TIHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

BYIEHO®AJIbBK

(BUDENOFALK"®)

Cknao:
ditoua peyosuHa: OymecoHif;
KOXKHa fo3a ( 1 po3nusoBalHs) MiCTUTh 2 MT OyOeCoHiny;

0ONOMIdCHI pe4oBUHU: CIUPT LIETUIOBUM, CIIUPT IIeTOCTEeapUIOBUH, momicopOaT 60, Boga o4uIleHa,
OVHATPiI0 efleTaT, MaKporoJly CTeapuJioBUM edip, MPOMiNeHTIiKOJb, KACIIOTa TMMOHHA, MOHOTIgpaT,
nporaH/H-0yTaH/i300yTaH.

JIikapcska ¢opma. [TiHa pekTanbHa.

OcHoeHi pizuko-ximiuHi 81acmusocmi. bina abo TbMsiHO-0ina 1IiTbHA MiHa XXUPHOI KOHCUCTEHIII.

dapMmakoTepaneBTHYHA rpyna. [IpoTusananbHi 3aco6H, 1110 3aCTOCOBYIOThCS IIPU 3aXBOPIOBAHHSIX
kuieyHuKy. Koptukocrepoinu micuesoi mii. Kog ATX AO7E A06.

®apMaKoIOriyHi BJIaCTHBOCTI.
®apmakoduHamika.

Touynuit MexaHi3M fil 6yecoHigy npu NTiKyBaHHI BUPA3KOBOTO KOIIiTY/IIPOKTOCUTMOIIUTY He LiTKOM
3’dcoBaHui. [laHi, OTpUMaHi y X0fi papMaKOIOTiYHUX AOCIIIXKEHb i KOHTPOJIbOBAHUX KIIIHIYHUX
BUIIPOOYBaHb, YiTKO BKa3yl0Th, 110 CI0Ci0 Ail OymecoHiny B 0CHOBHOMY 6a3yeThCsl Ha MiCLieBiil il B
KHUIIeYHUKY. ByIecoHin € TII0KOKOPTUKOCTEPOIIOM 3 BUCOKOI0 IPOTU3aNaibHOK aKTUBHICTIO. [Ipu
031 2 MT, 1110 3aCTOCOBYETHCSI PEKTAIbHO, OYIeCOHIM MPaKTUYHO He NMPUTHIYYE TinoTanamyc-Tinodis-
HaJJHUPKOBY BiCb KODH.

PekranpHa mina BymeHodanbk, mocmigkeHa B mo60BiH m03i 1o 4 Mr OygecoHiny, GakTUYHO He
BILIMBAa€ Ha PiBeHb KOPTU30JIy B KPOBI.

dapmakoKiHemuxka.

IlornvuHanusa



[Ticns mepopanbHOTO 3aCTOCYBaHHS CUCTEMHA OOCTYIHICTh OyAeCcoHiny cTaHOBUTH 0/113bK0 10 %.
[Ticnst peKTanbHOTO BBEEHHS IJIOIIA ITifl KPUBOIO 3a71€2KHOCTI KOHIIEHTpalii Big Yacy IpubIu3HO B
1,5 pa3sa Bullla, HiXK IPU MOMEePEOHIX KOHTPOJISAX IIePOPaIbHOT0 3aCTOCYBaHHS, 3@ YMOBH ifeHTUYHOI
Io3u mepopanbHoro 6ymecoHinmy. ITiKoBi piBHI ocATal0OTLCS B CEpeIHbOMY Uepe3 2—3 TOOUHU Mics
BBe[leHHs mpemnapaTy bymeHodanbk, MiHU peKTalbHOL y 031 2 M.

Po3mnopin

Byneconin Mae Benukuii 06’eM po3noginy (61u3bKo 3 JI/KT). 3B'a3yBaHHS OiNKiB 3 I1a3M0i0
cTaHoBUTH 85-90%.

BioTpancdopmariris

BymecoHnin migmaeThcsi eKCTeHCHBHiM GioTpanchopmartii y mevinti (mpubmuzro 90 %) mo MmeTaboIIiTiB
HU3bKOI TTIOKOKOPTUKOCTEPOIAHOI aKTUBHOCTI. [ TIOKOKOPTUKOCTEPOINHA aKTUBHICTh OCHOBHUX
MeTabomiTiB, 6B-TimpokcubymecoHiniB Ta 16a-rinpoKcunpenHi3onony, cTaHOBUTEL MeHIe 1 %
aKTHBHOCTI OymecoHiny.

