IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

CAJIO®AJIBK

(SALOFALK®)

CKkn1ao0:
ditoua pevosuHa: Mecalla3uH;
1 kni3ma (60 r cycnensii) mictuts 4,0 r Mecana3uny (5-aMiHOCATIIMI0BOI KUCIOTH);

donomMidicHi peuosuHu: HaTpito O6en3oat (E 211), kanito mertabicynbdit (E 224), muHaTpiio emerar,
kKapOomep 934 P, kanito alleTaT, KCaHTaHOBa KaMe[b, BOJla OUMIIEHA.

Jlikapcbka ¢popMma. CycCreH3is peKTasbHa.

OcHosHI (i3uko-xiMiyHI 81acmueocmi: TOMOTeHHa CYyCIIeH3is, 1[0 Ma€ KOJIip Bif OyzKe CBITJIOTO
KOPUYHEBOTO 0 KOPUYHEBOTO, 1030aB/ieHa CTOPOHHIX YaCTOK.

®apmakoTepaneBTHYHA Ipymna.
[TpoTtusananbHi 3acoby, 110 3aCTOCOBYIOTHCS [JIS1 JTIKYBaHHS 3aXBOPIOBaHb KUIIEYHUKY.

Kop ATX AO7E CO02.

dPapmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

MexaHi3M npoTHU3anaabHOl Ail HEBifoMUM. Pe3ynbTaTé OOCHIAXKEHS in Vitro cBigyaTh, IO IEBHY POJIb
MOXKe MaTH iHTriOyBaHHS JIIIOOKCUTEHAa3H.

Bymno Takox MpomeMOHCTPOBAHO BIIMB Ha KOHIIEHTPALIil0 TPOCTarjJaHgUuHIB B CIU30Bil 000JIOHIT
KuieyHuKy. Mecanasus (5-aminocarminunoBa kucnora/5-ACK) Moxke TaK0XK OiATH K IOTJIMHAY
pafuKaiB peaKTUBHUX CIIOJIYK KUCHIO.

Mecamna3uH Ipu peKTajJbHOMY BBe[IeHHi i€ TepeBaKHUM YMHOM JIOKAJIbHO Ha CIM30BY 000JIOHKY
KHUIIIOK i Ha MifiCIM30BY TKAHUHY 3 IIPOCBITY KUIIIOK.

HoxkmniHiuHi gaHi, 110 6a3y0ThCSA Ha TPATULINHUAX JOCTiIXKeHHIX 6e3meKHd, (hapMaKoiorii,
TeHOTOKCHUYHOCTI, KaHIIEPOTEHHOCTI (Ha Imypax) abo TOKCHUYHOCTI 00 PENPOYKTUBHOI CUCTEMHU, He



BKa3YIOTh IIPO OCO6J'II/IBy He6e3neKy OJId JIIOOWHHA.

Byno BigMiYeHO HUPKOBY TOKCHUYHICTh (HUPKOBUY MAMiIIPHUN HEKPO3 Ta MOIIKOAXKEHHS eIiTeio B
IPOKCUMaIbHUX KaHanbisx (Pars convoluta) abo 1inoro HedpoHa) B JOCTiIKEHHIX TOKCUYHOCTI IpU
3aCTOCYBaHHI ITOBTOPHUX BUCOKHKX IIepOpaibHUX 03 Mecana3uHny. KiliHidyHa BaK/IMBICTh LIUX JaHUX
HeBigoMa.

dapmakokiHemuka.

