WHCTPVKIIMA _
1o npumeneruto Cromopmrnna 2, 10, 20 murst nevernus nndexmuii
OaKTepHAIBHON HTHONOTHH ¥ cOBAK U KOIlEK

(opranuzanms-paspaborunk: «Merialy, 29 avenue Tony Garnier,
69007, Lyon, ®panius)

I. Obmiue CBeJleH sl

1. Toprooe HanMeHOBAaHME JICKAPCTBEHHOTO TIPENAPATA:; Cromopmxun 2, 10, 20
(Stomorgyl 2, 10, 20).

Mexnyraponnoe  HENaTeHTOBaHHOE — HAMMEHOBAHME: CIOUPAMHULMH |
METPOHHAA301.

2. JlexapeTsetinas popMa: TaGIeTKH 1 OpaIBbHOTO MPUMEHEHMSL.

[penapar B KauecTBe ACHCTBYIOIMX BEIIECTB B 3aBHCHMOCTH OT JO3UPOBKH
COOTBETCTBEHHO conepxut: CroMopymun 2 (tabmerka maccoit 120 ML) —
cnupamuiaa 150 000 ME n merponupasona 25 mr; Cromopmxun 10 (rabieTka
Maccoit 600 mr) ~ ermpamuiaa 750 000 ME u metponugazona 125 mr; CroMopkui
20 (rabmerka mMaccoit 1200 mr) — cniupamumba 1 500 000 ME u METPOHH 3018 250
MI; @ TAiKEe BCIOMOTATEIBHBIE KOMIIOHEHTBI: THAPOKCHI, allOMHHES, COpGHTON,
OelIbiii JEKCTPHH, XKeNATHH, MAarHHs CTeapaT H Kpaxmall,

3. Ilo BHemHEMY BHAY NpenapaT NpeAcTaBIsieT coGol TableTkn ot PO3CROr0 10
KOpaJJIOBOTO  UBETa, OKPYrNOH (OpMbI, BBIMyKIblE, HA OJHOH CTOPOHE TableTKw
puCKa.

CpoK ToHOCTH JNEKAapCTBEHHOrO Tperapata mpH  coboAcHHN YCIIOBUH
XPaHEHHs — 3 rofa cO JHs NPOH3BOJCTBA. 3anpelnaeTes npuMeHeHue Cromopmxuia
2, 10, 20 1o uctedeHnH Cpoka TOHOCTH. :

4. Tlpenapar BEITycKalOT pachacoBanHeM 1o 10 TaBnerox B Onucrepel,
YIaKkoBaHHbie MO 1 WId 2 IITYKM B KapToHHBIE KOPOOKH. B kammyio KapTOHHYIO
KOPOOKY BIOXKEHA WHCTPYKLMS 110 IIPUMEHEHHIO.

5. Xpansr mperapar B 3aKphITOH YIaKoBKe IPOM3BONMTENS, OTAGHBHO OT
NPOAYKTOB NUTAHHS H KOPMOB, B CyXOM, 3alIMIIEHHOM OT MPAMbIX CONHEUHBIX TydeH
MecTe, IpH Temneparype ot 0°C go 25°C. ' '

6. CroMopyuxun 2, 10, 20 crenyer XpaHATh B HETOCTYITHOM JUIS JeTel mMecTe.

7. Hencnonb30BanHbL eKapcTBEHHBIH npenapar YTHITH3UPYIOT B COOTBETCTBUH
¢ TpeboBaHIWIMM  3aKoHOmATenbcTBA. [lycTylo  ymakosky —H3-mom npemnapara
3AMPEINACTCA  UCMONB30BaTh U1 OBITOBLIX wUenel, OHa TOMTeKUT YTHIM3AIAM



OLITOBBIMH OTXOJIAMHU.
8. Cromopkun 2, 10, 20 otmyckaercs Ge3 penienta BeTepHHAPHOLO Bpaya.