BuBeneHHsa

CepenHiit mepioy HalliBBUBENEHHST CTAHOBUTE OM3bK0 3—4 roguH. CepenHil piBeHb OUHUIIEHHS
cTaHOBUTH pubau3no 10-15 51/xB Ang 6ymecoHiny, Bu3HaueHoro Metomamu BEPX.

Po3m0BCIOIKEHHS

CuuHTHrpadiyse JOCTiAXKEHHS 3 TO3HaYeHUM TexHellieM byneHodanbKoM, MiHOI0 PEKTalbHOIO, 2
MT/003Y, 3a y4acTIO MallieHTiB 3 BUPa3KOBUM KOJIITOM IT0Ka3aslo, 1[0 IiHa PO3MOBCIOAXKYETHCS 10 BCil
CUTMOBUIHIN KUIIIIi.

Cnenudiuni monynsiii namieHTiB (3aXBOPIOBaHHS IEYiHKHN)

3a/IezkHO Biff TUIY Ta TSKKOCTi 3aXBOPIOBaHb MediHKKM MeTabomi3M OyaecoHiny Moxe OyTH
3MEHILIEeHNH.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

Ins nikyBaHHSI aKTUBHOTO BUPa3KOBOI'0 KOJIITY, 00MeX€eHOT0 IIPSIMOI0 i CHTMOBUIHOIO KHUIIKOIO.

IIpomunoka3aHHs.
Bynenodarnsk, miHy pekTanbHy, 2 MI/H03y, He CIIifl 3aCTOCOBYBATH MallieHTaM 3:

- MTiOBUIIIEHOI0 YYTIUBICTIO 00 OymecoHiny abo mo iHIIMX iHTPedieHTIB, 10 BXOASTh OO0 CKIIamy
JIiKapCchKOro 3acoby;

- ITMPO30M MEYiHKM.



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
®apmakoOuHAMiyHi 83aeMo0il

- Cepuesi 2aiko3udu

Iist TTiKO3uAiB MOXKe MOCUTTUTHUCS IIPU HediluTi Kamio.

- Canypemuku

EKckperria Kamito MOxKe ITOCUTTUTHUCS.

dapmakoKiHemuy4Hi 83aemo0ii

Humoxpom P450 3A (CYP3A)

IHeibimopu CYP3A

OuikyeThCs, 110 OqHOYACHUM puiioM 3 iHribitopamu CYP3A, BKII04al04y IIpernapaTy, 110 MiCTSITh
KoOimucTar, 30iMbIINTh PU3UK PO3BUTKY CUCTEMHUX I00iYHKX edekTiB. HeoOXimHO YHUKATH TaKOTO
MOEMHAHHS, SKIIO TiTbKU KOPUCTDH HE IIePEeBaXXUTh MigBUIIEHUN PU3UK MOOIYHUX ePEeKTiB CUCTEMHUX
KOPTHUKOCTEPOITiB. Y pa3i ogHOYaCHOTO IPUHOMY I[UX IIpernapaTiB HeoOXigHO KOHTPOJIIOBATH CTaH
TAIiEHTIB 1100 BUHUKHEHHS M00iYHUX e(heKTiB CUCTEMHUX KOPTUKOCTEPOIMiB.

[Tpu ogHOYACHOMY IpHiioMi 3 KeToKOHa3010M 200 Mr ofuH pa3 Ha [00y mepopaibHO MigBUIIYETHCS
KOHIIEHTpallig OyoecoHigy B maa3mi (ogHOpa3oBa fo3a 3 Mr) mpubiu3Ho B 6 pa3iB. Komu KeTOKOHA301
npuiimManu yepe3 12 rogus micnsg 6ygecoHiny, KoHIeHTpalis 30inbunacs npubnu3Ho B 3 pasu.
OcCkinbKY 711 OTPEMaHHS J030BUX PeKOMeHOallil HeJOCTaTHbO AaHUX, CJIifi YHUKATHA TaKOl
KOMOiHaIril.

[nmi moTyxkHi iHribiTopu CYP3A4, Taki SIK puTOHaBIip, iTPaKOHA30J1, KJTAPUTPOMIIIMH Ta
rpern@pyToBuil CiK, TaKOXK MOXKYTb BUKIUKATH ITOMiTHEe 30inbllIeHHS KOHIIEHTpallil 0yaecoHiny B
nna3Mi. ToMy crlifg yHHKaTH X OGHOYaCHOTO IpuiioMy 3 6ymecoHimoM.

IHoykmopu CYP3A, Taki gk Kap6ama3eriH i pudaMIilliH, MOXKYTh I0C/IabIi0BaTH K CHCTEMHY, TaK i
Mic1eBy mito OymecoHiny Ha CIu30BY 000JI0HKY KUIIEeYHUKY. Moxe OyTy noTpiOHa KOPEKLisd 03U
OymecoHimy.