3arajibHi BIAaCTUBOCTI Mecala3uHy

IloeauHaHHA

[TornuHauHA Mecana3uHy € HalBUIIKMM Y IPOKCHMAaJIbHil YaCTUHI KUIIEYHUKY i HAUHUKIUM — Y
OUCTabHIA UOT0 YaCTHUHI.

biompaHcgpopmauis

Mecamna3uH MeTabomi3yeThCS SK JOCUCTEMHO Y CIIM30Bil 000JIOHII KUIIEYHUKY, TaK i y medinIi y
(dbapmakooriuno HeakTuBHY N-aneTuii-5-aminocaniuunoBy KuciaoTy (N-An-5-ACK). OueBugHoO, 110
alleTUIIOBAHHS He 3aJIeXKUTh Bifl PeHOTUIy alleTUITIOBaHHSA XBOPOTo. [lesKe alleTU/IIOBaHHS TaK0XK
BimOyBa€eThCS 3aBASKY Ail 0aKTepiil y TOBCTOMY KUILIEUHUKY. 3B’ sI3yBaHHS Mecasna3uny i N-An-5-ACK
3 GimKamMu CTaHOBUTH BifmoBinHO 43 % i 78 %.

BusedeHHs/ekckpeuis

MecanasuH i #ioro Mmetabomnit N-A1-5-ACK BuBOoOsiTHCS 3 (heKamisiMu (OCHOBHA YacCTHHA), HUPKAMHU
(Bapitoe mix 20 i 50 %, 3amexkHO Bif TUIy 3aCTOCYBaHHS, (papMalleBTUYHOl (OPMHU i UIIAXY
BUBIJTbHEHHST Mecala3uHy) i 3 K0BYI0 (He3Ha4YHa YacTuHa). HupKoBa eKCKpellist BimOyBaEThCS
nepeBaxHo y BUriaai N-Am-5-ACK. bnussko 1 % Big 3aranbHOI BBeIeHOI IIepOpaibHO 03U
Mecajla3uHy eKCKPeTYEThCSA Y TPYAHE MOJIOKO, TOJIOBHUM 4nMHOM Y BUriaai N-Au-5-ACK.

Ocob6nuBocti kni3zm Camodanesky, 4 r/60 M

Po3noodin

CrunTturpadiyie mocmigKeHHS 3a YYacTIO Halli€HTiB 3 He3HAYHUM a00 ITOMiPpHUM T'OCTPUM
BUPA3KOBUM KOJIITOM I10Ka3aJjio, 10 pPifrHa KIi3MU Ha [I04YaTKy JIIKyBaHHS Ta yepe3 12 TUXKHIB
3aCTOCYBaHHS PO3MOAINSAETHCS FOJIOBHUM YMHOM Y IIPSIMill Ta CUTMOBUAHIN KUIIKAX i MEHIIIOK MipOI0
- B 0000Bi#l KHUIILIi.

IToenuHaHHA 1 BuBeOEHHA

Y mocnigzkeHHi 3a y4acTIO MalliEHTIB i3 BUPA3KOBUM KOJIITOM y CTafil peMicil MK KOHIeHTpallil y
na3Mi cranoBuB a7 5-ACK 0,92 mxr/mi i s N-An-5-ACK 1,62 MKr/mi yepes npubnu3so 11-12
TOJWH TIpY cTanux yMmoBax. IIIBUOKicTh esimiHanii craHoBuMIa mpubnu3uo 13 % (gepes 45 roguH),
npuyoMy Oinbiiia KinbKicTs (607113bK0 85 %) BUBomuach y ¢hopmi Mmetabomity — N-An-5-ACK.

KonnenTpauis y nna3mi 5-ACK i N-An-5-ACK y fmiTed 3 XpOHIUHUM 3alla/IeHHSIM TOBCTOTO KAIIEYHUKY
npu nikyBaHHi CanodanbskoMm, 4 r/60 mn, craHoBuna 0,5—2,8 MKr/min i 0,9-4,1 Mxr/mn
BifITIOBiZIHO.



Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

JIikyBaHHS 3arOCTPEHb BUPA3KOBOI'0 KOJITY (XPOHIYHOr0 3amajibHOr0 3aXBOPHOBAHHS TOBCTOTO
KUIIEYHUKY).

