Ckian

Oitoua peuosuHa: pekcopeHaauHy TigpoXI0Pu;

1 TabneTka mMicTuth pekcopeHaguny rimpoxmopuny 120 mr (ekBiBameHTHO 112 Mr
dbekcodpenaguny);

OONOMIJCHI peuoB8uHU: LIeII0JI03a MiKpOKpPHUCTaligyHa, KpoxMallb
pexeJjlaTUHI30BaHUM, HATPil0O KpOoCcKapMeio3a, MarHito creapar, IilpoMesosa,
noBigoH, Tutany giokcun (E 171), KpeMHito mioKcung KOnoigHui 0e3BOOHNM, MaKpOTOJI
400, cyminr 3amida okcupgy xkoBTa (E 172) Ta cymimu 3asisa okcuny poxesa (E 172).

JIikapcbKa ¢opMma

TabneTku, BKpUTi 000JI0HKOIO.

OcHOoBHI (pi3uKo-ximiuHi 81acmueocmi: TabIeTKU IEePCUKOBOTO KOJILOPY ¥ popmi
KaIllCy/Iu, BKPUTi 000JI0HKOIO0, 3 TUCHEHHSAM «012» 3 omHOTO OOKY Ta TUCHEHHSM Y
BUTJISA1 IPOITMCHO] JIITEPU «e» 3 iHIIOT0 OOKY.

dapMakoTepaneBTHYHA Irpyna
AnTUTicTaMiHHI 3acobu s cucteMHOro 3actocyBaHHsa. Kog ATX RO6A X26.
dapMakKogHHaMiKa

dekcodeHanouHYy TimpoOXI0pUA - HeCeqaTUBHUMN aHTUTiCTaMiHHUM 3acib rpynu
aHTaroHicTiB cnenu@digyaux penenTtopiB H1. ®ekcodenanms € papMaKOIOTidHO
aKTUBHUM MeTaboniToM TepdeHaauHy.

Y kKniHiYHUX OOCHIAXKEeHHSAX ITyXUPiB Ta rimepemil mIKipu, iHOyKOBaHUX ricTaMiHOM,
aHTUTiCTaMiHHUMN epeKT peKcopeHaauHy rigpoxaopuny, SsKu npusHadanu 1 ta 2
pa3u Ha 0o0y, IPOSIBUBCS MPOTATOM 1 TOOWHY, HOCATHYBIIA MaKCUMyMy depe3 6
roauH i TpuBaB NpoTAroM 24 roauH. O3HaK PO3BUTKY HEIIEPEHOCUMOCTI He OyII0
BUSBJIEHO HaBIiTh micisa 28-meHHOTO0 npuriomy. KimiHiuHuUM e(peKT cnocTtepirascs micius
OOHOPA30BUX ITepopanbHuX 003 Big 10 mo 130 mr. V mii Mmomesni aHTUTiCTaMiHHOL
eekTUBHOCTI /151 3a0e31edYeHHs MOCTiMHOTO e(heKTy NPOTATOM 24 TOOuH Oyu
HeoOxigHi mo3u He MeHmIie 130 Mr. MakcuMyM IIpUTrHideHHS HAOPSKIIOCTI Ta rinepemil
nepesuinyBaB 80 %. KiiHiuHI JOCTIAXXEHHS CE30HHOI0 aJIepridvHoro puHiTy
MMOKa3yIoTh, 110 mo3a 120 Mr mocTaTHS fs 3abe3nedeHHs 24-ToOUHHOLI eeKTUBHOCTI.

Y XxBOpHUX i3 CE30HHUM aJIeprivHuM PUHITOM, SKi IpuuManu go3y go 240 mr
dbekcodenaguny rimpoxnopuny 2 pa3u Ha 000y IPOTATOM 2 THUXKHIB, CTAaTUCTUYHO



3”Hauymux 3MiH QT—iHTepBany MOPiBHSAHO 3 mialebo He CIIOCTepiraaocs.

Takozk mopiBHSAHO 3 malnebo He cIlocTepiranocs nomiOHUX 3MiH i y 3mMOpPoBUX
noOpPOBOMBIIB, sKi mpuiiManu o 60 Mr ¢pekcodeHanuHy rimpoxnopuny 2 pa3u Ha mo0y
npoTsroM 6 micsiris, mo 400 Mr ¢pekcodeHanguHy TigfpoXJI0pUay 2 pa3u Ha mo0y
npoTsaroM 6,5 gHs Ta mo 240 Mr Ha go0y IIPOTSATOM POKY. Y miTel BikoM Bim 6 mo 11
POKIiB He CIIOCTepiraaocs CTaTUCTUYHO 3HAYyLIUX 3MiH iHTepBany QT mOpiBHSIHO 3
mnaie6o micss 3acTocyBaHHS pekcodpeHaguHy rimpoxaopuny y no3i 60 mr 2 pa3u Ha
noOy ITPOTSATOM 2 THUIKHIB.