Cybcmpamu CYP3A, Taki ik eTuHiNecTpagion, iHribywots MeTaboniam OynecoHiny. Ao
CIIopigHEeHicTh KOHKYpyiouoro cyocTpaty CYP3A Buila, 11e MOXKe IMPU3BECTHU 0 MiABUIIEHHS
KOHIIeHTpalil 0ynecoHiny B KpoBi. ko 6yneconin 38’sa3yetbes 3 CYP3A cunbHile, 11e Moxe
MiABUIIUTY KOHIIEHTPAIIiI0 KOHKYPYI0U0ro cy6cTpaTy B KPoBi. Moxke BUHUKHYTH HEOOXigHICTDb
KOpeKIIil mo3u 6ymecoHify abo KOHKYpyI04oro cyocTpary.

[ToBimOMIISINIOCH IIPO MiTBUINIEHHS KOHIIEHTPAIlil B IJIa3Mi KPOBi i mocuneHHs edeKTiB
TJIIOKOKOPTHKOIIB Y XKiHOK, SKi TaKOXK IpUiMaly ecTporeHu abo nepopaibHi KOHTPAIENTHBU, IPOTE
TaKl SBUIlA HE CIIOCTePIiraJuch IPU 3aCTOCYBaHHI TIepOpaIbHUX HU3BKOL030BUX KOHTPALEIITUBIB.

Ockinbky GYHKIIiS HagHUPKOBUX 3aj103 MOXKe OyTH IpUTHiYeHa BHACIIZOK 3aCTOCYBaHHS OyoecoHiny,
TECT Ha CTHMYJISLi0 TOPMOHY KOPY HagHUPKOBUX 3a/103 IJIS1 OiarHOCTUKM TinodizapHoi
HEJOCTATHOCTI MOXke MOKa3yBaTy XUOHi pe3yIbTaTy (HU3bKi 3HAUECHHS).



Oco6.1ueocmi 3acmocyeaHHsi.

JIikyBaHHST peKTalIbHOO MiHOI0 Bynenodanbk 3abe3meuye Oibll HU3bKi CUCTEMHI PiBHI cTepoiny, HiXK
y pasi nepopaibHOi Tepalil I'I0OKOKOPTUKOigaMu, Oil0YuMHK CUCTEMHO. [lepexif 3 iHImoi
TIIOKOKOPTHUKOIMHOI Teparil MoxKe CIPUYUHUTY IIOBTOPEHHST CUMIITOMIB, TIOB'SI3aHUX 3i 3MiHOI0
CHCTEMHOTO PiBHS cTepoifiB. HeoOximHe MeguyHe CIIOCTEpPeXKEHHS 3a MallieHTaMu 3 OyOb-IKUM 3
TAKUX 3aXBOPIOBaHb: TyOEPKYIb03, apTepianbHa rinepTeHsis, yKpoBui AiabeT, 0CTEONOPO3,
TeNTUYHI BUPa3KH, IIaykoMa, KaTapaKTa, BUITafKu fAiabeTy i rmaykoMu B ciMeiHOMY aHaMHe3i abo
Oynmb-sIKUM iHIMUHM CTaH, KOMKM 3aCTOCYBAHHS TTIIOKOKOPTUKOIMIB MOXKe CIIPUUYMHUTY HebaxKaHi peakiii.

MoxiBe BUHUKHEHHST CUCTEeMHUX e(eKTiB rITI0OKOKOPTHUKOIMIB, 0COOIHMBO IIPH MPUHOMi BUCOKHUX 03 i
IIPOTATOM TPHUBA/IOro Iepiony dacy. Taki eeKTH MOXKYTh BKJII0OUYaTHA CUHAPOM KylInHTa, afgpeHanbHy
CyTIpeciio, 3aTPUMKY POCTY, 3HUXKEHHS MiHepaIbHOI LIiTbHOCTI KiCTOK, KaTapakTy, IJ1aykKoMy Ta
IMUPOKUH CIEKTpP IMCUXIYHUX/TIOBEOIiHKOBUX e(heKTiB (auB. po3min «[1o0iuHi peakii»).

