IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AJITIEPTEK®

(ALLERTEC"®)

Cknao:
ditoya pevoB8uHA: ETUPUINHY AUTIIPOXIIOPHUL;
1 TabneTka, BKpHUTa 000JIOHKOIO, MiCTUTD LEeTUPU3UHY AuTimpoxnopuny 10 mr;

0onoMidCHI pe4oB8UHU: TaKTO3a, MOHOTIAPAT; L[eJIf0JI03a MIKPOKPHUCTaJliuHa; KPOXMalb
KYKypyO3sHui; moBifmoH K-25; MarHiio cteapaT; HaTPilo KpoxXManbrimikonaT (Tun C); KpeMHIIO IiOKCHT
KOJIOIMHUY 0e3BOMHUM; HATPilo JaypuiIcyIbdart;

cknay 000JI0HKH: TimpoMesio3a, Makporoi 6000.

JIikapcbka ¢opma. TabneTky, BKPpUTI 000JI0HKOIO.

OcHosHi pi3uko-xiMiyHi 81acmusocmi: TabNeTKH, BKPUTI 0007I0HKOIO, Biff 6i710ro o KpeMOBOTO
KOJIbOPY, LOBracTi, IBOOIYKJI, 3 TJIaIKOIO IIOBEPXHEI0, 3 PO3NOAIIbY0I0 PUCKOI0 3 OTHOTO OOKY.

dapMakoTepaneBTHYHA Ipyna. AHTUTiCTaMiHHi 3aco0u [IJiT CUCTEMHOTO 3aCTOCyBaHHS. [ToxigHi
ninepasuny. Kog ATX RO6A E07.

dPapmakonoeiuHi e1acmueocmi
®apmakoduHamika.

MexaHi3M mii

LleTupusuH, MeTabOIT TigPOKCU3UHY, € CUIBHOIIIOYNM CEeJIEKTUBHUM aHTaroOHiCTOM IepudepudHux
penentopis rictaminy H;,. [locnigKeHHs 3B’s13yBaHHS 3 PELIEIITOPOM in Vitro He moKa3alu iCTOTHOL
CIIOPiAHEHOCTI 3 IHIKUMU peliennTopaMy, KpiMm H,.

d®apmakomuHaMiyHi ePerTH

OxpiM aHTaroOHICTUYHOI fii II[0JI0 penenTopiB H,, IeTHpU3UH YUHUTD IPOTHANEPTIYHY Oil0: y m03i

10 mr 1 a6o 2 pa3u Ha go0y npenapart iHri0ye mi3Hio paly Mirpatii KiiTHH, SKi 6epyTh y4acTh y
3amanbHil peaxiiii (mepeBakHO €03MHODIIB), Y UIKipi Ta KOH IOHKTUBI 0Ci0 3 aTOmi€i0, SKUM BBOTUIIN
QHTUTEH;



Kniniyna epekTHUBHICTh Ta 6e3meKa

HocmifKeHHS y 3M0POBKX JOOPOBOJIBINIB II0Ka3ay, 110 IeTUPU3KH y fo3ax 5 Ta 10 Mr iHTeHCUBHO
inribye BUHUKHEHHS MTyXUPIIB Ta TOYEPBOHIHHS, CIPUYNHEHNX AyKe BUCOKUMU KOHI[EHTPAIiIMU
ricraminy B IIKipi, X04a CIIiBBiTHOIIEHHS 3 e()eKTHUBHICTIO HE BCTAHOBJIEHO.

Y 6-TuXHeBOMY MTale00-KOHTPOILOBAHOMY HOCTiIXKeHHi 3 y4acTio 186 malieHTiB 3 anepriuHuM
PUHITOM Ta CynyTHHLOI GPOHXialIbHOIO aCTMOIO (Bif IerKoi 4o MOMipHOi 3a TSKKICTIO) mpuiioM
1eTUpU3uHy y 0o3i 10 Mr 1 pa3 Ha goOy ImOKpallyBaB CTaH IIPX CHMIITOMAaX PUHITY Ta He BIIJIUBAB Ha
GbyHK1io nerens. e mocmimKeHHS MigTBepaXKye 6e3MeKy 3aCTOCYBaHHS IIeTUPHU3UHY XBOPUM Ha
OpoHxiarbHy aCTMy JIETKOT'0 Ta IIOMipHOTO CTYIIE€HS TSIKKOCTI.

[Tna1e60-KOHTPOJIbOBAHE [OCTiIXKEHHS, B SKOMY IIeTUPU3KH 3aCTOCOBYBAJIU Y BeIHKil 1060Bil mo3i
(60 mr) mpoTsAroM 7 [i0, He IMOKa3aio CTaTUCTUYHO 3HAYYILIOT0 MogoBkKeHHS iHTepBany QT.

