MHCTPYKL A
no npumeHenuto Cromopmxuna 2, 10, 20 nnua neyeHus uHeKun
OaKTepHUaIbHOMW APTHOJOTHUH Y cOOaK U KOIIEK

(opranmsanus-pazpaboruuk: «Merial», 29 avenue Tony Gamier,

69007, Lyon, ®panuus)

[. OOwmue cBeneHus

1. ToproBoe HauMeHOBaHHE JeKapcTBEHHOro mnpemnapara: Cromopmxun 2, 10, 20
(Stomorgyl 2, 10, 20).

MexayHapoaHoe HETIaTEHTOBAHHOE HanuMEHOBaHUE: CIUpaMUIIUH u
METPOHHU1A30.

2. JlekapcTBeHHast Gopma: TabIETKU AJg OpPajJbHOrO MPUMEHEHUS.

[Ipenapatr B kayecTBe NAEWCTBYIOLIMX BELIECTB B 3aBUCUMOCTH OT J03UPOBKHU
COOTBETCTBEHHO cojaepxkut: Cromopmxkun 2 (tabinerka wMaccoid 120 wmr) -
cnupamunuHa 150 000 ME u merponmupaszona 25 wmr; Cromopmxuin 10 (tabmerka
maccoit 600 mr) - cnupamuniuaa 750 000 ME u metrponunaszona 125 mr; CToMop Ikl
20 (Tabmerka maccoir 1200 mr) - cnupamunuaa 1 500 000 ME u metponumaszona 250
MI; a TaKKe BCIOMOTAaTelbHbIE KOMIIOHEHTBI: THUIPOKCHJ aJTlOMUHHUSA, COPOUTOII,
Oenblil IEKCTPUH, JKEeJIaTHH, MarHus cTeapaT U Kpaxmall.

3. Ilo BHemHeMy BHAY MpenapaTr MNpeaAcTaBiseT cob6oil TableTKu OT pPO30BOTO J0O
KOpaJJIoBOTO IIBETa, OKPYTJIOoi ¢GOpMBI, BBINMYKIbIE, Ha OJHOW CTOpPOHE TabJIeTKU
pucka.

Cpok TOAHOCTH JIEKAPCTBEHHOrO TMpemapara MpH COOJMIOJEHUU  YCIOBUM
XpaHeHusd - 3 rojga co AHsS NPOU3BOACTBA. 3ampemaerca npumeHeHue CToMOpKuiIa
2, 10, 20 mo UCTEYEHUHU CPOKA TOJHOCTH.

4. TIlpemapatr BbimyckalT pacdacoBaHHbIM 10 10 TabneTok B OIUCTEPHI,
ymakoBaHHbIE MO | wWiIM 2 MTYKH B KapTOHHBIE KOPOOKH. B Kaxayroo KapTOHHYIO
KOpOOKY BJIOXKE€HA MHCTPYKIHS MO MPUMEHECHUIO.

5. XpanaT npemnapar B 3aKpbITOM YNaKOBKE MPOU3BOJAUTENS, OTAEIBHO OT
NPOAYKTOB MUTAHUS M KOPMOB, B CyXOM, 3alIUIIEHHOM OT MPSIMBIX COJTHEUHBIX JIyueu
Mmecte, npu temneparype ot 0°C go 25°C.

6. Ctomopmxun 2, 10, 20 cienyeT XpaHUTh B HEJOCTYITHOM JJIsl IETEH MecTe.

7. Hencnonp30BaHHBIN JIEKApCTBEHHBIN IpemnapaT yTHUIU3UPYIOT B COOTBETCTBUU
c TpeboBaHMSIMM 3aKOHoOAaTenbcTBA. IlycTyro ymakoBKY HM3-IOJ  Ipemaparta
3ampellaeTcss MCHOIb30BaTh Mg OBITOBBIX IleJiel, OHAa MOJJIEKHUT YTHIU3ALHU C



OBITOBBIMU OTXOJaMH.
8. Cromopmxun 2, 10, 20 ornyckaercs 0e3 pelenta BeTEpUHAPHOTO Bpaua.

