IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

30HIK

(ZONIK®)

Cknao:
Oitoua peyosuHa: niperabarin (pregabalin);
1 xancyna mictuts 150 Mr nperabarminy;

0onomidcHi peyosuHU: KpoXMallh IpexelaTUHI30BaHUM, MarHilo cTeapaT, TBepHa XkKeJlaTUHOBa
KallCyJa (KeJlaTHH, Bofa ounileHa, TuTany giokcun (E 171)).

Jlikapcbka ¢popmMa. Kamcynu TBepgi.

OcHosHi ¢i3uko-xiMiyHi 81acmusocmi: TBEPHi KeTaTHHOBI KaIlCynu po3MipoM 2 3 6ilUM KOPIIYCOM Ta
KPUILKOI0 HEeIPo30poro 0izIoro KOMbopy, 0 MiCTUTH IMMOPOIIOK Bif 6isToro mo Maiixke 6inoro Konbopy.

dapMakoTepaneBTHYHA rpymna. [Ipotueninentuyni 3acobu, iHIm mpotuemninenTuyHi 3acobu. Kop
ATX NO3A X16.

dPapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

Iiroua peyoBHHa - mperadail, € aHaI0roM raMMa-aMinoMacisHoi kuciotu [(S)-3-(aMiHoMeTHn)-5-
METHUJITeKCaHOBa KHUCJIOTa].

MexaHi3M mil.

I[IperaGamiH 3B’sI3y€THCS 3 MOMOMIXKHOIO cyOomuuuiero (a2-d 0i0K) moTeHIian3aneXKHUX
KaJbllieBUX KaHaJiB Y LieHTpabHii HepBoBii cucteMi (LIHC).

Kniniyna ebeKkTHUBHICTS i Oe3meKa.
- HetiponamuuHuii 6iab.

[Iperabamnin eheKTUBHUY Y MALIIEHTIB i3 miabe THYHOIO HEUPOIIATIEI0, TOCTTEPIIETUYHOIO HEBPAJITIiE€I0
Ta YpaXKeHHSIMU CIIMHHOTO MO3KY. EQEeKTUBHICTD NpenapaTy IpHY iHIINX BUAAX



HGIZpOHaTI/I‘-IHOl"O 0071110 He BHUBYAJIH.

BcraHoBneHo, 1m0 mpodini 6e3nexku Ta eeKTUBHOCTI NTiKyBaHHS IIperadaiiHoM IPu TPUBAJIOCTI IO
13 TuXKHIB 3 peXXMMOM [03yBaHHS IIperapary [ABiui Ha moOy Ta TPHUBAIICTIO 0 8 THXKHIB 3 PEXKUMOM
[O3yBaHHS TPHU4i HA K06y momi6Hi.

[Tpu 3acTocyBaHHi Iiperabainy AJis TiKyBaHHS HEMPOIATAUYHOTO 000 KypcoM 0 12 THXKHIB
3MeHIIeHHS 0010 TePUGEPUYHOTO Ta LIEHTPAILHOTO ITOXO[KEHHS CIIOCTEPIranocs micis mepioro
TUXKHS Ta 30epirazocs mpoTsIroM yChOTO Iepiofy TiKyBaHHS.

- Eninencis.

[TonaTkoBe mikyBauHs. [Tpodini 6e3nexu Ta ePeKTUBHOCTI nperabaniny Oymu momgiOHi mpy mpuioMi
12 TuxHIB i3 pE2KMMOM [N03yBaHHS ABidi ab0 Tpudi Ha HOOY. 3MEHIIIeHHST YaCTOTH CYyTOMHUX
HallafliB CIIOCTepirasocs BxKe Ha IepIIoMy TUXKHI.

[itu. EbekTuBHICTh Ta Ge3neka nperabasiny B SKOCTi JOIOMIXKHOTO 3aco0y IIpu eminencii ois giten
BikoM 10 12 poKiB Ta [yis miamiTKiB He BcTaHOBeHi. [T06iuHi peakiiii, 1110 CITOCTepiraaucs y mallieHTiB
BiKOM Bif 3 MiCAIiB [0 16 pokiB, 3 mapIiiaTbHUMHU CYIOMHUMY HallagaMmu, Oyiu momiOHi o moGiyHux
peaxtiil y mopocnux. BcTaHOBNIEHO, 10 MipeKcid Ta iHQeKIil BepXHiX AuXalbHUX MIIAXIiB y OiTel
BikOM Bif 3 MicsauiB 1o 16 POKIB CIIOCTEPIral0TLCS YacTillle, HiXK Y OPOCIIUX Malli€HTIB 3
emninerncieo (guB. po3pinu «Crocib 3acTocyBaHHS Ta 0o3u», «[106iuHi peakmil» Ta
«DapMaKOKiHETHKA»).

MoHoTepartis (y mallieHTiB 3 yrnepliie JiarTHOCTOBAaHWM 3aXBOPIOBAHHSIM).
[Tpera0ariiH i TaMOTPUAKUH Oy OOHAKOBO 0e3MeYHUMHU Ta KoOpe IepeHOCUIIHCS.
- TI'eHepanizoeaHuli mpugodcHuUll po3aad.

3MeHIIeHHs CUMIITOMIB reHepaii30BaHoro TPMBOXKHOI'0 PO3JIafy BiAOBIAHO A0 WIKaay ['aMinbTOHa
15 OLiHKY TpuBOKHOCTI (HAM-A) crioctepiranocs Bxe Ha IIepIIOMYy THXKHI 3aCTOCYBaHHS
nperabariny.

- dibpomianais.

HocnigXeHHS TPOAEMOHCTPYBaIX 3HUXKEHHS 00JTI0 3a Bi3yasbHOI0 aHAJIO0r0BOIO LIKAJIOI0.
[TokpallleHHSI ODATKOBO 0YJ10 MPOOEMOHCTPOBAHO 3a 3araIbHOIO OI[IHKOIO MallieHTa Ta 3a
OTIUTYBAHHSM IIIOM0 BITUBY (pibpomianrii.

Oitu. HattyacTimumu mob6ivHUMHY peakIlisiMu, SIKi CIIOCTepiranucs y KIiHiYHuX
IOCIiIXXKEeHHAX, Oy 3allaMOPOYEeHHS, HyA0Ta, TOJIOBHUM 6inlb, 30ibIIEHHS MacCH Tijla Ta
CTOMJTIOBaHICTh. 3araibHui npodins 6e3neku y migiiTkiB 0yB MOAiOHUM OO TaKOTrO y
mopocnux i3 pibpomianriero.

dapmMaKoKiHemuxka.
dapMakoKiHeTHYHI TOKa3HUKYU IIperabasiny y piBHOBaXKHOMY CTaHi O0yJu noniOHUMU Y 30OPOBUX

noOpOBOIBLIiB, TTAIIEHTIB 3 elifencielo, SAKi MpuiMany IPOTHEIIeNTHYHI TpenapaTH, Ta y MalliEHTiB
3 XpOHiYHUM O0jIEM.

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 0 3MEHIIIEHHST MaKCUMallbHOI KoHIeHTpatii (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 Tperabaslid IPOHUKaE KPi3b NIAIeHTy y UIypiB i IPOHUKAE Y MOJIOKO IIypiB ¥
nepiop nmakTariil. Y monuau 00’€eM po3mnoniny nperadajtiny miciis mepopaabHOT0 3aCTOCYBaHHS
cTtaHoBUTh npubau3Ho 0,56 n/kr. [Iperabanin He 3B’A3y€ThCS 3 OiNIKaMu I1a3MU KPOBi.

Mertabomi3m.

YV moguHu nperabaniH 3a3Hae He3HaYHOTO MeTabomi3my. [Ticis BBeOeHHS 003U Mi4eHOTO
pafioaKTUBHOIO MiTKOIO ITperabaniny 61u3bko 98 % pafiioakTHBHOI PEYOBMHU BUBOOMIIOCS 3 CEUEI0 ¥
BUTJISAMI He3MiHeHoro mperabaniny. YacTka N-MeTHU/IboBaHOl IIOXiIHOI TperabarsiHy - OCHOBHOTO
MeTabOMiTy Mpemapary, 10 Bu3HadaBcs B cedi, - ctaHoBuina 0,9 % Bim BBemenoi mo3u. I1ig yac
MOKJIIHIYHUX [OCTigXKeHb He BimOyBasnocs paleMisallil S-eHaHTiomepa mperabaniny B

R-eHaHTiOMED.

BuBeneHHd.

[TperabariiH BUBOOUTHLCS 3 CUCTEMHOT0 KPOBOTOKY B HE3MiHEHOMY BUTJIA/I, TIepeBakKHO HUPKaMHU.
CepepHiii iepion HamiBBUBEeHHS NperabaniHy cTaHOBUTH 6,3 roguHu. [I1a3MoBuii Ta HUPKOBUM
KJlipeHC nperabaiHy IpsMo IPONIOPIIiiiHi 10 KIipeHCy KpeaTuHiHy (OUB. PO3Min
«QapmakoKiHeTKa». HUpKOBa HEOCTATHICTS).

[MTauieHTaM 3 nopymeHHAM (YHKIIII HUPOK a0 mallieHTaM Ha reMofiai3i HeoOxigHa KOpeKIis 4o3u
mpemnapary (ouB. po3min «Cmocid 3acTocyBaHHS Ta MO3u», Ta0bmuis 1).

