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[. OBIIME CBEJAEHWA

1. Toprosoe naumeHoBanue: Betmenun® S (Vetmedin® S).

MexayHapoaHOe HEeNaTeHTOBAaHHOE HAaMMEHOBaHUE: MUMMOOEH1aH.

2. JlekapcTtBeHHas (hopma: TabeTKU IS TepOpabHOTO NMPUMEHEHHSI.

Bermenun® S BbINycKalOT B TpexX 103MPOBKax, coiepikamux B 1 TabneTke
maccoit 200 mr, 800 mr, 1600 mr B kadectBe nelctByrouiero BeuiectBa (/IB)
cooTBeTcTBeHHO 1,25 ™mr, 5 mr, 10 Mr numoOeHaHa, a Takke BCIOMOraTelbHble
BELIECTBA:  MOHOTIMJApAT  JIaKTO3bl, = MUKPOKpPUCTAJUIMYECKas  LEJUII0II03a,
NEeNnTU3UPOBAHHBIM KpaxMmall, HaTpusi Kpaxmajna Triaukoaar, makporosa 6000,
CTEapOMJI MAKpOroJ T[JIUUEPHUIbI, CyXU€ [pPOKIKU, TallbK, CTeapaT MarHus |
BKYCOBYIO J100aBKY MOPOILLIOK NIEYEHH.

3. Ilo BHewHeMy By npenapar npejacraBiseT co0oil TableTKu OBajIbHOMU
(dbopMbI, 1I€pOXOBaThle, KOPUUHEBATOrO IBETa, C JUHHWEH Ui pazioMa Ha JBe
paBHbIE YaCTH.

Cpok roanoctH npenapara Bermequn® S npu cobmoieHun ycnoBuii XpaHeHus
— 36 MecsileB ¢ aaThl Npou3BoACTBa. CpOK rOJHOCTH pa3jelieHHOM TabIeTKH moce
MepBOro BCKPbITUS OsucTepa — 3 AHS.

3anpeniaeTcs UCMOJIb30BaTh Mpenapar 1o HCTEYEHHH CPOKA FOAHOCTH.

4. Bermenun” S BoimyckaioT pacdacoBanHbiM 1o 10 TabneTox B GiucTepS,
KOTOpBIE 10 5 1K 10 WTyK BMECTe ¢ MHCTPYKLUEH MO MPUMEHEHHUIO YITaKOBBIBAIOT
B MHAMBHyallbHble KAPTOHHbIE KOPOOKH.

5. Bermennn™ S XpaHAT B 3aKpbITOH yNakoBKe MPOU3BOANTENS OTACIBHO OT

MPOJIYKTOB IMUTAHUS U KOPMOB B 3alLMILIEHHOM OT CBeTa MeCTe MPH TeMIlepaType He
BhILIe 25°C.



Hewcnonb3oBanHble MOJOBUHKH TaOleTKH HEOOXOIUMO 0OOpaTHO MOMECTHTD B
OnvcTep M XpaHWTh B 3aKPhITOH yNMakOBKe MPOU3BOAMTENS 0 CJEAYHOLIEro
NMpUMeHeHHs, HO He OoJjiee 3 Hel nocie BCKpbITHs OiHcTepa.

6. JlekapCTBeHHBIN MpenapaT cielyeT XpaHUTh B MeCTax, HEJOCTYIHBIX s
neTe.

7.Heucrnonp3oBaHHBI  JIeKapCTBEHHbIH  Mpermapar  YTHIM3HPYIOT B
COOTBETCTBUM C TPeOOBAHUSIMH 3aKOHOIATENILCTBA.

8. Betmemun® S ornyckaercs Ge3 pelienta BeTepHMHAPHOTO Bpaya.

1. PAPMAKOJIOTMYECKUE CBOMCTBA

9. ®apmakoTepaneBTHUecKas Tpyna: cepedHO-COCYIUCThIE CPe/ICTBA.

10. TIumobOenaH siBasieTcs MPOM3BOJHBIM O€H3UMHUAA30-MMUPHIA3HHOHA H
oOnanaer MOJIOKUTETTBHBIM UHOTPOITHBIM u Ba301UJIATUPYIOLIUM
(cocynopacimpsomiuM) eidcTBieM. B oTinymMe OT cepaeyHbIX TITHKO3HI0B
MOJOKHUTEIbHbI  MHOTPONHbIA 3¢ ¢dekT numoOeHaaHa oOyClOBIGH JIBYMs
MeXaHHU3MaMH: MOBbILIEHHEM YYBCTBUTEJIbHOCTH BOJIOKOH CepASYHON MBILIIBI K
KanblMI0 U MHruOupoBanuto pochoauscrepass 11 (Bazoaunarupyroumii 3¢ dexr).

