IHCTPYKIIIA
IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

ACAKOJI®

CKknao:
0itoua peyosuHa: Mecala3uH;
1 cyno3utopi MicTuth Mecana3uny 500 Mr;

O0ONOMIJCHA pe40B8UHA: TBEPOUU KUP.

Jlikapceka ¢opma. Cymo3uTopil peKTaibHi.

OcHogHi (i3uko-ximiuHi 81acmueocmi: cymo3utopii TopmemonomidHoi ¢opMu CBIiTIOrO Cipo-
KOPUYHEBOT'O KOJILOPY.

®apMakoTepaneBTHYHA I'pyna. [IpoTu3ananbHui 3acib, 110 3aCTOCOBYETHCS IIPU 3aXBOPIOBAHHAX
kuireyHuky. Kog ATX AOQ7E CO2.

dPapmakono2iuHi e1acmueocmi.
dapmakoOuHamika.

Mexani3M mil

I[Ipenapat Acakon” MiCTUTL Mecasia3uH (5-aMiHOCaIiUI0Ba KACIIOTA), SKUI YAHATH IIPOTH3ANalbHy
[if0 3aBOSKK MeXaHi3My, III0 OCTaTOYHO He 3’sICOBaHU. Mecaa3uH 3MeHIIy€e IIpo3alajbHi IPolecu
y CNIu30Bii 000JIOHII KMIIEUYHUKY, ypaXKeHil 3analeHHIM.

dapMakonuHamiyHi e(heKTH

Mecasna3uH B TepalneBTUYHUX KOHIIEHTPALisX IPUTHIYY€E Mirpatlito moaiMophHOIAEPHUX
JIEMKOIIMTIB Ta iHTi0ye aKTUBHICTD JIITOOKCUTeHa3u. BHACTIOK IIbOTO IPUTHIUYETHCS CUHTE3
npo3ananbHux nerukoTpieHis (TTB,, 5-HETE) y Mmakpodarax CTiHOK KUIIEYHUKY. B
eKCIIepUMEHTaIbHUX YMOBAX BiMidanocs iHribyBaHHS IMKIIO0OKCUTEeHA3H i, BilTIOBigHO,
BUBi/IbHEHHST TpoMOOKcaHy B2 Ta mpocrarnauguHy E2, ogHak KiliHiuHa 3HAYKUMICTh I[bOTO
e(eKTy 3amuIIaeThCa He3 ICOBaHOK. Mecana3vuH NPUTHiYy€e YTBOPEHHS (haKTopa aKTHUBallil
tpomboruTiB (PAF). HemonaBHo 0yi0 BCTaHOBJIEHO, III0 Mecala3uH TaK0XK aKTHUBYE
penentopu PPAR-y, siKi MIpOTUMilOTh SIMEePHiM aKTHUBAllil KAITKOBUX 3alalibHUX peakiiii. Kpim
TOT'0, MecaJla3UH TaKOXK € aHTUOKCUIAHTOM: BiH 3HUXKY€E CUHTE3 PEUOBUH, SIKi MiCTATh
aKTUBHUU KUCEHb, Ta 3B’s13y€ BUIbHI paguKau.



Krigiuyda eeKTUBHICTE i 6e3meka

EQeKTHBHICTh Mecaa3iHy IPX PeKTalbHOMY 3aCTOCyBaHHi (Acakon®, Cymo3uTopii) mepesipanacs y
YOTUPHOX MOABIMHO CIINUX OOCIIXEHHAX 3a y4acTio 318 marieHTiB. Y TpboX OOCHIAKEHHIX
BUBYasacs eQeKTUBHICTh P HEBiIKIaOHIM Teparil MPOKTUTY Ta IIPOKTOCUTMOIAUTY JIETKOTO0 abo
TIOMipHOTO CTYTIEHS TSIKKOCTi; IBa HOCHiXKeHHs Oynu 1mianebo-KOHTPOIbOBAHUMH, a OfIHE -
nopiBHsANbHE. JIiKyBaHHS TPUBAJIO YOTUPU TUXKHI. B 060X miane60-KOHTPOIbOBAaHUX AOCITiMAKEHHIX
Oynu OTpHMaHi CTAaTUCTUYHO 3HAYKMMi pe3yabTaTh Ha KOPHUCTh 3aCTOCYBaHHS Mecala3uHy. Y
YeTBEPTOMY KOHTPOJILOBAaHOMY [OCIIiI2KEeHHI BUBYABCS BIJIUB Ha 30epe:KeHHS PeMicii BIPOmOBK
OJHOTO POKYy. [ Mecana3uny B go3ax 0,5 ri 1 r Oynu oTpuMaHi 3HaYHO Kpallli pe3yibTaTy, HiXK s
nane6o.

dapmakoKiHemuka.

