IHCTPYKIIA
JJISE MeIUYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y

30JJAK®
(ZODAC®)

Cknao:

Oiloua peyoguHa. NETUPU3UHY JUTIIPOXIOPHU/;

1 MJ1 pO3UMHY MICTUTh LETUPU3HHY AuTiApoxsopuay 10 mr;

oonomigicni  pewosunu: wmetunmnapaden (E 218); mpomimmapaben (E 216); rminepun (85 %);
MPONUICHTIIIKOJNIb; CaXapWH HATPil0; HATPIIO alerary TPHTiApaT, KUCIOTa OITOBa JIbOJISHA; BOJA
OUUIIICHA.

Jlikapcbka dgopma. Kparni opaiibHi.
OcHosHi izuxo-ximiuni eracmusocmi. TPO30pHH, Oe30apBHUN ab0 JIenb KOBTYBAaTOTO KOJbOPY
pO34YHH.

dapmakoTepaneBTHYHA rpyna. AHTUTICTaMiHHI 3aCO0M JUISI CHCTEMHOTO 3acTocyBaHHs. [loximHi
ninepasuny. Kog ATX RO6A E07.

Dapmakono2iuni enracmueocmi.

Dapmarxoounamixa.

Letupusun, MeTaOOJIT TIAPOKCU3UHY Yy JIIOJAWHU, € IOTYXHHM CEJIEKTUBHUM aHTaroHiCTOM
nepudepruuHux Hi-penenTopiB. VY IOCHIDKEHHSX 3B’S3yBaHHA 3 perenTopamu iN VIitro He
CriocTepiraiocs CHOPIAHEHOCTI 3 IHIIUMH pelentopaMu, BiAMiHHHUMH Big Hi-peunentopiB. Okpim
AQHTAaroHICTUYHOTO BIUIMBY Ha Hi-penenTopu, NLETHPU3UH YHHUTH aHTHAJEPTIYHY [iI0: TIpH
J03yBaHH1

10 mr 1 abo 2 pa3u Ha 100y mpemapar iHTiOye mi3HIO (pa3y 3aydeHHs y MPOLEC KIITHH 3araieHHs,
0CcOOIUBO €03WHODIIB, y MIKiIpl Ta KOH IOHKTUBI OCi0, SIKMM BBOJWIM aHTHIeH, a y 1031 30 Mr/moby
1HT10y€ MPUTOK €03MHO(LIIB Yy OpOHX0aILBEOJIIPHIN P1IMHI IPOTATOM Mi3HBOI (pa3u 3BYKEHHS OpPOHXIB,
CIPUYMHEHOT BAMXAHHSM aJlepreHiB y Malli€eHTiB, XBOPUX Ha OpoHXiabHY acTMy. KpiM Toro, neTupu3ut
1Hri0ye mi3HIO (azy peaxuii 3amajJeHHs, IHAYKOBaHY y MAall€HTIB 13 XPOHIYHOK KPONUB’SHKOIO
BHYTPIIIHBOIIKIPHUM BBE/IEHHIM KaliKpeiHy. Takoxk 3MeHIIye BUPaKEHICTb aJre3ii MOJIEKyIl, TAKUX SIK
ICAM-1 ta VCAM-1, 1o € MmapkepaMu ajeprigHoOro 3arajeHHs.

JlochimkeHHs: y 370pOBUX TOOPOBOJMBIIB IMOKa3ai, M0 HETHPU3WH y Ao3ax 5 Ta 10 mr iHridye
BUHUKHEHHS ITyXUPLIIB Ta IOYEPBOHIHHS, CIPUYNHEHUX AYKE€ BUCOKMMH KOHIIEHTPALISIMU TICTaMIHY B
mikipi. [Towarox mii micns pasoBoro mnpuitfomy nao03u 10 Mr Hactynmae y Mexax 20 XBWIMH 'y
50% oci0 Ta y mexax 1 roguau — y 95 % oci6. Jlis TpuBae sk MiHIMyM 24 rOIMHU MICISI Pa30BOTO
npuiiomy. Y 35-n1eHHOMY JOCHIDKEHHI y JiTed BikoM BiX 5 10 12 pokiB TOJEpaHTHOCTI /10
AQHTUTICTAMIHHOI J1i UETHPU3MWHY (IPUTHIYEHHS BUHUKHEHHS MyXUPLIB Ta IIOYEPBOHIHHS) HeE
crioctepiranocs. Koy nikyBaHHS [IETUPU3NHOM NPUIHHSIOTH MIiCIs OBTOPHOTO MPUIHOMY, HOpMaJlbHA
PEaKTUBHICTH LIKIPH JI0 FICTAMIHY BIIHOBIIOETHCS MPOTITOM 3-X JIHIB.

