Ckian

Oitoui peuoBuUHU: MeTaMi30JI HaTpito, HiTopeHOHY rigpoxiopun; GeHniBepuHito
opomif;

1 M1 pPO3YUHY MICTUThL: MeTaMi30/y HaTpito MoHorigpaTty 500 Mr; miTodpeHOHY
rigpoxnopuny 2 mr; ¢eHmiBepuHio 6pominy 0,02 mr;

00ONOMIJHICHA pedo8uUHA: BoOa AJisl iH'€KITii.
JIikapcbKa ¢opMma

Po3uuH nng ig’exIriu.

OcHoBHI (pi3uko-ximiuHi 8a1acmusocmi: mpo3opa 6e3b0apBHa abo 3/1erka 3abapBiieHa
pigvHa.

®dapMaKoTepalneBTHYHA rpymna

Crna3mosriTuuHi 3acoObu B KOMOiHAallil 3 aHaJITeTUKAMU.

Kom ATX A03D AO02.
®dapMaKoJI0riuyHi BJIaCTHBOCTI

dapmakoOuHamika.

BAPAJITTH® - xom6inosanmit JTiKapChKUM 3acib i3 BUPazKeHOo CIIa3MOJIITUYHOIO i
aHaAJIreTUYHOIO aKTUBHICTIO.

MeTaMi30/I Ma€ BUpaXXeHy aHaJITeTUYHY 1 JKapO3HUKYBaAJIbHY [Oi0 Y ITIOEOHAaHH] 31
cnalI110i0 IPOTHU3anajbHOI0 Ta CIIa3MOJIITUYHOIO aKTUBHICTIO. Pe3ynbTaToM MOTO0 [iii €
IIPUTHIYEHHS CUHTEe3y IPOCTalrjlaHOVHIB Ta €eHOOTreHHUX aJIrOreHiB, IIiABUIIIeHHS
rnmopora 30yAJIMBOCTI y TajlaMycCi, BIIJIUB Ha TiltoTajsaMycC i yTBOPEHHS €HOOTeHHUX
[IPOTeHiB.

deHIiBEpUHiN Ma€ ITOMiPHO BUpPaXXeHY raHTIi00I0KYI04Y i XONMiHOITUYHY Mil0.
[TpurHiuye TOHyC i MOTOPUKY T'JIafgKOl MyCKy/IaTypu LIUTyHKa, KUIIIEeYHUKY, 2KOBUYHUX 1
CEe4YOBUBITHUX MIJIAXIB.

[TiTopeHOHY TimpOXIOPUA Ma€ ITarlaBePUHONONIOHY Aif0 3 BUPaXKeHOI0
CIIa3MOJIITUYHOIO aKTHUBHICTIO 10 BiMHOIIIEHHIO 10 TIafiKOl MyCKYy/IaTypH.

dapmakoKiHemukKa.



BCMOKTYBaHHS: IPU BHYTPIIIITHbOM I30BOMY 3aCTOCYBaHHI HIBUIKO Pe30pPOyETHCH.

MeTtaMi3o Ma€ CUCTEMHY 0iOOCTYIHICTh, 10 CTAHOBUTHL NPUOIU3HO 85 %.

Po3nopin: MmeTamMi3on 3B's13yeThCS 3 IJIa3MOBUMMU ITpoTelHaMu Ha 50-60 %. [IporHukae
yepe3 remMaToeHnedaniyHul i maaneHTapaui 6ap’ep. O6’eM po3nofiny - IpubIu3HO
0,7 n/kr.

MetaboJ1i3M: MeTaMi30n migmaeTbCcs iHTeHCUBHIM 6ioTpancdopmartiii y mevini. Moro

OCHOBHUM MeTaboJIiT 4-MeTun-aMino-aHTuNipuH (MAA) MeTaboni3yeTcs y medinti 3
YTBOPEHHAM iHIINX MeTaloIiTiB, y TOMYy 4YuCIi 4-aMiHO-aHTUIIiIpUHY (AA), IKUH €
(dapmakonoriuHo akTUBHMM. MaKcUMaJIbHi I1JTa3MOBiI KOHIIEHTpallil (110 BiTHOIIEHHIO
o BCix MeTaboJIiTiB) BCTAaHOBIIOIOTHCS IMPHO13H0 yepe3 30-90 XBUIIHH.

BuBepgeHHS: BUBOOUTHCS HUPKaMu y popMi MmeTaboIiTiB, mpuyomy nuiie 3 %
BHOIJIEHOI KiJTBKOCTi MeTaMi30J1y BUBOOUTHLCS y He3MiHHOMY Burisafi. [lepion
HalliBBUBeOeHHs - pubau3Ho 10 rogux.

ITauieHmu 3 nopyweHHAMU (PYHKUIU nevyiHKU: TIepio[ HaliBBUBeOeHHS aKTUBHOTO
MeTaboniTy MAA y nallieHTiB i3 mopyleHHAMU QYHKIIIN Me4YiHKY IIOO0BXKYETHCS
npubau3HO B 3 pa3u. TakuM nalieHTaM PeKOMEHOYEThCA JIIKyBaHHS HUXKYUMU O03aMU
MeTaMi30JLy.

INTauienmu 3 nopyweHHAMU PYHKUIU HUPOK: y IALJIEHTIB i3 NOPyIIEeHHAMU (QYHKIIN
HUPOK CIIOCTepPiraeThCsi 3HUXKEHUM CTYITiHb BUBEOEHHS OesIKuX MeTaboiTiB. Takum
ralieHTaM PEKOMEHOY€EThCH JIIKyBaHHSA HUXKYMMU J03aMU MeTaMi30J1y.

IToxa3aHHSA

I1711 KOPOTKOYaCHOT'0 CUMIITOMaTUYHOTO JIiKyBaHHS 00JIbOBOTO CUHIOPOMY IIPU
cIla3Max IJIafKol MyCKyJIaTypHd BHYTPIIIHIX OpTraHiB:

IIIJTYHKOBI Ta KUIIIKOBI KOJIIKY;

HUPKOBIi KOJIiIKM IPU HUPKOBOKAM’ siHill XBOPOOi;

CIIaCTUYHA OUCKiHe3isI 3KOBUHUX HIISIXiB;

OucMeHopes.
IIpoTUIIOKa3aHHS

e ['imepuyTIMBICTh JO aKTUBHUX PEYOBHUH, A0 IOXITHUX Mipa30JIOHY (B TOMY YHCIIi y
Malli€eHTIB 3 arpa”HyJIOLUTO30M B aHaMHe31 IpU II0IIepegHbOMY 3aCTOCYBaHHI
momiOHuX J1iKiB) a00 OO0 iHINKX HEeCTEePOIAHUX MPOoTHU3anaabHUX 3aco6iB (HII33).

e TsKKi mopylIeHHS QYHKIIW NeYiHKY i HUPOK.

e ['ocTpa nmeuvinkoBa mmopgipis.