3acToCyBaHHA LETUPU3KUHY B 3BUYaAMHUX [103aX IIOKPAIIYE SKICTh KHUTTS MaLi€HTIB i3 XPOHIYHUM i
CEe30HHUM aJIepriYHUM PUHITOM.

dapmaxoKiHemuxka.
Ab6cop0iist

PiBHOBaxkHa MaKCUMaJlbHa KOHIIEHTPAIlis y Ia3Mi KpoBi cTaHOBUTE mpubnu3no 300 Hr/mit i
nocsraeTtbest mpoTtsaroM 1x0,5 roguau. Po3nofin ¢papMakKoKiHETUYHUX ITapaMeTPiB, TaKUX 5K MiKOBI
KOHIIeHTpallil y miaa3mi kposi (C,,,,) Ta mioira mig Kpusoio (AUC), € omHOPimHUMH.

0O6’em abcopO1iii IeTHPU3UHY HE 3MEHIITYBaBCs IIPU OJHOYACHOMY IIPUMOMI 3 12K€e10, X0ua IBUIOKICTD
abcop6buii 3menmmyBanacs. 06’em 6iomOCTYIHOCTI MOXiIOHMH TPX 3aCTOCYBaHHI LIeTUPU3UHY Y hopmi
PO3uMHY, Karcyn abo TabneTox.

Posmopin

Bupumuii 006’eM posnopiny ctaHoBuTh 0,5 1/KT. 3B'I3yBaHHS LIETUPU3UHY 3 OilKaMu IjIa3Mu KpoBi
craHoBUTh 93+0,3 %. LleTupu3uH He BIJIUBAE Ha 3B'sI3yBaHHS BapdhapuHy 3 6iTkaMu KpOBi.

BiorpaHcdopmatiis
LleTupu3uH He 3a3Ha€ €KCTEHCHBHOI0 MeTab0J1i3My IIpU NEePIIOMY ITPOXOKEHHI.

BuBeneHHsa

Kinmesuii nepioy HamiBBUBeIeHHS CTaHOBUTD MpuOnmu3Ho 10 rogus. [1pu npu3HadeHHi y o0oBiit 703i
10 mr npotsarom 10 gHiB KyMyJdilil IeTUPU3UHY He criocTepiranocs. [IpubnusHo 2/3 no3u
BUBOOUTLCA Y HE3MIHEHOMY BUTJIAM] i3 Cevel.

JIiHIMHICTH/HEeTiHINHICTD

LeTupu3uH BUSBIISE JiHIMHY KiHETUKY IIPU OO3yBaHHI Bif 5 7o 60 Mmr.
OKpemi epynu nauieHmis

ITauieHmu 3 nopyweHHAMU (PYHKUil HUPOK

dapmakoKiHeTHKa JTiKapChKOT0 3aC00y IIPH JIETKUX MOPYIIEHHSIX GYHKINI HUPOK (KIipeHc



KpeaTuHiHy HuXkK4e 40 M/xB) Oyla cX02Ka 3 TaKOK Y 3MOPOBUX TOOPOBOJIBIIB. Y MalliE€HTIB 3
TIOMipHUMU PO3/1afaMu GYHKIII HUPOK epion HaniBBUBeNeHHs OyB yTpUUi HOBIIKUM, a KJIipeHC - Ha
70 % HUKYUM, HiXK Y 30OPOBUX HOOPOBOJIBIIIB.

Y mariienTis, ski mepe0OyBaloTh Ha reMOfiani3i (KIipeHc KpeaTUHIHY HUXKYe 7 MJI/XB), IPH
3aCTOCYBaHHI IeTUPU3UHY B pa3oBiii 7031 10 Mr nepion HamiBBUBeneHHs OyB YTPHUUi JOBIIUM, a
KJlipeHC - Ha 70 % HUXKYUM, HiXK y 3[[0POBUX JOOPOBOJIBILB. [Ipu reMofianisi eTUpPU3uUH
BUJIA/ISIETHCS 3 MJIa3MU HE3HAYHOIO Mipoto. [TarieHTaM 3 moMipHUMY ab0 TSIXKKUMHU PO3jIaflaMu
GyHKLII HEPOK HeoOXimHa KOpeKlis fo3yBaHHS (AuB. po3hin «Crmocibd 3acToCyBaHHS Ta J03W»).
ITauienmu 3 po3aadamu QpyHKUil neviHKu

Y narienTiB i3 XpoHiYHEME XBopoOamu meuinky (OiliapHuit ITMPO3, 3aXBOPIOBAHHS MIEYiHKH, 110

0B 513aHi 3 X0JlecTa3oM), sKi npuiimanu 10 abo 20 Mr 1eTHPU3KUHY Pa30BO, IIePiof HalliBBUBEAEHHS
nofnoBxkuBCS Ha 50 %, a kinipeHc 3HU3UBCSA Ha 40 % MOPIBHSAHO 3i 3HOPOBUMU LOOPOBOIBIISIMU.
Kopekiiisi no3yBaHHsI HeoOxigHa TinbKX y pasi 0qHOYACHOI HasiBHOCTI MOPYILEHD i GyHKII mevinky, i
(GyHKIII HUPOK.

