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WHCTPYKLNA
TI0 BETEPUHAPHOMY NIPUMEHEHHIO JIEKapCTBEHHOTO IIperapara
CemunTpa® 10 Mr/mn

(Opranmzanus-pa3padotunk: bepunrep Uurensxaitm Betmenuka ['m6X, bunrep Hltpacce 173,
J1-55216 Nnrensxaiim/Peiin, ['epmanus / Boehringer Ingelheim Vetmedica GmbH,
Binger Strasse 173, D-55216 Ingelheim/Rhein, Germany)

Howmep peructpaniioHHOTO y10CTOBEPEHHUS: A 3 -3 A, W -V826 A7 7764 3 ‘og /. ’Z/% J ?‘3/

I. O0ue cBenenus

1. ToproBoe nanmesoBanue: Cemuntpa® 10 Mr/mi (Semintra® 10 mg/ml).

MexayHapoHOe HETaTeHTOBaHHOE HAUMEHOBaHME: TEIMUCAPTAaH.

2. JlexapcTBeHHast (hopMa: pacTBOP JUIS IEPOPATHHOTO IPUMEHEHHS.

[Ipenapat comep>xuT B 1 M1 B KadecTBe AeHCTBYIOMIETo BemecTBa 10 Mr TeMucapTana, a B
KayecTBE BCIOMOTATEJbHBIX BEIIECTB: THUIAPOKCHATHILEIUIIONO3Y, HATpUs TUIPOKCHA U
XJIOPOBOJOPOAHYIO KHCHOTy (st perymsiumu pH), mManbTuT, OEH3aJIKOHUS XJIOPUI U BOAY
OUHIIEHHYIO.

3. [lo BHemHeMY BHIY IpemapaT MpeACTaBiIsseT cOO0H MPO3payHyIO BS3KYIO JXKHIKOCTH OT
OECI[BETHOTO JI0 XKEITOBATOTO IIBETA.

Cpok romHOCTH Tmpemapara Hpd COOJIOJIEHHM YCJIOBHHM XpaHeHHs — 2 roja ¢ JaTbl
npomn3BoacTBa. CpoK roJHOCTH Iperapara mocjie BCKphITUs (iakoHa — 6 MecsIeB. 3anpenaercs
UCIIOJIH30BaTh JICKAPCTBEHHBIH Ipenapar Mo UCTEYSHUH CPOKa FOJHOCTH.

4. Cemuntpa® 10 MI/MJ BBITYCKarOT pach)acOBAHHBIM B MOJHITHIECHOBBIE (DIAKOHBI 1O 35
M. OakoH €O LIMPHUIEM-I03aTOPOM YIIAKOBBIBAIOT B MHIMBHIYAJIbHYIO KapTOHHYIO KOPOOKY
BMECTE C UHCTPYKIHEH N0 TPUMEHEHHIO.

5. CemuuTtpa® 10 MI/MI XpaHST B 3aKpBITOM YIAKOBKE MPOU3BOMMTENS, OTAEIBHO OT
MPOAYKTOB NHTAaHHS W KOPMOB, B 3alWIIEHHOM OT MpPSIMBIX COJHEUYHBIX JIydedl Mecrte, IpU
temneparype ot 15 °C go 30 °C.

6. Ilpenapar ciemyeT XpaHUTh B HEJOCTYITHOM JUISL IETEH MecTe.

7. Hewucnosp30BaHHBIA JIEKAPCTBEHHBIN TNpenapaT YTHIH3UPYIOT B COOTBETCTBHH C
TpeOOBaHUAMHM 3aKOHOATEIbCTRA.

8. CemunTpa® 10 Mr/mi oTmyckaercs 6e3 pellenTa BETepUHAPHOTO Bpaya.

II. ®apmakosoruyeckue CBOUCTBa

9. ®dapmaxoTepaneBTHYECKass TpyNna: areHT, AEHCTBYIOUMHM Ha pPEHMH-aHTMOTEH3HH-
aJIbIOCTEPOHOBYIO CUCTEMY, aHTarOHUCT aHTUOTeH3MHa [1.

