THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

30HIK

(ZONIK®)

Cknao:
Oitoua peyosuHa: nperabariu (pregabalin);
1 kamncyna TBepma MiCTUTh 75 Mr mperabainy;

00ONOMIdiCHI peyoBuUHU: KpOXMallh IIpeXenaTUHI30BaHWM, MarHil0 cTeapaT, TBepAa XKeJaTHHOBa
Karllcyma (KeJlaTHH, Bofa ouMileHa, TuTany miokcun (E 171), HaTpito naypuncynbdar).

JlikapcbKka ¢popmMa. Kamcynu TBepgi.

OcCHOBHI (pi3uKko-XiMiuHI 8/1acMuB0OCMi: TBEPHI XKeJTaTUHOBI Kancynu po3MipoM Ned 3 KOPIIycoM Ta
KPUILKOI0 0inoro KOibopy, 10 MiCTSTh ITOPOIIOK Bif 6inoro mo mMatizke 6i10T0 KOJILOPY.

dapmakoTepaneBTUYHa Irpyna. [IpoTueninentuyni 3acobu. IHIIi mpoTHeninenTuyHi 3acobu.
[Tpera6ania. Kog ATX NO3A X16.

®apmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

Iliroua peyoBuHa - mperabasid, € aHAJIOrOM TaMMa-aMiHOMAacCsSHOI KUcIoTu [(S)-3-(amiHoMeTum)-5-
MeTUITeKCcaHoBa KKUCJIoTal.

MexaHi3M mil.

[TperabariH 3B’SI3y€ThCS 3 JOTIOMiXKHOI0 cybomunuIieo (a,-d 6i70K) moTeHIlian3anekHUX Kalblli€eBUX
KaHalliB y IeHTpaibHii HepBoBii cuctemi (LTHC).

KrigiyHa eeKTUBHICTE i 6e3mexa.

- HetliponamuyHuti 6inb.

[TperabariH eeKTUBHUM Y NALIIEHTIB i3 HiabeTUYHOI0 HENPOIaTi€lo, IOCTTePIETUYHOI0 HEBPATi€0
Ta ypaxXeHHIMHU CIIMHHOTO MO3KY. EQeKTHBHICTh NpenapaTy IpH iHIINX BUAAX HENPOIaTUYHOTO
00110 He BUBYAJIH.



BcranoBneHo, 110 nmpodini 6e3neku Ta e(peKTUBHOCTI JIiKyBaHHS mperabaaiHoM Py TPUBAJIOCTI [0
13 TuXHIB 3 peKMMOM [03yBaHHS IpenapaTy ABidi Ha o0y Ta TPUBAJICTIO A0 8 TUKHIB 3 PEKUMOM
IOo3yBaHHS TPUYi Ha o0y momiOHi.

[Tpu 3acTocyBaHHi nperabaniny s miKyBaHHS HeMponaTU4HOTo 6010 KypcoM fo 12 TUXKHIB
3MeHIIeHHs 0010 TepUGEePUYHOro Ta LEHTPAIbHOTO ITOXOKEeHHS CIIOCTEPIranocs micis mepioro
TUXKHS Ta 306epiranocs mpoTsaroM yChOTo Iepiofy TiKyBaHHS.

- Eninencis.

[TomaTkoBe nikyBaHH4. [Ipodini 6e3neku Ta ebekTuBHOCTI mperabaniny 6ynu nomibHi mpu npuitomi
12 TuxHIB i3 pexkrMoM f03yBaHHS ABidi a0o Tpuyi Ha H00y. 3MeHIIeHHs YaCTOTH CyIOMHUX HalafiB
CIIOCTEepirasiocs BXKe Ha MepLIOMYy TUXKHI.

Oitu. EpekTuBHicTh Ta 6e3mneka nperabaniny B SKOCTi JOTIOMiKHOT0 3aco0y Ipu eminencii ais gitei
BikoM 10 12 poKiB Ta [y MifAmiTKiB He BcTaHOBNEHI. [T06iuHi peakiiii, 1110 CIIOCTEpiranucs y mallieHTiB
BikOM Bif 3 micsmiB o 16 poKiB 3 MapliialbHUMU CyIOMHUMH HanagaMmu, Oyiy mopiOHi mo moGigHux
peaxtiil y mopocnux. BcTaHOBNIEHO, 10 MipeKcis Ta iHQeKIil BepXHiX AuXalbHUX MIIAXIiB Y OiTel
BIKOM Bifj 3 MicsliB 1o 16 pOKiB CoCTepiraroThCs YacTillle, HiXkK y JOPOC/IUX MAllieHTIB 3 eliyemncieo
(muB. po3minu «Cmoci6 3acTocyBaHHs Ta 0o3u», «I1o6iuHi peakiii» Ta «PapMaKoKiHETUKA»).

MoHoTeparmis (y malfieHTiB 3 yepiie iarHOCTOBaHUM 3axXBOpioBaHHAM). [IperabartiH i 1TaMOTPUAXKUH

Oy ogHAKOBO Oe3MmeYHUMH Ta 1o0pe epeHOCHITHCS.
- TI'eHepanizosaHuli mpuBoMiCHUl po3aad.

3MeHIIeHHS CUMIITOMIB reHepaii30BaHOr0 TPMBOXKHOT0 PO3JIaAy BiAMOBIAHO A0 MIKanu ['aMinbTOHa
[J1s OWiHKY TprBOXKHOCTI (HAM-A) cmocTepiranocsl B&ke Ha IepIIoOMy THKHI 3aCTOCYBaHHS
nperabainy.

- @ibpomianais.

HocmimKeHHS MPOIEeMOHCTPYBAIM 3HUKEHHS 00JTI0 3@ Bi3ya/lbHOIO aHAJIOI'0BOIO IIKAJIOI0.
[TokpaleHHsT JOJATKOBO OYyJI0 ITPOOEMOHCTPOBAHO 3a 3arajbHOI0 OIIIHKOIO IalliEHTa Ta 3a
OTIUTYBAHHSM IIIOM0 BIIIUBY (pibpomianrii.

Oitu. HatigacTimmMy moGivyHUMY PeakIlisiMu, SIKi CIIoCTepiranucs y KiIiHiYHUX JOCTiIXKeHHIX, Oymu
3araMOpPOYEeHHS, HYMIOTa, TOJIOBHUM 0inb, 30iMbIlIeHHS MaCH Tijla Ta CTOMJIIOBAHICTh. 3aralbHUM
npodinb Oe3meku y MiAiTKiB OyB MOAiOHMM [0 TAKOTO y JOPOCuX i3 ¢pibpomianriero.

dapmaxkoKiHemuxka.

dapMakoKiHeTHYHI MOKa3HUKYU IIperabasiny y piBHOBaXKHOMY CTaHi OyJu NoOiOHUMU Y 30OPOBUX
noOpOBOIBLIIB, TTAIIEHTIB 3 elifencielo, SAKi MpuiMany IPOTHEIiIeNTUYHI TpenapaTH, Ta y MallieHTiB
3 XpOHiYHUM O0JIEM.

AGcopOiis.

[TperabartiH IBUAKO BCMOKTYETLCS IIPU IPUMOMI HaTIIE i JOoCSIrae MaKCUMAJIbHUX KOHIIEHTpallil y
T71a3Mi KPOBi MPOTATOM 1 TOOWHY Micig OGHOKPATHOTO ab0 6araToKpaTHOTO 3aCTOCYBaHHS.
Po3paxoBaHa 6iofioCTYNHICTEL Tperadariny pu nepopalbHOMY 3aCTOCYyBaHHiI cTaHOBUTH = 90 % i He
3aJ1eXkuTh Bif Ho3u. [Ipu 6araToKpaTHOMY 3aCTOCYyBaHHI PiBHOBaXKHUM CTaH JOCATAETHCS Yepe3
24-48 ropuH. [IBUAKiCTH BCMOKTYBaHHS Iperabainy 3HUXKYETHCS IPU OQHOYACHOMY ITPUHAOMI 3



1Keto, 1110 TPHU3BOOUTH 0 3MEHIIEHHST MaKCUMallbHOI KoHIeHTpalii (C,,,) mpubnu3no Ha 25-30 % i
TIOJIOBXKEHHS 3Ha4YeHb t,,, mpubnusHo no 2,5 roguau. OgHaK IpuioM nperabasniHy ogHOYaCHO 3 1XKelo
He MaB KJIiHiYHO 3HAYYIIIOT0 BIJIMBY Ha CTYIiHb HOTO abCcOpPOIIii.

Po3moomin.

[TperabariiH MpoHUKaE Kpi3b reMaToeHnedaniynuii 6ap’ep y Muile, mypis i MaBm. Bymo
BCTaQHOBJIEHO, 1110 ITperabastiH MPOHUKAE KPi3b IJIALleHTY y LIypiB i IPOHUKAE Y MOJIOKO IIyPiB y
nepion nakraii. ¥ mopuau 06’eM po3nofiny nperabaniny miciis mepopaabHOro 3aCTOCYBaHHS
cTtaHoBUTH mpubau3Ho 0,56 n/kr. [Iperabain He 3B’A3y€ThCs 3 OiNIKaMu I1a3MU KPOBi.

MeTabomisMm.

Y mopunuu nperabaiid 3a3Hae He3HAYHOT0 MeTabomi3my. [Ticnis BBegeHHS N03U Mid4eHOT0
paznioakTUBHOIO MiTKOIO Tperabaniny 6113bko 98 % pamioakTUBHOI pEYOBUHY BUBOAUIIOCS 3 CEUEHO Y
BUTISMI He3MiHeHoro mperabaniny. YacTka N-MeTHUIbOBaHOI IOXifHOI TperabasiHy - 0CHOBHOT'O
MeTaboJIiTy Ipenapary, 110 Bu3HadaBcs B cedi, - craHosuia 0,9 % Bim BBegeHoi mo3u. ITim yac
NOKTiHIYHUX HOCTiAkKeHb He BinOyBasocs paleMisallii S-eHaHTioMepa nperabainy B

R-enanTiOMED.