Hedimut rmokKo30-6-hochaTmeriomporeHasn.

e HempoxigHICTh IIJIYHKOBO-KUIIIKOBOTO TPAKTYy i MerakoJioH.

e [TopyleHHsT QYHKIIN KICTKOBOTO MO3KY (HalpUKJaf, ITiCJs JIIKyBaHHS
IIUTOCTATUKAMH).

e 3aXBOPIOBAaHHS IeMOIIOETUYHOI CUCTEMU (arpaHyJIOLUTO3, IEMKOIEHisA, aHeMis
OyIb-sIKO1 eTiosorii, y TOMy 4YMCIIi allyTacTUYHa aHeMis, iHdeKIliiHa HeUTpomeHis).

e AmenoMa nepenmixyposoi 3ano3u Il i IIl ctyneHns.

e ATOHIisg 2KOBYHOT'O i CEYOBOTO Mixypa.

e [lino3pa Ha Xipypriy”y maToJioriio.

e ['imoTOHIYHI cTaHu i reMoOoMHaMiUYHa HeCTaOIIbHICTD.

e KosanToioHi cTaHHU.

e Taxiapurmis.

e 3aKPUTOKYTOBa I'JlayKoMa.

e bpoHnxianbHa acTMa.

B3aemMogisi 3 iHIIMMH JTIiKapChbKHMH 3ac00aMHu Ta iHIIII BHIH B3a€MoOil

KoMb6inyBaHHS mIpenapary BAPAJITIH® 3 inmmumu JIiKapChKUMHU 3acobOaMyu BUMarae
0Cc00IMBOI 06€ePEKHOCTI Yepe3 BMIiCT MeTaMi30ily, IKUM € iHOYKTOPOM IT€4iHKOBUX
bepmenTis.

MeTaMi3o HaTpilo MOXKe iHOYKyBaTH (pepMeHTH MeTabOoIiYHUX IIIISIXiB, BK/IIOUal0Un
CYP2B6 ta CYP3A4. OgHOoYacHe 3aCTOCyBaHHS MeTaMi30Jly HaTpiio 3 OyIIpPOITioHOM,
edaBipeH30M, METAJOHOM, BajIbIIPOATOM, IIUKIOCIIOPUHOM, TaKpPOJIiMyCOM Ta
cepTpajliiHOM MOXKe COPUYMHUTH 3MEHIIEeHHS 1JIa3MOBO1 KOHIIEHTPAallil IInuxX
JIiIKapChKUX 3ac00iB, 1110 TOTEHILIMHO MOXK€e IIPU3BECTU OO0 3MEHIIEeHHS 1X
TepaneBTUYHOTO epeKTy. TaKuM YMHOM, PEKOMEHOYETHCSI OyTU 00epeXKHUMU ITPU
OOHOYACHOMY 3aCTOCYBaHHI MeTaMi30J1y HaTpiio 3 iHIMUMU JTiKapCbKUMHU 3acobamMu;
KJIiHiYHY BignoBigb Ta/abo piBHI TiKapCchKUX 3aco0iB y Ij1a3Mi KPOBi CIIifg
KOHTPOJIIOBATH 3a HEOOXimHOCTI

[Tpu 3acToCcyBaHHIi IpenapaTy CJIif YHUKaTU BXXKUBAHHSA d/1K020/110, OCKiJIbKY ICHY€E
iIMOBIpHICTh B3a€MHOT0 ITIOTEHIIIIOBAaHHS Mil.

KymapuHosi anmukoazyasaHmu. [Ipy ogHO4YaCHOMY 3aCTOCYBaHHI MeTaMi30JI MOXKe
3MEHIIUTH aKTUBHICTh KYMapUHOBUX aHTUKOATyJISHTIB y pe3yJbTaTi iHAyKITil
MMeYiHKOBUX (pepMEHTIB.

Xaopnpoma3suH i iHwi noxiOHi ¢peHomia3uHy. [Ipu ogHOYACHOMY 3aCTOCYBaHHi 3
MEeTaMi30JI0M iCHY€ PU3UK MOSBU TAXKKOI TinoTepMil.



IHukaocnopuH. MeTaMi30J1 3HUXKY€E I1JIa3MOBi PiBHI IUKIJIOCIOPUHY IIPU OOHOYaCHOMY
3aCTOCYBaHHi.

XsaopampeHikon ma iHwi miesomokcu4Hi 3acobu. [Tpu 0mHOYAaCHOMY 3aCTOCYBaHHi 3
MEeTaMi30JIOM iCHY€ HigBUIIIEHUU PU3UK MOSIBU NIPUTHIYEHHSA KiCTKOBOTO MO3KY.

IHOykmopu pepmeHmia (bapbimypamu, 2aymemumio, ¢peHinbyma3oH) MOKYTb
rmocnabuTH [it0 MeTaMi3omny.

MeTaMi30/I 3HaYHO HiABUINYE 3HaUYEHHS MaKCUMaJIbHUX IIJIa3MOBUX KOHIIEHTpALi
X/I0POKBIHY).

Ienpecanmu IJHC npu Kom0biHaIlil 3 METaMi30JI0M IIOCHUJIIOIOTh MOT0 aHANTeTUYHUMN
e(deKT.

TpuuukaiyHi anmudenpecaHmu (NCuxogpopuH, amimpunmuJsiH), nepopanbvHi
npomu3sanaioHi 3acobu, aHas2emuKu, a10NyPUHO/ Ma a/nK020/1b YIIOBiIbHIOIOTH
MeTaboJIi3M MeTaMi30/y, IOTEHIIiI0I0Th MOTO0 i ITPU OJHOYAaCHOMY 3aCTOCYBaHHI Ta
MigCHUIIOI0OTh MO0 TOKCUYHICTb.