II. ®apmakomoruyeckue CBOKMCTBA

9. Cromopmxun 2, 10, 20 oTHOCUTCS K KOMOMHUPOBAHHBIM aHTHUOAKTEPUATBHBIM
npenaparam.

10. KomOunHanusa MeTpoHHAA30j7a M CHUPAMHIMHA, BXOJAIIMX B COCTaB
Cromopmxkuna 2, 10, 20, oGmagaeT IHUPOKUM CIEKTPOM JACHCTBHS B OTHOIICHHUH
FPaMIIOJIOKUTEIBHBIX W T'PaMOTPHUUATEIbHBIX  MHUKPOOPraHU3MOB, a  TaKXe
MPOCTEHIINX U MUKOILIA3M.

Cnupamunux - AHTUOUOTHK IPYIIIIBI MaKpOJUI0B, obnanaer
0aKTeprOCTaTUUECKON aKTUBHOCThIO. OOpaTumo cBsizbiBasick ¢ 50S cyObeamHuien
pubocom, moAaBisieT CUHTE3 Oelka B MUKPOOHOUN kieTke. AKTUBEH B OTHOIICHUH
rPaMIIONIOXKHUTEIbHBIX, TI'PaMOTPHULATENbHBIX, BHYTPUKIJIETOUYHBIX MHUKPOOPTraHU3MOB,
NpOCTEUIINX W MHKOIJIa3M, BKiIouas 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 BBEJEHUU OBICTPO BCACHIBAETCS B JKEIYJOYHO-KUIIEUHOM TPaKTe,
XOpOIIO MPOHUKAET B OMOJOTHMYECKHE XUAKOCTU (B TOM YHCIE CIIOHY), OpraHbl U
TKaHU. MakcuManbHas KOHIEHTpalus COUpaMUIUHA B MJa3Me€ KPOBH OTMEUAETCS
yepes 4-6 yacoB, B CIIOHE - yepe3 4-8 4acos.

MeTpoHuIa301 - AHTUIPOTO30MHOE CPEACTBO TPYMIBl HUTPO-5-MMUIA30JI0B.
AKTHUBEH B OTHOILICHUHU IPaMIIOJIOKUTEIbHBIX, rpaMOTpPULIATEIbHBIX
MHUKPOOPTAaHU3MOB U TMpocTelmux, BkIwoudas 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. Ilocne mnepopadbHOrO BBEACHHUS METPOHHIA30J OBICTPO W IOYTH
MOJIHOCTHIO BCACHIBAETCS B KEINYJOYHO-KUIIEUHOM TPAKTE, NOCTUTrass MaKCUMallbHOU
KOHILIEHTpAIlMK B TJa3Me KpOBU M cltoHe uepe3 1 wac. MertaGonu3sm MeTpoOHHUIA30J1a
MPOUCXOJUT B MEUEHU MYTEM OKHUCICHHUSI U CBSI3bIBAHUS C TIIOKYPOHOBOW KHUCIOTOM.

BriBogATCS akTHMBHBIE KOMIOHEHTHI Mpernapara U UX MeTaOOJHUThl U3 OpraHu3zMa
IJ1aBHBIM 00pa3oM C MOYOMl M YacTUYHO ¢ (PEeKaNUAMHU, Yy JAKTUPYIOIHUX >XKUBOTHBIX
TaKKe C MOJIOKOM.

Cromopmxkun 2, 10, 20 mo cTeneHW BO3JACHUCTBUS HAa OPraHU3M OTHOCHUTCS K
yMepeHHO omacHbiM BemecTBaM (3 kmacc omacHoctu no ['OCT 12.1.007-76), B
PEKOMEHAYEMBIX [103aX HE OKa3blBaeT CEHCUOMIM3UPYIOIIEr0, TEPaTOreHHOro U
AMOPUOTOKCUYECKOTO JEHCTBUS.



III. ITopsanox nmpuMeHeHUs

11. Cromopmxkun 2, 10, 20 Ha3zHayarT cobakaM U KOIIKaM IS JICUCHUS
3a00JieBaHUN POTOBOM mONOCTH (3a0o0jeBaHUs TEPUOJIOHTA, CTOMATUT, THHTUBHT,
nuopesi), JeHWIMaHHo3a co0ak, BBI3BAHHOTO Leishmania infantum U  JOpyTuX
NEepBUYHBIX M BTOPUYHBIX HMHOPEKUHH OaKkTepuadbHOM M MPOTO30MHON 3TUOJIOTHH,

BBI3BAHHBIX YyBCTBUTEIbHBIMU K METPOHHAA30JTY u CHUpaMHIUHY
MHUKPOOpPTaHU3MaMHU.
12.  IlporuBomokazaHuem sl  NPUMEHEHHS  SBJISAETCA HOBBIIICHHAS

YyBCTBUTEIBHOCTh KUBOTHOIO K KOMIIOHEHTaM IpenapaTa (B TOM YUCJE B aHAMHE3e).