BuBenenns.

[Tpera6aniH BUBOOUTLCS 3 CUCTEMHOI'0 KDOBOTOKY B HE3MiHEHOMY BUTJIA[I, IIEPEBaXKHO HUPKAMHU.
CepepiHiit mepion HamiBBUBEOeHHS NperabaniHy cTaHOBUTH 6,3 roguHu. [11a3MoBUii Ta HUPKOBUIA
KJlipeHC nperabasiiHy IpsiMo IPOTOPIIiiiHi 10 KIipeHCy KpeaTuHiHy (OUB. PO3Min
«PapmakoKiHeTHKa». HUpKOBa HEJOCTATHICTH).

[MTamieHTaM 3 mopyiieHHAM GYHKIIII HUPOK abo mallieHTaM Ha reMofiaidi HeoOxigHa KOPeKIis 4o3u
npemnaparty (ouB. po3gin «Crmocib 3acTocyBaHHS Ta BO3U», Tabnuns 1).

JIiHiVHICTL/HEemiHINHICTD.

dapmakokiHeTuKa nperabainy € miHiNHOO [ BChOTO PEKOMEHI0BAHOT 0 [ialla30Hy [03.
BapiaGenbHicTh hapMaKoKiHeTUKY Iperadasiny cepeq NalieHTiB € Hu3bKoio (< 20 %).
dapmakokiHeTHKa IIpy OaraTOKpaTHOMY 3aCTOCYBaHHi € mepef0ayyBaHOIO Ha MifCTaBi JaHUX,
OTPUMAHUX MPU 3aCTOCYBAHHI OQHOKPATHOI H03u. TakKuM YHMHOM, HEMA€ MOTPebH y MIaHOBOMY
KOHTPOJIi KOHIIEHTpalliil mperabainy y mna3mi KpoBi.

CraTte.

PesynbTaTy KMiHIYHUX OOCTiAXKEHDb CBif4YaTh PO BiACYTHICTH KIIHIYHO 3HAYYIIIOTO BIJIUBY CTaTi Ha
KOHIIeHTpallil nperabaniny y mnaa3Mi Kposi.

HupkoBa HEJOCTATHICTE.

Knipenc nperabainy npsmo NponopLiiHui J0 KITipeHCy KpeaTuHiny. Kpim 1poro, nperabanin
e(eKTUBHO BUAAISIETHCS 3 IJIa3MU 3a IOIIOMOT0I0 reMofiiani3y (micnis 4 romuH reMofianisy
KOHIIeHTPallis mperadajiny y mia3Mi KpoBi 3MeHIIyeThCs TPubmu3Ho Ha 50 %). OcKinbKu mpemnapar
BHMBOIUTHCSI B OCHOBHOMY HMPKAMH, MAIliEHTaM 3 HUPKOBOIO HENOCTATHICTIO HeoOXiHO 3MEHIIIyBaTH
mo3y mpenapary, a Miclis reMofiali3y - 3aCTOCOBYBaTH JOAATKOBY 03y (AuB. po3min «Cmocid
3aCTOCyBaHHS Ta I03W», Tabmuig 1).



[Te4yiHKOBA HEIOCTATHICTE.

CroemnianbHuX (hpapMaKOKIHETUYHUX AOCIIIIXKEHb Y MaI[i€HTIB i3 Ie4iHKOBOX HENOCTATHICTIO HE
nposoain. Ockinbku nperabaiid He 3a3Ha€ 3HAYHOTO MeTab0/1i3My Ta BUBOTUTHCS 3 CEUEI0
TIepeBaXKHO Y He3MiHEHOMY BUTJISAI, TO MaJIOMMOBIPHO, 11100 OpYIeHHs QyHKIIil IeYiHKu Maio
3HAYYLIUH BIUIUB Ha KOHIIEHTPAlliio mperabainy y mina3Mmi Kposi.

iTH.

dapmakokiHeTHKy IperabaiHy BUBYaIM 3 y4acTIO HiTel 3 eminenciet. [licng mepopaabHOTO
3aCTOCyBaHHS IperabaiHy AiTsSM HATIIe Yac JOCSTHEHHS MaKCHMaIbHOI KOHIIEHTpalii y mira3mi
KpOBi cTaHOBUB Bif 0,5 TOOUHYU [0 2 TOOUH IIICIISA IPUKAOMY.

3nauenHs C,,, i IO Mg KPUBOIO 3a/Ie3KHOCTI KOHIeHTpalii Big 9acy (AUC) mperabaininy 3pocTanu
JiHiNHO 31 30inbIIeHHAM [03u. Y giTeil 3 Macoo Tina [0 30 kr 3HaueHHs AUC Oy HUKYUMU Ha

30 %, 110 3yMOBIIeHO 306inbiIeHHIM Ha 43 % KIlipeHCy, CKOPUTOBAHOTO 3a MacoI0 Tifna, y Iux
MallieHTiB MOPIBHAHO 3 MallieHTaMu 3 Macoio Tisa = 30 KT.

KinueBuii mepion HamiBBUBENeHHS perabaiHy CTAaHOBUB y CEpemHbOMY OMU3bKO0 3-4 TOOUH y OiTen
BIKOM 10 6 POKiB Ta 4-6 rOOuH y OiTed BiKOM Bifl 7 POKiB.

BcTaHOBIEHO, 110 KJTipEHC KpeaTHHiHY OyB 3HAUYYIIOI0 KOBAPiaTOo s KIIipeHCY IepopPaIbHOTO
nperabainy, a Maca Tiza 0yjia 3HaYyI[00 KOBapiaTo AJIs YSIBHOT'O 00’€My PO3IOMiNy IIepopaIbHOro
nperabariny, i ne# 3B’130K OyB aHAIOTiYHUM Y [iTel i JOpOCIuX MmalieHTiB.

dapmakoKiHeTHKY nperabasiHy y mamieHTiB BiKOM MeHIIe 3 MiCSIiB He BUBYAIH (OUB. po3min «[liTu»,
«ITobOiuni peakiii» Ta «®apMakomrHAMIKA»).

[TaIieHTH TITHBOTO BiKY.

Knipenc mperabaiiny Mae TeHOEHIIiI0 00 3MeHIIeHHs 3 BikoM. Take 3MeHIIeHHS KITipeHCY
nperabasiHy TPy HOro 3aCTOCYBaHHi TepoOpajbHO Y3TOOKYETHCS 31 3MEHINEHHSIM KIIipeHCy
KpeaTHUHiHYy, IOB’s13aHUM 3i 30inbineHHSIM Biky. [TamieHTaM 3 mopyIieHHIM QYHKIIIi HUPOK,
II0B’sI3aHUM 3 BiKOM, MOKe IoTpebyBaTHUCS 3MeHIIeHHs 03U nperabaniny (gus. po3min «Croci
3aCTOCyBaHHS Ta [03W», Tabmuug 1).

TogyBaHHA TPyOOLo.

TomyBaHHS I'PYAI0 He BIIMBaAo abo Majo He3HaYHUIM BIIUB Ha (papMaKoKiHeTUKY mperabatiny npu
110T0 3acToCyBaHHi y 1031 150 Mr koxHi 12 rogun (mo6osa go3a 300 mr). [Iperabamid TpoHUKAE ¥
TPyIHE MOJIOKO, IIPY LIbOMY MOTO CepenHi KOHIIeHTPallii y PiBHOBaXKHOMY CTaHi CTaHOBUJIH OIU3bKO
76 % Bim KOHIIEHTpaLi¥ y ma3Mi KpoBi MaTepi. Po3paxoBaHa [03a, AKy OTPUMYE HEMOBJIS 3 TPYOHUM
MOJIOKOM (IIpY CEPeIHbOMY CIIOKMBaHHI Monoka 150 mn/kr/moby) Bim KiHKH, SKa IpuiiMae
nperabanin y mo3i 300 mr/no0y abo y MakcuManbHil mo3i 600 mMr/ooby, cranosuts 0,31 abo

0,62 mr/kr/mo6y BipmosigHo. L{i po3paxoBaHi m03u CTaHOBNATL MpuONMKU3HO 7 % Bif 3aranbHOI 40OOBOI
[034 y MaTepi y nepepaxyBaHH] Ha MI/KT.

Kniniuni xapakKTepuCTHKH.

IToka3auns.



HetiponamuyHuti 6inv.

[TpemapaT 30HIK MOKa3aHU [ TiKyBaHHS HelpomaTuyHOoro 605110 nepudepudHoro abo
IIEHTPaJIbHOT'0 [TOXOMKEHHS ¥ TOPOCTIHX.

Eninencis.

[IpenapaTt 30HiK MOKa3aHUYU OOPOCIUM SIK JOMATKOBE JIIKyBaHHS IIPHU MapIiialbHUX CYAOMHUX
Harajax i3 BTOPHHHOI reHepasidailiieio abo 6e3 Hel.

I'eHepanizosaHull MpuBoXCHUU pPo3aad.
[Ipenapat 30HiK MOKa3aHUU OJ1s TiKyBaHHS reHEepali30BaHOI0 TPUBOKHOI'O PO3JIaAy y HOPOCIHX.

dibpomianais.

IIpomunoka3aHHs.

linepuyyTnuBiCTh [0 Aif040i pedyoBUHHU ab0 [0 Oyb-IKOl 3 HOTIOMiKHUX PEYOBHH, 3a3HaYEHUX Y
po3amini «Ckmag».

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Ockinbku perabarsii eKCKPeTYEThCS IepeBakHO B He3MiHEHOMY BUTJISIMI 3 cevyero, 3a3Hae
He3HaYyHOTo MeTaboi3My B opraHiami mopunu (< 2 % 003U BUMINMIETLCS i3 ceuero y BUTTIAMI
MeTabomiTiB), He iHriOye MeTabo0i3M iHIINX MIpenapariB in vitro i He 3B’93yeThcs 3 OinKaMu IIa3Mu
KPOBi, TO MaJIO¥MOBIipHO, 110 Iperadajid MoXke CIPUYNHATH papMaKOKiHETUUHY B3aEMOLi0 abo OyTu
006’€KTOM TaKO0l B3a€MO/Iil.