IIpomunoka3aHHs.

linepuyTnuBICTh HO Mecasla3uHy, no OyAb-SKOTO 3 KOMIIOHEHTIB mmpemnapaTy abo [0 camilumiaris,
BHpa3KoBa xBopoOa LIIyHKA Ta ABaHAALSTUIIAN0l KUIIKY B CTaflil 3aTOCTPEHHS, TSXKKa IeYiHKOBa
Ta/ab0 HUPKOBA HENOCTATHICTh, reMopariyHuii miaTes.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
CrerrianbHUX OOCITIIXKEHb JTiIKapChKO1 B3aEMOIil HE TPOBOMUIIOCE.

[Tig yac KOMIJIEKCHOTO JTiKyBaHHA IIpenapaToM CanodasbK Ta a3aTiOIPUHOM, 6-
MepKanTonypuHoM abo TioryaHiHOM y HeSKUX JOCTiXKEeHHSIX 0YI0 BUSBIEHO OilbIly 4aCTOTY
Mi€eocynpecuBHUX ePeKTiB, 110 HIOUTO CBIAYUTE IPO HaABHICTh B3a€EMOLil, OOHAK MeXaHi3M
B3a€EMOil BCTAHOBJIEHUM HEMOBHICTI0. PEKOMEHIYETHCSA PETYIIPHO KOHTPOIIOBATU PiBEeHb
JIEUKOLUTIB, & peKUM [03yBaHHS TIONYPUHIB CIIif BITKOPUT'YBaTH.

€ maHi Ipo Te, 10 Mecala3uH MOXKe 3HU3UTU aHTUKOATyJIaLiiHy Oifo BappapuHy.

MozKuBe TOCUNIEHHS TIiMOTTiKeMiuHO] [il MoXimHUX CynbGhOHIICEeUOBUHHU, TOKCUYHOI Oil
MeTOTpeKcaTy. AKTUBHICTh (pypoceMifly, CIIipOHOIaKTOHY, CylbdaHiIaMifiB, pudpaMIinuny,
YPUKO3YPUUYHUX IIpenaparTiB (mpobeHenuay Ta cynbdiHmipa3oHy) Moxe cinabuiat. Mecana3uH MOXKe
IIOTEHIlif0BaTH HeOaxkaHy [if0 TTIOKOKOPTUKOIMIB Ha CIM30BY 000I0HKY HIIIYHKA, 3MEHIIyBaTH
BCMOKTYBaHHS AUTOKCHUHY.

Oco6 1ueocmi 3acmocyeaHHsi.

Ha po3cyp nikaps notpibHo mig yac Ta micis JikyBaHHS poOUTH aHaIi3u KPOBi (PO3TOPHYTHH aHAaJIi3
KPOBi; MOKa3HUKYU GYyHKIIII mevinku, Taki sk AJIT ab6o ACT; kpeaTuHiH CHPOBATKM) Ta cedi (TECTOBI
CMyXkKH, ocajt). OpieHTOBHO aHali3u peKOMeHAyEThCS POOUTH Yepe3 14 OHIB Bif movyaTKy MiKyBaHHS i
IoTiM 1mie 2—3 pa3u 3 iHTepBaiaMu 4 TUXHI.

fAKI10 pe3ynbTaTy HOCIIAXKEeHb HOpMaJlbHi, pyTUHHI IEPEBIPKYU MOXKHA IIPOBOAUTHA KOXKHI 3
MiCsiIli, ajie TIPY TOSIBi iHIMX HOJATKOBUX CHUMIITOMIB aHaJli3u HeoOXigHO 3po0UTH TEPMiHOBO.

3 06epekHICTIO CITifl 3aCTOCOBYBATH XBOPUM 3 MOPYIIEeHHIMU QYHKIIII TeUiHKH.

