THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

30HIK

(ZONIK®)

Cknao:
Oitoua peyosuHa: nperabariu (pregabalin);
1 kancyna TBepaa MicTuTh nperabaniny 25 mMr abo 50 Mr;

0ONOMIJCHI pevo8uHU: KpoXMallb ITpexKenaTuHi30BaHK, MarHiio cTeapar, TBepa XelaTHHOBa
KalCyJa (KelaTUH, Bofa ouuineHa, Tutany giokcup (E 171), HaTpito naypuncynsdar).

JlikapcbKka ¢popmMa. Kamcynu TBepgi.
OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:

KaIICYJI TBEPAI [0 25 MT: TBEPMi XKelaTUHOBI Kancyu po3mipoM Ned 3 KOpIycoM Ta KPHUILKOI0 6isoro
KOJIbOPY, II0 MiCTSTH IIOPOIIOK Bif 6i/10T0 Mo Maiixke 6isoro KOIbOPY;

Karcynu TBephi mo 50 Mr: TBepfi KenaTHHOBI Kamcynu po3MipoM Ned 3 KOPIyCcoM Ta KPHIIKOIO 6i/10T0
KOJIbOPY, II0 MiCTSATH IIOPOIIOK Bif 6i/10T0 IO Maiixke 6ioro KOIbOpy.

dapmakoTepaneBTHYHa Ipyna. [IpoTueninenTuyHi 3acobu. IHImmi npoTueninentuyHi 3acodu.
[Tpera6amina. Kog ATX NO3A X16.

Papmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.

[itoda peyoBuHa - Iperada’iiH, € aHaJI0TOM raMMa-aMiHOMacCJ/IsHOI KUCJIOTH
[(S)-3-(amizoMeTmI)-5-MeTHITeKCaHOBa KUCI0Ta].

MexaHi3M mil.

[TperabariH 3B’SI3ye€ThCS 3 MOTIOMIiKHOI0 cybomunuIiero (a,-d 6i7oK) moTeHIlian3anexkHUX KalbllieBUX
KaHalliB y IleHTpaibHii HepBoBii cucteMi (LTHC).

Krigiyda eeKTUBHICTE i 6e3mexa.




- HetliponamuyHuti 6inb.

[TperabariH eeKTUBHUM Y NALIIEHTIB i3 Hia0eTUYHOI0 HENPOIIaTi€l0, IOCTTEPIETUYHOI0 HEBPATi€0
Ta ypaxKeHHSIMU CIIMHHOTO MO3KY. E(QeKTHUBHICTh IpenapaTy IpH iHIINX BUAAX HENPOIaTUYHOTO
001110 He BUBYAIIY.

BcranoBneHo, 110 npodini 6e3neku Ta e(peKTUBHOCTI JIiKyBaHHS mperabaaiHoM TPy TPUBAJIOCTI 0
13 TuXKHIB 3 pexKMMOM N03yBaHHS IIpenapaTy ABidi Ha o0y Ta TPUBAJICTIO A0 8 TUXKHIB 3 PEXKUMOM
IOo3yBaHHS TPUYi Ha 00y momiOHi.

[Tpu 3acTocyBaHHi nperabaniny s miKyBaHHS HEMPOnaTUYHOTO 600 KypcoM fo 12 TUXKHIB
3MeHIIeHHs 0010 TepUpePUIHOro Ta LIEeHTPaIbHOTO ITOXOKEeHHS CIIOCTEPIranocs micis Inepioro
TUKHS Ta 306epiranocs mpoTsaroM yChOTo Iepiofy TiKyBaHHS.

- Eninencis.

OopatkoBe nikyBaHHS. [Tpodini 6e3neku Ta epeKTUBHOCTI nperabaniny Oynu nopiOHi npu mpuiiomi
12 TuxXHIB i3 pexXrMoM m0o3yBaHHS ABidi abo Tpuyi Ha m00y. 3MeHIIeHHs YaCTOTH CyIOMHUX HalafiB
CIIOCTepirasocs BXKe Ha MepLUIOMYy TUXKHI.

Hitu. EpekTuBHiCcTh Ta 6e3mneka nperabaniHy B SKOCTi JOTIOMizKHOT0 3ac00y Ipu eminerncii ais gitei
BikoM 10 12 poKiB Ta [y MifAmiTKiB He BcTaHOBEHI. [T00iuHi peakiiii, 1110 CIIOCTEpiranucs y mallieHTiB
BikOM Bif 3 micsmiB o 16 poKiB, 3 MaplialbHUMU CyTOMHUMH HamnagaMmu, Oyniu mopiOHi o moGigHux
peaxtiiil y mopocnux. BcTaHOBNIEHO, 10 MipeKcia Ta iHQeKIil BepXHiX AuXalbHUX MIIAXIiB y OiTel
BIKOM Bifj 3 MicsliB 1o 16 pOKiB CoCTepiraroThCs YacTillle, HiXK y JOPOC/IUX MAllieHTIB 3 eliyencieo
(muB. po3minu «Crmoci6 3acTocyBaHHs Ta no3u», «I1o6iuni peakiii» Ta «PapMaKoKiHETUKA»).

MoHoTeparmis (y malfieHTiB 3 yrepiile 1iarHOCTOBaHUM 3axXBOpIoBaHHAM). I[IperabartiH i 1aMOTPUAXKUH

Oy ogHAKOBO Oe3rmeyHUMH Ta 1o0pe ePeHOCHITHCS.
- TI'eHepanizosaHuli mpuBoXiCHUl po3aad.

3MeHIIeHHS CUMIITOMIB reHepaii30BaHOr0 TPMBOXKHOT0 PO3JIaAy BiAMOBIAHO A0 IMIKaau ['aMinbTOHa
[J1s OIiHKY TpUBOXKHOCTI (HAM-A) cmocTepiranocsi B&ke Ha IepIIOMy THUXKHI 3aCTOCYBaHHS
nperabartiny.

- @ibpomianais.

HocmimKeHHS MPOIEeMOHCTPYBAIX 3HUKEHHS 00JTI0 3@ Bi3yasbHOIO aHAJIOI'0BOIO IIKAJIOI0.
[TokpalleHHsT JOJaTKOBO 0YJI0 ITPOOEMOHCTPOBAHO 3a 3arajbHOI0 OIIIHKOIO TalliEHTa Ta 3a
OTIUTYBAHHSM IIIOMI0 BIIIUBY (pibpomianrii.

Oitu. HatigactimmMy moGivyHUMY pPeakIlisiMu, SIKi CIIocTepiranucs y KiiHiYHUX JOCHIIXKeHHIX, Oymu
3araMOpPOY€eHHS, HYMI0Ta, TOJIOBHUM 0inb, 30ibIlIeHHS MaCH Tijla Ta CTOMJIIOBAHICTh. 3aralbHUM
npodinb Oe3meku y MiAiTKiB OyB MOAiOHNM [0 TAKOTO y JOPOCuX i3 ¢pibpomianriero.

dapmMaKoKiHemuxKa.
dapMakoKiHeTHYHI TOKAa3HUKY ITperabasiiHy y piBHOBazXKHOMY CTaHi 0yJu mOmiOHUMU Y 3M0POBUX

noOpOBOIBLIIB, TTAIIEHTIB 3 elifierncielo, SKi MpuiMany IPOTHEIieNTHYHI TpenapaTH, Ta y MalliEHTiB
3 XpOHIYHUM GoMeM.

AGcopOiis.



[Tpera0ariiH IIBUAKO BCMOKTYETHCS IIPU IPUHOMI HaTIIE i JOocArae MaKCUMaJIbHUX KOHIIEHTpallill y
n1a3Mi KpoBi mpoTsiroM 1 TONUHY MiCTs OMHOKPATHOTO abo 6araToKpaTHOTO 3aCTOCYBaHHS.
Po3paxoBaHa 6iofocTynHIiCTs mperadainy mpu nepopasbHOMY 3aCTOCYBaHHI CTaHOBUTH = 90 % i He
3aJ1eXKUTh Bif mo3u. [Ipu 6araToKpaTHOMY 3aCTOCYyBaHHiI PiBHOBaXKHUM CTaH [IOCATAETHCS Yepes
24-48 rogun. [IIBUAKiCTh BCMOKTYBaHHS Iperadasiny 3HUKYETHCS IIPU OOHOYACHOMY IIpUKoMi 3
1Keto, 1110 TPHU3BOOUTH 10 3MEHIIIEHHST MaKCUMallbHOI KOoHIeHTpatii (C,,,) mpubnu3no Ha 25-30 % i
TIOJIOBXKEHHS 3Ha4YeHb t,, mpubnusHo no 2,5 roguau. OgHAK mpuioM nperabdasiHy ogHOYaCHO 3 1XKeto
He MaB K/TiHiYHO 3HAQYyIOro BIUIMBY Ha CTYIiHb KOT0 abCcopOILil.

Po3moopmin.

[TperabaniH mpoHUKAE KPi3b reMaToeHuedaniuauit 6ap’ep y Muiiel, mypis i MaBm. Bymo
BCTAHOBJIEHO, 1110 TperabatiH IPOHUKaEe KPi3b MIalleHTy y UIyPiB i IPOHUKAE Y MOJIOKO HIypPiB y
nepion nakranii. Y mopuHY 06’€M PO3NOAiTy nperabaniHy micis nepopaabHOro 3aCTOCYBaHHSA
cTaHoBUTH npubnu3Ho 0,56 ni/kr. [Iperabamnin He 3B's13yeThCs 3 GinKaMu 1JIa3Mu KPOBI.

MeTabomi3M.