HocaioxceHHA in vivo ma nonyaAauituHull gapMakoKiHemu4Hull aHanis.

Y mocnifKeHHSX in Vivo He CIIOCTepiranu 3Ha4yu[ol KIiHigyHol papMaKoKiHETHYHOI B3aEMOZIl MixX
nperabaiHoM i ¢peHiToiHOM, KapOamMa3emiHOM, BalbIIPOEBOIO KUCIOTOI0, TaMOTPUIXKIMHOM,
rafaneHTUHOM, JIOpa3enaMoM, OKCUKOJOHOM abo eTaHoioM. [lonynsmiitauii papMaKOKiHEeTHUHMH
aHaJIi3 1MoKasas, 10 IepopabHi npoTumiabeTyHi 3acobu, miypeTuku, iHCymiH, heHobapbitan,
tiara6iH Ta TomipamMaT He MalOTh KJIiHIYHO 3HQYYIIOT0 BIUIMBY Ha KJIipeHC mperadariny.

ITepopasvHi KOHMpaAuenmueu, HopemucmepoH ma (abo) emuHisecmpadio.

OpHOYacHe 3aCTOCYBaHHS IperabaiHy 3 IepopaabHUMU KOHTPAIEITUBAMU, HOPETUCTEPOHOM
Ta (a60) eTUHiNEeCTPaioioM He BIJIMBA€E Ha (papMaKOKiHETUKY PiBHOBAXKHOTO CTAHY KOTHOTO 3 LIUX
JiKapChKUX 3aco0biB.

JlixapcokKi 3acobu, uio enausaroms Ha I[THC.

[TperabasniH MoXKe IIOCUJIUTH [Iif0 €TAaHOJy Ta jlopa3enamy. [IoBimoMsiiy Mpo BUHUKHEHHS IUXaIbHOI
HEJIOCTAaTHOCTI Ta KOMH i JIeTaJIbHOTO HACJIIJIKY y MallieHTiB, IKi mpuiimManu mperabaiid pa3om 3
ormioimaMu Ta/abo0 iHIMMMU JTiKapChKUMU 3acobaMu, 110 mpurHiyyooTh GyHkiio ITHC. [Iperabanis,
IMOBIPHO, IOCUJIIOE NOPYIIEHHS KOTHITUBHUX Ta OCHOBHUX PYXOBUX (PYHKIIN, CHPUYUHEHUX
3aCTOCYBaHHSAM OKCHUKOIOHY.



B3aemodii y nauieHmig AimHb020 8iKV.

CnenianbHUX [OCTiAKEHb (papMaKofUHaAMiYHOI B3a€MOZII 3 y4acTi0 30POBUX NOOPOBOJIBIIB JIITHHOTO
BiKy He mpoBomunu. [loCmigKeHHsT B3a€MO{Iii JTiKapChKUX 3ac00iB ITPOBOOUIIH JIUIIIE V¥ HOPOCTIUX
MallieHTiB.

Oco6.1ueocmi 3acmocyeaHHsi.

Iauienmu 3 uykposum diabemom.

BigmoBigHO 0o YMHHOI K/TiHIYHOI MPAKTUKH, OedKi MallieHTH 3 IYKPOBUM AiabeToM, Maca Tijla IKUX
36inmbImuacs mif yac Teparnil nperabaniHoM, MOXYTh TOTPe0yBaTH KOPEKIIil 103U
IIyKPO3HUXKYBaIbHUX JiIKapChKUX 3aC00iB.

Peakuii 2inepuymausocmi.

[ToBimOMIISINIM TIPO PO3BUTOK PeaKIliii TimepyyTInBOCTi, BKII0Yal0uy aHTiOHeBPOTUUHUHM HAOPsK. [Ipu
BUHUKHEHHI TaKUX CUMIITOMIB @HTiOHEBPOTUYHOT0 HAOPSIKY 9K HaOpSK 001uy4s, mepiopaabHui
HaOpsK abo HAOPSK BepXHiX AUXaNbHUX LIUISXiB 3aCTOCYBaHHS IperadalliHy CIIifl HeTaluHo
MIPUIAHUTH.

Taxcki WKipHi noOiYHI peakuii

Y 3B’s13KYy 3 JIiKyBaHHSM ITperabaiHoM pifiKo MOBiMOMIISIN PO TSAXKKI IIKIpHi Mo6iuHi peakiii,
BKio4aruu cuHapoM CriBeHca-[IxkoHCcoHa (CCJII) Ta TOKCUKO-emmifepManbauid Hekporni3 (TEH), ski
MOXKYTh OyTH HeOe3MeUHUMHU [JIS KUTTS a0 MaTH JIeTaabHUN HaCTimoK. ITig yac npu3HayeHHS
nikapchKoro 3aco0y 30HIK MallieHTaM CIIif IOBifOMHUTH IIPO O3HAKU Ta CUMIITOMU Ta YBaXKHO
CTEXUTHU 3a LWIKIPpHUMU peakLisiMuU. AKIO0 3'ABISI0THCSA 03HAKU Ta CUMIITOMH, 1110 BKa3yIOTh Ha Il
peaxiiii, citig HeraitHo BigMIiHUTH 3aCTOCYBaHHS IperabaiHy Ta PO3T/ISHYTH albTepHAaTUBHE
nikyBaHHS (y pa3i HeoOXigHOCTI).

3anamopoyeHHA, COHAUBICMb, BMpama c8i0oMocmi, CNAYyMaHicms c8i00OMOCMIi Ma NOPYWeHHA
NCuxiku.

3acTocyBaHHs peradasiHy CyIpoBOAKYBaJIOCS MOSBOI0 3allaMOPOUYEHHS Ta COHIMBOCTI, 1110 MOXKe
30i/BIIUTY PU3UK BUHUKHEHHS TpaBMaTUYHUX BUIQMKiB (IIafgiHHA) y MaLi€HTIB JIiTHHOTO BiKy. Tak0oXK
MIOBIIOMIISINIA IIPO BUIIAAKYM BTPATH CBIIOMOCTI, CIIIyTAHOCTI CBIAOMOCTI Ta MOPYIIEeHHS MCUXIKHU. Y
3B’SI3KYy 3 IIUM TalliEHTaM CJIii peKoMeHayBaTu 0yTu 00epeKHUMH, IIOKH iM He CTaHyTh BimoMi
MOXKHUBI e(peKTH IIhOT0 JTiKapChKOTO 3aco0y.

Po3saadu 30py.

[1ig yac KOHTPOJILOBAHUX OOCIIIKEeHb HEYiTKICTh 30py YacTillle CIiocTepirangacs y nalieHTiB, SKi
npuiimMany nperabaniH, HiX y nauieHTiB, fKi oTpuMyBanu mniane6o. Y GinbIIOCTi BUNAOKIB 1€ SBUIIlE
3HMKAJIO IIPY MIPOIOBXKEHHI Teparil. Y Xofi KIiHIYHUX OOCTiIXKeHb, B IKUX IIPOBOIUIIN
odTanmpMororiuHe 06CTeXKeHHsI, YaCTOTa BUMAAKiB MMOTiPIIeHHS TOCTPOTH 30PY Ta 3MiHH II0JIS 30py
Oyra BHIIOIO y MAIiEHTIB, IKi 3aCTOCOBYBasX Nperabasil, MOPIiBHAHO 3 MalliEHTaMy 3 TPYIH Iaiebo;
JacTOTa BUHMKHEHHS 3MiH Ha OYHOMY [Hi Oyjia BUIO0 y MAIi€HTIB i3 rpynu muanedo (IuB. po3min
«®apMaKOAMHaMiKa»).

Takoxk moBigoMmsnau Ipo mobivHi peakil 3 00Ky opraHiB 30py, BK/II0Ual04Yu BTPATy 30py, HEUITKICTh



30py abo iHImi 3MiHKM TOCTPOTH 30pY, 6AraTo 3 SKUX OyIU TUMYACOBUMHU. [Ticis IpUNIUHEHHS
3aCTOCyBaHHS mmperabaiHy 11i cuMITOMHU 3 O0KY OpraHiB 30py MOXYTh 3HUKHYTH a0 3MEHIIUTHCS.

Hupkosa HedocmamHicmb.

[ToBimoMJISINIK TIPO BUIIAAKU PO3BUTKY HUPKOBOI HEAOCTATHOCTI, siKa iHOAi Oy1a 0600POTHOIO Mics
IPUIMHEHHS 3aCTOCYyBaHHS Iperadariny.

BiOMiHa cynymHix npomuenizienmuy4HuUx npenapamis.

Hapasi HegocTaTHRO JaHUX 100 TOr'0, YA MOXKHA BIAMIHATY CYIIYTHI IPOTUEIIENITUYH] IIperapaTy
micyis TOTo, SIK ¥ pe3yibTaTi AogaBaHHs nperadasiHy [0 Teparil 0yge JOCATHYTO KOHTPOJIIO 3a
cymoMaMu, 1100 epedTH Ha MOHOTepaIlrio mperabaaiHoM.

3acmiliHa cepuesa HedocmamHicme.

[ToBimOMIISANIK TIPO 3aCTiMHY CeplieBy HEOCTATHICTh V¥ AeAKUX Malli€HTiB, SKi mpuiiManu nperabaif.
Taka peaxiig cnocTepiranacs 30e0ilbIIoro mif yac JikyBaHHS nperabaaiHoM HEHPOIaTHYHOT0 O0JII0
y HaLieHTIB JIITHBOTO BiKY 3 yKe iCHYIUYHUMU CepPLEBO-CYIUHHUMU OPYILIEHHAMU. TaKuM nalieHTaM
nperaba’tiH citifg 3acTOCOBYBaTH 3 00epexHicTio. [Tpy mpunuHeHHi 3aCTOCyBaHHS Imperabainy 1e
SIBUILE MOXK€e 3HUKHYTH.