AGcop0iris

ITicns 3acTOCyBaHHS OGHOPa30BOi peKTambHOi 1o3u 0,5 I MecanasuHy (Acakon®) BU3HAYAUCS
HUXX4YeHaBe[eHi KOHIIeHTpallil fil040i PpeYOBUHU Ta OCHOBHOTO MeTaboJiTy N-aleTun-Mecana3uHy
[3HauenHs y myxkax]: C,., 271 = 26 ur/mn [528 + 50 ur/mn], T,., 2,4 = 0,3 rox [3,9 + 0,4 rop],
AUC 1737 + 381 ur/mn X rox [5756 + 1657 Hr/MIT X rox].

Po3mnopin

HocnigKeHHs PO3IOALNY He TPOBOSUIIUCS.

BioTpancdopmarris

[lepen mOTpamIsHHSIM [0 CIU30BOi 000JIOHKY KUIIEYHUKY Mecasla3uH 3a3Ha€ MPeCUCTEMHOTO
MeTabomi3My 3 yTBOpeHHSAM N-alleTui-Mecana3uny. YacTHHa BiTbHOTO Mecala3uHy MPoXoauTh N-
alleTUIIOBAHHS B MEYiHIN Ta CTM30Bil 000JIOHII KUIIEUHUKY .

BuBenenus

Mecana3ut Ta N-alleTunI-Mecala3uH eKCKPeTYIOThCS TOJIOBHUM YMHOM 3 KaJloM. BUBOmUTHCS
HUPKaMU ITepeBaxHO y ¢hopmi N-alleTu-Mecana3uHy BUKIIOYHO B MexXaXx abcopOoBaHOi
dpaxirii, sKa CTaHOBUTHL IPubIN3HO 26% Bif MepopasbHOI MO3H.

Kinemuka 8 ocob.ausux 2pynax nauieHmia

KineTtuka y nauieHTiB 0cOOIMBUX I'PyNax (HaIpUKiag, y Nalli€eHTiB 3 MOPYIIeHHAM GYHKIII Te4iHKu
Ta HAPOK, TeHETUYHUM I0JIiMop(hi3aMOM) He BUBYAJIACS.

KiniyHi XapaKTepHUCTHKH.
Iloka3aHnHs.
Lleit mikapcbKu¥ 3acib mpu3HaYeHU I 3aCTOCYBaHHS [TOPOCIIUMMU:

- 3 METOIO JIiKyBaHHS IIPOKTUTY Ta IPOKTOCUTMOIOUTY Bifl c1abKoro [0 moMipHoro (Ha BifcTaHi 7o



20 cM Bif aHAIBHOTO OTBODPY);

- Ip¥ TSKKUX (hopMax reHepai3oBaHOT0 BUPAa3KOBOTO KOJIiTY, 110 BpaXKa€ MpsIMy KUIIKY a0o
PEKTOCUTMOIIHUM BilIiJI TOBCTOI KUIIIKHY, SIK OOMATKOBA Tepallis 0 IepopabHOT0
JIIKyBaHHS.

IIpomunoka3aHHs.

linepuyTnuBIiCTE [0 Aif040i peuyoBUHU ab0 Oyab-IKOT0 3 KOMIIOHEHTIB IIperapary.

Bigoma rinep4yTauBICTHIO [0 CAJiLIUIIATIB.

Taxki mopymeHHs QYHKIIIl IeYiHKY.

Tsxki mopymenHs ¢yuknil Hupok (IIIK® (mBuaKicTs Kny6oukoBoi dimbrpamnii) < 30 m/xs/1,73 M°).

Hitsuuit BiK 0O 2-X POKIiB.

0Oco00 1uei 3axodu 6e3neKu.

ITepen Ta mig 4ac JIiKyBaHHS 3@ pillIeHHSIM JIIKYHOUYOro JIiKaps CJIif IPOBOAUTU aHAJi3u KPOBi
(metikouMTapHa ¢opmysa, mapaMeTpu GyHKII nedinku, Taki 9K AJIT abo ACT; kpeaTuHiH
CHPOBATKH) Ta CTYIeHs CEeUOBUMINIEHHS (TeCT-cucTeMa). fK 3arajibHa HaCTaHOBa,
PEKOMEHAYIOThCS MTOBTOPHI aHai3u yepe3 14 mib micis moyaTKy MiKyBaHHS i MOTiM KOXKHi 4
THUXKHI IPOTATOM HaCTyInHUX 12 TUXHIB. AKIIO pe3ynabTaTé HOPMaJibHi, TIOBTOPHI aHAai3u
CJIiT IPOBOOUTH KOXKHi TpH MicsIri. fKINo BUSBISIOTECS OOATKOBI 03HAKH (1M00iUHI peaxiil),
TaKi TeCTHU CJIifi IPOBECTU HETaWHO.