Y mopunuu nperabaiid 3a3Ha€e He3HAYHOT0 MeTabomi3my. [Ticiis BBeOeHHS N03U Mid4eHOTo
panioakTUBHOI MiTKOIO ITperabaniny 6113bpko 98 % pamioakKTUBHOI PEYOBUHY BUBOAUIIOCS 3 CEYEIO Y
BUTJISIAI He3MiHeHoro mperabaniny. YacTtka N-MeTHUI,0BaHOl MOXigHOI TperabatiHy - 0CHOBHOTO
MeTaboIiTy Ipemnapary, 110 Bu3HavaBcs B cedi, - cranosuia 0,9 % Bim BBegeHoi mo3u. ITim yac
MOKTiHIYHUX HOCTiakKeHb He BinOyBasocs paleMisatlii S-eHaHTioMepa mperabaniny B R-eHaHTioMeD.

BuBenenns.

[TperabasiH BUBOOUTHCS 3 CUCTEMHOT0 KPOBOTOKY B HE3MiHEHOMY BUTJIS, TePeBakKHO HUPKAMHU.
CepeqiHiil mepion HamiBBUBEOEeHHS NperabaniHy cTaHOBUTH 6,3 roguHu. [171a3MoBUit Ta HUPKOBUIA
KJlipeHC nperabaiiHy IpsiMo IPOTOPIIifiHi 10 KIipeHCy KpeaTuHiHy (OUB. PO3Min
«®apMakKkoKiHeTHKa». HUpKOBa HEIOCTATHICTD).

[MTauieHTaM 3 mopyiieHHAM GYHKIIII HUPOK abo mallieHTaM Ha reMofiaidi HeobxigHa KOpeKIis qo3u
npemnaparty (ouB. po3gin «Cmocib 3acTocyBaHHS Ta BO3U», Tabnuns 1).

JIiHiVHICTL/HEemiHINHICTD.

dapmakokiHeTuKa nperabainy € aiHiNHOIO [ BChOTO PEKOMEHIOBAHOTO [ialla30Hy H03.
BapiaGenbHicTh papMaKoKiHeTUKY Iperadarsiny cepeq nalieHTiB € Hu3bKoio (< 20 %).
dapmakokiHeTHKa IIpy OaraTOKpaTHOMY 3aCTOCYBaHHi € mepef0ayyBaHOIO Ha IigCTaBi JaHUX,
OTPUMaHUX ITPYU 3aCTOCYBaHHI OMHOKPATHOI f031u. TAaKUM YMHOM, HEMAE MOTPEOH y IIJIaHOBOMY
KOHTPOJIi KOHIIEHTpalliil mperabainy y miaa3mi Kposi.

CraTtse.

PesynrTaTy KITiHIYHUX OOCIIIXKEHD CBIAYaTh IIPO BiCYTHICTH KIIIHIYHO 3HAYYIIOr0O BIJIUBY CTATl Ha
KOHIIeHTpallil nperabainy y maa3Mi Kposi.

HupkoBa HEIOCTaTHICTE.

Knipenc nperabaniny npsmo IponopLiiHui J0 KITipeHCy KpeaTuHiny. Kpim 11poro, nperabanin
e(eKTUBHO BUOASETHCS 3 IIJIa3MU 3a [I0IIOMOT0I0 reMofiiani3y (micns 4 romuH reMofianisy



KOHIIEHTpallig mperadariHy y mi1a3Mi KpoBi 3MeHITyeThCs mpubau3Ho Ha 50 %). OcKinbku mpenapart
BHBOIMUTHCSI B OCHOBHOMY HUPKAMH, MAIliEHTaM 3 HUPKOBOIO HEIOCTATHICTIO HEOOXiIHO 3MEHIIyBaTH
mo3y Mpenapary, a Micis reMofiaii3y - 3aCTOCOBYBaTH JOIATKOBY 03y (muB. po3min «Cmocid
3aCTOCYBaHHS Ta [I03U», Tabmuus 1).

[TeuyinkoBa HEOOCTATHICTh.

CnenianpauX (hapMaKOKiHETUYHUX AOCTIAKEHb Y NallieHTIB i3 MeYiHKOBOI HEJOCTATHICTIO HE
nposoaunu. Ockinbku nperabaid He 3a3Ha€ 3HAYHOTO MeTab0/1i3My Ta BUBOTUTHCS 3 CEUEI0
nepeBakHO y HE3MiHEeHOMY BUTJISITI, TO MaJIOWMOBIpHO, 11100 IOpyIIeHHs QYHKIII MeYiHKu MaJio
3HAUyIINH BIJIMB Ha KOHIIEHTpallifo perabainy y maa3mi KpoBi.

iTH.

®apmakokiHeTHKY mperabaniHy BUBYaIM 3 Y4acTIO fiTed 3 eminernciero. Ilicis mepopaabHOTO
3aCTOCyBaHHS IIperabaiHy AiTAM HaTIIe Yac JOCATHEeHHS MaKCHMalbHOI KOHIIEHTpallii y mia3mi
KPOBi CTaHOBUB Bif 0,5 TOOQUHU [0 2 TOOUH MiCJd IPUUOMY.

3HauenHs C,,, i IO i KPUBOIO 3a/I€3KHOCTI KOHIeHTpalii Bif 9acy (AUC) mperabaniny 3pocTanu
ninitHo 3i 30inbmenHaM fo3u. Y mitent 3 macoro Tina go 30 Kr 3HaueHHs AUC Oynu HUKYUMU Ha

30 %, 110 3ymoBIeHO 36inbIneHHIM Ha 43 % KITipeHCY, CKOPUT'OBAHOTO 3a Maco Tina, y IuX
MTAIliEHTIB MOPIBHSIHO 3 MalliEHTaMu 3 Macoio Tina = 30 kT.

Kinnesuit nepioq HamiBBuBeIeHHs peradasiHy CTaHOBUB y cepeqHboMy O6/TM3bK0 3-4 FOfUH y [iTel
BiKOM 10 6 pOKiB Ta 4-6 TOOWH y OiTed BiKOM Bif 7 POKiB.

BcTaHOBIIEHO, 110 KJTipEHC KpeaTHHiHY 6yB 3HAUYYII0I0 KOBApiaTOO IJIst KIIiPpEeHCY IepopPaIbHOTO
nperabariHy, a Maca Tija OyJia 3Ha4yII[0i0 KOBapiaToio AJis ysIBHOTO 06’'€eMy PO3IOAiNy IIepOopaIbHOTO0
nperabariny, i ne# 3B’230K OyB aHaJIOTiYHUM Y [iTel i JOpOCIuX MalieHTiB.

dapmakoKiHeTHKY mperabaiHy y maiieHTiB BikoM MeHIIe 3 MicsAIiB He BUBYaIM (OuUB. po3min «IiTu»,
«ITo6iuHi peakirii» Ta «®apMakomUHAMIKa»).

[TalieHTH JIITHLOIO BiKY.

Knipenc nperabaniny Mae TeHOEHIIiI0 10 3MeHIIIeHHs 3 BikoM. Take 3MeHIIIeHHS KITipeHCy
nperabaiHy Ipu H0ro 3aCTOCYBaHHi TepopajbHO Y3TOOKYETHCS 31 3MEHIIEHHSIM KIIipeHCy
KpeaTHuHiHy, I0B’'13aHUM 3i 30inbineHHSIM Biky. [lamieHTaM 3 mopyIeHHIM QyHKIIiI HUPOK,
IIOB’sI3aHUM i3 BiKOM, MOKe IOTpebyBaTHUCS 3MEHIIeHHs 103U mperabaniny (gus. po3min «Cmocio
3aCTOCYBaHHS Ta [03W», Tabmuis 1).

l'ogyBaHHS TPYOOIO.

TomyBaHHS I'PYyAAI0 He BIIMBAIO abo Majio He3HaYHUI BIUIMB Ha (papMaKoKiHeTHKY mperabatiny npu
1oro 3actocyBaHHi y mo3i 150 mr koxkHi 12 rogus (go6osa mo3a 300 mr). [IperabariH MPOHUKAE Y
IrpyOHEe MOJIOKO, IIPU LIbOMY MOT0 CepelHi KOHIIeHTpallil y piBHOBaxKHOMY CTaHi CTAHOBUIU OIM3BKO
76 % Bif KOHIIEHTpALill ¥ 1a3Mi KpoBi MaTepi. Po3paxoBaHa [03a, SKy OTPUMY€ HEMOBJIA 3 TPYAHUM
MOJIOKOM (IIpY CEPeHbOMY CIIOKMBaHHI Monoka 150 mn/kr/mo0y) Bif KiHKY, sKa IpuiiMae
nperabanis y fo3i 300 mMr/no0y abo y MakcuManbHil 1o3i 600 mMr/goby, cranosuts 0,31 abo

0,62 mr/kr/moby BipmosigHO. Lli po3paxoBaHi 03U CTaHOBNIATH MpuOMU3HO 7 % Bif 3aranbHOI 4OOOBOI
[034 y MaTepi y epepaxyBaHHI Ha MI/KT.



KrinigHi XxapaKTepHCTHKH.
Iloka3aHnHs.
HeliponamuyuHutl 6iab.

[TpemapaT 30HIK MOKa3aHU 71 TIKyBaHHS HEHPOIMAaTUYHOTO 600 mepudepudaHoro abo
[[EHTPAaJIbHOT O MTOXOIXKEHHS Y OPOCIIMX.

Eninencis.

[pemapat 30HiK MOKa3aHUH JOPOCIUM SIK JOOATKOBE JTiKyBaHHS MIPH MapLiaTbHUX CYTOMHHUX
Hallafiax i3 BTOPMHHOIO reHepaisanieio abo 6e3 Hel.

I'eHepasnizosaHulli mpuBoxcHuUl po3aao.
[TpenapaT 30HIK TOKa3aHU I JTiKyBaHHS reHepasi30BaHOTO TPUBOKHOTO PO3JIafy V HOPOCIIHX.

dibpomianais.

IIpomunoka3aHHs.

linepuyTnuBiCTE O Aif040i pevyoBUHU ab0 [0 Oyab-sIKOi 3 HOTOMIXKHUX PEYOBHH, 3a3HAYEHUX Y
po3mini «Crmam».

