IHCTPYKIIIA
IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOr0 3aco0y

JITPUKA

(LYRICA®)

Cknao:
ditoua pevosuHa: mperabdain;
1 kancyna mictuts 50 mr, 75 mr, 150 mMr a6o 300 mr nperabarniny;

0onomidCHI peuo8uHU: TaKT03a, MOHOTIIpAT; KPOXMaslb KYKYPYA3SHUN; TalbK; 000JI0HKa KalCyIu:
JKeJaTuH, Boga, Tutany giokcup (E 171), Hatpito naypuncynb@at, KpeMHil0 JiOKCUA KOJTOITHUN
0e3BopHUIA, 3a/mi3a okcup yepBouuit (E 172) (mns karcyn mo 75 mr Ta 300 Mr); YopHUIIA: IIeNaK,
3amiza okcup yopHuu (E 172), mpomineHrnikosb, Kajilo TiIpoKCHs,.

JIikapcbka ¢opma. Kancynu.
OcHOB8HI (i3uKo-ximiuHI 81aCMUBOCMI.

- Kancynu mo 50 mr: TBepai Hempo3opi (6imi/6ini) xKeaTUHOBI Kalcyau 3 YOPHOI0 CMYTO010, PO3Mipy 3,
1110 MiCTSTh IIOPOIIOK Ginoro a6o Maiixke 6inoro Konbopy. Binbutok Ha Kopmyci «PGN 50», Ha
kpumieutli - «VIRS» YoOpHUM YOPHUIIOM.

- Kancynu o 75 Mr: TBepai Hempo3opi (0ini/moMapaHyeBi) xKeaTUHOBI Kalcymu, po3Mipy 4, 1o
MiCTSTh IIOPOIIOK Gisoro abo Maiixe 0inoro Konbopy. Binbutok Ha Kopnyci «PGN 75», Ha KpuIeuli -
«VTRS» 4OpHUM YOPHUIIOM.

- Kancynu no 150 Mr: TBepni Henmpo3opi (6ii/0ini) kenaTUHOBI KallCyIu, po3Mipy 2, 0 MiCTATh
nopotok 6inoro abo mMaiixke 6imoro Konbopy. BinbuTtok Ha Kopmyci «PGN 150», Ha KpuIeyri -
«VTRS» 4OpHUM YOPHUTIOM.

- Kamcynu mo 300 Mr: TBepmi Hempo3opi (Oini/moMapanyeBi) xkeaaTUHOBI KarlCcyau, po3Mipy 0, 1o
MiCTSTB ITOPOIIOK 6ismoro abo Maiixke 6imoro Konsopy. Binbutok Ha Kopmyci «PGN 300», Ha
Kpuiedili - «VIRS» 4OpHUM YOPHUIIOM.

®dapmakoTepaneBTHYHA Ipyla. AHaIbreTUKY. [HIT aHAIbIeTHKY Ta aHTUITIPETUKH.
labanenturoinu. IIperabamin. Kog ATX N02B F02.

dPapmakonoeiuHi e1acmueocmi.



®apmakoOuHamika.

Ilitoua peyoBuHa - mperabasil, 10 € aHaJI0TOM raMMa-aMiHOMAacCIIsIHOI KucioTH [(S)-3-
(amiHmOMeTHII)-5-MeTUIreKCaHoBa KUCIIOTal.

MexaHi3M mil.

[TperabariH 3B’S3y€ThCS 3 JOTIOMiKHOI0 cybomuHuIeo (a,-d 6if0K) moTeHIlian3anekHUX KalbllieBUX
KaHaJIiB y IleHTpaJbHiil HepBoBii cucteMi (LIHC).

Kniniyna epexTuBHICTE i Oe3mexa.

- HetliponamuyHuti 6inb.

[Tig yac mocmipkeHb 0yJI0 TPOAEMOHCTPOBAHO e(DeKTUBHICTE IIpenapary [AJisd JTiKyBaHHS OiaOeTHYHOl
Helponarii, TOCTrepleTHYHOI HEBPAJITil Ta ypakeHHsS CIMHHOTO MO3KYy. EQeKTuBHICTh IIpenaparty
IIPY iHIIMX BUaX HEMPONMATUYHOTO 6OJII0 He BUBYAJIH.

[Tperabarin BuB4Yanu B Xofi 10 KOHTPOIbOBAHUX KITiHIYHUX OOCIIIXKEHb TPUBATICTIO 00 13 THXKHIB 3
PexKUMOM [I03yBaHHS IIpemapaTy ABiui Ha mo6y Ta B XO[i HOCIigKeHb TPUBAJIICTIO N0 8 THUXKHIB 3
PEeXKUMOM [103yBaHHS TpUYi Ha Ho0y. 3aranom npodini 6e3meku i eeKTUBHOCTI IJIST PeXKUMIB
mo3yBaHHS ABiYi ¥ Tpudi Ha KO0y Oyiu MogiOHUMHU.

Y xomi knmiHIYHUX [OCTIIXKEHb TPUBANICTIO 0 12 TUXKHIB, B SIKUX JTiKapChKUi 3aci0 3aCTOCOBYBaIU
U1 TiKyBaHHST HEMPOIATUYHOT0 00JII0, 3MEHIIIEHHS 001110 Tepu@epuyHOro Ta LeHTPaIbHOTO
TIOXOIKEeHHS CIIOCTePiranaocs IMicyisg IepIIoro TUKHS Ta 30epiranocs MpoTIroM ychoro mepiomy
JIiKyBaHHS.

Y xofi KOHTPO/IHOBAHUX KITIHIYHUX [OCTiAXKEeHb epudepruiHoro HelponaTuyHoro 600 y 35 %
Malli€HTIB, SIKi 3aCTOCOBYBasnu nperabanin, Ta y 18 % natienTis, sKi oTpuMyBanu mnaiebo,
crocTepiranmocs mokpaitanHsa Ha 50 % 3a 1rkanoro ominku 6010, Cepeq NaLiEHTIB, V AKUX He
BUHUMKaJla COHJIUBICTh, TaKe MOKpalllaHHs crocTepiranocs y 33 % mHalli€eHTiB, Ki 3aCTOCOBYBaJU
nperabariH, Ta y 18 % martienTiB 3 rpynu nnaine6o. Cepeq NallieHTiB, Vv SKUX BUHUKaJa COHIUBICTD,
YyacTKa MallieHTiB, SKi BifMOBinM Ha Tepariio, craHoBuia 48 % y rpymi nperabaniny ta 16 % y rpymi
m1aeoo.

Y xomi KOHTPOILOBAHOTO KITIHIYHOTO MOCIiIKEeHHS HEeUPOIaTUYHOT0 00JII0 IIEHTPATIBHOT0
IOXOIKeHHA y 22 % MallieHTiB, SKi 3aCTOCOBYBaju nperabariH, Ta y 7 % Malli€HTiB, IKi OTpUMyBaIu
nnane6o, crocTepiranocs mokpainanHs Ha 50 % 3a K00 OIL[iHKYU 60T,

- Eninencis.

[TlogaTkoBe nikyBaHH{. [Iperabasid BUBYaIX B X041 3 KOHTPOJIbOBAHUX KITIHIYHUX JOCITiIKEHb
TPUBaJiCcTIO 12 THXKHIB 3 pe’KUMOM [N03yBaHHS ABidi abo Tpudi Ha fo0y. 3aranom npodini 6e3neku i
e(eKTUBHOCTI [/151 peKUMiB J03yBaHHS ABiYi ¥ Tpuui Ha KOOy Oymu nogi6HUMHU.

3MeHIIeHHS YacTOTH CyOoOMHHX HaHaI[iB CHOCTepiTaHOCH BZXKe€ Ha IIepIoMy THKHI.

[itn. EpekTuBHiCTh Ta Ge3mneKa nperabaiidy SK JOTOMiXKHOTO 3ac0o0y IIpu eminerncii ois gitei BikoM
no 12 pokiB Ta [ns migmiTKiB He BcTaHOBJeHi. [To0iuHi peakiiii, 1110 CIIOCTepiraaucs B HOCTiAXKEHHI 3
BHBUYEHHS ()apMaKOKIiHETUKHU Ta IIEPEHOCHMOCTI, M0 SKOro 0yju BKIIOYEHI MMallieHTH BiKOM Bif

3 MicsmiB go 16 pokiB (n=65) 3 mapuialbHUMU CyJOMHUMHU HallafaMy, Oyiiu nonibHi 1o mobiuHux
peaxiiiit y mopocnux. Pe3ynbraTl 12-THXKHEBOTO I11a1ie00-KOHTPOILOBAHOTO AOCTiAKEHHS 3a Y4aCTIO



295 mite#t BikoM Bif 4 mo 16 pokiB Ta 14-meHHOTO MTale00-KOHTPOILOBAHOTO NOCTIIXKEHHS 3a
yuacTio 175 mite#t BikoM Bip 1 micsiusg mo meHIe 4 pokiB, MeTol0 KuX Oyia olliHKa e(eKTUBHOCTI Ta
6e3neku mperabaiHy SK JOJATKOBOI Teparlii mapiialbHUX CyJOMHUX HalamdiB, Ta JBOX BiIKPUTHUX
mocrimxkeHb Oe3MeKu TpuBasicTio 1 pik 3a yuacTio 54 ta 431 miTeit BimmoBimHO, BikoM Bif 3 micsiB
no 16 pokiB 3 eminernciero BKa3yloTh Ha Te, IO Taki Mo6GiYHi peakii, K mipekcis Ta iHpeKIil BepxHix
OUXaJIbHUX LIJIAXIB, V AiT€U CIOCTEPIrarThCA dacTillle, HiXK Y JOPOCTIUX MALli€eHTIB 3 eIienciero (Ius.
po3ninu «Crmocib 3acTocyBaHHS Ta H03u», «I100iuHi peakiii» Ta «®apMaKOKiHETHKA»).

Y 12-tuxHeBOMYy I1alie00-KOHTPOJILOBAHOMY HOCIiIXKeHHi AiTAM (BikoM Bif 4 mo 16 pokiB)
npu3Hadany nperabatin mo 2,5 Mr/kr/mo0y (Mmakcumym 150 Mr/mo0y), mperabarid mo 10 Mr/kr/moby
(Makcumym 600 mr/mo6y) abo nnare6o. ITpunaiiMHi 50 % 3MeHIIeHHS TapiiaJlbHUX CYOOMHUX
HallaZiB, y IIOPiBHSAHHI 3 BUXIAHUM piBHEM, criocTepiranocs y 40,6 % malieHTiB, K1 OTpUMYyBaJlu
nperabais y mo3i 10 mMr/kr Ha go0y (p=0,0068 mopiBHsaHO 3 nanebo), 29,1 % mailieHTis, Aki
oTpuMyBanu nperabanid y gosi 2,5 mr/kr/go0y (p=0,2600 mopiBHsAHO 3 manebo) Ta 22,6 % TUX, XTO
OTpUMYyBaB I1aiebo.