Bnaroaaps HanM4KIO MOJNOKUTETBHOTO HHOTPOITHOTO M Ba30AMJIATHPYIOILIETO
NEeNCTBUS MPU CEPIeYHONM HEOCTaTOUHOCTH MpenapaT MOBBIIIAeT CUITY CePAeYHBIX
COKpalLleHUI U yMEeHbLIAeT KaK NpeaHarpy3Ky, Tak U MOCTHArpy3Ky.

[Tocne nepopanbHOro npuMeHeHUs: MUMOOeHIaH OBICTPO BCachIBaeTCs B
KpOBb, €ro OHMOAOCTYNMHOCTb cocTtaBisger 60 — 63%; nepuoa mnosypacnaaa
coelMHeHus B mia3Me Kposu coctasiser 0,4+0,1 yaca, a mepro noayBbIBEACHUS
ero aktuBHoro Metadonura — 2,0+0,3 yaca. [loutn Bc€ konmyecTBO MeTabouTa
nuMoOeH1aHa BbIBOAUTCS U3 OPraHu3Ma JKUBOTHBIX C JKETUbIO.

Bermenun® S no cTemeHu BO3NEHCTBMS HAa OpraHWM3M OTHOCHTCS K
ManoonacHbIM BeulecTBaMm (4 kinacc onacHocTd 1o 'OCT 12.1.007-76), e o6nangaet
CEHCUOMITU3UPYIOIIMMH, IMOPHOTOKCUYECKUMH, TE€PATOTEHHBIMH U MyTareHHbIMH
CBOMCTBaMH.

[1I. TTIOPA1OK ITPUMEHEHW A

11. Bermeaun® S Ha3HauaioT cobakaM JJs JIeYeHHS CepaevHOM
HEJ0CTaTOYHOCTH, BBI3BAHHOM aunatauuMoHHod kapauomuonartuein (JIKMII) na
OeccMMNTOMHOM (MpeAKIMHUYECKON) M KIMHMYECKOH cTaausxX 3aboseBaHMs, a
TaK)Ke MPH MUKCOMATO3HOW JereHepauuu JABYCTBOPUYATOrO WM TPEXCTBOPYATOTO
KJarnaHa Ha KJIMHUYECKOM CTaAuM M MUKCOMATO3HOM JereHepauud MUTPaJbHOTO
KJlarnaHa Ha 0€CCUMNTOMHOM (MpeaKIHHUYECKOH ) cTaaru 3a00J1eBaHusl.

12. IlpoTnBONOKa3aHueM K NPUMEHEHHUIO TperapaTa siBJIsSeTCs MOBbIIIEHHas
4yBCTBUTEJIbHOCTb JKHBOTHOI'O K €r0 KOMITOHEHTAM.

Banpeutaercs npumenenne Bermenun® S mpum  runeprpoduyeckoit
KapJAMOMHONATUH U KIMHUYECKUX COCTOSIHMSIX, TIPU KOTOPBIX HE MOXKET ObITh
YBEJIMYEH Cepe4Hblil BBIOPOC KPOBH M3-3a (PYHKIHOHATBHBIX MJIH aHATOMHYECKUX
0CcOOeHHOCTEeN (HanpuMmep, CTEHO3 aOPThl), NPU TIKENbIX MOPAKEHUAX NE€YEHH, B
CBSI3HM C TE€M, UTO OH B OCHOBHOM MeTa0O0JIU3UPYETCs B I€UEHH.

®



[Ipenapar He noxBepraicsi UCTBITAHUAM Ui JiedeHHs OECCUMIITOMHOIO
MHKCOMaTo3HOro MuTpaibHoro nopoka cepaua (MMIIC) y cobak ¢ BblpakeHHO#
HaJUKeJTyJ0YKOBOH W/MIH JKelly I0YKOBON TaXHuapUTMHEH.

13. Tlpu pabote c¢ nekapcTBeHHbIM Npenapatom Betmemnnn® S crienyer
cobmonare oOue mnpaBuia JIMYHONM T'MTHEHbl M TEXHHKH 0€30IacHOCTH,
[pelyCMOTPEHHbIE IPHU paboTe ¢ JeKapCTBEHHBIMHU MpenapaTaMy.