JIiHiVHICTL/HEeTiHINHICTD.

dapmakokiHeTuKa nperabaiiny € miHiNHOIO [/ BChOTO PEKOMEHI0BAHOT0 [ialla30Hy [03.
BapiaGenbHicTh hapMakoKiHeTUKY Iperadasiny cepeq nalieHTiB € Hu3bKoio (< 20 %).
dapmakokiHeTHKa IIpy OaraTOKpaTHOMY 3aCTOCYBaHHi € mepef0ayyBaHOIO Ha IifCTaBi JaHUX,
OTPUMAaHUX IIPU 3aCTOCYBaHHI OMHOKPATHOI f03U. TaKUM YMHOM, HeMa€ oTpedu Y IJIaHOBOMY
KOHTPOJIi KOHIIEHTPAIliXl TperadariHy y maa3Mi Kposi.

CraTtse.

PesynwpraTy KITiHIYHUX OOCIIIIXKEHD CBiAYaTh IIPO BiICYTHICTH KJIIHIYHO 3HQYYIIOrO BIJIUBY CTATl Ha
KOHIIEHTpallil mperabariHy y Mmi1a3Mi KpoBi.

HupKoBa HEIOCTaTHICTE.

Knipenc nperabaniny mpsmo MponopLiiHuii J0 KITipeHCy KpeaTuHiny. Kpim 1poro, nperabanin
e(eKTUBHO BUAAJISIETHCS 3 MJIa3MU KPOBI 3a JOMTOMOTr00 reMofiaisy (micis 4 roguH reMofianisy



KOHIIEHTpallig mperadariHy y 1mi1a3Mi KpoBi 3MeHITyeThCs mpubau3Ho Ha 50 %). OcKinbku mpenapart
BHBOIUTHCS B OCHOBHOMY HUPKAMH, MAI[iEHTAM i3 HUPKOBOIO HEIOCTATHICTIO HEOOXiTHO 3MEHITyBaTH
mo3y Mpenapary, a Micis reMofiaii3y - 3aCTOCOBYBaTH JOIATKOBY 03y (muB. po3min «Cmocid
3aCTOCYBaHHS Ta J03u», Tabnuis 1).

ITeuiHKOBa HEJOCTATHICTh.

CroenianbHuX (hapMakKOKiHETUYHUX AOCIIIIXKEHb Y MaI[i€HTIB i3 Ie4YiHKOBOI HEJOCTATHICTIO HE
nposoaunu. Ockinbku nperabaid He 3a3Ha€ 3HaYHOTO MeTab01i3My Ta BUBOJUTHCS 3 CEUEI0
nepeBaxkKHO y HE3MiHEeHOMY BUTJISILI, TO MaJ0¥MOBIpHO, 11100 IOPYIIeHHS QYHKI1 IeYiHKU MaJio
3HAYYLIUH BIUIUB Ha KOHIIEHTPAlliio mperabainy y miaa3Mmi Kposi.

iTH.

®apMaKOKiHEeTHKY mperabaiHy BUBYAIM 3 YYACTIO OiTEH 3 eIiienciero. Ilicns mepopanbHOTO
3aCTOCyBaHHS IperabaiHy AiTAM HaTIIe Yac JOCATHEeHHS MaKCHMalbHOI KOHIIEHTpallii y mia3mi
KPOBI cTaHoBuB Bif 0,5 roguHu 10 2 TOMUH IIC/IS TPUHOMY.

3nauenHs C,,, i IO Mg KPUBOIO 3a/Ie3KHOCTI KOHIeHTpalii Bifg 9acy (AUC) mperabainy 3pocTaiu
TiHiAHO 31 30inbIIeHHAM [031. Y miTeil 3 Macoo Tina [0 30 kr 3HauyeHHs AUC Oynu HUKYUMU Ha

30 %, 1m0 3yMoBieHO 36inbineHHIM Ha 43 % KITipeHCy, CKOPUTOBAaHOTO 3a Macoo Tina, y IuX
Malli€eHTiB MOPIBHSAHO 3 MalliEHTaMu 3 Macoio Tina = 30 K.

KiHIeBuii nepioq HaliBBUBEIeHHS TperadaliHy CTaHOBUB Y cepegHboMY Oi3bK0 3-4 TOOUHU Y
OiTer BIKOM [0 6 pOKiB Ta 4-6 roguH y fmiTel BiKOM Bif 7 POKiB.

BcTaHOBIIEHO, 110 KJTipeHC KpeaTHHiIHY OyB 3HAUYII0I0 KOBapiaToo IS KJIipeHCY IepOopPaIbHOTo
nperabasiny, a Maca Tina Oyia 3Ha4yIIl0K0 KoBapiaTowo O YIBHOr0 06’eMy PO3MOAITY [IepOPaIbHOTO
nperabaniny, i 1e# 3B’230K OyB aHaJOTiYHUM Yy HiTeH i JOPOCIMUX MallieHTiB.

d®apMaKOKiHeTUKY nperabajiiny y MallieHTiB BikoM [0 3 Mics1iB He BUBYaNM (OUB. PO3min «iTu»,
«[Tobiuni peakuii» Ta «®apMakoguHaMiKa»).

[NalieHTH JiTHHOT'O BiKYV.

Knipenc nperabaniny Mae TeHOEHIIiI0 [0 3MeHIIIeHHS 3 BikoM. Take 3MeHIIIEHHS KITipeHCy
nperabaltiHy TPy HOro 3aCTOCYBaHHi ePOPaIbHO Y3TOOKYETHCS 31 3MEHIIIEHHSIM KIipeHCy
KpeaTuHiHYy, TI0B’13aHuM 3i 30inblieHHAM Biky. [lanieHTaMm 3 mopyueHHIM (QYHKIIi HUPOK,
TIOB’sI3aHUM i3 BiKOM, MOKe oTpebyBaTUCS 3MeHIIeHHs 103U mperabaniny (quB. po3min «Crocio
3aCTOCYBaHHS Ta 103U », Tabmuis 1).

TogyBaHHS TPyOOLo.

TomyBaHHS IPYOI0 He BIIUBAJIO a00 Majo He3HAaYHUM BIIMB Ha (papMaKoKiHeTUKY mperabatiny mpu
1oro 3acTocyBaHHi y 7031 150 Mr koxHi 12 roguH (mo6osa mo3a 300 mr). [IperabariH mpoHukae y
TPyOHE MOJIOKO, IIPX IIbOMY MOTO CepeHi KOHIIeHTpPAIlil y piBHOBAaXXHOMY CTaHi CTAaHOBUIIH
67113bK0 76 % Bif KOHIIEHTpalliil y I1a3Mi KpoBi MaTepi. Po3paxoBaHa [103a, SKy OTPUMY€E HEMOBIIS 3
TPYOHUM MOJIOKOM (IIpM CepefHbOMY CIIOXKMBaHHI Mojoka 150 My/Kr/moby) Big XKiHKU, SKa IpUNMae
nperabanin y mo3i 300 mr/mo0y abo y MakcuManbHi# mo3i 600 mMr/go0y, ctanosuts 0,31 abo

0,62 mr/kr/moby BipmoBigHO. Lli po3paxoBaHi 03U CTaHOBIATH MpuONMKU3HO 7 % Bif 3aranabHOI 4OOOBOI
I03K y MaTepi y IepepaxyBaHHi Ha MI/KT.



Kniniuni xapakKTepuCTHKH.
Iloka3zanHus.
HetliponamuyuHutl 6iab.

[TpemapaT 30HIK ITOKa3aHUi [ JTiKyBaHHS HelpomaTuyHOoro 6010 nepudpepudHoro abo
IIEHTPaIbHOTO TTOXOMKEHHS Y JOPOCTIHX.

Eniaencis.

[Ipenapat 30HiK MOKa3aHU AOPOCIUM K OOLaTKOBe JIiKyBaHHS IIpU MapliaJbHUX CYOJOMHUX
Halajax i3 BTOPHHHOI reHepailailiieio abo 6e3 Hel.

I'eHepanizosaHutli mpugoicHUl po3aad.
[Ipenapat 30HiK MOKa3aHUY OJ1s TiKyBaHHS reHEpaIi30BaHOI0 TPUBOKHOI'0O PO3JIaAy y HOPOCIHX.

dibpomianais.

IIpomunoka3aHHs.

linepuyTnuBicTh g0 Aitouol pedoBuHU ab0 1m0 Gyab-9KOI 3 JOMIOMIXKHUX PEYOBUH, 3a3HAUYEHUX Y
po3mini «Ckmag».

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Ockinbku nperabarsii eKCKpeTYyEeThCS IIepeBakHO B He3MiHEHOMY BUTJISILI 3 ceuelo, 3a3Hae
HEe3HayHOTro MeTaboi3My B opraHisami mogunau (< 2 % [03U BULIISETHCS i3 CeYel0 y BUTTIAML
MeTabo1iTiB), He iHTiOye MeTabomi3M iHIIKX MTpemapariB in vitro i He 3B’sI3y€THCS 3 OimMKaMu
IIJ1Ta3MHU KPOBi, TO MaJIOMMOBIPHO, 1110 Iperadaid Moxke CIPUYHHITHA papMaKOKiHETHYHY
B3a€EMO[Iit0 a00 OyTu 00’€EKTOM TaKOl B3aEMOI.

Iloci0aceHHA in vivo ma nonyAAauitiHutl gapMakoKiHemuyHull aHanis.

