FRESENIUS
KABI

caring for life

HoBbi¥ Npenapar
M IOHb YBaxaeMble napTHepbil!

KomnaHua @peseHnyc Kabu € pagocTblo coobllaer Bam o BHIMycke
2020 r HOBOTMO UHCPY3NOHHOTO KOMOVMHNMPOBAHHOrO NEKapCTBEHHOro npenapata

© Heogomnnacce, Cogepxalllero HeCTepongHoOe NMPOTUBOBOCMANUTENBHOE
CpegcTBO QgUKIMOMEHaK ¥ MWOPenakCaHT LEHTPaNbHOro gencTaus
opceHagpuH.

KayecTBeHHbIN
FpynnupoBo4Hoe 4 K°""L‘;i‘;?""”" JlekapcTBeHHas ®dapmakoTepaneBTu- ®opma Buinycka JKHBNM
HauMeHoBaHue geMCTBYIOLIMX gopmMa Yyeckas rpynna
BellecTB
[nknoeHak B 250 Mn PactBop gns HectepongHbIn Mo 250 mMn npenapara HeTt
+ COQgEPMUTCS: NHEPY3UA 75 Mmr + NPOTVMBOBOCMANW- B CTEKMAHHBIX

OpopeHagpuH OKnomeHak 30 mr TenbHbBIV Npenapar. PNaKoHax

HaTpUs 75 Mr [vKNoeHak B KoM-

OVHaLMM C gpyrmm 10 10 gonakoHoB
Opcpenagpuha npenaparamu B KAPTOHHOW KOpOOKe

untpar 30 Mr

Moka3aHue K I'IpVIMeHEHVIIO1:

KpaTkoBpeMeHHoe nedeHie GoMNeBoro CHGPOMa Yy B3POCHbIX @ OCTPBI BepTeOPOreHHHI 60NeBON CUHGPOM;

nauneHToB (B BO3pacTe 18 net v ctapLue) npy CregyroLLImx & KOpeLIKOBHIe 1 BepTedporeHHse 6onu;
3300MeBaHUAX: & NOCTONepaLOHHBIN 60NEBOW CUHGPOM.
MporHo3upyemMoe
LleneBas aygutopus pacnpegernieHue KOHKYypeHTHOe OKpyXeHue

no KaHanam npogax (yn.)

MHbEeKLMOHHbBIE (DOPMBI BEIMYCKa:

& TonnepnsoHa (Mngokanm) GEDEON RICHTER (BeHrpua)

& [lvknomeHaka (BonbtapeH) NOVARTIS PHARMA (LLiBenuapns)

& Menokcukama (Mosanuc) BOEHRINGER INGELHEIM
INTERNATIONAL (I'epmaHvs)

6 [lopHOokcukama (Kcepokam) TAKEDA AUSTRIA, GmbH (Asctpus)

Hesponoru Kommepyecknin 60%
TpaBMaTonoru/xupypri [focnutansHeI 40%

OMxungaeMbii CPOK gOCTYNMHOCTKU Npenapara — uoHb 2020 r.

o

HacTosLLee NMMCLMO agpecoBaHO HeMoCpegeTBeHHEM @ HacTosAllee MMCeMO COgepXnT COO0LLIEHVE O Npenapare

KnveHTam DpeseHnyc Kabn, nmetoLnm ¢ MpeseHnyc peLienTypHOro oTnycka (0TnycKaeTcd ToMbKOo No peuenTy Bpaya)
Kabu gencTBYOLLIVIE GOrOBOPLI MOCTaBKW, @ TakKe & COormacHo 3aKOHOQaTeNbCTBY COOOLLEHME HE MOgMeMnT
napTHepaM, 3akmoymBLLMM C Dpe3eHnyc Katu pacnpoCTPaHeHWo Cpegy HeomnpegeneHHoro Kpyra muL
QOroBOPbI YCIyr ¢ [Py pacnpocTpaHeHwiy BHYTPM KOMMaHMM GOMKHEl COXPaHATHCA