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Ockinbku nperabariiH eKCKPeTyeThCS IlepeBaxkHO B He3MiHEHOMY BUTJISAL 3 ceyelo, 3a3Hae
HEe3HAYHOTo MeTaboi3My B opraHi3Mi mogunu (< 2 % mo3u BUOINSETHCS i3 ceuero Y BUTTISATI
MeTabo7iTiB), He iHTi6ye MeTaboIi3M iHIMX MpernapariB in Vitro i He 3B’3yeThcs 3 OiNKaMu MIa3Mu
KPOBi, TO MaJIOMMOBIpHO, 110 ITperadajiid MoXxe CIPUYUHATH (hapMaKOKiHETUUHY B3aeMOi0 abo OyTu
00’€KTOM Takol B3a€EMOLIl.

LlocaidxceHHA in vivo ma nonyaAauiuHul (papMAakoKiHemuyHul aHanis.

Y mocnimKeHHSX in Vivo He CIIOCTepiranu 3HaYyu[ol KIiHigyHOl (papMaKOKiHETUYHOI B3a€MOZI1 MixX
nperabariHoM i peHiToOiHOM, KapOaMa3emiHOM, BaJbIPOEBOIO KHCIIOTOIO, JIAMOTPUIXKHUHOM,
rabarneHTHHOM, JI0pa3enaMoM, OKCUKOIOHOM a0o eTaHonoM. [Tonynsaniiinui ¢hapMaKoOKiHETUUHUN
aHaJli3 1mokasas, 10 IepopaibHi npoTufiabeTH4Hi 3acobu, OiypeTukH, iHCymiH, peHobapbitan,
tiarabiH Ta TomipamMaT He MalOTh K/IiHIYHO 3HQYYIIOT0 BIUIMBY Ha KJIipeHC Iperadariny.

ITepopasavHi KOHMpauenmueu, HopemucmepoH ma (abo) emuHisecmpadioa.

OpHoYacHe 3aCTOCyBaHHS IperabaiHy 3 IepopalbHUMK KOHTPAIENITUBAMU, HOPETUCTEPOHOM
Ta (ab0) eTUHiNeCTPagiosioM He BIIJINBA€ Ha (papMaKOKiHETHKY PiBHOBaXKHOTO CTaHY KOTHOTO 3 LIUX
JiKapChKuX 3aco0iB.

JIikapcwbki 3acobu, uLo enausaroms Ha ITHC.




[TperabariH MoXKe MTOCUJIUTH [il0 eTaHOIY Ta Jopa3enamy. [10BiqoOMIsAIM IPO BUHUKHEHHS TUXaJIbHOL
HEJOCTATHOCTI Ta KOMH i JIeTallbHOT'0 HACJIIKY y MAIli€HTiB, IKi mpuiiManu mperabaiid pa3om 3
omioimaMu Ta/abo iHIMMMU JTiKapChKUMU 3acob0aMu, 110 mpurHivyooTh Gyukiio ITHC. [Iperabanis,
iMOBIpHO, IIOCHUJIIOE MOPYIIEHHS KOTHITUBHUX Ta OCHOBHUX PYXOBUX (PYHKIIiN, CHPUYUHEHUX
3aCTOCYBaHHSIM OKCUKOZOHY.

B3aemo0ii y nauieHmis AimHb020 BIKY.

CrnermianbHUX OCTigXKeHb (hapMaKOAUHAMIUHOI B3aEMOil 3 y4acTIO TOOPOBOBLIIB JTITHHOTO BiKy HE
IpoBOOYIIH. [JOCTiIKeHHs B3aeMOil TiKapChKUX 3aC06iB MTPOBOIUIIY JIUIIE Y HOPOCIIUX Talli€HTiB.

Oco06.1ueocmi 3acmocyeaHHsi.

IMauienmu 3 uykposum diabemom.

BigmoBigHO 0o YMHHOI K/TiHIYHOI MPAKTUKH, NEeSKi MallieHTH 3 IyKPOBUM AiabeToM, Maca Tijla IKUX
30inpmunacs mif 4ac Tepamnil mperabamiHoM, MOXKyTh TOTpeOyBaTy KOpeKIlil 1o3u
ITYKPO3HUXKYBaJIbHUX JTiKapChKUX 3aC00iB.

Peakuii cinepuymausocmi.

[ToBimOMIISINIM TIPO PO3BUTOK peakilili TimepyyTIUBOCTi, BKII0YaloUl aHTiOHeBPOTUUHUM HAOpPsK. [Ipu
BUHUKHEHHI TaKUX CUMIITOMIB @aHTIOHEBPOTUYHOT'0 HAOPSIKY 9K HaOpSK 00nuy4s, mepiopaabHu
HaOpsK a60 HaOPSK BEePXHiX AUXaNbHUX IIIAXIB 3aCTOCYBaHHS Iperabasiny Ciif HeraiHo
IPUNUHUTH.

Tsacki wkipHi nodiyHi peakuii

Y 3B’sA3KY 3 JIiKyBaHHSIM IIperadajxiHOM pigKo MOBiTOMJISIM PO TsKKi MIKipHi mo0ivyni
peaxiii, BKiaro4yaouu cuaapoMm Crisenca-Ixoncona (CCII) Ta TOKCHKO-emigepMaIbHHH
Hekpoai3 (TEH), sKi MOXyTh OyTH HeOe3MeYHHMH [IJIsl XKHUTTS a00 MaTH JIeTa/IbHHH
Hacaigok. Ilix yac mpu3HayeHHsI TiKapChbKOro 3aco0y 30HiK mami€eHTaM CJIii MOBiTOMHUTH
PO O3HAKH Ta CHMIITOMH Ta YBa>KHO CTE€KHMTH 3a HMIKipHUMH peaknissMu. Akimio
3’SIBJIAIOTHCSI O3HAKH Ta CHMIITOMH, III0 BKa3yIOTh Ha IIi peakiii, ;i HeranHo BigMiHUTH
3aCTOCYBaHHSA nperadajiHy Ta po3r/siHYyTH a/IbTePHAaTHBHE JTiKyBaHHs (y pa3i
HeoOxigHoCTi).

3anamMopoyeHHA, COHAUBICMb, BMpama ceidomMocmi, cnaymaHicms ceidomMocmi ma nopyuwleHHs
NCuxiku.

3acTocyBaHHS IperadasiHy CyIpOBOAXKYBaJIOCS MOSBOI0 3allaMOPOUYEHHS Ta COHIMBOCTI, 1[0 MOXKe
30iMTBIUTH PU3UK BUHUKHEHHS TPAaBMAaTUYHUX BUIMAKIB (IAgiHHS) Y Hali€HTiB TiTHHOTO BiKy. Takoxk
IIOBIAOMJISAJIA IIPO BUIIAJKY BTPATU CBILOMOCTI, CIIJIyTAHOCTI CBIOMOCTI Ta MOPYIIEeHHS IICUXIKU. Y
3B’I3Ky 3 IIUM TallieHTaM CJIii peKoMeHayBaTu 0yTu 06epeKHUMHU, TIOKH iM He CTaHyTh BimoMi
MOXKJHUBI e(peKTH IIHOT0 JTiIKapChKOTO 3aco0y.

Possaadu 3o0py.

[Tig 9ac KOHTPOJIbOBAHUX [OCIIiAXKEHb HEUITKICTh 30PY YacCTillle CIIOCTepirajaacs y Nali€eHTiB, IKi



npuiiManu nperadajid, HiXK y MallieHTiB, 9Ki oTpuMyBasu mnanebo. Y 0i1bII0CTi BUNATKIB Iie SBUILE
3HUKAJIO IPU IPOAOBXKEHHI Tepatil. Y Xofi KJTiHIYHUX JOCHiXKeHb, B SKUX ITPOBOANIIN
odTampMosorivHe 06CTeXKeHHS, YaCTOTa BUMAAKIB MMOTiPIIeHHS TOCTPOTH 30PY Ta 3MiHH II0JIS 30py
Oyra BHIIOIO y TAIliEHTIB, SKi 3aCTOCOBYBasHY nperabasil, MOPiBHSIHO 3 MallieHTaMH 3 TPYIH Iaiebo;
YacTOTa BUHMKHEHHS 3MiH Ha OYHOMY [Hi Oysa BUI0I0 y MAIli€HTiB i3 rpynu muane6o (IuB. po3min
«®apMaKoguHaMiKa»).

Takox moBimoMysiu Ipo mobivHi peakilii 3 60Ky opraHiB 30py, BK/II0Ual04Yu BTPATy 30py, HEUITKICTh
3opy abo iHIIi 3MiHM TOCTPOTH 30pYy, Oarato 3 AKux OyIu TUMYacCOBUMHU. [lic/ig IpUNIUHEHHS
3aCTOCYBaHHS mperabaiHy 1i CUMITOMHU 3 O0KY OpraHiB 30py MOXKYTh 3HUKHYTH a0 3MEHIIUTHCS.

Hupkosa HedocmamHicmb.

[ToBimOMIISANIM TIPO BUNIAAKU PO3BUTKY HUPKOBOI HEIOCTATHOCTI, siKa iHOAi Oyia 060POTHOIO Mics
IPUIIMHEHHS 3aCTOCYyBaHHS IIperadariHy.

BiomiHa cynymHix npomuenizienmuyHux npenapamis.

Hapasi HegocTaTHRO JaHUX 100 TOr'0, YA MOXKHA BIAMIHATY CYIIYTHI IPOTUEIIENITUYH] IIperapaTy
micys TOro, SIK ¥ pe3y/ibTaTi AogaBaHHs nperadasiny [0 Teparii 0yge JOCATHYTO KOHTPOJIIO 3a
cymoMaMu, 1100 ITepeiTy Ha MOHOTepaIiio mperabamiHoM.

