IHCTPYKIIA
AJIS1 MEAUYHOI'0 32CTOCYBAHHS JIKAPChKOI0 3ac00y

IMMAPATIUIEKCIH®
PARAPLEXIN

Cknao:

oitoua peyoguHa. MiJaKpUHY T1APOXIOPUIY MOHOTIIPAT;

1 MJ1 po3unHy MICTUTB 5 Mr abo 15 Mr imiakpuHy TigpoXI0pHUIy MOHOTIAPATy B MepepaxyBaHHI
Ha 0€3BOJIHY PEYOBHHY;

OONOMIJICHA pevosuHa: BOIA JJIS 1H EKITIH.

Jlikapcbka ¢gopma. Po3uuH U1 iH’ €KIIii.
OcHnogni ghizuko-ximiuni enacmusocmi: Ipo3opa 6e30apBHA piaUHA.

dapmakoTepaneBTH4YHA rpyna. [Hiri 3acobu, 110 1i0Th HA HEPBOBY CUCTEMY.
[Tapacumnaromimeruku. AHTUXONIHECTEepa3Hi 3acoon. Kox ATX NO7A A.

Dapmakonoziuni eracmusocmi.

Dapmaroounamixa.

[Tapamiekcin® — 060pOTHUIA IHTIGITOP XOTiHECTEPA3H.

[Mapamiekcin® 4uHUTL GE3MOCEPENHIN CTUMYIIIOIOUYMI BIUIMB Ha IIPOBEICHHS IMIYJbCY II0
HEPBOBUX BOJIOKHAX, MDKHEHPOHAIBHUX 1 HEPBOBO-M’A30BHUX CHHamcax mnepudepuyHoi i
neHTpanbHOi HepBoBoi cuctemu (LITHC).

®apmakosoriuna ais [Tapamiekciny® rpyHTyeThest Ha KOMOIHALT IBOX MEXaHI3MiB il

- 0JI0Ka/1a KaieBUX KaHAJiB MEMOpaHU HEHPOHIB Ta M’ SI30BHUX KJIITHH;

- 000poTHE 1HTI0yBaHHS XOJIIHECTEPa3u B CHHAICAX.

[Mapamiekcin® TMOCWIIOE JiF0 Ha IIajKi M’s3d He JIMINE aleTHIXOJiHy, aje W aJpeHaliHy,
CEpOTOHIHY, FiCTaMiHy Ta OKCUTOLIUHY.

Jlikapcekuii 3aci® BUSBIISIE Taki apMaKoIOTiuHI e(eKTH:

- BIJIHOBIIIOE 1 CTUMYJIOE TPOBEICHHS IMITyJbCY B HEPBOBIM CHCTEMi Ta HEPBOBO-M SI30BY
nepenady;

- TIOCHIIIOE€ CKOpPOUYYBAHICTh TJIQJAKOM SI30BHX OpraHiB IiJl BIUIMBOM YyCiX aHTAaroHICTiB
alleTWIXOJIIHOBHUX, a/IpEHATIIHOBUX, CEPOTOHIHOBHUX, T1ICTAMIHOBUX 1 OKCUTOIIMHOBHX PELETITOPIB,
32 BUHATKOM KaJilo XJIOPUIY;

- TIOJIIIIIY€E TIaM’ATh, TAIBMY€E IPOTPalil€eHTHUN PO3BUTOK AEMEHIIIT;

- BIIHOBITIO€ TIPOBEJICHHS IMITYJIbCY B Iepr(epruHiii HEpBOBiH cUCTEMi, MOPYIICHOTO BHACIIIOK
BIUIMBY PI3HMX YMHHMKIB, TaKHX K TpaBMa, 3alaJiCHHs, il MICHEBUX AaHECTETUKIB, JESKUX

aHTHOI0THKIB, KaJIiI0 XJIOPUIY, TOKCHHIB,;
- momipHo ctumyitoe LTHC y xkomOiHamii 3 mposiBaMu OKpeMHX CEJaTUBHUX €(EKTiB;

- BUSIBJISIE QHAITETUYHUN €(eKT;

- BUSIBIISIE aHTHAPUTMIYHHHA €(EKT.