OnmHoYacHe 3aCTOCYBaHHS 3 iHIIMMU aHasi2emukamu i HI133 36inbi1ye pu3uk
PO3BUTKY ITPOSIBIB rillepyyTIUBOCTI Ta MOSBY iHIINX MTOOIYHUX peakiliil.

CedamueHi 3acobu ma mpaHKeinizamopu MOCUII0I0Th 3HEOOTIOBAJIFHY Mit0
npemnapary.

IIpu omHOYacHOMY 3aCTOCYBaHHI IIpenapary BAPAJITTH® 3 npemnapaTtaMu XiHIHY
MOZKJIMBE IIOCUJIEHHS aHTUXOJIIHEPTiYHOr0 e(EeKTy.

BAPAJITIH® moxHa KoMOiHyBaTHu 3 2iocyuHOymuabpomioom, pypocemioom,
enibeHkaamiooMm.

[Tpo kac mOXigHUX IIiPa30JIOHY BIAOMO, 110 BOHU MOXKYTh B3a€EMOMOISATHU 3
Kanmonpusiom, AimiemM, MemompeKkcamom Ta mpiammepeHoM, a TaKOXK 3MiHIOBaTU
epeKTHUBHICTh AHMuU2inepmeH3UBHUX Npenapamis Ta ce4o2iHHuUX 3acobia. [1o TKoro
CTyIIeHSI MeTaMi30JI CIPUYUHSE 1Ii B3a€EMOZiI, HEBiZOMO.

OCKinbKM MeTaMi30/I MOKe 3MEHIIUTHU [il0 IEeBHUX IIpelaparis, BAPAJITTH® cIin
3aCTOCOBYBaTHU 3 00EPEXKHICTIO 3 TAKUMHU JIiIKaPChKUMU 3acob0aMu:

e OYNpPONioH - 3aCTOCOBYIOTH IJIsI JIIKyBaHHS memnpecii abo K momoMixkKHUM 3acid
U1 IPUIIMHEHHS TIOTIOHOIaIiHHS;

e e(pasipeHl - 3aCTOCOBYIOTh OJjid nikyBauHsa BIJI/CHII;

e MemaooH - 3aCTOCOBYIOThH [JIs1 JTIKYyBaHHS 3aJIe?KHOCTI Bif 3a00pPOHEHUX PEYOBUH
(Tak 3BaHi omioign);



e 8a/1bNPOAM - 3aCTOCOBYIOTh IJIs JIIKYBaHHS elrinericii abo 6irmosIspHoro po3namny;

e MAxKpo/iMyC - 3aCTOCOBYIOThH [JIs1 3aIr00iraHHs BiITOPrHEHHS OPraHiB y Malli€HTiB
13 TpaHCIJIaHTAlIi€l0;

e cepmpaiiH - 3aCTOCOBYIOTH IJIsI JTiKyBaHHSI Oempecii.

Oco0/IMBOCTI IIIOO0 3aCTOCYBAHHSA

ITpu mikyBaHHI IperapaToM BAPAJITIH® iCHy€ pU3UK PO3BUTKY aHa(iTaKTUYHUX
peakui. [Ipu nepmux o3HaKax rinepyyTJIUBOCTLI BBeIeHHS IIpelapaTy HeraiHo
MNPUIIMHUTH 1 BXKUTH TEPMIHOBUX 3aXOMdiB O/I4 KyIlipyBaHHS CTaHy (afgpeHalliH,
TTIOKOKOPTHUKOIIM, aHTUTiCTaMiHHI ITperapaTu).

Pr3uK BUHMKHEHHS peakliii rinepuyyTanuBoCTi (aHadinakKTOIgHUX peakiliil) Ipu
3aCTOCyBaHHI MeTaMi30Jly 3Ha4YHO IMiABUINYETHCS Y MAII€HTIB 13:

e Xap4YOBOIO i MEAUKAaMEHTO3HOIO TillepuyTIUBICTIO a00 aTOmiYHUMU
3aXBOPIOBAaHHSAMU (CIHHUU HEXKUTH);

e CUHIPOMOM aHAJITeTUYHOI acTMU ab0 aHaANITeTUYHOI iMioCUHKpa3il y BUTTISAMI
KPONUB STHKU, aHTioegeMu, 0COOJIMBO ITPU CYIIYyTHHOMY PUHOCUHYCHUTI Ta IOJIinax
HOCa;

e XPOHIYHOIO KPOIIUB’ AHKOIO;

e imiocuHKpasieio go 6apBHUKIB (HampUKJiad, TapTpPa3uHy) BiONOBigHO
KOHCepBaHTaM (Hampukiaj, 6eH3oaTaM);

e HEIlepPEeHOCUMICTIO aJIKorosito. Taki nmamieHETu pearyoTh Ha 3aCTOCYBaHHSA
MiHiMaIbHOI KiTbKOCTi aJIKOTOJIbHUX HAIOIB TAKMMM CUMITOMaMM SK UXaHHS,
C/IbO30TeYa i cubHe NMopyueHH 30py. [Tofi0Ha HeIepeHOCUMICTh aJIKOT 0JII0
MOzKe OYTH 03HAKOI0 HeiarHOCTOBAHOT'O CUHOPOMY aHAJITeTUYHOl aCTMHU.

TsKKi IIKipHI peakiiil, BKIo4Yaouu cuHapoM CriBeHca-[I>KOHCOHA, TOKCUYHUU
eligepMaabHUM HEKPOJIi3 Ta iHAYKOBaHY JIiKapChbKUMHU 3acob0aMu eo3uHOiiio 3
cuctemHuMu cuMmrnroMamMu (DRESS-cuHapoM), siKi MOXKYTh 3arp0oXKyBaTH XKUTTIO abo
OyTu paTambHUMU, PEECTPYBAIUCS IIPHU JIiIKyBaHHI MeTaMizosnoM. IlalieHTiB ciif
mpoiHgopMyBaTH IIPO O3HAKM Ta CUMIITOMM IIKIpHUX peaklliii Ta yBaXXHO CTEXKUTHU 3a
HUMH. AKINO 3’ IBISIOTHCS O3HAKU Ta CUMIITOMH, 1110 BKa3yIOTh Ha IIi peakiiil,
JIIKyBaHHSI MeTaMi30JI0M CJIif] BIIMIHUTH Ta Hi B IKOMY pa3i He PO3[O0YHUHAaTU K0T 0
IIOBTOPHO (OUB. Po3ain «IIpoTUnOKa3aHHSI»).

