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NMHCTPYKILIA
1O BETEPUHAPHOMY NPUMEHEHHIO JIEKapCTBEHHOTO Npenapata Bermenun® S

(Opranusanyisi-pa3paboTduk: «bepunrep Unrenbxaiim Bermemuka I'M6X», bunrep
Hltpacce 173, I-55216 Unrensxaitm/Peitn, I'epmanns / «Boehringer Ingelheim
Vetmedica GmbH», Binger Strasse 173, D-55216 Ingelheim/Rhein, Germany)

Homep peructpanmonsoro ynocrosepenus: 276-3-3.18-4106NeIIBU-3-3.18/05213
I. OBIIIME CBEJIEHU A

1. ToproBoe HanmeHoBaHue: Betmenuu® S (Vetmedin® S).

MexnyHapoqHOe HenaTeHTOBaHHOE HAMMEHOBAHME: nUMOOeHIaH.

2. JlexapcTBeHHas (opMma: TaGIeTKH 115 NIepOPaIBLHOr0 MPUMEHEHHS.

Bermenun® S Brimyckaror B TpeX NO3UPOBKaX, coAepkamux B 1 TabieTke
Mmaccoit 200 mr, 800 mr, 1600 Mr B kadecTBe AercTByromero Bemectsa (JIB)
COOTBETCTBEHHO 1,25 mr, 5 mr, 10 mr nUMOOEeHIaHa, a TaK)Ke BCIIOMOTaTeIbHEIE
BCIICCTBA:  MOHOTMJPAaT  JIAaKTO3Bl, — MHMKPOKPHCTAa/IMYecKas  IIeJUIioI03a,
MENTU3HPOBAHHBIH Kpaxmaj, HaTpus Kpaxmana TJIMKOJIAT, Makporoa 6000,
CTCApOUJTT MAKpOroNl IIMUEPHABI, CyXHe IPOXOKH, TallbK, CTeapaT MarHus u
BKYCOBYIO J100aBKy MMOPOLIOK IT€YeHH .

3. Ilo BHemHeMy BuAy mpemapaT mpeacTaBiseT coboil TabieTkm OBAJIbHOMU
(OpMBI, 1IEPOXOBATEIE, KOPHYHEBATOTO [B€Ta, C JIMHHEW IJIs pa3jioMa Ha JBe
pPaBHBIE YaCTH.

Cpok romHoctu mpenapata Bermenmn® S IpH  COOIIONEHUH YCIIOBUH
XpaHeHHs — 36 MecsleB ¢ OaTel NMPOHM3BOACTBA. Ilocie NIEPBOI0 BCKPBITHS
HCIOb30BATE 110 OKOHYaHMS CpOKa TOJNHOCTH. 3amlpellaercss HKCIONb30BaTh
Ipenapar 1o KCTeYEHUH CPOKa I'OAHOCTH.

4. Betmenuu® S BhIMycKaroT pacdacoBanubM 1o 10 TabieTox B OnucTepsl,
koTopsle mo 5 wmiu 10 mTyk BMecTe ¢ HMHCTpyKumed 1o IIPUMEHEHUIO
YTIaKOBBIBAIOT B MHAMBHU/yallbHble KAPTOHHbBIE KOPOOKH.

5. Bermenmuu® S xpaHsaT B 3aKpbITOl YIIaKOBKE IMPOM3BOAUTENIS OTHEIBHO OT
MPONYKTOB NMUTaHUs ¥ KOPMOB B 3allMIIEHHOM OT CBETA MECTE IPHU TeMIIepaType
He Bble 25°C.



6. JlekapCTBEeHHBII Ipenapar CleLyeT XpaHuTh B MECTAX, HEMOCTYMHBIX IS
JeTel.

7.Heucnonb3oBaHHBI  JIGKapCTBEHHBIM  Npenapar  yTWIM3HPYIOT B
COOTBETCTBUH C TPeOOBaHHUSIMH 3aKOHOAATEILCTBA.

8. Bermenun® S otmyckaetcs 6e3 pelienTa BeTepHHAPHOTO Bpaua.

II. DPAPMAKOJIOTMYECKHE CBOMCTBA

9. ®apmakoTepaneBTHYeCKast TPyIIa: CepAEYHO-COCY JUCThIE CPEICTBA.

