IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

HOPMATEHC

(NORMATENS)

CKnao:

Oitoui pevosuHu: clopamidum (clopamide), dihydroergocristinum (as dihydroergocristine mesylate),
reserpinum (reserpine);

1 TabneTkKa MiCTUTH KJIOonaMigy 5 Mr, furigpoeprokpuctury 0,5 Mr (y BUTTISIOI AUTiTPOEPrOKPUCTUHY
Me3unaty - 0,58 mr), pesepminy 0,1 mr;

0ONOMIdiCHI peuOBUHU: JTAKTO3U, MOHOTIAPAT; KPOXMaJllb KaPTOIISTHUM; ITOBIIOH; TaJIbK; MarHii0
CTeapar; caxapo3a; rymiapalik; cyMill BOCKy KapHayOChKOT0 Ta BOCKY 6iforo.

JlikapcbKka ¢popma. TabneTku, BKpUTi 000JI0HKOIO.

OcHosHi pisuko-xiMiyHi 8aacmusocmi: TabneTku 6ioro abo Maiixke 6iT0ro KOIbOPY, BKPUTI
0007J10HKOI0, 6€3 T15IM, TIOAPSANUH Ta TPiluH, 6i710oro Konbopy Ha 371oMi. [To dpopmi TabneTku Kpyrii,
OBOOIIYKITi.

dapMmakoTepaneBTHYHA rpymna. Kom0OiHallil rinoTeH3uBHUX i OiypeTUYHUX 3ac00iB.

Kom ATX CO2L A51.

dPapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

o ckmapmy niKapchbKoro 3aco0y BXOASATh 3 Hif04i peYOBMHU 3 aHTUTINTEePTEH3UBHUMU BJIACTUBOCTSIMU:
pe3epril, Kjonamip i purigpoeprokpucTtyuH. [loemgHaHHS O3UTUBHOI Ail pe3epIliny, KJIomaMigy Ta
OUTiIPOEePTOKPUCTUHY IOCUIIIOE TiOTEH3UBHY [il0 IIpenapaTy Ta fa€ MOXKJIUBICTh 3aCTOCOBYBaTU
MEHIIIi 1031 KOKHOT'0 3 KOMIIOHEHTIB, 1110 3MEHIIY€E PU3UK M0OiYHUX e(PEKTIB.

Pesepmnin - ankanoin payBonbdil 3 HEXPONIENTAYHOIO Ta TiMOTEH3WBHOIO AisiMu. HanexuTs [0 rpynu
nmikapchKkux 3aco6iB, siKi 67I0KYIOTh agpeHepriuni HelipoHu. MexaHi3M fii monsirae y BUBiTbHEHHI
HelpoMe[iaTopiB 3 afpeHepriYHuX CUHONTUYHUX TPAHYIPHUX [Jel0 NIPEeCUHANTUYHUX CTPYKTYP.
Peseprin nepewkoaxkae 3aX0MJI€HHIO Ta HAKOIUYEHHIO KaTeX0JIaMiHiB i CEPOTOHIHY B LleHTpPasbHIil
Ta IepudepudHii HEPBOBIU CUCTeMI, CIpUYNHSE pedIeKTOPHY BaroToHi0. Po3mupioe KpOBOHOCHI
Cy[IUHHY, YIIOBIIbHIOE YaCTOTY CEpLIEBUX CKOPOYEHb 1 CIPUUNHSE TPUBaJle 3HUXKEHHS apTepialbHOr 0



THUCKY.

Knomawmin - pedyoBrHa 3 IOMipHOIO iIHTEHCUBHICTIO [IiypeTHUYHOI [ii, 1[0 MpUTaMaHHa I'PYIi Tia3ugHUX
niypeTukis. [IpurHiuye peabcop0Oiiito ioHIB HATPito ¥ KOPKOBIi AiNMSHII BUCXITHOTO Bifginy meTmi
['eHne, a TaKOXK y 3BUBUCTUX AUCTAIbHUX KaHabLIX, 1110 CIPUYMHSIE IIOCUTIEHHS Alype3y Ta
HaTpiype3y Ta 3HUKEHHS apTepiaJbHOTrO TUCKY. [I[pUrHiYeHHSI 3BOPOTHOI'O BCMOKTYBaHHS 10HIB
HaTPil0 IIOCUIIIOE Kalilype3 i MOXKe IPU3BECTH A0 TilloKasieMmil.