gaHHble MpegynpeguTensHee Hagnucy

1. KpaTkas MHCTPYKLMS MO MegULMHCKOMY NpuMeHeHuto: ToproBoe HanMeHoBaHue: Heogonnacce. CocTas: 1 (OakoH COgepXKUT: geNCTBYIOLLIME BELLeCTBA: gUKIOgeHak
Hatpua 75,0 Mr, opeHagpuHa umtpat 30,0 Mr; BcnomoraTtenbHbe BellecTBa: s6Mo4Has KMCnoTa, aueTunumMcTenH, guHatpus 3getata gurugpar, HaTpus rMgpokcng, Boga
gna MHbekUnn. MapMakoguHaMuka: Heogonnacce - KOMOGUMHMPOBAHHLIM MEKAPCTBEHHbBIM Npenapart, cogepxalluii HecTepougHoe NpoTMBOBOCMNANUTENbHOE CPegeTBO
gUKNOGPEHaK W MMOPeNaKCaHT LeHTPanbHOro gencTsnsa opmeHagpuH. [Jukio@eHak obnagaer aHanbre3npyoLLyM, XXaponoHWXXaloLLVM U MPOTUBOBOCNANUTENBHLIM
genciBmeM. HecenekTMBHO MHIMOMPYS LMKNOOKCUreHasy 1un 2 tuna (LUOT-1 n LIOM-2), Hapywaet MeTabonn3M apaxMgoHOBON KUCMAOTH M CUHTE3 NPoCTarnaHguHOB,
ABMNALLUMXCS OCHOBHBEIM 3BEHOM B Pa3BUTUW BocnaneHusa. Op@eHagpyH - MUMOPENaKkCaHT LEeHTPanbHOro gencTBUA, CHYXKAeT MaTonornyecky NoBbILLEHHBIN MbILLUEYHBIN
TOHYC, o6ragaeT NapacyvMnaTonUTUYeCKUM, MECTHOAHECTE3UPYIOLLUMM U YMEPEHHEIM aHTUTMCTaMVHHBEIM gencTBrueM. MapMakokuHeTuka: [Jukno@eHak: CaMble BbICOKME
KOHLIeHTpaLUWW grknogeHaka B nfasme gocTuraloTcs HemoCcpegeTBEHHO NOCMEe MHADY 31K, YTO MPUBOGUT K GBICTPOMY HACTYNIEHWIO 3(PaREKTa. MIHPY3us no3Bonsier nsberarb
MVKOB KOHLEHTPaUUW gUKNOgEHaKa B nnasme. [ocne BHYTPUBEHHOrO BBEGEHWA 75 M gUKNOREHAKa ero MakcuMarnbHas KOHLEeHTPauus B Nna3me coctasnset 1,9 Mkr/Mn
Ha NPoTsXKeHUM 6onee 2 YacoB 1 HaXoOgUTCA B MMHENHON 3aBUCUMOCTH OT BBEgEHHOW go3bl. CUCTeMHasd 6MOgOCTYMHOCTb MOCNe BHYTPUBEHHOMO BBEgEHNS gUKNOMeHaKa
npuonuanTeNbHO B 2 pasa Gonblue, YeM Nocne ero NepopanbHOro UNN pekTanbHOro NPUMEHEHWA, MOCKOMbKY B MOCMNEQHMX CAyYasXx 0KOMO MOMOBMHLI KONUYecTBa
gUKnoeHaka MeTabonnanpyeTcs Npu KNepBUHHOM NMPOXOXKJEeHMNY Yeped nedeHb. KOHeYHbIM Neprog nonysuiBegeHus (T1/2) coctaBnsier 1-2 4. T1/2 4-x metabonuros,
BKIIOYasA 2 (DAPMakoMoOrn4ecky akTUBHBIX, TakXXe HEeNMpogorxuTerneH u coctaBnset 1-3 4. OpgeHagpyH: MaKCUMarbHbI YPOBEHb OpcPeHagpuHa B nrasme gocturaercs
y>Ke 4epes 2 MWH nocrne BHYTPUBEHHOro BBegeHUs. bonbluas YacTb opeHagpruHa MeTabonmnanpyeTcs 1 NpenMyLIecTBeHHO BLIBOGUTCS HYepes NoYkn. KoHeYHbIN
nepvog nonysuiBegeHuns T1/2 coctaBnsaeT 14 4. MokasaHUa K NpuMeHeHUIo: KpaTkoBpeMeHHoe neveHne 60NeBoro CMHgPOMa npu Cregyrowmnx 3a6onesaHnsax: oCTpLIn
BepTeOporeHHbln 60NeBOI CHGPOM; KOpPeLLKOBLIE 1 BepTeOporeHHbie 60MK; NoCToNepaunoHHbI 60nNeBoV CMHGPOM. CNoco6 NpUMEHEHNS 1 go3bl: BHYTPUBEHHO, B BUge
MHMY3nKW. CtaHgapTHaa go3a 250 Mn 1pas B CyTKW. 1 onakoH npenapara (250 Mn) cogepxut 75,0 Mr guknogeHaka. B uckntioYntenbHbIX CNydasx 2 pasa B cyTku no 250 Mn
C VIHTEPBANOM MeXgy MHMY3MAMU He MeHee 8 4. MPogorKmUTenbHOCTL MH@Y3UK 250 MN Npenapara coctasnaet 1,5-2 4 (2,1-2,8 Mn/MuH). Briarogaps HU3KOoM 0CMONAPHOCTH
(npubnuantensHo 303 MOCMONL/MN) Mpenapar MOXeT BBOgUTLCS Yepes nepumepnyeckyto BeHy. He criegyet nprMeHsTs npenapar Heogonnacce Gonee 2 gHen Nogpag.
MakcumanbHas cyTo4Has go3a He gorxHa npeBbilaTb 150 Mr grknomeHaka B CyTKW. BnusaHWe Ha cnoco6HOCTb YNpaBnATb TPAHCMNOPTHLIMU CPegcTBaMU: MaLMeHTaMm,
Y KOTOPbIX Ha (POHE MPUMEHEH S Npenapata BO3HWKAIOT 3pUTeNbHbLIe HapyLLEeHWS, FONOBOKPYXeHWe, COHMMBOCTL, BEPTUIO UMW gpyrie HapyLLEeHWs CO CTOPOHbI LIeHTPanbHON
HEPBHOW CMCTEMBI, HEOOXOgVMO BO3gepXXaTbCs OT yNpaBneHWUs aBToMo6uneM, paboTel C MeXaHU3MaMu 1 BUGOB geaTenbHOCTU, TPEOYIOLLNX ObICTPOTE MCUXOMOTOPHbIX
peakuunin. YCnoBUA XpaHEHUS: XPaHUTb B 3aLLMLLIEHHOM OT CBeTa MecTe Npu Temnepatype He Beile 25 °C. Cpok rogHocTH: 1 rog. YCnoBus oTnycKa: no peLenTy.