ITayieHmu AiMHb0O20 BIKY

Y micTHaAUSATH MAali€HTIiB TITHLOTO BiKy MiC/Is MPUMOMY BHYTPIIITHRO pa3oBoi fo3u 10 Mr mepion
HaliBBUBeeHHS 30imbIuBCs npubnu3no Ha 50 %, a kiipeHc 3Hu3UBCA Ha 40 % MOPIBHSAHO 3 iHIMMU
namieHTaMu. MOXKINBO, 3HUKEHHS KITiDEHCY LIeTUPU3UHY Y JOOPOBOJIBIIB JIITHEOTO BiKY IOB’sI3aHe 3
MOPYLIEHHAM (DYHKIIil HUPOK.

Himu, y m.u. Hemogsasama

Y miteit BikoM 6-12 pokiB mepioy HamiBBUBEEHHS IIETUPU3NHY CTAHOBUTH OIM3bKO 6 TOAMH, a y [iTei
BiKOM 2-6 POKiB - 5 TOOUH. Y HEMOBIIAT 1 [IiTeH BiKOM Bif 6 mo 24 MicAIliB mepiod HaIliBBUBEIEHHS
3HUXKEeHuH 0o 3,1 roguHn.

Kniniuni xapakKTepuCTHKH.

Iloxkaszauus

CummToMaTU4yHa Teparis:

- Ha3aJIbHUX Ta OYHUX CUMIITOMIB CE30HHOI0 Ta MOCTIMHOTO aJepriyHOro pUHITY;

- XPOHIYHOI imiomaTUYHOI KPOIHUB' THKH.

IIpomunoka3aHHsi.

[TigBuIIeHa YyTNIUBICTH [0 Ail040l PeY0OBUHU ab0 [0 OyIb-IKOi OMOMIKHOI PEYOBUHHY, II0 BXOAUTH [0
CKJIafly IIperapary, 0 TigpoKCcu3uHy abo 0o OyOb-gKO0l IOXifHOI minepa3uxy.

TsKKi mopyImeHHs QyHKLI1 HUPOK (K/IipeHC KpeaTuHiHy MeHIne 10 Mi/xB).

PigkicHi cmagkoBi ¢popMu HeIepeHOCHMOCTi rajlakTo3u, JedinuT makTasu Jlamma abo ManbaOcopOiris
TJII0OKO3U-TAJIAaKTO3M.



B3aemodin 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

HocmigxeHHsT papMaKOKiHETUYHOI B3a€EMO[Iil TPOBOAUIYN OIS IIETUPU3UHY Ta ICeBHOedEeIpUHY,
IUMETHUIVHY, KEeTOKOHA30Jly, EpUTPOMIIINHY, a3UTPOMILUHY; (hapMaKOKIHETUUHHUX B3a€EMOLIN He
crocTepiranocs. Y mocrigxkeHHi 6araTopa3oBoro 3actocyBaHHs Teodininy (400 mr 1 pa3 Ha noly) Ta
LETUPU3KHY CIIOCTepiranocs He3HayHe (16 %) 3HMKEHHS KIIipeHCYy [eTUPU3UHY, TOMi K IIOKa3HUKH
Teo(isiHy He OpyIIyBaaacs Py OGHOYAaCHOMY IIPUUOMI LIETUPU3UHY.

Y mociigXeHHAX 3aCTOCYBaHHS LETUPU3UHY 3 [UMETUAVNHOM, TJIII3UA0M, fia3erraMoM Ta
nnceBgoedenpUHOM He BUSBIIEHO M0Ka3iB MOOIiYHUX (hapMaKOOUHAMIYHUX B3aEMOIiM.

Y pmocnigXeHHAX 3aCTOCYBaHHS LIETUPU3UHY 3 @3UTPOMILIMHOM, EPUTPOMILIMHOM, KETOKOHA30JI0M Ta
Teo(isliHOM He BUSIBIEHO NOKa3iB MOOIYHUX KITiHIiYHUX B3aeMofii. OKpiM TOTO, OMHOYACHE
3aCTOCYBaHHS LIETUPU3UHY 3 MaKpoimaMu a00 KeTOKOHA30JI0M HiKOIU He IIPU3BOOUIIO 10 KIiHIYHO
3Hauylux 3MiH Ha EKI'.

Y mocnigxeHHi 6araTopa3oBoro 3acTocyBaHHS puToHaBipy (600 Mr 2 pa3u Ha 0o0y) Ta LETUPU3UHY
(10 mMr Ha go0y) TPUBAJICTh €KCIIO3UIIil IeTUPU3UHY 30inbiunacs npubnusno Ha 40 %, Tomi SK
€KCIIO3UIIisl pUTOHABIpYy Aewro nopymryBanacs (-11 %) npu omHOYaCHOMY IPUKAOMi LIEeTUPHU3UHY.

006’em abcopO11ii IeTUPU3UHY He 3HUKYETHCS NIPU IPUoMi 1xki, Xo4ya MBUAKICTE abcopOiil
3MeHIIyEeThCS Ha 1 roguHy.