JIikyeaHHA HeliponamuyHo20 60410 UeHMpPA/abH020 NOXO00HCEHHA 8HACAIOOK YPAHCEHHSA CNUHHO20
MO3KY.

[Tig yac nmiKyBaHHS HEMPOMATUYHOTO OOJII0 IIEHTPAIBHOTO MTOXOMXKEHHS, CIPUYNHEHOT0 YPaxKeHHIM
CIIMHHOT'0 MO3KY, 30ibIlTyBasiacsd 4acToTa MobiuHuX peaklliil y UiloMy, a TaKoxXK Mo0IYHUX peakllii 3
00Ky IleHTpaIbHOI HEPBOBOI CUCTEMH Ta 0COOIMBO COHIIUBOCTI. Lle MoxKe OyTH 1OB’SI3aHO 3
agUTHBHOIO [i€I0 CYMyTHIX TiKapCchKuUX 3ac00iB (Hapukiaj, aHTUCIACTUYHUX IIperaparis),
HeOoOXiTHUX [JIs JTiKyBaHHS I[bOTO CTaHy. LI1o oOcTaBuHY Cyim 6paTu J0 yBaru, Mpu3Ha4Yauu
nperabastiH Ipy TaKOMY CTaHi.

[IpueHiyeHHsA QuXAaHHA

[ToBimoMIIsiNM PO TSIXKKe MPUTHIYEHHS OUXaHHS Y 3B'SI3KY 3 3aCTOCYBaHHSM nperabariny. [TamienTu
3 IOPYIIeHHSM QYHKII IUXaHHS, PECIipaTOPHUME 3aXBOPIOBAHHSIMM a00 HEBPOJIOTiYHUMHU
3aXBOPIOBAHHSIMY, HUPKOBOIO HEOCTATHICTIO, OMHOYACHUM BXKMBaHHSIM 3ac00iB, 1110 TPUTHIUYIOTh
[IHC, Ta maljieHTu JiTHLOTO BiKy MOXKYTb MaTH OiNbIINHI PU3UK BUHUKHEHHS ITi€l TAKKOI mo6iyHol
peaxtii. [I71s TaKKUX TMaIli€eHTiB MOXKe 3HagOOUTHCS KOPUTYBaHHS 03U (AUB. po3ain «Crocid
3aCTOCYBaHHS Ta JO3W»).

CyiuudaabHull pusuK

[ToBimoMIIsiNM PO BUNAAKHU CYIIUOATbHUX JYMOK/TIOBEiHKY Yy Malli€eHTiB, IKi OTPUMYBaJIX Tepario
IPOTUENINIENTUYHUMY IIperiapaTaMy 3a AeSKUMU I0Ka3aHHAMU. 3a pe3ylbTaTaMU MeTaaHali3y
OaHUX, OTPUMAHUX y XO[li paHOOMi30BaHUX IIJTalle00-KOHTPOJILOBAHUX OOCIiIKEHb
IIPOTHUEINENTUYHUX IIPeNapaTiB, TaKOXK CIIOCTEPIranocs HeBeNlUKe MigBUILIeHHS CYIIUAaTbHOTO
pu3uKy. MexaHi3M BUHUKHEHHS 1IbOI'0 PU3UKY HEBINOMUU. Y IIOCTMapKEeTUHIOBOMY Iepiofmi y
NallieHTiB, SIKi oTpuMyBau nperabajid, crocTepiraaucs BUMAAKY CYyIUAaIbHUX TYMOK/TIOBEIiHKU
(ouB. po3min «I1o6iuHi peakiiii»). EmigeMionoriuytne mJocmifkeHHS 3 BUKOPACTAaHHIM AU3alHy
CaMOKOHTPOJILOBAHOTO [OCTiIKeHHS (IOPiBHSAHHS NePiofiB MiKyBaHHS 3 IepiogaMu 0e3 JTiKyBaHHS B
OKpEeMOI TIOAWHY) IPOIEMOHCTPYBAIO MiIBUIIEHNM PU3UK HOBUX ITPOSIBIB CyillUaIbHOI IIOBEOIHKY Ta
JIeTAJIBHOTO HACTIiAKY 4epe3 caMoryOCTBO Y MAIliEHTIB pU MpuiioMi mperabatiny.



Y 3B’s13Ky 3 MM HeOoOXigHO PETEIbHO CIIOCTEPIraTu 3a MalliEeHTaMu [JIST BUSIBIIEHHS 03HAK
CcyluMganbHUX OyMOK/TIOBELOIHKY Ta PO3TISHYTU OOUIbHICTh IPU3HAYEHHS BiANIOBIHOTO JTiIKyBaHHS.
Y pagi nosiBu TakKux O3HAK MAallieHTH (Ta 0COOH, SKi OOTJIIMA0Th 3a HUMHM) ITOBUHHI 3BePHYTHUCS 3a
MEeIHUYHOIO omoMoro0. Criif po3riasHyTH MOXKJIUBICTh IPUNIMHEHHS JIiIKyBaHHS mperadainoM y pasi
cyluMpganbHUX TyMOK/TIOBEHIHKHY.

IozipweHHAa pyHKUII HUXCHIX 8i00ii8 WAYHKOBO-KUWKOB020 MPAKMY.

[Ticns BUxomy mpemnapaTy Ha PUHOK ITOBIOOMIISINIM IIPO SIBUINA, ITOB’g3aHi 3 MOTipIIeHHIM (PYyHKIIil
HUXKHIX BiJiiB IITYHKOBO-KUIIIKOBOT'O TPAKTY (TakKi SK HEMPOXiAHICTh KUIIEYHHUKY, TapaliTHYHa
HEeTIPOXiAHICTh KUIIeYHHUKY, 3a10p), IpX 3aCTOCYyBaHHi mperadasiny pa3oM 3 JIiKapCbKUMHU 3aco0aMu,
110 MOXKYTh CIIPUUMHUTH 3aI0p, HAllPUKJIay OMiOifHUMY aHaabreTKaMu. [1pu ogHOYaCcHOMY
3aCTOCYyBaHHI mperabaiHy Ta OmioifiB CIif BXKUTH 3aX0fiB O1si mpodinakTUKK 3arnopiB (0co6IuBO y
JKIHOK Ta IAI[iEHTIB TITHLOTO BiKY).

Od0HoyacHe 3acmocy8aHHA 3 onioidamu

PexomeHOyeThCS 3 00epeXHICTIO TPU3HadaTy nperabaliH OMHOYaCHO 3 OIioigaMu Yepes3 pU3uK
npurHiyenHs [THC (muB. po3nin «B3aeMopis 3 iHIMMMY TiKapChKUME 3ac00aMu Ta iHII BUOH
B3AEMO[il»). Y peTPOCIeKTUBHOMY HOCIioKeHHi 6yJI0 TPOoeMOHCTPOBAHO, III0 NAILliEHTH, SKi
npuiManu nperabaiid oMHOYACHO 3 OmioimaMu, Masy MigBUIEHUY PU3HUK JIeTaIbHOCTI, ITOB’I3aHO0I 3
OIioimaMu, MOPiBHSHO i3 3aCTOCYBaHHSM OIiOIfiB OKpeMo (CKOpUTOBaHe CIIiBBiIHOIIEHHS IIAaHCIB
[aOR], 1,68 [95 % [I, 1,19-2,36]). Lle# migBumienui pusuk 6yno 3adikcoBaHO MpU MPUMOMi HU3BKUX
no3 mperabaniny (< 300 mr, aOR 1,52 [95 % [II, 1,04-2,22]), i ciocTepiranacs TeHOeHIis g0 Oibii
BHCOKOTO PU3UKY IIPU MPUHAOMi BUCOKUX [03 mperabamniny (> 300 mr, aOR 2,51 [95 % [T 1,24-5,06]).

HenpasuivHe 3acmocy8aHHs, 3/1084CUBAHHA D0 3d/1eHCHICMb.

[Tperabarin MOxKe BUKJIMKATH JIIKapChKY 3a/I€XKHICTh, SIKa MOXKe BUHUKATH IIPU 3aCTOCYBaHHI
TepamneBTUYHHUX A03. [T0BigOMISIIKM PO BUNAAKK 37I0BXKMBAHHS Ta HEIIPaBUIbHOT'O 3aCTOCYBaHHS.
[TarieHTH 31 3710BKMBaHHSAM Pi3HMMU PeYOBMHAMU B aHaMHE31 MOXYTh MaTH BULIUN PU3UK
HEeTIPaBUJILHOTO 3aCTOCYBaHHS, 37I0BXKUBAHHS Ta 3aJIe2KHOCTI IIPU 3aCTOCYBaHHi Iperabartiny,

TOMY IIe¥ JTiIKapChKUH 3acib y HUX CITifl 3aCTOCOBYBaTH 3 00epexkHicTi0. [lepen mpu3HauYeHHSIM
nperabatiHy CIifl peTeJbHO OI[iHUTY PU3UK HEIIPaBUIBHOTO 3aCTOCYBaHHS, 3JI0BXKUBaHHS a0
3aJ1eKHOCTI.

[TauieHTH, sIKi OTPUMYIOTE JTiKyBaHHS NperabaniHoM, TOBHHHI TepeOyBaTH IIifl HATIsIg0OM IS
BUSIBJIEHHSI CUMIITOMIB HEITPABUJILHOT'O 3aCTOCYBaHHS, 3JI0BXKUBaHHS ab0 3a71€KHOCTi, TaKUX 5K
PO3BUTOK TONEPAHTHOCTI, MiIBUIIIEHHS NO3U Ta IOSIBa ITOBEiHKM, CIIPSIMOBAHOI Ha OTPUMAaHHS
JiKapchKOro 3acoly.

CumMnmomu 8iOMiHU.