[HdexIil

[TpurHiyeHHS BiONOBifi Ha 3amasieHHs Ta iMyHHOI QyHKIII 30inblIye CIPUNHATIUBICTD 0 iHdEKLil Ta
iX TaXkKicTh. HeoOXiHO B34TH [0 yBaru PU3MK MOTipiIeHHsa 6aKTepiaabHUX, TPUOKOBUX, aMeOHUX Ta
BipyCHUX iH(EKI[i!l IPH JiKyBaHHI IMTIOKOKOPTUKOigaMu. KitiHiuHi IposiBU 4acTO MOXKYTh OyTH
HETHUIIOBUMH, i Cepio3Hi iH(deKIIil, Taki IK cemncuc i Ty6epKyab03, MOXKYTh MaCKyBaTUCS i
PO3BUHYTHUCS [0 MPOTPECUBHOI CTafil, IepIm Hixk BOHU OymyTh PO3Mi3HaHi.

Bicna

Oco6muBoi yBaru noTpebye BiTpsiHa BicIa, OCKiNbKY Il 3aXBOPIOBaHHS MOXKe OyTU cepio3HUM abo
JleTaJIbHUM Y MAlli€HTIiB 3 IPUTHiYeHUM iMyHiTeTOM. [lamieHTaM, 9Ki He MalOTh B aHaMHe3i BITPIHOL
BiCITH, CJTiff 3aIIPOTIOHYBATH YHUKATH TiCHOT'O KOHTAKTY 3 XBOPUMH Ha BiTPSHKY a00 omepisywounii
nuIIay (Teprec 30cTep), a IKIIO BiH BimOyBCs, HEOOXiMHO 3HAaXOOUTHUCS IIifl CTIOCTEPEKEHHIM JIiKaps.
HeoOxinHa nacuBHa iMyHi3anisg iMyHOr100y/IiHOM IIPOTH BiTPSHOI BiCIIK Ta OIEPi3yI0Y0ro JIUIIa0
HeiMyHi30BaHUX MAIi€HTIB, Ki OTPUMYIOTh CUCTEMHI I'TIOKOKOPTUKOIAX ab0 mpuiiMay ix BIPOAOBXK
3 monepenHix micsaiB. IMyHizauito noTpi6HO npoBecTy npoTaroM 10 OHIB Micsg KOHTAKTY 3 XBOPUM
Ha BiTpsHY Bicmy. JKIo giarHO3 BiTPSHOI BiCIIK MigTBEPIXKEHO, 1 TOBOPUTH IIPO HEOOXiMHICTh
HEeTaWHOr0 JTiIKyBaHHS 3aXBOPIOBAHHSA 1 yBaru cnenianicta. [IpuiioM rimOKOKOPTUKOINIB HE CITif
3YNMUHSATH; MOXKIJIMBO, TOTPiOHO Oyie 30iMbIIUTH [03Y.

Kip

[TamienTaM 3 ypaKeHUM IMYHITETOM, 1[0 MaJIi B KOHTAKT i3 XBOPUM Ha Kip, CJIifi HeraiHo, OTpUMaTu
HOpPMaJIbHUM iMyHOT100YTiH.

Baknunu

Ocobawm, 1110 TPUIMalOTh TTIIOKOKOPTUKOIAY TPUBAIUM Yac, 3aCTOCOBYBATH XKUBi BAaKIIMHU He MOXKHA.
Bupo6neHHs aHTUTIN 00 iHIMX (iIHAKTUBOBAHMX) BaKIIMH MOXKE 3MEHIITYBaTHCS.

XBopi 3 mOpyIlTeHHEIMA QVHKITI] TeYiHKA
3 ornsioy Ha JOCBIf MaIlieHTiB 3 MepBUHHUM OinmiapHuM 1upo3oM meuinku (I1B11) y mi3Hi# cTamii, 3

IIMPO30M IEUiHKH, CIIif OYiKyBaTH MiIBULIEHHS CUCTEMHOI JOCTYMHOCTI OyOeCOHINy y BCiX MmalieHTiB 3
TSKKUM MOPYIIeHHIM GYHKIII medinku. [IpoTe s malieHTiB i3 3aXBOPIOBAHHSM IeUYiHKU 6e3



1upo3y OymecoHin y 7o0oBUX ITepopalbHUX fo3ax 9 Mr OyB Oe3neuHuM i mobpe nmepeHocuBcsa. Hemae
HiSIKUX MOKa3iB TOTO, 1110 HeoOXilHe KOPUTYBaHHS NO3U AJIS MAI[iEHTIB 3 HEIUPOTUYHUMHU
3aXBOPIOBaHHSIMHU MEeUiHKY a00 3 He3HAYHUM IIOPYIIEHHSIM (GYHKII MediHKy.