Y mocnifKeHHSX in Vivo He CIIOCTepiranu 3Ha4yu[ol KIiHigyHOI papMaKoKiHETUYHOI B3a€MOZI1 MixX
nperabaninoM i peHiToiHOM, KapbamMa3emiHOM, BaIbIIPOEBOIO KUCIIOTOIO, JTAMOTPHUIXKUHOM,
rafaneHTHHOM, JIOpa3enaMoM, OKCUKOOHOM abo eTaHonoM. [lonynsmiitauii papMaKOKiHEeTUUHUH
aHaJIi3 1oKasas, 110 IepopaibHi npoTugiabeTyHi 3acobu, miypeTuku, iHCymiH, penobapbitan,
tiara6iH Ta TomipamMaT He MalOTh KJIiHIYHO 3HAQYYIIOT0 BIUIMBY Ha KJIipeHC Imperadariny.

ITepopasvHi KOHMpauenmueu, HopemucmepoH ma (abo) emuHisecmpadio.

OpHOYacHe 3aCTOCYBaHHS IperabaiHy 3 IepopaabHUMU KOHTPAIEITUBAMU, HOPETUCTEPOHOM
Ta (a00) eTUHiNeCTpPaaioioM He BIJIMBA€E Ha (papMaKOKiHETUKY PiBHOBAXKHOTO CTAHY KOTHOTO 3 IIUX
JiKapChKUX 3aco0biB.



Jlikapcwbki 3acobu, uLo enausaroms Ha ITHC.

[TperabariiH MOXe IIOCUJIUTH [Iif0 €TaHOJy Ta jlopa3enaMy. [IoBimoMsaIy Npo BUHUKHEHHS AUXalbHOl
HEIOCTATHOCTI Ta KOMHU i IeTaJIbHOT'0 HACIIAKY V Malli€HTiB, SIKi mpuiitManu nperabaid pa3oMm 3
omioimamu Ta/abo iHIIMMU TiKapCHKUMU 3aco0aMu, 1110 NpurHiyyoTh Gyukuito LITHC. I[Iperabanin,
iMOBIpHO, IIOCHUJTIOE TTOPYIIEHHS KOTHITUBHUX Ta OCHOBHUX PYXOBUX (PYHKIIiN, CHPUYUHEHUX
3aCTOCYBaHHSIM OKCUKOZOHY.

B3aemo0ii y nauieHmis AimHb020 BIKY.

CrnerianbHUX [OCTigXKeHb (hapMaKOLUHAMIUHOI B3aEMOil 3 y4aCTIO 3M0POBUX LOOGPOBOJIBLIIB JTITHHOTO
BiKy He mpoBoguny. [locmimKeHHsT B3a€MOii JTikapCbKuX 3aco0iB ITPOBOAUIIN JIUIIIE Y TOPOCIIUX
MMAllieHTiB.

Oco06.1ueocmi 3acmocyeaHHsi.

IlauieHmu 3 uykposum diabemom.

BigmoBigHO MO YMHHOI K/TiHIYHOI MPAKTUKHY, OesSKi MallieHTH 3 IYKPOBUM AiabeToM, Maca Tijla IKUX
306inmbInunacs mif yac Teparil nperabaniHoM, MOXYTh TOTPe0yBaTH KOPEKIIil m03u
IIyKPO3HUXKYBaIbHUX JTiKapChKUX 3aC00iB.

Peakuii 2inepyymausocmi.

[ToBimOMIISINIK TTPO PO3BUTOK PeaKIlii TimepuyyTIUBOCTi, BKII0Yal0UYM aHTiOHeBPOTUUHUHN HAOPsK. [Ipu
BUHUKHEHHI TaKUX CUMIITOMIB aHTIOHEBPOTUYHOT'0 HAOPSIKY 9K HaOpSK 001u44s, mepiopaabHUi
HaOpsK abo HaOPSK BepxHiX AUXaJbHUX LUISXiB 3aCTOCYBaHHS IperaballiHy CIIifl HeraliHo
IPUTTUHUTH.

Ts0cKi WKipHi nobiuHi peakuii

Y 3B’s13KY 3 NiKyBaHHSM ITperabaiiHoM pifKo MOBiMOMIISNIM PO TSAXKKI MIKipHi mo6iuHi peakiii,
BKio4aruu cuHapoM CriBeHca-/IxkoHCcoHa (CCJI) Ta TOKCUKO-emifepManbauid Hekponi3 (TEH), ski
MOXKYTh OyTH HeOe3MeUHUMHU IS KUTTS a00 MaTH JneTanbHu Hacmimok. [ 4yac mpu3HadyeHHs
niKapchKoro 3acoby 30HIK MallieHTaM CIIifl TOBiqOMUTH PO 03HAKU Ta CUMIITOMU Ta YBazKHO
CTEXHUTH 3a WIKIPHUMHU pPeakUisiMuU. AKIIo 3’ IBISIOTHCSA 03HAaKU Ta CUMIITOMH, 110 BKa3yIOTh
Ha IIi peakliil, CJlig HerakHO BiIMiHUTY 3aCTOCYBaHHS IperabaliHy Ta PO3TJISHYTH
arbTepHATUBHE JIiKyBaHHS (Y pa3i HeoOXigHOCTI).

3anamopo4eHHA, COHAUBICMb, BMpama c8i0omMocmi, cnaymaHicms cgidoMocmi ma
NOpPYWeHHA NCUxiku.

3acTocyBaHHS nperadasiHy CyIpoBOAXKYBaJIOCS MOSBOI0 3allaMOPOUYEHHS Ta COHIMBOCTI, 1[0 MOXKe
30iMbIINTY PU3UK BUHUKHEHHS TPaBMaTHYHUX BUNAMKIB (afiHHA) y MAIi€HTIB JIITHLOTO BiKy. TakoXK
MIOBIOMJISINIM IIPO BUIIAAKYM BTPATH CBIIOMOCTI, CIIJIyTAHOCTI CBIAOMOCTI Ta MOPYIIEHHS IICUXIKHU. Y
3B’sI3Ky 3 IIUM TallieHTaM CJIii peKoMeHayBaTu 0yTu 06epeKHUMHU, TIOKH iM He CTaHyTh BimoMi
MOXKHUBI e(peKTH IIHOT0 JTiIKapChKOTO 3aco0y.

Po3saadu 30py.



I1ig 9ac KOHTPOJILOBAHUX JOCIIAKEHb HEYIiTKICTh 30Py YacTillle CIiocTepirangacs y MalieHTiB, SKi
npuiimMany nperabaniH, HiX y mauieHTiB, fKi oTpuMyBanu mniane6o. Y GinbIIocTi BUNAOKIB 1€ SBUIIlE
3HUKAJIO IIPY IPOMIOBXKEHHI Tepallil. Y Xofi KITiHIYHUX JOCIiAkKeHb, B SKUX IPOBOOUIIN
odTanmpMororiuHe 06CTexKeHHsI, YaCTOTa BUMIAAKIB MMOTipIIeHHS TOCTPOTH 30PY Ta 3MiHH II0JIS 30py
Oyra BHUIIOIO y MAI[iEHTIB, IKi 3aCTOCOBYBasHX nperabasil, MOPiBHSIHO 3 MallieHTaMy 3 TPYIH I1aiebo;
YacTOTa BUHMKHEHHS 3MiH Ha OYHOMY [Hi Oysa BUI00 y MAIi€HTIiB i3 rpynu muanedo (IuB. po3min
«®apMaKOAMHaMiKa»).

Taxox noBigomnsanu npo nobivHi peakuii 3 00Ky opraHisB 30py, BKI0Ya4d BTPATy 30pY, HEUITKICTE
3o0py abo iHmIi 3MiHK rOCTPOTH 30Dy, 6araTo 3 aKux Oynu TUMYacoBUMHU. [Ticng npunuHeHHS
3aCTOCyBaHHS nperabainy 1i CMMITOMU 3 OOKY OpraHiB 30py MOXYTh 3HUKHYTH a0 3MEHIIUTHUCS.

Hupkosa HedocmamHicmb.

[ToBimOMIISINIM TIPO BUIAAKU PO3BUTKY HUPKOBOI HEIOCTATHOCTI, siKa iHoAi Oy/1a 060POTHOIO Iics
IPUIIMHEHHS 3aCTOCYBaHHS IIperadariHy.

BioMiHa cynymHix npomueniienmuyHux npenapamias.

Hapasi HegocTaTHRO JaHUX 100 TOr'0, YX MOXKHA BIAMIHATY CYIIYTHI IPOTUEIIENITUYH] IIperapaTi
micys TOro, SIK ¥ pe3y/ibTaTi AogaBaHHs nperadarsiny [0 Teparil 0yge JOCATHYTO KOHTPOIIO 3a
cymomamu, 1100 TIeperTH Ha MOHOTEepaIllio mperabamiHoM.

3acmilHa cepuesa HedocmamHicme.

[ToBimOMIISINIK TIPO 3aCTiMHY CeplieBy HEOCTATHICTh V¥ AeAKUX MallieHTiB, SKi mpuiiMany nperabaif.
Taka peaxiig cnocTepiranacs 30e0ifbIIoro mif yac JikyBaHHS nperabaaiHoM HEHPOIaTHYHOTO 00JII0
y HAIi€HTiB JTITHLOTO BIiKYy 3 y2K€ ICHYIOUUMU CEPLIEBO-CYAUHHUMU NOPYLIEHHSAMU. TakKuM
nalieHTaM mperabajiiH Cllifg 3aCTOCOBYBaTH 3 00epexkHicTi0. [Ipu mpunuHeHHi 3aCTOCYBaHHS
nperabajiny 11e sSBUIlle MOXKe 3HUKHYTH.

JIiKyBaHHA HeliponamuyHo20 60110 UeHMpPAd/AbH020 NOXOOHCeHHS 8HACAIOOK YPAHCeHH S
CNUHHO20 MO3K).