[UTigpoeproKpuCTUH HaIeXUTh OO TPYIIHU TigpOreHi30BaHUX alKasloifiB PikKiB. BiH € aroHicToM
nodaMiHepriyHuX Ta CEPOTOHIHEPTIYHUX PEIeNITOPIB Ta aHTAarOHICTOM anb(da-agpeHopPenenTopis.
3aBASKY Oil Ha [eHTpalbHy HEPBOBY CUCTEMY 3HUKYE TOHYC CTIHOK KPOBOHOCHUX CYAMH, 3MEHIIIYE
TUCK. KpiM TOT0 IUTiApPOEproKprUCTUH NPUTHIUYE pediekcu 6apopeLenTopiB Ta 3MEHIIY€E peaKTUBHI
Taxikapmil.

dapmakoKiHemuxka.

Abcopbuisi ma po3nodia. OkpeMi KoMIoHeHTH HopMaTeHCY BCMOKTYIOTBCS 3i IITYHKOBO-KUIITKOBOT'O
TPaKTy B TaKMX KiIbKOCTAX: pe3epiiH - mpubausuo 40 %, kinonamip - 6inbme 90 %,
[IUTiAPOEPTOKPUCTHH - MPUOIU3HO 25 %. MakcuManbHy KOHIEHTpALil0 Y KPOBi Micyis epopaabHoro
3aCTOCYBaHHSI BOHU JOCATal0Th yepe3 1-3 rogunu, 1-2 ropunu ta 0,6 TOOUHY BiATIOBIOHO.

Peseprmin He 3B’43yeThCs 3 OiTKaMu I1a3Mu KPOBi, a KJIomaMif] Ta AUTigpOeproKPUCTUH 3B’ I3YI0THCS
3 Ginkamu mia3Mu KpoBi Ha 46 % Ta 68 % BignmosinHO. O6’€M po3mofiny KiomnaMiny cTaHOBUTE 1,5
JI/KT, Y TOX 4ac 9K AUTiIPOepPTrOKPUCTUHY - 16 JI/KT.

Pe3sepmnin Ta gurinpoeprokpuCTUH MPOHUKAIOTh KPi3k raMaToeHIedaniunuii 6ap’ep Ta mIaleHTy.

Memabosizm ma susedeHHs. Bci KOMIIOHEHTH MpenapaTy MeTa0oIi3y0ThCs Y MediHIl 10
HEeaKTUBHUX MeTa0oJIiTiB (IpHYOoMy KJIONAMifl y MeHIIIi# Mipi, HiK pe3epIliH Ta AUTidPOePTrOKPUCTHH).

Pesepriid B 0CHOBHOMY BUBOAUTHCS Y BUTISAAI MeTa0oiTiB i3 KanoM Ta cedelo (MeHure 1 %
BHUBOIUTHCS i3 ceueto). [lepiox HamiBpo3maay cTaHOBUTD puOnMu3Ho 4,5 rogunu y anbda-hasi Ta
npubnusno 271 roguny y 6eta-gasi.

HIUrigpoeproKpuCcTUH BUBOOUTHCS 3 OPraHi3My B OCHOBHOMY 3 KajioM; MeHIue 1 % BUAingeThCd i3
ceuero. [lepion HamiBpo3Maay CTAHOBUTH NMPUOIN3HO 2 TOOUHU B anbda-(pa3y Ta TpubIu3HO 14
roguH B OeTa-¢asy.

Kmonamin BUBOIUTHLCS, TOJIOBHUM YMHOM, Yepe3 HUpKHU (Oinbire 30 % Bim 3acTocoBaHoi mo3u). [Tepiox
HaliBpO3Mafy CTAHOBUTDH MPUOIU3HO 6 TOOUH.

KriniuHi xapaKTepHCTHKH.
IToka3zanHus.

EcennianbHa apTepianbHa rinepTeHsis Ta BCi GopMU CHUMITOMATUYHUX apTepialbHUX TillePTEeH3iH,
MOHOTepAaIllig SKuX Hee(peKTUBHa.

IIpomunoka3aHHs.



[TigBumieHa YyTIUBICTE [0 CyNbdaHinaMifiB, pe3epIiHy Ta ajKaoifiB PiXKKiB Ta iHIINX KOMIOHEHTIB
nmikapchbKoro 3acoby. I'imokamiemis.

[Tepion BariTHOCTI Ta TOMYBaHHS TPYIOIO.

PesepmiH.

Henpecia (Ha mauuil yac abo B aHaMHe3i), xBopoba ITapkiHCOHa, elijencisi, enekTpocyoMHa
Teparnisi. Bupa3koBa xBopoOa LIIyHKa Ta ABaHAALATHIIAN0l KUIIKY Y (pa3i 3aroCTpeHHs, BUPa3KOBUHI
KOJIT; (he0XpOMOLIMTOMA, CYIPOBigHe ab0 HeJaBHE JIiKyBaHHS iHTi6iTOpaMyu MOHOAMiHOKCHUA3H.

Tia3unHi OiypeTuku.