3acmiliHa cepuesa HedocmamHicme.

[ToBimOMIISINIK TIPO 3aCTiMHY CeplLieBY HEIOCTATHICTh y AeIKUX MallieHTiB, SKi mpuiiManu rnperabaif.
Taka peaxiig cnocTepiranacs 30e0inbIIoro mif yac aikyBaHHS nperabaaiHoM HEHPOIaTHYHOTO O0JII0
y HaLieHTIB JIITHHOTO BiKY 3 yKe iCHYIOUHUMU CepPLEBO-CYIUHHUMU MOPYILIEHHAMU. TaKuM MalieHTaM
nperabartiH ciTifg 3acTOCOBYBaTH 3 00epexHicTio. [Tpy mpunuHeHHi 3aCTOCyBaHHS mperabainy 1e
SIBUIIE MOXKe 3HUKHYTH.

JIikysaHHA HeliponamuyHo20 60110 UeHMpPAd/abH020 NOX0O0HCEHH A 8HACAIOOK YPAHCEHHSA CNUHHO20
MO3KY.

[Tig yac nmiKyBaHHS HEHPOMATUYHOTO OOJIIO IIEHTPAIBHOTO MTOXOMXKEHHS, CIPUYNHEHOT0 YPaXKeHHIM
CIIMHHOT'0 MO3KY, 30ibIlyBasiacsd 4acToTa MoOiuHuX peaklliil y UiloMy, a TaKOxK MoOIiYHUX peakllii 3
00Ky IIeHTpaJIbHOI HEPBOBOI CUCTEMH Ta 0COOIMBO COHJIUBOCTI. Lle MoxkKe OyTu 1OB’SI3aHO 3
aJUTHBHOIO [i€I0 CYMyTHIX TiKapChKUX 3ac00iB (HaNpuKiag aHTUCIACTUYHUX IIperaparis),
HeoOXiIHUX [ TiKyBaHHS I[bOTO CcTaHy. Lo o6cTaBuny ciig OpaTtu g0 yBaru, Npr3Hadandu
nperabastiH Ipy TaKOMY CTaHi.

IIpueHiyueHHA OUXdHHA

[ToBigoMnsAny Ipo TAKKe IPUTHIYEeHHS NUXaHHS Y 3B'S13KY 3 3aCTOCyBaHHAM Iperabarniny. [lanienTn
3 IOPYIIeHHSIM (QYHKIIl IUXaHHS, PECIiPaTOPHUME 3aXBOPIOBAHHSIME a00 HEBPOJIOTiYHUMHU
3aXBOPIOBAHHSIMH, HUPKOBOIO HEJOCTATHICTIO, OMHOYACHUM BXKHMBAHHSIM 3ac00iB, 1110 TPUTHIUYIOTh
[IHC, Ta maIfieHTy JiTHLOTO BiKYy MOXKYTb MaTH OiNbIINHI PU3UK BUHUKHEHHS ITi€l TSAXKKOI mo6iyHOol
peaxtii. [I71s TaKKUX TMaIli€HTiB MOXKe 3HagOOUTHCS KOPUTYBaHHS 03U (AUB. po3ain «Crocid
3aCTOCYBaHHS Ta JO3W»).

CyiuudaabHull pusuK

[ToBimOoMIISiNM PO BUNAAKHU CYILIHAAATbHUX JyMOK/IIOBEOiHKY/OIN y aLli€HTiB, IKi OTPUMYBaJIl
Tepariio IPOTHeNiIenTUYHUMY IpefiapaTamMu (y T. 4. nperabaniHoM) 3a gesIKUMHU [TOKa3aHHSIMU (OUB.



po3min «ITo6iuHi peakii»). 3a pe3yibTaTaMu MeTaaHasli3ly JaHNX, OTPUMaHUX V X04i paHOOMi30BaHUX
n1a11e60-KOHTPOILOBAHUX JOCITiAKEHb MPOTUEMINIENTUYHUX ITpenapaTiB, TaK0XK CIOCTepiranocs
HeBeJIUKe MiABUIIEHHS CylIUOanbHOr0 PU3UKy. MexaHi3M BUHUKHEHHS ILOTO PU3UKY HeBimoMuu. ¥
IIOCTMapKEeTUHTOBOMY Iepiofii y MallieHTiB, sKi oTpuMyBasu mperabaiH, crocTepiranucs BUIagKu
cyluMpganbHUX TYMOK/TIOBEHiHKY (OuB. po3min «I1o6iuHi peakiii»). EmigeMionoriuytne mocmifkeHHS 3
BUKOPUCTAHHSM [U3alHy CaMOKOHTPOJILOBAHOTO AOCiIXKeHHS (MOPiBHAHHSA IIE€PiOAiB JIiKyBaHHS 3
nepiomgamu 6e3 JiKyBaHHS B OKPeMOl JIIOANHY) IPOAEMOHCTPYBAO MigBUINEHNY PU3UK HOBUX IIPOSIBIB
cyilumanbHOI TOBEiHKY Ta CMEPTi BHACTiJOK caMOTy6CTBa y MallieHTiB npu mpuiioMi mperabainy.

Y 3B’s13Ky 3 MM HE0OXigHO PeTEeIbHO CIIOCTePiraTy 3a Mal[ieHTaMu [Jisd BUSBIEHHS 03HAK
CyluMganbHUX OyMOK/TIOBEOIHKY/MAiN Ta PO3TISHYTH OOUINbHICTh IPU3HaYEHHS BiIOBIIHOTO
nMiKyBaHHS. Y pasi [0sSBY TaKUX 03HAK IalieHTH (Ta 0cobu, sKi HOTrnsigaiTh 3a HUMHU) ITOBUHHI
3BEPHYTUCH 3a MEAUYHOI0 AOTIOMOT00. CJIiff pO3TISHYTUA MOXKJIUBICT IPUIIMHEHHS JIIKYBaHHS
nperabaiHoM y pasi cyiliufanbHUX OYMOK/TIOBEIiHKH.

IoezipweHHA GYHKUIT HUNXCHIX 8i00iai8 WAYHK0B0-KUWKOB020 MPAKMY.

[Ticra Buxomy mpenapaTy Ha PUHOK ITOBIOMIISINIM IIPO SIBUINA, ITOB’g3aHi 3 MOTipIIeHHIM (PYHKIIil
HUXKHIX BiJiJiB LITYHKOBO-KUIIIKOBOT'0 TPAKTY (TakKi SK HEMPOXiAHICTh KUIIEYHHUKY, TapaliTuYHa
HEeTIPOXiAHICTh KUIIeYHHUKY, 3a10p), IpX 3aCTOCyBaHHi mperadasiny pa3oM 3 JIiKapCbKUMHU 3aco0aMu,
III0 MOXKYTh CIPUYMHUTH 3aIl0pP, HAIIPUKIIAL OMOIgHUMY aHaNnbreTukamu. [Ipy ogHOYaCHOMY
3aCTOCyBaHHI mperabaiHy Ta OmioifiB CIif BXKUTH 3aX0fiB 4151 mpodinakTUKK 3anopiB (0co6IuBO y
JKIHOK Ta IAI[iEHTIB TITHLOTO BiKY).

O0HoyacHe 3acmocy8aHHA 3 onioidamu

PekoMeHyeThCs 3 00€PeKHICTIO TPU3HaYaTH mperadaiiiH OmHOYACHO 3 OIioifaMu Yepe3 PU3uK
npurHivenHs [THC (muB. po3nin «B3aeMopist 3 iHIMMMY TiKapChKUMU 3aco0aMu Ta iHII BUOH
B3AEMO[il»). Y peTpOCIeKTUBHOMY HOCIioKeHHi 6yJI0 IPOoeMOHCTPOBAHO, 1110 NAaILliEHTH, SKi
npuiiManu nperabaiid oMHOYACHO 3 OmioimaMu, Majy MigBUIIEHUY PU3UK JIeTaIbHOCTI, ITOB’I3aHO0i 3
OlIioiaMu, MOPiBHSHO i3 3aCTOCYBaHHSM OIiOIfiB OKpeMO (CKOPUTOBaHe CIIiBBiIHOIIEHHS IIAaHCiB
[aOR], 1,68 [95 % [OI, 1,19-2,36]). Lieit migpumienust pu3uk 0yno 3adpikcoBaHO MPU MPUNOMI HU3BKUX
mo3 mperabainy (< 300 mr, aOR 1,52 [95 % [, 1,04-2,22]), i criocTepiranacs TeHOeHIis g0 Oibi
BHCOKOT'0 PU3UKY IIpU MPUoMi BUCOKUX [03 mperabaniny (> 300 mr, aOR 2,51 [95 % [I 1,24-5,06]).

Henpaewlee 3dCMOCYBAHHA, 3/10BHCUBAHHA abo 3anedxcHicmo.

[Tperabanin Moxe BUKJIMKATH JIIKaPChKY 3aJIeXKHICTh, sIKa MOKe BUHUKATH IIPU 3aCTOCYBaHHI
TepalleBTUYHUX 003. [I0BiOMIISAIY PO BUNAOKY 3JI0BXKUBaHHS Ta HEIPABUJIBHOT'O 3aCTOCYBAHHS.
[TarieHTH 31 3710BXKMBaHHSAM Pi3HMMU PeYOBMHAMU B aHAMHE31 MOXYTh MaTH BULIUAN PU3UK
HEeTIPaBUJILHOTO 3aCTOCYBaHHS, 37I0BXKUBAHHS Ta 3aJIe2KHOCTI IIPH 3aCTOCYBaHHi Iperabainy, ToMy
ey JikapChbKuM 3acib y HUX CIIiff 3aCTOCOBYBaTH 3 00epexkHicT0. [lepen npu3HaueHHAM Iperadaniny
CJIil peTeIbHO OI[iHUTH PU3UK HENPaBUJIbHOTO 3aCTOCYBaHHS, 371I0BXKMBaHHSA a00 3a/Ie?KHOCTI.