10. Tenmucapran — cnenuduueckuii antaroHuct peuentopoB tuna AT1 anruorensuna Il,
KOTOPBIN BBI3BIBAET 10303aBHCUMOE CHHKEHUE CPEHEr0 apTepUaIbHOIO KPOBSHOTO JABJIEHUS Y
MJIEKOIIMUTAIOIIMX, B TOM YHUCJIE Yy KOIIEK. B KIMHHYECKOM ONBITE y KOLIEK C XPOHHYECKOH
60se3ubt0 novek (XBII) cHuxkeHue mMpoTeMHypuu OBLIO 3aMETHO B IepBble 7 NHEH ¢ Hauana
JedeHus B fo3e 1 Mr/kr. B nanpHeHIINX KIMHUYECKUX HCIBITAaHUSAX Ha KOIIKaX C TMIIEpTeH3UEH
OBLIO JOCTUTHYTO CHIDKEHHE CPETHETO CUCTOIMYECKOTO apTEPHATIbHOIO JaBJICHHS C 0301 2 MI/KT.
B coueranum 5TuX (apMakoIHHAMUYECKUX CBONCTB TEJIMHCAPTaH SBISETCS IOIXOMASIIMM
CPEACTBOM JUlsl JIEYEHHUS KOILIEK ¢ CONYTCTBYIOLIEH runeprensueit u XbII.



Tenmucapran BeITecHsieT anrnotensuH 11 u3 ero cBszu ¢ ATI penentopoM. Tenmucapran
u30MpaTeNbHO CBs3bBacTCs ¢ AT1 pelenTopoM H IPH 3TOM HE COETMHSCTCS C IPYTHUMH
penerropamu, Bkmoyas AT2, u npyrue menee xapakrtepusie AT pelenTopsi. Crumynsimus AT1
PEIIENITOpa OTBETCTBCHHA 3a MATONOrHYeCKHe 3(ekThl anrmorensuHa Il B moukax um apyrux
OpraHax, CBS3aHHBIX C aHTHOTEH3MHOM II, TakuX KaK Ba30KOHCTPHKIMS (Cy’KeHHE KPOBEHOCHBIX
COCYJIOB), 3a/Iep>KKa HATPHS ¥ BOJBI, yBEIUUESHHBIH CHHTE3 JIBJIOCTEPOHA, U3MEHEHHS B OpraHax U
npoTeuHypus. Ilpu stom >¢dekTsl, cBs3aHHBIE CO cTHMYyJIImHed AT2 perenTopa, Takue Kak
BasonMiaTalMs  (PacIIMpeHHe KPOBEHOCHBIX COCYIOB), HaTpuifypes w UHTUOUPOBaHHE
M30BITOYHOTO KJIETOYHOTO pOCTAa, HE MOJABJIAIOTCS. CBS3BIBAHHE pelenTopa CcoxpaHsercs
JUIMTENBHOE BpeMsi Orarojaps MeIUIEHHOH MMCCOLMAlMy TeIMHCApTaHa W3 ero cBssu ¢ ATI
penentopoM. Tenmucapran He IPOSBISET HUKAKOH aKTHBHOCTH aroHucTa K AT1 penenropy. ,

I'nnokanuemus casana ¢ XBII, o1Hako TeIMHCAPTaH HE BIMSET HA BHIBEICHHE KaJIusl, Kak
II0Ka3aHO B KIIMHUYECKHX I1OJIEBBIX UCTIBITAHUSAX HA KOIIKAX.

IIpn mepopanbHOM NMpHUMEHEHHH KOWIKaM TeIMHCApTaH OBICTPO BCACHIBAETCS, JOCTUTAs
MaKcHMyMa KOHLCHTpaluH B m1asMe depes 0,5 — 1 yac. [TotpebieHue epl CyIMecTBEHHO HE BIUSET
Ha o0myIo creneHs abcopOrmu TenMucaprana. TelMucaprad - 910 TMIOGHUIBHOE COeIUHEHHE,
KOTOPO€ HMMEET CIHOCOOHOCTh K MeMOpPaHHOW IPOHHIAEMOCTH, YTO OOJIErdaeT eCTECTBEHHOE
paclpelieNieHne B TKaHAX M opraHax. OcoGeHHOCTe#l NeHCTBHs mNpemapaTa Ha >KMBOTHBIX
Pa3IMYHOrO 110J1a HE BBISIBIIEHO.