HagiTh pu KOHLIEHTpAallisgX y I1Jla3Mi KpPOBi, 1110 B 32 pa3u mepeBUllyBaju
TepamneBTUYHI KOHIIeHTpallil, pekcodheHaguH y noael He BUSBIISAB BIJIMBY Ha KaJli€Bi
KaHaJIi CIOBiJIbHEHOT O BUIIPSAMIIEHHS, KJIOHOBaHI 3 MioKapay JIIOOUHMU.

dapMaKkoKiHEeTHKA

dekcodpeHaOguHy TiOPOXIOPU IMIBUAKO BCMOKTYETHCS ITiC/ISI 3aCTOCYyBaHHA
BHYTPIIIHbO. MaKcuMalbHa KOHIIEHTPAallisl JOCATaEThCS MPuOInu3Ho Yyepe3 1—3
roguHu. MaKcuManbHa KOHIIEHTpallid CTaHOBUTDH IPUOIKU3HO 289 HI/MII micns
OOHOKPATHOTO IIpuioMy npenaparty y Ao3i 120 mr 1 pa3 Ha mo0y Ta npubnu3no 494
HT/MJI IIiCJISI OMHOKPATHOIO IIpuiioMy mpemnapaty y go3i 180 mr 1 pa3s Ha mo0y.

60—-70 % dpekcodbeHanunHy 3B’I3YETHCA 3 OiTKaMu M1a3MU KPOBI.

dekcodpeHanuH He MeTab0i3yeThCAa y edinli. BiH meTabosi3yeThcsa oyxe
HEe3Ha4YHOIO MipO0, OCKIJILKM B CeUi Ta KaJll BUSBJIIETbCSI OCHOBHA PeYOBUHAa
npemnapaty. BuBegeHHsa ¢pekcodeHanauHy 3 IJIa3MU KPOBi BinOyBa€eThCs 3 ABO(Pa3HUM
3HUXKEHHSIM Ta TepMiHaJIbHUM IlepiogoM HaniBBuBeneHH4 Bif 11 mo 15 rogux micns
0araTopal30BoOro 3acTocyBaHHs. KiHeTrKa ogHOpPa30Boi Ta 6araTopa30Boi mo3 HiHiliHa
IIpU IepopanbHux Ao3ax mo 120 mr 2 pa3u Ha gooy.

3rigHO 3 MaHMMU OOCIHiIXKeHb, 1110 OyJiM ITPOBeIeHi Ha 1lel Yac, OilbIlla YacTUHA 03U
BHBOOUTHCS 3 KOBYIO, 3 cedelo y He3MiHeHil popmi BuBoauThcsa 1o 10 %.

IToxka3aHHSsA

CuMnToMaTHU4HE JIIKyBaHHS CE€30HHOI'O aJIepriyHoro pUuHIiTy y JOPOCIUX Ta OiTeu
BiKOM Big 12 poOKiB.

IIporunnoka3aHHs

[TinBuIeHa YyTIUBICTh MO pekcodbeHanuHy rimpoxnopuny abo mo iHIIMX KOMIIOHEHTIB
npemnapary.



IOuTtsyuui Bik 0o 12 poKiB 3 OrJIsAny Ha BiICYTHICTh HaJIE?)KHUX JaHUX 3 0€3IEeKU Ta
€(EeKTHUBHOCTI.

B3aeMoqisi 3 iHIIHMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIHM B3a€EMOIiN

dekcodpeHanuH He MeTabOJI3yETHCA ¥ IIEYiHII i TOMY He B3a€MO/i€ 3 iHINMU
JIiIKapChKUMU 3acob6aMy UM HIISIXOM.