Y 14-gennoMy maie00-KOHTPOILOBAHOMY OOCIigKeHHi AiTsaM (BikoM Bif 1 micsans go MeHine 4 pokis)
npu3Hadany nperabanin 7 Mr/kr/mo0y, nperabarnin 14 mr/kr/go0y a6o mnaiebo. MenianHa fo6oBa
YaCTOTa CyOOM Ha BUXiIJHOMY piBHI Ta Ha 3aK/JIIOYHOMY Bi3WTi CTaHOBHJIA BigmoBigHo 4,7 i 3,8 ans
nperabaniny B mo3i 7 Mr/kr/oo0y, 5,4 Ta 1,4 nns nperabaniny B m1o3i 14 mr/kr/moby Ta 2,91 2,3 ons
nnaie6o. [Tperabanin y no3i 14 mMr/kr/go0y 3HaYHO 3MEHIIyBaB JIorapu(MiuHO ITepeTBOPEHY YacTOTy
napiiaJbHUX CyOOMHUX HallafiB y IOPiBHAHHI 3 miarnebo (p = 0,0223); nperabarin y gosi

7 Mr/Kr/mo6y He IPOEeMOHCTPYBaB IMOKpAIleHHS MTOPiBHSAHO 3 Iyanebo.

Y 12-TuxHeBOMYy I1alie00-KOHTPOILOBAHOMY HOCIiIKEeHHi IallieHTiB i3 TePBUHHUMHU
reHepasnizoBaHuMu TOHiIKO-KMoHiYHUMY ([IT'TK) Hamagamu 219 natmieHTam BikKoM Bif 5 10 65 poKiB (3
HUX 66 0ci6 BikoM Big 5 mo 16 pokiB) Oyno mpu3HadyeHo mperadasid y mo3i 5 Mr/kr/moby (MakCuMyM
300 mr/mo0y) ab6o 10 mr/kr/ooby (MakcumyM 600 Mr/mo0y) uu mnaiebo SIK HOMOMIXKHY Teparriio.
[Tpunanmii 50 % 3menmernssa yactotu [1I'TK Hanazis cnoctepiranoca y 41,3 %, 38,9 % ta 41,7 %
NallieHTiB, SIKi oTpuMyBanu nperabamnid y nosi 5 Mr/kr/mo0y, nperabanid y go3i 10 mr/kr/go0y Ta
11a1e0o BiAmoBioHO.

MoHnoTeparmis (y DallieHTiB 3 ynepiie OiarHOCTOBaHUM 3aXBOpioBaHHAM). [IperabasiH BUBYanu B X0xi

1 KOHTPOJILOBAHOT O KJIIHIYHOTO AOCIIIXKEHHS TPUBAIICTIO 56 TUXKHIB 3 peKUMOM [03yBaHHA ABiYl Ha
noOy. ITpu 3acTocyBaHHi mperabainy He 010 JOCATHYTO OMHAKOBOT'O PiBHS €(eKTUBHOCTI
IIOPIBHAHO i3 3aCTOCYBAaHHAM JIaMOTPUIXKUHY, 3TiIHO 3 OL[IHKOIO Yepe3 6 MICALiB 3a KiHIIeBOO
TOYKOIO - BiICYTHICTIO CyOMHMX HamapiB. [Iperabanin i mamoTpumxuH 6ynu ogHAKOBO Oe3MeYHIMU
Ta mo0pe mepeHOCHUIIHUCS.

- 'eHepanizosaHuill mpugodcHuUll po3aad.

[TperabasiH BUBYAJIU B XO/li 6 KOHTPOIHOBAHUX HOCTiAKEeHb TPUBAJIICTIO 4-6 TUXKHIB, OMHOTO
OOCIIiAKEHHS TPUBAJIICTIO 8 TUXKHIB 3a Y4aCTIO [TALli€HTiB JIITHHOT'O BiKy Ta OGHOTO TPUBAJIOT0
OOCIIXKeHHS TPOPITaKTUKU PELUOUBY 3 IIOABINHO CIINO0 (Ha3010 IPOQiIaKTUKU PELUTUBY
TPUBAMICTIO 6 MiCSAIiB.

3MeHIlIeHHS CUMIITOMIB reHepaIi30BaHOI'0 TPMBOXKHOTO PO3/IaAy BiAOBIOHO A0 LIKanu ['aMinbToHa
O ominky TpuBoXKHOCTI (HAM-A) cocTepiranocs Bxke Ha TUXKHI 1.

Y x0[i KOHTPOIbOBAHUX KIIHIYHUX AOCIIXKEHb (TpUBasicTio 4-8 TuKHIB) y 52 % malieHTiB, IKi
3aCTOCOByBaM perabariH, Ta y 38 % malieHTiB 3 rpynu nnauebo CIocTepiranocs mokpallaHHsg He
MeHIe Hix Ha 50 % 3a 3arajbHOIO KiNbKicTi0 0aiB 3a mkamow HAM-A Bif BUXiTHOTO PiBHS OO



KiHIIeBOI TOUKH.

[Tig 9ac KOHTPOJIbOBAHUX JOCIIIIXKEHb HEUITKICTh 30PY YaCTillle CIIOCTepirajacs y Nali€eHTiB, IKi
3aCTOCOBYBasH NperadalliH, HiXK y IaIli€HTIB, SIKi OTpUMYyBanu myanedo. Y 6inbIIoCTi BUNIA[KiB 1ie
SIBUIIle 3HUKAJIO IIPY IIPOAOBKeHH] Teparnil. OpTanbmonoriyne o0CTeXKeHHS (BKITI0Yal0Yu IEPEBIPKY
TOCTPOTH 30Dy, (hopManbHy MEPEBIPKY MOJIS 30PY Ta AOCIIIXKEHHS 0YHOT0 [Ha IIPU PO3IIUPEHil
3iHHMII) y paMKaX KOHTPOJIbOBaHUX KJTIHIYHUX JOCIiAKeHb BUKOHYBanocs y no"apn 3600 namieHTiB.
Cepeq 1IuX TallieHTiB TOCTPOTa 30pYy moripimunacs y 6,5 % maifieHTiB y rpymi nperabaniny ta y 4,8 %
NalieHTiB y rpymi mnane6o. 3MiHU 1O 30py BUsBNeHO y 12,4 % mallieHTiB, IKi 3aCTOCOBYBaA
nperabanin, Tay 11,7 % nauienTiB 3 rpynu mnane6o. 3MiHM Ha 0YHOMY AHi BUsiBneHiy 1,7 %
nali€eHTiB, sIKi oTpuMyBanu nperabanin, Ta y 2,1 % mauieHTiB y rpymi miate6o.

- @ibpomianais.

EdekrtuHicTh npenapaty Jlipuka Oyia BCTaHOBNIeHa Y OGHOMY 14-THKHEBOMY IOABINHO CTIIIOMY
n1a11e60-KOHTPOJILOBAaHOMY MYJIbTHUIIEHTPOBOMY mociimxkenHi (F1) Ta B ogHOMY

6-THKHEBOMY PaHAOMi30BaHOMY HAOCTigKeHHi BigMinu (F2). V ui gocnigkeHHs 3anydanucs MallieHTH
3 miarHo3oM «(ibpomianrisi» Ha OCHOBI KpHUTepiiB AMepUKaHCHKOTO KOJIEKY PEBMATOJIOTil
(momupenut 6inb MpoTATOM 3 MicAIiB B aHaMHe3i Ta 6inb, mpucyTHiit B 11 yu Ginbire 3 18
crenudiganx 60IHLO0BUX TOYOK). [[OCTiAKEHHS TPOIeMOHCTPYBaIM 3HUKEHHS 00J110 3a Bi3yaJIbHOIO
aHaJIor0BOIO IKaiok. [TokpalieHHs JOJaTKOBO O0yJI0 IPOOEMOHCTPOBAHO 3a 3arajbHOI0 OI[IHKOIO
TallieHTa Ta 3a OIUTYBAHHSIM IIOMO0 BIUIUBY (Gibpomianrii.

[iTu. Byno mpoBeneHo miane60-KOHTPOIbOBAHE MOCTiIXKEHHS TPUBaIICTIO 15 TUXHIB 3a y4yacTio 107
mitewt Bikom 12-17 pokiB 3 pibpomianrieto, ki 3acTocoByBanu npenapart Jlipuka y mo3i

75-450 Mr Ha g00y. 3a pe3yabTaTaMu OLIHKY ITEePBUHHOI KiHIIeBOi TOUKM e(heKTUBHOCTI (3MiHa
3arajabHOI iHTeHCUBHOCTI 00710 Bil 6a30BOT0 PiBHS M0 THXKHS 15; po3paxoBaHO 3a JomoMorowo 11-
OanbHOI IIKaIK OLiHIOBaHHSA) 0YJI0 IPOAEMOHCTPOBAHO YUCEJILHO OibIlle TTOKPAIeHHS CTaHy
Malli€HTIB, SIKi 3aCTOCOBYBasHU mperabasid, IOPiBHAHO 3 MallieHTaMH, SIKi mpuitManu mnnaiuebo, ane 1e
TIOKpAIlleHHST He MOCSATIO CTaTUCTHYHOI 3HAUyIocTi. HavacTimumu mo0iYHUMY peakIlisiMu, sKi
CIoCTepiranucs y KIiHiYHUX HOCTigXKeHHIX, OyIu 3amaMopOodeHHs, HyJ0Ta, TOJIOBHUH Oifb,
30inbIIIEHHST MacH Tijla Ta CTOMJTIOBAHICTh. 3arajabHui Mpodins 6e3neku y mimmiTkiB 0yB momioHUM 0o
TAKOTO0 Y OOpPOCIuX i3 pibpomianriero.

dapmMaKoKiHemuxka.

dapMaKkOKiHeTHYHI TOKa3HUKY IIperabdasiHy B PiBHOBaXKHOMY CTaHi OyiIu MOAiOHUME Y 3MOPOBUX
noOpOBOIBLIiB, TTAIIEHTIB 3 elifencielo, SAKi MpuiMany IPOTHEIIeNTHYHI TpenapaTH, Ta y MalliEHTiB
3 XpOHiYHUM O0jIEM.

AGcopOiis.

[TperabariiH IIBUAKO BCMOKTYETLCS IIPU IPUMOMI HaTIIE i JocSIrae MaKCUMaJIbHUX KOHIIEHTpallil y
T71a3Mi KPOBi MPOTATOM 1 TOOWHY Micig OQHOKPATHOTO 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. IIIBUAKICTS BCMOKTYBaHHS Iperabaiiny 3HUXKYETLCSA IPU OMHOYACHOMY IIpUUAOMi 3
XKero, 10 TPHU3BOOUTH 0 3MEHIIeHHST MaKCHMaJlbHOI KoHIeHTpalii (C,,,) mpubnu3Ho Ha 25-30 % i
NIOJIOBXKEHHS 3HauyeHs t,,, mpubnusHo no 2,5 roguau. OgHak npuiioM nperadasiHy OgHOYacHO 3 1XKelo
He MaB KJTiHiYHO 3HAQUYIIOr0 BIUIMBY Ha CTYIIiHb HOT0 abCcopoIril.

Posmomin.



B xopmi mokmiHiYHMX mociigKeHb 0yII0 ITOKa3aHo, 110 mperadarliH MPOHUKAE KPi3b
remaTtoeHnedanigyaut 6ap’ep y Muiei, mypis i MaBm. Byio BCcTaHOBIIEHO, 110 perabaltiH MPOHUKAE
Kpi3b MJIAIEHTY V MYPiB i BUAINSIETHCS B MOJIOKO IIypPiB ¥ mepiox nakTalii. Y moguHu 06’eM
posmnopiny nperabaiHy Iicis mepopasbHOr0 3aCTOCYBAHHS CTaHOBUTE mpubnusuo 0,56 /Kr.
[TperabariH He 3B’I3yEThCA 3 GiTKaMu IJIa3MU KPOBI.

Mertabomi3m.

Y miopunu nperabariid 3a3Hae He3HayHOro MeTaboniaMy. [1icns BBeeHHS NO3U Mi4eHOT0
pafioaKTUBHOIO MiTKOIO ITperabaniny 61u3bko 98 % pafiioakTHBHOI PEYOBMHU BUBOOMIIOCS 3 CEUEI0 Y
BUTJISAMI He3MiHeHoro mperabaniny. YacTka N-MeTU/Ib0BaHOI IIOXiIHOI mperabarsiHy - 0CHOBHOTO
MeTaboIiTy IIpenapary, 110 BuU3HadaBcs B cedi, - craHosuna 0,9 % BBemenoi gosu. Ilig gac
MNOKITiHIYHUX HOCTiAKeHb He BinbyBajocs pareMisarii S-enaHTioMmepa mperabaiiny B R-eHaHTioMep.

BuBeneHH4.