KiMHuYecKn 3HaYMMOro HaKOIUICHHs IIpenapaTa B OpraHax M TKaHsAX IIPU JITTUTETHHOM €ro
NpUMeHeHHH (B TedeHue 21 nHs) He HabGmMOmAIOCh. AGCOMIOTHAS OMOIOCTYIIHOCTL IIOCIIE
[EpOpaIbHOTO NpuMeHeHus Obu1a 33%. Tenmucapran cBsI3bIBaeTCS ¢ GEIKaMU ITa3MBbI (> 99,5%),
IIPEUMYIIECTBEHHO C albOYMHHOM H 0-1-KHCIOTHBIM TIHKONPOTeHHOM. Ileprox I10JTy BBIBEICHUS
B CPEJIHEM COCTaBIISIET 7,7 4acoB.

Tenmucapran meTaGonu3upyercs B NedeHH B (apMaKOIOTMYECKM HEAKTHBHBI
TIIOKYPOHHA  (1-O-amuiormokypoHuga — TeamMucapraHa). BeBomures U3 opranusma
NPEUMYIIECTBEHHO C (eKAIUIMH.

Cemuntpa® 10 MI/MI [0 CTEIEHH BO3IEHCTBHS HA OpraHu3M OTHOCHUTCS K MaJIOOIIAaCHbIM
BerecTBaM (5 knacc onacHocTd 1o FOCT 32296-2013).

II. Iopsinox npuMeHenus

11. Cemuntpa® 10 MI/mM1 Ha3HAYAIOT VIS JIEYEHHs CHCTEMHOI THIIEPTEH3UH, AJIS1 CHUIKCHHSI
YPOBHA TIPDOTCHHYPHM IIpH XpOHHYEeCKOH OosesHu mouek (XBII), a Takke Juis JiedeHUS
COIyTCTBYIOLIEH cuCTeMHOH runepren3uu 1 XBII y komex.

12. IlpenapaT He MPUMEHSIOT XKUBOTHBIM C THIIEPYyBCTBHTEIBHOCTBIO K JEACTBYIOLIEMY
/WM BCTIOMOTaTe/bHBIM BEIlecTBaM. [IpemapaT clieyeT HA3HAYaTh ¢ OCTOPOJKHOCTBIO TIpH
XPOHUYECKOM CEpPICYHOM HENO0CTATOYHOCTH, THIIOBOJIEMHUH, THIIOHATPHEMHH, TUIepKaguemMun. B
O9THX CJy4asX HEOOXOMMbI NEPHOJMHYECKHE 00CIEOBAHNAS BETEPHHAPHOTO Bpaya W KOHTPOJIb
IoKasareJiell KpoBH.

13. Tlpu paboTe c JeKapCTBEHHBIM MpeNapaToOM ciaeayer cobmonaTh ofimue MpaBuia
JINYHOH TMIHEHBI M TEXHUKH G€30ITaCHOCTH, NPETyCMOTPEHHBIE TIPH paboTe ¢ JIEKapCTBEHHBIMU
npenapaTamy.

JronaM ¢ IHIepYyBCTBUTENLHOCTHIO K KOMIIOHEHTAM npenapara, a Takxe OepeMeHHBIM
KCHIIMHAM CEIyeT M30eraTb NpPAMOro KOHTaKTa C IpenapatoM. B ciyuae mosieHus
AIUIEPrUYeCKUX PEaKUMH MM NPU Clly4allHOM MONAJaHHH NPENapaTa B OPraHH3M YeloBeKa
CIICZYET HEMEUICHHO OOPaTUThCs B METHIIMHCKOE yupexaeHue (Ipu cebe UMeTh HUHCTPYKIHUIO 10
NPHMEHCHHIO MpenapaTa Wik STHKETKY ).