[Ticns npunuHEHHS KOPOTKOCTPOKOBOI ab0 TpHBasiol Teparil mperadasiHoM crocTepiramucs
CUMIITOMY BifMiHM Ipenapaty. [1oBimoOMIsIIu PO Taki cUMITOMU: 6€3COHHS, TONIOBHUY 0inb, HYIOTA,
TPUBOXKHICTD, fiapesi, FPUNONOIOHUY CHHAPOM, HEPBO3HICT, enpecis, 6inb, cymomu, rimeprigpos i
3araMOpOYeHHs. BUHUKHEHHSI CUMIITOMIB BiIMiHM ITiC/ISl MPUNIMHEHHS MIPUHXOMY ITperabaiiny Moxe
CBiTYMTH PO TiKAPCHKY 3alexXHIiCTh (IuB. po3min «I[Tobiuni peakmii»). Lo iHpopmaltito ciig
TIOBiIOMUTH IAIiEHTY Iepen MoYaTKOM Teparii. fAkiro mperabasid HeoOXiTHO BigMiHUTH,
PEKOMEHIYEThCST pOOUTH 1ie TIOCTYIIOBO MIPOTSATOM IOHAMMeH e 1 TUXKHS He3aleXKHO Bifl TOKa3aHb
(muB. po3min «Cmoci0 3acToCyBaHHS Ta HO3U»).



Cymom#, 30KpeMa emienTUYHUN CTaTyC Ta BeJIUKi CYOOMHI Hamagu, MOXKYTh BUHUKATH ITif 9ac
Teparil mperabasninom a00 HeBIOB3i micys HOT0 BiIMiHHU.

IaHi momo BigMiHu mperabainy micis TpUBaIoro 3aCTOCYBaHHST BKa3yIOTh Ha Te, 110 9YacToTa
BUHUKHEHHS Ta CTYIIiHb TSIKKOCTiI CUMIITOMIB BiIMiHM MOXKYTb 3ajexkKaTHu Bif AO3M.

EHuegasonamis.

[ToBimomsANK PO BUNAAKY eHlledasomnarii, 110 BUHUKAIN TepeBaXkHO Y Malli€eHTiB i3 cymyTHIMU
3aXBOPIOBAHHSMH, 1110 MOXKYTh CIIPOBOKYBATH eHIledasonaTilo.

KIHKY PenpOnyKTABHOIO BiKY/KOHTPALIEIIIIs.

3acTocyBaHHS peradasiHy MpOTATOM IIePIIOT0 TPUMECTPY BariTHOCTI MOXKe CIIPUUYUHSATH CEPHO3HI
BpoAKeHi Bagy po3BUTKy (BBP) y MaitOyTHbBOI auTHHHU. [IpenapaT 30HIK He CIif 3aCTOCOBYBaTH Y
Iepiof BariTHOCTI, OKPiM BUIIafKiB, KOJIX KOPUCTH [JId MaTepi IBHO IE€PEBUIYE MOXKIUBUN PU3UK
nns mwiofna. 2KiHKaM penpogyKTUBHOTO BiKy IIPOTSTOM JIiKyBaHHS nperabasninoM Heo6xigHO
BUKOPUCTOBYBaTU eheKTHUBHI 3ac00M KOHTpalemnii (I1B. po3[in «3acToCyBaHHS Y IIepiof BariTHOCTI
abo rogyBaHHS TPYLOOIO»).

HOomOMiKHI PEYOBUHHU

Hanwnii mikapchKuit 3aci6 MicTUTh MeHIe 1 MMOJIL HaTPito Ha J03y IpenapaTy, TOOTO MPaKTUYHO
BiIbHUY Bif HATPilo.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

KiHKY PenponyKTUBHOIO BiKy/KOHTPAIIEIIIis.

2KiHKY penpoAyKTUBHOTO BiKy ITOBMHHI BUKOPUCTOBYBaTU e(heKTHUBHI 3aC00M KOHTPAIEILIii.
BaritHicTb.

Y xomi mocmimkeHb Ha TBapuHaXx 0yJ10 MPOIEeMOHCTPOBAaHO PENPOAYKTUBHY TOKCHYHICTh. [I0Ka3aHo,
1o nperabarsiH MpoHUKae yepe3 IIaleHTy y urypiB. [IperabasiiH MoXe IPOHUKATH Yepes IJIalleHTy
JIIOOUHU.

Cepii03Hi BpoIXKeHi Bagy po3BUTKY (BBP)

aHi ckaHOUHABCHKOI'0 06CepBallifHOTO NOCIimKeHHs 3 y4acTio nmoHap 2700 BariTHUX XiHOK, SKi
3aCTOCOBYBaJIM IIperadariH y mepiioMy TPEMeCTpi, ITPOOeMOHCTPYBaIu OiNbIny MOMKUPEHICTh
cepiio3uux BBP cepeq miTei (KuBux abo MepTBOHAPOOKEHMX), SIKi 3a3Ha/IM BHYTPIITHEOYTPOOHOTO
BIIJIUBY IperadajiiHy MOPiBHSHO 3 MOMYJISINEIO MiTel, Ki TaKoro BIIUBY He ManH (5,9 % mpotu 4,1
%).

Pusuk po3Butky cepitozuux BBP cepen miTeit, aKi 3a3Hanu BHYTPIlTHHOYTPOOHOTO BIIJIUBY
nperabatiHy y mepuioMy TPUMeCTPi BariTHOCTI, OYB Jel0 BUIIUM ITOPIBHSHO 3 MOMYJISINEI0 AiTeH, Ki
TAKOI'0 BIIJIUBY He Masiu (KOPUTroBaHUM KoeQillieHT IOmUPeHOCTi Ta 95 % moBipuuii iHTepBan: 1,14
(0,96-1,35)), Ta moOpiBHSHO 3 MOMYJIALIEI0, SKa 3a3Haa BIIKUB TaMoTpumkuny (1,29 (1,01-1,65)) abo
nynokcetuny (1,39 (1,07-1,82)).

Amnanis crnernudiku BBP npomeMoHCTPyBaB OibIll BUCOKKM PU3UK IOA0 opodaciiiaTbHUX He3POoIeHb



Ta JedekTiB opraHiB 30py, HEPBOBOI a00 CEY0-CTATEBOI CUCTEMH, ajie IIOKA3HUKU Oy HeBEJTUKUMH,
a OIIiHKY - HETOYHUMH.

[TpenapatT 30HiK He CIiJl 3aCTOCOBYBATH y IIepiofl BariTHOCTI 0€3 HaranbHOI MOTPeOu (KOIu KOPUCTD
IJIST MaTepi SBHO IIePEBUILYE MOKIIUBUY PU3UK [JIS IIJIOAA).

l'ogyBaHHS TPYOOIO.

[TperabariH MpoOHUKAE y TPyAHE MOJIOKO JTIOAWHU. BIuB nperabaiiny Ha
HOBOHapPOIKEeHNX/HeMOBINAT HeBifoMuli. HeoOxifHO IPUMHATY PillleHHS PO IPUIUHEHHS TPYIHOTO
rogyBaHHs abo BigMiHy Teparmil mperabaninoM, 6epy4yu 10 yBaru KOPUCTh TORYBaHHS TPYOAI0 OJIs
OUTUHU Ta KOPUCTD JIIKYBaHHS OJIS1 KIHKMU.

DepTUILHICTE.
KniniuHi gani mopmo BnmuBy mperabariny Ha GepTUIIBHICTh XKIiHOK BifCYTHI.

[Tig yac KIiHIYHOTO JOCMTigXKEeHHS 3 BUBYEHHS BIUIMBY IiperabaliHy Ha PyX/IMBICTh CIIePMaTO30ifiB
3MOPOBi MOGPOBOJIBII YOJTOBIYOI cTaTi 3acTOCOBYBaIM mperadanid y mo3i 600 mr/moby. ITicns
3aCTOCYBaHHS IIpelapaTy MIPOTAroM 3 MICSIliB XKOJHOT0 BIIMBY Ha PYXJIUBICTh CIIEPMaTO301iB HE
BUSIBJIEHO.

Y xomi mocmimxkeHHST PepPTUIBHOCTI Y caMUIlb LTYPiB CIIOCTepiraBcs HeOazkaHUM BIJIUB Ha
PenpOnyKTUBHY QYHKIII0. Y X0Ii OCHiAXKeHH (epTUIbHOCTI y CaMIiB IIypiB CIIOCTEPIraBcs
HeOaxkaHU BIJIMB Ha PENPOAYKTUBHY (YHKIIIO Ta po3BUTOK. KiTiHiyHa 3HAUYILIICTh IIUX PE3y/IbTaTiB
HeBifgoMa.

30amHicmb eniueamu Ha weudKicms peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

[TperabariH MoxXe He3HaYHOI0 ab0 ITOMipHOIO MipoIo BIIJIMBATH Ha 3[aTHICTh KEPyBaTH
TPAHCIIOPTHUMU 3aco0aMU Ta IIpallfoBaTy 3 iHIIMMK MexaHi3MaMu. [Tperabasid Moxke CIIPUYUHUTHU
3aIIaMOPOYEHHS i COHIUBICTD i TAKMM YMHOM BIIJIUBATU Ha 3[IaTHICTb KePyBaTH TPAHCIIOPTHUMU
3aco0aMu Ta ITPAIIOBATH 3 iHIIUMK MeXaHi3MaMu. Y 3B’SI3Ky 3 UM TallieHTaM CJIifl peKOMeHIyBaTH
YTPUMYBATHUCS Bifl KepyBaHHS TPAHCIOPTHUMU 3acobaMu, Bif poOOTH 3i CKIagHOI0 TEXHIKOIO Ta Bifl
iHII01 MOTeHIIiNHO HeOe3MevyHol AisIbHOCTI, IOKKM He CTaHe BimoMO, UM BIIJIMBAE IeH JTiKapChKUH 3acio
Ha IXHIO0 30aTHICTH OO TAaKOl HiILHOCTI.