[TperabartiH BUBOOUTHLCS 3 CUCTEMHOT0 KPOBOTOKY B HE3MiHEHOMY BUTJTIA/I, IepeBakKHO HUPKaMHU.
Cepenniit mepion HamiBBUBEeNEHHS mperabaniHy CTaHOBUTE 6,3 roguHu. [11a3MoBUl Ta HUPKOBUM
KJIipeHC mperabaiHy IpsiMo MPOTOPIIiiHi KIipeHCcy KpeaTuHiHy (OuB. po3nin «PapMakoKiHETHKa.
HupkoBa HEIIOCTATHICTH»).

[MamienTam 3 nopyueHHaM QyHKIII HUPOK abo mallieHTaM Ha reMofianisi HeoOxifHa KOpeKIis gqo3u
npemnaparty (ouB. po3min «Cmocib 3acTocyBaHHS Ta MO3U», TaONUIIS).

JIiHiIMHICTL/HeTIHIUHICTE.

dapmakokiHeTuKa mperabaiHy € JiHiHHOI A1 BChOT0 PEKOMEHIOBAHOT0 Jialla30Hy H03.
BapiabenbHicTh hapMaKoKiHETHKY IperabaiHy cepep MalieHTiB € HU3bKOoI0 (< 20 %).
dapmakokiHeTHKa Ipu OaraTOKpaTHOMY 3aCTOCYBaHHi € mepen0ayyBaHOIO Ha IigCTaBi JaHUX,
OTPUMaHUX IIPU 3aCTOCYBaHHI OMHOKpPATHOI 703u. TaKuM YMHOM, HEMAE OTPebH B MJIaHOBOMY
KOHTPOJIi KOHIIEHTpaliii nperabanidy B ma3mi KpoBi.

Crartse.

PesynbpraTy KIIiHIYHUX OOCTIgXKEHD CBiAYaTh PO BiACYTHICTH KJIIHIYHO 3HQYYIIIOr0O BIJIUBY CTATl Ha
KOHIIeHTpallil mperabasiny B Ia3Mi KpoOBi.

HupKoBa HEOCTATHICTE.

Knipenc mperabaniny mpsmo MponopLiiHuii KTipeHcy KpeaTuHiny. Kpim 1poro, nmperabain
e(eKTUBHO BUAAISIETHCA 3 IIJIa3MU 3a JOIIOMOT00 reMofiani3y (micnsa 4 roguH reMofianisy
KOHIIeHTpallig mperadasiny B 11a3Mi KpoBi 3MeHIIyeThCs Pubau3Ho Ha 50 %). OcKinbKu IpemnapaT
BHMBOIUTHCSI B OCHOBHOMY HMpPKaMH, MAIlieHTaM 3 HIPKOBOIO HEJOCTATHICTIO HEOOXiIHO 3MEHIITyBaTH
mo3y mpenapary, a MicJis reMOofiaii3y - 3aCTOCOBYBATH JOAATKOBY m03Yy (muB. po3min «Cmocid
3aCTOCYBaHHS Ta [03W», TAOIULIS).

[TeuinkoBa HEOOCTATHICTE.

CrerianbHux (hapMaKOKiHETUYHUX OOCIIIXKEHb V MAIliEHTIB 3 IeYiHKOBOI HENOCTATHICTIO HE
nposogunucs. OCKinpKu mperabaiiH He 3a3Ha€ 3HAYHOTO MeTab0Ii3My Ta BUBOTUTHCS 3 CEUEI0
IepeBakHO B HE3MiHEHOMY BUTJISIII, TO MaJIOMMOBIpPHO, 1100 IOPYyIIeHHS QYHKIII MeYiHKu MaJio
3HAUYIIKH BIJIMB Ha KOHIIEHTpalio rnperabaiiny B maa3mi KpoBi.



iTH.

dapmakokiHeTHKY IIperabatiHy OlLiHIOBaIM 3a y4acTio HiTel 3 eminencieio (Bikogi rpymu: Bifg 1 mo

23 Mics1iB, Bif 2 [0 6 pokis, Big 7 mo 11 pokiB i Big 12 o 16 pokiB) mpu 3aCTOCyBaHHI 03

2,5 Mr/kr/mo6y, 5 mr/kr/mo0y, 10 mMr/kr/mo0y Ta 15 Mr/kr/moby B xofi mocmimxkeHHsT papMaKOKiHETUKHI
Ta nepeHocuMocTi. ITic/s mepopasbHOT0 3aCTOCYBAHHS MperabaiiHy OiTsSM HaTIIEe Yac JOCATHEHHS
MaKCHMaJIbHOI KOHIIeHTpalii B m1a3mi 6yB y I[iJIoMy aHaIOTiYHUM Y BCiX BiKOBHX I'pyIiaX i CTaHOBUB
Big 0,5 roguHu [0 2 TOOUH MiCIA IPUAOMY.

3nauenHs C,,, i IioIi mig KpuBOO 3a7eKHOCTI KOHIeHTpatii Big yacy (AUC) mperabaniny 3pocTanu

niHilHO 3i 306inbLIEHHAM 03U B KOXKHIi BiKOBi#t rpymi. Y miTeit 3 Macoro Tina go 30 kr 3HaueHHss AUC
oymu HuKYuME Ha 30 %, 1m0 06ymoBieHo 30inbiIeHHsIM Ha 43 % KIIipeHCy, CKOPUTOBAaHOTO 3a MAcol0
Tijla, y OUX NALi€HTIB y IOPiBHSAHHI 3 NallieHTaMu 3 Macoo Tisa = 30 K.

Kinnesui nepion HamiBBUBeIeHHs mperadasiny CTaHOBUB y CepegHboMYy O/IM3bKO0 3-4 TOOUH Y OiTen
BiKOM [10 6 pOKiB Ta 4-6 rOAVH y OiTeu BIKOM Bif 7 POKIB.

Y xopi monynsuiiHoro apMakoOKiHETUYHOTO aHati3y 0ys10 moKa3aHo, 110 KJIipeHC KpeaTuHiHy OyB
3HAUYII0I0 KOBapiaToo [y KJIipeHCY IepopajbHOTo Iperabasiny, a Maca Tina 0yja 3Ha4yIIoio
KOBapiaToio [ijig YIBHOTO 00’€MY PO3MOMiNy IlepopaabHOTo Imperabantiny, i mei 38’130k 6yB
AQHAJIOTIYHUM y AiTel i JOPOCIUX Malli€HTIB.

dapmakoKiHeTHKY IIperabaiHy y mallieHTiB BikoM MeHIlle HiXK 3 MicsIli He BUBYaIu (IUB. PO3Min
«Cmocib 3acTocyBaHHs Ta mo3u», «I1o0iuHi peakiii» Ta «PapMakoguHaMiKa»).

[TamiedT MTiTHLOTO BIiKY.

Knipenc nperabaniny Mae TeHOEHIIiI0 10 3MeHIIIeHHS 3 BikoM. Take 3MeHIIIeHHS KITipeHCy
nperabaiHy Ipu H0r0 3aCTOCYBaHHi ITepopajbHO Y3TOOKYETHCSA 31 3MEHIIEHHSIM KIIipeHCy
KpeaTHHiHY, ITOB’sI3aHUM 3i 30iNbIlIeHHAM BiKy. [lallieHTaM 3 mOpyIIeHHSIM QYHKII HUPOK,
IIOB’sI3aHUM i3 BiKOM, MOKe OyTH IOTpiOHE 3MeHIIeHHs 103U nperabaniny (gus. po3min «Cmocio
3aCTOCYBaHHS Ta [03W», Tabmuis 1).

l'onyBaHHS TPYOIIO.

dapmakokiHeTHKY IperabaiiHy Ipu 10T0 3aCTOCyBaHHI y f03i 150 Mr koxkHi 12 roguH (mo6oBa go3a
300 wmr) ouintoBanu y 10 XiHOK, fIKi rogyBaiu Ipynato, lloHaUMeHIIle yepe3 12 TUXKHIB MicIId MOJIOTiB.
TomyBaHHS I'PYOI0 He BIIMBAIO abo Majo He3HaYHUM BIIUB Ha (papMaKOKiHeTUKY mperabatiny.
[TperabariH MOTPAIIgB y TPygHE MOJIOKO, IPU LIbOMY MOT0 CepefHi KOHIIeHTpallil B piBHOBaXKHOMY
CTaHi cTaHOBUIM O61IM3bKO 76 % KOHI[EHTpallill ¥ ma3Mi KpoBi MaTepi. Po3paxoBaHa fo03a, Ky
OTPUMY€E HEMOBJIS 3 TPYAHUM MOJIOKOM (IIPU CEPEeIHbOMY CIIOKUBaHHI Moioka 150 mi/kr/go0y) Bif
XiHKH, siKa mpuiimMae mperabanin y mo3i 300 mr/moby abo y MakcuManbHi# 703i 600 Mr/moby,
craroButh 0,31 abo 0,62 mr/kr/mo0y BigmoBimHO. LIi po3paxoBaHi 03U CTAHOBIATL TPUOTU3HO 7 %
3arasibHoi 060BOI 1031 MaTepi B IepepaxyHKy Ha MI/KT.

KriniuHi xapaKTepUCTHKH.
IToka3zanus.

HetiponamuyuHuti 6inv.



[Tpemnapart Jlipuka nokKa3aHUY Oj1s JTiKyBaHHS HEUPOIATUYHOTO 00JI0 ITepudepruyHoro abo
IEHTPAJIbHOT'0 TIOXOIXKEHHS Y JOPOCIIUX.

Eninencis.

[Tpenapart Jlipuka noka3aHuy AOPOCIUM SIK JONATKOBE JIIKyBaHHS IIPU MapIiiaIbHUX CYLOMHUX
Harajax i3 BTOpHHHOI reHepasisaiiieio abo 6e3 Hel.

I'eHepasnizosaHull mpusoxcHuUll po3aao.
[Tpenapart Jlipuka noka3saHu# AJis JIiKyBaHHSA T'€HEePali30BaHOTO TPUBOKHOIO PO3JIafly Y JOPOCIIUX.

dibpomianais.

IIpomunoka3aHHsi.

linepuyTnuBicTh O Aif04oi peuyoBUHU ab0 [0 Oymb-sIKOI 3 JOTIOMiXKHUX PEYOBHUH, IIePeTiueHux y
po3amini «Ckmag».

B3aemodisn 3 iHwumu nikapcbkumu 3acobamu ma iHwi eudu e3aemodii.

Ockinbku nperabaiiH eKCKPETYEThCS IIEPEBAXKHO B HE3MIHEHOMY BUTJISIZ 3 ceuelo, 3a3Ha€E
He3HA4YHOTo MeTaboJ1i3My B opraHi3mi monusu (< 2 % m03u BUOINSIETHCA i3 ceuelo y Gpopmi
MeTabomiTiB), He iHTiOye MeTaboi3M iHIIUX MTpemnapariB in vitro i He 3B’I3yeThCs 3 OinKaMu mIa3Mu
KPOBi, TO MaJIOMMOBIpHO, 110 TIperadajiid MoXke CIPUYUHATH (papMaKOKiHETUUHY B3aeMofilo abo OyTu
00’€KTOM TaKol B3a€Moil.

[Tocai0xHCceHHA in vivo ma nonyaAauiuHul (papMAaKOKiHemuyHul dHanis.

TakuM 4MHOM, B AOCIIIXKEHHSX IN ViVvo He CIIOCTepiraaocs KIiHI9YHO 3Ha4yI[0l papMaKOKiHETUYHOL
B3aeMopil Mix mperabaninom i ¢peHiTOIHOM, KapOaMa3emiHoM, BaIbIIPOEBOIO KUCIOTOIO,
JTaMOTPUAKKAHOM, TaballeHTUHOM, JIopa3ernaMoM, OKCUKOJOHOM YU eTaHOIoM. [Tonymaminaui
(bapMakoKiHETUYHUY aHali3 MPOJEMOHCTPYBAaB, 1110 IepopabHi MpoTuaiabeTHyHi 3aco0u, IiypeTUKH,
incynin, penobapbiran, TiarabiH i TomipamMaT He MalOTh KJIiHIYHO 3HAYYLIOTO BIJIUBY Ha KJIipeHC
nperabartiny.

