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I. OBIIIME CBEJIEHU A

1. ToproBoe Haumenosanue: Bermenun® S (Vetmedin® S).

MexayHapoaHOe HelaTeHTOBaHHOE HAaMEHOBaHUe: NTUMOOEHIaH.

2. JlekapcTBeHHast popma: TabJIETKH JIs IEPOPATIBLHOTO NPUMEHEHUSI.

Bermeaun® S BEITYCKAIOT B YE€THIPEX JI03MPOBKAX, COAEPXKaIUX B 1 TabieTke
Maccoir 200 mr, 400 mr, 800 mr, 1600 Mr B xauecTBe NEUCTBYIOLIErO BeIllECTBa
(JIB) cootBercTBeHHO 1,25 w™Mr, 2,5 mr, 5 mr, 10 Mr numoGeHnaHa, a Takxe
BCIIOMOTaTelIbHble BeIecTBa: MOHOTHAPAT JIAKTO3bl, MHUKPOKpHCTAJIMYecKas
LEJTI0I03a, TIENTU3UPOBAHHBIN KpaxMall, HaTpusl Kpaxmala IJIMKOJIAT, MaKpOroJ
6000, cTeapoun MakporoJs INIMLEPUIBI, CYXHE APOXIKH, TalbK, CTeapaT MarHus U
BKYCOBYIO 100aBKY MTOPOLIOK IIEYEHHU.

3. Ilo BHelmHeMy BUIy Mpemnapar MpeAcTaBisieT cobol TableTKu OBaIbHOMN
GbopMBI, IIepOXOBaThie, KOPUUHEBATOIO 1BETa, C JIMHHEW A pa3zjioMa Ha JBe
paBHbBIE YaCTH.

Cpok romHoctd npenapata Bermemun® S mpu coOMIOAeHHM YyCIOBHMIA
xpaHeHuss — 36 MecsueB ¢ JaTel npousBoxacTBa. Ilocie mepBoro BCKpHITHS
UCIIOJIb30BaTh 1O OKOHYaHUs CpOKa TOJHOCTU. 3allpellaeTrcss HCIOoJIb30BaTh
npenapar 110 UCTeYeHUHU CpoKa F'OAHOCTH.

4. Betmequu® S BeimyckaroT pacdacoBaHHbIM No 10 TaGieTok B OIUCTEPHI,
KoTtopble mo 2, 5 wunu 10 mTyK BMeCTe ¢ HHCTPYKUHMEH IO INPUMEHEHUIO
YITaKOBBIBAIOT B MHIMUBUAyaJIbHbIe KAPTOHHbIE KOPOOKH.

5. BetmenuH® S XpaHAT B 3aKPLITOM YNAaKOBKE MPOU3BOMUTENS OTAEIBHO OT
NPOIYKTOB MUTAaHUsI U KOPMOB B 3alLUIIEHHOM OT CBETa MECTe IIpU TeMIlepaType
He BbIte 25°C.



6. JlekapcTBEeHHBIN Ipenapar cllelyeT XpaHUTh B MecTaX, HEIOCTYIHbIX JJIs
JIeTeH.

7.Heucnonb30BaHHBIM  JIEKAPCTBEHHBIW  @pernapar  yTUIU3UPYIOT B
COOTBETCTBHH C TpeOOBaHUSIMU 3aKOHOJATENbCTBA.

8. Betmenun® S ornyckaercs 6e3 peLienTa BETEPUHAPHOIO Bpaya.

1. DPAPMAKOJIOTUYECKUE CBOMCTBA

9. dapmakoTepaneBTHUECKasl TPyIIa: CEPAeYHO-COCYANCThIE CPEICTRA.

10. IIumoGeHaH SABISIETCS MPOU3BOAHBIM OE€H3UMMAA30J-TUPHUIA3HHOHA U
obOnagaeT TIOJIOXKUTEIBHBIM WHOTPOITHBIM " Ba30MJIATUPYIOIINM
(cocymopacuiMpsomiiM) AedcTBUeM. B oTiMuue oT cepAedHbIX TIIMKO3UIOB
MIOJIOXKUTENBHBIM  MHOTPONHBIA 3(dekT mnuMmobeHnaHa oOOYyCIOBIEH IBYMs
MeXaHM3MaMH: TOBBIIIIEHHEM YYBCTBHUTEIBHOCTH BOJIOKOH CEPAEYHOM MBIl K
KalblIMI0 W uHruoumpoBaHuio ¢dochomauscrepassl Il (Bazoamnatupyrommii
abdekr).

