IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Iecen3®

CxJ1ap: neBeTHpaleTam;
1 Tabxerka 1mo 250 MT MiCTHUTE:
0itoua peyosuHa: meBeTupaleTaM;

donomiogicHi peuosuHu: KpocnoBifgoH (tum B) (E 1202), moimon K 30, kpeMHito mioKCH KOTOITHUMN
6e3poguuii (E 551), marwito cteapar (E 470b);

naigkose nokpumms: rinpomenosa (E 464), makporon/T1IET 400 (E 1521), tutany giokcun (E 171),
tanek (E 553b), ingurokapmin amominieBui nak (E 132).

1 Tabraerka 1o 500 M MiCTHUTE:
ditoua pe4osuHda: NeBeTHpaIeTaM;

donomidcHi peyosuHu: kpocnoBifoH (tun B) (E 1202), moBigon K 30, KpeMHi0 OiOKCUA KOTOITHUMN
6e3poguuii (E 551), marwito cteapar (E 470b);

naiekose nokpumms: rinpomenosa (E 464), makporon/TIET 400 (E 1521), tutany giokcugn (E 171),
taJbK (E 553b), 3amiza okcup xkoBtuit (E 172).

1 Tabraetka mo 1000 Mr MiCTUTE:
ditoua peuosuHa: TeBeTUPAIETAM;

donomidcHi peyoguHu: kpocnoBifoH (tun B) (E 1202), moBigon K 30, KpeMHi0 DioKCU KOTOITHUMN
6e3Bopuuit (E 551), maruito creapar (E 470b);

naiskose nokpumms: rinpomenosa (E 464), makporon/T1IET 400 (E 1521), tutany miokcup (E 171),
tanek (E 553b).

JIikapcbka ¢opma. TabmeTku, BKPUTI IJTiBKOBOIO 000JIOHKOIO.
OcHosHi (i3uko-xiMiuHi 81acCmu8oCcmi:

mabaemxu 250 me: TabmeTKK 0BaJIbHOI (OPMHU, BKPHUTI IIJTiIBKOBOIO 000JIOHKO OIAKMTHOTO KOJILOPY,
3 PUCKOI0 3 0OHOT0 OOKY;

mabaemxku 500 me: TabmeTKK 0BaJIbHOI (OPMHU, BKPHUTI IIJTiIBKOBOI 000JIOHKOIO JKOBTOT'0 KOJILOPY, 3
PHUCKOIO 3 OIHOTO GOKY;



mabaemxku 1000 me: TabmeTKH 0BabHOI (POPMHU, BKPHUTI IIJIIBKOBOIO 000JTOHKOIO 0i/T0T0 KOJIBOPY, 3
PHUCKOIO 3 OHOTO GOKY.

dapMakoTepaneBTHYHA rpyna. [IpoTueninenTuyHi 3acobu. [HII npoTHemninenTuyHi 3acodu.
JleBeTupaneTaM.

Kop ATX NO3A X14.

dPapmako102iuHi 8 1acmueocmi
®apmakoOuHamika

AKTUBHa pe4yOBHMHA JIeBeTHpaleTaM — MOXifHa HiposifoHy (S-eHaHTioMep anbda-eTum-2-0Kco-1-
nipoifguH-aneTaMiny), gsKa 3a XiIMiYHOI CTPYKTYPOIO BiIPi3HSAETHCS Bifl BITOMUX IPOTUENIIEITUYHUX
JiKapCchbKuX 3aco0iB.

Mexani3M mii

MexaHni3M [ii meBeTUpalleTaMy HeJOCTaTHLO BUBUEHHUM. Ha migcTaBi MpoBefeHuX NOCIiIXKEeHb in Vitro
1 in vivo IpUNyCKaIOTh, II0 JIeBeTUpalleTaM He 3MiHIOE OCHOBHI XapaKTEePHUCTUKY HEPBOBOL KJTITUHM 1
HOpPMaJIbHY HelpoTpaHcMicito. [ToCigXKeHHd in vitro mokKasasu, 10 JieBeTUupaleTaM BIIJINBAE Ha
BHYTPIIIHbOHENPOHabH] piBHi Ca’ IIIAXOM YaCTKOBOTO IIPUTHIUEHHS TOKy 4epe3 Ca’kaHamy N-Tumy
Ta 3HUKEeHHS BUBiMbHeHHS Ca’3 iHTpaHelpoHaIbHUX emo. Bil TakoxkK 4acTKOBO HiBemioe
npurHideHHss [TAMK- Ta riinuH-peryib0BaHOr0 TOKY, 3yMOBJIEHE [li€l0 IMHKY Ta B-kKapOosniHnamu. Kpim
TOTO, Y IIPOLIeCi HOCTifXKeHb in Vitro neBeTupaleTaM 3B’A3yBaBCs 3i celudiyHUMY OiTTHKaMU y
TKaHWHAX MO3KYy I'pPU3yHiB. MiclieM 3B’'s13yBaHHS € 0iJI0K CHHANITUYHUX BE3UKYT 2A, 1110 6epe y4acTh y
3JIUTTI BE3UKYJI Ta BUBITbHEHHI HEMPOTpaHCMiTepiB. CXOXKIiCTh (y paHT0BOMY NOPSIIKY)
JIieBeTHpalleTaMy Ta BiIIOBIIHUX aHAJIOTiB 3 GiTKOM CMHANTHYHUX BE3UKYI 2A KOpesioBaa i3
IIOTY2KHICTIO IXHBOI TPOTUCYOOMHOI il ¥ MOeJIsIX ayAioreHHoi eminerncii y mutei. Li pe3ynbratu
[al0OTh 3MOTY IIPUIYCKaTH, 1110 B3aEMOZIS MiXK JieBeTUpaleTaMoM Ta OiTKOM CHHANTUYHUX BE3UKYII
2A M0XKe 9aCTKOBO ITOSCHIOBATH MEXaHi3M IPOTUEIINENTHYHOI il TikapcbKoro 3aco0y.

dapmakomrHaMiuHi epekTH

JleBeTupalieTaM 3a6e3Meyye 3aXUCT Bifl Cy[IOM Y IIMPOKOMY CIIEKTPi MOJiesiel mapiiiajbHUX Ta
IIepPBUHHO reHepasi30BaHUX HaIafliB y TBAPHH, He BUSABISAIOUU IPOCYHOMHOT0 edeKTy. OCHOBHUU
MeTa0oJIiT HeaKTUBHHUH.

Y MogyHY aKTUBHICTD JIiIKapChKOT0 3ac00y MifTBepaXKeHa SK IMoA0 (oKaabHUX, Tak i IM0A0
reHepasi30BaHUX eMiIeNTUYHNUX HalafiB (eniientudopMHi Ipossu / GpoTomapoKCcu3MaibHa peaklis),
II0 CBIAYMUTH IIPO IMINPOKUYU CIIEKTD (PapMaKoIOrigHOro IPo(dinio 1eBeTupaneTamy.

dapmakokiHemuka

JleBeTupaleTaM XxapaKTepU3y€eTbCSd BUCOKOI0 PO3UYMHHICTIO Ta MPOHUKHICTIO. PapMaKOKiHETHKA Mae
TMiHIAHWE XapaKTep Ta XapaKTepU3yeThCS HU3bKOI MiXK- Ta iHTpacy6 eKTHOIO MiHNuBicTIO. [Ticns
TIOBTOPHOT'O 3aCTOCYBAHHS JIIKapCHKOTO 3aco0y KilipeHC He 3MiHI0eThCsI. O3HaK BIIJIUBY CTaTi, pacu
abo IMPKAgHOTO PUTMY Ha ¢hapMaKOKiHETUKY He Bin3Haudanocs. [Ipodinb papmakokiHeTuku 6yB
NofiOHMM Y 300pOBUX NOOPOBOJIBIIB Ta XBOPUX Ha EIIiNelciio.



3aBOsSKYU ITIOBHOMY Ta JIiHIHHOMY BCMOKTYBaHHIO KOHIIEHTPAIIil0 TiKapChKOTo 3aco0y y Mia3Mi KpoBi
MOKHa TepenbauuTu 3a epopabHOI0 03010 JIeBeTHpalleTaMy, BUPaXKeHOoI0 y MijirpaMax Ha
KinorpaM Macwu Tina. ToMy BifCTeKyBaTH IJIa3MOBUY PiBEHb JIeBeTUPAIleTaMy He IMOTPiOHO.

Y mopocnux Ta fiTe# cmocTepiranach 3HaYHa KOPEJSIlis MiXK KOHIIEHTPAIIIEI0 TiKapchKoro 3acoby y
CJIMHI Ta IJIa3Mi KpOBi (CIiBBiIHOIIEHHS KOHLIEHTPAIill y CIUHi/TTa3Mi KonuBanocs Big 1 go 1,7
TOJMHY IiCIIst MpuioMy TabJIeTOK [ IepopajbHOTO 3aCTOCYBaHHS Ta Yepe3 4 TOOUHY MicIs
IIPUOMY II€POPaIbHOTO PO3YHUHY).

[Topocai ma dimu

BcMOKTYBaHHSA

JleBeTupaleTaM IIBUAKO BCMOKTYEThLCS IIICTIS IIEPOPATIBHOT0 3aCTOCYBaHHs. AGCOMIOTHA ITepopasbHa
6iomocTymnHicTh cTaHOBUTH Mpubau3HO0 100 %. MakcuManbHa KOHIIEHTpalisd y maa3mi Kposi (C,,.)
IOCSTAETHCS yepe3 1,3 roguHu Iicis IpuioMy JTiKapchbkoro 3aco0y. PiBHOBaXKHUM CTaH JOCATAETHCS
micis 2 [HIB 3aCTOCYBaHHS JiKapchKoro 3acoby 2 pa3u Ha no0y. C,,,, 3a3BU4ail CTaHOBUThL 31 MKT/MIT
ta 43 MKr/MI micns ogHopa3oBoi go3u 1000 mr Ta moBTopHOI Ko3u 1000 Mr 2 pa3u Ha m00y
BigmoBigHO. CTYIiHL BCMOKTYBaHHS He 3aJIeXKUTh Bifl 03U Ta He 3MiHIOETHCS IIPU BXKUBAHHI 1XKi.