[Tig yac nmikyBaHHS HEMPOMATUYHOTO OO0 IEeHTPAIBHOTO ITOXOOKEHHS, CIPUYMHEHOT0 YPaKEeHHAM
CIIMHHOTO MO3KY, 30i/IbIIlyBasacs 4acToTa MoO0iYHMUX peakllii y I[iIoMy, a TaKOXK Mo0iuHuX
peaxilii 3 00Ky IeHTpaIbHOl HEPBOBOI CHCTEMHU Ta 0COOIMBO COHNUBOCTI. Lle Moxke OyTH
IOB’I3aHO 3 QIUTUBHOIO Hi€I0 CYNyTHIX JMiKapChKUX 3aC00iB (HapuKIIad, aHTUCTIACTUYHUX
npernapariB), He0OXigHUX OIS JIIKyBaHHS LbOTO cTaHy. L[to oOcTaBuHy CiIif OpaTu g0 yBary,
Ipu3Havaloyy mperabaiH Mpu TaKOMy CTaHi.

IIpueHiyeHHA OUXaHHA

[ToBimOMISIIY PO TSXKKe MPUTHIYeHHS OUXaHHS Y 3B'SI3Ky 3 3aCTOCYBaHHSIM Iperadartiny.
[NamienTy 3 mopyIeHHIM GYHKIII AUXaHHS, PECIipaTOPHUMU 3aXBOPIOBaHHIMHU abo
HEBPOJIOTIYHUMU 3aXBOPHOBAHHSIMM, HUPKOBOI HEJOCTATHICTIO, OMHOYAaCHUM BXKUBaHHSAM
3aco0iB, 1o npurHiuyoTs LIHC, Ta mamienTy MiTHLOrO BiKy MOXKYTh MaTH OiNIbIINN PU3UK
BUHUKHEHHS ITi€l TSKKOI M00iuHOol peakiril. [y TaKUX MAIliEHTiB MOXKe 3HaO0OUTHCS
KOpPUTYBaHHA 03U (OuB. po3ain «Crocid 3aCTOCYyBaHHS Ta AO3U»).

CyiyudanvHull pu3uk



[ToBimoMIISINM PO BUNAMKY CYIlIMOATbHUX TYMOK/TIOBEOiHKY/OiN Y Malli€HTIB, SIKi OTPUMYBalu
Tepariio TPOTHeIiIeNnTUYHUME IperapaTamMu (y T. 4. mperabaniHoM) 3a JesTKUMHU [TOKA3aHHSIMHY (OUB.
po3min «ITo6iyni peakuii»). 3a pe3yjabTaTaMy MeTaaHali3y JaHUX, OTPUMAHUX V XOAi
PaHOOMi30BaHUX IJTale00-KOHTPOIbOBAHUX NOCIIAKEHb MPOTUEIIIENITUYHNX IIpeIaparTis,
TaKOXK CIIOCTepirajaocs HeBeJIMKe IiABUILLIEHHS CyilugaabHOTO PU3UKY. MexaHi3M BUHUKHEHHS
IIbOTO PU3UKY HEBiOMUI. Y IOCTMapKeTHHIOBOMY Iepiofi y NallieHTiB, sIKi oTpuMyBanu nperadais,
CIIOCTEpIranucs BUMAAKU CYIIUIAIbHUX OYMOK/TIOBeNiHKY (IuUB. po3min «ITo6iuHi peakirii»).
EnigeMionoriude gocmigKeHHS 3 BUKOPHCTAHHSM AU3allHy CAaMOKOHTPOJIbOBAHOTO OOCIIiIKEHH S
(mopiBHAHHSA EepPiofiB TiKyBaHHSA 3 epiogamMu 0e3 JTiKyBaHHS B OKPEMOI JIIONUHY) ITPOIeMOHCTPYBAJIO
MigBUIIIEHUY PU3UK HOBUX IIPOSBIB CYIIIMOAIbHOL IOBENiHKY Ta CMEPTi BHACIIIAOK caMOTry0CTBa y
NaLieHTIB Ipy NpuioMi nperadariny.

Y 3B’13Ky 3 MM HeOoOXigHO PETEIbHO CIIOCTEPIiraTu 3a MalliEeHTaMu [JIST BUSIBIEHHS 03HAK
CyIUMAaNbHUX NYMOK/TIOBEiHKHU/MNif Ta PO3TJISHYTU OOLUUIBHICTh IPU3HAYEHHS BiNIIOBIIHOTO
JIIKyBaHHA. Y pa3i I0ABU TakWUxX O3HAaK IalieHTaM (Ta ocobaM, sKi HOTIAHAI0TH 32 HUMU) CIIIf
3BEPHYTHUCS 3a MEOUYHOIO JOnOoMOro. Ciifi po3rIsHyTH MOXKJIUBICTh NPUNMHEHHS
nikyBaHHS nperabaniHoM y pa3i cyiluganbHUX TyMOK/TIOBEOIHKHU.

[Toz2ipweHHA pYHKUIT HUNMCHIX 81001118 WAYHKOB0-KUWKOB020 MPAKMY.

[Ticnsa Buxomy npenapaTy Ha pPUHOK IIOBIJOMIISNIK PO SIBUILA, TTOB’I3aHi 3 MOTipIIeHHAM (QYyHKIIiI
HUXKHIX BiIiiB HITYHKOBO-KUIIKOBOI'0 TPAKTY (TakKi 9K HENPOXiOHICTh KUIIEUYHUKY, TapaliTUYHa
HEIPOXiJHICTh KUIIEYHHKY, 3aII0P), IPU 3aCTOCYBaHHI ITperabaniHy pa3oM 3 JTiKapChbKUMU
3acob0amu, 110 MOXKYThb CIIPUYMHUATH 3aIl0p, HalpUKaj ONiOiIHUMU aHalbreTukamu. [1pu
OTHOYACHOMY 3aCTOCyBaHHi nperabainy Ta OmioifiB CITifl BXKUTH 3aX0MiB s MPodiTakKTUKU
3arnopiB (0co0IMBO y KiHOK Ta MAli€HTIB JIITHHOTO BiKY).

O0HoYacHe 3acmocyB8aHHA 3 onioidamu

PexomeHOyeThCs 3 00epeXHICTIO TPU3HadaTy IperabaliH OmHOYacHO 3 OIioigaMu Yepes3 pu3uK
npurHivenHs: IIHC (muB. po3min «B3aemomis 3 iHIMMHU JTiKapCbKUMM 3aco0aMu Ta iHII BUOK
B3a€EMO[Iifi»). Y pETPOCIIEKTUBHOMY HOCHiXKeHHi 0710 MPOgeMOHCTPOBAHO, 110 MAlli€HTH, SKi
npuiiManu nperadajid OMHOYACHO 3 OMioimaMu, MaJiu MigBUIIEHUH PU3UK JIETAJIbHOCTI, OB’ I3aH0i 3
omioigamu, MOPiBHSHO i3 3aCTOCYBaHHSM OIiOIfiB OKPEMO (CKOPUTOBaHe CIIiBBiIHOILIEHHS IIaHCIB
[aOR], 1,68 [95 % [I, 1,19-2,36]). Lie# migBumienui pusuk 6yno 3adikcoBaHO MpU MPUMOMi HU3BKUX
no3 nmperabaniny (< 300 mr, aOR 1,52 [95 % [I, 1,04-2,22]), i ciocTepiranacs TeHOeHIis A0 OibIn
BHCOKOT'0 PU3UKY IIpU PUMOMi BUCOKUX [03 Iperabaniny (> 300 mr, aOR 2,51 [95 % [I 1,24-5,06]).

HenQaewlee 3dCMmMoCyBdHHA, 3/10BHCUBAHHA abo 3asnedxcHicmo.

[Tperabanin MoXe BUKJIMKATH JIIKaPChKY 3aJIeXKHICTh, sTKa MOKe BUHUKATH IIPU 3aCTOCYBaHHI
TepalleBTUYHUX 003. [10BimOMIISAIY PO BUNAOKY 3JI0BXXUBaHHS Ta HEIPABUJIBHOI'O 3aCTOCYBAHHS.
[TamienTy 3i 310BXKUBaHHSM Pi3HMMU PEYOBHHAMU B aHaMHE31 MOXYTh MaTH BUILIUN PU3UK
HEeTIPaBUJILHOTO 3aCTOCYBaHHS, 37I0BXKMBaHHS Ta 3aJIe2KHOCTI IIPH 3aCTOCYBaHHI ITperabainy, ToMy
e JIiKapChKuM 3acib y HUX CIIiff 3aCTOCOBYBaTH 3 00epexkHicT0. [lepen npu3HaueHHAM Iperadaniny
CJIiJl PETENIbHO OLIHUTH PU3UK HETPaBUIBHOTO 3aCTOCYBAHHS, 3JI0BXKUBAHHS a00 3a1€2KHOCTI.

[TarienTy, sIKi OTPUMYIOTD JIiIKyBaHHS mperabaninoM, TOBUHHI nepeOyBaTH Iif HATrIsSI0M OIS
BUSIBJIEHHSI CUMIITOMIB HEITPABUJIbHOT'0 3aCTOCYBAaHHS, 3JI0BXKMBaHHS ab0 3a71€KHOCTi, TAaKMUX 5K
PO3BUTOK TOJIEPAHTHOCTI, IiABUINEHHS NO3M Ta II0sSBa ITOBEOiHKM, CIIPSIMOBAHOI Ha OTPHMaHHS
JiKapChbKOro 3aco0y.



CumMnmomu 8iOMiHU.