HeMmae maHuX 11070 TOCUIIEHHS e(eKTy CeqaTUBHUX 3ac00iB IIpU 3aCTOCYBaHHI Yy TepaleBTUYHUX
mo3ax. Ase cifi yHMKaTH 3aCTOCYBaHHS CelaTUBHUX 3acO00iB ITif 4ac MpruiioMy Ipemapary.

OpgHOYaCHUM MPUIOM IIpernapaTy 3 ankoroneM abo iHmuMY 3aco0aMH, 110 MPUTHIYYIOTh IIeHTPAIbHY
HEPBOBY CUCTEMY, MOXe CIPUYMHUTHU OOAaTKOBE MOTIPIIEHHS YBaru Ta MOPYIIeHHS palle3[aTHOCTI,
X04a IIeTUPU3KUH He MOTEHI[iI0e e(eKT aJIKOr o0 (IIPU PiBHSAX aJIKOT O y KpoBi 0,5 r/m).

Oco6 1ueocmi 3acmocyeaHHsi.

[Ipu npuiiomi y TepaleBTUYHUX [03aX He CIOCTePiranocs KJIiHIYHO 3HAUYIIUX B3aEMOLIU 3
asIkorojieM (IIpu pPiBHSIX aJIKOTOJII0 y KpoBi 0,5 r/1), IpoTe peKOMeHA0BaHO YHUKATH OJHOYACHOTO
BXXUBAHHS aJIKOTOJIIO0.

3 06epekHICTIO 3aCTOCOBYBATH MalliEHTaM, CXUJIBHUM [0 3aTPUMKH cedi (IOIMKOIKeHHs Xpe0Ta,
rimepmiasis MpocTaTh), TOMY IO LEeTUPU3UH MOXKe MiABUIIUTHA PU3UK PO3BUTKY 3aTPUMKHU CEUi.

PekomeH0BaHO 3 00epeXKHICTIO MPpU3HAYaTH MTperaparT MallieHTaM 3 elliJIeNICielo Ta maIieHTaMm 3
PU3UKOM BUHUKHEHHS CYIOM.

AHTHTiCTaMiHHI IpenapaTy NPUTHIYYIOTh IIKIPHY aiepriyny npo0y, ToMy Iepen ii mpoBegeHHIM
IPUNOM IIpelnapaTy HeoOXimHO MPUIUHUTY 3a 3 AHi 0 JOCHiXKeHHS (Iepioy] BUBEIeHHS).

3 06epekHICTIO 3aCTOCOBYBATH MalliEHTaM i3 XpOHIYHOI0 HUPKOBOIO HEJOCTATHICTIO (ITOTPiOHA
KOPEKIIisl peXuMy [03yBaHHS) Ta MallilEeHTaM JIiTHHOT'O BiKY 3 HUPKOBOIO HEIOCTATHICTIO (MOXKJIMBE
3HUKEHHS KJIy004YKOoBO1 QinbTparrii).



CBepbix Ta/ab0 KpOMUB'THKA MOXKYTh 3’ IBUTUCS IiC/ISI MPUIMHEHHS 3aCTOCYBAHHS IIETUPU3UHY,
HaBiTh SKIIO I[i CHMIITOMY He Oy HasBHi 10 TIOYATKY JiKYBaHHS. Y IeSKUX BUIAAKAX CUMIITOMU
MOXKYTh OyTH iHTEHCHBHUM i MOXKe 3HaJOOUTHCS TOBTOPHE 3aCTOCYBAHHS JIIKYBAHHS ITiCIIST HOTO
NpunvHeHHd. TiTbKY y pa3i 3HUKHEHHS CUMIITOMIB MOXKHA [IOBTOPHO PO3II0YaTH JIIKYBaHHS.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BariTHiCTE.

3a maHUMH OOCIigKeHb, Pe3yJIbTaTH BariTHOCTI He BKa3ylOTh Ha HasgBHICTh BPOAXKEHUX Bag a0do
(deTanbHOI/HEOHATANIBHOI TOKCUYHOCTI IIPY 3aCTOCYBaHHI IIETUPU3UHY 3 YiTKUM IIPUYHUHHO-
HaCJIiIKOBUM 3B’SI3KOM. [I0CTiIKeHHS Ha TBApUHAX He BUSBUIIU IPSIMOT0 a00 HEMIPSMOTrO IMIKiITUBOTO
BIIJIUBY Ha BariTHiCTh, eMOpioHanbHUM/beTanbHUN PO3BUTOK, TIOJIOTH a0 IOCTHATAIFHUN PO3BUTOK.
Cnip 3 06epexXHiCTIO MpU3HaYaTH IIpellapaT BariTHUM XKiHKaM JIMIIe TOMi, KOJIX, Ha AyMKY JiKaps,
KOPUCTB BiJ] 3aCTOCYBaHHS NepeBaXkKa€ MOTEHIIINHNY PU3UK AJIS IJI0HA.