ITepopasabHi KOHMpauenmuau, HopemucmepoH ma (abo) emuHisecmpadioa.

OpmHOYacHe 3aCTOCYBaHHS IperabaiHy 3 IepopaabHUMU KOHTPAIEITUBAMU, HOPETUCTEPOHOM
Ta (a60) eTUHiNeCTPaioioM He BINIMBAE Ha (papMaKOKiHETUKY PiBHOBAXKHOTO CTAHY KOTHOTO 3 LIUX
JiKapChKUX 3ac00biB.

JlixapcoKi 3acobu, uLo enausaroms Ha I[HC.

[Tperabanin Moxe MOTeHIIiI0oBaTH eEKTH €TAHOIY Ta Jopa3enamy. Y mepiof I0CTMapKeTUHTOBOTO
HarIsgy HOBiIOMIISIIOCS IIPO BUIIaAKU AUXAJIbHOI HEAOCTATHOCTI, KOMU Ta CMEPTI y Nalli€HTiB, SIKi
npuiiManu nperadajid pa3oM 3 omioifaMu Ta/a00 iHIIMME TiKapChKUMH 3aco6aMu, 110 IPUTHIYYIOTh
¢yukuito LTHC. [TperabariH, iMOBIpHO, ITOCUIIIOE TIOPYIIEHHS KOTHITUBHHX Ta OCHOBHUX MOTOPHUX
GYHKILIN, CIpUYUHEHI OKCUKOIOHOM.



B3aemodii y nauieHmig AimHb020 8iKV.

CnenianbHUX HOCTiAKEHb papMaKoAMHaMidyHOI B3a€MOZI] 3a y4acTiO JOOPOBOJIBIIIB JIiTHHOTO BiKYy He
mpoBomunucs. [oCmigXKeHHsT B3a€MO/Iil TiKapChKUX 3ac00iB MMPOBOAMIY JIUIIIE Y HOPOCTIUX Talli€EHTIB.

Oco6.1ueocmi 3acmocyeaHHsi.

IMauienmu 3 uykposuMm Oiabemom.

BinmoBigHO 0o YMHHOI K/TiHIYHOI MPAKTUKH, NEedKi MallieHTH 3 IIyKPOBUM AiabeToM, Maca Tijla IKHUX
306inmbImmIacs mif 4ac Teparil nperadaniHoM, MOXYTh TOTpe0yBaTH KOPEKIIil 03U
IIYKPO3HMKYBaIbHUX JIIKaPChKUX 3aC00iB.

Peakuii cinepuymausocmi.

[Ticna BUuxomy mpenapaTy Ha PUHOK IOBIAOMIISANIOCS IIPO PO3BUTOK Peakliil TinepuyTauBOCTi,
BK/TIOUAIOYY aHTI0HEBPOTUYHUM HaOPSK. [Ipy BUHUKHEHH] TaKUX CHMIITOMIB @HTi0HEBPOTAYHOT O
HaOPSIKY, K HAOpSK 006nuyys, nepiopanbHuit Habpsk abo HaOPSK BEPXHiX AUXaTbHUX LIISAXIB,
3aCTOCyBaHHS Iperabainy ciif HeraHO IPUIIUHUTH.

Baoicki wikipHi nobiyHi peaxuii (BIIITIP)

[Tig yac mikyBaHHSM IperabaniHoM pigko nmoBigomsiyocs mpo BIIIIP, BKTOYal0Yu CUHAPOM
CriBeHca - [IxxoHCcoHa (CCII) i ToKCcHuHUY enigepManbHui HeKpomi3 (TEH), ki MoXyTh 3arpoxyBaTi
XKUTTIO a0o OyTH nmetanbHUMU. [1if Yac mpu3HadyeHHS mperabaiHy Ciif MoBifOMUTH MaIlieHTaM IIPo
TaKi 03HaK¥ Ta CUMIITOMU Ta YBaKHO CTEXKUTH 34 IIKIPHUMHU peakUiiMu. AKINo 3’ ABIAI0TECS 03HAKU
Ta CUMIITOMH, 1[0 BKa3yIOTh Ha IIi peakliil, Clig HeralHOo NMPUNUHUTY IPUHOM IIperadainy Ta
PO3TIIIHYTU anbTepHATUBHE JIiKyBaHHA (Y pa3i He0OXigHOCTI).

3anamopoyeHHs, COHAUBICMb, BMpPama ceidomocmi, cnaymaHicms cgidomMocmi ma nopyweHHA
NCuxiku.

3acTocyBaHHS IperadasiHy CyIpOBOAXKYBaJIOCS MOSBOI0 3allaMOPOUYEHHS Ta COHIMBOCTI, 1[0 MOXKe
30iTBINTH PU3UK BUHUKHEHHS TPAaBMAaTUYHUX BUIMAKIB (IAgiHHS) Y MAlli€HTiB TiTHHOTO BiKy. Takox
IIicJIs BUXOMY IIpernapaTy Ha PUHOK ITOBIOMIISJIOCS IIPO BUNAOKYU BTPATU CBIOMOCTI, CILIIyTAHOCTI
CBiIOMOCTI Ta MOPYIIEHHS MICUXIKK. Y 3B’S3KY 3 IIUM IMalliEHTaM CJIifi peKOMeHayBaTu OyTH
00epeXHUMHU, JOKH iM He CTaHYTh BioMi MOXKJTUBi e(eKTH IIOT0 JIIKapChKOTO 3aco0y.

Po3ssaadu 3o0py.

[Tig 9ac KOHTPOJIbOBAHUX [OCIIiAXKEHb HEUITKICTh 30PY YacCTillle CIIOCTepirajaacs y Nali€HTiB, IKi
npuiiManu nperadajid, HiXK y MallieHTiB, IKi oTpuMyBasu mane6o. Y OinblIoCcTi BUNAKIB 1ie SBUILE
3HMKAJIO IIPY IIPOMIOBXKEHHI Tepartrii. Y xofi KITiHiYHUX JOCTinXKeHb, B SKUX ITPOBOOUIIH
odTanmpMosioriuHe 06CTeXKeHHsI, YaCTOTa BUMAAKIB MOTipPIIeHHS TOCTPOTH 30PY Ta 3MiHH I10JIS 30py
Oyra BUIIOIO y TAIli€HTIB, SIKi 3aCTOCOBYBasIX Mperabail, IOPiBHSIHO 3 NalliEHTaMu 3 TPYIH Iaiebo;
YaCcTOTa BUHUKHEHHS 3MiH Ha OYHOMY OHi Oyjia BUIIOIO0 V TAI[iEHTIB i3 rpynu miame6o (DUB. po3min
«®apMakKoouHaMiKa»).

[Ticns Buxomy mpemnapaTy Ha PUHOK TaKOXK IOBimOMIISIOCS PO mobivHi peakiii 3 00Ky opraHis 30py,
BKJTIOHAIOYH BTPATY 30pYy, HEUITKICTb 30py abo iHIIi 3MiHM TOCTPOTH 30py, 6araTo 3 SKux Oynu
TEMYacoBUMHU. [Tic/sl MpUNIMHEHHS 3aCTOCYBaHHS nperabainy Ii cuMnToMu 3 60Ky OpraHiB 30py



MOXKYTb SHUKHYTHU ab0 3MEHIINTHCS.

Hupkosa HedocmamHicme.

[ToBimoMsiNIOCS TIPO BUIIQIKXA PO3BUTKY HUPKOBOI HEJOCTATHOCTI, SKa iHOfi 6ya 000pOTHOIO Mics
IPUIIMHEHHS 3aCTOCYyBaHHS IIperadariHy.

BiomiHa cynymHix npomuenisenmuyHux npenapamis.

Hapasi HegocTaTHBO JaHUX 100 TOr'0, YA MOXKHA BIAMIHATY CYIIYTHI IPOTUEMIIENITUYHI IIperapaTy
micys TOro, SIK ¥ pe3yibTaTi fogaBaHHs nperabasiny [0 Teparii 0yge JOCATHYTO KOHTPOJIIO 3a
cymoMaMu, o0 Imepei Ty Ha MOHOTepario nperabamiHoM.

3acmitiHa cepuesa HedocmamHicme.

[Ticna Buxomy mpenapaTy Ha PUHOK IOBIAOMIISINIOCS IIPO 3aCTiMHY CepPIeBYy HEJOCTATHICTh ¥ OESIKUX
NalieHTiB, SKi npuiiManu nperadasid. Taka peakilis criocTtepiranacs 30e0inbLIoro mif yac JiKyBaHHS
nperabasiHOM HEMPOIIATUYHOI0 OOJII0 ¥ MAIliEHTIiB JTITHBOTO BiKY 3 yXKe iCHYI0OUMMHU CEPILIEBO-
CYOVUHHUMMU TOpyIIeHHsAMU. TakKuM maiieHTaMm nperabarid ciif 3acTocoByBaTH 3 06epexHicTio. [Tpu
IPUIIMHEHHI 3aCTOCYyBaHHS Imperabatiny 1ie sSBUIlle MOXe 3HUKHYTH.

ﬂiK}ZBaHHﬂ HeﬂponamuuHoao 60110 UeHmpdaabHoz20 NOX00M4CeHHA 8HACAIO0K VPAAHCeHHA CNNUHHOZ20
MO3KY.

[Tig yac nmikyBaHHS HEMPOMATUYHOTO GO0 IEHTPAILHOTO TOXOAXKEHHS, BUKJIMKAHOTO YPaXKeHHSIM
CIIMHHOT'0 MO3KY, 30i/bIIlyBaiacs 9acToTa MoOiYHMX peakllifl y MiloMy, a TaKOxXK MOOIiYHUX peakllii 3
00Ky IIeHTpaIbHOI HEPBOBOI CUCTEMH Ta 0COOIMBO COHIUBOCTI. Lle MoxKe OyTU 1OB’SI3aHO 3
aJUTHBHOIO [i€I0 CYMyTHIX TiKapChKUX 3ac00iB (HapUKiaj aHTUCIACTUYHUX IIperaparis),
HeoOXiIHUX [ TiKyBaHHS I[bOTO cTaHy. Lo o6cTaBuHy ciif OpaTu g0 yBaru, Npr3Hadandu
nperabatiH Ipy TaKOMY CTaHi.

IIpueHiyeHHA OUXAHHA.

[ToBimOMIIATIOCS IIPO BUMIAAKHU BaXkKKOI'0 IPUTHIYEHHS AUXaHHS Y 3B's13KY i3 3aCTOCYBaHHAM
nperabainy. [TalfieHTy 3 MOPYIIEHO00 AUXalbHOI (QYHKIIEI0, pecrnipaTOpHUMU a00 HEBPOJIOTIUHIMU
3aXBOPIOBaHHSIMY, HUPKOBOIO HEJOCTATHICTIO, OIHOYACHUM 3aCTOCyBaHHAM femnpecaHTis IITHC Ta
0co0u JIITHBOT'O BiKy MOXKYTh MaTH OiNbIINY PU3UK BUHUKHEHHS ITi€l BazkKol mo0iyHol peakiril. s
IIUX TTAI[iEHTiB MOXe 3Haf0OUTUCS KOPUTYBaHHS JO3U.

CyiuudasbHe MucieHHA mad nosediHKa.