10. TInmoGennan siBNsieTCs MPOM3BOAHBIM OEeH3UMUIAa30J-IUPHIA3UHOHA U
obOnanaet HOJIOXKUTEIbHBIM WHOTPOITHBIM U Ba30IUJIaTUPYIOIUM
(cocynopacIMpsIOIM) JeficTBHEM. B oTiMYMe OT CepAedHBIX TIJIMKO3HMIOB
TMOJIOXKUTENbHBIA  MHOTPONHBEIA 3(deKkr mnuMobeHaaHa OOYCIOBIEH AByMs
MEXaHU3MaMH: TMOBBIIIEHHEM YyBCTBUTEIBHOCTH BOJIOKOH CEPIEYHOM MBIIIIBI K
KaJblMIO ¥ WHruOupoBanuio Qocdomauscrepassr Il (Bazomunatupyrommit
addexr).

bnaronaps HAJIMYHUIO IIOJIOKUTEIILHOTO HUHOTPOITHOTO 1%}
Ba30JUNIATUPYIOIETO JEHCTBHSA NPH CEPAEYHONH HENOCTATOYHOCTH MpEmapaT
TMOBBIIIACT CUITy CEPIEYHbIX COKPALIEHUH M yMEHbIIAeT KaK MpeaHarpysKy, Tak U
IIOCTHarpy3Ky.

ITocne mepopanbHOro NpUMEHEHHs MMMOOEHJaH OBICTPO BCACHIBAeTCS B
KpOBb, €ro OHONOCTYMHOCTh cocTaBisier 60 — 63%; mepuox mosypacmana
COe€IMHEHM B 1U1a3Me KpoBu cocrasiseT 0,4+0,]1 yaca, a mepro/ MoTyBEIBEAEHHS
€ro akTMBHOro Merabonurta — 2,0+0,3 yaca. [Toutn Bcé konuuecTBO MeTabOIUTA
nMMOO€eH1aHa BBIBOAUTCS M3 OPraHU3Ma XMBOTHBIX C XKETUbIO.

Bermenuu® S 1o cTemeHM BO3NEHCTBMS HA OPraHW3M OTHOCUTCS K
ManoonacHeIM BemecTBaM (4 knacc omacHoct mo I'OCT 12.1.007-76), He
obnagaeT CEeHCHOMIM3MPYIOIMMH, SMOPHOTOKCHYECKMMH, TEPAaTOreHHBIMH |
MyTareHHbIMU CBOMCTBaMHU.

III. ITOPAAOK ITPUMEHEHV S

11. Bermemuu® S Ha3zHauaroT coGakaM Ui JIeYeHHS CepleUHOU
HEJIOCTaTOYHOCTH, BBI3BAHHOM IMNIATalMOHHOM Kapauomwuomnaruein (JIKMII) Ha
OecCMMNTOMHOM (NPeAKIMHAYECKOW) ¥ KIMHUYECKOH CTamusx 3a0oJieBaHus, a
TaKXe NMPHU MHUKCOMATO3HOM J€reHepalMy JIByCTBOPYATOrO MIIH TPEXCTBOPYATOTO
KJlaniaHa Ha KIMHUYECKOW CTaauM M MHUKCOMATO3HOW JieTeHepalld MHUTPaJIbHOIO
KJIariaHa Ha 0eCCMMITOMHOM (TpeIKITMHIYECKOM) cTaauy 3a60JIeBaHus.

12. TIpoTnBONIOKa3aHNeM K IPUMEHEHHIO Mpernapara sBjIseTcs MOBBILIEHHAs
YyBCTBUTEJIbHOCTh )KUBOTHOI'O K €I'0 KOMIIOHEHTAaM.

3anpemaercs npuMeHeHne Bermenmn® S npu  rumeprpodmueckoii
KapIUOMHUONATHN M KIWHUYECKMX COCTOSHUSIX, NIPU KOTOPHIX HE MOXET OBITH
YBEJIMYEH CEPAECUHBIN BHIOPOC KPOBHU U3-3a QYHKLUMOHAIBHBIX MJIM aHATOMHYECKHUX
0coOeHHOCTel (HampuMep, CTEHO3 aOpThI), P TXKENBIX MOPAKEHUSX TI€UYEHH, B
CBSI3M C TEM, YTO OH B OCHOBHOM METa0OJU3UPYETCS B IIEYEHH.




IIpenapar He moxBeprajcs WCHBITAaHUAM IS JI€UCHHS OECCHMITOMHOIO
MMKCOMATO3HOTO MUTpanbHOro nopoka cepaua (MMIIC) y cobak ¢ BeIpaxkeHHO
HaJDKEITy JOUYKOBOM M/UITH JKelTy JOYKOBOW TaXMapUTMHUEH.