[Iepion rogyBaHHA TPYIAOIO.

leTVpU3VH IPOHUKAE ¥ TPYAHE MOJIOKO Y KOHLIEHTpALifaX, 110 CTaHOBIATh 25-90 % Bif
KOHIIEHTpALlil y IJ1a3Mi KpPOBi 3a/1eKHO Bifj 4acy sSIKHAW IPOUILOB IiC/Is 3aCTOCYBaHHA IIpenapary.
Tomy 3 00epeXHiCTIO CIlifg TpuU3HavaTH IIpenapar XiHkaM, Ki ToOfyi0Th TPYALIO.

DepTUNLHICTD

IcHyl0Th 0OMexKeHi laHi 1010 BIIMBY Ha (GEPTUNIbHICTH JIIOOUHHU, OfHAK BIIMBY CTOCOBHO 0€3IeKU He
Oy710 BUSIBIIEHO.

IaHi mocmimKeHb Ha TBAPWHAX He BUSBUIIK HeOe3MeKH 1010 GePTUILHOCTI TIOIUHH.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

O06’eKTUBHI HOCTTiAXKEHHS i3 3aCTOCYBAHHSM IIeTUPU3UHY IT0KA3aJIH, 110 B 3BUYAiHi# 1031 (10 Mr Ha
no0y) mpenapaT He CIIPUYMHSIE iICTOTHOI COHJIMBOCTI Ta 3HUKEHHS IICUX0(i3NYHOI aKTUBHOCTI, TOMY
BIIJIUB Ha 3[IaTHICTh KEPyBaTH aBTOMOOiieM HE3HAUHUM.

[MauieHTH, SIKi IaHYIOTh KePyBaTH aBTOM0OineM, 06CTyroByBaTH PyXOMi MeXaHiuHi MprucTpoi abo
BUKOHYBaTH pPo0O0TY, 110 OTPebye MigBUIIEHOI0 IICUX0EMOIiNHOT0 HaBaHTaXKEeHHs, He IIOBUHHI
IIepeBUIyBaTH 3BUYaiHy H0O0OBY [103Y; i IM CJIil BpaxoByBaTH MOXKJ/IMBY peakiliio OpraHiaMy Ha
IpPUIOM Ipemnapary. Y 4yTIMBUX MaIliEHTIB OMHOYACHUY IPUIOM IIpenapaTy 3 iHIIMMEU 3aco0aMu, 1110
IPUTHIYYIOTH OiIbHICT IEeHTPaIbHOI HEPBOBOL CUCTEMHU, MOXKEe CIPUYNHUTH OOJATKOBE MOTipIIeHHS
KOHILIEHTPAIlil yBaru Ta 3HUXKEHHS IPOTYKTUBHOCTI.

Cnoci6 3acmocyeaHHsi ma do3u.

3aCTOCOBYIOTH IIEPOPAIbHO, 3aIMBal0uM TaOIeTKY CKISHKOIO Bogu. TabneTKu KOBTATH He
PO3KOBYIOYH.



Ilimu sixom 8i0 6 do 12 pokis: 5 mr (%> TabneTku) 2 pa3u Ha H00y.
Hopocai i dimu eikom 8id 12 pokis: 10 mr (1 Tabnetka) 1 pa3 Ha 700y.
ITayieHmu AiMHbO20 BiKY

HeMmae maHuX, 110 BKa3yOTh Ha HEOOXiOHICTh 3HUKEHHS 03U AJIs 0Cib JIITHBOTO BiKY, AKIO QYHKIiSA
HUPOK He MOopyIIeHa.

ITauienmu 3 nomipHuMu abo msaxckumu po3aadamu yHKUii HUPOK

Hemae maHUX Ipo CHiBBIGHOIIEHHS KOPUCTH/PU3UK OJIS MALli€EHTIB 3 po3nagaMu QyHKIIl HUPOK. Ane
OCKIiNTbKM IIETUPU3UH BUBOJUTHLCSA T'OJIOBHUM YHHOM HUPKaAMH, SKI0 HEMOXKJIMBE 3aCTOCYBaHHS
abTEPHATHUBHOIO JIIKyBaHHS, IPOMIXKKM MiX IIPHAOMaMU IIpelaparty CJlif BU3Ha4daTH iHAUBIAyanbHO,
3aJ1eXkHO Bifl QyHKIIl HUPOK.

Io3yBaHHS CJIifl KOPUTYBATHU, SIK BKa3aHO B TabOJIUIli HUKYE.