Ts2KKa HUPKOBa HEOCTATHICTH (KJipeHC KpeaTHuHiHY MeHIIe 30 MJI/XB); Te4iHKOBA HEOCTATHICTh;
TiTOHATPIEMIS; TiepypUKeMis.

[IMTinpOEpProKPUCTHH.

OpHoYacHe 3aCTOCYBaHHS 3 CHUJIbHOII0OUKMMH iHTiOiTOpamu izodepmenTtiB CYP3A4, Takux, K
inribiTopu mpoTeasu, MakKpPOJIigHi aHTUOIOTUKY Ta a30/IbHI MPOTUTPHUOKOBI 3aco0u (IUB. PO3Min
«B3aeMopis 3 iHIMMMY JTiKapChbKUMHU 3ac00aMu Ta iHIII BUAM B3AEMOIiii»).

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu é3aemoditi.

CucTeMHi KOPTUKOCTEPOIM Ta HECTEPOITHI MPOoTHU3amabHi pemnapaT I0Cc1a0I00Th
aHTUTIIEePTEH3UBHY [il0 IIpemapary.

[Tpu omHOYACHOMY 3aCTOCYBaHHI 3 IIpernapaTaMy, 10 3HUKYIOTh apTepiaTbHUM TUCK, MOXKIIUBI
TIOCUJIEHHS TiMOTEeH3UBHOTO edekTy HopmaTteHcy.

[TpemapaT 3MeHIIy€e KJTipEHC JTiTiI0 HUPKaMH, 1110 TPU3BOOUTH [0 MiABUIEHHS PiBHIB y KpoBi. [1pu ix
OOHOYaCHOMY 3aCTOCYBaHHI He0OXiTHO KOHTPOJIIOBATH PiBEHb JIiTii0 Y KPOBi Ta Mpu HEOOXiMHOCTI
BIIKOPUTYBaTHU [O3H.

Knonawmin, 1110 BXOIUTD IO CKJIaAy IIpenapaTy, 3HUXKYE Oit0 mepopalbHUX aHTUKOATYJISTHTIB.

EdekTtu mikapcbkux 3acobiB, sIKi mempecuBHO Oil0Th Ha IEHTPAIbHY HEPBOBY CUCTEeMY (aJIKOT0JIb Ta
aHTUOENPECAHTH), y TOeOHaHHI 3 HopMaTeHCOM MOXKYTh mocuiaioBaTucsa. OCh 4OMy MalliEHTH He
TIOBUHHI BXKMBATH aJIKOTOJIb Ta 3 00epeXHICTI0O 3aCTOCOBYBATH aHTHUIEIIPECAHTH IIPU Tepartii
HopmaTteHcoM.

Pe3epmnin nocumioe MpUrHivyBanbHUM BIJIMB Ha LIeHTPaAJIbHY HEPBOBY CHCTEMY 3ac00iB [JIsT HAPKO3Y,
IessKUX aHTUTiCTaMiHHUX IpenapaTiB Ta 6apbiTypaTiB. Pe3epmin Moxke MMocuioBaTH ehekTH
agpeHasiHy abo iHIIUX CUMIIaTOMIMETUYHUX PEYOBUH.

He pekoMeHy€eThCS IOEOHYBATH 3aCTOCYBAHHS IpenapaTy 3 iHribiTopaMu MOHOaMiHOKCHIa3! Yepes
IPUTHIYEHHS LIeHTPaIbHOl HEPBOI CUCTEMH, MiABUIIIEHHS apTepialbHOr0 TUCKY Ta 3HaYHEe 3HUKEHHS
TeMIlepaTypH Tina. KpiM Toro, iHTepBa MixK 3aCTOCYBaHHSIM LIMX IIpellapaTiB Ma€ CTAHOBUTHU HE
MeHIlIe 2 TUXKHIB.

[Tpenapar 3MeH1Iye eeKTUBHICTb JIEBOJOTIH.



[Tpu moemHaHHI pe3epIiHy 3 OiypeTHHAMU MTOCUIIOETHCS PU3UK TimoTeH3il. [Ipu moegHaHHi 3 iHIIUMU
rinoTeH3UBHUMHU 3ac00aMU - TOCUJIEHHS TiMOTEH3UBHOI [il.