Cnoci6 3acmocyeaHHss ma do3u.

Cnocib 3acmocyeaHHs:.

[TpenapaT 30HiK MpUAMaTH HE3alIeKHO Bifl MPUAOMY 1xXi.

Hanuii mikapchbKui 3acid npu3HaueHu BUHSATKOBO OJI51 IEPOPaIbHOT0 3aCTOCYBaHHS.
Ho3u.

Iiama3oH [03 mpenapaTty Moxke 3MiHioBaTuCS ¥ Mexkax 150-600 Mr Ha go0y. [1o60BYy 03y
po3mnoninsat Ha 2 abo 3 mpuitoMH.



Y Bumapky mpu3HauyeHHS Pa30BOi [03K MeHIIe 75 MT - 3aCTOCOBYBATH Y BifIlIOBIIHOMY HO3yBaHHi.

Hediponnatuunuii Gifb.

Tepamito nperabaniHoM MoxkHa po3noydaTtyd 3 fo3u 150 mMr Ha mo0y, po3nopineHoi Ha 2 abo

3 npuiioMu. 3anexkHO Bifl iHOUBiAyalbHOI BiATIOBiAl Ta TEPEeHOCUMOCTI IIpenapaTy 403y MoXKHa
30inpmuTH 1o 300 Mr Ha moOy yepe3 3-7 [HIB, a y pa3i HE0OXiMHOCTI - 40 MakcuMasbHOl 703U 600 Mr
Ha fo0y 1e micns 7 mHiB.

Y BuMagKy nmpu3HadeHHs pa30BO1 031 MEHIIe 75 MT - 3aCTOCOBYBATH Y BiIMIOBiTHOMY HO3yBaHHi.
Eninencis.

Tepamito nperabaniHoM MoxkHa po3noydaTy 3 fo3u 150 mMr Ha mo0y, po3nopineHoi Ha 2 abo

3 npuitoMu. 3ayieXkHO Bifl iHOMBiAyalbHOI BiATIOBiAl Ta TEPEHOCUMOCTI IIpenapaTy nali€eHToM 03y
MozkHa 36inpmuTy Ko 300 Mr Ha go0y micis mepiioro TUXHS NikyBaHHS. [lle uepe3 oguH TUXKIEHb
o3y MOXKHa 30i/MbIIUTH 00 MaKcuMasbHOI - 600 Mr Ha mo0y.

Y Bumapky mpu3HauyeHHS Pa30Boi 103U MeHIlle 75 MT - 3aCTOCOBYBATH Y BifIlIOBIAHOMY HO3yBaHHi.

['eHepanizoBaHuii TPUBOKHUYM PO3TIa.

Io3a, Ky po3mofinsAooTh Ha 2 abo 3 nmpuiioMu, Moxe 3MiHoBaTuCA y Mexax 150-600 Mr Ha #oby.
[TepioguuHO crifg meperasgaTy HeoOXigHICTh MPOOOBXKEHHS Tepartil.

Tepamito nperabaniHoM MoXkHa po3nodaTy 3 fo3u 150 Mr Ha mo0y. 3aneKHO Bif iHAUBIAyaIbHOI
BiAITIOBifi Ta IePeHOCUMOCTI IIpemnapaTy nalieHToM [03y MoxkHa 30inemutu 1o 300 Mr Ha goOly micnis
TIEPIIOTO TUXKHS JIiKyBaHHS. [Ticys 1le OMHOTO TUXKHS IPUUOMY 03y MOXKHa 36inpmuT 1o 450 Mr Ha
noOy. Ille yepe3 omuH TUAKOEHb 003y MOXKHA 30iMbIIMTH 00 MaKcuMasbHOI - 600 Mr Ha o0y .

Y BunapKy npr3Ha4eHHS pPa30BO1 J03W MeHIIe 75 MT - 3aCTOCOBYBaTH Y BiITIOBITHOMY LO3yBaHHI.

®ibpomianris.

PexomeH0BaHa [i03a Iipenapary A aikyBaHHS piOpomianrii ctaHoBuTs Bif 300 mo 450 Mr Ha mo0y.
JIikyBaHHS CJIifi pO3MOYMHATH i3 3aCTOCYBaHHS 1031 75 MT ABidi Ha 00y (150 Mr Ha go0y). 3amexkHo
Bif e(eKTUBHOCTI Ta IEPEHOCUMOCTi 003y MoxkHa 30inburyBatu no 150 mMr gBiui Ha moby (300 Mr Ha
no0y) MPOTSATOM OIHOTO TUXKHS. [I715 MaIlieHTiB, M1 SKUX 3acTocyBaHHS no3u 300 Mr Ha mo0y €
HEeJ0OCTaTHbhO e(PeKTUBHUM, MOXKHa 30iIbIIUTH 03y A0 225 MT ABiui Ha Ho6y (450 Mr Ha moby). Xoda
icHye mocmifkeHHS 3acTocyBaHHS 0o3u 600 Mr Ha fo0y, HOKa3iB TOTO, 0 3aCTOCYBaHHSA 1Ii€i 03U
Oyme MaTu JOIaTKOBY IlepeBary, HeMae€; TaKOX TakKa [03a Maja Tipily IepeHoCuMicTh. bepyuu mo
yBaru go303aiexHi mobiyHi peakii, 3acTocyBanHs 103 Bullle 450 Mr Ha 100y He PEKOMEHAYETHCS.
Ockinpku nperabarsii BUBOOUTHCS TOJIOBHUM YMHOM HUPKAMHU, CJIil KOPUTYBATH 03y IIperapary
IalfieHTaM i3 MOpPyIeHHIM (PYHKIIil HUPOK.

Y BumagKy npu3HadeHHS pa30BOl [03U MeHIIIe 75 MT - 3aCTOCOBYBaTH Yy BiAMIOBIIHOMY AO3yBaHHi.

Binmina npera6arnminy.

BigmoBimHO o mifo4oi KiHIiYHOI MPaKTUKM, MPUIUHSATH Tepalliio nperabaaiHoM peKOMeHIYEThCS
IIOCTYTIOBO, IPOTSTOM IIIOHAMMEHIIIe OOQHOTO TUXKHS, He3aJIeKHO Bifl MOKa3aHb (OUB. PO3Oinu
«0Oco6nuBOoCTi 3acTocyBaHHS» Ta «I106iuHi peakirii»).



[opyineHHs GYHKIN HUPOK.

[TperabariiH BUBOOUTHLCS 3 CUCTEMHOT0 KPOBOTOKY B HE3MiHEHOMY BUTJTIA/I, TIepeBakKHO HUPKAMHU.
OcCkinbKy KJlipeHC mperadasiny NpsiMo IPONOPIiMHNYN KITipeHCY KpeaTUHiHY (AUB. PO3MiN
«PapMaKOKiHETHKa»), 3MEHIITyBaT! A03y NMAallieHTaM 3 MOPYLUIeHHAM (PYHKII1 HUPOK CIIif
iHguBimyanbHO, SIK 3a3Ha4yeHo y Tabmnui 1, BinmoBigHO mo KiipeHcy KpeaTuHiny (CLcr), sKui
HeoOXiHO BU3Ha4YaTu 3a (popMyioro:

[TperabariH e()eKTUBHO BUOAJSIETLCS 3 IIa3MHU KPOBi 3a fonoMoroio remogianidy (50 % mpemaparty
npotsarom 4 ropuH). [I71g nanieHTiB Ha reMopianisi fo60By go3y nperadariHy Ciif KOpUTyBaTH
BigmoBigHO {0 ¢yHKIII HUPOK. KpiM mo60Boi 103K, ogpasy IMmicis KOXKHOI 4-TOOMHHOI IPOLeyPH
reMopmiani3y HeoOXiHO 3aCTOCOBYBATH NOOATKOBY HO3Y IIpemaparty (ouB. Tabmuiio 1).

Kopekuis no3u nperabaiiny BiAoBigHO [0 QYHKIIil HUPOK. Tabmuis 1
K 1ipeHC KpeamuHiHy 3azaavHa 0obosa 0o3a npezabaniny * Pesicum 003y8aHHs
(CL.,) (Ma/x8)

ITouamkosa 003a IMakcumaabHa 003a

(m2/006Yy) (m2/006Yy)
> 60 150 600 [IBiui abo Tpuyi Ha KOOy
=>30-<60 75 300 [IBiui abo Tpuyi Ha KOOy
>15-<30 25-50" 150 Pa3 a6o fiBiui Ha 700y
<15 25 75 Pa3 Ha m00y
[logaTkoBa f03a micns remofgianisy (Mr)

25" [100 [Onzoxpatsa nosa

* ¥ aunadky 3acmocyeaHHs pa3oeoi 003u MeHwe 75 Mz - 3acmocosysamu y 8i0nogioHomy
003YBaHHI.

# 3aeanvHy 00608y 003y (M2/006Yy) caid po3nodisumu Ha OeKinbka nputiomie 8i0n08ioHO 00 pexcumy
003y8aHHs1, W,060 ompumamu 003y 0415 00HOKPAMHO20 nputiomy (m2/003y).

/Todamkosa 003a - ue do0amkosa 00HOKpamHa 003d.

[MopviieHHsS MVHKINI TeYiHKHA.

[ns maltienTiB 3 mopyueHHSIM QYHKIII me4iHKU He0OXimHOCTI y KOpeKii 1031 HeMae (IUB. PO3Min
«®apMaKOKiHETHKa»).

[TalieHTH TITHLOTO BiKY.

Ins maltienTiB MiTHHOTO BiKYy 4epe3 MoTipiueHHs QYHKINI HUPOK MoxKe O6yTu MoTpidHe 3MEHIIIeHHS
no3u nperabaniny (ous. po3nin «®apMakoOKiHETHKA).



Himu.