IITo6 ckopucTaTucs Tabnuer, DoTpiOHO BU3HAYUTH KilipeHc KpeatuHiny (Cl,) miu/xs. Cl, (M1/xB)
MOXKHa po3paxyBaTU Ha OCHOBI KOHIIEHTpallil KpeaTUHIHY B CUPOBaTIi KPOBi (Mr/m1) 3a GpopMyrnoo:

(=]

Kopekiig no3yBaHHS AJIs JOPOCIMX MAI[iEHTIB 3 po3NafgaMu (QyHKI1 HUPOK

Tabmuig 1
DYHKIIisT HUPOK Knipenc kpeatuHiny (Mj1/xB) |o3a Ta 4acToTa NpHHOMY
HopwmarnbHa QyHKIiS = 80 10 mr 1 pa3 Ha o6y
Jlerka ¢opma ImOPYIEHHS 50-79 10 mr 1 pa3 Ha o0y
[TomipHa popma 30-49 5 mr 1 pa3 Ha goby
Ts2kka opMa < 30 5 mr 1 pa3 KoxXKHUX 2 OHI
TepMmiHambHA CTaMiss HUPKOBOI <10 [IPOTUIIOKA3aHO
HEJOCTATHOCTI - MAlliEHTH, SKUM
MPOBOOATH Hiami3

HiTssM 3 po3namaMu GYHKIII HUPOK 03y CIIif MpU3HaYaTH iHAKWBiMyanbHO, BPaXOBYIOYH KITipeHC
KpeaTHHIHy, BIK 1 MacCy Tija MaljieHTa.

ITauienmu 3 po3aadamu QpyHKUil neviHKu
HeMmae HeoOxiIHOCTI Y KOpeKIii 4o3yBaHHS IMallieHTaM 3 MOPYIIeHHIM QYHKIII mediHKu.
ITauieHmu 3 po3anadamu pYHKUil HUPOK 1 NeviHKU

PekxoMeHOyeThCS TpU3HAYaTH J03yBaHHS 3ajIeXKHO Bif CTaHy mallieHTa (guB. Buille «IlamieHTy 3
OMipHUMU ab0 TSIXKKUMU po3ragaMu QyHKIII HUPOK»).

TpuBamicTh NiKyBaHHS BU3HAYaE JliKap iHAKWBIOyanbHO, 3aJ1e2KHO Bifl mepebiry 3aXxBOpOBaHHS.



Himu.

[TpemapaT mpu3Ha4aTH OiTIM BikoM Bif 6 pokiB. [Ipenapat y hopmi TabneTok, BKpUTHUX 0060JI0HKOIO,
He PeKOMEHIYEThCS 3aCTOCOBYBATH [iTSIM BiKOM [10 6 POKiB, OCKi/NIbKY JaHa JiKapchka ¢GopMa He Jae
MOXKJIMBOCTI IifibpaTy MoTpiOHY m03Yy.

Ilepedo3yeanHsi.
Cumnmomu.

CuMnTOMY IEepeao3yBaHHs LIETUPU3UHY MTOB'I3aHi, TP 3a BCE, 3 BIJIMBOM Ha II€HTPaIbHY HEPBOBY
cucteMy abo 3 MposiBaMH, 110 MOXKYTh HarafAyBaTH aHTUXOIIHEPTiYHUN e(eKT.

[Ticns 3HAYHOTO Iepeno3yBaHHA (MepeBUIlleHHS 3BUYaliHOl J0O0BOI 103H K MiHIMyM y 5 pasiB)
BiIMiganucs CIIyTaHICTh CBiIOMOCTI, Aiapes, 3allaMOPOYEeHHS, MigBUIIleHa BTOMJIIOBAHICTh, TOJIOBHUU
6inb, He3myXKaHHA, Mifgpia3, cBepbixk, HECIIOKiii, ceaTUBHUI e(EeKT, COHIUBICTh, CTYIIOP, TaXiKapmis,
TPEeMOp Ta 3aTpPUMKa Ce4YOBUIIYCKAHHS.

JIiKyB8aHHA.
Croenu@iyHOro aHTUAOTY HEMAE.

Y pasi nepeno3yBaHHsS HEOOXigHO MPOMUTH LITYHOK, SKIIO 3 MOMEHTY 3aCTOCYBaHHS IIpemapary
IIPOMIIIIO He GibIlle TOOUHH, i TPOBOOUTH CUMITOMATHYHE JIiKYBaHHS.

Iiami3 He € epEeKTUBHUM METONOM BUOAJIEHHS LIeTUPU3UHY 3 OpPraHi3my.

ITobiuni peakuii.

Kniniuyni mocmimkeHHS MOKa3asu, [0 HeTUPU3NH ¥ 3BUYalHUX J03ax (10 Mr Ha mo6y) Moxke
CIpUYMHUTH HeOaxkaHi peakiii 3 60Ky IleHTpalbHOI HEPBOBOI CUCTEMHU, COHJIUBICTh, MiIBUILIEHY
BTOMJIIOBAHICTh, TOJIOBHUM ik i 3anramopouyeHHs. BoHu € c1abKo BUpaXKeHi Ta MalOTh TUMYACOBUHI
XapakTep.

Y mesikvx BUIagKaX CIIOCTepirasocs mapafokcaabHe 30yoKeHHs [IeHTPaibHOl HEPBOBOI CUCTEMHU.