OpgHOYacHe 3aCTOCyBaHHS 3ac0o0iB 3 BMICTOM MOXigHUX PiXkKiB 3 iHribiTopamu i3odepmenTiB CYP3A4,
TaKUX, K MakKpoiigHi aHTuOioTHKY, iHribiTopy nmpoTeasu abo a30JbHI TPOTUTPUOKOBI 3aco0u
IIPOTUIIOKA3aHe (OuB. Po3Min «IIpoTUoKa3aHHI»), OCKITbKY B TaKUX BUIIAJKaX MOXKJIHUBUN TOCTPUM
TOKCUYHUM BIIJIUB aJIKaJIOIAiB PiXKKiB (eproTusM), IKUM XapaKTepPU3y€EThCS Ba30 CIIa3MOM Ta illeMi€ro
KiHITIBOK, 1110 iHKOIM IPU3BOAUTH J0 HEOoOXigHOCTI aMmyTarllil. [IpukiafaMu CUIbHOMIIOYKX iHTiIOITOPIB
izopepmenTiB CYP3A4 € mpoTurpuOKoBi 3aco0M KETOKOHA30J1 Ta iTpaKoHa30J1, iHTibiTOpu mpoTeasu
puToHaBip, HendiHaBip Ta iHAMHABIP, @ TAK0XK MaKpPOJIiHI aHTUOIOTUKY €PUTPOMIIINH,
KJIaPUTPOMILIMH Ta TpoJieaHHOMIuMH. [HIIi MeHII mOoTyXKHi iHri6iTopu i3odepmenTtis CYP3A4 cnifg
3aCTOCOBYBaTH 3 00epexkHicT0. [lo MeHIII MOTYKHUX iHTi6iTOPiB Ha/mexkaTh CakBiHaBip, He¢a3omoH,
(bIyKOHa30711, TpeunpyToBUil CiK, GIyoKceTHH, (HIyBOKCaMiH, 3UIE€YTOH Ta KJIOTPAMa30Jl.

Oco06.1ueocmi 3acmocye8aHHs1.
e Tlig yac nikyBaHHS He CJIif BXKUBATH CIIUPTHI HAIIO].

 Crig maM’siTaTH, 10 KITiHiYHNUM e(eKT Bif 3acTocyBaHHS HopMaTeHCy HacTa€ 4epes [eKibKa OHiB,
a iHomi - yepes 4 THXKHI MiCNA MOYATKY JIiKyBaHHS. Yepes 1ie He Cif HigBUIyBaTHU HO3YBaHHS, AKIIIO
Ha MOYaTKY JIiKyBaHHS He Bim0ys0Csl 3HUKEHHST apTepialbHOTO THUCKY.

* V 3B’SI13Ky 3 MOKJIUBUM IIiIBUIIIEHHSIM KOHIIEHTPAIIiI IIF0KO3K B KPOBi HAIliEHTAM 3 I[YyKPOBUM
niabetom abo mopyIieHHSM MeTaboIi3My IepioguYHO CITig KOHTPOJIIOBATH I'ikeMito abo, y pasi
HeoOximHOCTI, mimibpaTu afekBaTHY 03y TiMOTTiKeMiuHOro 3aco0y.

* TIpemapar ciig 3aCTOCOBYBaTH 3 00€PeXkKHICTIO XBOPUM Ha IOHArpy, OCKiJIbKY IIperapaTr Moxke
IMigBUIIYBAaTH PiBEHb C€YOBOI KMCJIOTH B CUPOBATIIL KPOBI.

* Ockinbku HopmaTeHC MOXKe CIPUYMHATH TiloKaslieMito, malieHTaM B XOfl JTiKyBaHHSA
PEKOMEHIYEThCST BXKUBATH 1KYy 3 BUCOKMM BMiCTOM Kajlito (ppykTH, oBoui, puba) i mepioguuHo
KOHTPOJIIOBATH PiBEHb KaJlilo Y KPOBi.

* JlikapcbKu# 3acib ciif 3acTOCOByBaTH 3 0CO0IMBOIO 00€PEKHICTIO NTallieHTaM 3 HUPKOBOIO
HEeJOCTaTHICTIO, OCKi/IbKY BiH MOKe IIOCUJINTH HUPKOBY HENOCTATHICTh 3 OMHOTO OOKY, a 3 iHIIOorOo -
1oro epeKTUBHICTb MOXKe 3HU3UTHUCI. He Cy1if 3acToCOByBaTH Ipemnapar nallieHTaM i3 BUpaxKeHOol0
IIeYiHKOBOI Ta HUPKOBOI HEJOCTATHICTIO.

* V 3B’13Ky 3 HasIBHICTIO y ITpemapaTi caXapo3u MalliEHTaM 3 YPOIXKEeHUMHU OPYIIeHHSIMH,
TIOB’SI3aHMMU 3 HETIEPEHOCUMICTIO GPYKTO3H, CHHAPOMOM MaibabCcopOilii riroKo3u-ranakTo3u abo
nedinuToM caxapa3u-i30ManbTa3y He CIIifl 3aCTOCOBYBATH el Ipemapar.

* [Tpemapat He CJIil 3aCTOCOBYBATH Malli€HTaM 3 PiKiCHOIO CITaJKOBOIO HEIIEPEHOCUMiCTIO
rajiakTo3u, nediluToM nakTasu abo CUHAPOMOM TI'JII0K030-TaIaKTO3HO1 MaTbabcopoirii.