V 1ecTU-THKHEBOMY I171a11€00-KOHTPOJIBLOBAHOMY JIOCIIIKEHH1 3 yJacTio 186 maiieHTiB 3 ajlepriyHuM
PUHITOM Ta TakMM CYIYTHIM 3aXBOPIOBaHHSM K OpoHXliajbHAa acTMa (B1J JIErKOi J0 MOMIpHOi 3a
TSDKKICTIO) TpUiioM 1eTupu3uHy y 1031 10 Mr 1 pa3 Ha 100y mokpaliyBaB cTaH MPH CUMITOMAx PUHITY
Ta HE BIUIMBAB Ha (YHKIIIIO JiereHb. Lle mociiakeHHs miaTBepakye 6e3neKy 3aCTOCYyBaHHS LIETUPU3UHY
XBOPHUM Ha OpOHXIaJIbHY aCTMY JIETKOT'O Ta TIOMIPHOTO CTYMEHS TSKKOCTI.

VY mnane6o-KOHTPOJIbOBAHOMY JIOCHIKEHHI NPU3HAUYEHHS LETUPU3MHY y BHUCOKIM 1000Bil 1031
60 Mr Ha 100y He CIIPUYMHSIO CTATUCTUYHO 3HAYYIO1 MpostoHrailii intepsany QT.

[Ipu mpuiiomi y peKOMEHJOBAaHUX J03aX LETUPU3MH MOKpALlye CTaH MAlll€HTIB 13 IUIOPIYHUM Ta
CE30HHHUM AJIEPTiYHUM PHHITOM.

Dapmarxokinemuxa.



PiBHOBa)kHAa MaKCUMalibHA KOHIIEHTpAIliSl y TIa3Mi KPOBi CTaHOBUTH Maibke 300 Hr/mi 1 gocsraeThbes
mporsirom 1 += 0,5 rommam. Ilpm  mpusHauenHi y  moOoBii  mo3i 10 mr  mpotsrom
10 nHIB KyMyJIALiT HETUPU3NHY HE criocTepiranocs. Po3nozain ¢papMakoKiHETHYHUX MTApaMeTPiB, TAKKX
K mikoBui piBeHb (Cmax) Ta mroma i kpuBoio (AUC), € oqHOpiAHUM Y 3M0pOBUX JOOPOBOJIBIIIB.
006’em abcopOIIii NETHPU3UHY HE 3MEHIIYBABCS MIPU OJIHOYACHOMY MPHUHOMI 3 DKEI0, X04ua MIBUAKICTH
abcopO11ii 3MeHmryBanacsa. O6’em 610J0CTYITHOCTI MOAIOHMH MpU MPU3HAYEHHI LETUPU3HHY Y GopMi
po3uuHy, Kamncyn abo Tabnerok. Buammuii 06’em posmoniny craHoButh 0,5 i/kr. 3B’s3yBaHHA
LETUPHU3HHY 3 OiKaMu 11a3Mu KpoBi ctaHoBUTH 93 £ 0,3 %. lletupusuH He BIUIMBA€E Ha 3B’ I3yBaHHS
Bap(apuHy 3 OLTKaMHU KPOBI.

LeTtupu3nH He 3a3Ha€ EKCTEHCHBHOIO MeTaloyi3My 0Opu mepumomy npoxomkeHHi. [Ipubiusno
2/3 1031 BUBOJUTKLCS y HE3MIHEHOMY BHTJIsII 13 ceueto. KiHlleBuii epio/] HamBBUBEICHHS CTAHOBUTH
npuom3Ho 10 roawn. lLleTupuswH BUSBIAE JHIAHY KIHETHKY TP JIO3YBaHHI Big 5 10
60 mr.

Okpemi epynu nayicnmis

THayiecumu nimnvo20 6iKy: MICIsS Pa30BOro IMepopaibHOTO Tpuiiomy 10 Mr mepioa HariBBUBEACHHS
30inbHryBaBcs Maibke Ha 50 %, a kiipeHc 3HMKYBaBcs npubnuzHo Ha 40 % y 16 ocib JiTHBOrO BIKY
MOPIBHSHO 3 MOJIOJIIMMHU O0CO0aMH. 3HIKEHHS KIIIPEHCY IETUPHU3UHY Y JOOPOBOJIBIIB JITHHOTO BIKY
Oy’o noB's13aHe 3 MocnabIeHO PYHKIIIEI0 HUPOK.