[Tpu 3acToCcyBaHHI Mecana3uHy MOBIJOMIISIOCS PO ceYoKaM sSHy XBOpoOY, y TOMY YUCIT
BUIIa[KU YTBOPEHHS KaMeHiB, Kl Ha 100% ckmaganucs 3 Mecanasuny. [1ig gac nikyBaHHS
IIpernapaToM HeoOXilHO 3a0e3nMeYnTH BXKMBaHHS HaJIeXKHOI KiTbKOCTI PiTuHM.

[MopyinenHs GYHKII HUPOK

Crig BusBNSITH 00€pEXHICTD OO0 MAlli€HTIB i3 MiIBUIIEHUM KpeaTUHIHOM CUPOBATKX abo
IPOTElHypi€l0. Y MallieHTiB, y IKUX PO3BUBAETHCS YpakKeHHI HUPOK i 4ac JIiKyBaHHS, CHiT
IIPUIYCKaTU MOXKJIUBICTh HE(PPOTOKCUYHOCTI, CIPUUYUHEHOI Mecala3uHOM. 3a HasiBHOCTI 03HaK
PO3BUTKY IOPYIIEHHS (QYHKIII HAUPOK JTiKyBaHHS ACAKOJIOM® CJIif HeTaiHO IPUIHHUATHY i 3BepHYTHCS
3a MEJUYHOIO JOIIOMOTOIO.

Mecanasus MOXKe BUKJIMKaTH YEPBOHO-KOPUUHEBe 3a0apBIeHHS Cedi MMic/Is KOHTAKTY 3
BimOinioBaueM Ha OCHOBI TilTOXJIOPUTY HATPil0 (HapUKIIaM, V TyaleTax, OYuIeHuX
TilTOXJIOPUTOM HATPilo, 1110 MiCTUTHCS B HesIKUX BimbimoBayax).

[TrcKpasis KPOBi

Iye pigKo MOBigOMIIANIOCS PO TSAXKKY OUCKpa3ito KpoBi. [1pu auckpasil KpoBi JTiKyBaHHS
AcakonoM® cyif HeraiHO IPUNUHUTH (03HAKH HEe3pPO3yMiJiol KpOBOTedi, TeMaToMa, IIypIiypa, aHeMis,
IIepCUCTYIOYa InXxoMaHKa abo 0inb y ropsi), mpu migo3pi abo BUSABNIEHHI AUCKPa3il KPOBi NallieHTH
IIOBUHHI HETAWHO 3BEPTATUCA OO JTiKaps.



[opyienHs GYHKII TeYiHKK

[ToBigoMIIsINIOCS PO MiABUIEHHS PiBHIB IE€YiHKOBUX ()EPMEHTIB Yy MAlli€HTIB, AKi IpUUMau
IpenapaTy, o MiCTATh Mecana3uH. IIpy 3aCToCyBaHHi Ipenapary Acakon® MallieHTaM i3 po3jafgaMu
TEeYiHKHY CJTiT BUSBISATH 00€PEXKHICTB.

Peaxkiiii migBuiieHo1 YyTIUBOCTI 3 6OKY ceplis

IIpu 3acToCyBaHHI IpenapaTy Acakon® 3pifika HOBiTOMIIAIA IPO CEPIeBi peaKIil
rinepyyTnuBOCTi, BUKJIMKaHI Mecayla3uHoM (Mio- abo nmepukapaur). Y pasi BigoMux
TIONepeHiX CepLeBrX Peaklliil TilepdyTAUBOCTi, BUKIMKaHIX Mecala3uHoM, Acakon”® He
cnip 3actocoByBaTd. Cif BUSBNATA 00€PEXHICTH 1I0A0 MAIliEHTIB i3 MOMepeaHiM Mio- Ta
IIepUKaPAUTOM aJIeprivHoro OXOAXKEeHHs, He3BaXkalyy Ha Te, 1[0 CTaJIo0 U0Tr0 IPUYHUHOIO.

ImionaTuyHa BHYTPIIIHbOYEPENHA TilepTeH3id
[ToBigOMIIANIOCS PO ifiONaTAYHY BHYTPIMIHbOYEPEIIHY TillepPTEH3ii0 (ICEeBAOMyXINHAa ITOJIOBHOTO
MO3KY) y Malli€HTiB, SKi 3aCTOCOBYBaIu Mecasa3uH. [IallieHTiB CIif IonepeguTy PO O3HAKU Ta

CUMIITOMH ifionaTUYHOI BHYTPILIHEOYEPEIHO] TillepTeHs3ii, BK/II0Yayy CUIbHUN a0 peluauByI0unn
TOJIOBHUM 0iNb, IOpyIIeHHs 30py abo yM y ByxXax. Y pa3i BUHUKHEHHS ifionaTu4HOl
BHYTPIIIHBOYEPEIIHOI TiepTEeH3il CMIifl pO3rIAHYTH IUTAHHS NP0 IPUNNHEHHS

3aCTOCYBaHHS Mecaja3uHy.