KUBOTHBIM C TsKENBIMH 3a00JIeBaHUSAMH cepjlla, MOYEeK W TeYeHH mpemnapar
ClIeyeT NPUMEHATh C OCTOPOKHOCTHIO MOJ HAOIIOIEHUEM BETEpPUHAPHOI'O Bpauya.

13. Cromopmxun 2, 10, 20 npumeHstoT co0akaM U KOIIKaM HWHIMBUIYaJIbHO
nepopajbHOo OAWMH pa3 B cyTku B jgo3e 75.000 ME cnupamuuumuHa u 12,5 wmr
METpPOHHAAa30J1a HA | KI Macchl )KMBOTHOT'O, YTO COOTBETCTBYET:

1 tabnerka CToMop kuiia 2 - Ha 2 KI' Macchl )KMBOTHOTO;

1 tabnerka Ctomopmxkuna 10 - Ha 10 kr Macchl )KMBOTHOTO;

1 tabnerka Cromopmxuina 20 — Ha 20 Kr Macchl )KUBOTHOTO.

[Tpo0IKUTENBHOCTh Kypca JIEYEHHUS! B 3aBUCUMOCTH OT COCTOSIHMS KHUBOTHOTO B
cpeaHeM cocTaBideT 5-10 gHel m ompenenseTcs JeyalluM BeTepuHapHbBIM BpadoM. Ilo
HAa3HAYECHUIO BETEPUHAPHOI'0 Bpayda JO3UMPOBKA M AJIUTEINBHOCTb HNPUMEHEHUS MOXKET
OBITH yBeIUYEHA.

TabneTku mpemapata He CileAyeT MNPUMEHITh B H3MEIbUYCHHOM  BHUJE,
JOTyCKaeTcsl pa3jelieHue TaOJeTKU Ha YacTU TOJbKO MO0 MMEIOIeicsl Ha HeH pucke.

14. Ilpu mnepeno3upoBKEe Yy JKMUBOTHBIX MOXET HaOMIOAAaThCAd HU30BITOYHOE
CIIOHOOTJEJEHUE, pPACCTPOHMCTBO  KEINYyJOYHO-KHUIIEYHOTO TpaKTa, YIHETEHHOE
COCTOSIHHE.

15. OcobennocTeld AelWcTBUS TpH MEPBOM MNPUMEHEHHHU IMpernapata U IpU €ro
OTMEHE HE BBISBIIECHO.

16. IIpenapat He peKOMEHAYETCS MPUMEHSATh OCPEMEHHBIM U KOPMSIIUM CaMKaM,
a TaKXe XMBOTHBIM MOJIOXKE 2 MECSLEB.

17. Cnenyetr uzberatb NPONMYCKOB IpPH BBEACHUHM OYEPEIHOM J03bI Mpemnapara,
TaK Kak 3TO MOXET NPUBECTH K CHUXEHHIO TepameBTHYecKoW dddextuBHOCTH. [Ipu
NpPONYyCKEe OYEpeNHOW 03Bl IpemnapaTa Kypc NPUMEHEHUs HEeOOXOJUMO Kak MOKHO
OblcTpee BO30OOHOBHUTH B TOM ke J103€ IO TOM ke CXeMe.

18. IloOouHBIX SBIEHUW U OCIOXKHEHHUH Yy IKHUBOTHBIX NpPH NPUMEHEHUU
npernapata B COOTBETCTBUM C HACTOSAIIEH MHCTPYKLIMEHW, Kak NpaBWiIo, HE
HaOmonaercs. B ciydae mosiBieHUs ajiepruyecKUX peakluuil y 4yBCTBUTEIBHOTO K
KOMIIOHEHTaM Mpernapara *XWBOTHOTO, €ro NPHUMEHEHHME MpPEKpallaloT U Ha3HA4aroT
AHTUTUCTAMUHHBIE U CHUMIITOMaTUYECKUE CPEJICTBA.