[Ticnsa npunuHEHHS KOPOTKOCTPOKOBOI ab0 TpHBasiol Teparil mperadasiHoM crocTepiramucs
CHMIITOMH BigMiHU IIpenapary. [1oBigoMIsiiy Ipo TakKi cuMOTOME: 6e3COHHS, TOJIOBHUY 0ifb, Hy[OTa,
TPUBOXKHICTD, fiapesi, FPUNONOAiOHUN CHHAPOM, HEPBO3HICTH, enpecis, 6inb, cymomu, rineprigpos i
3araMOpOYeHHs. BUHUKHEHHSI CUMIITOMIB BiIMiHM ITiC/Isl MPUNIMHEHHS MIPUKOMY ITperabaniny Moxe
CBITYMTH IIPO MiKAPCHKY 3a/lexXHIiCTh (IuB. po3min «ITob6iuni peakmnii»). Lo iHpopmalito ciin
TIOBiIOMUTH IAIiEHTY MTepen MoYaTKOM Teparii. dAkimo nperabastid HeoOXiqHO BigMiHUTH,
PEKOMEHYEThCS POOUTH 1ie TOCTYIIOBO IIPOTATOM II[OHalMeHIe 1 TUXKHS He3aJleXkHO Bifl TOKa3aHb
(muB. po3min «Cmoci0 3acToCyBaHHS Ta HO3U»).

Cynoomu, 30KpeMa emninenTU4YHUM CTaTyC Ta BEIUKi CyNOMHI Hanagy, MOXKYyTh BUHUKATH IIif 9ac
Teparii mperabaniHoM ab0 HEBIOB3i MiC/IsT HOTO BigMiHU.

Hani mopo BigMiHu nperabariHy Mmicis TpHBaJoro 3aCTOCYBaHHS BKa3ylOTh Ha Te, III0 YacToTa
BUHUKHEHHS Ta CTYIiHb TAKKOCTI CUMIITOMIB BiIMiHU MOXKYTb 3ajIeXKaTH Bif AO3U.

EHuedasonamis.

[ToBimoMIsiNK NP0 BUIAAKY eHIledasomnarii, 10 BUHUKAIK ITIepeBaXkHO Y MallieHTiB i3 cymyTHIiMu
3axXBOPIOBAHHSMH, 1110 MOXKYThb CIIPOBOKYBaTH eHIledanonariio.

ZKIHKY PenpOOyYKTUBHOIO BiKY/KOHTpALIEMNITi.

3acTocyBaHHS Iperadasiny npoTaroM | TpuMecTpy BariTHOCTI MOXKe CIIPUYUHSATH CEPHO3HI BPOAKeHi
Bamu po3BUTKY (BBP) y MaitGyTHbOI muTuHu. [Ipemapat 30HIK He CITif 3aCTOCOBYBATH Y IepPiof
BariTHOCTI, OKPiM BUIIafKiB, KOJIX KOPUCTH [JIg MaTepi IBHO IE€PEBUIIY€E MOXKIUBUN PUIUK [OJIS
nnoga. 2KiHKY penpoayKTHUBHOIO BiKy IPOTATOM JIiKyBaHHS IperabaaiHoM MOBUHHI BUKOPUCTOBYBATH
edexTHBHI 3ac00M KOHTpAIENLil (DUB. pO3Min «3aCTOCYyBaHHS Y nepion BariTHOCTI abo rogyBaHHS
TPYLLI0»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

KiHKY penpoayKTHBHOTO BiKY/KOHTpAaLENid.
XKiHKM penpoayKTUBHOTO BiKy MMOBUHHI BUKOPUCTOBYBaTH e(PEKTHBHI 3aC00M KOHTpALeIIIil.
BariTHiCTE.

Y xomi mocmifzkeHb Ha TBapuHAX 0y710 MPOOEMOHCTPOBAHO PENPOAYKTUBHY TOKCUYHICTh. [I0Ka3aHo,
110 nperabasid TPOHUKaE Yepes MaleHTy v mypis. [Iperabasnin Moxe IPOHUKATH Yepe3 IIalleHTy
JIIONIAHY.

Cepl03Hi BpomKeHi Bagyu PO3BUTKY (BBP)

IaHi cCKaHOWHABCHKOI0 00CEPBAlliMHOTO [OCTIIXKEHHS 3 y4acTio Oinbin Hixk 2700 BariTHUX XiHOK, SKi
3aCTOCOBYyBaIH peradarsiH y I TpuMecTpi, MpogeMOHCTPYBaIu OibIny IOUIMPEHICTh cepiio3Hux BBP
cepeq miTeii (KuBKUX a0 MEPTBOHAPOOKEHUX), IKi 3a3HAJIM BHYTPIIIHbOYTPOOHOTO BILJIUBY
nperabaliHy IOpPiBHSIHO 3 IMOMYJIALi€0 OiTel, ki Takoro BIIUBY He Manu (5,9 % npotu 4,1 %).

Pusuk po3BuTKy cepiio3nux BBP cepeq miTel, ki 3a3Hanu BHYTPIIIHBOYTPOOHOT'O BIIJIUBY



nperabariny y I TpuMecTpi BariTHOCTi OyB AeIo BUIITUM ITOPIiBHSHO 3 MOMYJISAIIEI0 OiTEH, IKi TAaKOTO
BIIJIUBY He MaJu (KOpUToBaHUM Koe(illieHT momupeHocTi Ta 95 % nosipuuii iHTepBan: 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 a0 CeYOCTATEBOI CUCTEMH, ajle MTOKA3HUKYU OyIM HEBETUKUMHU, a OLiHKH
HEeTOYHUMH.

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

TongyBaHHS TPYOOIo.

[TperabasiH npoHuKae y rpynHe MOJIOKO TIONUHY. Brmue mperabaminy Ha
HOBOHAPOIKEHUX/HEMOBIAT HeBimoMul. HeoOxXimHO MPUUAHSATY PillleHHS PO NMPUIUHEHHS I'PYIHOTO
roOyBaHHS YU BiIMiHy Tepamii nperabasninoM, 6epy4u [0 yBaru KOPUCTh TOOYBaHHS IPYAIIO IS
OUTUHYU Ta KOPUCTD JIIKYBaHHS OJIS1 KIHKMU.

DepTUNILHICTE.
KniniuHi gani mopmo BunmuBy mperabaniny Ha GepTUIBHICTE XKIHOK BiCYTHI.

[Tig 4yac KIiHIYHOTO JOCTigXKEeHHS 3 BUBYEHHS BIUIMBY IiperabaiHy Ha PyX/IMBICTh CIIePMaTO30ifiB
3MOPOBi MOGPOBOJIBII YOTOBIYOI cTaTi 3aCTOCOBYBaIM mperadanid y mo3i 600 mr/moby. ITicns
3aCTOCYBaHHS IIpelapaTy MIPOTAroM 3 MICSIliB 2KOJHOTO BIIMBY Ha PYXJIUBICTh CIIEPMAaTO301iB HE
BUSIBIIEHO.

Y xopi mocmimzkeHHs PepTUILHOCTI y caMUIlh LIypiB crocTepiraBcs HeOaXKaHUi BIJIUB Ha
PenpPOnyKTUBHY QYHKIII0. Y X0i OCHiAXKeHHS (epPTUIbHOCTI y CaMIiB IIypiB CIIOCTEPIraBcs
HeOaxkaHU BIJIMB Ha PENPOAYKTUBHY (YHKIIiIO Ta po3BUTOK. KiTiHiyHa 3HAUYILIICTh IIUX PE3y/IbTaTiB
HeBifgoMa.

30amHicmb eniueamu Ha weudKicmb peakuyii npu kepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

[Tpera6amnin MoXke He3HaYHOI0 a00 MMOMipHOIO MipOIO BIIMBATH Ha 3[ATHICTh KEPyBaTH
TPAHCIIOPTHUMHU 3ac00aMu Ta IpalloBaTH 3 iHIMMMU MexaHi3MaMu. [Iperabasnin MOXKe CIPUYNHUTH
3aIIaMOpPOYEHH i COHJIUBICTD, 1 TAKUM YMHOM BIJIMBATU Ha 3[0ATHICTh KepyBaTU TPAHCIOPTHUMU
3acob6aMu Ta MPAIlOBATH 3 iHIIKUMU MeXaHi3MaMu. Y 3B’I3Ky 3 IIUM Malli€eHTaM CJIifl peKOMeHTyBaTH
YTPUMYBATHUCS Bil KEPyBaHHS TPAHCIOPTHUMH 3aC00aMH, Bifl poOOTH 3i CKITagHOI0 TEXHIKO0 Ta Bifl
iHIIIOI MOTeHIIMHO He0e3MeYHOl AisIbHOCTI, IOKK He CTaHe BiOMO, UM BIUIMBAE I[€H JTiKapChbKUH
3acib Ha IXHIO0 30aTHICTH OO TAaKOl OiAILHOCTI.

Cnocid 3acmocyeaHHsi ma do3u.

Cnocib 3acmocyBaHHs.



[TpenapatT 30HiK MpPUMaTH HE3alIeXKHO Bifl MPUAOMY 1xXi.
Hanuii mikapchbKui 3acid npu3HadeHu BUHSATKOBO OJI51 IEPOPaIbHOT0 3aCTOCYBaHHS.
Io3u.

Iliama30H {03 mpemnapaTy Moxke 3MiHIOBaTUCS ¥ Mexax 150-600 mr Ha mo0y. [Jo60By mo3y
PO3MOAiNATY Ha 2 a60 3 IPUHOMH.

YV BUIlaAKy NPU3HaUYEHHS Pa30BOl 1o3u MeHiie 150 MT - 3aCTOCOBYBATH Y BiAIIOBITHOMY HO3yBaHHI.