3axBOpPIOBaHHA JTeTeHb

[TamieHTiB i3 3aXBOPIOBAHHSIMU JIeT€Hb, 0COOIMBO aCTMOIO, CJTiTi 0COOIMBO PETETIHLHO
KOHTPOJIIOBATH IIiJl Yac JIIKyBaHHSI Acaxosnom®.

[ligBuilleHa YYTAUBICTEL 0O cynabdacala3uHy

V marieHTiB i3 BifoMOI0 TilepuyTaMBIiCTIO 10 Cyabacana3uty TiKyBaHHSA ACaKoIoM® CIIif] IOYHHATH
TIZIBKY IiJ] CYBOPUM HarIsigoM jiikaps. [Ipu mosiBi rOCTpUX CUMIITOMIB HEIIePEHOCUMOCTI, TAKUX SIK
abmoMiHaIbHI KOJIiKM, ToCTpui 6iNb ¥ XKUBOTI, MiABHUIIEHa TEMIepaTypa Tijla, CUJIbHUM T'OJI0BHUY 6ib
abo BUCHIIAHHS Ha IIKipi, MTiKyBaHHS CJIil HETaHO MIPUIIMHUTH.

Bupaska IiyHKa Ta gBaHaOIATHIANI0I KAIIKI

3 ornsigy Ha TEOPETUYHi HaHi, TiKyBaHHS MAI[iEHTIB i3 BUPA3K0I0 IIJTyHKa a00 OBAHAALSTUIIAIO]
KHIIKY CJIifl TOYXHATU 3 00epexkKHICTIO.

[TallieHTH TITHBOTO BiKY

3acTOCyBaHHA JIIKapCHKOro 3aco0y Acakon® malji€eHTaM JITHLOTO BiKy PEKOMEHIY€EThCS
TiJIbKY 3a YMOBHM HOPMaJbHOl (QYHKIIil HUPOK i ITeYiHKH; i IPOAOBKYBATH MOTO CIIif 3
00epexKHICTIO.

Tsxki mKipHi moOiyHi peakirii

[ToBimoMnsiniocs mpo TSKKi MIKipHi mo0iuHi peakiii, BKITI0Yal04Yy iHAYKOBaHY JTiKapChbKUMU 3aco0aMu



eo3uHodinio 3 cucteMauMu cumntoMamu (DRESS-cuagpom), BKmodauu cuaapoM CTiBeHca -
I>KOHCOHA, TOKCUYHUM elliflepManbHUM HEKPOJIi3, IKi OyIu 3apeecTpoBaHi IIpH TiKyBaHHi
Mecaa3uHoM. [IpuiioM Mecana3uHy CJifi IPUIUHUTY IPYU IePIIXX IPOsiBax Ta CUMITOMAaX TIXKKUX
IIKipHUX peakllii, TaKuX K BUCHUI Ha IIKipi, ypaxkKeHHs CIU30BOI 000JIOHKH KUIIEYHUKY, a00 mpu
Oynb-IKUX iHIMX O3HAKaX TilnepyyTIUBOCTI.

iTn

IcHye He3HauHUM [OCBIA i nuie 06MexkeHi 3al0KyMeHTOBaHi faHi 1000 e(eKTUBHOCTI 3aCTOCyBaHHS
JIiIKapChKOT0 3aCO0Y TiTSIM.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
LlocaidaceHHA niKapcbKol 83aeM0o0ii He Npo8ooUAUCY.

HasiBHi He TOCUTH IEPEKOHIMBI CBiTUEHHS, 1[0 Mecajla3uH MOXKe 3HUKYBAaTH aHTUKOATYIISTHTHY [il0
BapdapuHy Ta GeHIPOKYMOHY.

Mecasna3us MOXKe IIOCUJTIIOBaTH Mi€IOCYyIIPeCUBHUM e(DEKT a3aTiONPUHY, 6-MePKaNTONyPUHY
abo TioryaHiHy. MOXK/IMBUY PO3BUTOK iH(EKIIi], 1110 3arpOXKYy€E XKUTTIO. 38 CTAHOM Ialli€EHTiB
CJIif CTapaHHO CIIOCTepiraTu O[O0 BUHUKHEHHS O03HaK iHdeKIil i mienocymnpecil. Ha mogyaTky
TAKOT0 KOMOiHOBAHOTO JTiKyBaHHS i IIOTiM i3 perynsipHuMu iHTepBanamu (1 pa3 Ha TUXOEHbD)
CJIil MOHITOPUTH CKJIaZ KPOBi, 0COOMMBO KiNbKiCTh TEMKOLUMTIB, TPOMOOIIUTIB i TiM(OIUTIB.
fAxio nerkouuTapHa GopMyiia MoKa3ye CTabiNMbHICTL Yepe3 OfUH MiCSIlb, BBAaXKaIOThCS
OOCTaTHIMU IOMICAYHI aHaJIi3u KPOBi IPOTSATOM HACTYIIHUX 3 MICSLIB, MICNIA YOr0 CIIif
IIPOBOMTHU IIOBTOPHI aHami3u 1 pa3 Ha KBaprTarll.