B ciyyae nonanaunus npenapara B riasa, IpOMBITS 71a3a BOJIOI.

ITo oxoHYanuu paGoThI pyKH CleayeT BEIMBITH TEILION BOIOH ¢ MBLIOM.

IlycTyto ymakoBKy W3-IOX JIEKapCTBEHHOTO MpeNapara 3alpellaeTcs HCIOMb30BaTh UL
OBITOBBIX LEJNEl, OHA OIEKHUT YTHIM3ALHIH C OBITOBBIMH OTXOIAMH.

14. Tlpemapar He NPUMEHSIOT GEpeMEHHBIM H KOPMSIIUM KOIIKaM, a TaK)Ke >KMBOTHBIM
MOJIOKE 6-MECSYHOTO BO3pacTa.



15. TIpenapat IpUMEHSAIOT KOLIKaM NIEPOPATbHO OJMH pa3 B CYTKH.

CucreMHasi TUNEPTeH3MsA: HadalbHAas pEKOMEHAyeMas [03a COCTABISeT 2 Mr
TeJIMHUCAapTaHa/KI MacChl Tenia XMBOTHOTO (0,2 MJI/KT Macchl Tena). Y KOIIEK ¢ CHCTOMMYECKIM
aprepuanbHeM JaBnenueM (CAJl) menee 140 MM pPT. CT. JO3MpOBKa TeIMHCApTaHa MOXET GBITh
YMEHbIIEHA NIOMAroBo 1o 0,5 MI/Kr Kax/ble 4 HENENH] 10 yCMOTPEHHIO BETEPHHAPHOTO Bpava.

Ecmu CAJl yBenuuuBaeTcs B TeueHHe 3a60NeBaHHSA, CYTOYHAS 1032 MOXKET OBITh CHOBA
yBenu4ena 1o 2 mMr/kr (0,2 MI/KT Macchl Tena).

Henesoit mnanason CAJ] cocrasiser ot 120 10 140 MM pr.

B ciydae BO3HHKHOBEHHS HPEXOASINEH TI'MIOTEH3HH HA3HAYAETCS CHMIITOMATHUECKOE
JICUCHUE, HATIPUMED, XHUIKOCTHYIO Tepanuro. J03MpoBKa TeJIMUCapTaHa I0JKHA OBITh YMEHBIICH,
€CJIA CucCToIMIecKoe aprepuanbHoe AaBinenue (CA/Jl) nocrosuHo Hmxe 120 MM pT.CT. MM TIpH
HAJIMYHUH COIYTCTBYIOIIUX MPHU3HAKOB THIIOTEH3HH.

Xponnueckass GojesHr mouex (XBII): PEeKOMEHJyeMast J03a COCTaBIIIET 1 Mr
TeJIMHCapTaHa/KT Macchl Tejla )KUBOTHOrO (0,1 MII/KT MaccHl Tena).

CucremMHasi TrHNepTeH3HMsi ¢ CONYTCTBYIOIOHM 3aGosieBanmem XBII: peXUM
AO3HPOBAHHUS [UI KOLIEK C TUNEPTeH3uew ¢ comyTcTByromuM XbBIT sBiseTcs TakuM, Kak OMUCaHoO
BBIINE, 33 HCKIIOYEHAEM TOTO, YTO I STHX KOLIEK PEKOMEHAyeMas MUHUMAalbHas b deKTHBHAs
Ao3a cocraiseT 1 mr/kr (0,1 Mi/kr Macchl Tena).

IIpenapar BBOAAT Mpy MOMOINHM MINPHIA-103aTOPA HETIOCPEACTBEHHO B POTOBYIO HOJIOCTh
(Puc.1, 2). Bo3MOXHO IpHMeHEHHE TIpenapaTa ¢ HeGOIbIIHM KOTHIECTBOM Kopma (Puc.3).

