IHCTPYKIIA
AJI MeIMYHOI'0 3aCTOCYBAaHHA Mpenapary

JOHOPMIJI

Cxu1ag 1ikapcbKoro 3acooy:

dioya peyoguHa. TOKCUIAMIHY CYKIIMHAT;

1 TabneTka MICTHTH NOKCHJIAMiHy CyKIMHATy 15 mr;

OONOMIdICHI ~ peyosuHu. JIAKTO3W MOHOTIIpAT; HATpil0 KPOCKapMeso3a; Melono3a
MIKpOKpHUCTaJII4uHa; MarHito creapar; rimpomenosa; Mmakporoa 6000; 6apBHHKOBA CyCIIEeH3is,
JI0 CKJIay sSIKOi BXOMASATH Trinmpomenosa, tTutany miokcun (E 171), mpomineHriikons, Boja
OYHILICHA.

Jlikapcbka ¢gopma. TabiieTku, BKpUTI 000JIOHKOIO.
[psimokyTHi 6111 TaONIETKM 3 ABOCTOPOHHBOIO HACIUKOIO /TSl TTOALTY.

Ha3ga i Mmicue3Haxo:keHHs1 BAPOOHUKA.

bpicron — Maiiepc CkBi066, @panitisi/Bristol-Myers Squibb, France.

47000 ®panmis, M. Axan, aBeHro Jlokropa XKana bpro, 304/47000 France, Agen, avenue du
Docteur Jean Bru, 304.

47520 ®dpanmis, M. Jle [acax, asento ae [lipene, 979/47520 France, Le Passage, avenue des
Pyrenees, 979.

dapmakoTepaneBTHYHA I'Pyna. AHTUTICTaMIHHI 3aCO0W JJIsi CUCTEMHOTO 3aCTOCYBAaHHS.
Kon ATC RO6A A09. CuoniliHi Ta cenatuBHi 3acobu NO5SC M.

JlokcunaMiny CyKuMHAT € OiokaTtopoM Hi-rictaMiHOBHX peLenTOpiB Kiacy €TaHOJAMiHiB,
[0 Ma€ CeNaTHBHHUM Ta aTpomniHonoaiOHmii edexTu. byno mpoaemMoHCTpoBaHO, MO BiH
3MEHIIY€E Yac, HEOOXITHHUM JJIsl 3aCHHAHHS, a TAKOXK MOKPAIIly€ TPUBANICTS 1 IKICTh CHY.
MakcumanbHa KOHIICHTpaIlis y ma3Mi kpoBi (Cmax) 10ocsATaeThCsl y cepeaHboMy depe3 2
roguau (Tmax) micins npuiioMy JOKCHIIaMiHY CYKIIMHATY.

Cepenniii nepioq HamiBBUBEAEHHS 3 M1a3Mu KpoBi (T'2) CTaHOBUTH y cepeIHbOMY 10
TOJTUH.

JlokcunamMiHy CYKITMHAT YaCTKOBO META0OJI3Y€EThCA y MEUiHIll IUIIXOM JIEMETHIIOBAHHS Ta
N-anermmoBanss. [lepion HamiBBUBEICHH MOKE 3HAYHO 301IBIIIUTUCS B OCI0 JITHBOTO BIKY
abo y TMAIli€HTIB 13 HUPKOBOIO abo MEYiHKOBOIO HEJIOCTATHICTIO.
Pi3ni MeTabouniT, 10 YTBOPIOIOTHCS MPHU po3Majii MOJEKYJH, HE € KUIbKICHO 3HAUyIIUMH,
ockinbku 60 % 3acTOCOBAaHOI A03H BUSBISETHCS Y ceul y (hOpMi HE3MIHEHOTO TOKCUIIaMIHY.

IMoka3anHs 1Jsi 3acTtocyBanHs. [lepionnyne Ta TpaH3UTOPHE OE3COHHS.

IIporunoxasanus.

[ligBuieHa 4YyTIWBICTh JO MOKCWJIAMIHY CYKIIMHATYy a00 10 IHIIUX AaHTUTICTAMIHHHX
npenaparis.

3aKkpUTOKYTOBA TJlayKoMa B aHaMHe31 naifieHTa abo B CiMeifHOMY aHaMHe31.
YpeTrpornpocTaTiyuHi po3jaau 3 pU3UKOM 3aTPUMKH CEYi.

Hauexxni 3axoam 0e3nexy nNpu 3acTOCyBaHHi.

OcCkinbKM Tpernapar MICTUTh JIAaKTO3Y, BIH IPOTHIOKA3aHUH y BHIAJKaX BPOHKEHOL
rajaKkTo3eMii, IpH CHHIAPOMI TOpPYIICHHS a0copOIii TIIOKO3W Ta TallaKTO3H, JaKTa3HIi
HEJI0CTAaTHOCTI.