13. Tlpu pabote c nekapcTBeHHBIM mNpermapatoM Bermenun® S cienyer
cobmopate o6IMe TNpaBuna JMYHONH TUTHEHBI W TEXHUKH 6e30macHOCTH,
NpeyCMOTPEHHBIE IIPH paboTe C JeKapCTBEHHBIMU IIPENapaTaMH.

ITo oxoH4aHMM pabGOTHI PYKH ClieAyeT BHIMBITH TEILION BOAOH C MBITOM.
IlycTyro  ymakoBKy — M3-TOA  JIEKapCTBEHHOrO — Mperapara 3anpeniaeTcs
MCIIOJIb30BaTh /Ui OBITOBBIX LieJIei, OHAa MOIJIEXHUT YTHIM3AIMH C OBITOBBIMU
OTXOJIaMH.

JronaM ¢ rUnepyYyBCTBUTENBHOCTBIO K KOMIIOHEHTAM Mperapara cienyeT
u3berath npsiMoro kouTakTa ¢ Bermenun® S. B ciyuae nosisinenus aJNIEPrUYECKUX
peaKkuui WIM NpPU ClydalHOM TIONafaHMU MpenapaTa B OPraHW3M 4YejoBeKa
CIIEyeT HEMEMICHHO O0paTHTLCS B MEIULUHCKOE yupexaeHue (U cebe MMeTh
HHCTPYKLMIO 110 IPUMEHEHHIO TIpernaparta Wik STUKETKY ).

14 CroeunanbHex  HCClenoBaHMi  6€30NMaCHOCTH  IpUMeEHEHHS
JIEKapCTBEHHOrO Tpernapara BeTMenumn® S IIeHHBIM M KOPMALMM CyKam He
IIPOBOIMNIOCE. B cilyqae HE0OGXONMMOCTH BO3MOXHOCTh TIPUMEHEHHMs Mpenapara
Bermenns® S IEHHBIM M KOPMSIIUM CyKaM oOIpejenseT Jevyalluii Bpay Ha
OCHOBaHWH OLCHKK COOTHOLICHHSI O)KHU/IaeMOM MONB3BI 11l MaTEPH K BO3MOKHOMY
PHUCKY IJiS IOTOMCTBA.

15. Bermenun® S NPUMEHSIOT XKUBOTHBIM nepopajibHO 3a 1 wyac 10
KopMiieHus. Jlo3a mpemapaTta M NPOJODKUTENLHOCTh NPHMEHEHHS HA3HAYAETCS
BETEPUHAPHBIM Bpa4OM B 3aBUCUMOCTH OT TSIKECTH TEUYECHHS 3a00JeBaHUS U
COCTOSIHUSI )KUBOTHOTO.

Cyrounas no3a mumobernana (IB) cocrasnser ot 0,2 Mr 10 0,6 Mr Ha 1 kr
Macchl XMBOTHOTO W JENMUTCS Ha JBa Ipuema. PeKoMeHIOBaHHas no3a JUis
AOCTHXXEHHUS KIMHUYECKOro a¢¢exra - 0,5 MI/Kr Macchl )XHBOTHOTO B CYTKH.

PexomeHtyemble m03bI NpemnapaTa B 3aBHCHMOCTH OT MacChl KHBOTHOTO
[IPECTaBIIECHEI B Ta0IHULE:

Macca CyrouHas KonmuecTBo TabsieTOK Ha mpuém
KHUBOT- n03a Ytpo (no3a /IB Ha Beuep (no3a /IB Ha
HOTO, KT IMMOOEH- IpUéM) pUéM)
pana (IB),mr | 1,25mr | Smr | 10mr | 1,25mr | 5Mr | 10 mr
<5 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%

JIJ'IH Oouee TOYHOI'O OHNpPEACICHUsT OO3FI,

COOTBETCTBYIOIIIEH Macce

XKXHMBOTHOTI'O, TabJIeTKa MOXET ObITh pa3fi€I€Ha 110 JIMHUHU pa3jioMa Ha MOJIOBUHKHU.

Ilpu 3acToifHON cepaeyHON HENOCTATOYHOCTH npenapar IpPUMEHSIOT

cobakaM ITOKU3HEHHO C HUHIMBHUIYaJIbHBIM TOAO0OPOM JO3BI.



Pexomennyercs perynspro KOHTPOJIMPOBATh YPOBEHb INIIOKO3BI y cobak,
CTpaJaroLIUM CaXapHBIM quabeToM.

16. ITo6ouHBIX sBNeHH W OCIOKHEHHMIL NPy TPUMEHEHUM IIpenapara
Bermenusn® S B coorsercTBHE C© HAaCTOAICH HHCTPYKLMEH, Kak HpaBHIO, He
HaOronaercs.