Jlikapcokuii 3aci6 ITapamiekcin® He YMHUTL TEPATOrE€HHOI, eMOPIOTOKCHYHOI, MyTareHHoi i
KaHIEPOTeHHOI [Ii1, @ TAKOX allepri3yrodoi Ta IMyHOTOKCHYHOI 1ii. Takox naHuil TikapchKuii 3acid
HE BIUTUBA€E HA CHIOKPUHHY CHCTEMY.



Dapmaxokinemuxa.

Jlikapcokuit  3aci0  Ilapamiekcin® IBHAKO BCMOKTYETHCS — MICHs  MiAIIKIpHOro  abo
BHYTPIITHLOM SI30BOTO BBEACHHSI. MaKCUMaJIbHA KOHIICHTpAIIis B KPOBi AocsATaeTbes uepes 25-30
xBWwinH, 40-50 % aKTUBHOI PEYOBMHH 3B’A3YE€ThCs 3 OLIKaMu IuiasmMu Kposi. ITapamiekcin®
IIBUAKO HAAXOAWUTH JIO TKAHWH, TEpioJ HamiBBUBEIEHHS y ¢a3i cTaHoBuUTh 40 XBWIHH.
Mertabomi3yeTbcs y nedinni. BuBoaurcst mpenapat HUpPKaMH, a TaKOX EKCTPapeHANbHO (uepes
[ITYHKOBO-KMIIKOBHM TpakTt). Ilepion HamiBBUBEIEHHS TpH IapeHTEPaIbHOMY BBEICHHI
npemapary ckinagae 2—3 roauHu. EKckpemis BiIOyBa€eThCs, TOJOBHHUM YHWHOM, 32 PaxyHOK
KaHaIbLIeBOI cekpelii, 1 jume 1/3 103u BUBOAWTHCS WIIIAXOM KiIyOoukoBoi ¢inbrpamii. [Ipu
napeHTepaibHOMY BBelleHH1 34,8 % 1031 npenapary BUBOJUTHCS 13 CEUCH0 Y HE3MIHEHOMY CTaHi.

Kuiniuni xapakrepucTuku.
Ilokazanns.

3axBoproBaHHs NepuepuIHOi HEPBOBOT CUCTEMH: MOHO- 1 TIOJIiHEHpONaTis, MOMipaarKyJIOmaTis,
MiacTeHisl Ta MIaCTeHIYHHI CUHIPOM Pi3HOT €TiOJNOrii.

3axsoproBanus [[HC: Oyns0Oapni mapaiidi i mape3u; BiIHOBHHI MEpPiojJ OPraHIYHUX YPaKEHb
I[MHC, sixi cynpOBOKYIOTECSI PYXOBUMH MOPYIICHHSIMHU.

Ilpomunokazanna.

[TigBuIieHa Yy TAUBICTH 10 1MTaKPUHY.

Eninerncist.

ExcTpanipamifHi mopymeHHs 3 TinepKiHe3aMH.

CreHoxkap/is.

Bupaxena Opagukapmisi.

BponxianpHa acTma.

Bectubynsipai po3maau.

MexaHiuHa HEPOXiHICTh KUIIICYHUKY 1 CCUOBUBITHUX IUISAXIB.
BupaskoBa xBopoOa nuryHka abo ABaHAISITUTIANO] KUILIKKA Y CTa/lii 3arOCTPEHHS.
BariTtHicTs.

[Tepion rogyBaHHS TPy ITIO.

B3aemooia 3 inwiumu nikapcokumu 3acooamu ma inuii 6uUOU 63aEmMo0iil.
[Mapamekcin® nocuioe cenatuBHui edexT y KomOiHamii 3 JiKapcbKUMHM 3aco0amu, sKi