Hetiponnatuunuii Gifb.

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

3 npuiioMu. 3aneXkHO Bifl iHOUBiAyalbHOI BiATIOBiAi Ta TePEeHOCUMOCTI IIpenapaTy 403y MoXKHa
30inpmuTH 1o 300 Mr Ha moOy dyepe3 3-7 [OHIB, a y pa3i HE0OXiMHOCTI - 40 MaKcuMasbHOl 703U 600 Mr
Ha fo0y 1e micns 7 mHiB.

V Bumapky NIpU3Ha4YeHHS Pa30BoI1 0o3u MeHIne 150 Mr - 3aCTOCOBYBATH y BiTIOBITHOMY [103yBaHHi.
Eminencis.

Tepamito mperabaniHoM MoxkHa po3nodaTu 3 fo3u 150 Mr Ha o6y, po3monineHoi Ha 2 abo

3 mpuiioMH. 3anexkHo Bif iHAUBiAYyaIbHOI BiATIOBiMi Ta IEPEHOCUMOCTI IIpenapaTy MalieHTOM 03y
MoxHa 30inpmuTu 70 300 Mr Ha goO0y Mmics mepiuIoro THXKHS JikyBaHHS. [lle yepe3 oguH THXKIEHb
Mo3y MOXKHa 30i/bIIUTH 10 MakKcuMaibHOI - 600 Mr Ha o0y .

V BUNAOKy NMPU3HA4YEHHS Pa30BOi mo3u MeHIne 150 Mr - 3aCTOCOBYBATH y BiAIIOBIMHOMY J03yBaHHI.

['eHepanizoBaHuii TPUBOKHUYM PO3TIa.

Ilo3a, sIKy pO3MOMIiNsA0Th Ha 2 a60 3 MpUioMH, MOXKe 3MiHIOBATUCS ¥ Mexkax 150-600 Mr Ha mo0y.
[TepioguyHO CIif mepernsagaTd HeoOXiqHICTh MPOOOBXKEHHS Tepaiii.

Tepamito nperabaniHoM MoXkHa po3noydaTty 3 fo3u 150 Mr Ha mo0y. 3anmekKHO Bif iHAUBIMyamIbHOI
BiAITIOBii Ta MePeHOCUMOCTI IIpemnapaTy nalieHToM 03y MoxkHa 30inemuTtu o 300 Mr Ha go0y micns
TIEPIIIOTO TUXKHS JIiKyBaHHS. [Ticys 11e OMHOTO THXKHS IPUAOMY 03y MOXKHa 36inpmuT 10 450 Mr Ha
noOy. Ille yepe3 omuH TUKOEHb 003y MOXKHA 30iMbIIUTH 00 MaKcuMasbHOI - 600 MT Ha Ho0y.

V BUIIaAKy NMPU3HAUYEHHS Pa30BOi mo3u MeHie 150 Mr - 3aCTOCOBYBATH Y BiOIIOBIZHOMY HO3yBaHHI.

®ibpomianris.

PexkoMeH[0BaHa [o3a Npemnaparty A iikyBaHHs (ibpomianrii ctanoButs Big 300 go 450 Mr Ha mo06y.
JIikyBaHHS CIIif] pO3IIOYKMHATH i3 3aCTOCYBaHHs H03u 75 MT [IBiui Ha m00y (150 mr Ha moby).
3anexkHo Big e(eKTUBHOCTI Ta IePeHOCUMOCTi, 103y MoxkHa 30inbiryBaty go 150 Mr gBivi Ha mo6y
(300 Mr Ha HOO0Y) MPOTSATOM OOHOTO TUXKHS. [IJIS MAIliEHTIB, [ SKUX 3aCTOCYBaHHS 03U
300 Mr Ha 00y € HeoCTaTHhO e(PeKTUBHUM, MOXKHA 30ibIINTH H03Y O0 225 MT [Bidi Ha
o0y (450 mr Ha mo6y). Xoua icHye JOCTiAXKeHHS 3acTocyBaHHS mo3u 600 Mr Ha Ho0y, mOKa3iB
TOTO, 1110 3aCTOCYBaHH4 IIi€l 031 Oyae MaTH OOOATKOBY IlepeBary, HeMae; TaKoX Taka J03a
MaJla TipIiry mepeHocuMicTh. bepy4u mo yBaru mo3o3asexkHi mobigHi peakilil, 3aCTOCyBaHHS
no3 Buiie 450 Mr Ha 00y He pekoMeHOyeThcs. OCKinbKY nperaballiH BUBOOUTLCS TOJIOBHUM



YHHOM HHPKAMH, CIIil KOPUTYBATH 03y IIperaparTy MallieHTaM i3 MopyIIeHHIM QYHKITii

HUPOK.

V BUnNagKy Npu3HadeHHs pa30Bol no3u MeHie 150 Mr - 3aCTOCOBYBATH Y BiAIOBIIHOMY [J03yBaHHI.

Bigmina nmpera0aniny.

BigmoBigHO mo mitowoi KiiHiYHOI MpaKTUKY, IPUNIUHSATY Tepalliio nperabaniHoM peKOMeHIY€EThCS
IIOCTYTIOBO, IPOTATOM IIJOHAMMEHIIIe OGHOTO TUXKHS, He3aJIeKHO Bifl TOKa3aHb (OUB. PO3OiIu
«OcobnuBoCTi 3acTocyBaHHS» Ta «I106iuHi peakiril»).

[NopyieHHs QYHKII HUPOK.

[TperabariiH BUBOOUTHLCS 3 CUCTEMHOT0 KPOBOTOKY B HE3MiHEHOMY BUTJISA/I, TePeBakKHO HUPKAMHU.
OckinbKy KJlipeHC mperabasiny npsiMo IPONOPIiNHNYN KITipeHCy KpeaTUHiHY (OUB. PO3Min
«PapMaKoKiHeTHKa»), 3MEHIIIyBaTH 003y IallieHTaM 3 MOPYyIIeHHIM (PYHKIIii HUPOK CIIif
iHmuBimyanbHO, SIK 3a3Ha4eHo y Tabmuti 1, BiOMOBIAHO OO KiipeHCYy KpeaTuHiny (CLcr), aKuu
CJIig BU3HAYaTH 3a GopMyJIoi:

(]

[Tpera0ariH e(eKTUBHO BUAAJSIETLCS 3 IIa3MHU KPOBi 3a JonoMoroo remogianidy (50 % mpemaparty
npoTsarom 4 rogus). [In1g naiieHTiB Ha remogianisi o6oBy go3y nperabasiny Ciifl KOpUTryBaTu
BigmoBigHO {0 ¢yHKIII HUPOK. KpiM mo60oBo1 103K, ogpa3y micist KoXKHOI 4-TOIUHHOI IPOLeyPH
reMofiani3y HeoOXiIHO 3aCTOCOBYBATH JOMATKOBY H03Y Ipenapary (ouB. TaOmuIo 1).

Kopexkuist o3u nperabaiiny BigmoBigHO [0 QYHKII HUPOK.

Tabmuig 1

K 1ipeHC KpeamuHiHy
(CL,,) (ms/x8)

3azanvHa dobosa do3a npezabaniny *

Pesicum 003y8aHHA

TTouamkosa 003a

MakcumaavHa 003a

(m2/006y) (m2/006y)
> 60 150° 600 NBiui a6o Tpuui Ha mOOY
>30- <60 75 300 Bivi abo Tpuui Ha HOOY
>15-<30 25-50" 150 Pa3 a6o fiBiui Ha 70Oy
<15 25 75 Pa3 Ha 100y
[logaTkoBa f03a micns remofgianisy (Mr)

25" [100° [OnrokpaTra nosa

003YBaHHI.

* ¥V sunadky 3acmocyeaHHs pa3oeoi do3u meHwe 150 Mz - 3acmocogysamu y 8i0nogioHomy

# 3azanvHy 00608y 003y (M2/006Yy) cai0 po3nodisumu Ha OeKiabka nputioMie 8i0nosioHO 00 pexcumy
003yBaHH:, W06 ompumamu 003y 015 00HOKPAMHO20 nputiomy (M2/003y).
/To0amkosa 003a - ue 0odamkosa 00HOKpamHa 003d.




[NopylieHHS QYHKIT] TeYiHKH.

II71s nalieHTiB 3 MopyueHHAM QyHKII neyinku HeoOXiMHOCTI Y KOpeKlii 4o3u HeMae (OUB. PO3Min
«PapMaKoOKiHETHKA»).

[TaIieHTH JIITHLOIO BiKY.

II7s malieHTiB MiTHHOTO BiKYy Yepe3 MmoTipiieHHs QYHKIII HUPOK MOXe BUHUKHYTH HeOoOXigHICTh y
3MEHIIIeHHi no3u nperabaniny (AuB. po3nin «dapMaKoKiHETHKa»).

Himu.

Beamneka Ta epeKTUBHICTH NperabaiiHy mIpu XOT0 3aCTOCYyBaHHI OiTAM (BikoM o 18 pokiB) He
BCTaHOBJIeHi. [locTynHa Ha Ie¥ 4ac indopManisa HaBefieHa Y po3xini «I1o6iuHi peakiii», a TaKOX y
po3minax «®@apmakoguHaMika» i «®apMaKOKiHEeTHKa», OOHAK, OIIUPAOYUCH Ha HUX, HEMOXKJIUBO
HafaTy XKOOHUX PEKOMEH[AIi} 00 J03yBaHHS Lill KaTeropil Malli€HTiB.