bnaronmaps HaJTMYHIO TIOJIOKUTENLHOTO HWHOTPOITHOTO u
Ba30JUJIATHPYIOLIETO JEWCTBUS TIPU CEepIEYHOH HEIOCTAaTOYHOCTH IIpernapar
TIOBBIIIAET CHIIY CepPACYHBIX COKpAIlleHWH M yMEHbILIAeT KakK MpeaHarpy3Ky, Tak u

TIOCTHarpys3Ky.
[Tocne mepopanbHOrO NpPUMEHEHWs NMUMOOEHIaH OBICTPO BcachiBaeTCs B
KpOBb, €ro OHOIOCTYMHOCTH cocTaBuser 60 — 63%; mepuon mosypacnana

coeauHeHMs B mia3Me KpoBH coctasisieT 0,4+0,1 yaca, a mepuos moyyBbIBeICHHS
ero akruBHoro Mmerabomura — 2,0+0,3 ygaca. IToutn Bcé€ xonmmuecTBO MeTabONIHTA
nuMoOeH1aHa BBIBOJAUTCS U3 OpPTaHU3Ma )KUBOTHBIX C KETYbIO.

Bermenun® S mo cTemeHM BO3JEHCTBHS HAa OpPraHW3M OTHOCHTCH K
MajoonacHbiM BemiecTBaM (4 kiacc omacHoctd nmo ['OCT 12.1.007-76), He
o0OlamaeTr CEHCHOWJIM3UPYIOIIMMHU, 3SMOPUOTOKCUYECKHUMHU, TEPaTOr€HHbIMU U
MyTareHHbIMU CBOMCTBAaMH.

1. ITTIOPAJOK ITPUMEHEHNM A

11. Bermenun® S HasHauaroT cobakaM Ul JIEUEHHs CepAEYHOI
HEJIOCTAaTOYHOCTH, BBI3BAHHON auiaTauMoHHOM kapauomuonartueit (JAKMII) na
0eCCUMNTOMHON (TPEeNKIMHUYECKON) M KIMHUYECKOW cTamusX 3aboJieBaHHS, a
TaK)Xe MPY MHUKCOMATO3HOW JereHepalyy JABYCTBOPYATOrO WM TPEXCTBOPYATOTO
KJIalaHa Ha KJIMHUYECKOW CTaauy U MMKCOMAaTO3HOM JereHepaluyd MUTPalIbHOTO
KJ1altaHa Ha 0€CCUMNTOMHOM (MPeIKIMHUYECKON) cTaiuu 3a00JIeBaHMUs.

12. [IpoTBONIOKa3aHKEM K MPUMEHEHHIO MpernapaTa sBIISIeTCS TOBBIIIEHHAs
YyBCTBUTEIBHOCTH )KUBOTHOT'O K €r0 KOMIIOHEHTAM.

Banmpemaercs npuMeHeHne BermemnuH® S mpu  runeprpoduueckoi
KapJIUOMUOINATUU U KIMHUYECKUX COCTOSHMSAX, IIPU KOTOPBIX HE MOXKET OBITH
yBEJIMYEH CeplIeYHbIN BEIOPOC KPOBH M3-3a (YHKLIHMOHATBHBIX UM aHATOMUYECKUX
0COOEeHHOCTeH (HarpuMep, CTEHO3 aopThl), IPHU TSAKENbIX MOPaXKEHUSAX IMEUYeHH, B
CBSI3U C TeM, UTO OH B OCHOBHOM Me€Ta0O0IN3UPYETCs B IIEYEHHU.



[Ipenapar He mojBeprajcsi MCHBITAHUSIM MJISl JIUEHUS OeCCHMIITOMHOI'O
MHKCOMaTO3HOro MutpanbHoro nopoka cepaua (MMIIC) y cobak ¢ BbIpakeHHO#
HaJDKETYJOYKOBOU W/WITH KETYIOYKOBOM TaXUapUTMHUEH.

13. Tlpu paGoTe ¢ JekapcTBeHHbIM mpernapatom Bermeaun® S cnemyer
cobmogate o0OIIMe TpaBWia JHUYHOM THUTMEHBl W TEXHUKH 0€30MMacHOCTH,
peayCMOTpeHHbIe NpU paboTe ¢ JIeKapCTBEHHBIMH IIpenapaTaMu.