[ToBimOMIISINIOCS PO BUIMAAKY CYIIMAAIbHOTO MUCJIEHHS Ta MOBEOIHKY y MAIli€HTIB, SIKi OTPUMYBaK
Teparnio NPoTHUeNiIeNTUYHUMY [IpernapaTaMu 3a AesIKUMU I0Ka3aHHSMU. 3a pe3yibTaTaMu
MeTaaHali3y JaHWX, OTPUMAHUX ¥ XOMi paHIoMi30BaHUX, M1alie60-KOHTPOILOBAHUX OOCIiIKEeHb
IIPOTUENIENITUYHUX IIpeliapaTiB, TAaKOX CIIOCTEPIrajgocs HEBEJIUKe IMiIBUIeHHS PU3UKY II0SABU
CyIIIMOaIbHOT'O0 MUCJIEHHS Ta MOBEOiHKKA. MexXaHi3M BUHUKHEHHS IIbOT0 PU3UKY HeBimoMuii. ITicns
BUXOMY ITperapaTy Ha PUHOK IOBiAOMIISINIOCS IIPO BUIMIAAKY CYIIUAATIbHOIO MUCJIEHHS Ta MOBEIOIHKHU Y
TalieHTiB, IKi oTpuMyBanu nperabamnin (quB. po3min «ITo6iuHi peakiii»). Emigemionoriuue
OOCIIKEeHHS 3 BUKOPUCTAaHHAIM JU3alHY CAMOCTIMHOT'0 KOHTPOJIIO (IIOPiBHAHHS MEePiOfiB JTiKyBaHHS
3 nepiofamu 6e3 MiKyBaHHS y OKPEMOTO TallieHTa) IIPOAEMOHCTPYBAJIO MigBUIIIEHUN PU3UK HOBUX
IIPOSIBIB CYIIMaIbHOI TOBEIiHKY Ta JIeTalbHUX BUIAKiB BHACIIIIOK cCaMOry0CTBa y Malli€HTiB, SIKi
OTPUMYyBaIu peradariH.



[TamienTaM (Ta ocobaM, siKi 3MiMICHIOIOTH AOTJISAM 3a MallieHTaMK), He0OXiTHO 3BEPHYTUCS 3a
MEeIHUYHOIO OIIOMOT0!0 V Pa3i MOsIBY 03HAK CYIIUIAIbHOT0 MUCIEHHS abo moBemiHku. [TamieHTH
TIOBUHHI nepeOyBaTH IiJ HATJISAOM IIIOH0 MOSBY O3HAK CYII[MAATIbHOTO MUCTIEHHS Ta TIOBEMiHKY, i
CJIifi PO3TJISHYTH MOK/IMBICTh BiATIOBIIHOTO JTiKyBaHHS. Y pas3i CyllMOanbHOTO MUCIIEHHS Ta
TIOBEMiHKY CIIiJ] PO3TJITHYTH MOXKJIMBICTh CKaCyBaHHS JiKyBaHHS IperabamiHoM.

IozipweHHAa pyHKUII HUXCHIX 8i00ii8 WAYHKOBO-KUWKOB020 MPAKMY.

[Ticra Buxomy mpemnapaTy Ha PUHOK IOBIOMIISINIOCS PO SBUIIA, IIOB’sI3aHi 3 MOTipIIEeHHAM QYHKIIi1
HUXKHIX BiJiiB IITYHKOBO-KUIIIKOBOT'O TPAKTY (TakKi SK HEMPOXiAHICTh KUIIEYHHUKY, TapaliTHYHa
HETIPOXiAHICTh KUIIeYHHUKY, 3a10p), IpX 3aCTOCYBaHHi mperadasiny pa3oM 3 JIiKapCbKUMHU 3aco0aMu,
110 MOXKYTh BUKJIUKATH 3aII0p, HAaIIPUKJIaZ OMiOIIHUMU aHalbreTukaMu. [Ipu ogHOYacCHOMY
3aCTOCYyBaHHI mperabaiHy Ta OmioifiB CIif BXKUTH 3aX0fiB O1si mpodinakTUKK 3arnopiB (0co6IuBO y
JKIHOK Ta IAI[iEHTIB TITHLOTO BiKY).

O0HoyacHe 3acmocy8dHHA 3 onioidamu.

PekoMeHOy€eTLCS HOTPUMYBATUCS 00€PEKHOCTI IPH NTpU3HauYeHHi nperabaniny ogHOYACHO 3
omioimaMu depe3 pu3uk npurHiveHHa ¢yukuii [THC (gus. po3nin «B3aemofia 3 iHIIUMY TiKapChKUMU
3acobaMu Ta iHIIi BUOU B3a€MOil»). Y mOCTimXKeHHi BUMTafOK-KOHTPOIb 0Ci0, sIKi 3aCTOCOBYIOTh
OTIioifM, MiBUILIEHUH PU3UK CMEPTHOCTI, IIOB’sI3aHOi 3 omioigaMu, OyB y MAIliEHTIB, SKi OTPUMYBaJIU
Tepariio mperabasiHoM OgHOYACHO 3 OITi0IIOM, IIOPiBHSIHO 3 TAaKUM IIPH 3aCTOCYBaHHI JIUIIIE OTMioifiB
(ckopuroBase cmiBBigHomeHHs maHciB [aOR], 1,68 [95 % I, 1,19-2,36]). Takuii migBuIeHU# PU3UK
CIIocTepiraBcst Mpu HU3BKUX H03ax nperabaniny (< 300 mr, 1,52 aOR [95 % [II, 1,04-2,22]) 3
TEHIEHINEI0 N0 30iNbIIeHHST pU3UKY IIPU BUCOKUX f03ax nperabaniny (> 300 mr, 2,55 aOR [95 % [II
1,24-5,06]).

Henpaeuxsze 3dCMOCYBAHHA, 3/108HCUBAHHA abo 3anedxcHicms.

[TperabasiH MoXKe BUKJIMKATH JTIKapPChKY 3aJIeXKHICTh, SKa MOXKe BUHUKATH ITiJ] YaC 3aCTOCYBAHHS
TepamneBTUYHUX A03. [T0BigOMIISAIOCS PO BUMAAKY 37I0BXKMBaHHS Ta HEIIPABUJIBHOTO 3aCTOCYBaHHS.
[TarieHTH 31 3710BKMBaHHAM IICUXO0AKTUBHUMYU PEYOBUHAMU B aHAMHE31 MOXKYTh MaTy BUIIUY PU3UK
HEeIIPaBUJILHOTO 3aCTOCYBaHHS IperabaiHy, 3710BXKUBAHHS Ta 3aJIe2KHOCTi, TOMy TaKUM IallieHTaM
nperabaltiH cJiif 3acTOCOByBaTH 3 o0epexHicTio. [Tepin HiXK mpu3HadaTy nperabaiiH, Clif peTeabHO
OLIIHUTH PU3UK HEIPaBUIBHOTO 3aCTOCYBaHHS, 31I0BXKHBaHHS a00 3a71€KHOCTI.

3a mallieHTaMHu, IKi OTpUMYIOTh IperabariH, CIif CliocTepiraTul A BUSBIEHHS 03HAK Ta CUMIITOMIB
HEeIIPaBUJILHOTO 3aCTOCYBaHHS ImperabatiHy, 37I0BXKUBAHHS ab0 3a/IeXKHOCTI, TAKUX K PO3BUTOK
3BUKaHHS, IEPEBUILIEHHS [03U Ta IIOBEMiHKa, CIIPSIMOBaHa Ha OTPMMaHH IIpernapary.

CumMnmomu 8iOMiHU.

Y mesIK¥X MAIiE€HTIB IiC/Ig TPUIMHEHHS KOPOTKOCTPOKOBOI abo TpuBaol Tepalii mperabaninoM
CIIOCTepiranucs CUMITOMH BimMiHM mpenapaTy. [1oBimoMismocs mpo Taki cuMnToMU: OE3COHHS,
TOJIOBHUI OiNlb, HYOOTA, TPUBOXKHICTH, Oiapes, TPUMONONIOHNI CUHIPOM, HEPBO3HICTh, AEIPecis,
cyiuupganbHe MUCIEHHS, 0i/ib, CymoMHu, Tineprigpo3 i 3armaMopodYeHHsI, SKi BKa3yOTh Ha JTIKapChKy
3anexHicTh. [TosiBa CUMIITOMIB BifMiHU Iic/Ig IPUIIMHEHHS NpUiioMy 1peradajiHy Moxe BKa3yBaTH
Ha JIiKapChKy 3a/ekHiCcTh (OuB. po3min «I1o6iuHi peakii»). Ll iHpopMatiio ciifg moBigoMuTI
NalieHTy Iepef I049aTKOM Teparii.

fAKkmo 3acTocyBaHHS Nperabaniny HeoOXiIHO IPUIUHUTH, PEKOMEHIYETLCS 16 POOUTH IOCTYIIOBO,
IIPOTSATOM IIOHaMMeHIne 1 THXKHS He3alleXXHO Bifl MoKa3aHHS (OuB. po3min «Crocib 3acToCyBaHHS Ta
DO3U»).



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.

[ToBigoMmsiiocs PO BUTIAAKY eHIedasnonarii, [0 BUHUKAJIU IIEPEBaXKHO y Malli€HTiB i3 CymyTHIMU
3aXBOPIOBAHHSIMH, III0 MOXKYTb CIIPOBOKYBATH eHIle(aonaTio.

KiHKu penpodyKkmugHo020 8iky / KOHmMpauenuis.

3acTocyBaHHs nperadaiHy y IepIIoMy TPUMECTPi BariTHOCTI MOXKe CIPUYMHSATH 3HAUHI BpoOKeHi
nedextu y miopa. [IperabaiH He CHIifl 3aCTOCOBYBAaTH B Iepiof BariTHOCTI, SKIO KOPUCTH IS
BariTHOI SIBHO He IEPEeBUIY€E OTEHI[INHUY PU3UK AJg mofa. 2KiHKY penponyKTUBHOIO BiKy TOBUHHI
BUKOPUCTOBYBaTH e()eKTUBHI 3ac00M KOHTpPALEIIil mif Yac miKyBaHHS (OUB. PO3MiN «3aCTOCYBaHHS Y
nepiof BariTHOCTi a60 TooyBaHHS TPYIII0»).

HenepeHocumicmb 1dKmo3u.

[Ipemnapart Jliprka MiCTATH 1akTO3y. [lamieHTaM 3 TAKMMU PiAKICHUMHU CIIaAKOBUMU
3aXBOPIOBAHHSIMH, SIK HEIIEPEHOCHMICTh rallaKTO3H, JJaKTa3Ha HemocTaTHICTE Jlamma a6o CHHOpOM
MasibabcopOilii ITI0K03M Ta rajlakTo3H, He CIIiJ] 3aCTOCOBYBATH Iieil Ipenapar.

BwMmicT HaTpilo.

Jlikapcbkuit 3aci6 Jlipuka MicTUTh MeHIIe 1 MMOJb HaTpito (23 MTr) Ha Kamncyiy, ToOTO MPaKTUYHO
BibHUM Bif HaTpifo. [Ipo e MoXkHa npoiHopMyBaTH MaliEHTIB, SKi JOTPUMYIOTLCS OIETU 3 HU3BKUM
BMiCTOM HaTPIio.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

2KiHKM PenpoOyKTUBHOTO BiKY / 3aCO0M KOHTPALENIT] I KiHOK.

2KiHKY penpOoAyKTUBHOTO BiKy ITOBMHHI BUKOPUCTOBYBaTU e(eKTHUBHI 3ac00M KOHTpAIEIIii i 9ac
nikyBaHHS (OUB. po3Min «OcobIUBOCTI 3aCTOCYBaHHS»).

BariTHiCTb.
B xogi mocmimkeHb Ha TBapuHax Oysa MpofeMOHCTPOBaHa PENPOAYKTUBHA TOKCHYHICTh.

Bymno npomeMoHCTPOBaHO, 110 NperabaiiH MPOHUKAE Yepes IJIalleHTy B IIypiB (AUB. PO3Min
«PapMakoKiHeTHKa»). [Iperabaid Moxke MPOHUKATH Yepe3 IJIaleHTy JTOANHH.

3HauHi 8po0dHCceHI 8a0u po3BUMKY).

3a maHUMHU 00CepBaIlifHOr0 JOCTiIXKEeHH, TPOBEeIeHoro B Kpainax CKaHAWHABII, i 9ac SKOro
crocTepirany 3a Ginbin HiK 2700 BariTHOCTSIMH, Y pa3i 3acToCcyBaHHS IIperadarsiHy B IepIIoMy
TpuMecTpi OyJia IpoAeMOoHCTPOBaHa Oilbilla MOMNPEHICTh 3HAYHUX BPOMXKEHUX Baf PO3BUTKY (3BBP)
y TOMYJISIil AUTSYOro BiKy ()KUBHX a00 MEePTBOHAPOMXKEHUX HiTel), SIKa IifgaBaacs BIJIUBY
nperabatiHy, OPiBHSIHO 3 MOMYJIALIE0, SKa He MiggaBanacs Takomy BIIuBy (5,9 % mopiBusHO 3 4,1



%).