I1. dapmakonornueckne coiicTba

9. Cromopnkun 2, 10, 20 0THOCHTCS K KOMBWHHPOBAHHEIM AHTHOAKTCPHATBHBIM
npenaparaM.

10. KomOumanus wmerponugazona u CIIMPAMMINHA, BXONANMX B COCTAB
Cromopmxuna 2, 10, 20, obnanaer mupokum CTIEKTPOM JEHCTBUS B OTHOLISHUH
I'PAMIONOXKHTENLHBIX M IPAMOTPHLE@TENBHEIX  MHKPOOPLaHH3MOB, a4  TAKKe
MPOCTEHUIMX H MUKOILIA3M.

CrimpaMuIaH - AHTHOMOTHK IPYIIEL MAaKpOIHJIOR, obnamaer
DAaKTEPHOCTATHYECKON AKTHBHOCTBIO. O6parumo cesizpiBasgce ¢ 508 cyObequHUIeH
pubocom, nopapnser cuntes Geika B MHKPOGHON KieTke. AKTHBEH B OTHOMICHHM
TPaMITOJIKUTENBHBIX, TPAMOTPUIIATENBHEIX, BHYTPHKICTOUHBIX MHKPOOPTaHH3MOB,
NPOCTEHIINX M MUKOIUIAsM, BKIouast 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., T. oxoplasma spp., Treponema
spp. TIpy 0panbHOM BBeIGHHH GBICTPO BCACKIBACTCH B QLY IOUHO-KHIIEUHOM TPaKTe,
XOpOWO NPOHHKAeT B OMONOTHYECKHE XKHIKOCTH (B TOM HHCile CIIOHY), OpraHel U
TKaHH. MakCHMalbHas KOHILEHTPALHS CIUPAMHIHA B ILIA3ME KPOBH OTMeYaeTcs
yepes 4-6 4acoB, B CIIOHE — Yepes 4-8 yacos.

Merponnaaszon — aHTHIPOTO30HHOE CPEACTBO IPYOOB HUTPO-3-HMHAZ0I0B.
AKTHRCH B OTHOIICHHH I'PAMIIOIOKHTEIbHEIX, I'paMOTpHUIATELHBIX
MHKPOOPTaHH3MOB M TIPOCTeHIINX, BKiuodas Entamoeba spp., Gardnerella spp.,
Giardia spp., Trichomonas spp., Bacteroides spp., Coccidia spp., Clostridium spp.,
Eubacter spp., Fusobacterium spp., Mycoplasma spp.,  Peptococcus  spp.,
Peptostreptococeus spp., Porphyromonas spp., Prevotella spp., Spirochaete spp.,
Veillonella spp. Tlocne mepopaibHOro BBEACHUS METPOHHAAZON OBICTPO M NOYTH
HOJIHOCTRIO BCACBIBACTCSI B KEJYNOUHO-KHIIEYHOM TPAKTE, JOCTHIAd MAKCHMAILHOMN
KOHHEHTPALMH B TUIa3ME KPOBU W CHIOHe yepes 1 uac. MeTtabomnsm MeTPORHIA30IA
TIPOUCXOIUT B TICUCHH IIyTEM OKHCIICHHS M CBA3BIBAHUS C TVHOKYPOHOBOH KHCIOTOH.

BBIBOJSITCS aKTHBHBIC KOMIIOHEHTHI TIPENapaTa 0 MX MeTaboUThl 13 OpraHu3Ma
[MIaBHBIM 00pa3’OM ¢ MOYOH W YAaCTHYHO ¢ (PeKATHAMH, Y JNAKTHPYIOIMX KHBOTHBIX
TaKKe ¢ MOJIOKOM,

Cromopmxnn 2, 10, 20 no crerenu Bo3nelcTBHs Ha OPraHu3M OTHOCHTCSH X
YMEPCHHO OnacHeiM Bewectbam (3 kmacce onacHocty no I'OCT 12.1.007-76), s
PEKOMEHJIYeMBIX [033X HE OKA3HIBACT CEHCHOWIM3UPYIOLIEro, TEPATOTEHHOIO H
IMOPHOTOKCHYECKOTO HelCcTRIA.