3a BUHATKOM OOCTiIXKeHb B3aeMOpii 3 iHribiTopamMmu MeTaboIi3My IypUHY IIPU 3aCTOCYBaHHI
IOPOCTMMH Ta OiTbMHU, 2KOJIHI iHIIII JOCHifIKeHHS B3aEMOIil y mopocnux abo miTei He
IIPOBOOUIIUCS.

Oco6.1ueocmi 3acmocyeaHHsi.
3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BariTHicTb

BincyTHi afieKBaTHi [aHi 3acTOCYBaHHS Acakoiy® BariTHAME XiHKaMu. [IpoTe y 060MeXeHOl KilbKOCTi
BariTHux (627), ki mpuiiManyu Mecana3uH, He Oy/I0 BUSBIIEHO XKOJHUX HETAaTUBHUX e(EKTIB CTOCOBHO
BariTHOCTi abo 3MOPOB’S IJI0a/HOBOHAPOAKEHOTO. [loTenep iHII peneBaHTHI emigemiosnoriyni gaxi
He[OCTYIIHI.

Y ogHOMY OKpEMOMY BUIIAAKy MOBIAOMIISIOCS IIPO HUPKOBY HEAOCTATHICTh Y HOBOHAPOAKEHOTO,
MaTH SKOT0 IIpHiiMalia BUCOKi [03U Mecajla3uHy (2 - 4 T, mepopaibHOo) Iif Yac BariTHOCTI.
HocrnigxeHHS Ha TBapHHAaX LIO0M0 [IePOpaIbHOI0 3aCTOCYBaHHSA Mecaljla3uHy He BKa3yHTh Ha IPIMUN
abo onocepegKOBaHUY IMIKigIMBUY IIJIUB Ha BariTHICTh, PO3BUTOK eMOpioHa/mIofa, mojoru abo
IIOCTHATa/IbHAU PO3BUTOK.



Otxe, Acakon® cin [IpU3HAYaTH IIif] YacC BariTHOCTI TUIBKY TOLI, KOJIU O4YiKyBaHa KOPUCTh
IIePEeBUILYE MMOTEHIINHI PU3UKHU.

nggHe BUTOOOBYBAHHA

Hu3bKi KOHIIEHTpallil Mecana3uny i horo N-aleTHI0BOr0 MeTaboiTy Oyiu BUSBIIEH] ¥ TPyOIHOMY
Morioni mopguHy. KiiHiyHe 3HaYeHHS IbOT0 SBHUINA HeBimoMe. Ha chorofiHi icHy€E nuile oOMexKeHun
MOCBiMl 3aCTOCYBaHHA XIHKaM, fKi FOAYIOTh rpyanoo. He MoXHa BUKIIIOYATH peaklin
rinepyyTaMBOCTI, TAKKX K Aiapesi, y HeMoBaT. OTxe, ACakomn"® CIIif 3aCTOCOBYBATH IIifl 4ac
rOAyBaHHS IPYAMI0, TIIBKY SIKINO OYiKyBaHa KOPUCTh IIE€PEBULLUATL MOXKINBUYN PU3UK. AKIIO ¥
HEeMOBJIATY PO3BUBAETHCA [iapesi, TONYBaHHS IPYLMI0 CIIif IPUNUHUTH.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

AcaK0n® He BIUTMBA€E ab0 MOoXKe BUSIBIISTH He3HAYHUM BIUIMB Ha 30ATHICTh KEPYBATH
TPAHCIIOPTHUMHU 3ac00aMM Ta ITPALIOBATH 3 iHITMMHU MeXaHi3MaMHu.

Crocid 3acTocyBaHHs Ta T03H.

CymosuTopii Mpu3HaydeHi TibKY [JIg PEKTaIbHOTO 3aCTOCYBaHHS. fAKINO mponyleHi ogHa abo
KiJIbKa 03, HaCTYIHY J03Y CJIif IpUUMaTU 3a 3BUYaVHUM [1JIaHOM.

Llo3yBaHHA

[Topoci

IHOyKuisa pemicii: mo 1 cyno3uTopito 3 pa3u Ha moby micns gedexkartii.

[Tpu TAKKOMY TeHepali30BaHOMY BUPA3KOBOMY KOJIiTi, 1110 BpaXkKa€ IpsAMY KUIIKY ab6o
PEKTOCUTMOITHUY Bifi/l TOBCTOI KUIIKHY, i y pa3i MOBiIbHOI BiATIOBifi Ha MepopaibHy Teparliio - ONUH

CyIO3UTOPil MOXKHA 3aCTOCOBYBATH BPaHIIi i BBeuepi Ha Aogady 4O IepopasibHOrO JIIKyBaHHS.