BAPAJITTH® micTuts JIIKapChKYy PEYOBUHY MeTaMi30JI, IIPU JIiIKyBaHHI IKUM iCHYE
HEeBeJIMKUY, ajle 3arpO3JIUBUM [OJI XKUTTS PU3UK IIOSIBU LIOKY Ta arpaHyJIOLUTO3Y.



P0o3BUTOK arpaHy/JI0IUTO3Y He 3aJIeKUTh Bif M03H i 1oT0 He MOXKHa ITependauuTu. Bin
MOKe 3'SIBUTHUCS MiCJIs Iepioi go3u abo miciss 6araTropa3oBOro 3aCTOCYBAHHS.
TunoBuMu 03HaKaMHU arpaHyJIOUTO3Y € IIPOIacHUlls, 6ilb y ropii, 60I04YicTh Ipu
KOBTaHHI, 3aMajleHHs CIM30BOl 000JIOHKH POTa, HOCA, IIIOTKKW, aHOPEKTAaJIbHOI i
reHiTanbHOI AingHKu. [Ipyu parnToBOMy MOTipIIeHHI 3arajJbHOTO CTaHYy i ITOSIBi 03HAK
arpaHy/I0LMTO3Y JIIKyBaHHS METaMi30JIOM CJIil HeralHO IIPUIIMHUTY, HEe YeKalodyu
71ab0pPaTOPHOTO IMiATBEPHKEHHS.

[Ipemapart ciizm 3acTOCOBYBaTH 3 00EPEkKHICTIO IMalliEeHTaM i3 XpOHIiYHUM

aJIKOT 0JIi3MOM; IallieHTaM JIITHBOI'O BiKYy, OCKIJIBKH 1€ MOXKe IIPU3BECTHU [0
MTiABUIIEHHS YaCTOTU BUHUKHEHHS MMOOIYHUX peakiliii, 0coO6IuBO 3 O0OKY TpPaBHOI
CUCTEMH.

Cnin 3 06epeKHiCTIO 3aCTOCOBYBAaTHU ITpenapar IalliEHTaM IIPXU OQHOYaCHOMY
3aCTOCYBaHHI 3 HIUTOCTaTUYHUMHU JIiIKapChbKUMHU 3acob6aMu (TiIbKHU ITiJ KOHTPOJIEM
JTiKaps).

He 3acTocoByBaTH [OJist 3HSITTS TOCTPOTO O0JII0 Y KUBOTI.

ITpu mikyBaHHI IperapaToM BAPAJITTH® Malll€HTIB i3 reMaTOJIOTIYHUMU
3axXBOPIOBaHHAMHU ab0 AKi MaloTh iX B aHaMHe3i, He0OXiTHO ITPOBOOUTH OIiHKY
CIIiBBIIHOIIIEHHSI PU3UK/KOPUCTh Ta KOHTPOJIIOBATU IeMaTOJIOTIYHUU CTaTyC y X0l
JIIKyBaHHS.

[Ipemapart crming 3 06epeKHiICTI0 3aCTOCOBYBATH IAlliEHTaM i3 MOPYyIIeHHAMU GQYHKIIIN
HUPOK Ta 3 3aXBOPIOBAaHHSIMHU HUPOK B aHaMHe3i (mien1oHePpUT, rIIoMepyIOHEDPUT).

[Tpu 3aXxBOPIOBAHHSX HUPOK Ta MIEYiHKU PEKUM A03yBaHHS CIII migbupaTu
iHOUBigyaIbHO Yepe3 MOXKIUBI M0OiIYHI eeKTH MeTaMi30/Ty Ha HUPKHU Ta 30iNbIlIeHHS
nepiofy HalliBBUBENEeHHs MeTa0oJIiTiB MeTaMi30/y ITpU NOPYIIeHHIX QYHKITiN
rernaTolUTIB.

[Ipemapart crning 3 06epeKHiICTI0 3aCTOCOBYBATH IallieHTaM i3 0OCTPYKTUBHUMU
3aXBOPIOBaHHSIMMU IIIIYHKOBO-KUIIIKOBOI'O TPaKTy (axasnasis, minopoayoneHalbHUN
cTeH03). baraTopa3oBe 3acTOCyBaHHSA IIpenapary BAPAJITIH® Yy TakKuX BUIIagKax
MOXKe€e CIPUYUHUTU 3aTPUMKY BUBEOEHHS LIJIYyHKOBO- KMIIIKOBOT'O BMICTYy Ta
IHTOKCHKALIIito.

3acTocyBaHHs IpernapaTy BAPAJITTH® y IAli€HTIB i3 racTpoe3odareaabHOIO
pedioKCHOI0 XBOPOOOIO, aTOHI€I0 KUIIIEYHUKY, 3 3allaJIbHUMU 3aXBOPIOBAHHSIMU
KMIIIEYHUKY, BKITIOYAl04M HecelnpivHUuM BUPaA3KOBUHU KOJIIT Ta XBoOpoOy KpoHa,
rJ1ayKOMOIO, MiaCTeHIi€I0 IpaBic, 3aXBOPIOBaHHSIMU cepilsd (apuTMil, illieMiuHa xBopoba



ceplis, 3acCTifiHa cepliieBa HeOOCTaTHICTh) moTpedye 0coOIuBOi 00epPeKHOCTI i
KOHTPOJIIO JIiKaps.

[Ipemapart cnixg 3 00epeKHiICTI0 3aCTOCOBYBATH IallieHTaM 3 iHpapKTOM Miokapaa, 3
BUPaXXEHOI0 apTepiajibHOO TIIOTEeH31€10, a TAKOXK IIPHU JIIKyBaHHI ITAlll€HTIB 13
CUCTOJIIYHUM apTepialbHUM TUCKOM HUXKYUM, HiK 100 MM pT. CT.