[ToTpi6HO 3 06epekHICTIO 3aCTOCOBYBATH KiiaMu CanodanbKy IpH HOPYIIeHH] YHKIII HUPOK
JIETKOTO Ta ITOMIipPHOTO CTYIEeHS TSXKKOCTi. HeobximHO perynspHo KOHTPOIIOBAaTU (PYHKIII0 HUPOK, a
caMe BHMipIOBaTH PiBeHb @30Ty CEYOBMHHU KPOBi, KpeaTUHIHY y MallieHTiB 3 poTeinypieto. [Ipu



noripineHHi GyHKIIl HUPOK YIPOOOBXK JIiKyBaHHS CIIi MaTH Ha yBa3i iHAyKOBaHYy Mecaia3uHOM
TOKCUYHICTb BiTHOCHO HUPOK.

[Tpu 3acTocyBaHHI Mecasia3uHy [IOBiIOMIISIOCS IIPO BUMAagKU HedpoliTiady, B TOMY YKCIIi yTBOPEHHS
kameHiB 3i 100 % BMicToM Mecana3uny. PekoMeHyeThCsl 3a0€3MeYnTH OCTATHINA MPUNOM pifuHU
IiJ 4ac JiKyBaHHS.

XBOpUM 3 JIeT€eHEBUMU 3aXBOPIOBAHHAMU, 30KpeMa 3 aCTMOIO, CJIi[l 3HaXOAUTHUCH IIifl HArIaa0M
JiKaps NOPOTATOM KypCy NiKyBaHHS KiidMaMmu Canodaibky.

He6axkaHi TSXKKi IKipHi peakiii

[ToBigoMsiyiocs mpo MOsIBy HebaxkaHUX TSIXKKUX IIKIPHUX peaklid, BKIIo4Yaoyu cuaapoM CTiBeHca —
IxoHcoHa (CCII) i TokcuuHui emigepManbHuil Hekpoi3 (TEH), moB’si3aHux 3 NiKyBaHHSIM
Mecana3uHoM. CIif IpUIVHUTYA IPUIMOM Mecajla3vHy IPU MEePLIid 0SBl 03HaK 1 CUMIITOMIB TAXKKUX
IMKipHUX peakilili, HallpuKial MKipHOl BUCUIIKH, TIOIIKOAXKEHb CIIN30BHAX 0007I0HOK ab0 O6ymb-IKUX
IHIIUX O3HAK IillepYyTIUBOCTI.

XBopuM, SIKi MalOTh B aHaMHe3i 00iYHi peakilii Ha IpenapaTH, 0 MiCTITh CyNbdacana3ul, Ciif
nepebyBaTH IiJ peTeTbHUM MEeJUYHUM HATJISJ0M 3 CaMOT0 IT0YaTKy KypCy JTiKyBaHHS K/Ii3MaMu
Canodaneky. Akio cycrnensis Canodanbk BUKIHKAE TOCTPI peakilil HEIePeHOCUMOCTI, TakKi K
CIIa3MU B KUBOTI, TOCTpu#l Oifib ¥ KUBOTI, TUXOMaHKa, CUJIbHUN T'OJIOBHUI OiNlb Ta BUCHUII, Tepariio
CJIil Hera’HO NIPUIIUHUTH.

3aBpsku ToMy, 1m0 Kinizmu Canodanbky, 4 /60 My, MicTSTh MeTabicynbdiT Kasito, BOHU MOXKYTh
CIIPOBOKYBATH aJIepriuHi peakilii 3 aHaiTaKTHYHUMHU CUMIITOMaMH i CKOpOUeHHSIM OpOHXiB
(OpoHXOCIIa3MOM) Y YyT/IUBUX MalliEHTiB, 30KpeMa y XBOpPHUX Ha OpoHxXialbHY acTMy ab0 y XBOPUX 3
ajeprier B aHaMHe3I.