Komb6iHauii, aki eumazaroms 3anobisxcHux 3axo0ie npu 3acmoCcy8aHHI

[Tpu ogHOYAaCHOMY IIpU3HAYEHHi 3 epUTPOMIIIMHOM ab0 KETOKOHA30JI0M
criocTtepirasnocsi 2—3-pa30Be 30inbllIeHHS KOHIIEHTPallil pekcodheHaguHy y miaa3Mmi
KpoBi. BrinuB Ha QT—iHTepBan He OyB OB sI3aHUU 3 IIi€l0 3MiHOI0; YaCTOTa NOOIYHUX
peaxiriii He 30iTbITyBasIacs MOPiBHSIHO 3 TAKOIO IIPU IIPUMOMI KOXKHOI 3 IIMX PEeYOBUH
oKpeMmo. [ToCiiaKeHHS Ha eKCIIepUMeHTaJIbHUX TBaprUHaX II0Ka3aiu, 10 HiABUILEeHH
KOHIIeHTpallil pekcodpeHaguHY y mMIa3Mi KPOBi, SKe CIIOCTepiramgocs micis
OQHOYAaCHOTO 3aCTOCyBaHHS €ePUTPOMIIIMHY a00 KeTOKOHAa30Jy, MOXKe OyTu
oOyMoOBIeHe 30ilbIlIEHHSAM BCMOKTYBaHHS ITpelapaTy y IUTYHKOBO-KUIIIKOBOMY TPaKTi
Ta 3MEeHIIIeHHSIM a00 eKCKpellil mpelapaTy y 2KOBYHUX IIJIgxax, abo Moro cekpellil y
IIIJTYHKOBO-KUIIIKOBOMY TPAaKTi.

Bzaemopmis 3 omenpa30JioM He CriocTepiranacs.

[II1yHKOBO-KHUIIIKOBI 3aco0u MicIlieBol fii, aHTanuau i agcopObeHTH. 3acTOCyBaHHS
aHTAIMIB, 10 MICTATH TiIPOKCUOU allOMiHil0 ab0 MarHiio, 3a 15 XBUIUH OO0 IIPUNOMY
npemnapaty Anserpa 120 Mr 3HMKye 0i0gOCTYIIHICTh PeKcodeHaauHy TigpoXIopuay,
VMOBIPHO 4Yepe3 MOoro 3B’a3yBaHHS Y IUIYHKOBO-KUIIIKOBOMY TPaKTi, TUM CaMUM
3MEHINYI0YYU BCMOKTYBaHHS peKcopeHaguHy y HITyHKOBO-KHUIIKOBOMY TpakTi. Ciifg
OOTPUMYBATUCh iHTEPBaNIy (3a MOKJIMBOCTI TPUBAJIICTIO OilbIlle 2 TOOUH) MiX
3acTocyBaHHSIM (pekcodheHaOuHy TiapoXJIOpUAy Ta IIJIYHKOBO-KMIIKOBUX 3aC00iB
MicueBol mil.

Oco00/1UBOCTi 3aCTOCYBaHHSA

Cnim poTpuMyBaTUCh 00€PEKHOCTI IPU 3aCTOCYBaHHI npemnapaty Anserpa 120 mr
XBOPUM JIITHBOT'O BiKy Ta MallieHTaM i3 MOPYIIeHHSIM ITe4iHKOBOl ab0 HUPKOBOI PYyHKIIil
yepe3 HEeJOCTaTHICTh JaHUX.

[MamienTaM, siKi IepeHecnyd y MUHYJIOMY ab0 MaloTh Telep CeplieBO-CyaAUuHHi
3aXBOPIOBaAHHS, CJIi MaTU Ha yBa3i, 110 IIpernapaTy KjlaCcy aHTUTICTaMiHIB MOXYTh
CIPUSATU BUHUKHEHHIO TaKUX N00iYHUX eDeKTiB, sIK TaxXikapAis Ta BiguyTTs
cepuedbutts (ouB. po3min «ITobiuHi epekTH»).



3maTHiCTh BIUIMBATH HA IIBHIKICTH peakiIliili mMpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3MaMHu

Ha mipcTaBi ¢papMakoguHaMigyHOTO IPOQiIi0 Ta HaSBHUX Ha ChOTOOHI JaHUX IIPO
moOiuHi epeKTU HEeraTUBHOT'O BILIUBY (heKcodpeHaanHy TiApoXJIOpUOY Ha 30aTHICTh
KepyBaTu aBTOMOOisieM abo ITpallfoBaTU 3 iHIIMMHU MeXaHi3MaMu He BUSABJIeHO. [1ig gac
ITpoBeOeHHsI BUIIPOOYyBaHb iCTOTHOTO BIIJIMBY IIpenapaty Asmierpa 120 Mr Ha QyHKITiIO
IIEHTPaJIbHOI HEPBOBO1 CUCTEMM He BHUABJIEHO. [lallieHTaM MOXKHa KepyBaTH
aBTOMOOineM ab0 BUKOHYBaTHu PoOOTYy, 1110 TOTpebye KOHIIeHTpallil yBaru.