Jimu: mepion HamiBBUBEIEHHS I[ETUPU3MHY CTAaHOBMB Maike O TOOUH Yy [ITEH BIKOM
6-12 pokiB Ta 5 roauH y niTed BikoM 2-6 pokiB. Y niTed BIKOM Bix 6 10 24 MicCALIB 1€l MOKa3HUK
ckopoueHui 10 3,1 roauHu.

Tayienmu 3 nopywenuam @yHukyii Hupok: papMaKoKiHETHKa MpernapaTy Oyna moai0HO0 y MalieHTIiB 13
JIETKUM CTYIIEHEM MOpYyIIeHHS (QYHKIII HUPOK (KiIipeHC KpeaTuHiHy Buine 40 Mi/XB) Ta y 30pPOBHX
JNOOPOBOJNBIIB. Y TMAali€HTIB 13 MOMIPHUM CTYNEHEM NOpyIIeHHS (YHKIIi HUPOK CIOCTEpiranocs
30UTBIICHHS TIEPiOAy HAMiBBUBEACHHS y 3 pa3u Ta 3HIKEHHA KiipeHcy — Ha 70 % mopiBHAHO 3i
3I0pOBUMHU JOOPOBOJIBLIAMU. Y TMAII€HTIB, SKUM IMPOBOJUBCSA TeMofiani3 (KJIIpeHC KpeaTuHiHy 7
MJI/XB), micisi npu3HaueHHs 10 Mr HeTUPU3UHY MEepopajbHO CIOCTepiranocs 301IbIICHHS Mepiony
HaIIBBUBEICHHS y 3 pa3u Ta 3HIKEHHS KiipeHcy Ha 70 % MOpiBHIHO 31 310pOBUMH T0OPOBOIIBISIMH.
LeTtupu3uH mnoraHo BUBOAMTHCA Npu remoaianisi. [lamientam i3 mopymieHHSM QYHKIT HHUPOK
MOMIPHOTO Ta TSHKKOTO CTYIEHS HEOOX1THO KOPUTYBATH JO3YBaHHS MIperapary.

Iayienmu 3 nopywienuam @ynuxyii neuinky: y TAIl€HTIB 3 XPOHIYHUMH 3aXBOPIOBAHHSIMU MEYIHKU
(remaToLEMIOISAPHUN, XOJIECTaTUYHUM Ta OlTiapHUi 1Kpo3) micis npuitomy 10 abo 20 Mr neTupusnHy
y BUIJISIII pa30BOi JI03M CrOCTepiraiocs 30UIbIIeHHs epioy HaniBBUBeACHHS Ha 50 % Ta 3HMKEHHS
kiipeHcy Ha 40 % moOpiBHSHO 31 370poBUMH A00poBosbLsAMU. Kopekiis 103yBaHHs NallieHTaM 13
NopyuieHHAM (yHKIIT MeYiHKW HeoOXiJHa JUIe TOMi, KOJM y TaKWX MAalli€HTIB € OJHOYACHO 1
MOpyIIeHHs QYHKIIT HUPOK.

Kuiniuni xapakTepucTuku.

Ilokazannusa.

CumnTomMaTHyHa Tepailis Ha3aJlbHUX T4 OYHMX CHUMIITOMIB CE30HHOI'O Ta MOCTIMHOrO ajepriuHoro
PHUHITY, XpPOHIUHO] 11100aTUYHOT KPOITUB’ THKU.

IlIpomunokazanns.

[NnepuyTnuBICTh 0 NETHPU3HUHY, 10 OYAb-SIKOTO KOMIIOHEHTA Mpernapary, A0 T1APOKCU3UHY a00 Oy/Ib-
SKHUX TMOX1THUX TiNepa3uHy B aHaMHe31.

Tspkke nopyieHHs QyHKIIT HUPOK MpH KIIipeHcl kpeaTuHiHy MeHIe 10 mi/xB.

B3aemooia 3 inwmumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€MOOIIL.

HocnimxenHss (papMaKkOKIHETUYHOI B3a€EMOJIT MPOBOAMINCS JUIsl LIETUPU3UHY Ta IceBaoedepuHy,
UMETHUMHY, KETOKOHA30Jly, EPUTPOMIIMHY, a3UTPOMIIMHY; (PapMakOKIHETUYHHUX B3a€MOJIINH He
croctepiraiocs. Y JAoCTipKeHH1 6araropa3oBoro 3actocyBanHs Teodininy (400 mr 1 pa3 Ha 100y) Ta
LHETUPU3UHY crocTepiragocs HezHauHe (16 %) 3HIKEHHS KIIpeHCY LETHUPU3MHY, Yy TOH uac sk
JUCTO3ULIIS TeoUTIHY HE MOPYIIyBajacs NPy OJHOYACHOMY MPUHOMI LIETUPU3UHY.