IlopyiieHHd 30pY

[TopyIeHHST 30py MOXKJIMBE MIPU 3aCTOCYBaHHI CUCTEMHUX i TOMYHUX KOPTUKOCTEPOIHiB. AKIIIO0
NaLiEHT Ma€ Taki CUMITOMH, K HeUiTKuH 3ip abo iHII mopymeHHs 30py, #Oro HeOOXiIHO HAaITPaBUTHU
mo odTambMoIIora Ijisl OI[iHKY MOXKJIMBUX IIPUYHKH, SKi MOXKYThb BK/II0YaTH KaTapakTy, rJIaykoMy abo
TaKi pigKicHi xBopoOwu, K IeHTpajibHa cepo3Ha xopiopeturomnartis (LICX), mpo sKi Hagxomunu
TIOBiIOMJIEHHS ITiCJIg 3aCTOCYBaHHS CHCTEMHUX i TOMIYHUX KOPTUKOCTEPOIMIB.

IHImi

PexkTanbHa miHa BygeHodanbk Moxke CIPUYMHUTY IPUTHIYEHHS TioTaaaMo-TinodizapHo-
HafHUPKOBo3an03Hoi cuctemu (ITHC) i 3HM3UTH peakllito Ha cTpec. Ko HaIlieHT MiagaeTbcs
XipypriuHomy jiiKyBaHHIO a00 iHIIUM CTpecaM, PEKOMEHIY€EThCS NONaTKOBE JIiKyBaHHS CUCTEMHUMHU
TIIOKOKOPTHKOIAaMH.

Heo06xigHO YHHKATH CYIyTHHOI Tepalil KeToKoHa3010M abo inmuMu inriditopamu CYP3A, ocKinbku
iHriOyBaHHS OKUCIIIOBAILHOTO 6iomepeTBOPEeHHS OyOeCOHIAY MOXKe CIPUYNHUTH MigBUIIEHHS PiBHSI
OymecoHimy B mya3Mi KpoBi.

Crig TakoX BiI3HAUMTH, III0 CUCTEMHi IT0OiI4Hi gBHUIIA, MOTiOHI MO ITIOKOKOPTUKOIAHUX, MOXKYTh
CIIOCTepiraTucs Mpu go3ax, L0 IePeBUIyI0Th PeKOMEeHO0BaHi.

Hauuit mikapchbKuit 3aci6 MiCTUTh CIUPT LETUIOBUN Ta MPOIIJIEHTIIIKOMb, SKi MOXKYTb COPUYUHSATH
MiCIIeBi IIKipHI peakil (Hanpukiag KOHTAaKTHUY OEePMaTHT).

3acmocyeanHs y nepiod eazimnocmi aéo 200y8anHs1 2py0dio.
BaritHicTb

Heo06xigHO YHHKATH 3aCTOCYBaHHS IpelaparTy IIif Yac BariTHOCTi, KpiM BUIIAAKiB, KOJIU iCHYIOTh
BaroMi NpUYuHYU OJIs Teparii mpemnapatoM byneHodanbk. ICHYe Mano gaHux Mpo nepebir BariTHOCTI
IicyIs IepopabHOro MpuitoMy OyecoHiny y MoguHu. Xo4a faHi Ipo 3acToCyBaHHS OyoeCcoHiny B
iHTaNAIiiHIN GopMi BeIHUKil KiTbKOCTi BariTHUX He BKa3yIOTh Ha HECIIPUSATINBUY HACTIIOK, aje CIIif
OuiKyBaTH, 10 MaKCUMaJibHa KOHIIeHTpalis 0ynecoHiny B mna3mi 6yae OinbInoio npy 3aCTOCYBaHHi
npernapaty bynmeHodanbk, miHM peKTanbHOI, y TOPiBHSIHHI 3 OyIeCOHIIoOM B iHTamnsIiiHil dhopmi.
Bynecosip, gK i iHIIIi TTIOKOKOPTUKOIOY, ¥ BaTiTHUX TBAPUH CIPUYMHSE aHOMAJIil0 PO3BUTKY IIJIOfaA.
AKTyanbHIiCTh IIbOT0 (PaKTy OIS MOAUHYU He Oyjia BCTaHOBJIEHA.

TogyBaHHd TPYANI0

BynecoHi BUBOOUTHLCS 3 TPYAHUM MOJIOKOM (€ AaHi PO MOTr0 BUBE[EHHS IiC/Is MIPULUOMY B
inransiiinii popwmi). [Tporte micns npuitoMy npenapaty byneHodanbk, IiHU PeKTalbHOI, B
TepaneBTUYHHUX [03ax nepeadadaeThCs IKille He3HaUHUM BIJIMB Ha JUTHHY IIif Yac il TooyBaHHSA
rpynmio. HeoOXigHO IPUUHSITY PIillIeHHS PO MPUIMHEHHS FOfyBaHHS I'Pyaaio abo
IPUIIMHEHHS/BiIMOBY Bifl JTiKyBaHHS OyIeCOHIOOM, 3BaKUBIIY [TepPeBary [AJis DUTHHU Bif TOMyBaHHS
TPYAOIO Ta KOPUCTH AJIS XKIiHKYU Bif Teparril.