[lo oxoHuaHuM paboOThl pyKH clieyeT BBIMBITH TEIMJIOH BOJAOWH C MBLIOM.
[TycTyto ynakoBKy M3-noj JeKkapCcTBEHHOro Mpernapara 3anpeiiaercsi uCroJib30BaTh
JU1s OBITOBBIX LieJIei, OHA MOJIEKUT YTUIIH3ALMH C OBITOBBIMH OTXO/IaMH.

JltoasM ¢ runepyyBCTBUTENBHOCTbIO K KOMIIOHEHTAM MpernapaTa cieayet
u30erath npsiMoro KoHTakta ¢ Bermenun® S. B ciiyuae nosBineHus annepruyeckux
peaKLMii WU NIPU CJIy4aitHOM [oNaJaHuK Mpenaparta B OpraHu3M 4esoBeKa cieayer
HEMEeJIeHHO O00paTUTbCs B MEIUWUMUHCKOe YyupexaeHue (mpu cebe HMMeTh
MHCTPYKLHIO 110 IPUMEHEHHIO IIpenapaTa Ui TUKETKY ).

14. CneunanbHbIX UCCJIEIOBAaHU 0e30nmacHOCTH NpUMEHEHUS
JleKapcTBEHHOro mnpenapata Bermeaun® S IEHHBIM W KOPMSAILIMM CyKaM He
npoBoAuIoCch. B ciiyyae He0OOXOAMMOCTH BO3MOJKHOCTH NMPUMEHEHHS MpernapaTa
Bermennn® S IIeHHBIM W KOPMSILMM CyKaMm OMNpeeNisieT Jjedaliuii Bpay Ha
OCHOBAHMHU OLIEHKH COOTHOLLIEHHS 0’KUIAEMOM MOJIb3bl JIs1 MAaTepu K BOZMOKHOMY
PHUCKY 1Sl TOTOMCTBA.

15. Bermeaun® S npuMEHSIOT KMBOTHBIM MepopaibHO 3a | wyac 110
kopmiieHus. Jloza mpenapata M MpPOAOTKUTEIBHOCTh NMPUMEHEHMs Ha3HAvaeTcs
BETEPUHAPHBIM BpayoM B 3aBUCHUMOCTH OT TSDKECTH TeueHHs 3a0osieBaHMs U
COCTOSIHUS )KUBOTHOTO.

Cyrounas no3a numobenaana (/IB) cocrasnser ot 0,2 mr 1o 0,6 mr Ha 1 kr
Macchl JKMBOTHOTO W JEJNMUTCA Ha JBa mnpueMa. PekomeHIoBaHHas Jo03a s
JTOCTHKEHUS KITHHIYecKoro ¢ dekra - 0,5 MI/Kr Macchl J)KUBOTHOTO B CYTKH.

PekoMeHayeMble /103bl mpenapara B 3aBUCHUMOCTH OT MacChl ’KMBOTHOIO
npeJacTaBieHbl B TabauLe:

Macca CyTouHas KonuuectBo Taba€TOK Ha NPUEM
KUBOT- n03a YTpo (no3a /IB Ha Beuep (no3a /IB Ha
HOTO, KI nUMOOeH- npuém) npuém)
aana (JIB), mr | 1.25mr | Swmr | 10mr | 1,25mr | Swmr | 10 Mr
<35 1,25 1/2 - - 1/2 - -
5-10 2,5 1 - - 1 - -
11-20 5 - 1/2 . - 1/2 -
21-40 10 - 1 1/2 - 1 1/2
41-60 20 - 2 1 - 2 1
> 60 30 - 3 1% - 3 1%

Jlns OGonee TOYHOro oOmpeneneHus J103bl, COOTBETCTBYIOIEH Macce
’KMBOTHOTrO0, Ta0JeTKa MOKeT ObITh pa3/iesieHa 1o JMHUK pa3jioMa Ha MMOJOBHHKH.

[Ipu 3acToiiHON cepaeyHOl HEIOCTAaTOYHOCTH TpenapaT MPUMEHSIOT
cobakaM MOKM3HEHHO ¢ UHAMBHIYaTbHBIM MOA00POM 103Bl.

PekomMeHayeTcss peryasipHO KOHTPOJIMPOBaTh YPOBEHb TIJIHOKO3bI y COOaK,
CTPAJAIOLIUM CaXapHbIM AUA0ETOM.



16. IlIoOGouHBIX sBAEHMH M OCIOKHEHMH TNpU TPUMEHEHHH Mpenapara
Bermennn® S B cOOTBETCTBMM ¢ HacTosllel MHCTpYKLMel, KaK MpaBUIIO, He
HaOro1aeTCsl.