OckinpKy IIpemnapaT MiCTUTh HaTpito 6eH30aT, BiH MOXKe CIIPOBOKYBaTHU PO3BUTOK peakllil MiiBUIIIeHO]
YyTIUBOCTI y [TAlli€HTIB y BUTIAAI TOAPa3HEHHS LIKipHu, ouell abo Clu30BUX 000I0HOK.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

AneKBaTHUX [JaHUX IIPO 3aCTOCYBaHHA Kii3M CanodaibKy BariTHUM XKiHKaM HeMae. [IpoTe maHi ipo
3aCTOCyBaHHS 00MexXKeHil KiTbKOCTi BariTHUX BKa3yIOTh Ha BiCyTHICTh HeOaKaHOTO BIIJIUBY
Mecajla3uHy Ha rnepe0ir BariTHOCTi abo Ha 300poB’s 1Ioda Ta (abo) HoBoHapoaKeHoro. Ha choromHi
Oynb-sKi iHINII enigeMioNoriyHi faHi CTOCOBHO IpelnapaTy HefoCTyIHi. TilbKi B ODHOMY BUIIAOKY
IIiC/ISI TPMBAJIOT0 3aCTOCYBaHHS Mecala3uHy y BUCOKIiM [103i (2—4 r mepopanbHO) BIPOAOBXK
BariTHOCTI ITOBIOMIJISJIOCS [IPO HUPKOBY HEOOCTATHICTh Y HOBOHAPOAXKEHOT 0. bynu noBigoMIieHHsS
IIPO TIOPYIIEeHHS 3 60Ky CHCTeMU KPOBi (JIeMKOIeHiss, TPOMOOIIUTOIIEHis, aHeMisI) Y HOBOHAPOMXKEHUX,
MaTepi IKUX 3aCTOCOBYBaJIU Mecasla3uH.

HocnimKeHHS Ha TBApHXHAX IIPU IIepopabHOMY IIPUOMi Mecana3ruHy He 3acBimuunio npsamoro abo
0TI0CEePEeKOBAHOT'0 HECIIPUSATIMBOTO BIJIMBY Ha BariTHICTh, PO3BUTOK eMOpioHa/mofa, mojoru abo
IIOCTHATAIbHAM PO3BUTOK.

Knizmu CanodanbKy MIpoTSATroM BariTHOCTI He0OXiTHO 3aCTOCOBYBATH JIMIIIe TOMi, KON O4YiKyBaHa
KOPUCTB Bif] 3aCTOCYBaHHS lepeBaxKaTUMe MOXKIIUBUY PU3UK.

N-auerun-5-aMiHocasinuioBa KUCJIOTa 1 MEHIIOK MipOi0 Mecajla3uH eKCKPETYIOThCH Y TPYLHE



MoJI0KO. Ha chorogHi € nuitie oOMexKeHUU JOCBIfl 3aCTOCYBaHHS KiHKaM y Iepiof rogyBaHHS I'PYALIIO.
He MoXHa BUK/TIOUUTH pPeaklidl TilepuyTINBOCTI y TPYAHOL AUTUHY, TaKUX SK Aiapesd. OTxe Kii3mMu
CanodanbKy MOXHa 3aCTOCOBYBaTH IIifl 4aC IPySHOT0 BUTONOBYBaHHS JIAIIE TOM1, KOJIX O4iKyBaHa
KOPUCTH Bil 3aCTOCYBaHHS [lepeBaXKaTuMe MOXKJIUBAY PU3UK. FKINO y TPYyIHOL IUTUHHU PO3BUHETHCI
niapesi, TOOyBaHHS IPYALIO0 CIIiT IPUIIUHUTH.

30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepysaHHi aeBmompaHcnopmom abo iHwumu
MexaHiamamu.

Hisikoro BINUBY Ha 3JaTHICTh KepyBaTu aBTOMOOiIeM Ta KOPUCTYBATUCh iHIIUMU MeXaHi3MaMU He
CIIOCTepIrasocs. fKINo Iif Jyac JiKyBaHHSA [IpelapaToM CIIOCTePIiraeThCs 3allaMOPOYeHHs, CIIif
yTPUMAaTHCS Bifl KepyBaHHS TPAHCIOPTHUMU 3aco0aMu Ta poOOTH 3 iHIIMMU MeXaHi3MaMu.