Pusuk po3sutky 3BBP y miTeii, MaTepi SKUX 3aCTOCOBYyBau IperadajiH y mepuomMy TpuMecTpi
BariTHOCTI, OYB [ell0 BUIIMM IOPIiBHSHO 3 [iThbMHU, SKi He IMiiTaBalucs TAKOMY BIIJIUBY
BHYTPIIIHbOYTPOOHO (CKOpUroBaHuit KoedinieHT momupeHocTi Ta 95 % nosipuuii intepsan: 1,14
(0,96-1,35)), Ta mOPiBHSAHO 3 AiTHMH, SIKi ImifgmaBanucs BIIKUBY maMoTpumxkuny (1,29 (1,01-1,65)) abo
nynokcetuny (1,39 (1,07-1,82)).

AHasi3 KOHKpeTHUX Bajl PO3BUTKY IT0Ka3aB OiIbIll BUCOKUY PU3UK BUHUKHEHHS Bafl PO3BUTKY
HEPBOBOI CUCTEeMH, 04ell, opodaliaTbHUX PO3IIIJIMH, BaJl PO3BUTKY CEYOBUBIOHUX LIJIIXiB Ta CTAaTEBUX
OprasiB, ajne KilbKiCTh TaKMX Baj Oyja HeBEIUKOIO, a OL[iHKM HETOYHHUMH.

[Tpemapart Jlipuka He CJIiff 3aCTOCOBYBaTH B IIePiofl BariTHOCTi 6€3 HaranabHOl MOTPeOH (KOIKU KOPUCTh
[JIs1 MaTepi SBHO IIePEeBUILyE MOXKJIUBUY PU3UK [T IIJI0fA).

TongyBaHHA TPYOOLo.

HeBenuka KinbKicTh nmperabaniny Oyia BUSBIIEHa Yy MOJIOLI XKiHOK, SIKi rogyioTh rpyamio. Crig
IIOBITOMUTH XKIiHKaM, AKi TOLYIOTh 'PYAAL0, 110 TOAYBaHHS I'PYLLI0 HE PEKOMEHYETHCS IIif] Yac
3aCTOoCyBaHHS IIperabainy.

DepTUNLHICTD.
Kniniyni mani mopo BomuBy nperabaiiny Ha GepTUIIbHICTh XKIiHOK BifCyTHi.

[Tig yac KmiHIYHOTO JOCimXKEeHHS BIIUBY IperabajiHy Ha PYXJIUBIiCTh CIIePMaTO30iIiB 3M0POBi
noOpOoBOIbLIL YOIOBiUOI CTaTi 3acToCOBYBasnu mperabanin y mo3i 600 mMr/go0y. [Ticis 3acTocyBaHHS
Ipernapary IpoTIroM 3 MiCSIliB )KOIHOT0 BIJINBY Ha PYXJIMBICTh CIIePMaTO30ifliB HE BUSBIIEHO.

Y xomi mocmipkeHHST PepTUNIBHOCTI Y caMUIlb LTyPiB CIIOCTepiraBcs HeOazkaHUW BIJIUB Ha
PenponyKTUBHY QYHKII0. Y X0l OCHiAXKeHH (epTUIbHOCTI y CaMIiB IIypiB CIIOCTEpIraBcs
HeOaxkaHU BIJINB Ha PENPOAYKTUBHY (PYHKIIiI0 Ta po3BUTOK. KiTiHigYHA 3HAUYILIICTh IIUX PE3y/IbTaTiB
HeBigoMa.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepysaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

Jlipuka MoXKe CIpaBisATH He3HaYHUY a00 MOMipHUY BIIJIUB Ha 3MATHICTh KePyBaTU TPaHCIOPTHUMU
3aco0amMu Ta IIpalioBaTH 3 iHIMUMU MexaHi3MaMH. Jlipuka MOXe BUKITUKATH 3allaMOPOYEHHS U
COHJIMBICTB, i TAKUM YHMHOM, BIIUBATH Ha 3MATHICTh KEPYBATH TPAHCIOPTHUMH 3aco0aMu Ta
IIpalfoBaTy 3 IHIIMMU MeXaHi3MaMu. Y 3B'I3Ky 3 LJUM MallleHTaM CJIi peKOMeHAYBaTh yTPUMYBaTUCS
Bifl KepyBaHHS TPAHCIIOPTHUMH 3aco0aMu, Biff poOOTH 3i CKIIafHOIO TEXHIKOIO Ta Bif iHIIIOI
MOTEHITINHO Hebe3MevHol TisiTbHOCTI, JOKK He CTaHe BimoMo, UM BIIJIMBAE IeH JTiKapChKuM 3aci0 Ha
IXHIO 3TaTHICTD OO TAKOl OisTIbHOCTI.

Cnoci6 3acmocyeaHHss ma do3u.

Cnocib 3acmocyBaHHs:.



[Tpenapart Jlipuka MpuiMaloTh HE3alIeXKHO Bifl IPUHOMY IXi.
Hanuii mikapchbKuM 3acid npu3HadeHUu BUKJTIOYHO [IJII IIepOPaIbHOTO 3aCTOCYBaHHS.
Io3u.

Iiama3oH [03 mpenapaTty Moxke 3MiHioBaTuCS B Mexkax 150-600 mr Ha no0y. [Jo60By m03y
PO3MOMiNsA0oTh Ha 2 ab0 3 mpuitoMH.

Heviponnatuunuii Gifb.

Tepamito mperabaniHoM MoxHa po3nodaTty 3 fo3u 150 Mr Ha moly, po3nonineHoi Ha 2 abo

3 nIpuioMH. 3aiexkHO Bifl iHAUBiAyaIbHOI BiAIOBiMi Ta IEPEHOCUMOCTI IIpenapaTy NalieHTOM 03y
MoxHa 30inpmuTu 7o 300 Mr Ha goOy dyepe3 3-7 OHIB, a 3a HEOOXiOHOCTI - 10 MaKCUMaJIbHOI 7031
600 mr Ha moOy Ie micns 7 gHiB.

Eninencis.

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

3 npuiioMu. 3anieXkHO Bifl iHOUBiAyalbHOI BiATIOBiAi Ta TePEeHOCUMOCTI IIpenapaTy Mali€eHToM 03y
MoxkHa 30inpmuTu 7o 300 Mr Ha goOy micyig mepiIoro THKHS JikyBaHHS. [lle yepe3 oguH TUXKIEHDb
o3y MOXKHa 30i/MbIIUTH 00 MaKcuMasbHOI - 600 Mr Ha mo0y.

['eHepanizoBaHuii TPUBOKHUYN PO3TIa.

Ilo3a, 9Ky po3MopinsaioTh Ha 2 abo 3 nmpuiioMu, MoxKe 3MiHIoBaTUCS B Mexkax 150-600 Mr Ha mo0Gy.
[TepioguuHO crif meperasgaT HeoOXigHICTh MPOOOBXKEHHS Tepartil.

Tepamito nperabaniHoM MoXkHa po3nodaTy 3 fo3u 150 Mr Ha mo0y. 3anekKHO Bif iHAUBIAyaIbHOI
Bi[ITOBifIi Ta MePEeHOCUMOCTI ITpenapaTy nauieHToM go3y MoxHa 30inbmmTu o 300 Mr Ha K06y micms
TIEPIIOTO TUXKHS JIiIKyBaHHS. [Ticns 1le OMHOTO TUXKHS IPUUOMY 03y MOXKHa 36inpmuT 10 450 Mr Ha
noOy. Ille yepe3 omuH TUKOEHb O03y MOXKHA 30iMbIIUTH 00 MaKcUMalbHOI - 600 Mr Ha Ho0y.

®ibpomianris.

PekoMeH[i0BaHa [03a Mpemnaparty A nikyBaHHs ¢ibpomianrii ctanoButs Big 300 go 450 Mr Ha mo6y.
JIikyBaHHS CJTifg PO3MOYMHATH i3 3aCTOCYBaHHA 03U 75 Mr aBiui Ha o6y (150 Mr Ha moby). 3amexkHo
Bif e(eKTUBHOCTI Ta IEPEHOCUMOCTI, f03y MozxkHa 30inburyBaTu fo 150 mMr gBiui Ha moby (300 Mr Ha
no0y) MPOTATOM OFHOTO THXKHS. [I715 MaIliEHTiB, IS SKUX 3acTocyBaHHS no3u 300 Mr Ha mo0y €
HeJOCTaTHhO e(PeKTUBHUM, MOXKHa 30ibIIUTH [03Y A0 225 MT ABidi Ha 700y (450 Mr Ha moby). Xoda
icHye mocnmimkeHHs 3acTocyBaHHS mo3u 600 Mr Ha mo0y, HoKa3iB TOro, 10 3aCTOCYBaHHS IIi€l J03u
Oyme MaTH JOJATKOBY IepeBary, HeMae€; TaKoXK TaKa A03a Maja TipIly IepeHoCHMicTh. bepydu mo
yBaru go303anexHi mo0ivyHi peakuii, 3acTocyBaHHS 103 Bullle 450 Mr Ha 100y He PEKOMEHOYEThCS.
Ockinbku JlipuKa BUBOZUTHCS T'OJIOBHUM YMHOM HUPKaMU, CJIif KOPUTYBaTU H03Y IIpenapaTy
nalieHTaM i3 mopymeHHAM QYHKIIi HUPOK.

BinMina npera6ariny.

BigmoBigHO mo mitowoi KiHIYHOI MpaKTUKY, IPUNIMHSATY Tepalliio nperabaniHoM peKOMeHIY€EThCS
IIOCTYTIOBO, IPOTATOM IIIOHAMMEHIIIe OQHOTO TUXKHS, He3aJIeKHO Bifl MOKa3aHb (OUB. PO3Oinu
«0OcobnuBoCTi 3acTocyBaHHS» Ta «I106iuHi peakirii»).

[NopyuieHHs QYHKIII HUPOK.



[TperabariH BUBOOUTHLCS 3 CUCTEMHOTO KPOBOTOKY B HE3MiHEHOMY BUTIISIII, ITIePEBAKHO HUPKAMH.
Ockinbku KiipeHC mperabaniny IpsiMo IPOTOPIiiHNUHE KTipeHCY KpeaTUHIiHY (IUB. PO3Ain
«PapMaKoKiHeTHKa»), 3MEHIIIyBaTH 003y IMalliEHTaM 3 MOPYyIIeHHIM (PYHKIIil HUPOK CIIif
iHmuBimyanbHO, SIK 3a3Ha4Y€HO B TAOIUIl HUXKYe, BifMOBiAHO 00 KitipeHcy KpeaTuHiny (CLcr), sKui
BHA3HAYAIOTh 3a (HOPMYJIOH0:

[Tperabanin eeKTUBHO BUAAISETLCA 3 MJIa3MU KPOBi 3a HOIOMOT0I0 remMopiani3y (50 % mpemnapary
npoTsaroM 4 rogus). [In1g naiieHTiB Ha reMogianisi o6oBy go3y nperabainy Ciifl KOpUTyBaTH
BigmoBigHO [0 ¢yHKII HUPOK. KpiM mo60Boi1 1031, ogpasy Mmicis KoXKHOI 4-TOIUHHOI TPOoLeypPH
reMopiani3y HeoOXilHO 3aCTOCOBYBAaTH NOOATKOBY HO3Y IIpemnaparty (OuB. TaONuIo).

Kopexkuist mo3u nperabaiiny BigmoBigHO [0 GYHKII HUPOK.