B oueHp penxux cmyuasx Moxer BO3HUKHYTbH HEOOJIBIION MOJIOXKUTEILHBII
XPOHOTPOIHBIA 3(deKT, pBoTa, BpeMeHHas Auapesl, aHOPEKCHsl WIIU JIeTaprHs.
YMeHblUeHHe 035! IpenapaTa Mo3BoJseT CHIKATE T060HEe IEeHCTBUS.

Hecmotps Ha To, 4T0 cBA3B ¢ MUMOGEHAAHOM He 6bUIa TOYHO YCTaHOBJIEHA,
B KpallHe PEelKUX CIy4asx BO BpeMs JICUEHHS MOTYT HaOJIOAaTbCS MpPU3HAKH
BIIMSHHUS Ha NEPBUYHBIN reMocTa3 (eTeXUH Ha CIM3UCTON 060JI0uKe, IIOIKOXXHOE
KpOBOTE4ECHHUE). YKa3aHHbIe CUMITOMBI He HaGIIOar0TCs IOCe OTMEHE] JICYECHHUS.

17. Tlpu nepenosupoBke Betmenuu® S Y XKHUBOTHOT'O MOTYT HaOII0maThCH
PBOTa, amaTysd, MONOKHMTENbHBIA XPOHOTPONHEIA >(bbeKT, aTakcus, LIyMbl B
CCpALe M TMNOTeH3us. B sToMm ciydae npumenenue mpemapara IIPEKpAIIaOT U
HE3AME/UINTEIBHO ~ HAa3HAYalOT  JKUBOTHOMY  CHMIITOMATHYECKOE  JleyeHHe
(HanpuMep, aKTHBUPOBAHHbIH yIOJb).

18. Ilpum oxHoBpemeHHOM NPpUMEHEHUU 1penapata Bermemun® S ¢
OJIOKATOpaMM Me/IJIEHHBIX KalbIHEBhIX KAHAIOB (Bepanmamui, nuiTHazeM) u Gera-
Os0KaTOpOM (mpompaHosonoM)  neiicTBHe nuMobeHaHa  ociabusiercs.
IIpumenenne npenapata B KOMGMHALNH C AVNYPETUKaMU WK UHTUOUTOpamu ATID
OKa3bIBACT JOIIOJHUTEJIBHBINA MOJIOKUTENbHBIH JIeYeOHbBIH s dexr. Mudopmarus o
BO3MOXHBIX ~ B3aHMOJEHCTBHSAX C JIEKAPCTBEHHBIMHU npenapatamMu ApYyrux
(hapMaKoNnoru4ecKux rpymm OTCYTCTBYET.

19. Ocobennocreii peiicTeus JICKapCTBEHHOTO IIpenapaTta IpH IepBOM
IIPHEME WK TIPH €70 OTMEHE He BBISBJIEHO.

20. Cnenyer u3berarts IpOIyCKa OYepeHOM NO3bI Mpernapara, TaKk Kak 3To
MOXCT IIPUBECTH K CHWXEHHIO ero sb¢ekTuBHOCTH. B ciyuae IIPOITycKa
OY€PESHOH N03bI NPUMEHEHHE TIpenapaTa BO30OHOBIISIOT B TOMH ke J103€ U IO TOM
KE CXeMe.

21. Tlpemapar He npenHasHA4YeH s IIPUMEHEHUSI POIYKTUBHBIM
KUBOTHBIM.

Hanmenosanue u anpec npoussoncreennoii  JIABET ®apmacerotukaic JIT],
TIVIOIIA/IKK IIPOU3BO/UTES JIEKapCTBEHHOTO  Benrpus / LAVET Pharmaceuticals LTD,
Tipeltapara 111 BETEpUHApHOTO NIpUMeHeHns  Batthyany street 6, Kistarcsa, H-2143,

Hungary
HaunmenoBanwue, azpec OpraHu3alyu, OOO «bepunrep Wurensxaiim», 125171,
YIIOJTHOMOYEHHOM BJIaJi€IbLIEM Mocksa, Jlenunrpanckoe mrocce, 16A,
PETUCTPALIMOHHOI'O Y JOCTOBEPEHUS cTp.3
JICKapCTBEHHOT'O penapaTa Ha MPUHATHE Ten.: +7 495 544 50 44

MpETeH3uit oT notpeduresns/Mimmoprep

Menemxep no peructpanun
N0Npa3NeIeHNs BETEPHMHAPHBIX MPENAPATOB
OOO «bepunrep Unrensxaiim»