ITepedo3yeaHHs.

[ToBimomsAny, 10 HaYacTiIMMyY MOOIYHUMY pPeaklisMu IIpU Iepeno3yBaHHi mperabaniny 6ynu
COHJIMBICTB, CIIYTaHICTh CBiOMOCTI, 30y/I2KEHHS Ta HECIIOKil. TaKoXK HagXOOUJIX ITOBiIOMIIEHHS TIPO
CYOOMH.

Pigko moBimOMISIX PO BUMIAAKU KOMM.

JIikyBaHHS Nepeno3yBaHHS NperabaiiHy Moisirae y 3arajJbHUX MiATPUMYyBaJIbHUX 3aX0flaX Ta 3a
oTpe6u MoxKe BKITIOYATH TeMofiani3 (muB. po3min «Crocib 3acTocyBaHHS Ta 0o3u», TabmuIs 1).

ITob6iyHi peakuii.

Y mocnifKeHHSIX Hal4acTiIHMU MOOIYHUMY peakLisiMy OyIu 3ataMOpPOYeHHS i COHNUBICTD. [To0iuHi
peaxilii 3a3Buyay Oynu TerkuMu abo MOMipHUMU.

Huxxue HaBeneHi Bci M0GiYHI peakilii, 1110 BUHUKAIM YacTillle, HiK IPYU 3aCTOCyBaHHi manebo, Ta
Oinbie HiX y omHOTO manieHTa. L1i mobiuHi peakiiii 3a3Ha4yeHi 3a cCCTeMaMH OpraHiB Ta 3a YaCTOTOO:
nyxe 4acto (= 1/10); gacto (Big = 1/100 go < 1/10); Hewacro (Big = 1/1000 mo < 1/100); pimko (Big
> 1/10000 go < 1/1000); my=xe pigko (< 1/10000); yacToTa HeBinoMa (He Moxke OyTH OIliHeHa Ha
OCHOBI HasIBHUX AaHWX). Y KOXKHI{ IPYIIi 3a 4aCTOTOI0 BUHUKHEHHS M00iYHi eeKTH IpeacTaBieHo y
TIOPSIOKY 3HUKEHHS CTYIeHs 1X IIPOSBiB.

3a3HaueHi nobiyHi peakilii TaK0K MOXKYTh OyTH IOB’si3aHi 3 MepebdiroM 0CHOBHOT'0 3aXBOPIOBAHHS
Ta (ab0) CcymyTHIM 3aCTOCYBAHHSIM iHIIUX JIiIKapChKUX 3aco0iB.

[Tig yac nmikyBaHHS HEMPOMATUYHOTO OO0 IEHTPAIBHOTO ITOXOOXKEHHS, CIPUYMHEHOT0 YPaKeHHAM
CIIMHHOTO MO3KY, 30i/IbIlIyBasacs 4acToTa MoOiYHUX Peaklliit 3araJoM, 4acToTa moGiyHmx



peaxkiiiii 3 6oky LITHC, 0COOMMBO COHNMUBICTD (AUB. po3aisn «OCOOIMBOCTI 3aCTOCYBaHHS»).
IHdexkil Ta iHBa3Il.

Yacmo: Ha30(apHHTIT.

3 60Ky KpOBi Ta niMbaTUYHOI CHCTEMH.

Heuacmo: HEUTPOIIEHIA.

3 60Ky iMyHHOI CUCTEMH.

Heuacmo: TinepyyTIuBICTb.

Pioko: aHTiOHEBPOTUYHUY HaOPSK, ajllepriuni peakilii, aHadinakToigHi peakiiil.

3 00Ky 00MiHY peYyoBHH, MeTa00Ii3My.

Yacmo: NigBUILIEHHS alleTUTY.
Heuacmo: BTpaTa aneTury, rinoriaikemis.

3 OOKY TICHUXIKH.

Yacmo: eiOPpUUYHNY HACTPIH, CITyTaHICTh CBiMOMOCTI, APaTiBNIUBICTh, AE€30Pi€HTAIliS,
0e3COHHS, 3HUKEHHS i0ifo.

Heuacmo: TanmouuHalii, maHivyHi aTaky, HECIOKil, 30yIXKeHHS, elpecis, MpUTrHiYeHUN
HaCTpili, migHeCeHU HacTpild, arpecis, 3MiHU HACTPOIO, AellepCoHai3alisi, yTpyaHeHu!
no0ip CITiB, MaTONOTiYHI CHOBUOIHHS, IIOCUJIEHHS J1i0ig0, aHOpra3Mis, amaris.

Pidko: po3raJibMOBYBaHHS, cyllxaanbHi JyMKU/IoBefiHKa (IuB. po3ain «Oco6nuBoCTi
3aCTOCYBaHHS»).

Hegidomo: nmikapcbKa 3al1eXHiCTb.

3 60Ky HEPBOBOI CUCTEMH.

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

Yacmo: aTakcCisl, IOPYLIEHHS KOOPAWHAIIl, TPeMOD, OU3apTpPis, aMHe3is, IOTipIIeHHS
naMm’sTi, IOPYIIEHHS yBaru, mapecTesis, rinecresis, cefaTUBHUN ePeKT, MOPYLIeHHS
PiBHOBArH, JeTapris.

Heuacmo: CUHKOIIE, CTYIIOP, MIOKJIOHISI, BTpaTa CBiIOMOCTI, IICUXOMOTOPHA I'ilePaKTUBHICTS,
OVCKiHEe3is, MOCTypasibHe 3allaMOpPOY€eHH, IHTeHI[IMHUN TPEMOD, HiCTarM, MOpPyIIeHHS
KOTHITHBHUX (QYHKIIIY, TOPYIIEHHS IICUXiKH, PO3JIagy MOBJIEHHS, TimopedIeKcis,
rimepecresis, BiTUyTTd NEYiHHS, areB3is, 3arajibHe HEe3OYyXKaHHS, alaTis, HABKOJIOPOTOBA
rapecTesis, MiOKJIOHYC.

Pioko: cymoM#, ITapoCMisi, TiMOKiHe3is, gucdaris, mapKiHCOHi3M, rimanresis, 3aleXHiCThb,
MO30YKOBHH CUHAPOM, CHHIPOM 3y04acTOTo Kojieca, KoMa, feslipiit, eHmedasnomnaris,



eKCTpalipaMigHuii CuHOpoM, cuHApoM [ieHa-Bappe, BHyTpilllHbOUYEpETIHA TiIepTeH3isd, MaHiaKabHi
peaxllii, mapaHOigHi peakilii, pO31agyu CHY.

3 OOKY OpraHiB 30py.
Yacmo: HEYITKICTh 30PY, OUILJIONISA, KOH IOHKTHUBIT.

Heuacmo: BTpaTta nepudepuyHoro 30py, NOPYIIEHHS 30py, HAOPSK oveil, nedeKTH 10 30Dy,
3HUKEHHS TOCTPOTH 30py, Oilb B 04aX, acTeHoIis1, GOTOICist, CyXiCTh B 04aX, MigBUIIIEHE
CITbO30BUMINEHHS, TIogpa3HeHHs ouel, 611epapuT, mOpylIeHHs aKoMOfallil, KPOBOBHUIUB B OKO,
CBiT/I000513Hb, HAOPSK CiTKiBKH.

Pioko: BTpaTa 30py, KEPATUT, OCIIUJIONCIis, 3MiHa 30pPOBOT0 CIIPUMHATTS TMUOMHYU, Mifpia3, cTpabism,
sICKpaBiCTh 30PY, aHI30KOpisi, BUPa3KU POTiBKHU, eK30(TanbM, mapaiidy O4HOTO M’s3a, ipur,
KepaTOKOH I0OHKTHUBIT, Mi03, HiYHa CJIilloTa, 0pTanbMOIIEris, aTpodis 30poBOTro HepBa, HAOPSAK OUCKa
30pOBOTO HEPBA, NITO3, YBEIT.

3 OOKY OpraHiB CIyXy Ta PiBHOBATH.
Yacmo: BEPTUTO.
Heuacmo: rinepakya3is.

3 6OKY cepIIs.

Heuacmo: Taxikappisi, aTpiOBEHTPUKYIIsIpHaA 010Kafa MepIioro CTymeHs, CHHyCcoBa
OpamuKapmis, 3acTiiiHa ceplieBa HEOOCTATHICTE.

Pioko: nopoBxkeHHA iHTepBany QT, cuHycoBa Taxikaphisi, CHHyCcOBa apuTMis.

3 OOKY CyIuH.

Heuacmo: apTepiaibHa TinoTeH3is, apTepiaibHa TinepTeH3is, IPUIJIKBY, TinepeMis, BIgUyTTS
XO0JIOMY B KiHI[IBKaX.

3 60Ky OuXalbHOI CHCTEMH, OPTaHiB I'PYIHOI KIITKK Ta CEPeIOCTiHHS.
Yacmo: GpapuHTOIapUHTeabHUM Oifb.

Heuacmo: 3apulllKa, HOCOBa KPOBOTeYa, Kalllejlb, 3aKjlafleHiCTh HOCa, PUHIT, XPOIIiHHS,
CYXiCTh CI30BOI 000JIOHKM HOCA.

Pioko: HaOpSIK JIereHb, CTUCHEHHS B TOPJIi, TapUHIOCIa3M, allHoe, aTeleKTa3, OPOHXIONiT,
TMKaBKa, (piOpo3 nerexis, mosixaHHs.

Hegi0omo: TpUTHIYeHHS OUXaHHS.

3 60Ky IIITYHKOBO-KUIITKOBOTO TPAKTY.