BknoyeHuu OO CKilany mperapary BAPAJITTH® mertamizon moxe COPUYUHUTHU
rinotoHiuHi peakiiil. 11i peakilil 3asiekaTh BiZl JO3HU 1 YacCTillle CIOCTEPIral0oThCA IIPU
HapeHTepaJbHOMY 3aCTOCYBaHHI. PU3WK BUHUKHEHHS TaKUX Peakllii HigBUIIYETHCA Y
HaCTYIIHUX BUIlagKax:

e y IAIliEHTIB i3 ITOMMEepegHbOI0 apTepPialbHOIO TIMOTOHIEIO, 3MEHIIIEHHSAM 00’ €My
piouHU Ta eneKTPOoNiTiB abo JerimpaTalli€io, HecTabiIbHOI0 TeMOoguHaMiKoo abo
LVPKYISITOPHOIO HEJOCTATHICTIO (HallpuKiaf, y IMallieHTiB 3 iHpapKTOM MioKapaa
abo 1moTiTpaBMOI0);

e y MALIE€HTIB 3 IMiABUIlEHHSIM TeMIepaTypu Tija.

II71s TaKuX IMAlliEHTiB CIIii IPOBOOUTHU PETEbHY OIIiHKY HeOoOXigHOCTi 3aCTOCYyBaHHS
Imperapary i CyBOpui KOHTPOJIb. MoKe BUHUKHYTU HEeOOXigHICTh BXKUTHU 3art00ixKHi
3axonu (Hanpukiap, cTabinizalliss KpoBooOiry) 3 MeTO0 3HUKEHHS PU3UKY
apTepianbHOI TiIIOTEeH3il.

BAPAJITIH® CJIi 3aCTOCOBYBATH TUIbKHU IIPU IPOBEOEHHI PETEIbHOTI0 KOHTPOIIIO
reMOJVHaMIUYHUX [TapaMeTpiB y MAlll€HTIB, Y IKUX CJIi[ YHUKaTU 3HUKEHHSA
apTepialbHOTO TUCKY B 000B’sI3KOBOMY MOPSIAKY, HAlTpUKJIaM, TSAXKKA illleMidyHa
xBopoOa cepiig abo 3HaYHUM CTEHO3 CYOUH T'OJIOBHOTO MO3KY.

PU3UK MeOrKaMeHTO3HOro YPaXKeHHA MIEeYiHKU

[ToBigoMIIsisiv PO BUIIAAKU I'OCTPOTO rellaTUTy, IlepeBaXKHOo renaToLeTI0IIPHOI0
XapakKTepy, y MallleHTiB, IKi IpUuiMalii MeTaMi30JI HaTpito, IIPOSIBU SKOT0 3’ SIBJISIINUCS
y Iepiop Bif OeKiTbKOX OHIB OO KIJIBKOX MICSIIiB IICJIS II04YaTKy JIIKyBaHHS
npenapatoM. CUMIITOMHU BKJIIOYaJIY MifBUILEHHS PiBHIB II€4iHKOBUX (DEPMEHTIB y
CHUPOBATIIi KPOBIi, 3 2KOBTsIHUIIEI0 ab0 0e3 Hel, 4acTo B KOHTEKCTi peakiiiit
rinmepuyyTIUBOCTI OO iHIINUX JTiIKapChKUX 3ac00iB (HampuKIiiaj, BUCHUITIB Ha LIKipi,
OUCKpa3sii KpoBi, TMXOMaHKHU Ta €03uHO}iIii) abo y CynpoBOmdi ITPOsIBiB ayTOIMyHHOTO
rernaTtuTy. BUIBIIICTE NALIEHTIB OOyKaJIu IIiCIIs BiIMIHU JIIKYBaHHS MeTaMi30JI0M
HaTpilo; OgHAaK IIOBiIOMIISJIOCS IIPO OKPEMi BUIIaJKU IIPOTPeCyBaHHSA 3aXBOPIOBAHHA
IO TOCTPOI MEeYiHKOBOI HEIOCTATHOCTI, III0 BUMAarasja TpaHCIJIaHTallil MeYiHKH.



MexaHi3M PO3BUTKY YpaxKeHHS IIe4iHKM, iIHOYKOBaHOI0 MeTaMi30JI0M HaTpilo, YiTKO
He 3’sICOBaHUU, ajie HasiBHI JaHi CBigYaTh IIPO iIMyHOAJIepriYHUM MeXaHi3M.

[TaieHTiB Cig IPOIHCTPYKTyBaTHU MIOA0 HEOOXiAHOCTI ITOBIMOMUTH JIiKaps Ipo
BUHUKHEHHS CUMIITOMIB, 1110 BKa3ylOTh Ha YpaXkKeHH4 Ie4didku. [Ipu nigo3pi Ha
ypaxKeHHS MeYiHKU NaljieHTaM CJIif IPUINHUTY IIPUHMOM MeTaMi30Jly HaTpilo; ¥
Mali€HTiB Ci[ OL[IHUTU MOKa3HUKH, AKi XapaKTepu3yIOTh PyHKIIIOHATbHUN CTaH
IIEeYiHKHU.

Y pa3si nonepenHLOro BUIMIAKY YpaXKeHH [MeYiHKU, SKUU CTaBCs IIif Yac JIIKyBaHHSI
MeTaMi30JI0M HaTpilo, K0 He OyJI0 BCTAHOBJIEHO iHIINX IIPUYUH ypaKeHHS eYiHKY,
He CJIiZl TOBTOPHO 3aCTOCOBYBATH JIiKapChKi 3aco0wu, 1110 MiCTSITh METaMi30JI HaTpilo.

Axio y maifieHTa BUHUKIIA CUMIITOMH, 110 MOXKYTh BKa3yBaTH Ha ypaXkKeHHS NeYiHKH,
Taki K HymoTa abo OJ1r0oBaHHS, MigBUINleHA TeMIlepaTypa, BiT4yTTs BTOMH, BTpaTa
alreTuTy, MMOTeMHIHHS cedi, CBIT/IMHM KaJl, TOXOBTiHHS IIKipu abo OinKiB ouyei,
cBepOixk, Bucun abo 6isib Y BepxXHill YaCTUHi XKUBOTA, TOMY HEOOXigHO MPUITUHUTU
3aCTOCyBaHHS JIiIKapChKOT'0 3aco0y BAPAJITTH® i 3BEPHYTUCSA OO JIiKaps.

BAPAJITTH® CIIi 3aCTOCOBYBATH TiIbKU IIiCJIsI CYBOPOI OIIiHKY CITiBBiHHOIIIEHHS
KOPHUCTH/PU3HUK i BIKUTUX BiIMOBIOHUX 3aX0[iB 00€PEXHOCTI y MallieHTIB i3
MMOPYIIEHHAMHU QYHKIIIM HUPOK abo MediHKU.