Cnocib 3acmocyeaHHsi ma do3u.

[Topocii Ta NalieHTy JTIiTHEOTO BiKY

[TamieHTaM i3 cUMIITOMaMu FOCTPOTO 3alajieHHs peKOMEHI0BAHO 3aCTOCOBYBATH BMICT OfHi€l KJTi3Mu
(60 r cycmensii) pektanbHo 1 pa3 Ha o0y yBeudepi, mepey CHOM.

Haiikpammuii pe3ynbTaT JOCATAETHCS, SAKILO IIepel 3aCTOCYBaHHAM KiisMu CanodanbKy IPOBOOUTHCS
OYMIIEHHS KUIIEYHUKY.

BaxaHOoro nikyBaJIbHOTO pe3yabTaTy MOXKHAa AOCATTU JIUIIE [IPU PETyJIIPHOMY 1 IOCTIHHOMY
3acTocyBaHHI KJi3M CanodanbKy.

TpuBaicTh 3aCTOCYBaHHS BU3HAYAE JIiKap.

[HCTPYKIIis 3 BBeIleHHS CYCIeH3il

ITigroToBKa:

e 300BTaTu Kii3my npoTsarom 30 CeKyHZ,.
e 3HATYM 3aXUCHUM KOBIIAYOK 3 allJlikaTopa.
e TpumaTu Kj1i3My 3a 60KOBi IIOBEPXHI.

HpaBI/IJ'[BHe IMOJIOKEHHS IIPpH BBEEHHI K/Ii3MU:

e [lalieHT Ma€ NATTU Ha JiBUM OiK i BUTATHYTH JIiBy HOTY, 3irHYBIIU IIpaBy. Lle monermye
BBE[IeHHS KJIi3MU i MigBUIIyE 11 e(DeKTUBHICTS.

BBepmeHHs KITi3aMu:

e BBecTu KiHUYMK amnikaTopa AKOMora faji y IpaMy KUIIKY.

e Tpoxu migHATU KJIi3MY OOTOPU OHOM i ITOBIJIBHO CTUCHYTH.

e K TiBKU KJTi3Ma CIOPOXKHi€, MOBUIBHO BUBECTH KiHYUK alljlikaTopa 3 IPSAMOL KUIIKH.

e [lamieHTy CIIifl MPOIOBKYBATH JiexkKaTH IoHaWMeH e 30 XBUIMH, 106K BMIiCT KJTi3Mu
PO3MOBCIOOUBCS TI0 MPSAMiid KHIIIIT.



e JKIIT0 I1e MOXKIIMBO, HEXAW PigyHA KIi3MU CIPUYUHSIE CBill e(heKT YIIPOOOBXK yCiel HOUi.

[imu. Hemae mocTaTHHOTO OOCBIly 3aCTOCYBaHHS IIhOT0 JIIKAPCHKOTO 3aCO0Y [IiTSIM.

Ilepedo3yeanHns.

Ha croropgni mpo BuMmagKy iHTOKCHKAINI Ta cienudiyHi aHTUIOTH He TMOBimOMIISNIOCh. € maHi mpo
BUIIQ[IKU Ilepefo3yBaHHs (HallpyKiaz, HaBMHUCHE CaMOTy0CTBO IIJITXOM IIPUIOMY BHCOKO1
IIepopabHOI 1031 Mecala3uHy), IKi He BKa3yI0Th Ha HUPKOBY a00 MMeYiHKOBY TOKCUYHICTb.
CrnenudiyHOr0 aHTUOOTY He iCHYE, TIKyBaHHS ITOBUHHO OyTH CUMITOMATUYHUM Ta MiATPUMYyBaTbHUM.