Po3mnopin

IaHux 000 PO3MOiNy JdiKapchKoro 3acoly y TKaHMHAX TIOOAHU HeMae. Hi meBeTupaleraM, Hi ioro
OCHOBHUM MeTab0liT 3HaYHUM YMHOM He 3B’SI3yI0ThCA 3 OiTkaMu myta3mu KpoBi (< 10 %). O6’em
PO3MOfIiNy neBeTUpaleTaMy CTaHOBUTH Bifm 0,5 mo 0,7 11/Kr, 1110 mpuOIM3HO [OPiBHIOE 3aralIbHOMY
00’eMy BoOu B OpraHi3mi.

Mertabomizm

MeTabo7i3aM neBeTupaleTaMy y TIOAUHN He3HayHuN. OCHOBHUM IIJITX0M MeTabomi3My (24 % mo3n) €
(bepMeHTHUY TiApoIi3 alleTaMigHol rpynu. I3opopmu nedinkoBoro muroxpoMy P450 He GepyTh y4dacTi
B YTBOPEHHi 0CHOBHOTO MeTabomiTy - uch LO57. I'imponi3 arnetaminHol rpymu criocTepiraBcs y
BEeJIMKi¥ KibKOCTI TKaHWH, BKJTIOYAl0UM KITiTHHU KPoBi. MeTabomit uch LO57 dpapmakosoriuao
HEaKTUBHUU.

Takoxk BU3Ha4eHi IBa ApyropsAaHi Metabomitu. OOUH YTBOPIOBABCS BHACIIIIOK TiAPOKCHITIOBAHHS
miponimoHoBOTO Kinblid (1,6 % Bif mo3u), APYTUM - BHACIIAOK PO3IMKHEHHS IMiPOIiIOHOBOTO KiJbLg
(0,9 % Big mo3m).

[umIi HeBM3HAYEHI KOMIIOHEHTH cTaHoBunu nuiie 0,6 % mo3u.

B3aeMHOro 1epeTBOPEHHS eHaHTiOMEPIB eBeTupaleTaMy abo #0ro OCHOBHOTO MeTa0oJIiTy B yMOBax
in vivo He CIIOCTepiraaocs.

Y mpotieci mocnmimKeHs in vitro neBeTHpaleTaM Ta HOT0 OCHOBHUIM MeTab0IIiT He IPUTHIYyBaIK
aKTUBHICTh OCHOBHUX i30()opM IediHKoBoro uutoxpomy P450 mopuuu (CYP3A4, 2A6, 2C9, 2C19,
2D6, 2E1 Ta 1A2), rmokypoHinTpancepasu (UGT1A1 ta UGT1A6) Ta enoKcuATigpoKcunasu. Takox
JleBeTHpalleTaM He IIPUTHIYYE III0KYPOHifallilo BalbIIPOEBO] KUCIIOTH in Vitro.

Y KynbTypi renaToluTiB TIIOAWMHY JIeBeTUpalleTaM BUSBIIAB c1a0Kuil BIIUB a00 XK 30BCiM He BIIJINBaB
Ha Kon torario CYP1A1/2, SULT1E1 a6o UGT1Al. JleBeTupalietTaM CIpUYUHSB CIIa0Ky iHOYKIIiIO
CYP2B6 ta CYP3A4. [TaHi in vitro Ta in vivo I0H0 B3a€MOfIl 3 TepopaJbHUMU KOHTPalleIITUBaMy,
OUTOKCUHOM i BapapuHOM BKa3yIOTh Ha Te, 110 B yMOBAX in vivo 3HA4yIIol iHAYKII1 (epMEHTIB He



ouikyeThcsi. ToMy B3a€MOZis TiKapChKOro 3aco0y 3 iHIIMMKY peuYoBUHaMM a00 HaBIlaKu
MaJIOMMOBIipHa.

BuBeneHHdA

[Tepion HamiBBHMBeNEHHS JTiKapChKOTo 3aco0y 3 IjIa3Mu KPOBi ¥ AOPOCINX CTAHOBUB 7 *+ 1 rofuHy i He
3aJiexkaB Bifl M03H, IIISIXY BBeOEeHHs a00 ITOBTOPHOTO 3aCTOCYBaHHs. CepeHiii 3aralbHUN KITipeHC
ctaHoBuB 0,96 MII/XB/KT.

OcHOBHa KiNIbKiCTh JTiKapchKOro 3aco0y, B cepegaboMy 95 % mo3u, BUBOAMIACS HUPKaMU (IPUOIU3HO
93 % mo3u BUBOAMIOCS NMPOTATOM 48 roaus). 3 KanoM BUBOOUTHCS 0,3 % mo3u.

KymynsaTuBHE BUBE[IEHHS i3 ce4elo IeBeTHupaleTaMy Ta HOro OCHOBHOTO MeTaboliTy cTaHOBUIIO 66 %
Ta 24 % mo3u BigmoBigHO B nepiui 48 roguH. HupKoBui KiipeHc neBeTupaleraMmy Ta ucb L057
ctaHoBuTh 0,6 MyT/XB/KT Ta 4,2 MJI/XB/KT BiOIIOBiHO, 110 CBIAYUTH IIPO BUBEEHHS JIeBeTUpalleTaMy
IIJISXOM TJIOMEPYJISIpHOI QinbTpaliil 3 mogasbInoo peabcopOilielo y KaHabIX i IPo Te, 110 OCHOBHUMN
MeTaboJIiT TaK0K BUBOAUTHCS LIISIXOM aKTUBHOI KaHaJbIIEBOI CEKpPELlil AOOAaTKOBO N0 TII0MEPYIIPHOl
¢inpTparil. BuBeneHHS eBeTHpaleTaMy KOPEJIOE i3 KIipeHCOM KpeaTHHIHY.

ITayieHmu AiMHbO20 BIKY

Y nmatieHTiB NiTHHOTO BiKY Ilepiof HamiBBUBeNeHHS 3pocTae npubnu3no Ha 40 % (10—11 ropun). Le
II0B’I3aHO 3 IOPYIIEeHHAMHU GYHKII HUPOK Y Ii€l nonymnanil (IuB. po3ain «Cnocib 3acTocyBaHHS Ta
DO3U»).

ITopyweHHA pYHKUiI HUPOK

Bupumuii 3arafnbHUM KITipeHC JieBeTUpalleTaMy Ta Moro OCHOBHOTO MeTaboIiTy KOpenoe i3
KJIipeHCOM KpeaTHHiHy. TOMy mallieHTaM i3 TOMipHUMHU Ta TSIKKHUMU MIOPYIIEHHIMU (PYHKITI HUDPOK
PEKOMEH[IYEThCSI KOPUTYBATH MiATPUMYBaIbHY J0OOBY 03y JIeBETUPALleTaMy BiITOBIIHO J0 KITipeHCy
KpeaTuHiny (quB. po3pin «Crocib 3aCTOCyBaHHS Ta HO3U»).

V manieHTiB 3 aHypi€lo y TepMiHanbHIN cTamil XBOpoOu HUPOK Mepiof HamiBBUBEOEHHS CTAaHOBUB
npubnu3Ho 25 roguH Ta 3,1 rOmUHY BiAMOBIOHO Y IMepio Mix ceaHcaMH [iasi3y Ta Iif Yac #0To
npoBefeHHs. [IpoTaromM TUIOBOTO 4-TOOUHHOIO CeaHCy Aiasni3y BuBopusocs 51 % neBeTtupaneramy.

ITopyweHHA PYHKUII neviHKu

dapMaKOKiHeTHKa JIeBeTHpaleTaMy He 3MiHIOBasIacs y MalieHTiB i3 JJeTKUMU Ta IOMipHUMU
NOpYIIeHHSAMH GYHKIII meuiHKu. Y GiNbIIOCTI MaIlieHTiB i3 TAXKKUMYU MOPYIIeHHIMHU GYHKIII TediHKK
KJTipeHC neBeTUpalleTaMy 0yB 3HMKeHUH OinbiI Hixk Ha 50 % BHACTIOOK CYyNyTHbHOTO IOPYIIEHHS
GbyHKLi HUPOK (muB. po3ain «Cnocib 3acToCyBaHHS Ta [03U»).

ITediampuyHa nonyaauia

Iimu eixom 8i0 4 0o 12 pokis

[Ticrs 3acTocyBaHHSI OQHOPa30Bol A03u (20 Mr/KT) y miTel, XBOPUX Ha efinernciio (BikoM Big 6 go 12
POKiB), TIepiof HalliBBUBEEHHS JieBeTHUpaleTaMy CTaHOBUB 6 rofuH. Bugumui KiipeHc,
BiIKOpPUTOBaHUY 3 ypaxyBaHHSM MacH Tina, 6yB mpubau3Ho Ha 30 % BUIIKM, HiXK Y JOPOCIIUX
NalieHTiB 3 eminerncieo. Ilicig MOBTOPHOTO ImepopanbHOro 3acTocyBaHHS (20—60 mr/kr/go0y) y
XBOPUX Ha eliNerncito gited (BikoM Bif 4 0o 12 pokiB) neBeTupalieTaM BCMOKTYBaBCS MIBUAKO. C, ..
nocsiranacs yepes 0,5—1 ropuny micns npuromy po3u. C,.. Ta IjI0a Iif GapMaKOKiHETUYHOIO



KPHUBOIO 3aJIe3KHOCTI KOHIeHTpalril Big yacy (AUC) 3pocTanu JIiHiiHO i 3anexanu Bif mo3u. [lepion
HaITiBBUBEIEHHST CTAHOBUB MPUOIM3HO 5 TOOUH, BUOUMUM 3arajabHuM KiipeHc - 1,1 M/xB/KT.