* XopioiganbHUit BUIIIT, TOCTPA KOPOTKO30PiCTh Ta BTOPUHHA 3aKPUTOKYTOBA IjlayKoMa.

[TpemapaTy, 110 MiCTSTh Cynb(oHamin abo moxigHi cynbpoHaMify, MOXKYTh BUKIUKATH
iMiOCHHKpATUYHY Peaklliio, 0 CIPUYKUHSE XOPiolgarbHUM BUMIT 3 fedheKTOM 30p0BOT0 MO,
TPaH3UTOPHY MIOIil0 Ta FOCTPY 3aKPUTOKYTOBY I'JlayKoMy. CUMITOMY BKJIIOYAI0Th TOCTPUM II0YATOK
3HUKEHHS TOCTPOTH 30py abo 6inb B OI1i i, IK IPaBUII0, BAHUKAIOTH MIPOTSATOM AEKibKOX ToOouH abo



THUXKHIB ITiC/Ig IT0YaTKy 3aCTOCYBaHHS IIpemnapary.

HernikoBaHa rocrpa 3aKpATOKyTOBa I'JlJayKoMa MOKe IIPU3BECTH [I0 TIOCTiHOI BTpaTH 30pY.
[TepBUHHUM 3aX00M € SKHAWIIBUAIIE IPUINHEHHS 3aCTOCYBaHHA JTiIKapChKOro 3aco0y. AKIIo
BHYTPIIIHbOOYHUHN TUCK 3aJIUIIAETHCA HEKOHTPOILOBAHUM, MOXKJIMBO, HEOOXiTHO 3aCTOCOBYBaTH
oTlepaTUBHI MeOUKaMeHTO3Hi abo xipypriuni metonu nikyBanHs. ®akKTopaMy PU3UKY PO3BUTKY
TOCTPOI 3aKPUTOKYTOBOI I'TayKOMU Moxke OyTH anepris Ha cynbhoHaMin abo meHiumIiH B aHaMHe31.

* OCKINIbKY IIpernapaTr MICTUTh OUTIIPOEePTrOKPUCTHH, CJIifl YHUKATU UOr0 3aCTOCYBaHHS y BUIIUX
[l03aX Ta [0Blle, HiK peKOMEeH0BaHo. [l0BroTpuBasie 3aCTOCyBaHHS BUCOKUX 03 MOXKe BUKJIMKATU
¢ibpo3Hi 3MiHK, 30KpeMa Y IIJIeBPi Ta peTponepiToHealbHUX TKaHHHAX. TaK0XK € MOBiOMIIEHHS IIPO
pimKicHi Bunagku (pibpo3HOT0 CTOBIIEHHS KjlallaHy aOpTH, MiTPaJbHOTO, TPUCTYIKOBOTO Ta / abo
JIeTeHeBOro KJlalaHiB TPy JOBrOTPUBAIIOMY IIOCTIHHOMY 3aCTOCYBaHHI JlikapchbKux 3aco6iB i3 BMicTOM
asKasoifiB PiXkKKiB.

Takox citig moTpuMyBaTHCS 00€PEeKHOCTI XBOPHUM i3 CHHYCOBOIO OpamuKapIicro.

Pesepmin ciif NpunuHUTE 3aCTOCYBAHHS pe3epIiHy He MeHII HiXK Ha 7-14 #ib mo moyaTky
IIPOBEEHHS eJIeKTPOCYLOMHOI Tepail.

Pe3zeprmin ciip BimMiHKUTH 3a KinbKa OHIB 10 MPOBEIEHHS IIJTaHOBOI omepatiii, 1106 YHUKHYTH
HaZIMipHOTO 3HMXKEHHS apTepiaJbHOIr0 TUCKY IIifl 4ac HapKo3Yy.

Pesepmnin cnip npuiiMaTé 3 00epeXHICTIO MAl[ieHTaM JIiTHBOTO BiKy. [loTprMyBaTuCs 00€peKHOCTI
XBOPUM Ha OpOHXiaNlbHYy acTMy.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

[Tepion BariTHOCTI. [IpenapaT mIpoTUIIOKa3aHUM Y NePiof BariTHOCTI, OCKiIBKY OOCiAXKEHHS Ha
TBapUHaX Ta CIIOCTePeXKEeHHS Ha JII0ASIX CBi4aTh PO BUCOKUM PU3UK OIS IJI01a, 110 3HAaYHO
IIepeBUILyE IOTEHIINHY KOPUCTD OJIs MaTepi.