VY JOCHIJKEHHSX 3aCTOCYBAaHHS LETUPU3UHY 3 LHUMETHIUHOM, TJIHI3UAOM, Jia3enaMoM Ta
niceBnoede[pUHOM HE BUSBIICHO JI0Ka3iB MOOIYHUX (papMaKOAMHAMIYHUX B3a€MOIIH.

VY J0CHiKeHHSAX 3aCTOCYBAHHS IETUPH3UHY 3 a3UTPOMIIMHOM, €PUTPOMIIMHOM, KETOKOHA30JIOM,
Teo(UTiHOM Ta TiceBoedeIPUHOM HE BUSABIICHO J0Ka3iB MOOIYHUX KITHIYHUX B3aeMoxiil. OKpiM TOTO,
OJTHOYACHE 3aCTOCYBaHHS IIETUPHU3UHY 3 MaKpoJigaMu a00 KETOKOHA30JI0M HIKOJIH HE MPU3BOIAMIIO 10
KJIIHIYHO 3Hauymumx 3miH Ha EKT'.

Y pocnmimkenHi OaraTopa3oBoro 3actocyBaHHs purtoHaBipy (600 mr 2 pasu Ha n00y) Ta
HETUPU3UHY

(10 mr Ha 10o0y) TpUBATICTh €KCIIO3UIIIT 10 ETUPU3UHY 301bIHIIacs npudan3Ho Ha 40 %, y Tol yac
SIK TUCIIO3HUILisl pUTOHABIPY Jeio nmopymrysanacs (-11 %) npu ogHOYaCHOMY MPUHOMI [IETHPH3HHY.
O6’em abcopOrii HETUPU3MHY HE 3HWKYETbCA NpU NpUHOMI 1XKi, XO4a MOKa3HUK abcopOruii
3MEHIIYETHCS HA | TOUHY.

Hemae manux mof0 mocmiIeHHS €eKTy CeJaTHMBHHUX 3acO0iB NMPH 3aCTOCYBaHHI y TEPareBTHUHUX
703ax. AJie CIIiJl YHUKATH 3aCTOCYBaHHS CEIaTUBHUX 3aCO0iB MiJ 4ac MpUHOMY Ipenapary.

Ocobnueocmi 3acmocyeanns.

[Tpu nmpuiioMi y TepaneBTUYHUX J03aX HE CIIOCTEPIraaocs KIIHIYHO 3HAYYIIMX B3AEMO/IIN 3 aJIKOTOJIEM
(mpm piBHAX ankoroito y kposi 0,5 1/m). IIpoTe pekoMeHJI0BaHO YHHKATH OJHOYACHOTO BXKMBAHHS
AJIKOTOJIIO.

3 00epeXHICTIO 3aCTOCOBYBATH MAIli€HTaM, CXMJIBHHM JIO 3aTPUMKH cedi (TOIKOKEeHHS XpeoTa,
rirnepruiasis NpocTaTH), TOMY IO [ETUPU3HH MOXKE ITiIBUIIUTH PU3UK PO3BUTKY 3aTPUMKH CEUi.
PekoMeH10BaHO 3 OOEPEKHICTIO MPU3HAYATH TpEnapar IMali€eHTaM 3 EMUICTICIEI0 Ta TMaImieHTaMm i3
PU3UKOM BUHUKHEHHSI CYJIOM.

AHTHTICTaMiHHI TIpenapaTd NPUTHIYYIOTh HIKIPHY allepridHy mpoly, Tomy mepen ii mpoBEICHHSIM
MIpHUIIOM Ipernapaty HeoO0XiIHO MPUTTUHUTH 32 3 JIHI IO JOCTiIKeHHs (Tepioj] BUBEACHHS).

3 00epexHICTIO 3aCTOCOBYBATH MAalli€EHTaM 13 XPOHIYHOIO HHUPKOBOIO HENOCTaTHICTIO (MOTpiOHa
KOPEKI[isl peXUMY TO3yBaHHs) Ta MAlllEeHTaM JIITHROTO BIKY 3 HUPKOBOIO HEJIOCTATHICTIO (MOJKJIHBE
3HIDKEHHS KITyOOUKOBOT iIbTpariii).