[TauieHTH, sIKi OTPUMYIOTE JIiKyBaHHS NperabaniHoM, TOBUHHI TepeOyBaTH IIif HaTIsgoM s
BUSIBIIEHHSI CUMIITOMIB HETIPABUIIBHOTO 3aCTOCYBAHHS, 3JI0BXKMBAHHS ab0 3a/Ie?KHOCTI, TAaKUX STK
PO3BUTOK TONEPAHTHOCTI, MiBUIIIEHHS OO3U Ta IOsIBa ITOBEiHKH, CIIPSIMOBAHOI Ha OTPUMaHHS
JiKapChKOTro 3aco06y.

CumMnmomu 8iOMiHU.

[Ticns npunuHEHHS KOPOTKOCTPOKOBOI ab0 TpMBasiol Teparil mperadaaiHoM CcrocTepiramucs
CUMIITOMY BigMiHM npemnapaty. [ToBimoMsny npo Taki cuMIToMu: 6€3COHHS, TONOBHUM 6inb, HYOTa,



TPUBOXKHICTh, miapesi, TPUIIONONiOHUM CHHIPOM, HEPBO3HICTh, JENPECIis, CYyilluganbHi IyMKu, Oinb,
Cy[OMH, TiMeprigpo3s i 3amaMopoYeHHsI. BUHUKHEHHSI CHMIITOMIB BifMiHU ITiCJIg IPUIAHEHHS
npuiiomMy mperabaiHy Moxke CBiTUUTHU NPO JTiKapChKy 3aleXKHIiCTh (AuB. po3min «I1o6iuHi peakirii»).
Lro indopmalrito ciif MOBiqOMUTH TMalliEHTY Mepe[l MoYaTKOM Teparrii. k1o nperabasid HeoOximHO
BiIMiHUTH, PEKOMEHOYETHCS POOUTH 1€ TIOCTYIIOBO IIPOTSATOM IIOHaWMeHIe 1 THKHS He3alexKHO Bif
noKa3aHb ([IuB. po3ain «Crocib 3acToCcyBaHHS Ta HO3U»).

CymoMmu, 30KpeMa emienTUYHUM CTaTyC Ta BEJIUKi CyIOMHI Halmagy, MOXYTb BUHUKATH IIif] 4ac
Teparii mperabanirom abo HEBIOB3i MiC/Is HOTO BigMiHU.

Hani mopmo BigMiHu nperabariHy Imicis TpHBaJIoro 3aCTOCYBaHHS BKa3ylOTh Ha Te, III0 YacToTa
BUHVKHEHHS Ta CTYIIIHb TSIXKKOCTI CUMIITOMIB BiMIHM MOXKYTh 3ajieXkaTHu Bifj LO3H.

EHuegasonamis.

[ToBimoMusinu mpo BUNIAAKY eHIledanomnaril, 10 BUHUKAIM IIepeBaXkKHO y Malli€HTIB i3 CYyyTHIMA
3aXBOPIOBAHHSMH, 110 MOXKYTh CIIPOBOKYBaTHU eHIledasonaTilo.

KIiHKY PenponyKTUBHOIO BiKY/KOHTpAIIENIIis.

3acTocyBaHHs mperadasiny MPOTSATOM IIEePIIOT0 TPUMECTPY BariTHOCTI MOXKe BUKJIUKATH CEPHO3Hi
BpofKeHi Bagu po3BUTKY (BBP) y MaitbyTHbOI quTuHu. [Ipemnapat 30HiK He CITif 3aCTOCOBYBATH Y
Iepiof BariTHOCTI OKPiM BUIIaAKiB, KOJIX KOPUCTH [JIg MaTepi IBHO NIEPEBUIIY€E MOXKINBUAN PUIUK OJIS
nnopfa. 2KiHKY penpooyKTHUBHOIO BiKy IIPOTATOM JIiKyBaHHS NperabaiHoM MOBUHHI BUKOPHUCTOBYBATH
epekTUBHI 3aco0u KOHTpaIemnii (DuB. po3min «3acToCyBaHHS y Iepiof BariTHOCTI abo TogyBaHHS
TPYAOI0»).

[ToIOMiKHi peYOBUHU

Hanuii mikapchbKui 3acid MicTUTh MeHIe 1 MMOJIb HATPil0 Ha [03y IpemnapaTy, TOOTO MPaKTUYHO
BIJILHUM Bifj HATPilO.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.

KIiHKY PenpoOnyKTUBHOIO BiKY/KOHTpAIIENIIis.

2KiHKY penpoayKTUBHOTO BiKy ITOBUHHI BUKOPUCTOBYBaTU e(eKTHUBHI 3aC00M KOHTPAIEIIIii.
BariTHiCTE.

Y xomi mocmimkeHb Ha TBapuHaX OyJ10 MPOIEMOHCTPOBAHO PEIPOAYKTUBHY TOKCHYHICTh. [I0Ka3aHo,
1m0 nperabasiH MpOHUKaE yepe3 IIaleHTy y urypiB. [IperabasiH Moxke TPOHUKATH Yepes IMIIalleHTy
JIIOVHH.

CepH03Hi BpomKeHi Bagyu POo3BUTKY (BBP)

IaHi ckaHOUHABCHKOI'0 006CepBallifHOI0 OOCIimKeHHs 3a y4acTi 6inbin Hik 2700 BariTHUX XKiHOK, SIKi
3aCTOCOBYBaJIM IIperadarliH y mepiioMy TpUMeCTpi, TPOOeMOHCTPYBaIU OiNbIy MOMKUPEHICTh
cepito3uux BBP cepeq miTet (;KuBux abo MepTBOHAPOMKEHUX), SIKi 3a3HaIM BHYTPIIIHEOYTPOOHOTO
BIIJIUBY TIperadajliHy MOPiBHSHO 3 MOMYJISINEI0 AiTeH, AKi TaKoro BIIUBY He Manu (5,9% npotu 4,1%).

Pusuk po3BuTKy cepiio3nux BBP cepeq miTel, ki 3a3Hanu BHYTPIIIHHOYTPOOHOTO BIIJIUBY



nperabariHy y MepIioMy TPUMECTPi BariTHOCTI OyB Aelo BUIIUM MTOPIiBHSHO 3 MOMYIAINEI0 OiTeH, sSKi
TaKOTO BIIJIUBY HE Majiu (KOpUTOBaHUM Koe(illieHT momupeHocTi Ta 95% nosipuuii inTepsan: 1,14
(0,96-1,35)), Ta mOpiBHSHO 3 MOMYJIAIIEI0, SKa 3a3Haa BIIKUB TamMoTpumxkuny (1,29 (1,01-1,65)) abo
nynokcetuny (1,39 (1,07-1,82)).

Ananis crnerudiku BBP npomeMoHCTPYyBaB OinbIll BUCOKKM PU3UK ION0 opodaciiiaTbHUX HEe3POIeHb
Ta gedeKTiB oueli, HEPBOBOI UM CEYO-CTATEBOI CUCTEMH, ajie IOKa3HUKM Oy HEBEIMKKUMHU, a OLiHKU
HEeTOYHUMH.

[TpemapaT 30HIK He CIliJ 3aCTOCOBYBATH Y Iepiof BariTHOCTI 6e3 HaranbHOI MOTpebu (KOIu KOPUCTD
[JIs1 MaTepi SBHO IIePEeBUILyE MOXKJIUBUY PU3UK [T IIJI0fA).

TongyBaHHS TPYOOIo.

[TperabariiH MpOHUKAE y TPyIHE MOJIOKO TIOOUHU BrinuB nperabaniHy Ha HOBOHAPOMXKEHUX/HEMOBJIAT
HeBimomui. HeoOxiqHO MPUMHATY PillleHHS NP0 IPUIKUHEHHS TPYyIHOT0 BUTOIOBYBaHHS YU BigMiHY
Teparil nperabasninoM, 6epy4u [0 yBaru KOPUCTb FOAyBaHHS I'PYALI0 OIS QUTHHU Ta KOPUCTD
JIIKYBaHHS 719 XiHKHU.

QOepTUNLHICTS.

Kniniyni mani mopo BruBy nperabasiny Ha GepTUNIbHICTh XKiHOK BiCyTHi.

[Tig yac KMiHIYHOTO JOCTigXKEeHHS BIIUBY IperabaiHy Ha PyXJIUBIiCTh CIIepMaTO30iiB 300POBi
noOpOBOJIbLIL YOIOBiUOI CTaTi 3acToCcoByBasnu mperabanin y mo3i 600 mMr/go0y. [Ticisa 3acTocyBaHHS
IIpernapaTry IpoTIroM 3 MiCSIliB )KOIHOT0 BIJINBY Ha PYyX/IMBICTh CIIePMaTO30i/liB HE BUSBIIEHO.

Y xomi mocmipkeHHST PepTUNILHOCTI Y caMUIlb LTyPiB CIIOCTepiraBcs HeOakaHWW BIJIUB Ha
PENpPOAYyKTUBHY PYHKIII0. Y X0[i HocmigKeHHs (GepTUILHOCTI ¥ caMIliB IIypiB CIIOCTEPiraBcs
HeOakaHW BIJIMB Ha PENPONYKTHBHY (QYHKIII0 Ta po3BUTOK. KiTiHiuHa 3HAYYINiCTh IIUX Pe3yIbTaTiB
HeBifoMa.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3amamu.