Xoya eTHPU3UH € CEeTeKTUBHUM aHTaroHicToM H,-pelenTopis i mpakTU4YHO 1m030aBIeHUN
XOJTIHOJIITUYHOI aKTUBHOCTI, BiIMidanucs OKpeMi BUIafKU YTPYOHEHOI0 CEYOBUIIYCKaHHS,
TIOPYIIeHHsT aKOMOZAIlil OKa i CyXiCTh CITM30BOi 000JIOHKH IIOPOXKHUHY POTa. TaK0XK CIocTepiramucs
TIOpYyIIeHHs QYHKINI IeYiHKU: MigBUINEeHHS aKTUBHOCTI TeYiHKOBUX PepMeHTIB i 30inbiIeHHS
KOHIIeHTpaIllil 6inmipy0iny. ¥ GinbinocTi BUMIQAKIB Ili CHMIITOMHU 3HUKAJIX IiCIIS MPUIKHEHHS ITPUNAOMY
LETUPU3UHY.

KiiHiuHi gochimxeHHs

Y nmatuieHTiB, 110 Opaiy y4acTh Y OOCHTigKEeHHIX IOPiBHAHHS LIeTUPU3UHY Ta IIalebo 4yu iHIIuX
aHTUTiCTaMiHHUX IIpenapaTiB y peKOMeHJ0BaHUX [[03aX, CIIocTepiranucs HebaxKaHi SBUIlla BHACIILOK
IpUMOMY HeTUPU3UHY B 1031 10 Mr (muB. Tabmn. 2):



Tabnuns 2

HebaxkaHe siBHuIIe (3riTHO 3 TepMiHO/I0OTi€I0 HeOaKaHUX I[Hetupu3un 10 mr [[Inamedo
sieuin, BOO3) (n = 3260) (n = 3061)
OpraHi3M B LiIOMY - 3arajbHi po3nagu

[TigBHIleHa BTOMJIIOBAHICTh 1,63 % 0,95 %
Po3nanu 3 60Ky IIeHTpasibHOI Ta neprudepruyHOi HEPBOBOI CUCTEMHU

3anaMopoYeHHS 1,10 % 0,98 %
["ostoBHUE 0inb 7,42 % 8,07 %
Po3magy 3 O0KY IITYHKOBO-KUIITKOBOTO TPAKTY

bBirb y XXKUBOTIL 0,98 % 1,08 %
CyXicTb ¥ pOTi 2,09 % 0,82 %
HynoTa 1,07 % 1,14 %
Po3napu 3 60Ky MCUXIKK

COHJIMUBICTD 9,63 % 5,00 %
Po3magu 3 60Ky OUXanbHOI CHCTEMHU

dapuHriT 1,29 % 1,34 %

Xoya COHNMUBICTh BUHMKAJIA CTaTUCTUYHO YacCTillle, HiXK y Tpymi maie6o, y 6ibIIocTi BUumaakis i
CTyIiHb OYB JIeTKUM ab0 nmomipauM. O0 €KTUBHI TECTH, SIK TPOIEMOHCTPOBAHO B iHIIMX
IOCIiIXXKeHHX, T0Ka3aly, 10 IIPU 3aCTOCyBaHHI IpenapaTy B peKOMeHI0BaHUX N0O0OBUX 103aX Y
3[I0POBUX MOJIOAUX HOOPOBOJIBIIIB TOBCAKAEHHA aKTUBHICTD HE IIOPYIIyBasacs.

Cepeq miTeit BikoM Bif 6 Mics1iB mo 12 pokiB, siki 6yiu BKIItoUeHi B n1ane00-KOHTPOJIbOBAHI KiTiHiuHi
yi (papMaKOKITiHIUHI MOCTimXKEeHHs, Bil3Havanucs HebOaxkaHi peakliii Ha Ipenapar, 4acToTa SIKUX
ctanoBuna 1 % uu Bumie (ouB. Tabdi. 3):

Tab6muia 3
Heo0axaHi peakirii Ha npenapar (3rigHo 3 TepMiHOIOTi€I0 I[etupu3un [[Inanedo
HeOaxaHux asuig BOO3) (n = 1656) (n =1294)
Po3mapy 3 60KY IITYyHKOBO-KHIITKOBOTO TPAKTY
[liapes 1% 0,6 %
Po3namgu 3 60Ky IICUXiK7
COHIIHUBICTh 1,8 % 1,4 %
Po3napu 3 60Ky OUXanbHOI CUCTEMU
PuHiIT 1,4 % 1,1 %
OpraHi3Mm y IinoMmy - 3arabHi po3nagu
[TimBuIleHa BTOMJIIOBAHICTD 1% 0,3 %