DepTUNLHICTD

HeMmae mauux npo BniauB OymecoHiny Ha GepTunbHICTh moguHu. [1ig 9ac gocmigKeHHs Ha TBapruHax
JiKyBaHHS OyJeCOHigoM Ha (HepTUIbHICTh He BIIJIUBAJIO.

30amnicmb eni1ueamu Ha weudKicmsb peakuii npu KkepyeaHHi asmompaHcnopmom a6o
pobomi 3 iHwuMu mexaHizmamu.

He mpoBogunocst KOOHUX AOCHIAXKEHD 100 BILIMBY Ha 3JaTHICTh KepyBaTy aBTOTPAHCIIOPTOM Ta
IIpallfoBaTH 3 IHIIMMU MeXaHi3MaMHu.

Cnocid 3acmocyeaHHsi ma do3u.

3aCTOCOBYIOTH IOPOCIIKAM:

OJIHE PO3MUJIIOBAHHS, 1[0 MiCTUThL 2 MT OyHoecoHiny, Ha mo0y.

Cnocib ssedeHHs

[l71s1 peKTasbHOT'0 3aCTOCYBaHHS.

[Tepeqn 3acTocyBaHHSIM f00pe 300BTATH.

PexranbHy niny BymeHodanbk MOXKHa 3aCTOCOBYBaTH 3paHKy abo BBeuepi.

PexranbHy niny BymeHodanbk citifg 3aCTOCOBYBAaTH IIPU KiMHaTHIN TeMmepaTypi. CrodyaTky go 6amoHa
IPUENHYIOTH aIlTiKaTOp i Micysa IhOro eHePriliHO CTPYIIYIOTH IPOTSITOM MPUOINU3HO 15 CeKyH.
BBogATh amymikaTop y IpsAAMYy KUIIKY sikoMmora riaubire. Criif 3a3Ha4uTH, 110 [03a MOXKe OyTH
OOCTATHBO TOYHOIO TIJIBKY TOZI, KOJIX KOBIIaK IIOMIIY 3HAXOAUTHCS BHU3Y B MaKCUMaJIbHO MOXKJIUBOMY
BEPTUKAIBHOMY II0JIOXKEHHI. [[71 BBeIeHHS 003U PeKTanbHOol miHu bymeHodanbk MOTPiOHO HATUCHYTH
[0 YIIOPY Ha KOBIIaK Hacoca i qyKe IIOBUIbHO BignyCcTUTHU. [1ic/is mpuBegeHHs B [it0 amjIikaTop
OTPiOHO YTPUMYBATH y TaKOMY I0JI0kKeHHi 10-15 ceKyH[ 10 BUTy4YeHHS 3 IIPSIMOi KUIIKH.
BuxopucTaHuil aniikaTop He IPUJATHUY OJ1s IOBTOPHOTO BUKOPUCTAHHS, TOMY KOT0 HEOOXIiHO
IIOKJIACTH B CIellia/IbHUM NJIaCTUKOBUY MaKeT [AJig YTUJi3allil aniikaTopa, 0 JOJaEThCI ¥ KAPTOHHIN
KOpPOOTIi.

Haiikpamuii pe3ynabTaT OOCSATAEThCS, SIKIIO Iepe 3aCTOCYBaHHSAM pPeKTasbHOl miHu ByneHodanbk
IIPOBOISATH OUUILEHHS KUIIEUHUKY.

TpuBamIicTe 3aCTOCYBaHHSA

TpuBamicTh 3aCTOCYyBaHHS BH3Hay4ae Jlikap. [lepiofu 3arocTpeHs 3a3BUyal mMoCcIabio0ThCs Yepe3
6—8 TuxHiB. PekTanbHy niny bygeHodasbk He BApTO 3aCTOCOBYBATH [IOBIIE BKa3aHOTO TEPMIiHY.



Himu.

[Tiny ByneHodamnbKk He CHif 3aCTOCOBYBaTH AiTAM (BikoM [0 18 pOKiB) 3 Ornsigmy Ha HEOOCTATHICTD
MOCBily 3aCTOCYBaHHS [JaHiM BiKOBiY Py NAIi€HTIB.