19. Cromopaxun 2, 10, 20 He ciexyeT NPUMEHATh OJHOBPEMEHHO C JIPYyTUMH
aHTUOMOTUKAMM  TPYIINBl MakKpoOJIUIOB W  HUTPOUMHAA30JI0B. JlekapCTBEHHBIN
npenapar Helb3s NPUMEHSITh OJHOBPEMEHHO CO CHUPTCOAEpPKAIUUMHU MpernapaTaMH.
MeTpoHn1a30J1 yCUIMBAET JEUCTBUE HENPAMBIX aHTUKOAryJsHTOB.

20. Cromopaxun 2, 10, 20 He nmpegHa3zHayeH s NMPUMEHEHUS NPOAYKTHUBHBIM
KUBOTHBIM.



IV. Mepsl nuuHOi TIpoPUIIaKTHKH

21. Tlpu paboTe c JneKapCTBEHHBIM IMpemapaToM cleAyeT coOutonaTh oOlmue
npaBuja JUYHOM THTHEHBl U TEXHUKU OE€30MaCHOCTH, MPEAyCMOTpPEHHBbIE Mpu pabote
C JICKapCTBEHHBIMU CPEJICTBAMH.

22. JlroasM C TUMNEPUYYBCTBUTEIBHOCTHIO K KOMIIOHEHTaM IIpemapara clienyer
u3berath npsiMoro koHTakta co Cromopmxkumiom 2, 10, 20. Bo Bpemss paboTsl c
JIEKapCTBEHHBIM IpenapaTtoM 3alpeniaeTcss KypuTb, NUTh U ONpuHuUMaTh numy. [locne
paboTHI ¢ JIEKAPCTBEHHBIM MpENnapaToM CJIEAYyeT BBHIMBITh PYKH C MBLIOM.

23. Ilpum cnyvallHOM KOHTAaKTe€ JIEKAPCTBEHHOrO TMpemapara C KOXel u
CIAU3UCTHIMU 000JI0YKAMH, KX HEOOXOJAUMO MPOMBITH OOJBIINM KOJIHUYECTBOM BOJBI. B
clydae TOSBICHHUS aJUIEPTHUECKUX peakuuil W/ MiIu npu CciaydaliHOM TMOMNaJaHUuH
mpemapata B OpPraHM3M UeJOBEeKa HeoOXOAMMO OOpaTUThCS B  MEIUIIMHCKOE
ydpexkJieHue, uMesl Mpu cebe MHCTPYKIMIO M0 MPUMEHEHUIO MpenapaTa Uil 3TUKETKY.

HaumenoBaHus u aapeca «Merial», 4 chemin du Calquet, 31000,
MPOU3BOJACTBEHHBIX IJIOIIAT0K Toulouse, ®pannus

MPOU3BOJIUTEIIS JICKAPCTBEHHOTO

npenapara Jjisi BETCPUHAPHOTO

MPUMEHEHUS

HaumeHnoBanue, agpec opraHu3anuy, OOO «bepunrep UHrenbxaiim»,
YIOJHOMOYEHHOU JIEpKaTEIEM Poccuiickas ®denepaums,
PETUCTPALIMOHHOTO YIOCTOBEPEHUS 125171, Mocksa, JleHuHrpaackoe mocce,

JIEKapCTBEHHOTO Ipenapara Ha npuHsitue 16A, cTp.3
npereH3uil ot norpedutens/Mmmnoprep

Nuctpykuus pazpaboraHa mnojapaszfelieHHeM BeTepuHapHbIX mpemnapatoB 00O
«bepunrep Nurensxaiim» (r. Mocksa).

C cornmacoBaHueM HACTOSIIEHM HHCTPYKLUHU YTPAuMBAeT CUJIY HHCTPYKLHUSA IO
npuMmeHnenuro Cromopmxkuna 2, 10, 20, yrBepxkaeHHas 3amectutrenemM PykoBoautend
Poccenbxo3nanzopa 06 oktsa6ps 2015 r.

Homep perucTpanmoHHOrO yJA0CTOBEPECHUS