MetunmnapabeH Ta nporiiamnapadeH, 1o BXOAATh 0 CKJIaly Mpernapary, MOXyTh BUKIHKATH alepridHi
peakiii (MOXKJIMBO, BIICTPOUEH] Y Yaci).

3acmocysanns y nepiod eazimmocmi aéo 200y8anHs zpyoor.

Bazcimnicms. HenocTaTHRO NaHUX 1100 BIUIMBY MpenapaTy y nepioja BariTHocTi. JlOCHiPKeHHS Ha
TBApUHAX HE BKa3ylOThb Ha MNOpAMUA abo0 HENmpsAMUN IIKAJUBUN BIUIMB HA BariTHICTb,
eMOpioHaJIbHUI/(peTaTbHUN PO3BUTOK, MOJOTH a00 MOCTHATAIbHUM pO3BUTOK. Crif 3 00€pexHICTIO
MpU3HAYaT Mpenapar BariTHUM >KIHKaM Y BHIMAaJKax, KOJM, Ha JYMKY JiKaps, KOPHUCTb BIJ
3aCTOCYBaHHS NepeBakae MOTEHUIHHUN PU3UK AT MJI0/1a.

Ilepioo 200yeanns epyoor. lleTupu3uH NpoHUKAE y TPYAHE MOJIOKO Y KOHIIEHTpAITiSX, 1110 CTAHOBIISATh
25-90 % Bix KOHUIEHTpamii y IUla3Mi KpOBI1 3aleHO BiJl MPOMDKKY dYacy Micis 3aCTOCYBaHHS
npenapaTy. ToMy 3 00epeXHICTIO CJIiJl IpU3HAYATH Mpenapar KiHKaMm, skl TOAYIOTh TPYAIIO.

30amuicmb ennueamu Ha WEUOKICIMb peakuii npu KepyeanHi agmompancnopmom ado iHwiumu
Mexanizmamu.

OO0’exkTUBHE BH3HAUEHHS 3/1aTHOCTI KEPyBaTH aBTOTPAHCIIOPTOM, JIATEHTHOCTI CHY Ta 3/1aTHOCTI
MPALIOBATH HA CKJIA/IaIbHOMY KOHBEEPI HE MOKAa3aJ0 KIIHIYHO 3HAYYIIOTO BIUIMBY IIPH 3aCTOCYBaHHI
y pekoMeHa0BaHii 1031 10 mr.

[NamienTam, ki KepyrooThb aBTOTPAHCIOPTOM, 3ajisHI HAa MOTEHIIHO Hebe3nmeyHuXx pobdoTax abo
00CITyroByIOTh Me€XaHi130BaHe 001a/IHaHHs, HE CJI1JI TIEPEBUIILYBAaTH PEKOMEHI0BaH1 JJ03H Ta HEOOX1THO
BPaxOBYBAaTH PEAKIIiI0 BIACHOTO OpraHi3My Ha Ipernapar.

VY 4yTnuBUX Mall€HTIB OAHOYACHMM NpUIiOM Mpemnapary 3 IHIIMMH 3ac00aMi, IO MPUTHIYYIOTh
LIEHTPaJIbHY HEPBOBY CHCTEMY, MOXKE CIIPUYUHUTH JI0JJTATKOBE MMOTIPIIEHHS YBaru Ta BUKOHAHHA POOiT.

Cnoci6 3acmocysannsa ma 0o3u.



3acTOCOBYBATH BHYTPILIHBO.

Jlitssm BikoM Bijx 2 10 6 pokiB: 1o 2,5 mr 2 pas3u Ha 100y (o 5 kpanens 2 pa3u Ha 100Y).

JliTsim BikoM Bix 6 10 12 pokiB: mo 5 mr 2 pasu Ha 100y (o 10 kparmens 2 pa3u Ha 100Y).

Jlopocnum i aitsam Bikom Big 12 pokis: 10 mr 1 pa3 Ha 100y (20 xparmess).

Ocobnusi epynu nayienmis

Iayienmu nimnvoeo siky. Kopekiis 1031 He MoTpiOHA (32 YMOBU HOPMaJIbHOI (PYHKIIIT HUPOK).