111 TTopsirok mpuMenenus

11. Cromopmxun 2, 10, 20 HazHauaror cobakaM M KOIIKaMm JUISL JTeyenust
3aboneBanuii poToROl NoyocTH (3a60NEBAHAA TIEPHOIOHTA, CTOMATHT, TUHTHBUT,
nHopes), nednManuosa cobak, BbI3BaHHOrO Leishmania infantum w APYTHX
NEPBUYHBIX H BTOPHYHBIX MH(peXUMH GakTepHadbHOH W TPOTO30HHON 3THONOTHH,
BBI3BAHHBIX 4YBCTBHTEJIbHBIMH K METPOHHIA30ITY H CTIHPAMHLINHY
MHKPOOPraHH3MaMH, :

12, Tlporusomokazanwem  mis OPHUMEHEHUS  SBISCTCH  ITORLIIUIEHHASN
HyBCTBHTEILHOCTE JKUBOTHOTO K KOMITOHEHTaM 11penapata (B TOM YHCIie B aHAMHES¢).

JKHBOTHBIM ¢ TSDKC/IBIME 3a00NEBAHMSAMHE CepAlA, NMOYeK H HeueHH Tnipenapar
CII/LyCT IPUMEHATH ¢ OCTOPONKHOCTEIO TI0J HaOMOIEHHeM BETEPHHAPHOTO Bpaya.

13. Cromopmxun 2, 10, 20 npuMensior cobakaMm M Koinkam HHIUBUAYAJIBHO
NEPOpanbHO  OJMH pa3 B Cytkd B goze 75.000 ME coupamuumna w 12,5 mr
METPOHHJIA30/14 HA | KI' MAcChl )KHBOTHOI'0, YTO COOTBETCTBYET!

| Tabnerka CroMopmkuia 2 — Ha 2 KI' MACCHI JKMBOTHOTO;

1 Tabnerka Cromopmxuna 10 — va 10 kr Maccsl YKUBOTHOIO;

1 rabnerxa Cromopmxuna 20 — Ha 20 K& MACCHI )UBOTHOTO.

IIpogomKkuTensHOCTE Kypea JIeueH s B 3aBHCHMOCTH OT COCTOSHMSL JKHBOTHOIO B
cpepreM cocTapiiser 5-10 auelt u onpenensercs nedalmnum BeTepHHapHBIM Bpauom. Tlo
HA3HAYCHUIO BETEPHHAPHOTO BPAua JOBMPOBKA M INTHTETBHOCTE NPHUMEHEHHS MOKET
OBITH YBETTHYEHA,

Tabnerxu npenapara He cCrefyeT TIPHUMEHSTH B  H3MENbUCHHOM BHIE,
JIOIyCKAETCA paselenHe TabIeTKN Ha JacTH TOJBKO 110 UMEIONIeH S HA Heil pHCKe.

14. TIlpu nepe)loznp(mke Y KHBOTHBIX MOXeT Habmoaarecst H30BITOYHOES
CIIOHOOTACTEHHE, —PacCTPOHCTRO  KENy[OYHO-KUIIEUHOTO  TpaKTa, YTHETEHHOE
COCTOAHNE. _ _ :

15. Ocobennocreii neifcTBus mpu TepBOM IPHMEHEHHH rnpenapata U IpH ero
OTMEHE He BBISBJICHO. _

16. TIpenapat He pekoMeHIyeTCs NPHMEHsITE GepeMeHHEM 1 KOPMSIIIIHM CAMKAaM,
a TAKXKe JKUBOTHBIM MOJIOKE 2 MECHIICB.

17. Cnepyer msberats mponyckoB NpH BBEIEHHU O4epeHOH N03bl npenapara,
TaK KaK 5T0 MOXET NPUBECTA K CHIDKEHMIO TepanenTHueckoil sdpdexruproct. [Ipu
IpolycKe O4YepeniHol NI03BI npenapara Kype NPUMEHEHHS HEOOXOAMMO Kak MOXKHO
6rIcTpee BO30OHOBHTE B TOH ke 03¢ 10 TOMH %ke cxeMe. |

I8. TloGouHBIX sBIEHHI M OCHOKHEHHH Yy SKHBOTHBIX TPy [IPHMEHEHHH
Npenapara B COOTBETCTBAM C HACTOSINEH WHCTpyKuMeldl, Kak [PaBiio, e
nabmonaerca. B cirywae nossneHus angepruaucckux peakuuil y 4yBCTBHTEIBHOTO K
KOMIIOHEHTaM IperapaTa UBOTHOrO, €To MPUMEHEHHE NPeKPAUaioT W HA3HAYAIOT
QHTUTUCTAMHHHBIE H CHMIITOMATHYCCKHE CPEJICTBA.