npurHiayote [[THC. [lis Ta moGiuni edeKTH MmiICHIIOITECI MPU CYMICHOMY 3aCTOCYBaHHI 3
IHIIUMU  1HTIOITOpaMU  XOJIIHECTEepa3d 1 M-XONIHOMIMETHYHMMH 3aco0amu. Y XBOpHUX Ha
MIaCcTEHII0 IiJBUIIYETHCS PH3UK DPO3BUTKY «XOJIIHEPTIYHOrO» Kpusy, AKmo Ilapamiekcin®
3aCTOCOBYIOTH OJJHOYACHO 3 XOJIHEPTiYHUMHU 3aco0amu. 3pOCTaE PU3UK PO3BUTKY OpaauKapmii,
AKIIO B-aapeHoBIOKATOPHU 3aCTOCOBYBAJIM [0 MIOYATKY JiKyBaHHs mpenaparom Ilaparuiekcin®.
[Tapamiekcin® MOKHA 3aCTOCOBYBATH y KOMOiHALL{ 3 HOOTPOIIHMMH MIPENapaTamMH.

AJKOTOJIb TIACHITIOE TTOOIYHI eeKTH mpernapary.

Ocobueocmi 3acmocyeanns.
3 00epexHICTIO HEOOX1THO 3aCTOCOBYBATH JAHWUW JIIKAPCHKHUM 3aci0 MalieHTaM i3 MEeNTHYHOIO
BUPA3KOKO MIUIYHKa Ta I[BaHaI[I.[SITI/IHaHOi KHIIIKU B aHaMHe3i, 3aXBOPIOBAHHAMU OUXAJTIBHUX



H.UISIXiB, BKJIIOYAaKO4HU I‘OCTpi 3aXBOPIOBAHHA JUXAJIBHHUX H_UISIXiB, 3aXBOPIOBAHHAMU CCPLCBO-
CYJMHHOI CUCTEMH, SIKi He MOB’A3aHi 3 KOPOHAPHUM 00JIeM, 13 THPEOTOKCHKO30M.

3acmocysanus y nepiod gacimuocmi abo 200y8aHHs 2pyoo0.

Jlikapcokuii 3aci6 Ilapamiekcin® migBuilye TOHYC MAaTKM i MOKE€ CIPHUYMHUTH IEpeadacHi
MIOJIOTH, TOMY B IIE€Pi0J BariTHOCTI 3aCTOCYBaHHA JAHOTO JIIKapPCHKOTO 3aCO0Y MPOTUITOKAa3aHe.

VY nepiof rogyBaHHS TPYJIIO 3aCTOCYBaHHS MIpeNapary MpOTHIIOKA3aHe.

30amuicmo enausamu Ha WEUOKICMb peaxyii npu KepyeaHHi asmompancnopmom adoo iHuwumMu
MexauizmMamu.

VY mepion JniKyBaHHA HEOOXiIHO YTpUMATHCS BiJ KepyBaHHS aBTOMOOIIEM, a TaKOX Bij
MOTEHI[IITHO HeOe3MeYHNX BUIIB TisSUIBHOCTI, K1 MOTPeOYyIOTh MiIBUIICHOT KOHIIEHTpALlii yBaru Ta
IIBUAKOCTI ICHXOMOTOPHHX PEAKIIii.

Cnoci6 3acmocysanns ma 0o3u.

Po3unH 115t 10’ €Kil BBOJUTH BHYTPILIHHOM sI30BO 200 miAMmIKipHO. J03y 1 TpUBaNiCTh JiKyBaHHS
CJIiJ] BU3HAYATH 1HAMBIIyaJIbHO 3aJI€KHO BiJl CTYTEHS TSDKKOCTI 3aXBOPIOBAHHS.

3axeoprosarnns nepugepuynoi Hepeosoi cucmemu

MoHo- i nmosniHeiiponarisi pi3HOTO reHe3y: MiMKIpHO a00 BHYTPIITHHOM SI30BO BBOJUTH 5-
15 mr 1-2 pa3u Ha 100y, Kypc JikyBaHHs cTaHOBUTH 10—15 muiB (y TsDKKHMX BHmaakax — a0 30
THIB); Maji JIIKyBaHHS CJiJI TPOJOBKYBATH Ta0JIETOBAHOO (POPMOIO Tpernapary.

MiacreHist Ta MiaCTEHIYHUN CUHIPOM: MIAMKIPHO a00 BHYTPIIIHEOM 130B0 BBOAUTH 530 Mr  1-
3 pa3u Ha 100y 3 MOJANBLINM MEPEX0oA0M Ha TabneroBaHy (Gopmy. 3aranbHUil Kypc JiKyBaHHS
cknanae 1-2 micsui. [Tpy He0OXiTHOCTI JIIKYBaHHS MOXHA TIOBTOPHUTH KiJIbKa Pa3iB i3 IEPEPBOIO
MiX Kypcamu B 1-2 micsii.