ITepedo3yeaHHs.

IoTernep Mpo BUMAAKX ITepefo3yBaHHs OyoeCcoHimy HEBigoOMO.

ITo6iuni peakuii.

O1iHKY 4aCTOTH OOIYHUX SBHUII] IIPOBOASATH 3a TAKUMH YMOBHUMU KPUTEPIAMHU:
dyaice yacmo (= 1/10)

yacmo (8id = 1/100 do < 1/10)

Heyacmo (8i0 = 1/1000 0o < 1/100)

pidko (8id = 1/10000 0o < 1/1000)

dyaice pidko (< 1/10000),

Hegi0oMO (He MOXMCHA OUiHUMU 3d HAABHUX OAHUX).

Kinac cucremu oprasis YacroTa BigmoBigHo IIo6iuHi peakii
mo MedDRA
ITopyweHHs memabonaismy Yacto Cunppom Kymmnra: micsuenoniose
ma xap4yB8aHHA 00IMYYst, OKUPIHHS, 3HUKEHHS
TJIF0OKO30TOJIEPAHTHOCTI, IIyKPOBUYU
miaberT, migBUINEHUH THCK, 3aTPUMKa
HaTPil0 BHACIIAOK YTBOPEHHS HaOPSKiB,
MiIBUINEHHS eKCKpellil Kaliio,
Oe3mistmpHICTL Ta/abo aTpodis Kopu
HaHUPKOBUX 3aJ103, YEPBOHI CTPil,
CTepoifHe aKHe, IOPYLIEHHS CeKpellil
CTaTeBUX FOPMOHIB (HampuKiag
aMeHopes, TipCyTU3M, IMIIOTEHIIis)
Iyxe pigko 3aTpuMKa pOCTy y AiTen
ITopyweHHA 30py Pigko ['maykoMa, KaTapakTa, HEUiTKUM 3ip (OUB.
TAK0XK Po37in «Oco0IuBOCTI
3aCTOCYBaHHS»)
I 1yHKOBO-KUWKOBI YacTto Hucnerncisa
NopyweHHA Heuacto Bupa3zka mutyHka abo gBaHaIITUIIAIO]
KHUIIKI
Pigko [TaHKpeaTuT
Iyxe pigko 3amop



Knac cucremu opranis YacroTa BigmoBigHo IIo0iuHi peakmii

10 MedDRA
ITopyweHHA iMYyHHOT Yacto 30inbIIeHHST PU3UKY iHPEKITiN
cucmemu
IlopyweHHA ckesnemHo- Yacto Bine y M’s13ax Ta cyrnobax, M’'s30Ba
M’ 30801 cucmemu c1abKicTh Ta IOCMUKYBaHHS, OCTE0IIOPO3
Pigko OcTeoHekpo3
ITopyweHHs Hepaosoi Yacto TonoBHuU# 6inb
cucmemu Hyxe pigko [TceBmomyxnuHa MO3KY 3 HaOPSKOM
OIITUYHOI'0 OUCKA Y MiJIITKIB
IIcuxiuHi nopyweHHA YacTto Hempecis, npaTiBIUBICTD, elidopis
Heuacto [IcuxoMOTOpHA TiNepaKTUBHICTE,
TPUBOXKHICTD
Pigko Arpecia
ITopyweHHs 3 6oky wKipu i YacTto ArnepriyHa eK3aHTeMa, IeTexii,
NiOWKIPHUX MKAHUH YIOBUIbHEHHS 3arOEHHS paH, KOHTAaKTHUU
OepMaTuT
Pigxo Exximo3
CyOuHHI nopyweHHA yxe pigko [TinBuiieHHS PU3UKY TPOMOO3iB, BaCKYJIiT
(cuHOpOM BimMiHU MiC/IsT TPUBAOi
Tepartii)
3azanvbHi nopyweHHA ma YacTto BiguyTTs ne4inHg B mpsAMili KUl i 6imb
YCKAAOHEHHA 8 Micui .
Iyxe pigko BroMma, He3nyKaHHS