[lepion rogyBanHg rpynnio. Jlikapcbkuit 3aci6 HopmaTeHC He CITifl 3aCTOCOBYBATH B IIepiof
roAyBaHHS TPYAMAI0, OCKIIBKY PEe3epIliH Ta AUTiIAPOEPTrOKPUCTHH, 110 MICTATHCS Y IIpernapari,
BUBOJSTHCS 3 TPYOHUM MOJIOKOM i MOXKYTh MaTH HEeraTUBHUY BIIJIUB Ha OiTeH, IKUX FOAYIOTh IPYOIIO.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexdaHismamu.

HOpMaTeHC BIIJIMBA€ Ha 3JIaTHiCTI:: KepyBadTHu aBTOMOOizIeM Ta iHIIMMH MeXaHi3MaMH.

30KpeMa, Ha II04aTKY JIiKyBaHHS Ta Iicys 30inbIIeHHs [03U IpelapaTy MOXKYTh BUHUKATH aCcTeHis
Ta OPTOCTATUYHA TiNOTeH3is, 1110 06MexXye 3MaTHICTh KepyBaTH aBTOMOOiIEM Ta iHITMMU
MeXaHi3MaMH.

Cnoci6 3acmocyeaHHsi ma do3u.

[TpemapaT MOXKHa 3aCTOCOBYBAaTH B KOMOiHallil 3 iHIMMMY aHTUTITePTEH3UBHUMH 3aC00aMHU, TAKUMHU



siK 6eTa-0710KaTopX Ta Ba30UIaTaTOPH.
[lo3yBaHHA BU3HAYAE JIIKap IHOUBIAYaIbHO OJIsI KOXKHOTO XBOPOTO.

PekoMeHOy€eThCS TIOYKMHATH NiKyBaHHSA 3 1 TabneTku 1 pa3 Ha [06y. 3aneXHo Bif eeKTUBHOCTI
JIIKyBaHHS Ta TAKKOCTI MOOIYHMX peaklii Jo3a Moxe 0yTy 30inbireHa fo 3 TabneTok 1 pa3 Ha moby
IIPU 3aCTOCyBaHHi y 3 npuitoMu. TvM He MeHII Tpeba mam’sTaTH, 10, 3BaXKaloul Ha MexaHi3M fil Ta
(bapMaKOJIOTiuHi BTaCTUBOCTI OKPEMUX aKTUBHUX PEYOBUH IIpenapary, JTiKyBaHHS MOXKe BBaKaTHUCS
Hee(eKTUBHUM JININE Yepe3 BiICYyTHICTh IO3UTUBHOTO edeKTy Yepe3 14 [HIB mic/isa MoYaTKy Tepamil.
Takum 4nHOM, J03a He MoxKe OyTu 36inmbIneHa 6e3 HaraabHOI MOTPeOH.

OuikyBaHUM TepaneBTUYHUN ePEeKT CIIOCTePiraeThCs MpubInu3Ho yepes 1-4 TUXKHi.
Io3yBaHHS cif 36inbIIyBaTH IIOCTYIIORBO.

3aranbHa edeKTUBHA N03a CTaHOBUTH 1 TabneTka 1 pa3 Ha moby. OmHAK Y OesKUX MallieHTiB 3arajbHa
eekTHBHa [03a CTaHOBUTH 1 TabneTka yepe3 geHb. [Ipu BigCyTHOCTI 3a[{0BIILHOTO TiTOTEH3UBHOT'O
edekTy mo3y npenapaty Tpeba 30inpmuTH 70 1 TabmeTKy ABivi HA MO0y, @ Y BUHSITKOBUX BUITQKaAX -
no 1 TabneTku Tpudi Ha goOy (He CIlif 3aCTOCOBYBaTH BUILL J03M).

TabmeTKy HeoOXigHO MpuitMaTy mif 4ac abo ogpasy micis igu.

[lo3yeaHHA y nauieHmie nimHbo20 8iKy. HeMae HeoOXigHOCTI y Kopekilii mo3yBanHs. OgHak ciif 6yTH
00epexXHUM Yepe3 MigBUIeHUN PU3UK PO3BUTKY apTepialbHOI IiloTeH3il Ta MopyIIeHHs PiBHA
€JIeKTPOJIITIB y KPOBI.

Llo3ysanHA 014 nayienmis 3 HeOocmamHicmio neviHKku ma Hupok. He crig 3acTocoByBaTH Ipemnapar
IalieHTaM i3 TSKKOI0 HEeJOCTaTHICTIO MeYiHKY Ta HUPOK (KJlipeHC KpeaTuHiHy HUXK4Ye 30 MJI/XB).

Himu. He 3acTocoByBaTH.

Ilepedo3yeanHsi.