[Tiompumyroue aikygaHHA nid yac pemicii: TOKa3aHe NOBrOTPUBaJle JIIKyBaHHSA A1
TonepeKeHHs PelUAyBiB: 3aCTOCOBYIOTE 110 1 Cymo3uTOpi0 mpenapaTy ACakos® BpaHI i
BBeuepi. Cymo3uTopil ciif BBOAUTH IMMO0KO B aHaIbHUK OTBIp Micns medekxarril.

[TallieHTH TITHBOTO BiKY

[TarieHTy MiTHBOTO BiKYy MPHU BiICYTHOCTI TAXKKUX PO3JIafiB MeyiHKM a60 HUPOK MOXKYThb
3aCTOCOBYBaTU 3BUYAMHY A03Y AJIS JOPOCIUX. [JOCHiAXKEeHHS B IPYIIi Malli€HTiB TITHHOTO BIKy HE
IIPOBOOYIINCE.

Himu

Ha 1e#t yac 3aCTOCYBaHHS IIpenaparTy Ta ioro 6e3meka mJis giTed i mimmiTKiB mocTaTHIM



YUHOM He HOCHimXKeHi.

Ilepedo3yeaHHsi.

IcHye HebaraTo JaHUX IIPO ITepefo3yBaHHS (HanpuKiaf, cpoda caMorybCcTBa IIPU MPUKMOMi BUCOKUX
nepopajbHUX 003 Mecasia3uHy), SKi He BKa3yl0Th Ha HUPKOBY ab0 Ie4iHKOBY TOKCUYHICTE.
CrenianibHUY aHTUOOT BiACYTHIU. JIiKyBaHHS CUMIITOMaTH4YHE Ta HiATPUMYIOYe.

ITo6iuni peakuii.

Pesiome npodinio 6e3mern

[ToBimoMIIsiIOCS TIPO aJieprivHi peakilii 3 00Ky ceplisi, TeTeHb, MeYiHKU, HUPOK, MiAIITyHKOBOI 3a/103H,
IIKipY Ta MAMKIPHUX TKaHWH.

Crip HeraHO IPUNUHUTH JTIKyBaHHS IMAIiEHTIB 3 BifOMOIO TillepYyTIMBICTIO 0 Cynbdacana3uny Ipu
BUHUKHEHHI TOCTPHX CUMIITOMIB HEIIEPEHOCUMOCTI, TaKUX SIK Cy[loMH, Oifib y KUBOTI, MiBUIIIEHA
TeMIiepaTypa Tijla, CUJIbHUI TOJI0BHUM 0inb ab0 BUCUIIH.

[ToBimomusiyiocs PO TSAKKi MKipHi mo0iyHi peakiii, BKII0Yal0un iHAYKOBaHY JTiIKapChKUMU 3acobamMu
eo3nHO(Dinmio 3 cucreMaumu cumntoMamu (DRESS-curapoMm), cuaapom CtiBeHca - [I2)KOHCOHA Ta
TOKCUYHUM emifiepMalIbHAN HEKPOJIi3, II0B’sI3aHi 3 JIiKyBaHHSIM Mecanla3uHOM (OUB. PO3MAin
«Oco06muBi 3axoau 0€3MEKH»).

3BeneHa Tabnuisa HeGaKaHUX PeaKIlin

IIns ouiHOBaHHS He0akKaHWX Peakilili BUKOPHUCTOBYIOThCSI HUKUYeHaBeIeHi KpUuTepil 4acTOTH:

nyxe dacTo (= 1/10); wacto (= 1/100 - < 1/10), HeuacTto (= 1/1 000 - < 1/100), pinko (> 1/10 000 - <
1/1 000), my=xe pigko (< 1/10 000), yacToTa HeBimoMa (He MOxkKe OyTH BCTAHOBIIEHA BUXOOIYH 3
HasBHUX JaHUX).

ITopyweHHsa 3 60Ky Kposi ma aimgpamuuHoi cucmemu

HeuacTo: eo3unodimnis (K MposiB aneprivyHol peakirii).

IyXe pigko: BifXWIeHHS MOKa3HUKIB aHaIi3y KPOBI (amacTU4YHaA aHeMis, arpaHyJIOLUTO3,
TIAHITUTOTIeHisI, HEUTPOTIeHis, IeHKOIeHiss, TPOMOOLMTOIeHisl, IUCKpa3is KPOBi).

ITopyweHHsA 3 6OKY iIMYHHOI cucmemu

IyXe pigko: peaxtii rinepyyTINBOCTI, TaKi K ajepriyHi BUCUIIAHHS, MeIUKaMeHTO3Ha rapsdka,
epuTeMaTO3HUM BOBYaK, ITaHKOJIIT.

ITopyweHHsA 3 6OKY Heps8osoi cucmemu
IyXe 49acTo: TONI0BHUH OiNb.