Sk 1 Bcl cHoOmiifHI a00 cemaTuBHI 3acOo0H, MOKCWJIAMIHY CYKIIMHAT MOXE 3aroCTpPIOBATH
CUH/IPOM HIYHOTO amHoe (3017bIICHHS KIUIBKOCTI 1 TPUBAJOCTI 3yNUHOK JTUXAHHS).
Hi-anTHurictamiaHi 3acO0M CIiI 3aCTOCOBYBAaTH 3 OOEPEKHICTIO TMAIli€EHTaM JIITHBOTO BIiKY
yepe3 pU3MK BUHUKHEHHS 3allaMOPOYEHb, 110 MOXKE 30UIBIIUTH PU3UK NajiHb (HAPHUKIIAL
KOJIM JIIOAM BCTAIOTh BHOYI) 3 HACHIJKaMH, SIKI 4aCTO € CEPHO3HUMHM ISl JJaHOI KaTeropii
[MALl€HTIB.

J11s1 3armo6iraHHs COHJIMBOCTI MPOTATOM JTHSI HEOOX1HO MaM’ ITaTH, 1[0 TPUBAIICTh CHY ITiCIIS
npuiioMy npenapary MOBUHHA OyTH HE MEHIlE 7 TOJIUH.

Oco0.1uBi 3acTepe:keHHs.

3acmocysanna y nepiod eazimnocmi abo 200y8anHs 2pyo0oro.

Ha migcraBi HasBHUX JaHUX JOKCHUIAMiH MO’KHA 3aCTOCOBYBATH y MEpioj BariTHOCTI Micis
KOHCYJbTaIlii 3 Jikapem. SIKIo mpemapar 3acTOCOBYBAaTHM Yy  KIHII  BariTHOCTI,
aTpOMmiHOMOAIOHI Ta CelaTHUBHI BJIACTUBOCTI IIi€l MOJIEKYJIHM CHiJl OpaTh 10 yBaru Inpu
CIIOCTEPEKEHHI 32 HOBOHAPOIKEHHUM.

HeBimomo, 4uM mNpoHMKAaEe MOKCWIAMIH y TPyIHE MOJIOKO, TOMY HE PEKOMEHIY€EThCS
3aCTOCOBYBATH IpETapar y mepio TOayBaHHS TPYIJIO.

30amuicms 6naueamu Ha WEUOKICIb PeaKyii npu KepyeanHti agmompancnopmom aoo pooomi
3 IHUIUMU MEXAHIZMAMU.

Heo0xigHO 3BepTaTH yBary Ha pu3uK BUHUKHEHHS JCHHOI COHJIMBOCTI, 0COOJIMBO B 0Ci0, SIKi
KEepyIOTh aBTOTPAHCHOPTOM a00 MpaLIOIOTh 3 IHOIMMU MEXaHi3MaMH, sKa MOXe
PO3BUHYTHCS [IPH MPUHOMI LILOTO Tpernapary.

Jimu. TIpenapar He 3aCTOCOBYIOTh JITSIM JI0 15 poKiB.

Cnocid 3acTocyBaHHS Ta 103M.

Jnst mepopaibHOTO 3aCTOCYBaHHS. 3aCTOCOBYBaTH 3a 15-30 XBUJIMH 70 CHY.
PexomennoBana mo3a craHoButh 7,5-15 mr Ha noOy (1/2-1 Tabnerka Ha n00y). [Ipu
HEOOXITHOCTI 103y MOxHa 301nbmHTH 10 30 MT Ha 100y (2 TabneTku Ha A00Y).

[TamienTaM JITHHOTO BiIKY Ta MAIlieHTaM i3 HUPKOBOIO a00 MEUiHKOBOIO HEIOCTATHICTIO
PEKOMEHAYETHCS 3HU3UTH J103Y .

TpuBanicTe Kypcy JiKyBaHHS CTAHOBUTH 2-5 JHIB.

Skmo 6e3coHHs 30epiraeThCs MOBIIE 5 JTHIB, HEOOXIAHO MPOKOHCYIBTYBATHCS 3 JiKapeM
I10/10 TOLUIFHOCTI MOAAJIBIIOTO 3aCTOCYBaHHS MIPETapary.

Ilepeno3yBaHus.