[TperabariH MoxKe He3HAYHOI0 ab0 ITOMIPHOI0 MipOI0 BIITMBATH HA 3[IaTHICTh KEPYBATH
TPAHCIIOPTHUMHM 3ac00aMu Ta MpaIfoBaTH 3 iHIMUMU MexaHi3MaMu. [TperabasiH MoxXe CIPUYUHUTH
3aI1laMOPOY€EHHS i COHIUBICTD, i TAKUM YMHOM BIIJIMBATU Ha 30aTHICTh KEPyBaTU TPAHCIIOPTHUMU
3acob6aMu Ta MPAIlOBATH 3 IHIIMMU MeXaHi3MaMu. Y 3B’I3Ky 3 LIUM TallieHTaM CJIifi peKOMeHIyBaTH
yTPUMYyBaTHUCS Bifl KepyBaHHS TPAaHCIOPTHUMU 3acobaMu, Bifi poO60OTH 3i CKIagHOI0 TEXHIKOIO Ta Bif
iHII01 MOTEH1IiINHO HeOe3MeYHOl AisIbHOCTI, TOKK He CTaHe BimoMO, UM BIIJIUBAE LeH JTiKapChKuM 3acio
Ha IXHIO 3JaTHICTh OO TAKOl OisIIbHOCTI.

Cnocid 3acmocyeaHHss ma do3u.
Cnocib 3acmocy8aHHs:.

[Ipenapat 30HiK MpUiMaTH He3alIeXkKHO Bifl MPUIOMY 1Xi.



Iauui miKapchKuit 3acid Mpu3HaAUYeHUM BUHSITKOBO [JISI IEPOPATbHOI0 3aCTOCYBAHHS.
Ho3u.

Iiama3oH [03 mpenapaTty Moxe 3MiHioBaTucCa ¥ Mexkax 150-600 Mr Ha go0y. [1o60BYy 03y
po3mnopninsat Ha 2 abo 3 mpuitoMu.

Heviponnatuunuii Gifb.

Tepamito nperabaniHoM MoxHa po3noydaTty 3 fo3u 150 mMr Ha mo0y, po3nopineHoi Ha 2 abo

3 npuiioMu. 3anexkHO Bifl iHOUBiAyalbHOI BiATIOBiAi Ta TePEeHOCUMOCTI IIpenapaTy 403y MoXKHa
36inmpimuTy go 300 Mr Ha o6y 4yepes 3-7 OHIB, a Y pa3i He0OXigHOCTI - 0 MaKcuMasbHOI 7031 600 Mr
Ha go0y mie micns 7 OHiB.

Eninencis.

Tepamito nperabaniHoM MoXkHa po3noydaTy 3 fo3u 150 Mr Ha mo0y, po3nopineHoi Ha 2 abo

3 mpuiioMu. 3anexkHo Bifl iIHOUBiAyaIbHOI BifIOBiMi Ta TEPEHOCUMOCTI IIpenapaTy MalieHToM 103y
MozkHa 36inpmuTy 1o 300 Mr Ha go0y micis mepiioro TUXKHS nikyBaHHS. [lle uepe3 oguH TUXKIEHb
o3y MOXKHa 30i/MbIIUTH 00 MakKcuMasbHOI - 600 Mr Ha mo0y.

['eHepanizoBaHUi TPUBOKHUYU PO3TaL.

Io3a, SIKy PO3MOfiNsgioTh Ha 2 abo 3 mpuiioMu, MoXKe 3MiHoBaTHCS V¥ Mexkax 150-600 mMr Ha go0y.
[epioguyuHo ciifg nepernsgaty HeoOXigHICTh MPOJOBXKEHHS Teparril.

Teparmito nperabanminoM MoxHa po3modaTu 3 fo3u 150 Mr Ha go0y. 3a/meXkHO Bif iHOUBiITyaTbHOI
BifIIOBifIi Ta MepPEeHOCUMOCTI ITpenapaTy nauieHToM 103y MoxHa 30inbmuTu 7o 300 Mr Ha goby micns
TIEePIIOT0 THKHS JiKyBaHHS. [1ics Ie 0OOHOTO TUXKHS MIPUUOMY 003y MoxXKHa 30inbpmutu o 450 Mr Ha
noOy. Ille yepe3 omuH TUKOEHD 003y MOXKHA 30iMbIINTH 00 MaKcuMasbHOI - 600 MT Ha [o0y.

®ibpomianris.

PekoMeH[I0BaHa [o03a Npemnapary AJis nikyBaHHS ¢ibpomianrii cranoBuTs Bix 300-450 Mr Ha 700y .
JIikyBaHHS CITif PO3MOYMHATH i3 3aCTOCYBaHHS 03U 75 MT ABiui Ha {06y (150 Mr Ha moby). 3anexkHo
Bif e(eKTUBHOCTI Ta IEPEHOCUMOCTI, f03y MoxkHa 30inburyBaTu fo 150 mMr gBiui Ha o0y (300 Mr Ha
no0y) MPOTATOM OFHOTO THXKHSA. [I715 MAIliEHTIiB, M1 SKUX 3acTocyBaHHS no3u 300 Mr Ha mo0y €
HEIOCTAaTHhO e(PEKTUBHUM, MOXKHA 30ibIIUTH NO3Y [0 225 MT ABivi Ha mo0y (450 Mr Ha moOy). Xodya
icHye mocmimkeHHs 3acTocyBaHHS no3u 600 Mr Ha go0y, HOKa3iB TOTO, IO 3aCTOCYBAHHS 1Ii€i 03U
Oyme MaTu JOIATKOBY IepeBary, HeMae€; TaKoX TakKa [03a Maja TipIly nepeHoCuMicTh. bepyuu mo
yBaru mno303ajexHi nobiyHi peakiiii, 3acTocyBaHHS o3 Buille 450 Mr Ha 000y He PeKOMEHIYETHLCS.
OckinbKY IpenapaT BUBOOUTHCS T'OJIOBHUM YMHOM HUPKaMHU, CIIiJ KOPUTYBaTU OO3Y IIpenapary
nalieHTaM i3 IopyIIeHHAM (QyHKIIil HUPOK.

BinMiHa npera6ariHy.

BigmoBigHO mo mito4oi KiiHiYHOI MpaKTUKY, IPUNMHSATY Tepalliio nperabaniHoM peKOMeHIY€EThCS
IIOCTYTIOBO, IPOTATOM IIJOHAMMEHIIIe OGHOTO TUXKHS, He3aJIeKHO Bifl TOKa3aHb (OUB. PO3OiNu
«OcobnuBoCTi 3acTocyBaHHS» Ta «I106iuHi peakiril»).

[NopyuieHHs QYHKII1 HUPOK.

[TperabariH BUBOOUTHLCS 3 CUCTEMHOT0 KPOBOTOKY B HE3MiHEHOMY BUTJIA/I, TepeBakKHO HUPKaMHU.



OckinbKy KJlipeHC nperadasiny npsiMo IPONOPIiMHNYN KITipeHCY KpeaTUHiHY (AUB. PO3MiN
«PapMaKOKiHETHKa»), 3MEHIITYBaTH A03y MAallieHTaM 3 MOPYLUIeHHSAM (PYHKII1 HUPOK CJIif
iHmuBimyanbHO, SIK 3a3Ha4eHOo y Tabmnui 1, BinmoBigHO mo KiipeHcy KpeaTuHiny (CLcr), sKu# cin
BHM3HA4YaTHU 3a (HOPMYIIOI0:

[TperabariH eeKTUBHO BUAAJSIETLCS 3 IIa3MHU KPOBi 3a lonoMoroi remogianidy (50 % mpemaparty
npotsaroMm 4 ropuH). [I71g nauieHTiB Ha reMopianisi fo60By go3y nperabariHy Ciif KOpUTyBaTH
BigmoBigHO {0 ¢yHKIII HUPOK. KpiM mo60oBoi 103K, ogpa3y Mmicisi KOXKHOI 4-TOOIUHHOI IPOLeyPH
reMopmiani3y HeoOXiTHO 3aCTOCOBYBATH HOOATKOBY HO3Y IIpemaparty (ouB. Tabmuiio 1).

Kopekuist no3u nperabaiiny BifoBigHO [0 QYHKIIil HUPOK. Tabmuia 1.
KnipeHc kpeatuHiny  [3aranmbHa fo0OoBa fo3a nperadarniny * PexxuM 103yBaHHA
(CL,,) (Mmn1/xB) [ToyaTKOBa 03a MakcuMasbHa 4o3a

(Mr/mo6y) (Mr/mo6y)
= 60 150 600 [IBiui abo Tpuyui Ha gOOY
= 30-<60 75 300 [IBiui abo Tpuui Ha gOOY
>15-<30 25-50 150 Pa3 abo fiBiui Ha moOy
<15 25 75 Pa3 Ha o0y
[logaTkoBa f03a micis remofgianisy (Mr)

[25 [100 [OnHoKpaTHa mo3a

* 3az2anvHy 00608y 003y (M2/006y) ci0 po3nodisumu Ha Oekinvbka nputiomie 8i0no8i0HO 00 pexcumy
003yBaHHA, W06 ompumamu 003y 0151 00HOKPAMHO20 nputiomy (M2/003y).

IloOamkoea 0o3a - ue 0odamkosa 00HOKpamHa 003d.

[MopviienHs GVHKIN TeYiHKHA.

[ns malfienTiB 3 mopyueHHIM QYHKIII mediHKY HeoOXiTHOCTI B KOPEKIIil 1031 HeMa€ (OuB. PO3Min
«®apMaKOKiHETHKa»).

[TallieHTH NTITHBOTO BiKY.

Ins maltienTiB JTiTHLOTO BiKYy Yepe3 MoTipiieHHs GYHKINI HUPOK Moxke OyTu MoTpidHe 3MEHIIeHHS
no3u mperabaniny (quB. po3min «PapMaKOKiHETUKA»).

Himu.

Beamneka Ta eeKTUBHICTH NperabaiiHy IIpu KOTO 3aCTOCyBaHHi OiTAM (BikoM o 18 pokiB) He
BCTaHOBJIeHi. [loCTyIIHa Ha Ilei Yac iHpopMallis HaBefieHa B po3[ini «[1o6iuHi peakiiii», a TakKoxX y



po3pinax «®apMakoguHaMmika» i «PapMakoOKiHEeTHKa», OOHAK, OIMPAKYUCh Ha HUX, HEMOXKJIUBO
HaJaTy XKOOHUX PEeKOMeH[allill MOoK0 J03yBaHHA I[ill KaTeropil MaIfi€eHTiB.