KnipeHc kpeatusiny  [3aranmpHa jo06oBa fo3a nperabdarniny * PexXuM m03yBaHHSA
(CL,,) (mn1/xB) [ToyaTKOBa m03a MakcuMasnbHa 0o3a

(Mr/m006y) (Mr/m06Yy)
=60 150 600 [IBiui abo Tpuyi Ha gOOY
>30-<60 75 300 [IBiui ab6o Tpuyi Ha gOOY
>15-<30 25-50 150 Pa3 abo fBiui Ha K06y
<15 25 75 Pa3 Ha o0y
[omaTKoBa [03a micnis reMopianisy (Mr)

[25 [100 |OnroxpatHa fo3a

* 3aranbHy 0o00BY 03y (Mr/mo0y) Cllif po3MOmiNuTH Ha AeKinbKa IPUIOMiB BiiTOBIAHO 0O peXUMY
MOo3yBaHHS, 1100 OTPUMATH 03y AJIST OMHOKPATHOTO IPUHOMY (MT/H03Y).

JomaTkoBa [o3a - Ile JO4AaTKOBa OMHOKpATHA [03a.

[TeuinkoBa HEOOCTATHICTE.

Ins maltienTiB 3 mopyueHHIM QYHKIII mediHKY HeoOXiIHOCTI B KOPEeKIil 1031 HeMa€ (OuB. PO3Min
«®apMaKOKIiHETHKa»).

[TalieHTH NITHLOTO BiKY.

[I7g nauieHTiB MITHHOTO BiKy Yepe3 MOoTipiieHHS QyHKIil HUPOK MOXe OyTH NOoTpi0HEe 3MEeHIIeHHS
mo3u mperabaniny (muB. po3min «Oco6IUBOCTI 3aCTOCYBAHHSI»).

Himu.

Besneka Ta epeKTUBHICTh IpenapaTy JliprKa Ipu “Oro 3aCTOCYBaHHI AiTAM (BikoM 0 18 pokiB) He
BCTaHOBIeHi. [IoCTyIIHa Ha Liel yac iHndopmallisa HaBefeHa B po3mini «[1o0iyHi peakiii», a TaKOXK y



po3pinax «®apmakoguHaMmika» 1 «PapMakOKiHeTUKa», OOHAK, CIIMPAOYUCh Ha HUX, HEMOXIIUBO
HaJaTy XKOOHUX PEeKOMeH[allill MOoK0 J03yBaHHA I[ill KaTeropil MaIfi€eHTiB.

Ilepedo3yeanHsi.

[Ticns Buxomy mpemnapaTy Ha PUHOK IIOBIMOMIISIOCS, 10 HaWYaCTilMMK MOGIYHUMHU PeakIisiMu pu
nepeno3yBaHHi mperabainy 6y COHMUBICT, CIUTYTAHICTh CBiIOMOCTI, 30yIKeHHS Ta HECIIOKil.
TakoX HagXOOWUIY MOBiIOMJIEHHS IIPO CYOOMHU.

Pigko moBimOMISIOCS IPO BUIIAAKH KOMH.

JIikyBaHHS Mepeno3yBaHHS nperabaiiHy MOsrae v 3arajJlbHUX HMiITPUMYBaJIbHUX 3aX0flaX Ta 3a
noTpebu MoxKe BK/TIOUATH reMopiami3 (quB. po3min «Crmoci6 3acTocyBaHHS Ta HO3uU», TAOIHIIs).

ITobiuni peakuii.

Y kniniyHiN mporpami mocrigxkeHHs nperabaniny #oro orpumanu moHan 8900 marieHTiB, 3 HUX
5600 - y4aCHUKY TIOABIMHO CIIMUX Ma1ie00-KOHTPOIbOBAHUX JOCimKeHb. HaltuacTimmmu
3apeeCcTPOBaHKMMHU NMOOIYHUMY peakligMy OyIu 3alaMOPOYeHHS Ta COHNUBICTL. [T00iuHi peakiril
3a3Bu4ay Oy 1erkoro abo IOMipHOTo CTyIeHs. B yCix KOHTPOJIbOBAaHUX JOCTIIKEHHIX TOKa3HUK
BiAMiHM IpeliapaTy dyepes mobiuHi peakil cTaHOBUB 12 % cepeq mali€eHTiB, 9Ki mpuiiManu
nperabaiH, Ta 5 % cepeq MaIli€eHTiB, SKi oTpuMyBanu mnane6o. HaftyacTimumu mobivHIMU
peakiliiMy, 110 IPU3BOAUIN 0O MPUIKHEHHS 3aCTOCYBaHHS IIpenapaTy AOCTigKeHHs, B TPy
nperabaniny 6y 3alilaMOpPOYEeHHS Ta COHJIUBICTD.

Huxxue HaBemeHi Bci MoGiuHI peakilii, 1110 BUHMKAIM YacTillle, HiK ITPYU 3aCTOCyBaHHi maiebo, Ta
OinbIe HiXK y OOHOTO TallieHTa; I1i Mo0iyHi peakilil mepenideHi 3a cucTeMaMu OpraHiB Ta 3a
YacTOTO: AyXKe 4acTo (= 1/10); gacto (Big = 1/100 mo < 1/10); HeuacTo (Big = 1/1000 go < 1/100);
pigko (Big = 1/10000 mo < 1/1000); oyxe pigko (< 1/10000); wacToTa HeBifoMa (He MoxXe OyTH
olLliHEeHa Ha OCHOBi HasIBHUX JaHUX). Y KOXHIi{ I'PyIi 3a 4aCTOTOI0 BUHUKHEHHS MO0iYHi edeKTH
IIPefICTaBIIEHO B MOPSAAKY 3HUKEHHS CTYyIeHS IXHbOl CEPUO3HOCTI.

3a3HayeHi no0iuHi peakilii TaKOXK MOXKYTb OyTH IOB’3aHi 3 epebiroM 0CHOBHOTO 3aXBOPIOBAHHS
Ta (a60) CymyTHIM 3aCTOCYBaHHSM iHIIHUX JTIKAPCHKUX 3aCO0iB.

[Tig yac nmikyBaHHS HEMPOMATUYHOTO GO0 IEHTPAILHOTO TOXOAXKEHHS, BUKJIMKAHOTO YPaXKeHHSIM
CIIMHHOTO MO3KY, 30i/ibITyBajacs 4acToTa MOoOIYHUX peakliil y IijloMy, YacToTa NOOIiYHUX peaKlin 3
6oky LITHC Ta 0co0611BO COHNUBICTH (OUB. Po3min «OcoONMMBOCTi 3aCTOCYBAHHS»).

IomaTkoBi mo6iuHi peakiiil, Ipo SKi MOBiMOMJISIOCS ITiCJIg BUXOMY IIpenapaTy Ha PUHOK, HaBedeHi
HUXK4Ye U IT03Ha4YeHi KyPCHBOM.

Indekiiii Ta iHBa3il.

YacTo: Ha30(papUHTIT.

HOQyH.IeHHﬂ 3 6OK§Z KpOBi Ta HiM@aTI/I‘-IHOI CHUCTEMH.

HeuacTo: HEUTPOIIEHIS.



[TopymieHHs 3 00Ky iMyHHOI CUCTEMH.

Heuacrto: einepuymaugicmo.

Pigko: aneioHespomuyHuil Habpsk, asepeiuHi peakuii, aHadiaKTOINHI peakirii.
[NopyuieHHss 06MiHY peYOBUH, MeTab0Ii3MYy.

YacTo: migBUILLIEHHS alleTUTYy.

HeuacTo: BTpaTa aneTury, rinoriikeMis.

3 OOKY IICUXIKH.

YacTo: elihopudHNN HACTPIiii, CIJIyTaHICTh CBIIOMOCTI, IPATiBNUBICTh, Ae30pieHTallisl, 0€3COHHS,
3HUXKEHHS 1ibigo.

Heuacro: ramronuHaliil, IaHiuyHi aTaky, HeCIOKil, 30y[KeHHS, Iellpecis, IpUrHideHNN HaCTPii,
nifHeceHuM HACTpil, azpecis, 3MiHU HACTPOIO, AeNepCoHaNti3alis, yrpyaHeHu# nobip cis,
IIAaTOJIOTiYHI CHOBU[IHHS, TOCUIEHHS N1i6ino, aHOPra3Mis, amaris.

Pigko: po3ranpMoByBaHHS, CyilligaibHa MMOBEiHKA, CYyllIuOalbHEe MUCTIEHHS.
HesigoMo: sikapcvka 3aaexicHicme.

[Mopyiiennd 3 60Ky HEPBOBOL CHCTEMH.

Iyxe 4acTo: 3alIlaMOpPOYEHHS, COHIUBICTh, TOJIOBHUM Oiflb.

YacTo: aTakcis, mopymeHHs KOOpOUHAIlil, TPeMOp, AA3apTpisd, aMHe3is, MOTipIIeHHs IaM sTi,
IOPYLIEHHS yBary, llapecTesisd, rinecTesis, cefaTUBHUYN €(QEeKT, IOPYyIIeHHS pPiBHOBATH, JIeTapris.

HewacTo: cuHKOIIE, CTYIIOP, MiOKJIOHISI, Bmpama cgidomocmi, ICUXOMOTOPHA TillepaKTUBHICTh,
OUCKiHe3is1, IOCTypabHe 3allaMOPOYEeHHS, IHTEHIIINHUY TPEMOD, HicTarM, OpPyleHHS KOTHITUBHUX
GYHKILIN, NnoOpyweHHA ncuxiku, po3Nafu MOBJIEHHS, Tinmopedekcis, rinepecresis, BiguyTTs NediHH4,
arem3isi, 3a2a/nbHe He30YXHCaHH S, allaTisg, HaBKOJIOPOTOBA ITapecTe3isi, MiOKIOHYC.

Pigko: cydomu, mapocMisi, TinmokiHesis, gucdarisi, mapKiHCOHiI3M, Timanresis, 3al1exKHICTh,
MO30YKOBMH CHHIPOM, CHHIPOM 3y04acTOro Kojieca, KOMa, felipil, eHmedasnomnarisi,
eKCTpalipaMifHu{ CUHAPOM, CuHAPOM ['ieHa - bappe, BHyTpilllHbOYEpEIHA TiepTeH3isd, MaHiaKasbHi
peaxllil, mapaHOigHi peakilil, pO3/7agy CHY.

[TopymieHHs 3 60KY OpraHiB 30py.

YacTo: HeuiTKICTh 30py, OUIIONISA, KOH IOHKTUBIT.

Heuacro: BTpaTa nepudepudHOro 30py, IOPYIIEHHS 30py, HaOpPSK odel, medeKTH oIS 30Dy,
3HUKEHHS TOCTPOTH 30pYy, Oi/ib B 04aX, acTeHOIis1, GOTOICIsA, CyXiCTh B 04aX, MiBUIIEHE
CIIbO30BUIINIEHHS, TOPa3HeHHs ouelt, OnedapuT, MOpyIIeHHS aKoMOAallil, KDOBOBUJIUB B OKO,
CBiT/I000513Hb, HAOPSK CiTKiBKH.

Pigko: empama 30py, kepamum, OCIIUIOICisI, 3MiHa 30POBOT0 CIIPUMHSATTS TTUOUHY, Mifpias,
cTpabi3M, SICKpaBiCTh 30py, aHi30KOPisi, BUpa3KM POTiBKH, eK30(TanbM, apajiid 04HOoro M’s3a, ipuT,
KepaTOKOH I0OHKTHBIT, Mi03, HigHa CJIilloTa, 0pTanbMOIIeris, aTpodisi 30poBOro HepBa, HAOPSAK OUCKa



30POBOT0 HEPBA, IITO3, YBEIT.

[NopyuieHHs 3 00Ky OpraHiB CIIYXy Ta PiBHOBaru.
YacTo: BepTuro.

Heuacro: rinepakyasis.

[Mopy1ieHHs 3 6OKY CEPIIs.

HeuacTo: Taxikapmisi, aTpioBeHTPUKYIsSpPHa OJI0Kada MepIIoro CTyIeHs, CHHyCcoBa OpaguKapmis,
3acmiliHa cepuesa He0oCmamHicms.