[TepmmmMu 03HaKaMU TOCTPOTO OTPYEHHSI € COHJIMBICTD 1 03HAKH aHTUXOJITHEPTIYHUX e(DEeKTIB:
30yJKeHHS, PO3IIMPEHHS 3iHMIb, Mapajidy akKoMojalii, CyXiCTb y pOTi, MOYEPBOHIHHSI
0o0sMyYst 1 i, TimepTepmisi, CHHycoBa Taxikapais. Jlemipii, ramonuHalii 1 aTeTo3Hi pyxu
YacTille CHOCTEpIraroTbes y MiTeH; 1HOAI BOHM € NEepeABICHUKAMU CYJOM — PiAKICHHX
YCKJIAJHEHb TSHKKOTO OTpY€HHs. HaBiTh SKIO CyZOMH HE BHHUKAIOTh, TOCTPE OTPYEHHS
JIOKCHJIAaMIHOM 1HOJIi BUKJIMKAE pa0a0MiONi3, SKH MOXKE YCKIQHUTHUCS TOCTPOIO HUPKOBOIO
HEJOCTAaTHICTIO. Takuii M'S30BUH  pO3JIal € TOMUPEHUM, IO BHUMAara€ TPOBEICHHS
CHUCTEMaTHYHOI'O CKPHMHIHTY IIUISIXOM BHMIPIOBaHHA aKTUBHOCTI KpeaTHH(OCHOKIHA3ZH.
JlikyBaHHsT cuMOTOMaTH4yHe. [IpM paHHROMY TIOYATKY JIIKYBaHHS PEKOMEHIY€EThCS
3aCTOCOBYBATH akTUBOBaHe BYriwisa (50 T mopocium, 1 I/Kr miTam).

IHo6iuni epexTn.

Pinko po3BHBaIOTHCS AHTHXONIHEPridHI e(EeKTH: 3amop, CyXIiCTh y pOTi, MOPYIICHHS
aKoMoJIaIlii, CHJIbHE CepLeONTTS.

JleHHa COHJIMBICTB: TIPH PO3BUTKY TaKOTrO €(hEeKTy HEOOX1THO 3HU3UTH J03Y.



MoKHBi aeprivHi peakiiii, BKIIIOYAr0uu IKipHi BUCHIIAHHS, CBEPOIK.

B3aemonis 3 IHIIMMHU JiKapCbKUMH 32C00aMHU Ta iHII BUAH B3a€MOJIN.

AJKOTONb TOCHIIIOE cefAaTuBHUM edekt Outbmocti Hi-anturictaminHux 3aco6iB. Ciifn
YHHKATH B)KMBAaHHS AJKOTOJBHUX HAIMOIB Ta NMPHUHOMY JIIKAPCHKUX 3acCO0iB, MO MICTAThH
€TaHOJL.

Crinx 6paTtu 10 yBaru HacTyHI KoMOiHamii JloHopMiy 3:

- aTpOMiHOM Ta aTPOIMIHONOAIOHIUMH JIKapChKUMHU 3aco0aMu (iMimTpaMiHOBI
AQHTHJICTIPECAHTH, AaHTUXOJIIHEPTiUHI MPOTUNIAPKIHCOHIYHI MpemapaTH, aTpoIiHOBI
CIa3MOJIITUYHI JIIKapChKi 3ac00M, Tu3omipamil, GeHOTia3MHOBI HEHPOJIENTUKH ) BHACTIAOK
BUHUKHCHHS TaKUX TOOIYHHUX €EKTIB K 3aTPUMKa cedi, 3a1op, CyXiCTh y pOTi,

- IHIIUMH aHTUJAENPECaHTaMH, 110 BIUIMBAIOTh HAa LIEHTPaJIbHY HEPBOBY cHCTeMy (IIOXiaHI
Mop(hiHy (3HEOOTIOBAIBHI, 3aCO0H, 110 3aCTOCOBYIOTHCS IS JIIKYBaHHS KAIUTIO 1 3aMiCHOT
Tepamii),  HeWponenTuku;  OapOitypatu,  OeH30A4ia3emiHM;  AHKCIONITHKH,  KpIM
OCH30/1a3€eMiHIB; CEOaTHBHI AaHTHACTIPECAHTH (aMITPUNTHIIIH, JOKCEINiH, MiaHCepHH,
MipTasamiH, TpuUMiNpamiH); ceaaTtuBHI Hi-aHTuricramiHHi 3aco0M; AaHTUTINEPTEH3UBHI
3aco0M TEHTpaNbHOI [ii; 1HII: OakiodeH, M30TH(EH, TaliJoMil) BHACTIIOK MMOCWICHHS
IPUTHIYEHHS] LEHTPAIbHOI HEPBOBOI CUCTEMH.

Tepmin npuaaTHOCTI. 3 pOKHU.

YmoBu 30epiranns.
36epiratu pu Temreparypi He Bumie 25 °C y HeIOCTYITHOMY JIJIs NITeH MiCITi.

YnakoBka.
[To 10 a6o mo 30 tabnerok y TyOi. 1 TyOa B KapTOHHIN KOPOOIIi.

Kareropia Biamycky. bes penenra.