B ouenp penkux ciydasx MOXKeT BO3HUKHYTh HEOOJBIION MOJIOKUTEbHBIN
XPOHOTPONHbIHA >(deKT, pBoTa, BpeMeHHas auapes, aHOPEKCHs HJIH JieTaprus.
YMeHbLIeHHe 103bl NTpenaparta Mo3BoJisieT CHUKATh NOOOYHbBIE JEHCTBHS.

HecMoTps Ha TO, UTO CBSI3b ¢ MMMOOEH1aHOM He ObllIa TOYHO YCTaHOBIIEHA, B
KpaiiHe peJIKHUX ClIydasix BO BpeMs JIeYeHUs MOTYT HaOI0AaThCsl TPU3HAKHU BIUSHHS
Ha TMEpBUYHBIA remocra3 (MeTeXuH Ha CIU3UCTON 000JI0YKe, TOIKOKHOE
KpOBOTEUeHHE). Y Ka3aHHbIe CUMITOMBI He HaOJII0Jal0TCsl MOC/Ie OTMEHBI JICUEHHMS.

17. Tpu nepenosuposke Bermenun® S y KHBOTHOrO MOryT HaGmOAaThCS
pBOTAa, anatus, MOJOKUTEJIbHBINA XPOHOTPOIHBINA dPPEKT, aTaKCHs, UIyMbI B CepLie
M THUIOTeH3us. B 3ToM ciyyae mnpuMeHeHHWe TMpenapara MpeKpalaT u
HE3aMEUIMTEJIBHO ~ HA3HA4YaloT  JKMBOTHOMY  CHMIITOMATMYECKOE  JIeueHue
(HarmpuMep, aKTUBUPOBAHHBIN YTrOJb).

18. Ilpu omHOBpEeMEHHOM NpHUMeHeHMH Tpenapata Bermemun® S ¢
OnoKaTOpaMu Me/JIEHHBIX KaJblMEeBbIX KaHAJIOB (BepanaMuil, AWiTHazeM) U Oeta-
Onokatopom  (MpomMpaHoNoNOM)  JedcTBME  NUMoOOeHJaHa  ocnadussercs.
[IpumeHeHnue npenapata B KOMOMHALMU C AMypeTUKaMH UM uHruoutopamu AITD
OKa3bIBaeT JOMOJHUTEIbHBIN MOJ0KUTENbHbIN eueOHbli 3¢ dext. Mudopmanus o
BO3MOJKHBIX B3aUMOJEHMCTBMSIX C JIEKQPCTBEHHBIMM [penapatamu Apyrux
(dbapMaKoI0ruyecKux rpyrmni OTCyTCTBYET.

19. OcobGeHHOCTell [eHCTBUSA JIEKApCTBEHHOIO Ipernapara IpH [epBOM
npueMe UJIH MPU €ro OTMEHE He BbISIBJICHO.

20. Cnenyet u30eraTh NpoMmycKa o4epeaHoi [03bl Mpenapara, Tak KaK 3TO
MOJKET MPUBECTU K CHUKEHUIO ero 3¢ dekTuBHOCTU. B ciryuae npomycka ouepe1HOM
7103bl IPUMEHEHHUE Tpenapata BO30OHOBIISIOT B TOM JKe /103€ U 110 TOH XKe cXeMe.

21. Ilpemapar He mnpeaHa3HaueH s MPUMEHEHUs TPOAYKTHUBHBIM
’KUBOTHBIM.

HaumenoBanue u aapec npounsBojactseHHoit  JIABET ®apmacerotukaic JIT/L,

IUIOLIA/IKH TIPOU3BOAUTEIS Benrpusi / LAVET Pharmaceuticals
JIEKapCTBEHHOTO Mperapara Jiis LTD, Batthyany street 6, Kistarcsa, H-
BETEPUHAPHOI'O IIPUMEHEHHUS 2143, Hungary

00O «bepunrep Uurenpxaiim», 125171,

HaumeHnoBanme, ajipec opranuzaimm, Mocksa, Jlenunrpajackoe mocce, 16A,
YIIOJIHOMOUYEHHOI BJ1a/IeJIblEM crp.3
PErMCTPALIMOHHOTO Y I0CTOBEPEHHUS Ten.: +7 495 544 50 44

JIEKapCTBEHHOIO Mpernapara Ha IpUHATHE
nperensuii ot norpedurens/Mmnoprep

Menekep no perucrpanuu
110/1pa3/Ie/IeHHs BETEPUHAPHBIX NIpenapaToB -
00O «bepunrep NMurenbxaiim»
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