Yacmo: OII0BaHHS, HY[IOTa, 3aIl0p, fiapesi, METEOPU3M, 3AYTTS XKUBOTA, CYXiCTh ¥ POTi,
racTPOEHTEPHUT.

Heuacmo: ractpoe3odareanbHa pedIioKcHa XBopo0a, rimepcekpelrist CIIMHM, TillecTes3iss poToBO1



IIOPOXKHWHU, XOJIEOUCTHUT, XO0JIeJIiTia3, KOJIiT, IIJIYHKOBO-KHIIIKOBA KPOBOTE€4Ya, MEJIeHa, HaﬁpHK A3UKa,
PEeKTaJIbHa KpOBOTEYa.

Pidko: acCITUT, TAaHKPeaTUT, HaOPsIK si3uKa, mucdarist, ahTo3HUM CTOMATHUT, BUpPa3Ka
CTPaBOXO[y, ePiogoHTaIbHUY alCliec.

3 60Ky renatobimiapHol CUCTEMHU.

Heuacmo: TiBUILIEHUY PiBeHb MEYiHKOBUX (hepPMEHTIB*.
Pioko: KOBTSIHHULIA.

Lyoice pi0ko: mediHKOBa HEJOCTATHICTD, TeTIaTHT.

3 6OKY LIKip¥ Ta HifIIKipHOi TKAHWHH.

Yacmo: mposiexHi.

Heuacmo: manynb03He BUCUIIAHHS, KPOIIUB'THKA, Timeprigpo3s, cBepbixk, amomelris, CyxXiCcTh IKipH,
eK3eMa, TipcyTu3M, BUpa3Ky IIKipy, Be3UKYJ10-0yTbO3HUN BUCHIL.

Pioko: cuappoM CriBeHca-JI2KOHCOHA, TOKCUKO-eIlifepMaTbHUM HEKPOJIi3, XONOTHUM TIiT,
ekchomiaTUBHUY IePMaTHUT, JIiXeHOIGHUN OepMaTHUT, MeJIaH03, Po3Jiafu 3 00Ky HIrTiB, meTexiaTbHUN
BUCHII, TypPIypa, IyCTYISIPHUMN BUCHI, aTPodis WKipH, HEKPO3 LIKIPH, IIKIpHI Ta MiALIKIPHI By3/IHKH.
3 60Ky OIIOPHO-PYXOBOT'0 arnapaTty Ta CIOAYYHOI TKaHUHH.

Yacmo: M’SI30Bi CymOMH, apTpanris, 0inb y cnuHi, 6inb y KiHIiBKax, Clla3My M’'g3iB IIHi.
Heuacmo: HabpsK cyrno0iB, Mianris, mocinmyBaHHsg M’g3iB, 0ilb y IHl, CKYTiCTh M’43iB.

Pidko: pabmomiostia.

3 60KY HUPOK Ta CEYOBUBIOHUX IIIIXIiB.

Heyacmo: HeTpUMaHHSA Cedi, U3ypis, anp0yMiHypis, reMaTypis, yTBOPEHHS KaMeHiB y HUPKaX,
HepHUT.

Pioko: HUPKOBa HENOCTATHICTh, OJIIrypis, 3aTpUMKa Cedi, rocTpa HUPKOBa HEJOCTATHICTH,
TJIOMepPYIOHEe(PUT, TiETOHEPPHT.

3 GOKy CTaTeBOl CUCTeMH Ta MOJIOYHHX 3aJI03.
Yacmo: epeKTUIbHA AUCHYHKIS, iMITOTEHIIis.

Heuacmo: cTaTeBa TUCQYHKIIiS, 3aTPUMKa eIKYJIsIlil, mucMeHopes, 6i/1b y MOJIOYHMX 3aJ103aX,
JIeUKopesi, MeHoparis, MeTpoparis.

Pioko: ameHOpes, BUAiJIEHHS 3 MOJIOYHHX 327103, 30iIbIIIeHHS MOJIOYHMX 3a/103, TiHEKOMAcCTis,
1ePBilKT, OaaHiT, emiguauMiT.

3arabHi po3nany Ta peakilii y MiCITi BBeIeHHS.



Yacmo: nepudepudHnil HaOpsK, HaOpSAK, MOPYIIEHHS XOOY, TafiHHS, BifUYTTS CII'IHIHHS,
He3BUYaWHI BiIUyTTS, NifBUIIIEHa BTOMJIIOBAHICTE.

Heuacmo: TeHepasidoBaHui HaOpsSK, HaOPSK 0044, CKYTiCTh Y Ipynsx, 6inb, &Kap, crpara,
03H00, 3aranbHa CJ1a0KiCTh, He3myKaHHs, abCIec, 3amajleHHs XUPOBOi TKAHUHM, PeaKIlil
($hOTOYYTIUBOCTI.

Pioko: rpaHynbOMa, YMUCHE 3alOMisTHHS IIKOOY, 3a04epeBUHHMIM (HiOpo3, LIOK.

J1abopaTopHi DOCHimXKEeHHS.

Yacmo: 301IbIIIEHHS MacCHU Tija.

Heuacmo: 30inbIneHHs PiBHS KpeaTuHGOChHOKiIHA3K B KPOBi, 30iIbIIIEHHS PiBHS T'TIIOKO3U B
KPOBi, 3MeHIIIeHHS KiTbKOCTi TPOMOOUUTIB, 30i/bIlIeHHS PiBHS KpeaTHHIHY B KPOBI,
3MEHIIEHHS PiBHSA KaJllilo B KPOBi, 3MEHIIIeHHS MacCH Tifa.

Pioko: 3MeHIIIeHHS PiBHSA JTEUKOLUTIB Y KPOBI.

* 30inpIIeHHS piBHSA anaHiHaMmiHOTpaHcdepasu (AJIT) Ta acnaptaTaminoTpancdepasu (ACT).

[Ticrs mpunMHEHHS KOPOTKOCTPOKOBOI abo TpuBasoi Tepatil mperabaiHOM CIIOCTEpiranIucs
CUMIITOMH BinMiHu IIpenapaTy. [1oBigoMIsAnIu mpo TaKi CUMIITOMU: O€3COHHS, TOJIOBHUM Oillb,
HY[IOTa, TPUBOXKHICTh, iapesi, TPUIONONIOHUM CUHIPOM, CyIOMH, HEPBO3HICTh, METPECis,
6inb, rineprigpos i 3anamMmopoueHHs. 1li CHMITOME MOXYTh BKa3yBaTH Ha JIIKAPChKY 3a/I€KHICT.
LIto iHdopMalrito iy MOBiIOMHUTH MAI[iEHTY Nepel I04YaTKOM Teparrii.

Hani mopo BigMiHu nperabariHy Mmicis TpHBaJIoro 3aCTOCYBaHHS BKa3ylOTh Ha Te, III0 YacToTa
BUHUKHEHHS Ta CTYIiHb TSKKOCTi CUMIITOMIB BiIMiHU MOXKYTb OyTH H0303aIeKHUMHU (OUB. PO3MOiNK
«Crmoci6 3acTocyBaHHs Ta qo3u» Ta «OCOOIMBOCTI 3aCTOCYBAHHS»).

Limu. ITpodins 6e3neku nperabaniny, BCTAHOBIIEHUN Y XOMi JOCTiAXKEHb, IPOBEIEHUX 3
y4acTIO AiTey 3 mapliaJbHUMU CyOOMHUMU HallaflaM{ 3 BTOPUHHOIO reHeparisarlieio abo 6e3
Hel, 6yB momiOHu 0o IPOQIIIo, IKU CIIOCTEPIraBcs B HOCIIIIXKEHHSX ¥ MOPOCIIKX IIAI[i€HTIB 3
eminernciero. HayacTinmMu MOOIYHUMY peakiisMu OyIy COHNMMUBICTD, MipeKCis, iHdekIrii BepxHix
IUXaNbHUX IUISXIB, MiIBUILIEHHS alleTUTY, 30ibIIIEHHS MacH Tilla Ta Ha30(papHUHTIT (IUB. PO3Tinu
«ditu», «®apMakoguHaMika» Ta «PapMakKOKiHETHKa»).

[ToBimoMIIEHHS PO Mimo3pIoBaHi m06ivHi peakxirii.

[ToBimomneHHs mpo mobiuHi peakiril micis peecTpatiii TikapchbKoro 3aco0y Ma€ BaXKIuBe 3HAYEHHS.
LTe nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0OX IallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif] IOBiJOMJISITH TIPO YCi BUMTAAKU Miff03PIOBaHUX MOOIYHUX Peakllii Ta
BificyTHOCTi e(heKTHBHOCTI JTiKapchKOTO 3aco0y yepe3 ABTOMaTH30BaHy iHpopMalliiiHy cucteMy 3
(bapMakoHArIAAy 3a MOoCHIaHHSM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.
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2 POKH.

YmMmoBH 30epiranssi.
30epiraTu B opuriHaibHiN YIAKOBIN TP Temrepatypi He Buie 25 °C.

36epiraté y HEOOCTYIIHOMY IJIST OiTe# MicCIi.

VnaxoBka.

ITo 14 xamcyn y 6mictepi. ITo 1 a6o mo 2, abo mo 4, abo 1o 6 6micTepiB Y KAPTOHHIM YIIaKOBIIi.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHUK.
Kycywm Xentxkep [IBT JITH/

Kusum Healthcare Pvt Ltd.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs MOro Jis/IbHOCTI.
CII-289 (A), PIIKO Iagactpian apea, Yonanki, bxiBami, [lict. AnBap (Pagxacran), [Hnis/

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