0
Puc.1 Puc.2 Puc.3
Hanasuts KpbilKy (rakoHa, noBepHyTh 1 Haxxats Ha nopiuess s obecneuenms ...MJI B HEOOJTBLIOE KOJIMYECTBO
OTKPBITH €r0. BCTaBUTE INPHL-103aTOp B NIEPEHOCA CONEPIKUMOTO INPHIIA KOpMa.
HaCcajIKy NPOOKH (1aKOHA NIETKUM HKATHEM.  HETIOCPEICTBEHHO B POTOBYIO MOJIOCTH
HaxsonuTts $nakoH co mwmnpuiem BHU3. KOILKH

IToTaHy T MOpIIEHD 10 3HAYEHUS
IpajyMpOBKHU Ha LITPULIE.
BeIHYTh mmpHi-103atop u3 driakoHa.

ITocne oTGopa nekapcTBEHHOTO CpeICTBA HEOOXOUMO IIOTHO 3aKpBITh (JIaKOH, IIPOMEITh
IIIPHI-A03aTOP BOAOH U JaTh €My IIPOCOXHYTh.

Bo m3bexanue Bo3MOXHOH KOHTAMHUHAIMHM HCIIOJB3YiiTe LINPHUII-J03aTOP TOJBKO IS
npumenennst Cemuatpa® 10 Mr/m.

TepaneBTuyeckyo 103y M MPONOIKATENBHOCTh Kypca JI€UeHHS B 3aBHCHMOCTH OT
(puzHIECKOro COCTOSHUS KUBOTHOTO B TEUCHHSI 300 I€BaHUS OIIpeNeIISAET JIeYalluii BeTepuHaAPHbIN
Bpad. JUIMTENEHOCTH Kypca JIeYeH sl He OrpaHHYeHa.

16. Ilpn mpuMeHeHNH mpemnapara B COOTBETCTBHH ¢ HACTOSIIEH UHCTPYKLIHEH B PeIKuX
CIyHqasX y XKUBOTHBIX MOYET HAaOJIFOaThCsL JIErKas W/MH TIEPHOIHYECKas OTPBIKKA, PBOTA, JHApes
I PA3XKHIKEHHBIH CTY I, THIIOTOHHS U IOHKKEHHE KOJIMYECTBA OPUTPOLIUTOB B KPOBH, [IOBBIIIEHHE
YPOBHS I€YE€HOYHBIX EPMEHTOB. B cBSA3M ¢ MOC/IeIHIM HEOOXOIMMO KOHTPOJIHPOBAT TOKA3aTENH
KpOBH B TCUCHME BCEro MepHoja jedYeHHs. B ciyyae BO3HHKHOBEHHS CHCTEMHON I'MIIOTEH3UH
Ha3HA9aeTCsA CUMITOMAaTHYECKOE JICYCHHE, HAlPUMED, JKUIKOCTHAS Tepanus. B oueHb peakux
CIlyJasX HabIOZ[aeTCsl MOBBIIEHHE YPOBHS IEYEeHOYHBIX (hEPMEHTOB, KOTOpas IPUXOIUT B HOPMY
B TCUCHHC HCCKOIBKMX JHEH IIOC/Ie NPUOCTAHOBJICHHS Tepamuu. lIpW HHIMBHIYaIbHOMN
1yBCTBUTEIPHOCTH )XMBOTHOTO K IPENIapaTy U MOSABJIEHUH aJUIEPIHYECKUX PeaKIuii, IpUMEHEHHe
[penapara MNPEKpalaoT W JKHBOTHOMY HAa3HAYAIOT AHTUIMCTAMUHHBIE W CHMIITOMATHYECKHE
CpezcTBa.
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17. Ipu nepenosuposke Cemuntpa® 10 MIr/mMi y )HBOTHOTO MOTYT HabMIOAAThCS PBOTA,
Japesi, MOBBIIICHHE YPOBHS MEUYECHOUHBIX (EPMEHTOB, a TAaKXK€ YMEpEHHOE KPaTKOBPEMEHHOE
YMEHBIIIEHHE KOJIMYeCTBa S3PUTPOLIUTOB.