YacTo: 3anaMOpOYEeHHS.



HeuacTo: napecresis.

Iyxe pigko: nepudepryHa HeUpoOIaTis.

Hesigomo: ImionmaTtuyHa BHYTpilIHbOYEpeINHa rinepTeH3is (ouB. po3min «Oco0auBOCTi
3aCTOCYBaHHS»).

ITopyweHHs 3 60Ky cepu,eso-cyoOuHHOI cucmemu

Pigko: MiOKapauT, mepuKapaouT.

ITopyweHHs 3 60Ky Ouxa/nbHOI cucmemu, opa2aHia 2pyoHoi Kaimku ma cepedoCmiHHA
Iyxe pigko: anepriuni Ta ¢pidpo3Hi peaxiii 3 60Ky 1ereHs (y TOMY YHCIIi 3afiUIIKa, Kalleb,
OpOHXOCIIa3M, aJbBEOJIiT, IereHeBa e03uHODisist, iHinbTpaIis 1erexis, THEBMOHIT),
iHTepcTHUIliabHa MTHEBMOHIs, 3aXBOPIOBAHHS JIETEHb.

YacToTa HeBigoMa: IIJIEBPUT.

ITopyweHHsA 3 60KY WAYHKOBO-KUWKOB020 MPaKkmy

YacTo: 6/110BaHHS, HYIOTa, QUCIIETICis, Oinb v XKUBOTI, miapes.

HeuacTo: meTeopusm.

[lyXe pigKo: TOCTpUM TAaHKPEaTHT.

ITopyweHHs 3 60Ky 2enamobiniapHoi cucmemu

Iyxe pigko: 3MiHM (PYHKIIIOHAJIbHUX TECTIB MTeYiHKY (MiABUILIEHHS TpaHCaMiHa3 i mapaMeTpiB
X0JIecTady), TelaTUT, X0IeCTaTUYHUY TellaTUT.

ITopyweHHsA 3 6OKY WKipu ma niOwWKipHUX MKAHUH

YacTo: BUCUIIHU.

HeuacTo: KponuB’siHKa, CBepOixK.

Pinko: (OTOYYTNUBICTh (AUB. PO3TINT «Onuc okpemux nobiuHux egpexmie»)
Ilyxe pigKo: ajomeris.

Hesigoma yacToTa: iHAyKOBaHa JIiKapCbKUMHU 3aco0aMu €03UHOGINiA 3 CUCTEMHUMY CUMIITOMaMU
(DRESS-cunapom), cuaapom CriBeHca - [I?2KOHCOHA, TOKCUYHUY elligepManbHUN HEKPOIIi3.

ITopyweHHs 3 60Ky Kicmkoso-m'30801 cucmemu, Cnoay4HOI MKAHUHU ma Kicmok
YacTo: apTpanris.
HeuacTo: mianris.

YacToTa HeBimoMa: BOBYAKOBHH CHHOPOM 3 TAKHUMH XaPaKTEPHUMHU CUMIITOMaMH, 4K IIEPUKAPOUT Ta
IIJIEBPOIIEPUKAPONUT, 4 TAKOXK 3 BUCUIIAMHU.



ITopyweHHs 3 60Ky pyHKUiT HUPOK i ceuosudinbHOi cucmemu

IyXe pigko: mopyIeHHS GYHKIIil HUPOK, Y TOMY YMCJI TOCTPUM Ta XPOHIYHUY iHTEePCTUIliaTbHAN
HepPUT Ta HUPKOBA HEJOCTATHICTh, HEPPOTUYHUM CUHAPOM, BiIMOBa HUPOK, Ka MOXKe MaTu
000pOTHUY XapaKTep i 3HUKATH IIPU paHHiN BigMiHi JIiKyBaHHS.

YacTtoTa HeBimoMa: HedpomiTias.

ITopyweHHs 3 6OKY penpoOyKmueHOi cucmemu ma MO/A04YHUX 3d/103

Iyxe pigko: omirocmepmisi (000poTHA).

3az2asnbHi NOPYWeHHA [ CMaHu 8 MICUyi 3acCmoCy8aHHA

YacTo: nmigBUIlleHHS TeMIlepaTypH Tija.

HeuacTo: 6inb y rpyasix.

YacToTa HeBimoMa: HEIIEPEHOCUMICTh Mecala3uHy i3 migBuieHHsIM C-peakTUBHOTO OinlKa
Ta/abo MOTipIIeHHSIM CUMIITOMIB OCHOBHOI'O 3aXBOPIOBAHHS, MiClleBa peakiis.

IocaioxcenHs

YacToTa HeBifjoMa: IiBUIIEHHSA PiBHA KPeaTUHIHY B KPOBi, 3MEHIIIeHHSI MacCH Tijla, 3HUXEHHS
KJTipeHCY KpeaTUHiHy, MigBUINEHHS PiBHS aMinasu, 30iIbIlIeHHs IBUIKOCTI OCiTaHHS epPUTPOIIHUTIB,
MigBUIIEHHS PiBHA Jlilla3y, MigBUILIeHHS KOHIIEHTPallii a30Ty ceyoBuHHU y KpoBi (BUN).