3axeoprosanns [[HC

Bynb6aphi mapanivi Ta mapesu: MiJIKipHO Ta BHYTPIIIHBOM S30BO BBOAATH 5—15 Mr 1-2 pa3u Ha
100y, Kypc JikyBanHs — 10—15 qHiB, 10 MOKJIMBOCTI IEPEXOUTH Ha TabIETOBaHY (opMy.
Bionosnuu nepioo npu opeaniunux ypasxcennsx LJHC

Buytpimnbsom’s130B0 BBOIATH 10—15 Mr 1-2 pa3u Ha 100y, Kypc TiKyBaHHS CTAHOBUTH /10 15 AHIB,
Jalti 3a MOXKIIMBICTIO — 1-2 pa3u Ha 100y .

Jimu.

BincyTHi cucTreMaTrn30BaHi IaHi 1010 3aCTOCYBAHHS MTaPEHTEPAIbHOT (DOPMH JIIKAPCHKOTO 3aC00Y
[Mapamekcin® aitam (Bikom 10 18 pokiB), TOMy He CJIijl 3aCTOCOBYBATH JIAaHHUH JIKAPCHKHUH 3aci0
TUTAM.

Ilepeoosysanna.

Cumnmomu.

[Tpu TsDKKOMY TIepe1o3yBaHHI MOXKE PO3BUHYTHUCS «XOJIHEPTTUHUHN KPU3», TSI IKOTO XapaKTepHi
OpoHXOCTa3M, CIbO30TeYa, IMiICUICHE TMOTOBUAUICHHS, 3BY)KEHHS 31HUIIb, HICTarM, MOCHIICHHS
NEPUCTANTBTHUKN [UTYHKOBO-KHIIIKOBOTO TPAKTy, CIIOHTAHHA JedeKallisi Ta CEUYOBHITYyCKaHHS,
ONIOBaHHS, KOBTSHUI, OpaauKapais, MOPYUICHHs BHYTPIIIHBOCEPLIEBOI MPOBITHOCTI, apUTMis,



3HMKECHHSI apTepialbHOTO TUCKY, CTYpOOBaHICTh, TPHUBOXKHICTb, 30y/KEHHS, BIAUYTTS CTpaxy,
aTakcis, CyJJOMH, KOMa, IOPYIICHHS MOBJICHHSI, COHJINBICTh, 3arajibHa CJIA0KICTh.

Jlikygeanus: ciJi BAKOPUCTOBYBATH CUMITOMATHYHY Tepallito, 3aCTOCOBYBATH M-
XOJIIHOOIOKATOPH: aTPOIIiH, IIUKIO0I, METaI[HH.

IHo6iuni peaxuii.

[Mapamiekcin®, sk i iHmi JiKapchKi 3ac00M, MOYK€e CIPUYHMHATH TOOIYHI peakiii, Xxo4a BOHH
MPOSIBIISIIOTHCS HE B YCIX MALlI€HTIB.

Yacrora no6iuHuX peakiiii 3rinHo 3 kinacudikaniero MedDRA (Menuunuii CIIOBHUK TEPMiHOIOT11
periaMeHTapHOl AisUIbHOCTI):

nyxe uacto (21/10); wacTo (=21/100, <1/10); HeuacTo (=1/1000, <1/100):
pizxo (21/10000, <1/1000); zyxe pizko (<1/10000): uacToTa HeBizmoMa
(HeMOXJIIMBO BUZHAUUTHU 3a TOCTYOHUMU TAaHUMU).

3 6oxy cepyesoi disbHocmi: 9acTO — MiACHICHE CEPIEOUTTsI, OpaarKapIis.

3 60Ky Hepsosoi cucmemu: HEYACTO — 3aMTAMOPOYUCHHS, TOJIOBHUH 01J1b, COHIUBICTH (IIPH MIPHIHOMI
BHUCOKHUX J103).