KniniuHi xapakKTepucTuKH
Iloka3anus
MomnorTeparis (J1ikapchKuii 3aci6 nepioro BuOopy) MpH JTiKyBaHHi:

- TaplliaJIbHUX HamafiB i3 BTOPUHHOIO reHepari3alieio abo 6e3 Takol y IOPOCTUX i MigIiTKiB BiKOM Bif
16 pokiB, y SKux BIeplile HiarHOCTOBAHO €eIijIenciio.

fAK momaTKoBa Teparlis IpU JIIKyBaHHI:

- TaplliaJbHUX HamafiB i3 BTOPUHHOIO reHeparisalieio abo 6e3 Takoi y [opocnux i miTed BikoM Bif 6
POKiB, XBOPHUX Ha EIIilIenciio;

- MIOKJIOHIYHMX CYZOM y OOPOCIUX i MiAIITKIB BiKOM Bifl 12 pOKiB, XBOPUX Ha IOBEHIJIbHY MIOKJIOHIUHY
ellienciio;

- IEPBUHHO T'eHepasli30BaHUX CYJOMHUX (TOHIKO-KJIOHIYHUX) HallafiB y AOPOCTIHUX i MiAJIIiTKiB BiKOM
Big 12 poKiB, XBOPUX Ha ifionaTUYHY reHepali30BaHy emiencio.

IIpomunoka3aHHs

[TigBuIlleHa YyTIUBICTL [0 JeBeTUpPalleTaMy abo [0 iHIIKX MOXigHUX MipOMTiJoHY, a TAaKOXK [0 Oy/Ib-
SIKUX TOTIOMi’KHMX PEYOBUH JIiIKapChKOT'0 3aC00y.

B3aemodia 3 iHwumu snikapcokKumu 3acobamu ma iHwi eudu e3aemodiu
ITpomueninenmuyHi aikapcvki 3acobu

[lepenpeecTpauiiini faHi, OTpUMaHi y Ipoueci KIiHiYHUX OOCIiAkKeHb, IPOBEIeHUX 3a y4acCTIo
NOPOCTIUX TallieHTiB, BKa3ylOTh Ha Te, IO JIeBeTUpalleTaM He BIIJIMBAa€ Ha CUPOBATKOBI KOHIIEHTpAIlil
icCHyIOUMX TPOTHENiNeNTUYHUX JTiKapCchKUxX 3ac006iB ((eHiToiH, KapbaMa3eIiH, BalblIpoeBA KHUCIIOTA,
dbenobapbiTan, TaMOTPUAXKMH, TabaneHTHH i TPUMIIOH), @ BOHU 3i CBOro 60Ky He BIIJIMBAIOTh Ha
(dhapMaKOKiHETUKY JIeBeTUpalleTaMy.

BipcyTHi maHi momo KimiHiYHO 3HAYYIIOI B3aEMOil TiKapchKOro 3aco0y y MallieHTiB AUTAYOTO BiKY, K
i y mopocnux, sfiki oTpuMyBanu 1o 60 Mr/Kr/moby neBeTupaleTamy.

PeTpocmekTuBHa OIliHKa (hapMaKOKiHETUYHOI B3a€MOIil ¥ AiTeH i miAmiTKiB 3 eminencieio (BikoM Bif 4
no 17 pokiB) migTBepaua, 110 AOMOMiXKHa Tepalis 3 TepopalbHUM 3aCTOCYBaHHSM JIeBeTHpalleTaMy
He BIIJIMBAJIa Ha PiBHOBaXKHi CHPOBATKOBI KOHIIEHTPAllii 0fHOYACHO 3aCTOCOBaHUX KapOaMa3seminy Ta
Basibipoaty. OgHak, 3rifHO 3 JaHUMU, KJlipeHC jeBeTupaneTamy Ha 20 % BULIUY y OiTeH, sKi
IpuiMaloTh GepMeHTOBMICHI TpoTHCynoMHi 3aco0u. Kopexkiiis mo3u He moTpibHa.

ITpobeHeyud



[Tpo6enenun (500 Mr 4 pa3u Ha m00y) - MiKapchbKuM 3acio, 1m0 6JI0Kye CeKpellito HUPKOBUX KaHallbIIiB,
IPUTHIYyEe HUPKOBUY KJTipEHC OCHOBHOTO MeTaboJIiTy, aje He caMmoro jgeBetupatetramy. OgHak
KOHIIEHTpaIlil IbOTO MeTabOoJIiTy 3aIUIIaloThCs HU3bKUMHU.

Memompexcam

[ToBimoMmsinocs, 110 OAHOYACHE 3aCTOCYBaHHA JIeBeTHpalleTaMy 1 MeTOTPeKCaTy 3HUXKYE KITipeHC
METOTPEKCaTY, III0 MPU3BOAUTH [0 30iTbIIeHHs/TOI0BXKEeHHS KOHIIEHTPAIlil METOTPEKCATy B KPOBi 0
IIOTEHLIMHO TOKCUYHOT0 PiBHSA. PiBeHb METOTPEKCATY 1 JiIeBeTUpalLeTaMy B KPOBi CJIif peTeIbHO
KOHTPOJTIOBATH Y TAI[iEHTIB, SKi OTPUMYIOTh JIiKyBaHHS ABOMaA JTiIKapChKUMM 3ac06aMu OJHOYACHO.

ITepopanavHi KoHMpayenmusu ma papmakokiHemuuHi 83aeMo0ii 3 iHWuUMU AiKapCbKUMU 3acobamu

JleBeTupatetaM y no6osii go3i 1000 Mr He 3MiHIOE (hapMaKOKiHETUKY ITepOPabHUX MIPOTU3ATUTiTHUX
3aco0iB (eTUHiNIECTPaioNy i TEBOHOPTECTPEIy); eHIOKPUHHI ITOKa3HUKY (PiBEHB JTI0TEIHiI3yI040T0
TOPMOHY Ta IIPOTeCTEPOHY) He 3MiHIoBanucs. JIeBeTupaneraM y mo6oBiit nosi 2000 Mr He 3MiHIOE
(dhapMaKOKiHETUKY IUTOKCUHY ¥ BappaprHy; 3HaueHHs ITPOTPOMOIHOBOTO Yacy 3ajIUIIaaucs
He3MiHeHHMHU. [IUTOKCHH, ITepopasibHi MpoTU3aIIigHi 3acobu i BapdapuH He BIIJINBAIOThH Ha
(bapMaKOKiHETUKY JIeBeTUpalleTaMy IIpX OTHOYaCHOMY 3aCTOCYBaHHI.

ITpoHocHi 3acobu

B okpeMux BUIagKax IOBiIOMJISIN PO 3HUXKEHHS e(eKTUBHOCTI JIeBeTUPalleTaMy IIPU OTHOYaCHOMY
3aCTOCYBaHHI OCMOTHYHOT0 IIPOHOCHOTO0 3aC00y MaKpOToJIy 3 IepopajbHUM JIeBeTupaleTaMoM. ToMy
He CJIif IpUiMaTi MaKporoJl IepopaibHO IPOTSATOM OfHI€l TOOVUHYU [0 Ta IPOTATOM OfHi€l TONUHA
IIiCIIs IPUIOMY JIeBeTUpalLeTamy.

Irca ma anxozonb

CrymniHb BCMOKTYBaHHS JiIeBeTHpalleTaMy He 3aJIeXUTh Bifl BXXUBAHHS 1XKi, ajie MBUOKICTh
BCMOKTYBaHHS [JeIll0 3HUKYBAaTUMEThLCS Y pasi npuitoMy mif dac inu. Hemae jaHUX Ipo B3a€EMOTI0
JleBeTHpaneTaMy 3 alKOoroJieM.

Oco6.1ueocmi 3acmocyeaHHs1
Hupxosa HedocmamHicmb

[TamieHTH i3 HUPKOBOIO HEOCTATHICTIO MOXKYTh NMOTPeOyBaTH KOPEKIIil 03K JIeBeTHpalleTaMy.
[TarienTaM i3 TAXKKUMYU NOPYUIEHHAMYU QYHKIII TeUiHKN PEKOMEHAYETHCS IPOBECTHU OLIHKY QYHKII
HUPOK TIepefi TUM, K BU3HA4aTH 03y JTiKapCchbKoro 3acoby (muB. po3min «Cmocib 3acTocyBaHHS Ta
DO3W»).

T'ocmpe ypasceHHA HUPOK

3acToCcyBaHHS JieBeTUPalleTaMy AyXkKe PigKO CyIpPOBOAXKYBaIOCSI TOCTPUM ypaxKeHHSIM HUPOK, 9ac A0
BUHUKHEHHS TKOT'0 KOJIMBABCS Bill MeKiNbKOX OHIB IO OEKiJIbKOX MiCHIIiB.

3azanvHull aHani3 Kposi

Bynu onucaHi pigki BUlagKy 3HUKEHHS KiJIbKOCTI KJIITUH KPOBi (HEUTPOIIEHisA, arpaHyJIOLUTO3,
JIeUKOTIeHisl, TPOMOOLMTOIIEHiS i MaHIIMTONEHIA) V 3B'3KY i3 3aCTOCYBaHHSAM JieBeTUpalleTaMy,



3a3BWYal Ha IIOYATKY JiKyBaHHS. PEKOMEHIYETHCS ITPOBOOUTY IIOBHUY aHAIi3 KPOBi HallieHTaM, Y
SIKMX CIIOCTEPIraeThCsl 3HaYHa CJIabKiCTh, rapsyka, peuuauBHi iHdekii abo mopyiIeHHsT 3rOPTaHHS
KPOBi (muB. po3min «ITo0iuHi peakirii»).