[10CBIif MiCIIpeeCTPalinHOro 3aCTOCYBaHHS

Kpim nmobiynux edekTiB, mpo sKi 6y10 MOBiOMIEHO Mif Yac KITiHIYHUX HOCTIIXKeHb Ta SIKi HaBeJeHO
BHUILIE, BIIPOJOBXK MiCISIPEECTPALinHOr0 3aCTOCYBaHHS ITOBITOMIISNIOCS IPO IIOOAUHOKI BUTIAAKU
HUXKYe3a3HaueHUX HeOakaHuX peakllii Ha mpemapar. [Jaxi mobiuHi ehekTH, mpo SKi MOBimOMIISIIOCS
pimiie, OLiHIOBANIKUCS 3a YaCTOTOI BUHUKHEHHS (HedacTo: = 1/1000 mo < 1/100, pigko: = 1/10000 mo
< 1/1000, myxe pigko: < 1/10000 abo HeBimoMi: OIliHKa HEMOXKJIMBa Ha OCHOBI iCHYIOYUX JAHUX) Ha
OCHOBI IOCBifly MiCIIPEECTPALiiHOr0 3aCTOCyBaHHS.

3 6oky Kpoei ma aimpamuyHoi cucmemu



Iyxke pigKo: TPOMOOITUTONIEHIS.

3 boky imyHHOI cucmemu

Pigko: rinepuyTiuBicTs.

Iyxe pigko: aHaGpiTaKTUYHUN IIOK.

3 60Ky xap4uysaHHs ma 0bMiHy peyosuH

YacToTa HeBimoOMa - MiOBUINEHUM AIlleTHT.

3 6oky ncuxiku

Heuacro: ncuxiyHe 30yIKeHHS 3 TPUBOXKHICTIO (aKUTALlis).
Pigko: arpecis, crimyTaHiCTh CBifOMOCTi, Jemnpecis, ramourHalii, 6e3CoHHS.
Ilye pigKo: HEPBOBUU THK.

YacToTa HeBifoMa: CyllMAaIbHiI IyMKH.

3 60Ky Hepsogoi cucmemu

Heuacto: mapecresis.

Pigko: cygomu, pyxoBi po3namy.

[lyXe pigKo: OUCTeB3is, CUHKOIIE, TPEMOp, OUCTOHIs, TUCKIHE3id.
YacToTa HeBifjoMa: aMHe3id, IIOPYIIeHHS ITaM’ STi.

3 60Ky opaaHis 30py

Iyxe pigKo: MOPYIIEeHHS aKOMOMallii, HeUiTKiCTh 30Py, PO3JIafiy PyXiB OYHUX SIOMIYK.
3 60Ky opaaHis cayxy ma pisHosazu

YacToTa HEBifoMa: BEPTUTO.

3 boky cepus

Pigko: Taxikapmis.

3 60Ky WayHK0B80-KUWKOB020 MpakKmy

Heuacro: miapes.

3 6oky eenamobiniapHoi cucmemu

Pigko: nopymeHHs QyHKI1 Ne4diHKY (MiIBUILIEHHS PiBHS TpaHCaMiHa3, IyxKHOI ¢pocdara3y, raMMa-
TIyTaMinTpaHCIenTuaa3u Ta 6imipyoiny).

3 60Ky wkipu i nidwkKipHOi KAIMKOBUHU



HeuacTo: cBepOixK, BUCUTIAHHS.

Pigko: KponuB'siHKa.

IyXe pigko: aHTiOHEeBPOTHYHUM HaOPSK, GpikcoBaHa MeAUMKaMeHTO3Ha epuTeMa.
YacToTa HeBifjoMa: TOCTPUY IreHepasli30BaHUM eK3aHTeMaTO3HUY MIyCTYJIbO3.
3 6oky Kicmkogo-M’ 530801 cucmemu

YacTtoTa HeBioOMa: apTparis.

3 60Ky HUPOK ma ce4o8uBiOHUX WAsXi8

[yXxe pigko: ou3ypis, eHypes.

YacToTa HeBigmoMa: 3aTpPUMKa Cedi.

3azanvHi po3aadu

HeuacTo: acTeHis, He3nyXKaHH.

Pigko: HaOpsKH.

3miHu pe3yabmamie 1ab0pamopHuUxX ma iHCmpyMmeHmaabHUX 00CAI0HCeHb
Pimko: 30inbIIeHHS MacH Tifa.

Onuc okpemux nobiyHUX peakuiu

[ToBimommnsinocs mpo cBepOixk (CUMbHUN CBepbixK) Ta/ab0 KPONUB'THKY IiC/IS IPUTTUHEHHS
3aCTOCYBAHHS IIETUPU3HUHY.

Tepmin npudamHocmi. 4 poku.

YMmoBH 30epiranssi.

30epiraTu npu TeMmrneparTypi He Buile 25 °C y 3axullleHOMY Bifl BOJIOTH, CBiT/a Ta HEJOCTYIIHOMY OIS
OiTey Micrii.

VYnaxoBka.

[To 7 abo 20 TabneToK, BKpuTUX 000710HKOI0, ¥ 61icTepi [IBX/AL;

no 1 6icTepy B KapTOHHIN KOPOOT1Ii.

Kareropis Bignycky. be3s penenra.
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