CuMmToMu mepeno3yBaHHS JTiKapchKoro 3aco0y: HynoTa, O1i0BaHHS, Hiapes, TOJIOBHUY 0inb, BigUyTTS
JKapy, clipara, TimokasieMis, MiacTeHis, apTepiaibHa rinoTeH3is, OpaguKaphis, MOPYIIeHHSI PUTMY
ceplis, mempecis, 3araMOPOYeHHSsI, KOMa, T'0JIOBHUY 0iflb, CIITyTaHiCTh CBimOMOCTi, M’s130Ba C1a0KiCTh.

[Ticns mepemo3yBaHHS HEOOXIMHO HeraiHo 3pO00UTH MPOMUBAHHS IIJIYHKA Ta 3aCTOCOBYBATH
aKTHBOBaHe BYTins. HeoOXigHO KOHTPOIIOBATH (QYHKIIIO CEpIls, apTepialbHUM TUCK Ta BOITHO-
eJIeKTPOITHY piBHOBAry. [Ipy HeoOXimHOCTi 3aCTOCOBYBaTH CUMIITOMATUYHE JTIKyBaHHS.

ITobiuni peakuii.
Kpurtepii OliHKKM 4aCTOTH PO3BUTKY MOOIYHUX pPeakllii MpX 3aCTOCYBaHHI JTikapChKOTo 3acoly:
Ilyotce wacmo: /10

=>1
Yacmo: =>1/100 - < 1/10
Heyvacmo: =>1/1000-<1/100



Pioko: = 1/10000 - < 1/1000

Lyoce piodko: < 1/10000

Hegidomo: YaCTOTY BUMAAKIB He MOXKHA OI[IHUTH 3a HassBHUMU JaHUMU

3 60Ky WAYHKOBO-KUWKOB020 MPAKmMy: HEBIIOMO - HyioTa Ta O/TI0BaHHS.

3 6oky memaboaizamy: HEBIOMO - TillOKaiEMis.

3 60Ky cepueso-cyOuHHOI cucmeMu: HeBiIOMO - OPTOCTATUYHA TillOTEH3i.

3 60Ky Hepeosoi cucmemu: HEBiIOMO - MiaCTeHis.

3 60Ky pecnipamopHoi cucmemu: HEBIHOMO - PHHIT.

JlabopamopHi NOKa3HUKU: HEBIIOMO - TillepypUKeMis Ta rimepriikeMis.

3azanvHi nopyweHHA: HEBIOMO - aCTEHis.

3 60Ky cucmemu Kpo8omMaeopeHHA: HEBIOMO - TPOMOOLIMTOIIEHS.

3 60Ky ncuxiku: HeBiIOMO - Iempecis.

3 60Ky opaaHis 30py: HEBIIOMO - XOPiOifaIbHUHN BUIIIT.

TakoXk MOXYTh criocTepiratucs mobiuHi peakilii, xapakTepHi IJis pe3epIminy.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: miapesi, CyXiCThb ¥ POTIi, MiABUIIIEHHS CEKpellii IITyHKOBOTO
COKY, IifiBUIIIEHE CTUHOBU[INEHHS, MOBUIIEHHS alleTUTY, BUPa3KoBa XBOpoba, ITYHKOBO-KUIIIKOBa
KpOBOTeYa, 0i/lb y XKUBOTI.

3 6oky memaboaizmy: TiOKabIEMisT, METAOOTIYHUH aTIKaso03.

3 60Ky cepueso-cyOuHHOI cucmeMu: CUHyCOBa OpafguKapmisi, apUTMisl CepIisi, CHMIITOMU CTEeHOKap{ii,
aprepianbHa TilnoTeH3is, IPUIMIKBY, BTPaTa CBifOMOCTi, ceplieBa HEOCTATHICTh, 11epeOpPOBaCKYIAPHI
IOPYIIEHHS.

3 60Ky ueHmpaavHOi Hep808oi cucmemMu: 3alTaMOPOYEHHS, IPATIBIUBICTh, KOIIMapHi CHOBUIHHS,
IigBHIleHa CTOMJTIOBAHICTh, €KCTpallipaMifiHi MOpyIIeHHs (BK/I0Yal04yu TapKiHCOHi3M), TOJIOBHUMI
6inb, CTaH TPUBOTH, ITOPYIIEHHS KOHIIEHTPAIlil yBaru, CTYIIOP, MOPYIIEHHS OpieHTallil, HaOpsK
TOJIOBHOTO MO3KY, COHJIUBICTh, 0€3COHHS.

3 60Ky pecnipamopHoi cucmemu: pUHIT, HAOPSIK CIM30BOI 000JIOHKY TTOPOXKHUHU HOCA, 3a[IUIIKA,
HOCOBa KpOBOTEYa.

3azanvHi nopyweHHA: HaOPSAKU, CIIabKiCTh.
3 6oky Kposi ma AiMpamuyHoOi cucmemu: aHEMIS.