THayicumu i3 nopywenuam @QyHKYii HUPOK (ROMIpHUL ma maxcKull cmyniny). JlodyBanHs mMae OyTH
1HIUBIIyaJIbHUM, 3aJIKHO BiJl cTaHy QyHKIIT HUpoK. Cif 3BepHYTHCS 10 TaOJIMII, HABEICHOI HIKYE,
Ta BIIKOPUTYBaTH 03y BIAMOBITHO A0 HaBeneHoi iH¢opmauii. [I[o6 ckopucraTcs Tabnuiero,
HeoOXigHo BusHauntu KiipeHc kpeartuHiny (KK) mamienra y mur/xB. 3nadenns KK (mir/xB) MokHa
BHU3HAUYUTH 33 KPEATHHIHOM CHUPOBATKU KPOBi (MI/IUT) 3a JOMTOMOTOI0 HACTYITHOI (DOpPMYIIH:

KK =[140 — Bik (y pokax)] X maca Tisia (Kr)
72 X KpeaTUHIH y CUpOBATI KpOBi (MI/1101)
Kopexkiiist qo3yBaHHS I JOPOCIMX MAIIEHTIB 13 MOPYIIEHHAM (DYHKITT HUPOK

(x 0,85 st KIHOK)

['pyna Knipenc kpeaTusiny (M1/xXB) Jlo3yBaHHs Ta 4yacToTa
HopmanibHa GyHKITIS >80 10 mr 1 pa3 Ha 100y
Ulerka gopma nopyiieHHs 50-79 10 mr 1 pa3 Ha 100y
[TomipHa hopma 30-49 5 mr 1 pa3 Ha 100y
Tsoxka opma <30 5 mr 1 pa3 Ha 2 aHi
Kinmesa crasis XBOpoOU HUPOK — <10 [IpoTunoxkaszano
MAIi€HTH, SKIM IIPOBOJISATH Tialli3

JiTsam 13 nopyieHHIM QYHKIIT HUPOK JO3yBaHHS KOPUTYBATH 1HIUBIIYaIbHO, 3aJI€KHO BiJl 3HAUCHHS
KIIIPEHCY KpeaTHHiHY Malli€eHTa, BiKy Ta Macu Tia.

Tayieumam i3 nopywennam ¢hynxyii neuinku. Hemae notpedu y KOpekIii 1031 Ipu NOPYIIEHH] TUTbKH
GbyHKIii TeYiHKH.

THayienmam i3 nopywennamu @Gynxyii nevinku ma nupox. PEKOMEHIOBaHO KOPHUTYBaTH 103y (IHB.
Buie po3nin «llamienTr 3 mopymeHHsM QyHKIIT HUPOK»).

TpuBamnicTh iKyBaHHS BU3HAYAE JIiKap 1HAUBIAYaTbHO 3aJI€KHO BiJ] Iepediry 3aXBOPIOBaHHS.

MertoJ1 3aCTOCYBaHHS.

[Ipenapar cinig HaKpamnaTy B JIOKKY a00 PO3UMHUTH y BOJII Ta MPUUMATH MEPOPATBHO.

S0 3acTOCOBYBATH PO3BENEHHS — CIIiJI BpaXOBYBaTH, OCOOIMBO MPH 3aCTOCYBAaHHI AITIM, 1110 00’ €M
BOJAM, /0 SIKOTO JOJAIOTHCS Kparjli, Mae BIAMOBIAATH KUTBKOCTI PIAMHHU, SIKy MOXE MPOKOBTHYTH
namieHt. Po30aBnenuii po34uH CIIiJl IpUiMaTH HETaMHO.

Jimu.

[Ipenapat npu3HavaTu IiTAM BIKOM BiJl 2 POKiB.

Ilepeoo3sysanna.

Cumnmomu. CUMIITOMHU, 110 CIIOCTEPIraucs MICHIsI CYTTEBOIO NEPEI03yBaHHs [IETUPU3HUHY, TOJJOBHUM
YMHOM I10B’s13aH1 3 BIUTUBOM Ha IIEHTPaJIbHY HEPBOBY CUCTEMY a00 3 eheKTamu, 110 MOKYTh BKa3yBaTH
Ha aHTUXONIHepriuny airo. [lo6GiuHi edexTH, mpo sKi MOBIAOMIISAIOCA MICIAS HpUMOMY JI03H, IO
NepeBuIllyBajla IOHAWMEHIe y 5 pa3iB pEeKOMEHJOBaHy J00OBY 103y, BKIIOYAIOTh: CIUIYTaHICTb
CBIJIOMOCTI, Jllapero, 3allaMOpPOYCHHsI, IMIJBHUIIEHY BTOMJIIOBAHICTh, TOJIOBHUM O17b, HE3Iy>KaHHS,
Migpia3, CBepODK, HECNOKiH, cenalilo, COHJIMBICTb, CTYNOp, TaXiKapAilo, TPEMOp, 3aTPUMKY
CEUOBUITYCKaHHS.