He crig mepeBulllyBaT pEKOMEHIOBaHi 103U IIpenapary.
3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs1 2py0010.

BaeimHicmb. 3aCTOCYBaHHA IIpenapary y Iepiof BariTHOCTI IPOTUIIOKA3aHO Yy 3B’ A3KY
3 BIOCYTHICTIO KJIIHIYHUX OaHUX.

I'o0yeaHHs 2py00r. OCKinbKy MeTabOoIiTH MeTaMi30/y eKCKPETYIOThCSI 3 MOJIOKOM

MaTepi, IpenapaT He CJIiJ IpU3Ha4vaTHU y Ilepion rogyBaHHS IPynar0. AKIio
HEMOZXKJIUBO YHUKHYTU 3aCTOCYBaHHA IIpernapary, CJIif OPUIUHUTUA TOOyBaHHS I'PYOII0
Ha nepion 48 rogvH 3 MOMEHTY BBEJEHHS IIpenapary.

30amHicmb enausamu Ha weuodKicmb peakuii npu kepysaHHi asmompaHcnopmom abo
[HWUMU MexXaHi3mamu.

AKTHBHa pedoBUHa GeHNiBepuHito OpoMia Mae XOMiHOMITUYHY MIito i MOXKe
CIIPUYMHUTH 3allaMOPOYEHHS i IOPYyIIeHHS aKoMopallil. Metami3on 3gaTHUN YUHUTHA
HECHPUSTIUBUU BIJIUB HA yBary i HOPYIIUTU MIBUOKICTh peakiil. [TaiieHTiB, AKi
KepyITh TPAHCIIOPTHUMHU 3acobaMu ab0 IpalloloTh 3 MexaHi3MaMH, CJIif IonepequT
PO MOXKJMBI 1T00iYHI Ail mpemnapaty. [[ignbHICTh, 10 BUMAarae€ migBUIIeHOl yBaru, Ciif



MPUIUHUTH 00 3HUKHEHHS Mo0iyHuX edeKTiB.

Cmocid 3acTocyBaHHs Ta I03H

BAPAHFIH®, PO3YMH IJId iH'€KIIiM, 3aCTOCOBYBATHU TiJIbKU BHYTPIIIHHOM s130BO!
3acToCOByBaTHU TUIBKU AJIsI KOPOTKOYACHOTO JIIKyBaHHSA!

Po3uuH a4 iH’€KI1IiX CiIif 3aCTOCOBYBATH IIif] YiTKMM KOHTPOJIEM JIiKaps y 3B 3Ky 3
PU3UKOM MOSIBY aHA(PIIaKTUYHOTO IIOKY y HaIli€HTIB i3 rinep4yTIUBICTIO A0
MeTaMi30J1y ab0 MOoXimHUX Mipa30JIoHY.

JTopocai ma dimu eikom 8i0 15 pokis.

opocnum i giTssm BikoM Bifg 15 pokiB (3 Macoro Tinna Oinbirre 53 Kr)

BHYTPIIITHBOM $I30BO BBOOUTH Bill 2 OO0 5 MJI PO3YHHY OJIs iH €KIiH. Y pa3i HeoOXimHOCTi
O03y MOBTOPUTH Yepe3 6-8 rommH. MakcuMasibHa mo0oBa J03a He ITOBUHHA
IIepeBUITyBaTU 6 MJI PO3YMHY /14 iH €KIIiM (€eKBiBaJIEHTHO 3 ' MeTaMi30JIy HaTpiio).
TpuBamnicTh JTiKyBaHHA - 2-3 OHi. [liciisa gOCATHEHHS TepalneBTUYHOTO e(PeKTy MOXKHA
IeperTH Ha JIIKyBaHHS ITepopalbHUMHU 3HEOO0JIIOBAIbHUMY i CIa3MOJIiTUYHUMU
3acobamu. Y pasi BiiCyTHOCTI TepaneBTUYHOT O e(PeKTy JTiKyBaHHS IIpenapaToM
MIPUITAHUTH.

ITauieHmu sikoMm 8i0 65 pokis.

3a3Buuay He NIOTPiIOHO 3MEHIITyBaTU [03Yy. Y Malli€HTiB i3 MOPYyIIeHHAMU QYHKIIN
MeYiHKY i HUPOK, MOB’sI3aHUX i3 BiKOM, HE0OXigHO 3MEHIIyBaTH A03Y, OCKiTbKU
MOK/IUBe 30i/IbIIIeHHS Iepioay HalliBBUBEOEeHHs MeTaboiTiB MeTaMi3omy.

ITauieHmu 3 nopyweHHAMU PYHKUIl HUPOK.

MeTaMi30/1 BUIOINISIETHCS i3 ceuero y BUTISAI MeTaOoIiTiB. ¥ mallieHTiB i3 1erkum Ta
MIOMIPHUM NOPYLIEHHAM (QYHKIIM HUPOK PEKOMEHIOYETHCSA 3aCTOCOBYBATHU Y2 MO3U OJId
OOPOCIIUX.

IlauieHmu 3 nopyweHHAMU PYHKUIU nevyiHKU.

Y Takux mallieHTiB epioq HamiBBUBEeOEHHS aKTUBHUX MeTalO0IiTiB MeTaMi30my
CIIOBiNIBHIOETHCS. [[JIs MAIli€HTIB i3 MOPYIIEeHHAMHU (PYHKIIiM IIeYiHKU CIIi yHUKaTU
3aCTOCYBaHHS BUCOKUX M03. [Ipy KOPOTKOYACHOMY 3aCTOCYBaHHI HeMa€ HeoOXigHOCTi
3MEHIIIyBaTU OO3U.

Hemae mocTaTHBOTO HOCBIAY TPUBAJIIIIOrO 3aCTOCYBaHHSA Y MALIE€HTIB i3 HOPYIIEHHAMU
yHKI1I1i# HUPOK abo MMeYiHKU.



Iimu.