Pigko: nodoesacenHsa inmepsaay QT, cuHyCcOBa TaXiKapfisi, CAHyCOBa apUTMis.

[MopyiienHs 3 60KY CYIOWH.

Heuacto: apTepianbHa rinnoTeH3is, apTepiajibHa rinepTen3is, IPUIIUBY, TillepeMis, BIfUyTTS X0JIOAY
B KiHITiBKaX.

[TopymieHHs 3 00Ky OUXaldbHOI CHCTEMH, OPraHiB I'PYIHOIL KIIITKX Ta CEPEeNOCTiHHA.
YacTo: papuHToTapuHTeanbHuil 0ilb.

Heuacrto: 3aguinka, HocOBa KpOBOTeYa, KalllesIb, 3aKJIafleHiCTh HOCa, PUHIT, XPOIIiHHS, CYXiCTh
C/I130B01 000JI0OHKH HOCA.

Pimko: HabpsK sez2eHb, CTACHEHHS B TOPJIi, JAPUHTOCIIa3M, allHOe, aTejeKTas3, OPOHXIOIiT, TMKaBKa,
¢ibpo3 nereHis, Mo3ixaHHS.

YacToTa HeBimoOMa: IPUTHIYEHHS OUXaHHSI.

HOQSZH.IGHHH 3 60Ky IMIIYHKOBO-KHUIITKOBOT'O TPAKTY.

YacTo: G1roBaHHS, Hydoma, 3amop, diapesi, MeTeopu3M, 3OyTTS XKUBOTA, CYyXiCTh ¥ POTi,
raCTPOEHTEPHUT.

HeuacTo: ractpoe3odareansHa pedmokcHa xBopo0a, Tiepcekpellis CIHHY, TimecTesis poToBoi
TIOPOXKHUHMY, XOJIELIUCTHUT, X0JIelliTia3, KOMIiT, MIJTYHKOBO-KHIIIKOBA KPOBOTEeYa, MejieHa, HabpsK sS3UKa,
peKTasbHa KpoBOTEYa.

Pinko: aciuT, maHKpeaTHT, HAOPAK sA3uka, gucdaris, apTO3HUN CTOMATHUT, BUpa3ka CTPABOXOMY,
nmepiogoHTaNbHUYM abcIec.

[enaToOiniapHi mopyIneHHs.

Heuacro: migBuilieHu# piBeHb NeYiHKOBUX (DEepPMEHTIB*.
Pigko: XOBTSHUIIA.

[yXe pigKo: Me4YiHKOBa HEJOCTATHICTh, TeaTuT.

[MopyiieHHs 3 60KV IIKipY Ta MigMKiPHOI TKAHWHHU.

YacTo: IposiexHi.



HewacTo: mamynb03He BUCHUIIAHHS, KPOIIUB THKA, Tileprifpos, ceepbidc, anormelis, CyXiCTh IIKipH,
eK3eMa, TipcyTu3M, BUpa3Ky IIKipy, Be3UKY10-0yTbO3HUN BUCHIL.

Pigko: mokcuuHull enidepmanvHull HeKpoi3, cuHOpom CmigeHca - I[HCOHCOHA, XOTIOOHUY TIiT,
ekchomiaTUBHUY IePMaTHUT, JIiXeHOIGHUN OepMaTHUT, MeJIaHO03, Po3Jiaau 3 00Ky HIrTiB, meTexiaTbHUN
BHCHII, TypPIypa, IyCTYISIPHUMN BUCHII, aTPodis WKipH, HEKPO3 LIKIpH, IIKipHI Ta MiALIKIPHI By3/IHKH.

[Topy1ieHHs 3 60Ky OIMOPHO-PYXOBOT'0 amapaTy Ta CIOYYHOI TKAHUHU.

YacTo: M’s130Bi cymoMu, apTpanris, 0inb y cuuHi, 0inb y KiHIiBKaX, ClIa3Mu M’g3iB IIui.
HeuacTo: Habpsak cyrno0iB, Mianrisg, nocinyBaHHSA M'g3iB, Oifb y mui, CKyTiCTh M'S3iB.
Pigko: pabmomiomnis.

[NopyuieHHs 3 60KY HUPOK Ta CEYOBUBIIHUX IIIAXIB.

HeuacTo: HeTpuMaHHS cedi, AU3ypis, anbOyMiHypis, reMaTypis, yTBOpeHHS KaMeHiB B HUPKaX,
HepHUT.

Pigko: HUpKOBa HENOCTATHICTB, OJITYpis, 3ampuMkKa ceyvi, TOCTpa HUPKOBa HEJOCTATHICT,
TJIOMepPYJI0HEe(PUT, TieTOHEPPHT.

[TopylieHHs CTaTeBOi CUCTEMH Ta MOJIQUHHUX 3aJ103.
YacTo: epeKTUNbHA OUCPYHKIIiS, IMIIOTEHIIiS.

HeuacTo: cTaTeBa gucyHKIIisI, 3aTpUMKa eIKyIAlii, gucMeHopes, 0i/b y MOJIOYHHUX 3aJ103aX,
JIEMKOpes, MeHoparis, MmeTpoparis.

Pigko: ameHopest, BUIiTIEHHST 3 MOJIOYHMX 3aj103, 30i/IbIIeHHST MOJIOYHUX 3aJ103, 2iHeKoMdacmis,
IePBiIuT, OamaHiT, emiguIuMIT.

3aralibHi po3/lafy Ta pPeakiiil B MicIli BBEIEeHHS.

Yacro: nepubepuynuil HaOpsK, HaOPSAK, IOPYLUIEHHS XOOU, MafiHHs, BiTYyTTs CII'SIHIHHS, He3BUYalHi
BiUyTT#, MiABUILIEHA BTOM/IIOBAHICTb.

HeuacTo: reHepanizoBanuit HabpsK, HA6PAK 0061uYYSA, CKYTICTh y TPyAsx, Oinb, Kap, crpara, 03H00,
3arasbHa crnabKicTh, He3OyKaHHS, a0cIec, 3amaJeHHs X)KUPOBOI TKAaHWHMU, peakilii GoTOUyTIUBOCTI.

Pigko: rpaHynboMa, yMUCHE 3aIOIisIHHS IIKOOU, 3a04YepPeBUHHMM (ibpo3, 1IOK.
J1abopaTopHi DOCHimKEeHHS.
YacTo: 30imbIIeHHa MacH Tia.

HeuacTo: 36inmbineHHs piBHS KpeaTHHPOCHOKiHA3K B KPOBi, 30iIbINIEHHST PiBHS TJTIOKO3U B KPOBI,
3MeHIIeHHS KiTbKOCTi TpOMOOIUTIB, 30iNbIlIeHHS PiBHSA KpeaTHHIHY B KPOBi, 3MEHIIIEHHS PiBHS KaJlilo
B KPOBIi, 3MeHIIIEHHS MacCHU Tija.

Pigko: 3MeHIIEeHHS PiBHS JIEUKOLUTIB Y KPOBL.

* 30inmbIeHHs PiBHS anaHiHaMiHoTpaHcdepasu (AJIT) Ta acnapTataMmiHoTpancdepasu (ACT).



Y mesiKWX MAIliEHTIB IiC/Ig IPUNIKMHEHHS KOPOTKOCTPOKOBOI abo TpuBaol Tepartii mperabaninoM
CIIOCTEpIranucs CUMIITOMH BifMiHU npenapaty. [1oBigoMIsiocs Ipo Taki CHMITOMU: 0€3COHHS,
TOJIOBHUI OiNib, HYNOTA, TPUBOXKHICTH, Aiapes, TPUNONONIOHNI CUHIPOM, CYOOMHU, HEPBO3HICTB,
Iempecis, cyinuganbHe MUCTIEHHS, Oifb, Timeprigpos i 3amaMopo4YeHHs, SKi BKa3yl0Th Ha Gi3uyHy
3anexHicTh. 110 iHpopMaLio CIif MOBIiIOMUTH NAIi€HTY IIepef I04YaTKOM Tepartil.

Hani momo BigMiHM nperabariHy micis TpHBaJIOro 3aCTOCYBaHHS BKa3ylOTh HA Te, III0 YacTOTa
BUHUKHEHHS Ta CTYIiHb TSKKOCTi CUMIITOMIB BiIMiHU MOXKYTb OyTH H0303aI€KHUMHU.

Himu. TIpodins 6e3neku nperabainy, BCTAHOBIEHUH YV XOfIi IT'ITH OOCTiAXKeHb, ITPOBEeIeHUX 3a
y4acTIO IefiaTpUYHUX MMali€HTIB 3 aplialbHUMU CYIOMHUMU HallaflaMy 3 BTOPUHHOIO
reHeparizatieio abo 6e3 Hel (12-TUXKHEBe [NOCTiAKEHHS e(peKTUBHOCTI Ta 0€3MeKN y MallieHTiB BikoM
Big 4 mo 16 pokiB, n=295; 14-meHHe mocigXeHHS e(eKTUBHOCTI i 0e3MeKU V MalliEHTiB BiKOM Bif

1 micsinst mo meHIe 4 pokiB, n=175; gocnigxeHHs GapMaKOKiHETUKY Ta IEPEHOCUMOCTI ITpelapary,
n=65 Ta [Ba BiIKPUTHUX JOCTimKeHHs 6e3neku TpuBamicTio 1 pik, n=54 Ta n=431), 6yB nogibuui 10
npodisnto, SKuM crocTepiraBcs B OCIIIXKEeHHIX ¥ HOPOC/IMX TallieHTiB 3 eminerncieto. Haibinbr
MOIIMPEHUMU TOOIYHUMH SIBUII[AMH, L0 CIIOCTepiranuck y 12-TuKHeBOMY AOCTiAXKeHHi Teparii
nperabaiHoM, OyIu COHNIUBICTH, MipeKcis, iHdeKil BepxXHiX AUXanbHUX LIIAXIB, MiIBUILIEHHS
aneTtuTy, 30iIbIIEHHS MacCH Tijla Ta Ha3odapuHrit. Haibinb NommupeHuMy NOOIYHIMY ABUIIAMHY, 110
cnoctepiranuce y 14-meHHOMY HOCHifXKeHH] Tepanil nperabaninoM, Oyau COHIUBICTS, iHGEKI
BEPXHIX IUXaTbHUX IUISAXIB i mipekcis (muB. po3ninu «Crocib 3acTOCyBaHHS Ta [03U»,
«®apMmakoguHaMika» Ta «PapMakKOKiHETHKA»).

ITosidomaeHHs npo nido3prosaxi nobiuHi peakyii. IloBimoMIeHHs IPO Mimo3pioBaHi mobiyHi peakirii
micys peecTpatii TikapcbKoro 3acoby € BaxkIuBUM. Lle mae 3Mory 3pilicHioBaTH 6e31epepBHUM
MOHITOPHUHT CITiBBiJHOIIEHHS KOPUCTI Ta PU3UKY IIPU 3aCTOCYBaHHI TikapChKOTo 3acoly.

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.

He noTpe0ye crenianbHux yMOoB 30epirants. 30epiraTv B HELOCTYITHOMY [AJIS OiTEH MiCIIi.

YnakoBka.

s kamcyn o 75 mMr ta 150 Mr - mo 14 a6o mo 21 kamncymni y 6mictepi, mo 1 abo 1o 4 Gictepu B
KapTOHHIi# KOpoO1Ii.

s kamcyn o 50 mr ta 300 Mr - o 21 xancyni y 6mictepi, mo 1 abo mo 4 6micTepu B KapTOHHIH
KOpOOT1Ii.

Kareropis Bigmycky.



3a pelemnToM.

BupoOHUK.

[paiizep Mentopexkuypunr [onunenn ['M0X/Pfizer Manufacturing Deutschland GmbH.

Micue3HaxoKeHHsI BHPOOHHKA Ta aJgpeca MicCIlsi IPOBaJKeHHs HOr0 isUIbHOCTI.
MycBansgans 1, 79108 ®paibypr Im Bpaiicray, Himeuunna/

Mooswaldallee 1, 79108 Freiburg Im Breisgau, Germany.