[lo okoH4yaHuu pabOTHI PyKH CIEOyeT BBIMBITH TEIIOH BOJOM C MBLIOM.
[TycTyto  ymakoBKy  M3-IOJ  JIEKQPCTBEHHOIO  IIpernapara  3alpelaeTcs
HCIIOJIb30BaTh [Ji OBITOBBIX IleJiel, OHA MOJJIEKUT YTHJIM3ALHU C OBITOBBEIMHU
OTXOJIaMH.

JlropsiM ¢ TUNEpPYyBCTBUTEIBHOCTBIO K KOMIIOHEHTaM Iperapara ClieayeT
u3berath NpAMOro KoHTakta ¢ Betmenun® S. B ciiyyae mosiBneHus anneprudecknx
peakiMii WiIM IpH CIy4yaHOM TIIONMAJaHWM Mpernapara B OpPraHU3M YeJoBeKa
clielyeT HeMeJJIeHHO OOpaTUThCSl B MEJMLMHCKOE yupexaeHue (Ipu cebe UMETh
HWHCTPYKLHIO 110 MPUMEHEHHUIO MpernapaTa Wil 3TUKETKY ).

14.  CneumanbHbIX  HUCCleJOBaHMM  0€30IaCHOCTH  NpPUMEHEHHUs
JNIEKapCTBEHHOTO mpernapata BeTmenuH® S IIEHHBIM M KOPMSILIMM CyKaM He
npoBoAwiIochk. B ciiyyae HE0OXOAMMOCTH BO3MOXKHOCTh IPHMEHEHHs IperapaTa
Bermenun® S IIeHHBIM W KOPMSIIMM CyKaM OIpeNeNseT Jedalquil Bpad Ha
OCHOBAHMH OLICHKH COOTHOILEHUS OKUIAEMOM I0JIb3BI JJIs1 MaTePU K BO3MOXKHOMY
PUCKY Il IOTOMCTBA.

15. Bermenun® S NpUMEHSIOT XKUBOTHBIM II€POpalbHO 3a 1 uac [0
KopmiieHus. Jlo3za mpemnapata M MPOAOKUTENBHOCTh NMPHUMEHEHHs Ha3HayaeTcs
BEeTepUHApPHBIM BpayoM B 3aBUCUMOCTU OT TSKECTH Te4YeHHs 3a00JeBaHHS H
COCTOSIHHS )KUBOTHOTO.

CyrtouHnas no3a numo6ennana (/IB) coctaBnset ot 0,2 mr 10 0,6 mr Ha 1 Kr
Macchl KHUBOTHOTO W JEJNHWTCS Ha JBa TpueMa. PexoMeHmoBaHHas 103a IS
IOCTHKEHUS KIIMHIYecKkoro 3ddexta - 0,5 MI/Kr Macchl 5)KHBOTHOT'O B CYTKH.

PexomMeHyeMble [03bI IpemnapaTa B 3aBUCUMOCTH OT MAacChl YKUBOTHOI'O
npeJcTaBieHbl B TabnuIe:

Macca | CyrouHas KonunuectBo TabaeToOK Ha MpHEM
KUBOT- no3a Y1po (no3a IB Ha npuém) | Beuep (mo3za /IB Ha npuém)
HOro, | numoOeH- | 1,25 2,5 5 10 1,25 2,5 5 10
KT naHa MT ML | ML | MT Mr ML | MI | MT
(AB), Mr
<35 1,25 1/2 - - - 1/2 - - -
5-10 29 | - - - | - - -
11-20 5 - 1 1/2 - - 1 1/2 -
21-40 10 - - | 1/2 - - 1 1/2
41-60 20 - - 2 1 - - 2 1
> 60 30 - - 3 1% - - 3 1%

Jlns ©Oonee TOYHOro OMpeNeNeHUs J03bl, COOTBETCTBYIOIEH Macce
’KMBOTHOT0, Ta0JIeTKa MOXKET OBbITh pa3ziesieHa N0 JUHUM pa3iioMa Ha TIOJIOBHHKH.

[Ipy 3acTOWHOM CepIeYyHOW HENOCTAaTOYHOCTH IpenapaT MNPUMEHSIOT
cobakaM MOXXM3HEHHO ¢ UHIMBUIYaJIbHBIM 110A0O0POM J03HI.



PexkomeHlyeTcss peryisipHO KOHTPOJMPOBaTh YPOBEHb IIIOKO3bl Y COOAK,
CTpaJalolM caXapHbIM JHabeToM.

16. IloOouYHBIX SBIEHUH M OCJIOXKHEHHH INpU IPUMEHEHUH IpernapaTa
Bermenun® S B COOTBETCTBHH C HACTOSIIEH HHCTPYKLHWEH, Kak TNpPaBUIO, He
HaOJIr0aeTcs.