Y pa3i HeoOXiMHOCTI 3aCTOCOBYIOTH BHYTPIIHbOBEHHY iH(Y3i10 €J1eKTPOJIiTiB (IPUMYCOBUY Oiypes).

ITo6iuni peakuii.

Cucmema opeaaHia

Jacmoma 8ionosioHo 0o MedDRA

piOKiCHI
(? 1/10000; < 1/1000)

0yoice piokicHi
(< 1/10000)

HesiO0oMO
(HemoorAuBo
BU3HAYUMU HA
0CHOB81 0OCMYNHUX
OaHux)

CucteMa KpoBi i
miMpaTyHa cuCcTEMa

3MiHU y CKJIafl KPOBi (ammacTuyHa
aHeMis, arpaHyJIOLUTO3,
[MaHLUTOIIEHisI, HEUTPOIIEHis,
TIEeMKOIeHist, TPOMOOIMTOIEHIs)

HepsoBa cucreMa

"om0BHUH OiNb,

[TepudepryHa HelpoaTis

3aIaMOpPOYEHHS
CepueBo-CyIuHHA Miokapour,
cucTeMa MePUKAPIUT

Opranu guxaHHSA,
rPYOHOL KJTITKH Ta
CEepeIOCTIHHSA

Anepriuni Ta ¢pi6bpo3Hi peakiril
fereHiB (BKIIOYAIOYU AUCIIHOE,
Kallleslb, 0POHXOCIIa3M, aIbBEOJIIT,
lTereHeBy e03UHOGIITIIO,
iH(inbTpAallilo TereHis, ITHEBMOHIT,
[IJIEBPUT)

[IITyHKOBO-KUIITKOBU I
TPAKT

bib y YepeBHin
[MOPOXKHUHI, Aiapes,
MeTeopu3M, HyfoTa i
0JII0BAHHS

[ocTpull TaHKpPeaTuT

Hupku Ta )KOBUHUU
MIXyp

[TopyiuieHHST PYHKII HUPOK,
BKJIIOYAIO4YX TOCTPUM 1 XPOHIYHUM
iHTeCTUHANbHUY HEe(QPUT,
He(POTUYHUM CUHAPOM i HUPKOBY
HeIOCTAaTHICTh

Hedpomitiaz*




[Ikipa i 11 moximai [TinBuilleHa YyTIUBiCTH{ANIONELiS Cungpom

[IIKipY 00 COHAYHUX 1 CtiBeHca —
yIbTpadioneToBux T>xoHcoHa (CCII),
[IPOMEHIB TOKCUYHUUN
(poTouyTNIUBICTH) emigepManbHUN
Hekpomni3 (TEH)

CkeneTHO-M’ sI130Ba Mianris, apTpaniris, CyZoMu

CHCTeMa Ta CIIOJIy4YHi

TKaHWUHHI

[MyHHa CUCcTeMa Peaxk1ii rinepyyT/INBOCTI,

BKJIIOYAlOYHY ajiepriyHe BUCUIIAHHS,
MeOUKaMEHTO3HY rapsdKy,
CUHIPOM YePBOHOTO BOBYAKa,
naHKoJIiT, Habpsak KBinke

['emaToOinmiapHi

MOPYIIEHHS

[TegiHKa i 2KOBYHUU 3MiHM y TapamMeTpax QYyHKIIl

MIXyp Medinky (IigBUILEHHS aKTUBHOCTI
TpaHCcaMiHa3 i mapaMeTpu 3aCTOI0
PKOBYi), TeIIaTUT, X0JIeCTaTUUYHUN
reIaTUT, IIediHKOBa HeMOCTaTHICTD

PenmpogyKTUBHaA Omnirocmepmis (060poTHA)

crcTeMa

Cran Micus BBe[JeHHS AnanmbHUM nuckoMdopT, O6inb y
pAMil KU, TeHEe3M,
Mofpa3HeHHS

*IuBiThCS PO3Min «OCOBIUBOCTI 3aCTOCYBAHHS».