HQHOpMaflea ma azpecusHa nosediHka

JleBeTHpalleTaM MOXKe CIPUYMHUTH IICUXOTUYHI CUMIITOMY Ta MOPYLIEHHS MOBEAIHKY, BKIII0Yal4uu
OPaTiBIUBICTh Ta arpeCUBHICTh. [1allieHTiB, AKi OTPUMYIOTH JIIKyBaHHS JIeBeTUpalLleTaMOoM, CIIif
KOHTPOJTIOBATH IIOI0 PO3BUTKY IICUXIYHUX O3HAK, 110 CBiYaTh IIPO BaXKJIMBi 3MiHM HACTPOIO Ta/abo
ocobucTocTi. AKIIO TaKa IoBeiHKa ITOMideHa, IOTPiOHO PO3TJISTHYTH MOXK/IMBICTb KOPUTYBaHHS
niKyBaHHS ab0 IIOCTYIIOBOI Oro BigMiHU. [HpopMalliio Ipo IPpUNKHHEHHS IPUHOMY IIpenapaTy AuB. y
po3mini «Crocib 3acTOCyBaHHS Ta JO3U».

ITocuneHHs cyoom

4K i mpu 3acTocyBaHHiI OyOb-IKUX IPOTHEIINIENTHYHUX 3aC00iB, T1eBeTUpalleTaM MOXKe ITPU3BOJUTH
[0 TTOCUJIEHHS YaCTOTH i TSIKKOCTI cygoM. IIpo 11e¥t mapagokcanbHui edekT 30e0inbiioro
TTOBiOOMIISINIA TTPOTSITOM TIEPIIOT0 MiCSIIS IiCIsT TOYaTKY 3aCTOCYBaHHS JIeBeTHpaleTaMy abo
36inbIIeHHS 103H, Ta BiH OyB 000pPOTHUM Mic/ig BigMiHu npenapaty abo 3MeHIIeHHsS 1o3u. [larienTam
HeoOXiTHO PeKOMEeHAyBaTH HeraHOo 3BePHYTUCS OO CBOTO JIiKaps Y pas3i MOCUJIEHHS eMiNenTHYHUX
cymoM. Lle oco6muBo BaxKIMBO, 30KpeMa, [IJIs MMalliEHTiB 3 eIliyiencieio, OB’ I3aH0I0 3 MyTallisIMHU B
anba-cybonuHuLl HaTpieBoro KaHany (SCN8A).

ITodosacenHsa inmepsany QT na EKI

Bigomo, 110 mig 4ac mOCTMapKETHHIOBOI'0 CIIOCTEPEXKEHHS ITOBIOMIISIN PO PigKiCHI BUIIAAKKU
nopoBxkeHHs iHTepBany QT Ha EKT. JleBeTHpatneTram ciig 3 00epexkHiCTI0 3aCTOCOBYBaTH IallieHTaM
i3 mogoBxkeHHAM iHTepBany QTc, maiieHTam, sIKi OqHOYAaCHO OTPUMYIOTh JIiKapChKi 3aC00H, 110
BII/IMBAIOTH Ha iHTepBasn QTc, abo malieHTaM 3 yke HasiBHUMHU CEPLIEBUMU 3aXBOPIOBaAHHSAMU ab0
€JIeKTPOJIITHUMU MOPYIIEHHSIMH.

Cyiyuo

Y maliieHTiB, gKi OTpUMyBaIy TiKyBaHHS IPOTHUENIIENTUYHUMY JIiIKapChKUMU 3acobamMu

(y T. 4. meBeTHpalleTaMOM), Bif3HaYaIuCs BUMIAOKKU CYIUAY, CIIpo0 cyinuamy, CyliumaabHUX IYMOK Ta
OBeHiHKKM. MeTaaHali3 pe3yIbTaTiB paHAOMi30BaHUX I1aIe00-KOHTPOIbOBAHUX JOCiIXKEHb
IPOTHUEMINIENITUYHUX JTiKapChKUX 3ac00iB MMOKa3aB fesike 30ibIIeHHsS PU3UKY BUHUKHEHHS
CylllMAaIbHUX IYMOK Ta MOBeOiHKU. MexaHi3M BUHUKHEHHS TaKOTO PU3UKY He BUBUEHHUMU. Y 3B'SI3KY 3
IIUM CTaH MAallieHTiB CIIig KOHTPOJIIOBATH IIIOA0 03HAK Aempecii, CylluaanbHIX AYMOK Ta IOBEiHKH i
3a HeoOXiAHOCTiI KOpUTyBaTH JIiKyBaHH4. [lallieHTiB (Ta IXHiX OMiKyHiB) MOTPiOHO MOIEPEAUTH IIPO
HeOoOXiIHICTh MOBIHOMIISITH PO OYIb-IKi CUMITOMHY [empecii, CyiiuganbHUX IyMOK Ta IMOBEIiHKU
CBOEMY JIiKaplo.

Himu

Jlikapcbkuit 3aci6 y ¢popmi TabmeToK He MPUMHATHUM 71T 3aCTOCYBaHHSI HEMOBIISITAM i OiTSIM BiKOM
10 6 POKiB.

HasBHi maHi momo aiTed He CBig4aTh IIPO BIJIMB Ha PO3BUTOK i cTaTeBe Ho3piBaHHS. OgHaK
IOBTOCTPOKOBUY BIIMB Ha 3MATHICTh 40 HaBUaHHS, iIHTENIEKT, PO3BUTOK, EHOOKPUHHI (DYHKII],
CTaTeBe J03PiBaHHS i PENIPONYKTUBHY (DYHKIIIO y OiTeH 3aIUIIa€ThCSI HEBIIOMUM.



3acmocyeanns y nepiod eazimnocmi abo 200yeaHHs1 2pydoio

KIiHKY PEenpoOyKTUBHOIO BiKY

CrerianbHi peKOMeH[allil CiIif HajaTy XKiHKaM PelpoAyKTHBHOTO BiKy. JIiKyBaHHS IeBeTHpalleTaMOM
HeoOXiHO TIePEeTIsSHYTH, SKIIO XKiHKa IJIaHy€ BaTiTHICTh. 4K i mig 4ac 3acTOCyBaHHS BCiX
IPOTHUEMINIENTUYHUX 3ac00iB, CITiJ YHUKATH PAINlTOBOI BiTMiHU JIeBEeTHpAlleTaMy, OCKiIbKY Il MOXKe
IIPU3BECTH [I0 HalaAy Cy[oM, II0 MOXKe MaTH CepHO3Hi HaCigKu [AJg KiHKU Ta HeHapoaXKeHol
OUTUHU. 3a MOXKJIMBOCTI Tpeba BiilaBaTu epeBary MOHOTepallii, OCKiJIbKY JiKyBaHHS OeKiTbKoMa
MIPOTUETINENTUYHUMY 3aco00aMy MOxKe OyTH IOB’sI3aHe 3 BUIIMM PU3UKOM BPOMKEHUX Ball, HiXK Ipu
3aCTOCYBaHHI MOHOTepaIIii, 3aIe’kHOo Bif KoMOiHaIlil TikapchKUX 3aco0iB.

BariTHICTD

Benuka KibKiCTh IOCTMApKETUHTOBUX JAaHUX, OOePKaHUX Bifl BariTHUX XKiHOK, fKi 3aCTOCOBYBaIx
neBetupateTaM (Oinpine 1800 xkinok, cepen skux 1500 XiHOK 3aCTOCOBYBasHU JTiKapChKUM 3aciod
IPOTATOM [ TpUMeECTPY), He CBIIYUTE PO MiBUIIIEHU]N PU3UK 3HAYHUX BPOIKEHUX Bafl. € oOMexkeHa
KiIbKiCTh JaHUX IIPO PO3BUTOK HEPBOBOL CUCTEMHM [iTEH, SIKi 3a3Ha/IM BIIJIUBY MOHOTEpAIil
JleBeTHpalLeTaMoM in utero. [1Ba ClioCTepeXKHUX OOCIIAXEHHS, IPOBEeH] Ha OCHOBI IIONYIAL[IMHUX
peecTpiB y KpaiHax [1iBHigHOI €BpOIY, OXOIIJIIOBAIM IIEPEBaKHO OJHAKOBY BUOIPKY HaHUX, 110
BKIo4asa noHag 1000 giTen, HapogXKeHUX XKiHKaMU 3 eIiiencielo, sKi IpeHaTalbHO OTPUMYyBaIl
JIeBeTUPAlleTaM y pexXuMi MoHoTepanil. Pe3ynbraT IUX AOCIIIXKEHb HE CBiIYaTh PO MiIBUIEHUM
PU3KK PO3BUTKY PO3JIAMiB ayTUCTUYHOIO CIIeKTPa abo iHTeneKTyaIbHOI iHBaTiIHOCTI ¥ miTen
IIOPIBHSAHO 3 OiThbMU, HAPOIXKEHMUMHU XKIiHKaMU 3 eliJIeNcielo, K1 He MiggaBaucs BIJIUBY
IPOTHENINIENTUYHUX IIpenapariB Iif Yac BariTHOCTi. CepegHill Mepiof CIOCTEePeXEHHS 3a OiTbMHU Y
TPYIIi IeBeTHpaleTaMy OyB KOPOTIINM, HiX y TPYIIi [iTeH, SKi He MMififaBanucs BIIUBY
IPOTUENIIENTUYHUX IIpenapaTiB (Hanpuknaf, 4,4 poky nIpoTu 6,8 poKy B OHHOMY 3 LOCIIIIXKEHD).