19. Cromopmxun 2, 10, 20 He cnejyeT IpUMEHSTH OITHOBPEMEHHO C JPYTHMHU
AHTHOMOTHKAMK  TPYTIB  MAKPOIMAOB H  HHTPOMMHAA3ONOB, JlexapcTeenusii
penapaT Heb3st NPHMEHATE OIHOBPEMEHHO CO CIIMPTCONEPKALIAMH TIPEHApATAMH.
MeTpoHuiason yCHIHBAeT AeHCTRHE HENPAMBIX AHTUKOAryNgauTOB.

20. Cromopiuxun 2, 10, 20 He npennasHaueH s TIPUMEHEHHS TIPOILY KTHBHBIM
HKUBOTHBIM. '



IV. Mepb! miunoii npoduraktiku

21. Ilpu pabote ¢ nekapcTBEHHBIM NPenapaTtoM creiyer coGmonaTs obulhe
NpaBUJIA TUMHOH TUTHEHB! W TEXHHKH G€30IIACHOCTH, NPELYCMOTPEHHBIE MPH pabote ¢
JICKapCTBEHHBIME CPEACTRAMH BETEPUHADHOTO HaszHaudeHust. Bo Bpems paboTsr co
Cromopakmnom 2, 10, 20 sanpemaerca KypuTs, muth u npunMMaTe numy. [Tocne
paboThl ¢ NEKapCTBEHHBIM TPENAPATOM Cle/lyeT BEIMBITE PYKH ¢ MBLIOM.

22, Tlpu cnywaiisoM KOHTaKTe JEeKapCTBEHHOTO nperapara ¢ Kokel wu
CITH3HCTHIME OOONIOUKAMH, HX HEOOXOIHMO IPOMBITE GONBIIAM KOIMHIECTBOM BOJIbI.
JronsM ¢ THIEPUYBCTBHTENLHOCTRIO K KOMIIOHEHTAM npenapara ciaeayer uzberarte
npsiMOTo KoHTakTa co Ctomopmkmitom 2, 10, 20. _

23. B cnydae TOSBNICHHS aMIeprUYecKux Peakuuil u/mim OpH  CITy4daiHOM
NOMAjAHMK  MPETiapaTa B OPraHu3M  UeNOBeKa HeoOXoAMMO ofpatuThes B
MCAULHHCKOE yIPCHKACHHE, HMES TIPH cele HHCTPYKIMIO TIO MPUMEHEHHUIO TIperapaTa
WM 3THKETKY. '

HaumenoRaHUS | a/ipeca NPOH3BOLCTREHHAIX «Merial», 4 chemin du Calquet, 31000, Toulouse,
HNOIAI0K TPOH3BOANTEIS JEKAPCTBEHHOTO | GOpannug :

Tpenapara g BETePHHAPHOTO PHMEHEHIEST

HaumeHoBamue, ajjpec OPranu3anuy, AQO «Canodu Poccusy,

YIOJHOMOYCHHOR AepiKaTenem Poccuiickas denepanns,

PETHCTPAIIHOHHOTO YAOCTOBEPEHHS 125009, r. Mockea, yi1. Teepckas, 22

NICKapPCTBEHHOTO Hpenapara Ha NpuHaTHe
npetensul 0T morpeburens/Ummoprep

MucTpykuug pazpaGorana xoMnanuei «Merial» (Ppanuys) comectHO ¢ busnec-
nojpasrencHuem «Mepnran» (r. Mocksa). :

C yTBepKIEHMEM HACTOALIECH WHCTPYKUMH yTpauuBaeT CHUIY MHCTPYKUIHS 1O
npumerHeHulo Cromopmxuna 2, 10, 20, yrsepxkueHHas Poccentxosuanzopom 11
asrycra 2011 r.

Pexomennopano k perucrpamiu B Poccuiickoit ®enepanyun OI'BY «BI'HK»
HoMmep pericTpanuoHHOro yA0CTOBeper s - 250-3-8.1 5-27931TBH-3-7.6/01946