[IpenapaTt He 3aCTOCOBYBaTU [JIs JIIKYBaHHS OiTeU BIKOM IO 15 pOKiB.
Ilepego3yBaHHs

CumMnmomu: IepeBaxamTh CUMIITOMU MEeTaMi30JI0BOl iHTOKCHUKAIlil y TOEOHAaHHI 3
XOJIIHOJIITUYHUMU IposiBaMu. HaluacTillie cnocTepiraeTbCss TOKCUKO-aJIepriyHuu
CUHIPOM, TeMaTOTOKCUUYHICTh, ITYHKOBO-KUIIIKOBI ITOPYIIEHH, llepeOpasibHi IPOsBH,
y TOMY YMCIIi TiIOTEepMisi, BUpakKeHe 3HUXKEHHS apTepiaibHOIr0 TUCKY, BiOUyTTs
cepueOuTTS, 3aAUIlIKa, IITyM y ByXaX, HyoTa, OJII0BaHHSI, racTpaJris, c1abKicTh,
OJIIrypisi, aHypisi, COHJIUBICTh, MapeHHs, [IOPYILIEHHS CBIOMOCTI, TaXiKapmaid,
CYOOMHUU CUHAPOM; MOXKJIMBUU PO3BUTOK I'OCTPOTr0 arpaHyJ/I0LXUTO3y, TeMOpParigHoro
CUHAPOMY, TOCTPOl HUPKOBOI i MEe4YiHKOBOl HEJOCTATHOCTI, ITapajidyy guxalIbHUX M’ I3iB.

JIIKyBaHHA: TPUIIMHUTU 3aCTOCYBaHHS IIpenapary i BAKUTU 3axXO0[iB A1 UOr0
IIIBUKOTO0 BUBEEHHS 3 OpraHi3my (popcoBaHuy Oiypes, BAIUBaHHSA BOOHO-COJIbOBUX
PO34MHIB, ITPU HEOOXimHOCTI remopianid). 3aCTOCOByBaTH CUMIITOMAaTU4YHi 3aco0u.
CrnenudigyHOTO aHTUOOTY HEMAE.

ITo6iuni epexkTHn

3a3HaveHi HUXKYe MMO0iIYHi peakilil CIpuYMHEeHi B OCHOBHOMY MeTaMi30JI0M, III0
BXOIOUTH OO CKJIaAy JIIKapChKOTO IIpelapary.

3 60Ky cucmemu Kposi i simgpamuyHoi cucmemu: JIEUKOIIEHiS; arpaHyI0LUTO3,
TPOMOOIIMTONEHisA, aHeMis (FreMoJIiTuYHa aHeMisl, aljlaCTUu4YHa aHeMist). PU3UK mOsBU
arpaHyJIOIUTO3y HEMOKJIUBO NMependauyuT. ATPaHyIOIIUTO3 MOXKe BUHUKHYTH i y
MallieHTiB, sIKi 3aCTOCOBYBaJIl METaMi30JI Y MUHYJIOMY 0€e3 IOsIBU IOAiOHUX ITOOIiYHMX
peaxiriu.

3 60Ky iMmyHHOI cucmemu: aHadinakKTUYHUHN IIOK, aHadinaKTU4YHI a00 aHadinaKTOImHi
peakirii, ocoOIMBO TIiC/Is MapeHTepPaIbHOT0 3aCTOCyBaHHS. TakKi peakilil MOXYTb
BUHUKHYTH ITiJl YaCc BBeOEeHHs IIpemnapaTy abo 6e3mocepenHbo Micas MPUInHeHHS
BBE[leHHs, ajle MOXYTh 3'sIBUTUCS 1 Yepe3 KiJIbKa F'OOUH. 3a3BUYall BOHU HACTalOTh
YIIPOOOBXK MEPIIOl TOOWHM ITiCis iH €KIil. BinbIll 1erki peakilil IPOSABISAIOTECS Y
BUTJISi TUIIOBUX pPeakxiliii 3 00Ky IIKipu Ta CIIM30BO1 000IOHKM (TakKi K cBepOixK,
MIeYiHHsI, TIOYEePBOHIHHS, KPOIIUB THKA, HAOPsSIKU - MicileBi abo 3arasbHi), AUCIHOE i
PiAKO IITYHKOBO-KUIIKOBI cKapru. JIerki peakilii MOXyTh mepetTH y OilbII TIXKKi
(bopmu 3 reHepanizoBaHOO KPOIIKB’IHKOIO, TSIKKOIO0 aHTioegeMolo (Y TOMY YKCITi
JIapUHTeasIbHO0), Y TSIXKKUM OpOHXOCHa3M, IIOPYIIIeHHSI CePIIEBOT0 PUTMY, 3HUXKEHHS
apTepiaabHOr0 TUCKY (iHOMAI 3 mOoIepeaHiM HigBUIIEHHSIM apTepialbHOTO TUCKY); ToMy
SIKIIIO BUHUKHEe OyOb-s1Ka IIKipHa peakilis rinep4YyTIUBOCTi, CHMIITOMH ITOPYILIEHHS



HUPKOBOI pyHKIIl abo reMaTOTOKCUYHI peakllii, 3aCTOCyYBaHHS IIperapary CIIif
HeranHo NPUOUHUTU. ACTMaTUYHUU Hanap (y DalieHTiB 3 aHaJIrTeTUYHOI aCTMOI0),
LUPKYJIATOPHUYU IIOK. [IIOK MOXKe CYIIPOBOAXKYBATUCS XOJIOOHUM IIOTOM,
3arraMOpPOYEeHHSIM, COHJIMBICTIO, 3MiHaMM CBigOMOCTi, O/ilicTIO MIKipH, 3aB/IIOBAHHSIM
y OiNSHIL ceplisd, IIOBEPXHEBUM AUXaHHSAM ab0 TaximHOe, TaXiKapi€io, XOJIOOHUMU
KiHIIIBKaMU, CUJIbHUM 3HU2KEHHSM apTepianbHOro TUCKY. [Ipu mepiunx o3HakKax IIOKY
JIIKyBaHHS He0OXigHO BiAMIHUTH i BXKUTHU BiIIOBIiOHMUX 3aXOOiB HEBigKIamHOl
OOMIOMOTH;

3 60Ky wkipu ma nidwkipHoi KaimkoguHu: ¢piKCcoBaHa JTiKapChKa €K3aHTEMA;
MaKyJI0nanyIbo3Hi Ta iHIIi BUAY BUCUNaHb; aHTiIOHEBPOTUYHUYM HAOPSAK, 3MEHIIIEHHSI
moToBUAIIeHHS. [T0BimOMIIAIOCH PO TSAXKKIi IMIKipHI peakirii, BKII04Yal04ud CUHAPOM
CriBeHca-[I2)KOHCOHa, TOKCUYHUM elifepMalIbHUU HEKPOJIi3 Ta (3 HeBigOMOIO0
YaCTOTOIO) iHIYKOBaAHY JIiKapChbKUMU 3acobaMu e03uHOGii0 3 CHCTEMHUMU
cumnTomamu (DRESS) mpu 3acTocyBaHHiI MeTaMizony (guB. po3min «OcoOmuBoCTi
3aCTOCyBaHHS»)

Y pa3si BUHMKHEHHs OyOb-IKO1 MIKipHOI peakilil 3aCTOCYBaHHS MeTaMi30/ly Ma€ O0yTu
HeraHO MMPUIIUHEHE.