g88edeHH A npenapamy

B kmiHiYHUX JOCTiIXKEHHSIX JOOAaTKOBO MOBIMOMIISIIOCS PO TaKi moOiyHi peakilil mpu 3aCTOCyBaHHi
pekTanbHoi ninu BygeHodanbk (4acToTa — He4acTo): MigBUIIEHHS alleTUTY, 30iIbIleHHs MBUIKOCTI
OCilaHHSI ePUTPOLUTIB, JIEMKOIUTO3, HyA0Ta, 0ilb ¥ JKUBOTi, METEOPU3M, TTapeCcTe3isd B HiITHIT
JKMBOTA, aHa/IbHA TPilirHa, ahTO3HUM CTOMATUT, YacTi MO3KBH [0 Oedekallil, peKTalbHa KpOBOTEYa,
migBuIeHHs piBHSA TpaHcamina3 (GOT, GPT), 36inbineHHs moka3HuKiB xonectady (GGT, AP),
MigBUIIEHHS PiBHS aMinas, 3MiHU MOKa3HUKIB KOPTU3011y, iH(eKIlil CeHOBUBITHUX IIJIIXIB,
3araMOpPOYEeHHS, TOPYIIEHHS HIOXY, 0€3COHHS, 30iNbIlleHa MTIUBICTh, acTeHis, 30inbIIeHHS Macu
Tina.

BinburicTe moGiYHMX SIBUIL, OMMCAHUX V IIill iHCTPYKIII 71T MEOUYHOTO 3aCTOCYBaHHS JIiIKapChKOTO
3aco0y, TaK0XK MOXKHa 04iKyBaTH IIPU 3aCTOCYBaHHI iHIINX T'TIOKOKOPTUKOIMIB.

MoxXyTh criocTepiratucs mobiuHi eeKTH, TUIIOBI [AJIS AiI0UUX CUCTEMHO TTIOKOKOPTUKOCTEPOI/IB.
[ToGiyHi sBUIllA, HaBeleHi HUXKYe, 3a/ieXkKaTh Bifl 4O3yBaHHS, TPUBAIOCTi 3aCTOCYBaHHS, CYIIyTHHOT'O
abo momepefHbOTr0 IPUUOMY IHIINX TIIOKOKOPTHKOCTEPOITIB Ta iHAWBiIgyalbHOI Yy TIUBOCTI.

Hesiki 3 1ux MOGIYHUX SBUIL 3'SABISNIKCH IiCIIST TPUBAJIOTO ITePOPAIbHOT0 3aCTOCYBaHHS OyoecoHiny.

3aBASKY MiclieBill fiil pu3WK BUHUKHEHHS MOOIYHUX SBUII IIPU 3aCTOCYBaHHI PEKTANTbHOI TiHU
ByneHodanbk HabaraTo MeHIIKM, HiXK IIPU 3aCTOCYBaHHI Aif0YMX CHCTEMHO T'JIIOKOKOPTUKOI/IIB.

[Tocunenus abo MOBTOPHA I0sIBa II03aKUIIKOBUX IIPOSIBiB (0COOIMBO Ha WIKipi Ta Cyriio6ax) MOXKYTh
BUHUKHYTH IIPU II€PeXofi NallieHTa 3 CUCTEMHO Hil0490oro TJII0OKOKOPTHUKOIAY Ha OymecoHin miciieBol fii.



Tepmin npudamHocmi. 2 POKH.

He mMoxkHa 3acTOCOBYBaTH MiC/IS 3aKiHUYEHHS TEPMiHY IPUOATHOCTI, 3a3Ha4€HOr0 Ha yIakoBLi. BMicT
OasioHa MOBUHEH OyTU BUKOPUCTAHUIM BIPOJOBXK 4 TUXKHIB 3 MOMEHTY IIE€PIIOT0 PO3NUIEHHS.

YMmoBH 30epiranssi.
30epiratu npu TeMiepaTypi He Buile 25 °C. 30epiratu B HEOOCTYIIHOMY IJIS OiTeW MiCIIi.

He oxonopxysaTu Ta HEe 3aMOpPOXKyBaTH!

VnaxoBka.

FepmeTnyHUit 6al0H 3 [03aTOPOM y KOMILIEKTi 3 14 ammikaTopaMu [OJisi BBEJEeHHS IIiHU Y
IIJIaCTUKOBOMY JIOTKY Ta 14 MIacTUKOBUMU IaKeTaMU IJIS TiTi€HIYHOI yTUIi3allil amiikaTopiB y
KapTOHHiM KopoO1ri. KoxkHui 6anoH MicTUTh SIK MiHiMyM 14 1o3 1o 1,2 T miHKU peKTalbHOI.

Kareropis Bigmycky.

3a pelemnToM.

BupPOOHHK.

IOp. ®anek ®apma 'MO6X/Dr. Falk Pharma GmbH.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Micls IpoBaIXKeHHs HOro Tis/IbHOCTI.

JIsatitneHBebepiTpacce 5, 79108 ®paitbypr Im bpaticray, Himeuunna / Leinenweberstrasse 5, 79108
Freiburg Im Breisgau, Germany