Onuc okpemux nobiuHux epexkmis

Ieski (KimbKiCcTh HEBiIOMA) i3 HaBeeHUX BHUIIle MOOIYHUX pPeakilili, *MOBipHO, acolliiioBaHi i3
OCHOBHOIO 3aIaJIbHOI0 XBOPOOOI0 KUIIEYHNKA, & He 3 JTiKyBaHHAM AcakonoM’. Ile 0co6IuBo
CTOCy€eThCSl HeOaxkaHUX peaklliit 3 60Ky IITyHKOBO-KHIITKOBOT'O TPAKTY Ta apTpaJrii.

Y pasi BUHUKHEHHS Y NalieHTiB HUPKOBOI AuchyHKIII mif yac mikyBaHHS HEOOXiIHO BpaXxOByBaTH
MOKJIUBICTh He(DPOTOKCUYHOCTI, iIHIYKOBaHOI Mecalla3uHoOM, sSiKa MOXkKe MaTu 060pOTHUM XapakTep i
3HUKATHU IIiC/is BiIMiHU JIIKyBaHHS.

Il yHUKHEeHHS OUCKpa3il KpoBi BHACIIOK PO3BUTKY MPUTHIYeHHS KiCTKOBOTO MO3KY CTaH IMalli€HTiB
CJIi peTeIbHO KOHTPOJIOBATH (OuB. po3min «OcobnuBi 3axomu 6e3MeKn»).

OpgHOYacHe 3aCTOCYBaHHS a3aTiONPUHY, 6-MepPKANTONPUHY ab0 TioTyaHiHy MOXKe CIPUYUHUTH
JIEMKOIIEHi10 Yepe3 IOCUIEHHS Mi€TOCYIPECUBHOTO €(hEeKTY.

DOTOYYTAUBICTD

[Tpo GinbI TAXKKi peakxiil TOBiKOMISAIOCS B MALiE€HTIB i3 TaKUMU MOTIEPENHIMY TTOPYIIEHHSAMU 3 OOKY
IIKIpY, SIK aTOMIYHUU JepMaTUT Ta aTOIliuHa eK3eMa.

ITogidomaeHHs npo nobiuHi peakuyii nicaa peecmpauii aikapcbko20 3acoby Mae 8axcause 3HaA4eHHS.
Lle 0ae 3mo02y nposoduUMU MOHIMOPUH2 CNiBBIOHOWEHHA KOPUCMb/PU3UK NPU 3ACMOCYBAHHA Ub020

AiKapcbko2o 3acoby. MeduyHum ma ¢papmauesmuyHuM NpayieHUKam, a makodxic navieHmam abo ix

npedcmasHukam ci0 nogidomasimu npo yci sunadku ni0o3pro8aHux nobivHUX peakuili ma



gidcymHocmi ehekmusHocmi nikapcbkoz20 3acoby uepe3 Aemomamu3o8aHy iHpopmauiliHy cucmemy

3 (papmakoHaznady 3a nocunsavHam https://aisf.dec.gov.ua

Tepmin npudamuocmi. 3 POKH.

He 3acTocoByBaTu micns 3aKiHYeHHS TEPMiHY IPUNATHOCTI, 3a3HA4YEHOr'0 Ha yIIaKOBII.

YMmoBu 30epiranns. 30epiraTy B 3aXuIlleHOMY Bif] CBiT/Ia MiClli IpU TeMIIEpPaTypi He Bullle 25
°C. He TpuMaTH y XOJIOOUIHHUKY Ta HE 3aMOPOXKyBaTH. 30epiratu y HEgOCTYIIHOMY OJIS
OiTey Mmicti.

YnakoBka. Cymosutopii pekTasnbHi o 500 Mr; 1o 5 cymno3uTtopiiB y 6mictepi; mo 4 6iictepu B
KOpoO1li 3 KapTOHY.

Karteropist Bimmycky. 3a pelenToM.

BupoOHHK/3asiBHUK.

Timorc ®apma AT / Tillotts Pharma AG.

Micue3HaxoaKeHHsI BHPOOHHKA Ta HOT'0 aJpeca MicCIisi IPOBaIKeHHsI
isIILHOCTi/MicIIe3HAX0IKeHHS 3asiBHHKA.

Bupo6uuk: Xayntmrpacce 27, 4417 Luden, liseinapisi/Hauptstrasse 27, 4417 Ziefen, Switzerland.

3asBHUK: basnmepmrpacce 15, 4310 Paitndensaen, [lIBeinapis/Baslerstrasse 15, 4310 Rheinfelden,
Switzerland.