Beamneka Ta eeKTUBHICTH NperabaiiHy IIpu XOT0 3aCTOCYyBaHHI OiTAM (BikoM o 18 pokiB) He
BCTaHOBIeHi. [IoCTyIIHa Ha liel Yac indopmallia HaBefeHa y po3fini «[To0iyHi peakuii», a TaKOXK y
po3pinax «®apMakonuHaMika» i «PapMaKOKiHeTHKa», OOHAK, OIMPAlYUCh Ha HUX, HEMOXKJ/IUBO
HaJlaTy XKOJHUX PEKOMeHAalliil 00 03YBaHHS 1Iid KaTeropil maIi€HTiB.

Ilepedo3yeanHs.

[ToBimomusiny, 110 HaYacTimMMy MOOIYHUME PeakllisIMu IIpU Iepeno3yBaHHi mperabainy Oymu
COHJIMBICTB, CIIYTAHICThL CBiMOMOCTI, 30y/KEHHS Ta HECIOKii. TakoK HagXOOUIIH ITOBiIOMIIEHHS TIPO
CyIOMH.

Pimko moBimOMISIX PO BUMAAKN KOMH.

JIikyBaHHS ITepefo3yBaHHs nperabaliHy MonsArae y 3arajbHUX MiTPUMYyBaJbHUX 3aX0fax Ta 3a
noTpebu MoxKe BK/TIOUATH reMopiamni3 (quB. po3min «Croci6 3acTocyBaHHS Ta 0o3u», Tabnuis 1).

ITo6iuni peakuii.

Y mocnifKeHHSIX Hal4acTiuMU MOOIYHUMY peakLisiMy OyIu 3amaMOpPOYeHHS i COHNUBICTD. [To6iuni
peaxtiii 3a3Buyaii Oynu 1erkuMu abo IOMipHUMH.

Huxxue HaBeqeHi Bci M0o6GiuHI peakilii, 1110 BUHUKAIM YacTillle, HizK ITPKU 3aCTOCYBaHHi maiebo, Ta
Oinbire HiX B ogHOro natieHTa. L1i mo6iuHi peakirii BKa3aHi 3a cUCTeMaMM OpraHiB Ta 3a YaCTOTOIO:
nyxe dacTo (= 1/10); wacTo (Big = 1/100 mo < 1/10); HeuacTo (Bim = 1/1000 mo < 1/100); pigko (Bim
= 1/10000 mo < 1/1000); myxe pigko (< 1/10000); yactoTa HeBifoMa (He Moxke OyTH OIliHEHA Ha
OCHOBIi HasIBHUX HaHWX). Y KOXKHIN IPyIIi 3a 4aCTOTOI0 BUHUKHEHHS M00iuHi eeKTu mpeacTaBieHo y
TIOPSIOKY 3MEHILEHHS CTYIIeHS iX MPOSBIB.

3a3HayueHi no0iuHi peak1ii TaKOXK MOXKYTh OyTH IOB’g3aHi 3 epebiroM 0CHOBHOTO 3aXBOPIOBAHHS
Ta (a60) cymnyTHIM 3aCTOCYBAHHSIM iHIIUX JIiIKapCbKUX 3aco0iB.

[Tig yac nmiKyBaHHS HEUPOMATUYHOTO OOJII0 IIEHTPAIBHOTO MTOXOXKEHHS, CIPUYNHEHOT0 YPaXKeHHIM
CIIMHHOT'0 MO3KY, 30i/bITyBaiacsd 4acToTa MobiuHuX peakiliii 3arajaoM, YacToTa IOOIiYHUX peakilii 3
6oky LITHC, oco6muBo COHNMUBICTE (HUB. po3Min «OCoBIUBOCTI 3aCTOCYBaHHS»).

Iadekiiii Ta iHBa3il.

Yacmo: Ha30hapuHTIT.

3 60Ky KPOBi Ta miMbaTUYHOI CHCTEMH.

Hevyacmo: HeUTpomeHis.

3 00KV iMYHHOI CUCTEMH.

Hevacmo: rinep4yyTIuBICTb.

Pioko: aHTioHeBpOTUYHMY HAOPSK, alepriudi peakiiii, aHaginakToigHi peakiril.



3 00Ky 00MiHY peuoBHH, MeTaboJIi3My.

Yacmo: MifBUIIEHHS alleTUTY.

Heuyacmo: BTpaTa aneTury, rinoriikemis.

3 OOKY IICHUXIKH.

Yacmo: enOpUYHUN HACTPiM, CIIYTAHICTh CBiMOMOCTI, IpaTiBIUBICTD, Me30pieHTalliss, 663COHHS,
3HUKEHHS J1i6imo.

Heuacmo: ramouyHaliii, maHiuyHi aTaku, HECIIOKil, 30yIKeHHs, Ielpecis, MIpUrHiYeHuN HaCTpPii,
nmigHeceHUM HACTPii, arpecis, 3MiHM HACTPOIO, IeNepCoHantisallisi, yTpyaHeHu qo0ip CiiB,
IIaTOJIOTiYHI CHOBUIiHHS, IIOCUJIEHHS Ni6imo, aHOpra3Mmis, amaris.

Pi0ko: po3rasbMOBYBaHHS, CYIlUIaIbHi IyMKU/IOBeiHKa (OuB. po3ain «Oco6auBOCTi
3aCTOCYBAHHS»).

Hegidomo: miKapChKa 3allIeKHiCTb.

3 60Ky HEPBOBOiI CHCTEMH.

IIyoice yacmo: 3arIaMOpPOYEHHS, COHIUBICTE, TOJIOBHUM Oifb.

Yacmo: aTakcisi, IOpyIIeHHS KOOpAUHAllil, TpeMOop, AU3apTpis, aMHe3is, MOTipIIeHHS IaM sTi,
MOPYILIEHHS YBary, lTapecTesis, rinecTesis, cefaTUBHUYN e(QEeKT, IOPYIIeHHS pPiBHOBATH, JIeTapris.

Hevacmo: cunKoIe, CTyIIOP, MiOKJIOHIsS, BTpaTa CBifOMOCTI, IICUXOMOTOPHA TiepaKTUBHICTE,
OVCKiHE3is, IOCTypa/ibHe 3allaMOPOY€eHHS, iIHTEeHUIMHNN TPeMOop, HiCcTarM, MOpPYIIeHHS KOTHITUBHUX
GyHKIIIM, TOPYILIEHHS IICUXIKH, PO3JIafu MOBJIEHHS, TimopedeKcis, rinepecTesis, BifUyTTs MIeYiHHSA,
areB3is, 3arajibHe He3[OyXKaHH, allaTisd, HABKOJIOPOTOBA ITapecTe3is, MiOKJIOHYC.

Pioko: cymomu, mapocMis, TiloKiHe3is, gucdaris, mapKiHCOHI3M, Timanresis, 3aJeXHIiCTh,
MO30YKOBUI CUHAPOM, CHHAPOM 3y04acTOro Kojieca, KOMa, fiellipiii, eHnedanonarisi,
eKCTpalipaMigHuii CuHOpoM, cuHApoM [ieHa-Bappe, BHyTpilIHbOUYEpETIHA TiIepTeH3isd, MaHiaKabHi
peaxllii, mapaHOigHi peakilii, pO3/1agyu CHY.

3 OOKY OpraHiB 30py.

Yacmo: HEeYITKICTb 30Dy, AUILIONIA, KOH IOHKTUBIT.

Heuacmo: BTpaTa nepudepryHOro 30py, IOpylIeHHs 30py, Habpsak odeil, me@eKTu moJist 30py,
3HUZKEHHS TOCTPOTH 30py, 0ilb B 0YaX, acTeHo1is, HOTOIICisA, CyXiCTh B 04aX, MigBUIEHE
CIbO30BUMINIEHHS, TIOgPa3HeHHd ouell, 67ieapuT, mopyIIeHHsS aKOMOAallil, KPOBOBIIUB B OKO,
CBiTI060513Hb, HAOPSIK CITKiBKHU.

Pidko: BTpaTa 30py, KEPATUT, OCLHUJIONCis, 3MiHa 30POBOTO CIPUMHATTS TTuOUHM, Mifpia3, cTpabizm,
SICKpPaBiCTh 30PY, aHi30KOpisi, BUPa3Ku POTiBKHU, eK30(TanbM, mapaiid O4HOTO M’s13a, ipuT,
KepPaTOKOH IOHKTHBIT, Mi03, HiYHa CJIioTa, 0pTalIbMOIIIEris, aTpodisi 30poBOro HepBa, HAOPSIK OKUCKa
30pOBOTO HEPBA, IITO3, YBEIT.

3 60Ky OpraHiB CIYXy Ta PiBHOBArH.

Yacmo: BepTHUTO.



Heuacmo: rinepaky3is.

3 OOKY cepIis.

Heuacmo: Taxikapmisi, aTpioBeHTPUKY/IsipHa 6JI0Kafia IIEPIIOro CTYIeHs, CHHycOBa OpafguKapmis,
3acTiiiHa cepileBa HEIOCTATHICTh.

Pioko: nopoBxenHs iHTepBany QT, cuHycoBa TaxikKaphisi, CAHyCcOBa apUTMis.

3 6OKY CyIVH.

Heuacmo: apTepiaibHa TillOTeH3id, apTepiajbHa TinepTeH3is, IPUIIUBY, TillepeMis, BIT4yTTS X0JI0AY
B KiHIIiBKaX.

3 60Ky OuXalbHOI CHCTEMH, OPTaHiB I'PYIHOI KIIITKK Ta CEPeNOCTiHHS.
Yacmo: GbapuHTOJIapUHTeabHUY Oiflb.

Hevacmo: 3apuiiika, HOCOBa KpOBOTeUa, Kalllelb, 3aKIaleHiCTh HOCa, PUHIT, XPOIiHHS, CyXIiCTh
cnu30B01 000JIOHKH HOCA.

Pioko: HaOpsK JiereHb, CTUCHEHHS B TOPJIi, TaPUHTOCIIa3M, allHoe, aTelleKTa3, OpOHXioJIiT, rHKaBKa,
¢i6po3 nerexis, Mo3ixaHHS.