Jlikysanna. CnenudiyHuii aHTUIOT LETUPU3MHY HeBigoMui. [Ipu mepeno3yBaHHI pPeKOMEH/I0BaHE
CUMITOMAaTUYHA Ta MiATpUMYyIoUa Teparis. [[poMuBaHHS NUTYHKA CIT1J1 TPOBOIUTH SKHAUIIBUIILIE MT1CIS
npuiiomy npenapary. Lletupusnun HeeheKTHBHO BUBOAUTHCS MPH MIPOBEACHHI Aiai3y.

I06iuni peakuii.

Kniniuni 0ocnioowcenns mokazanu, 10 LETUPU3UH MPHU 3aCTOCYBaHHI y PEKOMEH/IOBAHUX J[03aX Mae
He3HAYHUI MOOIYHUI BIUIMB HA IIEHTPAIbHY HEPBOBY CHCTEMY, IIO BKJIIOYA€E COHJIMBICTD, MiABUIIECHY
BTOMJIIOBAHICTh, 3allaMOPOYECHHS Ta TOJOBHUK OUTb. Y JEAKHX BHUIAIKAX TMOBIAOMIISIIOCS PO
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napagoKCcalbHy CTUMYJISIIIO LIEHTPATbHOT HEPBOBOT CHCTEMH.

Merunnapariipokcu0eH30aT Ta MPOMINapariipokCuOEH30aT, 10 BXOIATH 0 CKJIaAy OpalbHUX
Kpareib, MOKYTb CHPUYMHATH PO3BUTOK AJEPTiYHUX PEaKIliil (MOXKIIMBO, BIACTPOUCHHX ).

Xoua IEeTUPU3HH € CEeJICKTUBHUM aHTAaroHiCTOM nepudepuynux Hi-perentopiB Ta Maiie He YMHUTH
AQHTUXOJIMHEPTiyHOi [ii, MOBIIOMIIAJIOCS TMPO TMOOJUHOKI BUMNAJAKM BHHHKHEHHS YTPYAHCHHS
CEUOBUITYCKaHHSI, MOPYIIEHHS aKOMO/1allli 0Ka, CyXOCT1 y POTi.

[ToBigomIsiocs: PO BUMAAKKU MOPYHIEHHS (YHKIIT MEYiHKU, 10 XapaKTepU3yBAIUCA I1JIBUILIEHUMU
piBHAMU (EPMEHTIB MEUIHKH, K1 CYPOBOKYBAIIUCS ITiIBUILICHUM piBHEM O11ipyOiHy. 3a3BUYail cTaH
HOpMaJTi3yBaBcCsl Micysl MPUIIMHEHHS IPUIOMY Ipenapary.

VY KIIIHIYHUX JTOCIIIKSHHSIX 3 TOKa3HUKOM | % Ta BUIIIE MOBIIOMIISIIIOCS TIPO HACTYITHI MOO14HI €PeKTH:
3a2anvHi nNopyuieHHs — MiABUIIEHa BTOMIIIOBAHICTb;

3 60Ky HepB0Boi cucmemu — 3aIAMOPOYCHHS, TOJIOBHUN O1JTb;

3 OOKY WIYHKOBO-KUWK08020 mMpakmy — abIOMIHAJIbHHMA O1JTb, CyXICTh Y POTI, HYJI0Ta;

3 OOKY NCUXiKu — COHIIUBICTB;

3 OOKY ouxanvHoi cucmemu — HapuHTIT.

[ToGiuni edektn, mo crocrepiranucs 3 NOKasHUKOM | % Ta BumIE y mIane00-KOHTPOIbOBAHUX
JOCIIKSHHSX Y JiTeH BIKOM Big 6 MicsliB 10 12 pokiB:

3 OOKY WLTYHKOBO-KUWKOB020 MpaKmy — Jiapes;

3 OOKY NCUXiKu — COHIIUBICTD;

3 OOKY OUXanbHoi cucmemu — PUHIT,;

3a2anvHi NOpyuieHHss — TiIBUILEHA BTOMIIOBAHICTb.

Ilocmmapkemuneosi cnocmepescenHsi.

[To6iuni epexTr Brazani 3rigHo 3 KCO (kiacy cuctemu opranis) 3a MedDRA Tta 3a 4acToTO10, 3 KOO
BOHU CIIOCTEPIraiucs MpOTAroM MOCTMAaPKETUHTOBOTO CIIOCTEPEKEHHS.