B oueHb penkux ciaydasx MOXXET BOZHHKHYTH HEOOJIBIION ITOJOKUTENbHBIN
XPOHOTPONHBIN 3(QQeKT, pBOTa, BpeMEHHAas Iuapes, aHOPEKCUs WM JIeTaprus.
YMeHbIIIeHHEe 1035l ITpernaparta Mo3BoJisieT CHUXXATh MOOOYHbBIE NEHCTBUS.

HecmoTps Ha TO, YTO CBSI3b ¢ MMMOOEHIaHOM He Obla TOYHO YCTaHOBJIEHA,
B KpaifHe pelIKHMX cilydasx BO BpeMs JIeUeHHs MOTYT HaOJIoAaThbCs IpPU3HAKH
BJIUSHUS HA TIEPBUYHBIN reMocTa3 (MeTeXUu Ha CIU3UCTOM 000JI0UKe, MTOAKOXKHOE
KpOBOTeYeHHeE). YKa3aHHbIe CUMIITOMBI He HaOJIF0Iat0TCS TTOCIe OTMEHBI JIeYEHUS.

17. Tlpu nepenosuposke Bermenun® S y )KUBOTHOrO MOTyT HabmIOIaThCs
pBOTa, amaTusi, IOJOXHUTEIbHBIH XPOHOTPONHBIA 3(deKT, aTakcus, IIyMbl B
ceplile M THUIOTEH3Ws. B 3ToM ciyuae mpuUMeHeHHe mpernapara MpeKpalialoT U
HE3aMeIUTUTeNIbHO  Ha3Ha4yaloT JKUBOTHOMY  CHMIITOMATHYECKOE  JICYEHHE
(HampuMep, aKTUBUPOBaHHBIH yToJb).

18. Tlpu oOOHOBpEMEHHOM TpPHUMEHEHHH Tmpenapara BermemuH® S ¢
OJiokaTOpaMu MeJUIEHHBIX KaJbLMEBBIX KaHAJIOB (BepanmaMml, TUJITHA3eM) U Oera-
OysiokatopoM  (NMPOMpPaHOJIONIOM)  NeWcTBHE  NUMoOeHJaHa  ociabsercs.
[IpumeHeHune npenapara B KOMOMHAUUK C JUYPETUKAaMH WA HHTUOUTOpamMu ATID
OKa3bIBaeT JONOJHUTENbHBIN MOJOKUTENbHBIN J1eueOHbIi 3G dexT. Mubopmalus o
BO3MOXHBIX B3aMMOAEHCTBHUAX C JIEKAPCTBEHHBIMU IIpernapaTtaMH JIpYIux
(bapMaKoJOTHYECKUX TPYII OTCYTCTBYET.

19. OcobeHHocTell nOeHCTBUs JIEKapCTBEHHOIO IIpernapara Mpu IEPBOM
IIpHieMe UJIH IPU ero OTMEHE He BBISIBJIEHO.

20. Cnegyet u3beraTh MpoITycKa O4YepeIHON T03bI IperapaTa, Tak KaK 3TO
MOXET TIPUBECTH K CHIDKEHHIO ero 3(QQexTHBHOCTH. B ciyuyae mpomycka
odepeIHON 03kl MPUMEHEHHEe Npernapara BO30OHOBISIOT B TOH e 403€ U 110 TOMH
Ke cCXeMe.

21. Ilpemapar He mpeAHa3HayeH JUIsl MPUMEHEHHUS MPOLYKTHBHEIM
’KUBOTHBIM.

HaunmenoBanue u agpec npousBojacteeHHont  JIABET ®apmaceiotukanc JIT/I,
IUTOIIAKY pou3BoAuTeNs JekapcTBeHHoro  Benrpus / LAVET Pharmaceuticals LTD,
npenapara AJis BeTepuHapHoro npumMeHenus Batthyany street 6, Kistarcsa, H-2143,

Hungary
HaumeHnoBaHue, ajipec opraHu3aluu,
YIOJIHOMOUYEHHOM BilaJeNbLEM
PEruCTPalluOHHOTO y10CTOBEPEHMS OOO «bepunrep Murensxaiim», 125171,
JIEKapCTBEHHOI' O IIpenapara Ha IIPUHATHE Mocksa, Jlenunrpazackoe 1mocce, 16A,
npeteH3uit ot norpedurens/Mmmnoprep cTp.3