Taxe BO3MOYKHO 3aMETHOE CHUXKEHHE apTePHAIbHOTO JaBJICHUS M CHHXKEHHUIO KOJIMYeCTBa
SPUTPONUTOB (CBs3aHHBIE ¢ ATUM 3P GEKTh 0T (PapMaKoIOrHYecKOW aKTHBHOCTH NPOIYKTa) U
YBEJIMYCHUE COJIEP)KaHUE a30Ta MOUYEBHHBI B KPOBH.

B ciydyae BO3HHKHOBEHHS THUIIOTEH3MH IPOBOJUTCS CHMIITOMAaTHYECKOE JIEUCHHE,
HanpuMep, KUJIKOCTHAS Teparnusl.

18. ¥V xomexk He HaOMIOJAIOCh KJIMHUYECKUX IIPHU3HAKOB THUIIOTEH3UH BO BpeMs
COIY TCTBYIOIIEH TEPATUK aMJIOJUIIMHOM B PEKOMEHIYE€MOH J03€ JUIsl CHU)KEHUS IPOTCHHY PUH IIPU
xpoHudeckoi 6ose3nn noyek (XBII). :

Wudopmarins 0 BO3MOXHBIX B3auMoJeicTBUsAX y komek ¢ XBII mpm ucnosns3oBanuu
TeIMHUCapTaHa U JPYTUX JIEKAPCTBEHHBIX [IPEeNapaToB, KOTOPHIE BIUAIOT HA PEHUH-aHTHOTEH3HH-
anpaoctepoHoByio cuctemy (PAAC) (takux kak 6yokarop peunentopoB anrnorensuHa-II (bPA)
WK aHTHOTeH3uHnpeBpamaomyil pepment (AIID)) orcyTcTByeT.

WNudopmanus 0 BO3MOXKHBIX B3aUMOJIEHCTBUSAX C JIEKAPCTBEHHBIMH IIpeNapaTaMu APYIHX
(bapMaKoJIOrHYeCcKiX TPy OTCYTCTBYET.

19. OcobenHOCTeH AeiicTBUS JIeKapCTBEHHOrO Ipenapara npy MepBOM IpUeMe WU TIPHU €T0
OTMEHE He BBISBIICHO.

20. Cnegyet u3beraTh MpoITyCKa O4€peIHOM NO3BbI Ipenapara, Tak KaKk 3TO MOXKET IPUBECTH
K CHHXEHHIO ero 3¢ (dexkTuBHOCTH. B citydae mpomycka ouepeHo# 103b1 IpUMEHEeHHE Ipenapara
BO300HOBJISIIOT B TOH K€ J03€ U II0 TOH XKE CXEME.

21. [Ipenapar He mpeaHA3HAYEH IS IPUMEHEHUS TPOAYKTUBHBIM )KUBOTHBIM.

HaumeHnoBanus u agpeca NpoOU3BOJACTBEHHBIX bepunrep Wurennxaiim IIpomexo, C.A. e
IJIOMIAA0K MPON3BOIUTENS JIEKAPCTBEHHOTO C.B., Kaite Mauz 49, bappuo Illanprokan,
npernapara JJisi BETepUHAPHOTO PUMEHEHUS Hen. Counmunsko, C.II. 16090, Mexuko,

JN.®., Mekcuka / Boehringer Ingelheim
Promeco, S.A. de C.V., Calle Maiz 49, Barrio
Xaltocan, Del. Xochimilco, C.P. 16090,
Mexico City, D.F., Mexico

HaumeHnoBaHue, ajpec opraHu3anuy, OOO «bepunrep MWHrenwxaitm», 125171,
YIIOJIHOMOYEHHOH BJIQJIENIbIIEM Mockaa, Jlenunrpaackoe mocce, 16A, ctp.3
PETUCTPAIMOHHOTO YJJOCTOBEPEHHUS Ten.: +7 495 544 50 44

JIEKapCTBEHHOTO IpenapaTa Ha IPUHITHE
npeTeHsuil ot motpedurens/Mmmnoprep

MeHemxep o perucTpaiun
ToJpa3ie/ieHusl BETepHHAPHBIX TIPETap?

000 «bepunrep NUnrenpxaitm» [Tomyxuna FO.A.