JleBeTupalleTaM MOXHa 3aCTOCOBYBAaTH IIPOTSITOM BaTriTHOCTI, SIKIIO IiCJIg PETENIbHOI OLiHKY I1e
BBaXKAEThCS KITIHIYHO HEOOXimHUM. Y TaKOMY pa3i peKOMEHIYETLCS 3aCTOCOBYBAaTH HAMHUKYY
e(peKTUBHY [03Y.

®izionoriyHi 3MiHU B ITepiof BariTHOCTI MOXKYTh 3MiHIOBAaTH KOHIIEHTpAIlif0 JieBeTupaneTamy. [1ig yac
BaTiTHOCTI CIIOCTepiranocs 3HUKEeHHS II7Ta3MOBOI KOHIIEHTpallil T1eBeTHpaleTaMy. Take 3HUXKEHHS
Haibinbin Bupaxene y III TpuMecTpi (o 60 % BuximHOI KOHIIeHTpaIil 1o BaritHOCTi). Crifg
3a0e3MeynTy HalleXXHUM KITiHIYHWM HAT/Is] 3a BaTiTHUMU XiHKaMu, SKi OTPUMYIOTh JIeBEeTHpalleTaM.

[Iepion rogyBaHHSA TPYOOI0

JleBeTHpalleTaM IIPOHUKAE y TPYAHE MOJIOKO XiHKU. TOMY rogyBaHHS IPYAAI0 HE PeKOMEHIOBaHe.
OpHak, SKIIo JieBeTUpaleTaM HeoOXiTHO 3aCTOCOBYBATH B IIEPiofl TOMyBaHHS I'PYANIO0, CITif 3BAKUTHU
KOPUCTD Ta PU3UKHU JIIKyBaHHS Ta BaXKJIMBiCTh TOOYBaHHS T'PYATIO.

BronuB Ha penpoOvKTUBH HKIIIIO

He BusiBNeHO BIJIMBY Ha PENIPOAYKTUBHY (DYHKINIO Y HOCTiAKEHHSX Ha TBapuHax. [I0TeHUiNHUN
PU3UK O JIIOOUHY HEBIIOMUY, TOMY LI0 HEMa€ HOCTYIIHUX KITiHIYHUX JaHUX.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaHcnopmom ad6o
iHwumu mexaHizmamu



JleBeTupalleTaM He3Ha4YHO ab0 ITOMipHO BIIJIMBAE Ha 3[IaTHICTh KEPYBAaTU aBTOTPAHCIIOPTOM abo
IIpaloBaTy 3 IHIIUMU MeXaHi3MaMu. Yepe3 MOXIIUBY iHOUBIAyaIbHY YyTIUBICTE AesKi Malll€eHTU
MOXKYTb BiJ3HAUaTy COHJIUBICTH Ta iHIII CUMIITOMH, IOB'43aHi i3 BIIJINBOM Ha LIEHTPAJIbHY HEPBOBY
cucTeMy, 0COOIMBO Ha IIOYATKY JIiKyBaHHS abo B mpotieci 36inmbineHHs f03K. TOMY TaKUM TallieHTaM
ciip Oyt 06epeXHUMY, 3aiMal0YUCh HisANIbHICTIO, 1110 MOTPe0ye MigBUIIEHOl KOHI[EHTpallil yBaru,
HalpUKJaf, Ipu KepyBaHHi aBToM06isieM abo po0OTi 3 iHIIMMHU MexaHi3MaMu. [lanieHTaM
PEKOMEHOYEThCS YTPUMYBATHUCS Bifl KEPYBAHHSA aBTOTPAHCIOPTHUMHU 3aco0aMu Ta poO0TH 3 iHIIMMU
MeXaHi3MaMu [O0TH, HOKU He Oyae BCTAHOBJIEHO, IO IXHS 3JAaTHICTh 3aMaTUCS TAKOIO TisIBHICTIO He
IIOPYILIEHa.

Cnoci6 3acmocyeaHHsi ma 0o3u

TabmeTKy MpUiMalOTh BCePeAUHY, 3aBal0dy JOCTATHHOIO KiNIbKICTIO PiAMHY, He3a/lekHO Bif
BXKMBaHHS ixi. [Ipy mepopanbHOMY 3aCTOCYBaHHI TeBeTUPalleTaM MOXKe MaTH TipKui IIpruCcMaK.
0o60By 103y MOTPIOGHO PO3MOAITUTY Ha 2 OOHAKOBUX IIPUHOMHU.

[TapuianbHi Hanmagu

PekoMeHnoBaHa mo3a A1 MOHOTeparil (malieHTy BikoM Bif 16 pPokiB) Ta MOOATKOBOI Teparlii €
OMHAKOBOIO Ta 3a3HadyeHa HUXKYE.,

MonoTepartmis

Ilopocai ma dimu eikom 8i0 16 pokie

MoHoTepalio JopoCiuX i miTe# BikoM Bif 16 poKiB citig po3mouynHaTH 3 peKoMeHaoBaHoi no3u 500
Mr Ha go0y (250 Mr 2 pa3u Ha [00y) 3 IOfaIbIIAM MigBUIIEHHSIM ITI09YaTKOBOI TepalleBTUYHOI 103U [I0
1000 mr Ha moOy (mo 500 Mr 2 pa3u Ha [00y) Yyepe3 2 THXKHi. MoxKnIuBe migBuileHHs 1031 Ha 500 Mr
Ha 100y (Ha 250 Mr 2 pa3u Ha 0o0y) KOXKHi 2 THXKHIi, 3a71€2KHO Bif KiTiHiuHOTO edekTy. MakcuMaibHa
nmo6oBa fmo3a craHoBuTh 3000 Mr Ha goOy (1500 Mr 2 pa3u Ha H006y).

Ilimu sixom 0o 16 pokis

Beamneka Ta e(eKTHUBHICTh 3aCTOCYBaHHS JIeBeTUPAIleTaMy IK MOHOTeparil JiTaM i mifmiTkam BikoM
1o 16 pokis He BcTaHOBJIeHI. [laHi BiACyTHI.

[lomaTKOBa Tepatmis

ITodamkoea mepanis 015 dopocaux (BikoM Bim 18 pokiB) ma nidaimkis (8ikom 8id 12 do 17 pokis) 3
Macow misa 8io 50 ke

[TouaTkoBa TepaneBTUYHa fo3a cTaHOBUTL 1000 Mr Ha moby (500 Mr 2 pa3u Ha mo0y). Lle mouyaTkoBa
1034, 110 MPU3HAYaA€EThCA Y MEPIINYN OeHb TiKyBaHHS. 3aJIe’KHO Bifl KJTiHIYHOI KAPTUHU i
IIEPEHOCUMOCTI JTiKapCchKoro 3acoby m000BYy 03y MOKHa 30inbmuTu 0 MakcuManbHol 3000 Mr Ha
o6y (1500 mr 2 pa3u Ha 0o0y). 3miHioBaTy 0o3y Ha 1000 Mr Ha moby (500 Mr 2 pa3u Ha fo0y) MOXKHa
KOXHi 2—4 THXHi.

IloOamkoea mepanis 045 dimeu 8ikom 8i0 6 pokie ma nidaimkis (8ikom 8id 12 0o 17 pokia) 3 macow
mina meHwe 50 Ke

HemoBnsaTaMm i giTsm BikoM fo 6 pokiB 6azkaHO 3aCTOCOBYBATH JieBeTUpalieTaM y hopmi



IIepopPajyibHOT0 PO3YUHY.

[iTsiM BiKOM Bifi 6 POKiB IlepopabHUM PO3UMH JIeBeTUpalleTaMy CJlif 3aCTOCOBYBaTH [JId AO3YBaHHS
JiKapCchKOro 3aco0y mo 250 Mr, a7 mpuitoMy o3, He KpaTHuX 250 Mr, KOMu peKOMeHI0BaHe
MO3yBaHHS HEMOXKJIMBO OTPUMATH IIPUHOMOM [IEeKiIbKOX TaOlIeToK, a TaKOXK [IJisg HallieHTiB, SKi He
MOXKYTbh IPOKOBTHYTHU TabOJIETKH.

Cnig 3acTocoByBaTH HaliMeHIy eheKTUBHY 003y. [TouaTKoBa m03a st AUTUHU abo migmiTka 3 Macolo
Tina 25 Kr moBuHHA cTaHOBUTH 250 MT 2 pa3u Ha no0y, MakKcuMaJjbHa f03a - 750 Mr 2 pa3u Ha g00y.

Hitsm 3 Macoto Tina 50 KT go3yBaHHS IPU3HAYAIOTh 3@ CXeMOI0, HaBe[IEHOIO /151 JOPOCIIUX.
ITonomisxcHa mepanis 0451 Hemoaasim 8ikom 8i0 1 0o 6 micauie
HeMmoBrnsiTaM 3aCTOCOBYIOTh JIiKapChKUH 3aci0 y ¢popMi mepopasbHOro PO3YUHY.

[IpyunvHeHHS TiKYBaHHA

Y pa3i HeoOXimHOCTI TPUNUHEHHS IPUKOMY JTiIKapChKOI0 3aco0y BigMiHy peKOMEHIYEThCS IIPOBOAUTH
IIOCTYIIOBO (HAIPUKJIIaM, OIS JOPOCINX Ta MIfJIiTKiB 3 Macoio Tina 50 Kr Ta Oinbille - 3MeHITyBaTH
no3y 500 mr 2 pa3u Ha o0y KOxKHi 2—4 TUXKHI; OIS miTel Ta HiATiTKiB 3 Macoo Tina menie 50 Kr -
3MEHIIYBaTH PA30BY 03y CIif He GinbIre Hixk Ha 10 Mr/Kr 2 pa3u Ha 00y KOXKHi 2 THKHI).