YacTroTa BU3HAUeHA SIK HACTymHa: ayxe 4yacto (>1/10); wacro (Bim >1/100 mo <1/10); newacto (Binx
>1/1000 mo <1/100); piaxo (Big>1/10000 no <1/1000); myxe pinko (<1/10000), HeBimoMO (HEMOXKITHBO
BCTAHOBHTH 3 iICHYIOUUX JIAHUX).

Ob6cmedicennst. piIKO — 301TBIIIEHHS MacH Tija.

3 6oky cepys: piIko — TaxikapIis.

3 6oky cucmemu Kpogi ma tim@amuuroi cucmemu’ Jyxe piaKko — TPOMOOITUTOIICHIS.

3 60Ky Hep6060i cucmemu. HEYACTO — MapecTe3is; PIIKO — CYIOMHM; JIy’KE€ PIIKO — JIUCTeB3if,
JUCKIHE31sl, TUCTOHIS, HEMPUTOMHICTh, TPEMOP; YaCTOTa HEBIJJOMa — aMHE31s1, IOPYIIEHHS I1aM’ SITi.

3 6oky opeanie 30py: nyxe piAKO — MOPYIIEHHS aKOMO/1allii, HEYITKICTh 30PY, MUMOBUIbHI PYXU OYHOTO
ga0yKa.

3 60Ky opeanis cryxy ma pigHo6azu: BEPTHUTO.

3 60Ky WIYHKO0BO-KUWKO8020 MpaKmy. HEYaCTO — Jiiapes.

3 60Ky HUpOK ma ceyo8usioHol cucmemu’. Iy>Ke piJIko — IU3ypis, CHype3; 4acTOTa HEBiJJOMa — 3aTPUMKa
ceui.

3 60Ky wiKipu ma niOwKipHoi K1iMKO8UHU: HEYACTO — CBEPOIXK, BUCUTIAHHS; PIJTKO — KPOIIUB STHKA; TYKe
PIAKO — aHT1OHEBPOTUYHUN HAOPSK, MICLIEBI MEMKAMEHTO3H1 BUCUITAHHS.

3acanvhi nopyuienns: He4aCTO — aCTEHIsI, HE3TyKAHHS;, PIIKO — HAOPsIK.

3 6oy imynnoi cucmemu: piIKO — rIEpUyTIUBICTD; Iy’Ke PIIKO — aHAPUIAKTUYHUN IIOK; HEBIZIOMO —
aJlepriyHi peakiii (MO>KJIMBO, BIICTPOYEH] Y 4act).

3 boky eenamobiniapnoco mpaxkmy: PiAKO — TMOpPYIEHHS (GYHKLII MeYiHKU (MiABUIIEHHS PiBHS
TpaHcaMiHa3, JIy)xHoi GocdaTaszu, y-riayraminTpancdepasu Ta 6utipyOiny).

3 6oky ncuxixu: HEYacCTO — TPUBOXKHICTD; PIIKO — arpeCUBHICTb, CIUTYTaHICTh CBIAOMOCTI, JeHpecis,
rafolMHAIlT, OE3COHHS; TyX)KE PIKO — TiK; 4aCTOTa HEBiOMa — CYIMAaIbHI JYMKH.

3 6oky xapuysanns ma 0OMiHy peuo6uH: YaCTOTa HEBIJIOMA — MIIBULLICHUI alleTHT.

Tepmin npuoammnocmi.
3 pokwu.

YMoBu 30epiranus.



He notpebye cnenianbHux yMoB 30epirants. 30epiraTi y HEAOCTYITHOMY JUIS JITeH MicCIIi.

YnakoBka.
ITo 20 M1 po3unHy y (hJ1akoHI 3 KpanenbHUIIEHO, 10 1 (hj1akoHy B KapTOHHIN KOPOOIIi.

Kareropis Bizmycky.
bes penenra.

Bupoonuk.
TOB «3entiBay.

Micue3Haxoa:KeHHs1 BAPOOHUKA Ta HOro ajpeca Micusi NPOBAIKeHHS TislJIbHOCTI.
VY kabenosuu 130, 102 37 IIpara 10, Jomxi Mexonynu, Yecbka PecryOumika.

3asiBHHK.
TOB «Canodi-ABenTic Ykpainay.

Micue3HaxoQKeHH 3aiBHUKA.
Vkpaina, 01033, m. Kuis, Byn. XKXunsuceka, 48-50A.