lMpegctaBneHHas MH@EOPMAUUA MpegHadHadeHa UCKNI4YUTeNnbLHO gnsd Onga nony4eHnss gONONHUTENLHOR MHEPOPMaLIMK O NpenapaTte obpallantecsk
CneunanuctoB 3gpaBOOXPaHEHUs W PapMaueBTUHECKUX PaBOTHUKOB, B NpegcraBmntenscTBo komnaHum OO0 «Dpe3eHnyc Kabu» no agpecy
He MOXeT MCNoNb30BaTbCsA WHLIMW NuUUamMW, B TOM YMcne gnsa 3ameHbl 125167, MockBa, [leHnHrpagckum np-T1, g. 37, k. 9
KOHCYMbTauuu ¢ Bpa4oM v gna NPpUHATUS PeLLeHNsA O NPUMEeHEHUN YKa3aHHoM T.:(495) 988-4578, @.: (495) 988-4579

B Marepuane Mpogykunn KomnaHuu. MNpogyKkuUmnsa, ykasdaHHas B gaHHOM E-mail: ru-mow-info@fresenius-kabi.com

Matepuane, ABNAETCA NeKapCTBEHHBIM CPEJCTBOM, UMEET MPOTUBOMNOKa3aHus www.fresenius-kabi.ru

K MPUMEHEHMIO U Mcnonb3oBaHuio. Mepeg ynotpebneHreM Heo6xoguMo
O3HAKOMUTLCA C UHCTPYKLMEN NO MPUMEHEHUIO. NEO-2020-MAY-94 20.05.2020