Ilepedo3yeanHsi.

[ToBimomIsiny, 10 HaWYaCTimIMMHU MOOIYHUME PeakllisIMu IIPHU Iepeno3yBaHHi mperabatiny Oymu
COHJIMBICTB, CIIYTAHICThL CBiHOMOCTI, 30yIKEeHHS Ta HECIOKi#. TakoxK HagXOOUJIH MOBiIOMIIEHHS PO
CyIOMH.

Pimko moBimOMISIIK IIPO BUMAOKH KOMH.

JIikyBaHHS Mepeno3yBaHHS nperabaiiHy MONsArae y 3arajJibHUX HMiITPUMYBaIbHUX 3aX0aX Ta 3a
noTpebu MoxKe BK/TIOUATH reMopiami3 (quB. po3min «Crmoci6 3acTocyBaHHS Ta HO3uU», TAOIHIIs).

ITobiuni peakuii.

YV mocnimkeHHSIX Hal4YacTiuMu MOOIYHUMY peakLisiMy OyIu 3aTaMOPOYeHHS i COHNMUBICTD. [To6iumi
peaxtii 3a3Buyait Oynu 1erkuMu abo IOMipHUMH.

Huxxue HaBemeHi BCi MoGiuHI peakilii, 1110 BUHMKAIM YacCTillle, HiZK TP 3aCTOCYBaHHi manebo, Ta
6inbIne HiXK y ogHOro nauieHTa. Lli mobiuni peakiril nmepenideHi 3a cucTeMaMu OpraHiB Ta 3a
9acTOTO: AyXKe 4JacTto (= 1/10); gacro (Big = 1/100 mo < 1/10); HeuacTo (Big = 1/1000 go < 1/100);
pimko (Big = 1/10000 mo < 1/1000); my=xe pigko (< 1/10000); yacToTa HeBigoma (He MoXKe OyTH
olLliHEeHa Ha OCHOBI HasIBHUX JAaHUX). Y KOXHIi{ I'PYIIi 3a 4aCTOTOI0 BUHUKHEHHS MO0iYHi epekTH
IIPENICTaBIIEHO Y MOPSIAKY 3HUKEHHS CTYIIeHS 1X IIPOSIBIB.

3a3HayeHi no0iuHi peakilii TaKoXK MOXKYTh OyTH IOB’s13aHi 3 mepebiroM 0OCHOBHOTO 3aXBOPIOBAHHS
Ta (a60) CynyTHIM 3aCTOCYBaHHSM iHIIMX JTIKAPCHKUX 3aCcO0iB.

[Tig yac miKyBaHHS HEHPOMATUYHOTO OOJII0 IIEHTPAIBHOTO MTOXOMXKEHHS, CIPUYNHEHOT0 YPaXKeHHIM
CIIMHHOT'0 MO3KY, 30i/bIITyBaiacs YacToTa MOOiYHMX Peakllii 3arajaoM, 4acToTa MOOIiYHUX peakIlii 3
6oky LITHC, oco6muBo COHNMUBICTE (MUB. po3Min «OCoBIUBOCTI 3aCTOCYBaHHS»).

Indekiiii Ta iHBa3il.

Yacmo: Ha30(papuHTIT.

3 00KV KpOBi Ta JiMPaTUYHOI CUCTEMH.

Hevyacmo: HEUTpOIEeHis.

3 60Ky iMyHHOI CUCTEMH.

Hevyacmo: rinepuyTIuBICTE.

Pioko: aHTrioHeBpOTHYHMY HAOPSK, allepriuli peakiii, aHadpinakToimHiI peakirii.
3 60Ky 00MiHY pe40oBUH, MeTab0Ii3My.

Yacmo: nigBUILIeHHS aAlleTUTYy.



Heyacmo: BTpaTa aneTUTy, TiloTIiKeMis.

3 OOKY IICHUXIiKH.

Yacmo: erihopuYHUYN HACTPiM, CIIyTAHICTL CBiMOMOCTI, ApaTiBAUBICTD, Ae30pieHTallis, 663COHHS,
3HMKEHH J1ibimo.

Heuacmo: ranmouyHaliil, maHiuyHi aTaky, HECIIOKil, 30yIKeHHs, Ielpecis, MIpUrHiYeHuN HaCTpiil,
ImigHeCceHUN HACTPil, arpecis, 3MiHM HACTPOIO, AeNepCoHai3allis, yTpyaHeHu qo0ip CiiB,

IIaTOJIOTiYHI CHOBUMIHHS, IIOCUJIEHHS Ni6imo, aHOpra3Mmis, amaris.

Pioko: po3rajbMOBYBaHHS, CyllUalbHi IyMKN/IOBeAiHKa (OuB. po3min «Oco0nuBOCTi
3aCTOCYBaHHS»).

Hesgidomo: nikapchKa 3aleXHiCTb.

3 60KV HEPBOBOI CUCTEMH.

[yoice yacmo: 3armaMOpOYeHHS, COHIUBICTE, TOJIOBHUM Oiflb.

Yacmo: aTakcis, MOpylIeHHs KOOPAXHAIlil, TpeMOop, AU3apTpis, aMHe3is, MOTipIIeHHs IaM sTi,
IOPYLIEHHS YBary, llapecTesisd, rinectesis, cefaTUBHUYN e(QeKT, IOPYyIIeHHS pPiBHOBATH, JIeTapris.

Heuyacmo: cuHKOIIE, CTYIIOP, MIOKJIOHIiSl, BTpaTa CBiIOMOCTI, ICUXOMOTOPHA IinepakKTUBHICTb,
OUCKiHe3is, IOCTypabHe 3allaMOPOYEeHHS, IHTEHIIINHUY TPEMOD, HiCTarM, OpPylIeHHS KOTHITUBHUX
GYHKILIN, TOPYIIeHHS IICUXiKH, PO37Iafii MOBJIEHHS, rinopedeKcis, rinepecTesis, BigTuyTTs MediHH4,
areB3is, 3arafbHe He3OyXKaHHS, allaTisd, HABKOJIOPOTOBa ITapecTe3is, MiOKIIOHYC.

Pioko: cymomu, mapocMis, TinmokiHesis, nucdaris, mapKiHCOHi3M, rinanresis, 3aleXHiCTs,
MO30YKOBHI CHHOPOM, CHHIPOM 3y04acTOro Kojieca, KOMa, feslipiil, eHmedasnonaris,
eKcTpallipaMigHuii cuHOpoM, cuHIpoM [iena-Bappe, BHyTpilllHbOUYEpeTIHA TiepTeH3is, MaHiaKabHi
peaxllil, mapaHOigHi peakllil, pO3/7agy CHY.

3 60Ky opraHiB 30py.
Yacmo: HediTKICTh 30Dy, OUILJIONIS, KOH IOHKTUBIT.

Heuacmo: BTpaTa nepudepryHOro 30py, IOpyIIeHHS 30py, HaOpsgK o4eil, Je@eKTu moJs 30Dy,
3HUKEHHS TOCTPOTHU 30pYy, Oi/ib B 04ax, acTeHOIis1, GOTOICIsA, CyXiCTh B 0YaX, MigBUIIEHE
CITbO30BUMINIEHHS, TIOAPa3HeHHs o4uel, 6;1epapuT, mOpyIIeHHs aKOMOMallil, KPOBOBHUJIMB B OKO,
CBiT/I000513Hb, HAOPSK CiTKiBKH.

Pioko: BTpaTa 30py, KEPATUT, OCIIUJIONCIisI, 3MiHa 30POBOT0 CIIPUNHATTS TMUOUHYU, Mifpia3, cTpabism,
SICKpaBiCTh 30PY, aHi30KOpisi, BUPa3KU POTiBKHU, eK30(TanbM, mapaiidy O4HOTO M’s3a, ipuT,
KepaTOKOH IOHKTHBIT, Mi03, HiYHa CIIinoTa, 0QpTalbMOIIIETiss, aTpodisi 30p0oBOT0 HePBa, HAOPSK OKUCKa
30pOBOTO HEPBA, IITO3, YBEIT.

3 OOKY OpraHiB CIIyXy Ta pPiBHOBAaru.
Yacmo: BepTuro.

Heuacmo: rinepaky3is.

3 6OKY cepIis.



Heuacmo: Taxikapfisi, aTpioBeHTPUKYJIsSpHa 6JI0Kafa IePIIOTo CTYIIeHs, CHHYCcOBa OpafguKapmis,
3aCTiliHa ceplieBa HEJOCTaTHICTh.

Pioko: nomoBxkeHHd iHTepBany QT, cuHycoBa TaxXiKapmisi, CHHyCOBa apuTMis.

3 OOKY CyIuH.

Heuacmo: aprepiajibHa TrilloTeH3iq, apTepiaibHa rinepTeH3is, IPUIIUBY, TillepeMis, BiT4yTTS X0JI0AY
B KiHITIBKaXx.

3 OOKY OuXalbHOI CHCTEMH, OpraHiB I'PYIHOI KIIITKK Ta CEPeNOCTiHHS.
Yacmo: papuHTOIapUHTeaIbHUM Oifb.

Heuacmo: 3apguliiika, HOCOBa KpOBOTeYa, Kalllejlb, 3aK/IafeHiCTh HOCa, PUHIT, XPOIIiHHSA, CyXiCTh
cnu30B0I 000JIOHKH HOCA.

Pioko: HaOpsK nereHb, CTUCHEHHS B TOPJIi, JIAPHHTOCIIa3M, allHOe, aTelieKTa3, OpOHXioiT, THKABKa,
$ibpo3 nereHis, mo3iXaHHS.