3 60Ky eHOOKpPUHHOI cucmeMmu: TiIBUIEHHS CEKpPellil IPOJIaKTUHY, TaJlaKTopes, TiIHeKOMacTis,
HaOyXaHHS MOJIOYHMX 3aJI03.

3 60Ky 06MiHY peuosuH ma xap4yeaHHs: 30iMbIIIeHHsS Macu Tina.

3 60Ky opaaHie yymmas: HEYiTKiCTb 30py, rinepeMis KOH IOHKTUBH, CIb030TeYa, IIOPYIIeHHS CITyXY.



3 6oky wkipu ma nidwkKipHoi KAimKoB8uHU: eK3eMa, CBepOiX, MypIrypa, BUCUIIAHHS.
3 60Ky HUPOK Ma ceyosuBiOHUX W/ASAXi8: OU3YPist, TIIOMEPYIOHEPPHUT.
3 6oky penpodykmueHoi cucmemMu: 3HUKEHHS Mi0i10, MOPYIIEHHS MOTEHIIIi Ta esKYJISIIii.

3 60Ky 0nopHO-pYX08020 anapamy ma Cnoay4Hoi MKAHUHU: TIOCTypajIbHi IIOPYIIeHHS.

Onuc okpemux nobiyHUX peakuyil

[ToBimomIsiNIOCS IPO BUIIaAKX XOPiOiAaabHOTO BUIIOTY 3 AeeKTOM 30pPOBOTO IOJIS MiCs
3aCTOCYBaHHS Tia3WAHUX Ta Tia3UAOMOAIOHUX [iypeTHKiB.

®i0po3Hi 3MiHU CTIOCTepirany y esgKux NalieHTiB, SKi peryaapHo NpuiiMay IpernapaTy alkaloifiB
PiXKKiB IPOTATOM KiJIbKOX POKiB, 30KpeMa, y IJIeBPi Ta peTPOoIepiTOHealbHUX TKaHWHAX, TaKOX B
IesKUX BUIMAAKaX criocTepiranu ¢pibpo3Hi 3MiHu KitanaHiB cepllsd (OuUB. TaKOXK po3min «Oco6auBOCTi
3aCTOCYBaHHS»).

Tepmin npudamHocmi. 5 POKiB.

YmMmoBHu 30epiranns. 36epiraTi B opuriHaibHill yIaKoBIl y 3aXUIIEeHOMY Bifl CBiT/Ia Ta BOJIOTH MicIii
npu Temneparypi He Buire 25 °C. 36epiraté y HeIOCTYITHOMY 151 OiTeH MicIi.

YnakoBka. [To 20 ta6neTok y 6mictepi; mo 1 6icTepy B yIakoBIii.

Kareropisi Bignmycky. 3a pelemnToM.

BupoOHHK.

Au-Ci-En [Tonbda XKemys AT / ICN Polfa Rzeszow S.A.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr0 ajJpeca MicCIisi IPOBaKeHHsI Tis/IbHOCTI.

35-959 XKemys, Byn. [Tmemucnosa, 2, [Tonsua / 35-959 Rzeszow ul. Przemyslowa, 2, Poland.

3asiBHHUK.



BiaTpic Xenckea I'm0X / Viatris Healthcare GmbH.

MiCI.l;e3HaXOJ];}KEHI-I5[ 3asiBHHKaA.

JTiortixep [ITpacce 5, 53842 Tpoicoopd, Himewunna / Luetticher Strasse 5, 53842 Troisdorf,
Germany.

Sxwo Bam cmaso gidomo npo 6y0b-sKi nobiuHi peakuii, no8’a3aHi i3 3acmocys8aHHAM NpooyKmy
KOMNaHii, y m. 4. 3aCmocys8aHHAM y nepiod sazimHocmi abo 200ys8aHHs 2py0d, abo npo maki, w,o
BUHUK/U y pe3yabmami MeOuyHuUX NOMUI0K, HENPABU/AbHO20 3dCMOCYBAHH S, 3/108HCUBAHHS,
nepedo3yB8aHHA, 83aeM0o0ii 3 IHWUMU AIKApCbKUMU 3acobamu yu 83aemodlii nikapcvkozo 3acoby ma
1DiC1, 3acMOCYBAHHA HEe 3d NOKA3AHHAMU YU B8HACAIOOK 8N/uUBY, N08’A3aH020 3 NPohecillHow ma
HenpogecitiHow OisinbHiCMI0, NiI003PBAHO Nepedayvero IHPeKUiliHo20 azeHma 4u 8i0cymHicmio
epbekmusHocmi, a makodc acouitiosaHi 3 depekmom sikocmi, HeobxiOHO nogidoMumu npo ue ocobi,
8ionoeidabHill 3a papmakoHaz150, 3a eAeKMPOHHOK adpecoro infosafety.cis@viatris.com