Oco0auBi TPYIIN MAITIEHTIB

ITauienmu AimHb020 BiKYy (8ikoM 8i0 65 pokKia)

Kopexk1iist 1031 peKOMeHY€EThCS MalliEHTaM JIITHROTO BiKYy 3 MOPYIIEHHIMU (QYHKINI HUPOK (OUB.
HuXK4Ye «HUpKOBa HEIOCTATHICTH»).

Hupkoea HedocmamHicmb

ob6oBa mo03a mMoBMHHA OyTH iHOKBiTyaIbHO CKOPUTOBaHa BifITIOBIMHO 10 CTaHy GQYHKIIOHYBaHHS
HUPOK.

I71s1 KOPpUTYBaHHS 03U NOPOCIIMM BUKOPHUCTOBYBATH HaBeNeHy HUK4Ye TaOnuio 1.

I KOpUryBaHHS 03U 3a Tabnuile0 HeoOXigHO BU3HAYUTHU PiBeHb KilipeHCY KpeaTuHiny (KK)
y MIJIiTPax 3a XBUJIUHY.

KK mnst mopocnux Ta migIiTKiB 3 Macoio Tina 6inmbine 50 KT MOXKHa po3paxyBaTH 3 OISOy Ha
KOHIIEHTPALIil0 CUPOBAaTKOBOTO KpeaTHHiHY (MI/Oj1) 3a HOpMyJIO0:

[140 — Bik (poku)] X Maca Tina (Kr)

KK (m11/xB) = 72 X KpeaTHHiH CUPOBATKH KPOBi (Mr/mm)

x 0,85 (mnsa XiHOK).

[Totim KK KOpuUryoTh BifloBigHO [0 Mol noBepxHi Tina (II1T), sk moka3aHO gai:

KK (M1n/xB)

KK (mi/x8/1,73M%) TIIIT namienTa (M)

x 1,73.



Tabnuis 1

Pexum mo3yBaHHS IIPpYM HUPKOBiM HEJOCTATHOCTI AJI1 JOPOCIUX Ta MifJIiTKIB 3 HUPKOBOI
HeJOCTATHICTIO 3 Macoro Tina Oinpire 50 KT

. . . Kripenc
CTymiHb TSXKKOCTI HUDPKOBOI .
HeTOCTATHOCTL KpeaTuHiHy ) PexuM no3yBaHHS
(my1/xB/1,73 M)
. Big 500 mo 1500 mr
HopMmansHa ¢yHKLisS HUPpOK > 80 2 pasw Ha 106y
Jlerkuu CTymiHb 50-79 Bift 500 z10 1000 mr
2 pa3u Ha o0y
. . _ Big 250 go 750 Mr
CepepHiil CTyIiHD 30-49 2 pasu Ha noby
TSKKUYU CTYIiHD < 30 Bift 250 70 500 mr

2 pa3u Ha o0y

Big 500 go 1000 mr
1 pa3 Ha 700y~

TepMiHanbHa CTagis

(mauienTy, ski nepebyBaiOTh -

Ha mianisi)

* o . o ..
Y nepuit neHsb NiKyBaHHS JIeBEeTUpAlleTaMOM PEKOMEHIYEThCS MIPUIOM HaBaHTaXKyBaIbHOI 03U

750 wmr.

kk .
[Ticna mianmily peKOMeHOyeThCS MTPUKUOM A0HaTKOBOL 7o3u 250—500 mr.

Ins miTed i3 HUPKOBOIO HEJOCTATHICTIO JO3Y JIeBeTHPalleTaMy HeoOXiqHO KOPUTYBATH BifIIOBIIHO [0
GYHKIIII HUPOK, OCKINIbKY KJTipeHC JeBeTupalieTaMy I0B’g3aHui i3 QyHKIli€lo HUPOK. Lig
peKoMeHpaallid I'PYHTYETHCS Ha AOCIIAXKEHH] 3a YY4aCTIO JOPOC/HUX MAlliEHTIB i3 MOPYLIEHHIMMI
GYHKIIIl HUPOK.

Ins migiTkis, mited Ta HeMosnaT KK y mi/xs/1,73 M° MoXHa po3paxyBaTH 3 OrJISAAY Ha
KOHIIEHTPAIIil0 KpeaTUHIHY Y CHPOBATII (MT/mi1), 3aCTOCOByouM Taky dhopmyiny (dopmyna IllBapiia):

3pict (cm) X ks

2y —
KK (mn/x8/1,73 ') = KpeaTHHIH CUPOBATKU KPOBi (MT/m1)

Y pmiteii BikoM 70 13 pokiB Ta miBYaT-migmiTKiB ks = 0,55; y xnonmiB-migmiTkiB ks = 0,7.

Tabmuiga 2

PexoMeHpatiii 11010 KOPEKIIil 03U [ AiTe BiKOM [0 6 POKiB Ta MifJIiTKiB i3 MOpymeHHsIME QYHKIIIL
HUPOK 3 Macoo Tina MeHue 50 Kr

CTymiHb TSKKOCTi HUPKOBOI Kripenc kpeaTuHiHy |[[IiTH BIKOM Bifj 6 POKIB Ta 3 Macol0 Tila

(1)

HeIOCTAaTHOCTI

(m/xB/1,73 M*)

MeHIe 50 Kr

HopwmarnbHa QyHKIliT HUPOK

> 80

10-30 mr/kr (0,10-0,30 mn/kr)

2 pa3u Ha go0y




Terkuit cTymiD 50—79 10-20 mr/kr (0,10-0,20 mn/kr)
2 pa3u Ha o0y
. . _ 5—15 mr/kr (0,05—0,15 m/KT)
CepefHill CTYIiHDb 30-49 D pasw Ha 106y
TSRKHH CTYIIHD <130 3—10 mr/kr (0,05-0,10 mi/kr)
pasu Ha o0y
TepMiHanbHa CTafis (Iali€eHTH, i 10—-20 mr/kr (0,10-0,20 mn/kr)
9Ki mepeOyBaloTh Ha [iasisi) 1 pa3 Ha moby ?*

1 o

( )Jlns{ no3yBaHHS g0 250 Mr, [ MpUioMy 103, He KpaTHuX 250 Mr, KOIu PeKOMeHOoBaHe N03yBaHHS
HEMOXKJIUBO OTPUMATH IIPUMOMOM HEKITbKOX TabIeTOK, a TaKOXK [JIs Malli€HTiB, SKi He MOXKYTh IIPOKOBTHYTH
TabJIeTKH, CJIifl 3aCTOCOBYBaTH IEPOPANILHUN PO3YUH JIEBETUPALIETAMY.

@Y nepmmit meHs NiKyBaHHS PEKOMEHIYETLCS 3aCTOCYBaTH HaBaHTaXyBaJIbHY HO3Y JeBeTupaleTaMy
15 mr/kr (0,15 Mi/KT).

O Tlicns Oianisy peKOMeHAYeThCS 3aCTOCyBaTU fomaTKoBy 0o3y 5—10 mr/kr (0,05-0,10 mi/kr).

ITevinKosa HedocmamHicmb

Ins nauieHTiB 3i cmabkuMu Ta TOMipHUMY IOPYIIeHHSAME QYHKIII IeYiHKKA KOPEeKIlis N03U He
noTpiOHa. Y malieHTiB i3 TAXKKUMU IOPYIIeHHAME QYHKII IeYiHKK KIipeHC KpeaTHUHiHy MOoXKe He
TIOBHOIO Mipo10 BioOpaxKaTu CTYIiHb HUPKOBOI HEIOCTATHOCTi. ToMy A1 MaIliEeHTIB i3 KyipeHCcOoM
KpeaTuHiHy < 60 Mi1/x8/1,73 M° §0GOBY HiATPUMYBaILHY 403y PEKOMEHA0BAHO 3HU3UTHU Ha 50 %.

Himu

Jlikap moBUHEH ITpH3Ha4YaTU HauOiNIbII BiAOBIOHY JTiKapChbKy (HopMy, HO3yBaHHS i HOpPMYy BHUITYCKY
3aJ1eXKHO Biff BiKy, Macu Tina Ialli€HTa i po3paxoBaHO]l [03H.

Jlikapcekuii 3aci6 y hopmi TabneTok He peKOMeHIOBaHUM [IJIs 3aCTOCYBaHHS HiTAM BikKOoM [0 6 POKiB.
LIi#t rpyni nauienTiB 6a2kaHo 3aCTOCOBYBATH JieBeTHpalleTaM y popMi ITepopanbHOT0 po3unHy. Kpim
TOTO, HasBHi J03yBaHHS TabJIeTOK He MigXOAATh AJIS T0YaTKOBOTO JIIKyBaHHS AiT€l 3 Macolo Tija 1o
25 KT, {71 TalieHTIB, SIKi He MOXKYTh IIPOKOBTHYTHU TabneTKu, abo [Jisi 3aCTOCYBaHHS 103 10 250 Mmr.
Y BCix BuUIlleHaBeleHUX BUIIaAKaXx JIIKyBaHHS CJIifi PO3MOYNHATH JIeBEeTHPaleTaMoM y GhopMi
OpaJIbHOTO PO3YHUHY.

Himu

Jlikapcekuii 3aci6 y ¢hopmi TabneTok He peKOMeHIOBaHUM M1 3aCTOCYBaHHS HiTAM BiKOM 10 6 POKiB.
HeMmoBnsiTam BikoM Bif 1 Micsns i miTAM BiKOM [0 6 POKIB CJIif 3aCTOCOBYBaTH jieBeTUpaleTaM y
dbopMi TepopanbHOTO PO3YUHY.

Ilepedo3yeanus

Cumnmomu. ITpu epemo3yBaHHi TeBeTHPAIlETAMOM CIIOCTEPIraIucs COHIUBICTD, 30yIKEHHS,
arpecisi, IpUrHideHHS OUXaHHS, IPUTHIYeHHS CBiHOMOCTI, KOMa.