Hegi0omo: TpUTHIYEHHS TUXaHHS.

3 60Ky IIIYHKOBO-KHUIITKOBOTO TPAKTY.

Yacmo: GII0BaHHS, HYIOTA, 3aII0p, Aiapesi, MeTeOpU3M, 3TYTTS XKUBOTA, CYyXiCTh ¥ POTI,
raCTPOEHTEPUT.

Heuacmo: ractpoe3odareanbHa pedioKcHa XBopo0a, rimepcekpelrist CIIMHM, TillecTes3is poToBOI
TIOPOXXHUHMY, XOJIELIUCTHUT, X0JIeJTiTia3, KOMIiT, MITYHKOBO-KHIITKOBA KPOBOTEeYa, MeJieHa, HabpsK S31Ka,
peKTajbHa KPpOBOTEYa.

PiOko: aciuT, maHKpeaTuT, HaOpsK si3uKa, gucdarisi, apTo3HUM CTOMATUT, BUPa3kKa CTPaBOXOMY,
mepiogoHTaNBHUY abcIec.

3 60Ky renaTtobimiapHOl CUCTEMH.

Heuacmo: nigBullieHn piBeHb IEYiHKOBUX (EPMEHTIB*.
PiOK0: XXOBTSTHUIIA.

Ilyoice pioko: mediHKOBa HEOOCTATHICTD, TeTIATHT.

3 OOKY LIKipH Ta NiIIKipHOi TKAHUHHU.

Yacmo: TpoexHi.

Heuacmo: manynb03He BUCUIIAHHS, KPOIIKMB'THKA, Timeprigpos, cBepOixk, anomernisi, CyXiCTh MKipH,
eK3eMa, TipCyTH3M, BUPa3KU LIKipH, BE3UKYJ0-0yIbO3HUY BUCHII.

Pioko: cuampoMm CriBeHca-[I;)KOHCOHA, TOKCUKO-EIiflepMaibHUK HEKPOJIi3, XOIOIHHUH IIiT,
ekchomiaTHBHUM IepMaTHUT, JIiXeHOIGHUYN OepMaTHUT, MeJlaH03, po3Jiafiu 3 00Ky HIrTiB, meTexiaTbHUN
BUCHII, TyPIIypa, MyCTyISIPHUN BUCHII, aTPOdis MIKipy, HEKPO3 MIKipH, MKipHi Ta MigMIKipHi By3/UKH.

3 60Ky OIIOPHO-PYXOBOTO alapary Ta CIOIYYHOl TKaHUHH.



Yacmo: M’s130Bi CyooMH, apTparis, 6inb y criuHi, 6inb y KiHIIIBKax, cria3My M’ s13iB mIul.
Heuacmo: HaOpsK cyrno6iB, Mianrisi, mocinyBaHHS M's13iB, Oinb y Ui, CKyTiCTh M'g3iB.
Pioko: pabgomiortis.

3 60Ky HUPOK Ta CEYOBUBIIHUX HINIAXIB.

Heuacmo: HeTpuMaHHS cedi, ou3ypis, anbOyMiHypisi, reMaTypis, yTBOPEHHS KaMeHiB B HUPKaX,
HepHUT.

Pi0oko: HUpKOBa HEJOCTATHICTh, OJITrypisi, 3aTPMMKa Cedi, T0OCTpa HUPKOBa HEIOCTATHICTh,
TJIOMEePYIOHE(DPUT, TiETOHEPPHT.

3 60Ky CTaTeBOl CUCTEMU Ta MOJIOYHUX 3a/103.
Yacmo: epeKkTuIbHa OUCQYHKIISA, IMIIOTEHIIIS.

Heuacmo: ctaTeBa gucGYHKIIiS, 3aTPUMKA eSKYIISLil, gucMeHopest, 6i/ib Y MOJIOUHMX 3a/103aX,
JleliKopesi, MeHOoparisi, MeTpoparis.

Pioko: ameHopes, BUMiIeHHS 3 MOJIOYHHUX 3aJ103, 30iIbIIIeHHS MOJIOYHHUX 3aJ103, TIHEKOMACTis,
IePBiIuUT, OaIaHiT, emiguINMIT.

3arasbHi po3/lafy Ta peakiil y Miclli BBeIeHHS.

Yacmo: nepudepuurnil HaOpsK, HaOpsK, MOPYLUIEHHS XOAU, TafiHHSA, BiIUyTTS CI' HIHHS,
He3BUYalHI BiIUyTTs, MifBUIlleHa BTOM/IIOBaHICTh.

Heuacmo: reHepanizoBaHuil HaOpsK, HAOPSAK 00IMYYs, CKYTICTh y TpyAsax, 6inb, Kap, cupara, 03H00,
3arajbHa cnabKicTh, He3myXKaHHs, a0cliec, 3anajaeHHs XKUPOBOI TKAHUHU, peakiiil GoTOUyTIUBOCTI.

Pidko: rpaHynbOMa, YMUCHE 3alOMisTHHS IIKOOY, 3a04epeBUHHMM (HiOpo3, 1IOoK.
JlaGopaTOopHi NOCHIIKEeHHS.
Yacmo: 30inblIeHHS MacH Tina.

Heuacmo: 30inbiieHHs piBHS KpeaTuHPocokiHa3u B KPOBi, 30ibIIIEHHS PiBHS TJIIOKO3U B KPOBI,
3MEHIIEeHHS KiTbKOCTi TpOMOOINTIB, 30iNbIIeHHS PiBHSA KpeaTHHIHY B KPOBi, 3MEHIIIEHHS PiBHS KaJliio
B KPOBIi, 3MEHIIIEHHS MacCH Tija.

PiOko: 3MeHIIIeHHS PiBHSA JIEUKOIUTIB Y KPOBi.

* 36inmbIeHHs PiBHS anaHiHaMiHoTpaHcdepasu (AJIT) Ta acnapTataminoTpancdepasu (ACT).

[Ticns mpunuHEHHS KOPOTKOCTPOKOBOI a00 TpHBasioi Teparil mperadasiHoM criocTepiramucs
CHMIITOMH BigMiHU mpernapary. [1oBigoMIIsisiocs: Mpo Taki CUMITOMU: 0€3COHHS, TOJIOBHUM Gifb,
HyJ0Ta, TPUBOXKHICTb, Hiapesi, FPUIONOAIOHNM CUHPOM, CYOOMU, HEPBO3HICTh, IeTIpecis,
cyluupganbHi OyMKH, Oinib, rineprigpo3d i 3amamopodeHHs. L[i ciMITOMU MOXYTh BKa3yBaTH Ha
JiKapChKY 3anexkHicTh. 1110 iHdopMaliio Ciif MoBiIOMUTH NAIiEHTY Iepef I04YaTKOM Tepartii.



IaHi momo BigMiHu mperabainy micis TpuBanIoro 3aCTOCYBaHHST BKa3yIOTh Ha Te, 110 YacToTa
BUHUKHEHHS Ta CTYIiHb TSIXKKOCTI CUMIITOMIB BifMiHU MOXKYTh OYTH H0303aJIe2KHUMU (OUB. PO3MiNIH
«Cmocib 3acTocyBaHHS Ta H03u» Ta «OCOBIUBOCTI 3aCTOCYBAHHS»).

Himu. TTpodins 6e3neku nperabainy, BCTAHOBIEHUHN Y XO[i HOCTiKeHb, IPOBEEHNX 3 YIaCTIO
miTey 3 mapliaJlbHUMU CyJOMHUMU HallagaMy 3 BTOPUHHOIO TeHepai3allieio abo 6e3 Hel, OyB
nofiOHUM o mpodinio, SKUM crocTepiraBcs B JOCTIIXKEHHIX Y JOPOCIHNX NAallieHTIB 3 eminerncieo.
Haituacrimumy no0iyHUMU peakilisiMu OyJiu COHJIUBICTD, MipeKcis, iHdeKIlii BepxHixX AuxaabHUX
IIJISXiB, MiABUIIEHHS aneTuTy, 30iIbIIeHHS MacCH Tijla Ta Ha30(hapuHTiT (AUB. po3ainu «[IiTu»,
«QapmakoguHaMika» Ta «PapMakKOKiHETUKa»).

[ToBimoMIIeHHS PO Mimo3pioBaHi mo6ivHi peakirii.

[ToBimomneHHs mpo Mo6iuHi peakilil micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
Lle mae 3MOry IPOBOAUTH MOHITOPUHT CIIiBBiIHOILIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
nikapchKoro 3acofy. Megu4yHuM Ta papMalleBTUYHUM IIpalliBHUKAM, a TAaKOXK IMallieHTaM abo ix
3aKOHHUM ITpeCTaBHUKAM CJIif] IOBiTOMJISITH TIPO YCi BUITAAKHK MiI03PI0BaHUX MOOIYHUX Peakilii Ta
BifCcyTHOCTI e(peKTHUBHOCTI TiKapchKoro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpMaIliiiHy cucTeMy 3
(dapMakoHarasAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi.

2 POKH.

YMoBu 30epiranHsi.
30epiratu B OpuriHaibHiY yIAaKOBIIi Ipu TeMIepaTypi He Buile 25 °C.

36epiratu y HEJOCTYIIHOMY IJIST OiTeH MicIi.

YnakoBka.

[To 14 kamcyn y 6mictepi. I[To 2 abo 1o 4 6icTepy y KApTOHHIN yIIaKOBIIi.

Kareropis Bigmycky.

3a perenToM.

BupoOHUK.
KYCYM XEJITXKEP IIBT JITI/

KUSUM Healthcare Pvt Ltd.
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Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MiCIsi IPOBaIKeHHs MOro JisIbHOCTI.
CII-289 (A), PIIKO Iapactpian apea, Yonanki, bxiBami, [lict. AnBap (Pagxacran), [Hmis/

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.