3 60Ky Hepsosoi cucmemu: 3allaMOPOYEHHSs, TOJIOBHUM Oiflb.
3 60Ky opaaHie yymmsi (30py): 30POBi MOPYIIIEHHS, IIOPYIIIeHHST aKOMOallil.

3 60Ky cepueso-cyOuUHHOI cucmeMu: TIaabIIiTallisl, TaXiKapHis, MOPYIIIeHHS CePIIeBOT0
PUTMY, 11iaHO3, apTepiajibHa rinoTeH3id; rinepemis.

limoTeH3uBHI peakxiiil pifKO MOXYThb IPOSIBASTHUCS ITif Yac abo Iicisa 3aCTOCYBaHHA.
BoHU MOXKYTh CYIPOBOOXKYBAaTHCS a0 He CYIPOBOIXKYBATHUCS iHIITUMU CUMIITOMaMU
aHadimakToigHNX ab60 aHadinakTUYHUX peakiliii. Pigko Taki peakiiii MOXyTh OyTHU
pe3yabTaTOM Pi3KOTI0 3HUKEHHS apTepia’bHOro TUCKY. lIIBUaKe BHYTPIILIHEOBEHHE
BBEEHHS IIiABUIIYE PU3UK I'IIIOTEH3UBHUX PeaKIii.

KpuTtuuHe 3HMKEHHS apTepialbHOTO TUCKY 0€3 iHIIINX O3HaK TrilepyyTJINBOCTI €
D0303aJIe’KHUM i MOXKe IPOSIBUTHUCS Y Tilepripekcil.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: CYXiCTh Y POTi, HymoTa, O/1foBaHHs, Oilb y
KUBOTi Ta IUCKOMQOPT, 3aIop, 3aTOCTPEHHS TaCTPUTY Ta BUPA3KOBOI XBOPOOU
IIJTYHKA; pidkux sunadkax OIMOBaHHS 3 JOMIIIIKaMU KPOBi Ta KMIIIKOBI KpOBOTEUi,
ynbllepaliil, BiIUyTTs IeYiHHSA B elliracTpajabHii OiNTsHIII.

3 60Ky nediHKuU ma 2#co8408UBIOHUX W1sAXi8: MEOAUKAaMEHTO3He ypaXKeHHS MeYiHKU, B
TOMY YHCJIi TOCTPUM Ir'elaTUT, XKOBTSIHULISA, ITiABUILIEHHS PiBHIB (DepPMEHTIB IEeYiHKU
(muB. po3min «OcoBIMBOCTI 3aCTOCYBAHHS»).



3 60Ky ceuosuOinbHOI cucmemu: TPOTEIHYPis, OJirypisi, aHypis, nomiypis,
iHTepcTulliabHUY HedpPUT, 3a0apBIIEHHS CeUi Yy YePBOHUM KOJIip; 3aTPUMKa ceui,
YyTPYOHEHE CEeYOBUNYCKAHHS, IOPYIIEHHS PYHKII HUPOK.

3 60Ky OuxasnvHoi cucmemu: GPOHXOCITA3M.

3aezanvHi po3aadu i nOpyweHHA y Micui eeedeHHs: IPU NTapeHTepaIbHOMY
3aCTOCYBaHHI - acTeHist, 6isb y MicIli BBegeHHs i MiclleBi peaxiiii.

ITogi0oMaeHHA npo ni0o3prosaHi nobiuHi peakuii.

[ToBimoMiieHHS PO Mimo3proBaHi M0OiIYHI peaxiii micast peecTpaliii TiKapchKOTo
3aco0y € BaxXJIMBOIO IIpoleaypoio. Lle mo3Boisie IpomoOBXKyBaTH MOHITOPUHT
CIIiBBigHOIIEHHS «KOPUCTL/PU3UK» OJIS BiAMOBIMHOTO JIiKapChKOro 3aco0y. MeguyHuM
ImpalliBHUKaM HeoOXigHO MOBiMOMISATH IIPO OyOb-sAKi Mimo3pioBaHi MobiyHi peakxiiil
yepes HallioHaJIbHy CUCTEMY IIOBIJOMIJIEHbD.

TepMiH NpUIATHOCTI
3 POKHU.
YMmoBHu 30epiranus

30epiraTtu B opuriHajabHiN yIIaKOBIli B 3aXUILEHOMY Bifl CBiTJia MiCIli IIpu TeMIlepaTypi
He Buile 25 °C.

30epiraTty y HeJOCTYIIHOMY OJIS OiTeW MicCIIi.
HecymMmicTHiCcTBh

BBeneHHs nmpenapaTry pa3oM 3 iHIITUMU JIiIKapCbKUMHU 3aC00aMM B OMHOMY IIITIPHUILL
HEIIPUILyCTUMO.

YnakoBkKa

ITo 2 M1 abo 5 MJT B aMIIyITi.

[To 5 amniyn y 6nictepi, mo 1 abo 2 6sicTepu y KapTOHHIN madyiii.
KaTeropis Bignycky
3a penemnTomM.

BupooHuk



CK bankan ®apmacsroTtikanc CPJI/
SC Balkan Pharmaceuticals SRL.

Miciie3Haxo/aKeHHsI BHPOOHHKA Ta aJpeca MiCIisi IPOBaaXKeHHsI HOT 0
IisIIHLHOCTI.

MD-2091, Pecny6nika MongoBa, myHinunivi Kumusis, M. CuHKepa, ByJI.
IapycTpiansHa, 7/A/
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