Hegi0omo: TpUTHiYeHHS OUXaHHS.

3 60K§Z IMJTYHKOBO-KHUIMTKOBOT'O TPAKTY.

Yacmo: GI0BaHHS, HYOTA, 3aI10p, Aiapes, MeTeOpU3M, 3TyTTS XKUBOTA, CYyXiCTh ¥ POTI,
raCTPOEHTEPUT.

Heuacmo: ractpoe3odareanbHa pedokcHa XBopoba, Tilmepcekpelrisi CIUHY, TiecTesis poToBol
TIOPOXKHUHY, XOJEIUCTUT, X0JeiTia3, KOJIiT, IIJTyHKOBO-KUIITKOBA KPOBOTEeYa, MejieHa, HaOpsK SI3WKa,
peKTasibHa KPOBOTEYa.

PiOxo: acuuT, MaHKpeaTUT, HAOPSK si3uKa, aucharis, ahTo3HUN CTOMATUT, BUpa3Ka CTPABOXOAY,
nepiogoHTanbHUN abcrec.

3 60Ky remnatobimiapHOl CUCTEMH.

Heuacmo: nigBullleHui piBeHb IEeYiHKOBUX (hePMEHTIB*.
PiOKo0: XKOBTSIHUIIS.

Lyoice pi0ko: mediHKOBa HEJOCTATHICTD, TeTIaTHT.

3 OOKY LIKipK Ta HifIIKipHOi TKAHUHM.

Yacmo: TIpoJexKHi.

Heuacmo: nmanynb03He BUCUIIAHHS, KPOIUB THKA, Tineprigpo3s, cBepbixk, amomneltisi, CyxXiCTh IKipH,
eK3eMa, TipcyTu3M, BUpa3Ky IIKipy, Be3UKyJ10-0yTbO3HUN BUCHIL.

Pioko: cuapgpoM CriBeHca-J2KOHCOHA, TOKCUKO-eIliflepMaTbHUM HEKPOJIi3, XONOOHUHM TIiT,



ekchomiaTUBHUM IepMaTHUT, JIiXeHOIGHUYU OepMaTHUT, MeJlaHOo3, Po3Jiafu 3 00Ky HIrTiB, eTexiaTbHUMN
BUCHII, IypIypa, MyCTyISIPHUN BUCHII, aTPOQis MIKipK, HEKPO3 MIKipy, MKipHi Ta MigMIKipHi By3/IUKH.

3 OOKy OIIOPHO-DPYXOBOTI'0 amapaTy Ta CIOIYyYHOI TKaHWHHU.

Yacmo: M’'5130B1 cymoMu, apTpairis, 0inb y crniuHi, 6inb y KiHLIBKaX, CIa3My M’A31B IIHI.
Heuacmo: HabpsK cyrno0iB, mianris, mocimyBaHHS M’g3iB, 6ifb y 1M1, CKyTiCTh M’ g3iB.
Pioko: pabgomiortis.

3 60Ky HUPOK Ta CEYOBUBIIHUX MIIAXIB.

Heuacmo: HeTpuMaHHS cedi, Au3ypisi, anbO0yMiHypisi, reMaTypis, YTBOPEHHS KaMeHiB y HUPKaX,
HepHUT.

Pi0oko: HUPKOBa HEJOCTATHICTh, OJITypisi, 3aTPMMKa Cedi, T0OCTpa HUPKOBa HEIOCTATHICTh,
TJIOMepPYI0He(PUT, TiETOHEPPHT.

3 6OKY CcTaTeBOI CHCTEMHU Ta MOIOYHUX 3aJI03.
Yacmo: epeKTuIbHa OUCQYHKIISA, IMIIOTEHIIiS.

Heuacmo: ctaTeBa nucGyHKIig, 3aTpUMKa eAKyIAlil, AucMeHopes, 6i/1b y MOJIOUHUX 3aJ103aX,
JIleliKopesi, MeHOparisi, MeTpoparis.

Pioko: ameHoOpesi, BUMiNIEHHS 3 MOJIOYHHUX 3aJ103, 30i/IbIIIeHHST MOJIOYHUX 3aJ103, TiIHEKOMACTif,
1epBiluT, OaaHiT, emiguauMiT.

3arasbHi po3Niafy Ta peakiil y Miclli BBeIeHHS.

Yacmo: nepudepudHnii HaOpsAK, HaOpSK, MOPYLUIEHHS XOOU, TafiHHsA, BiIUyTTS CI'THIHHS,
He3BUYalHi BifUyTTS, MiABUILeHa BTOMJ/IIOBaHICTE.

Heuacmo: reHeparnizoBaHuil HaOpsK, HAOPSAK 00IMYYs, CKYTICTh y TpyAsax, 6inb, Kap, cupara, 03H00,
3arajbHa cnabKicTh, He3myKaHHs, a0cliec, 3amajJeHHs KUPOBOI TKAHUHU, Peakilil GoTOUyTIUBOCTI.

Pi0ko: rpaHyiIbOMa, YMUCHE 3aIOMisTHHS IITKOOY, 3a04epeBUHHUN (HiOpo3, III0K.
J1abopaTopHi JOCHimXKEeHHS.
Yacmo: 30inbIIeHHS MacH Tija.

Heuacmo: 30inbiieHHs piBHS KpeaTuH(PoCcPoKiHa3u B KPOBi, 30iIbIIIEHHS PiBHS TJIIOKO3U B KPOBI,
3MEHIIEeHHS KiTbKOCTi TpOMOOIUTIB, 30iNbIlIeHHS PiBHSA KpeaTHHIHY B KPOBi, 3MEHIIIEHHS PiBHS KaJliio
B KpOBi, 3MEeHIIIeHH MacH Tifa.

Pi0ko: 3MeHIIIEHHS PiBHS JIEUKOIUTIB Y KPOBI.
* 36inmbIIeHHS PiBHS anaHiHaMiHoTpaHcdepasu (AJIT) Ta acnapraraminoTpancdepasu (ACT).

[Ticns mpunuHEHHS KOPOTKOCTPOKOBOI a00 TpuBasioi Teparil mperadasiHoM criocTepiramucs
CHMIITOMH BigMiHU mpernapary. [1oBigoMIIsiiu mIpo TakKi cuMnToMu: 6e3COHHS, TOJIOBHUY 0inb, HyHOTA,
TPUBOXKHICTb, Hiapesi, FPUNONOAIOHNI CUHAPOM, CyJOMH, HEPBO3HICTE, fenpecis, 6inb, rineprigpos i



3amaMopoyeHHs. Lli ciMIITOMU MOXKYTh BKa3yBaTH Ha JIIKapChKy 3ajleXkHicTh. LIio iHpopmariito crifg
NOBIIOMUTH Ialli€HTY Ilepef 0YaTKOM Teparil.

IaHi momo BigMiHu mperabainy micis TpUBaIoro 3aCTOCYBaHHST BKa3yIOTh Ha Te, 110 9YacToTa
BUHUKHEHHS Ta CTYIiHb TSIXKKOCTI CUMIITOMIB BifMiHU MOXKYTh OYTH H0303aJIe2KHUMU (OUB. PO3MiIH
«Cmocib 3acTocyBaHHS Ta K03u» Ta «OCOBIUBOCTI 3aCTOCYBAHHS»).

Himu. TTpodins 6e3neku nperabainy, BCTAaHOBIEHUHN Y XO[i HOCTi)KeHb, TPOBEEHNX 3 YIaCTIO
miTey 3 mapliaJbHUMU CyJOMHUMU HallagaMy 3 BTOPUHHOIO TeHepai3aillieio abo 6e3 Hel, OyB
nofiOHUM o mpodinio, SKUM crocTepiraBcs B JOCIIXKEHHIX Y JOPOC/INX NAllieHTIB 3 eminerncieo.
HaiiuacrTimumy no0iyHUMU peakilisiMu OyJiu COHJIUBICTD, MipeKcis, iHdeKIlii BepxHiX AuxaabHUX
IIJISXiB, MiABUIIEHHS aneTuTy, 30iIbIlIeHHS MacH Tijla Ta Ha30(hapuHTiT (AUB. po3ainu «[IiTu»,
«QapmakonuHaMika» Ta «PapMakKOKiHEeTUKa»).

[ToBimoMIIEHHS PO Mim03pioBaHi m0o6ivHi peakirii.

[ToBimomneHHs mpo Mo6iuHi peakilil micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Lle nae 3MOry IPOBOOUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI IbOTO
nikapchKkoro 3acofy. MeguuHuM Ta papMalleBTUYHUM IIpalliBHUKAM, a TAaKOXK IMallieHTaM abo ix
3aKOHHUM ITpeCTaBHUKAM CJIif] TTOBiTOMJISITH TIPO YCi BUITAAKK MiI03PI0OBaHUX IMOOIYHUX Peakilii Ta
BifiCcyTHOCTI e(peKTHUBHOCTI TiKapchKoro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpMalliliHy cucTeMy 3
(apMakoHarIsAgy 3a NocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

2 POKH.

YmoBH 30epiranns.
30epiraT B OpUTiHANBHIN YIIaKOBI Tpu TeMIepaTypi He Buie 25 °C.

30epiratu y HegOCTYIIHOMY OJIS OiTeU MiCIi.

YnakoBka.

[To 14 kamcyn y 6mictepi. ITo 1 abo no 2, abo 1o 4, abo mo 6 61icTepiB y KapTOHHIN yIaKOBIIi.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHUK.

Kycym Xentxkep IIsT JITH/
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Kusum Healthcare PVT LTD.

Micue3HaxoaKeHHsI BUPOOHHKA Ta afipeca Miclsi MpoBaIXKeHHS HOTr0 Tis/TbHOCTI.
CII-289 (A), PIIKO Inpactpian apea, Yomauki, bxiBani, [lict. AnBap (PagxacTtan), [Hmis/

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