OnHak npu HasIBHOCTI IMiABUINIEHO] YYTJIMBOCTI [0 IIpenapaTty peKOMeHOy€EThCS
IonepenHbO MEPEBIPUTHY iIHAUBIAYyabHY peakililo XBOPOT0 Ha JIiKkapChbKUHU 3acio.

3acTocyBaHHSA y nepioa BariTHocCTi ad0 rogyBaHHs Ipyaaio

BaeimHuicmeu. [laHi IpO 3aCTOCYBaHHSA BariTHUM XKIiHKaM HenoctaTHi. HeuucneHHi

OOCIiAKEeHHS Ha TBapyHaX He BKa3yl0Th Ha HasABHICTh MPSAMOro abo
OIT0CepegKOBaHOI O BIJIMBY Ha BariTHiCTb, eMOpioHanbHUM/(peTanbHUN PO3BUTOK,
rmojyioru abo mocTHaTalbHUU PO3BUTOK. PekcodheHanuHy TiApoXIopug He MOXKHA
3aCTOCOBYBATH y IIepiod BariTHOCTi, OKpPiM BUIIA[KiB HarajJbHOI IMOTPeOH, KON
O4YiKyBaHa KOPUCTH OJI MaTepi llepeBaXxKa€ MOXKJIUBUU PU3UK [JId IJI0JA.

I'ooysaHHs 2pyd0r. Ockinbku pekcopeHaguH NIPOHUKAE y TPYOHE MOJIOKO, ITpernapaT

Amnnerpa 120 Mr He MOXXHa 3aCTOCOBYBaTHU y Iepiof rogyBaHHA I'PYyOAIO.
Cnoci0 3acTocyBaHHs Ta I03H

PekomenpoBaHa mo3a ¢pekcodheHaguHy TigpoXJI0opuAy OJis JOPOCINX Ta OiTel BiKOM Bif
12 pokiB cranoBuTh 120 Mr Ha moOy 3a oOuH npuiioM, TOOTO oxHa TabmeTka 120 mr 1
pa3 Ha mo0y.

Cnocib 3acmocy8aHHsi: IepopPaIbHUYN ITPUHOM.

Oirn

[IpemapaT He 3aCTOCOBYBaTHU AIiTAM BiKOM 00 12 pOKiB.
Ilepego3yBaHHA

[ToBigoMIISIsIOCS ITPO BUHUKHEHHS 3alaMOPOY€HHS, COHJIMBOCTI, ITiABUIIIEHO]
BTOMJIFOBAHOCTI Ta CyYXOCTi y POTi BHaCJIiIOK Iepefo3yBaHHA peKcoPpeHaauHy
rigpoxmopuny. ITopiBHsIHO 3 11aledo mo3u mo 60 Mr ABidi Ha HOOy MPOTATOM 2 THUIKHIB
y OiTei, a TaKOK ogHOpPa30Bi mo3u go 800 Mr Ta go3u nmo 690 Mr 2 pa3u Ha HobOy



npoTtsiroM 1 micsus, a Takoxk o 240 mr 1 pa3 Ha goOy npoTsAromM 1 poKy y 3mOpPOBHUX
nOOPOBOJIBIIIB HE CIPUYUHSAIIN OyOb-IKUX iICTOTHUX 3 KJTIHIYHOI TOYKHU 30Dy NOOIiYHUX
edekTiB. MakcuMasibHa epeHocuMa ao3a pekcopeHaguHy TigpoXIOpUAy Hapasi He
BCTaHOBJIEHA.

Y pa3si 3HavHOro nepemo3yBaHHS CJIif 3aCTOCOBYBaTU CUMIITOMaTHUYHe JIIKYBaHHS Ta
KOHTPOJIIOBATH JKUTTEBO BaxKJIUBi QyHKIIil. BumaneHHs pekcobheHaguHy rigpoxXIopumy
3 KPOBIi 3a JOIOMOTO0I0 reMofianisy HeedekTuBHe. Hapasi HeBimoMO Ipo iCHyBaHHSA
QHTUOOTY OO IIpenapary.