[ToBimomusinocs po mosiBy HeOakaHUX TSAXKKUX IIKIPHUX peaklliii, BKiIoyaioun cuHapoM CriBeHca —
IxoHcoHa (CCII) i TokcuyHu# enigepmanbauil Hekpoi3 (TEH), nos’si3aHux 3 IiKyBaHHAM
Mecalla3uHOM (OuB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

®OTOYYTIUBICTD

[ToBimomusinocs po OiNbII TSXKKI peakilil y IallieHTiB i3 paHillle iCHYIOUUMHU IIKipHUMHI
3aXBOPIOBAHHSIMM, TAKMMU SK aTOIMIYHUY JePMAaTUT Ta aTOIiYHa eK3eMa.

Takox MOXKJIMBI BTOMa, IapecTesii, MeTreMornobiHeMisi, TpHUBaja fiapesi, TOCUJIEHHS CUMIITOMIB
KOJIITY.

MexaHi3M pO3BUTKY MiOKapOUTy, IePUKApPAUTY, TAHKPEeaTUuTy, HepuTy i renaTuty y 3B’ sI3Ky i3
3aCTOCYBaHHSM Mecalla3uHy HeBiIOMUY; BiH MOXE MaTU ajlepriyHy eTioJoriio.

Cnip 3a3HayuTH, 110 AesKi 3 IUX PO3JIaiB MOXKHa IMOSCHUTH CaMUM 3allajieHHSAM KUIIEUYHUKY .

[ToBigoMIIeHHS MPO Mimo3pioBaHi m0o6iuHi peakirii

[ToBimoMIeHHS PO Migo3pioBaHi MOGiYHI peakii Mmic/isgs oTpUMaHHS HO3BOJIY Ha peajlilalliio
JiKapchKOro 3aco0y € mykKe BaXkJMBUM. Lle ma€ 3MOTy TOCTiiHO KOHTPOIIOBaTU OanaHc
KOPUCTi/pU3UKY 3aCTOCYBaAHHS JTiKapChKOro 3aco0y. MeouyHi mMpaiBHUKY IIPOCATH MOBIIOMIISTH PO
Oynb-gKi mimo3pu Ha nMob6iuHi peakiril yepes:



Bundesinstitut fur Arzneimittel und Medizinprodukte
(PemepanbHUM IHCTUTYT JTiIKApPChKUX 3aC00iB Ta MeAUYHUX BUPOOiB)
Bigpin ®apmakoHarisagy

Kyprt-T'eopr-Kiziarep-Anni 3

53175 bonHn

www.bfarm.de

Tepmin npudamHocmi. 2 POKH.

He 3aCTOCOBYBATH MiCTIs 3aKiHYeHHS TepMiHy HpI/IJZ[aTHOCTi, 3d3HA4Y€HOro Ha yrIaKOBI_Ii.

YmoBu 30epiranns. He notpe6ye crnerianbHux yMoB 30epiranus. 30epiraTu y HeOOCTYITHOMY AJIs
OiTen Micrii.

YnakoBka. ITo 60 r cycnensii y Kmi3Mi; mo 7 K7i3aM B 611icTepax B KOpoOIli 3 KAapTOHY.

Kareropis Bigmycky. 3a perenTtom.

BupoOHUK.

IOp. ®anpk ®apma I'MO6X/Dr. Falk Pharma GmbH.

Micuie3HaxoIKeHHsI BUPOOHHKA Ta HOT0 aJpeca MicCIisi IPOBaaKeHHsI Tis/TbHOCTI.

JIatineHBebGepmTpacce 5, 79108 ®paiibypr, Himeuuuna/Leinenweberstrasse 5, 79108 Freiburg,
Germany.


http://www.bfarm.de