JlixyeaHHA. Y pa3i rocTporo mepemo3yBaHHs HEOOXIMHO MPOMUTH IINIYHOK a00 BUK/IMKATH OJIIOBAHHS.
CneniabHOT0 @aHTHUAOTY HEMa€E. 3a HeOOXiTHOCTI TPOBOASTh CUMIITOMATHYHE JTIKyBaHHS, 30KpeMa, 3
BUKOPUCTAHHAM reMopiani3y (BuBoguthcs A0 60 % nesetupanetramy 1a 74 % MNepBUHHOTO
MeTaboIiTy).

Io6iuni peakuii

HattuacTime moBigoMIsiIocs Mpo Taki mobivHi peakiii: Ha30(hapUHTIT, COHIUBICTD, TOJIOBHUH Oilb,
IifBHUIleHA BTOMJIIOBAHICTh i 3amamopoueHHs. [Tpodint HaBegeHUX MOOIYHUX peaklliil I'PYHTYETHCS
Ha y3araJibHeHOMY aHasli3i JaHuXx m1aneb0-KOHTPOIbOBAHUX KITIHIYHUX BUIPOOYBaHb, ¥ SKUX 3arajioM
B3s/TM y4acTh 3416 maii€eHTiB, 9Ki OTpUMyBanu neBeTupaleTam. Lli JaHi JOMOBHIOIOTHCS
pe3ynbTaTaMU 3aCTOCYBaHHS JIeBeTUPALleTaMy y BiOIIOBIAHUX PO3IIUPEHUX BIAKPUTUX OOCIIIXKEHHIX,
a Takox iHdopMalliero 3 MOCTMapKEeTUHT'OBOT'0 3aCTOCYBaHHsA. [Ipodins 6e3meku 3a3Buda CX0XKUM y
Pi3HUX BiKOBUX Ipynax (HOPOCHIi i JiTH) Ipu 3aCTOCYBaHHI JIeBeTUPalleTaMy 3a Pi3HUMH
BCTQHOBJIEHUMH ITOKa3aHHIMMU.

[To6iuni peaxiii, TPo SKi MOBiHOMIISIIIOCS B KITiIHIYHUX JOCIIIKEHHSIX (CTOCOBHO MOPOCIHUX, MiMJiTKIB,
miTel i HeMOBJIAT BikOM Bif 1 Micsi1ist) i TPOTATOM MOCTMapKeTUHTOBOTO ITepiofy, 3a3HavyeHi B Tabnutli
3 3a KjlacaM¥ CUCTEM OpraHiB Ta 3a 4YaCTOTOI BUHUKHEHHS. YaCcTOoTa BU3HAYAETHCSI TAKUM YMHOM:
noyxe gacto (= 1/10), vacto (= 1/100 - < 1/10), HeyacTo (= 1/1 000 - < 1/100), pigko (= 1/10000 -

< 1/1000), my=xe pigko (< 1/10 000).

Tabmuig 3

Kitacu cucreM ['pymnu 3a 4aCTOTOI0
opraHis 3a MedDRA |Oyxe gacto [JacTo HeuacTo Pinko

Tumnonis,
PO3MUTICTD 30PY

3 00Ky opraHiB 30py

3 OOKy opraHiB CIIyxy
Ta BeCTUOYISIPHOTO Bepturo
amapaty

3 00Ky pecIipaTopHOI
CACTEMHU, OPTaHiB

-l Karmens
TPYOHOIL KJTITKY Ta
CepenoCTiHHSA
bBinb y XXUBOTI,
iapes,
3 OOKY LITYHKOBO- plap :
MUCIIeIICid, [lanKkpeaTuT
KUIITKOBOTO TPAKTY
0JII0BaHHS,
Hy#oTa
3 00Ky MEeYiHKH i BigxuneHHs Bif . .
. . |IlediHKOBa HEIOCTATHICTB,
PKOBYOBUBITHUX HOPMU Pe3ynbTaTiB
. : rermaTuT
IISIXIiB [eYiHKOBUX ITPO0
3 00Ky HUPOK Ta
CEe4YOBUITbHOI ['ocTpe ypaxKeHHS HUPOK
CHCTEMU
3 60Ky 00MiHY 3HUXKEHHS Macu
PEYOBUH, AHOpEKCis Tina, 30inbieHHs  |[imoHaTpieMis

MeTab0I1i3My MacH Tisa




AMHe3i,

Cymomu, [MOPYIIEHHSA XopeoaTeTo3, AUCKiHEe3id,
MOPYIIEHHS mam’sTi, rinepkiHesis, NOpyIlleHHS
3 60Ky HEPBOBOI COHIUBICTh, [piBHOBAry, [IOpPYIIEeHHS XO[IY, eHlledamnonaris,
CHCTEMU TOJIOBHUM Oilbj3aliaMOpOYeHHs, [KoopauHaIrii/ [TOCUJIEHHS CYIOM,
eTapris, aTaKCis, HEepPONeNnTUuYHUN
TpeMOop rmapecresid, 37I0SIKiCHUI CHHAPOM’
[pO371agy yBaru
Crpobu
camory0cCTBa,
cyluMaanbHi IyMKH,
. MMCUXOTUYHI
[lemnpecis,
BOPOXKIiCTh/ PO3TAMH, Cyiuug, po3nagu
. AHOMAaJIbHA ’ .
arpecis, oBeniHKa 0COOMCTOCTI, TOPYyIIeHHS
[Icuxiuni po3nagu TPUBOXKHICTE, - Mucnenus, memipiu,
raTrouHalil, .
0e3COHH4, . . 00CeCHBHO-KOMIIYILCUBHUH
HepBosHicT/ | o STVTAHICTE  hy oo
) : cBigomocri, naniumif’
IpaTiBIUBICTD
aTakd, aheKTUBHaA
mabinbHICTL/3MiHN
HaCTPOIO,
30YIKEHICTh
[TomoBXKeHHS IHTepBaLy
3 OOKy cepls
Y cept QT na EKT
. . ['ManmuTtonenis,
3 60Ky KpOBi Ta [TpoMOOITUTOTIEHIS, . .
. . . . HEUTPOIIeHis,
miM(paTUYHOl CUCTEMU TTeMKOTIEHis
ArpaHyJI0LUTO3
Peaxiris Ha JTiKapChbKHi
3acib 3 eo3uHOBinier0 Ta
3 60KV IMVHHOI CACTEMHUMHU IIPOSIBAMU
y My (DRESS), rinep4yyTauBICTh
CHCTEMU
(BKITI0YAI04H
QHTiIOHEeBPOTUYHUM HaOPSIK
i anadinakciwo)
[ToKCUYHU
3 00Ky IIKipH Ta . elifiepMaIbHAN HEKPOJIi3,
. o Anonenisi, eK3ema, .
[TiOIIKIPHOL Bucumnanasa BeDGiK curaapoM CTiBeHCa —
KJTiTKOBUHU p [12KOHCOHA, MyNbTU(HOPMHA
epuTteMa
PabmoMioni3 i migBUILIeHHS
3 00Ky OIIOPHO- , . abAl fIBHIT
XOBOL CHOTEMH Ta M’s130Ba C1abKiCTh, [PIBHA
Py - Mianrisa KpeaTuH(pOCHOKiIHA3U Y
CIIOJTyYHOl TKAHUHU 3
KPOBI
[TpaBMU, OTPYEHHS Ta
VCKIIamHEHHSI TpaBMu
[Iponenyp
[Hdekiril Ta inBa3il  |HazodapuuriT, [HpeKIis
AcTeHis/
3arasibHi IOPYLIEHHS IimBUILEHA
BTOMJIIOBaHICTh

1 HuB. HUXK4e «OmuC OKpeMUX MOOIYHUX peaKITii».

2 [Tig yac mOCTMapPKETUHTOBOT'O HATJIANY OYXKe PiOKiCHI BUMIagKK PO3BUTKY 06CECUBHO-
KoMITyTbCcUBHUX po3nafiB (OKP) cnoctepiranu y mamienTiB 3 OKP abo ncuxivyHUME IOPYIIEHHSIME B



aHaMHe3i.

3 HOH.[I/IpeHiCTB 3HAYYIIO BUIIlA Y SITIOHIIIB HOpiBHHHO 3 MalliEHTaMM He SMIOHCHKOTO IIOXOMXKEHHS.

Onuc okpemux nobiyHUX peaxuiti
ITosiop2aHHi peakuii 2inepuymaugocmi

[Tpo momiopraHHi peakiiii rinep4yTIUBOCTI (TaKOXK BifoMi SIK peakIlis Ha JTiKapChKuii 3acib 3
eo3nHo(inmiero Ta cucteMuaumu cumnromamu (DRESS-cuHapoM)) pimkKo MOBimOMIISINIK Y TALi€HTIB, SKi
OTPUMYBAaJIU JIiKyBaHHA JleBeTUpaleTaMoM. KiiHiuHi IPOSABU MOXYTh PO3BUHYTUCS Yepe3 2-8 TUKHIB
icIs TOYaTKYy JiKyBaHHSA. Lli peakil pi3Hi 3a nposBaMu, ane 3a3BAYal CYyIIPOBOAXKYIOTHCS
rapsiYKol0, BUCUIIAHHSIM, HaOpsKoM o0nmuyds, niMbamneHoIaTie€lo, reMaToIOTiYHUMY BifXUIIeHHIMHU Ta
MOXKYTbh OyTH ITOB’g3aHi 3 ypaXKeHHAM Pi3HUX CUCTEM OpraHiB, IepeBaXkHO nedinky. [Ipu migo3pi Ha
[IOJIIOPra’HHy peaklilo rinepyyTIUBOCTI JIeBeTUpaleTaM CIIifl BIfMIHUTH.

