 10 TOM K€ CXEME.

18. TIo6OYHBIX SABIEHMH U OCIOXHEHHH Y JKHBOTHBIX IIPU IIPHMEHCHHUH
npenapara B COOTBETCTBHM C HACTOSAIIEM MHCTPYKIMeH, Kak IIpaBHIO, HeE
HabironaeTcs. B ciydae MOSBIEHHS aJUIepriv4ecKuX peaklUuil y 4yBCTBHTEIEHOIO K
KOMITOHEHTaM TMperapara »XMBOTHOIO, €ro INpUMeHEHHe MNPEKpallaroT U Ha3HA4aroT
AHTUTMCTaMUHHBIE U CUMIITOMaTUYECKUE CPECTBA.

19. Cromopmxwun 2, 10, 20 He cliemyeT HPUMEHSTh OJHOBPEMEHHO C JPYTHMH
aHTMOMOTMKaMM TPYNIbl MaKPOJNMAOB ¥ HHUTPOMMHUIA30J0B. JleKapCTBEHHBIH
npenapaT Hellb3sh IPUMEHSTh OJHOBPEMEHHO CO CIUPTCOAEPKALIMMH IPENapaTaMH.
MeTpoHH1a30]1 yCUIIUBAET JEHCTBUE HEPSIMbBIX aHTHKOAryIsSHTOB.

20. Cromopmxun 2, 10, 20 He npenHa3Ha4eH s MPUMEHEHHs IIPOIYKTHBHBIM
YKUBOTHBIM.



IV. Meps! nu4HO# MpodUITaKTHKY

21. Ilpu paboTe ¢ JEeKapCTBEHHBIM IPENapaToM CIeAyeT COOMonaTe oOIIue
IpaBujia JIMYHOM TUTHEHbl U TEXHUKH 0€30MacHOCTH, IPeayCMOTPEHHbBIE pU paboTe
C JIEKAPCTBEHHBIMH CPEJICTBAMH.

22. JromaM ¢ TUIIEpYyBCTBUTEIBHOCTBIO K KOMIIOHEHTaM IIperapara CIeoyeT
u3beraTh npsmMoro KoHrakTa co Cromopmxmiom 2, 10, 20. Bo Bpems paGoTsl ¢
JIEKapCTBEHHBIM IIPENAapaToM 3alpellaeTcss KypuTh, IUTh W NpUHUMATh muiry. [Tocie
PaboTEI C JIEKAPCTBEHHBIM IIPETIAPATOM CIIEAYET BBIMBITE PYKH C MBLIOM.

23. Ilpm ciaydyallHOM KOHTaKTe JIEKapCTBEHHOIO TIIperapara ¢ KOXel u
CIIU3UCTBIMU 000J0YKaMU, UX HEOOXOAUMO MTPOMBITH OOJIBIIMM KOJIMYECTBOM BObl. B
Clly4yae IIOSBJIECHMS aJUIEPTUYECKUX peakUWd W/WIW Tpu CIydyalHOM IIOIaJaHMH
Impernapata B OpraHu3M YeJOBeKa HeoOXOAMMO OOpaTHThCS B MEIMIUHCKOE
yUIpEXIEHHE, UMes IIPH cebe MHCTPYKIIHIO 110 MPUMEHEHHIO MPEnapara uild STUKETKY.

HaunmenoBanus u anpeca «Merial», 4 chemin du Calquet, 31000,
IIPOM3BOJCTBEHHBIX IIOMIAT0K Toulouse, ®panius

TIPOU3BOUTEIS JIEKAPCTBEHHOTO

npenapara Jjisl BETepUHAPHOIO

MIPUMEHEHUS
HanmeHnoBanue, anpec opraHu3aiiim, 00O «bepurrep Murensxaiimy»,
YIIOJTHOMOYEHHOH JepiKaTesieM Poccuiickas @enepanus,
PETUCTPALIMOHHOTO yAOCTOBEPEHUS 125171, MockBa, JlenuHTpaackoe 1rocce,

JIEKapCTBEHHOTIO IIpernapara Ha npuHsiTue 16A, ctp.3
IIpeTeH3ui oT norpedurens/Mmmnoprep

Mucrpykuus paspaboTaHa NonpasfielieHHeM BeTepuHapHbIX mpernapatoB 000
«bepunrep Unrensxaitm» (r. Mocksa).

C cormacoBaHueM HacTOSILIeH HHCTPYKLUHH YTPauyMBaeT CHIY HHCTPYKIHMS II0

npuMmenenuro Cromopmxuna 2, 10, 20, yTBep)XIeHHas 3aMeCTUTeNIeM PyKoBoaUTENs
Poccenpxo3nanzopa 06 okts6ps 2015 .
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