3 60Ky OuxanbHux wiiAxie, opeanie cpyoOHOI KIimKu ma cepedoCminHs: HEYacTO — MiJCUIICHE
BUJIUJICHHS CeKpeTy OpOoHXiB, OpOHXOCHA3M.

3 60Ky WIYHKOBO-KUUWKOB020 MPAKmMY: 9acTo — MiJCUJICHEe CIMHOBUAICHHS, HY/10Ta; HEYacTO —
IIPU 3aCTOCYBAaHHI BUCOKHX J103 — OJIOBAHHS;, PiAKO — Aiapesi, Ouib B emiracTpii.

3 60Ky neuinkuy: 9acTOTa HEBIIOMA — >KOBTSHUIIS.

3 6oky wiKipu ma niOWKIpHUX MKAHUK: 9aCTO — MiACHICHE TOTOBUIUICHHS, HEYaCTO — aJIepTiuHi
peaxIiii, y ToMy YMCIli BUCHIIaHHS, CBEPOIXK, KPOIIHB IHKA, AaHTOHEBPOTHYHUHN HAOPSIK.

3 60Ky penpodykmueHoi cucmemu. iABUILEHHS TOHYCY MaTKH.

3 60Ky KicmK080-M 930601 ma CROIYYHOT MKAHUHU: HEYACTO — M’ SI30B1 CyI0MU (IIPH 3aCTOCYBaHHI1
BHUCOKHX J103).

3 60Ky iMyHHOT cucmemu. 9acTOTa HEBIIOMa — PEaKIIil rinepuyTIUBOCTI (BKIIOYAIOUHN aJepriyHIMi
JIepMaTUT, aHa(QUIAKTUYHUN IIOK, acTMy, TOKCHYHHUH emiiepMaabHHIA HEKpOJi3, epHTeMy,
KpOIUB’ THKY, IUXaHHS 31 CBUCTOM, HAOPSK TOpTaHi, BUCUIIAaHHS HA MiCIl 1H’ €KIIii).

3acanvhi nopyuienns ma peakyii 6 micyi 66e0eHHs: HEYACTO — CIAOKICTh (MPU 3aCTOCYBaHHI
BHUCOKHX J103).

AHTHXOJIHEpriuHi 3ac00u, TaKi K aTPOMiH, MOXKYTh 3HW)KYBAaTH CIIMHOBUIICHHS 1 OpaauKapAito.
VY BUMagKy po3BUTKY HeOakaHUX MOOIYHMX il CIIiJ] 3SMEHIIUTH 7103y a00 KOpoTKodacHo (Ha 1-2
IH1) TIepepBaTH 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Yy.

Hecymicnicme.
He cnix 3mimryBatu smikapchKuil 3aci® 3 IHIIMMU pO3YMHAMH, OKPIM THX, SIKI BKa3aHi B PO3.iNi
«Croci6 3acToCcyBaHHS Ta JO3W».

Tepmin npuoammuocmi.
2 poku.



YMmoBu 30epiranus.

30epiraT B OpUTiHANBHIN YIIAKOBII pH TemnepaTypi He Buie 25 °C. He 3amopoxyBatu.
30epiraTv B HEIOCTYITHOMY JJIS IiTEH MicCIIi.

YnakoBka.

ITo 1 M po3unny B ammynax, o 5 ammyn y Omictepi. Ilo 2 Gmicrepu (10 ammyn) y maumi 3
KapTOHY.

Kareropis Bignycky.
3a pelenTtom.

Bupoonuk. [IpAT «Jlekxim-XapkiBy.

Micue3HaxoakeHHs] BUPOOHHKA Ta ajpeca Micusi IPOBA/ZKeHHsI HOro AislJILHOCTI.
VYkpaina, 61115, XapkiBcbka 0011., MicTo XapkiB, Bynui CeBepuna [lotorpkoro, 6yanHok 36.

3asBHuk. TOB «®apmaneBTruna komnanist «Camorapicy.
Micue3naxo/akeHHs 3aBHUKA. YKpaiHa, 01042, m. Kuis, OyneB. pyx0u Hapomis, 9.

JlaTa oCTAaHHBOI'O MeperJsiay.