Pu3uk aHOpeKcii 3pocTae mpu 0OIHOYACHOMY 3aCTOCYBaHHi JIeBeTUpalleTaMy 3 TolipamaToM. IIpu
IIPOsIBax ajomellil y JesKUX BUIaiKax Bil3Ha4asiocs BiHOBIEHHS BOJIOCSHOTO ITOKPUBY MiCs
IIPUIIMHEHHS 3aCTOCYBaHHSA JIeBeTUpalleTaMy.

HpI/I HaHLII/ITOI'IeHﬁ Y OeAKHX BHIIaKaX CHOCTepiFaHOCﬂ HpI/Il"Hi‘-IeHHH KiCTKOBOTO MO3KY.

Bunagku eHlledaromnaTii 3a3Bu4ai CIIOCTepiraaucs Ha IO4YaTKY JiKyBaHHS (Bif HEeKiIbKOX [HIB [0
KiJIbKOX Mics11iB) i Oyau 000POTHUMHU IiCJIg TPUNIUHEHHS JTiKyBaHHS.

Himu

Cepepn namieHTiB BikoM Bif 1 Micsans go 4 pokis 3aranoM 190 maifieHTiB OTpUMYyBaJjIU JIiKyBaHHS
JIleBeTHpalieTaMoM Y Ipolieci manebo-KOHTPOIbOBaHUX Ta BIIKPUTUX OOOATKOBUX AOCTiAXKeHb. 60 i3
IIUX TAlliEHTIB OTPUMYBAJIM JTiKyBaHHS JIeBETUPAlleTaMOM IIifl Yac I1alle60-KOHTPOJILOBAHUX
nocnigxeHb. Cepep nauieHTiB BikoM 4—16 pokiB 3aranoM 645 majieHTiB OTpUMYBaJIU JIiKyBaHHS
JIeBeTHpaleTaMoM Y Mpolieci manebo-KOHTPOIbOBAHUX i BIIKPUTUX JOMATKOBUX MOCTimXKeHb. 233 3
IIUX IalliEHTiB OTPHMYBAJIX JIiKyBaHHS JIeBeTUPAIleTaMOM Y IIpolieci mi1aie60-KOHTPOIbOBAHUX
mociigkeHb. B 000X 3a3HaYeHUX BIKOBUX I'PyIlax IIi flaHi ONMOBHEHI JAaHUMMU IIIOJI0 3aCTOCYBaHHS
JleBeTUpalleTaMy y HiCIgpeecTpaliiHui nepion.

Kpiwm Toro, y nicnsapeecTpaniiiHoMy [OCHiXKeHHi 3 0e3MeKu JIiKyBaHHS JTiKapChKUM 3aco60M
orpumyBasno 101 sHemoBns BikoM g0 12 micsiriB. HoBux maHux i3 6e3meKMu 3aCTOCYBaHHS
neBeTHpalieTaMy HEMOBJISITaM 3 elliiercieo BikoM fo 12 MicsiriB oTpuMaHo He 0yro.

[Tpodins mobiuHUX peakllii TeBeTUpalleTaMy 3arajioM CXO0XKHUW V Pi3HUX BIKOBUX I'PyIax Ta IIPU BCiX
3aTBePAXKEHUX IIOKA3aHHAX eriencii. Pe3ynbTraTy oo 6e3meku 3aCTOCYBaHHS JTiKapChKOro 3aco0y
OiTsIM, OTPUMAHI y Ipolieci miare00-KOHTPOIbOBAHUX KITIHIYHUX OOCITiIXKeHb, BifmoBiganu mpodino
Oe3neky JieBeTHpalieTaMy Y DOPOCIMX, OKPiM o0iYHUX peakllilt 3 00Ky IMOBEeiHKHY Ta ICUXIKH, SKi y
miteyt 6ynu GiNbII YaCTHMHU, HiXK ¥ Opocnux. Y OiTed Ta MifAmiTKiB BikoM Bif 4 mo 16 pokiB Gii0oBaHHS
(omyxe gacto: 11,2 %), 36ymxeHicTs (9acto: 3,4 %), 3miHa HacTpoiw (9acto: 2,1 %), apekTuBHA
nabinpHicTh (wacTo: 1,7 %), arpecis (dacto: 8,2 %), aHoMasibHa OBediHKa (4acTo: 5,6 %) i metapris
(gacto: 3,9 %) cnoctepiranucs 3 GiNbIIO0 YACTOTOIO, HiXK B iHIINX BiKOBUX Irpynax abo y 3araJbHOMY
npodini 6e3mexu. Y HeMOBIAT i miTe# BikoM Bif 1 micsitist mo 4 PokiB apaTiBIuBicTh (myxKe wacto: 11,7
%) Ta mopyuIeHHs KoopauHalii (dacTto: 3,3 %) crnocTepiranucs 3 0inbII0o0 YaCTOTO0, HiXK B iHIIUX
BiKOBUX I'pynax a0o y 3arajgbHOMY Ipodini 3 6e3nexu.



Y nopBi#iHO ciinomy mnaie6o-KOHTPOILOBAHOMY IOCTiAXKEHHI 3 0e3MeKHu I OiTel, siKe
TTPOBOJIUTIOCS 3 METOI0 IOBECTH He HUXKUY e(EeKTUBHICTh TiIKapChKOTro 3ac00y MOPiBHSIHO 3 aKTUBHUM
KOHTPOJIEM, OLIiHIOBa/IU BIIJIUB JIeBeTHpalleTaMy Ha KOTHITUBHI Ta HEUPOIICUXOJIOTIYH] IOKa3HUKHU Y
mitedt BikoM Bif 4 mo 16 pokiB i3 mapiianbHUMY HanagaMmu. JIeBeTupalieTaM He Bigpi3HsBCs (He OyB
MeHII e(eKTUBHKM) Bif 11are6o 1000 3MiHM Bifi BUXiIHOTO PiBHS yBaru i maM’gTi 3a mkanoi Leiter-
R, cymapHOro moxa3HuKa IepeBipKy naM’gTi y IOMy il BifIOBiAHO K0 IPOTOKONy. Pe3ynbraTy,
II0B’S13aHi 3 TOBEiHKOBMMH Ta €MOIIIMHUMY (QYHKIIsIMU, BKa3yBa/ll Ha IOCUJIEHHS Yy MAlli€HTIiB, SKUX
JIIKyBau JieBeTUpaleTaMOM, arPECUBHOI IIOBE[iHKY, 1[0 BU3HaYalach CTaHIapPTU30BaHO i
CHCTEMATHYHO, i3 BUKOPUCTAHHIM Basigu3oBanux 3acobiB (CBCL - Achenbach Child Behavior
Checklist - KoHTponbHUM CIIUCOK OUTSIY0]I MoBefiHKY AxeHOaxa). OgHak y MallieHTiB, SKi OTPUMYBajIu
JleBeTUpalleTaM y IPOoLieci JOBrOCTPOKOBOTO BiAKPUTOTO AOCIIiAXKEHHS IIOJaIbIIOr0 CIIOCTEPEXKEeHHS,
y CepegHbOMY He CIIOCTepiraaocs MOoTipineHb TOBEOiHKOBUX Ta eMOIINHUX (PYHKIIiM, 30KpeMa,
TIOKA3HUKY arPecUBHOI MOBEiHKY He OyNy TipIIMMy 3a BUXiIHUN PiBEHb.

IIogidomaeHHA npo nido3proedaHi nobiuHi peakuii

[ToBimoMIeHHS IIPO Migo3pioBaHi MOGIYHI peakil Mmicyisg peecTpaliil 1ikapCchbKOro 3aco0y MaioTh
BaXJIMBe 3HaueHHS. Lle ma€ 3MOTy TPOBOOUTY MOHITOPUHT CITiBBiIHOIIEHHS KOPUCThL/PU3UK IIPHU
3aCTOCYBaHHI I[bOT0 JIiIKapChKOTO 3aco0y. MeouyHuM Ta ¢hapMaleBTUUHUM IIpalliBHUKAM, a TaK0X
naiieHTaM abo IXHiM 3aKOHHUM IIPeICcTaBHUKAM CJIifl IIOBIJOMJISITH TIPO YCi BUMTAKHX MTig03PI0BAHUX
no0iyHMX peakilidt Ta/abo BimcyTHOCTI eeKTUBHOCTI JTiKapChKOTo 3aco0y yepe3 ABTOMAaTHU30BaHy
iHdopMarliHy cucteMy 3 (hapMakKOHAarIsAAy 3a MoCUIaHHAM: https://aisf.dec.gov.ua.

TepMmin npugaTHOCTi. 3 POKH.

YMmoBH 30epiranus

30epiraTtu B OpuriHaabHi¥ yIaKOBIi Ipu TeMnepaTypi He Buille 25 °C. 30epiratu y HELOCTYIIHOMY
IS miTed micti.

YnakoBka

ITo 10 TabneTtok y GmicTepi; mo 3 GicTepy B mayiii.

Kareropis Bignmycky. 3a perentom.

Bupo06HuK

1. PouTic Xennac Megikan Exg ®apmaceioTikan [Tpogmaktc C.A.

2. DAPOC MT JlimiTen.


https://aisf.dec.gov.ua/

Micue3HaxoaKeHHsI BHPOOHHKA Ta afijpeca MicCusi MpoBaJXKeHHs MOro TisIbHOCTI
1. JIapicca Inmactpian Apea, I1.0. Bokc 3012, Jlapicca, 41 500, I'pewis.

2. X®62Exc, Kacam Ingyctpimxkani Xen ®ap, Xen ®ap, bipae66yra, BBI"' 3000, MansbTa.

3asaBHHK. [IpAT «®apmarneBTuyHa dipMa «J[lapHALT».

Micue3HaxoaKeHHsI 3asiBHHUKA

Ykpaina, 02093, m. Kuis, Byn. bopucninsceka, 13.