IToOiuni peakmii

[To6iuHi peaxirii, 10 cmoCcTepiraaucs y JOPOCIIUX OCi0 ITig Yac KOHTPOJIhOBAaHUX
KJIIHIYHUX OOCIIIXKEeHb, PO3IIOJiJIeH] 3a CUCTeMaMU OpraHiB Ta 4aCTOTO
BUHUKHEHHS: Oyke 49acTi (> 1/10), gacTi (> 1/100, <1/10), HewacTi (> 1/1000,
<1/100), pigkicHi (> 1/10000, <1/1000), oy=xe pigkicHi (<1/10000), gacTtoTa
HeBimoMa.

3 60Ky Hepsosoi cucmemu. YacTo: TonoBHUM 6iflb, COHIUBICTh, 3alIaMOPOYEHHS.

3 60Ky wWayHKOBO-KUWK0o8020 mpakmy. YacTo: HymoTa. YacToTa HeBimoMa: CyXiCTh Y
pOTi.

3azanvHi po3nadu ma peakuii y micui esedeHHs. HedacTo: migBuilleHa
BTOMJIIOBaAHICTb.

ITig yac MOCTMapPKETUHTOBOI'O CIIOCTEPEXKEHHS MOBIIOMIISAIIOCS PO HUXK4Ye3a3aH4YeHl
HeOaxaHi epeKTH y Jopociux (4acToTa BUHUKHEHHS 1IUX e(PeKTiB HeBigoMa i He MOXe
OyTHu OIliHeHa Ha OCHOBI HAasIBHUX HaHUX)

3 60ky imyHHOI cucmemu. Peak1ii TinepyyTIUBOCTI, 1110 IPOSBIIAJINCS Yy BUTTISAMOL
AHTiOHEBPOTUYHOTO HAOPSAKY, BiQUyTTs CTUCHEHHS Y TPYOSX, 3a0UIIKH, BiIUyTTA
MIPUIINBIB Ta IHIIINX CUCTEMHUX aHa(iTaKTUYHUX PeaKIliu.

3 60ky ncuxiku. be3COHHSI, HEPBO3HICTh, PO3/1aau CHy a00 HiUHi KolIMapu/ HE3BUYHI
CHOBU[IiHHSI (XBOPOOINBI CHOBHUIIHHSI).

3 6oky cepus. Taxikapmisi, BiguyTTsI ceplieduTTs.
3 60Ky WAyHKOBO-KUWK0B8020 mpakmy. [liapes.
3 60Ky wkipu ma nidwkKipHoi KAimkosuHU. BucunaHHs, KPOIUB siHKA, CBEPOixK.

ITogiodomaeHHs npo nido3prosaHi nobiuHi peakuii. IToBigoOMIeHHS PO Migo3pOBaHi
nmoOivuHi peakiil Imicsisg 3aTBePAXKEHHS JIIKapChKOTo 3ac00y € BaxKJIMBOIO ITPOLIEAYPOIO.



lle gae 3MOry MpOLOBXKYBAaTU MOHITOPUHT CIIiBBITHOILIIEHHSI KOPUCTH/PUIUK [JIS
OaHOTO JIiKapCchKOT0 3aco0y. MenuyHi mpaliBHUKM MalOTh MOBIJOMIISITA PO YCi
mimo3pioBaHi HeOaxXaHi peakllil Yepe3 HalliOHAJIbHY CUCTEMY IIOBiJOMJIEHb.

TepMmin npugaTHOCTI
3 POKHU.
VYMoBHM 30epiranus

30epiraTu nipu Temnepartypi He Buiie 25 °C. 306epiraTtu B HEOOCTYITHOMY [JIS OiTel
MiCLIi.

YnakoBka

ITo 10 TabneTok y 6micTepi; mo 1 6micTepy y KapTOHHiN KOPOOIIi.
Karteropis Bignycky

Be3s perenta.

BupooHuK

CAHO®I BIHTPOIT IHOACTPIA - TYP3, ®pannist/SANOFI WINTHROP INDUSTRIE -
TOURS, France.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoBaaKeHHsI
IisIIHLHOCTI

30-36 aBenio ['toctaB Eitdens, TYP3, 37100, ®paniiss/30-36 avenue Gustave Eiffel,
TOURS, 37100, France.

[Ixepeso iHCTPYKITil

[HCTpyKIIifo TiKapChKOro 3aco0y B3aTO 3 0illiiHOTO mKepesia — [lepKaBHOTO PEECTPY
JIiIKapChKHX 3ac00iB YKpalHu.
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