MIHICTEPCTBO OXOPOHU 310POB’sI YKPATHHN
(MO3 Ykpaiun)
By1. M. I'pymescekoro, 7, M. Kuis, 01601, Ten. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, kog EPTIOY 00012925

No 24-04/19/2-24 Big 08.05.2024 Ha Ne Bif

DapManeBTHYHUN 3aBO]
"Honbgpapma" C.A., Ioabma

HepxaBna cay:xba Ykpainu 3
JKapCLKHX 32c06iB T2 KOHTPO.IIO 32
HAPKOTHKAMH

®apmaneBriune ynpasiinas MO3 YKpalHH NOBiZOMIIfE, IO HakazoMm
MinicreperBa 0XOpoHH 370poB's Ykpainu Big 07.05.2024 Ne 794 «IIpo nepxasmy
peecTpaiiiio (nepepeectparito) JNKAPCLKUX 3ac06iB (MeTUUHMX iMyHOGi0MOTUHIX
[peraparis) Ta BHECEHHS 3MiH 110 peecTpaliiHuX 3aco0iB» 3aTBEPIKEHO 3MiHu:
Sminu I muny - 3minu wodo besnexu/egpexmusnocmi ma dapmaxonaznady. 3mina y
KOPOmKIiu Xapakmepucmuyi niKapceko2o 3acoby, mexcmi MAPKY6anHA ma iHcmpyKkyii
O3 MEOUNHO20 3aCMOCYBaNHA HA NIOCMABI Pe2YNAPHO OHOBMIO6AH020 36imY 3 be3neku
NKApCvK020 3ac06y, abo docnidxcens 3 besnexuy 3acmMoCy8anHa NiKapcyko20 3acoby 6
nicnapeecmpayitinuii nepioo, abo sx pesynomam OYiHKU 36Imy 3 00CniOiceHs,
nposéedenux  6i0noeiono 0o naany nediampuunux docridxcens (PIP) (3miny
V320001C€HO 3 KOMNEMEHMHUM  YROBHOBANCEHUM opearom) 3minu eneceni Ao
iHempykyii  0na  mMeduunozo 3acmocysanna  niKkapcvkozo  3acoby y  po3dinu
"Ocobrueocmi  sacmocysanna” —"ITo6iuni peakyii"  6ionoeiono 0o onoenenol
inghopmayii 3 6esnexu dirouoi peuosunu 1o peecTpauiinux MaTepiaiis Ha mikapchKuit
3aci6 IIHE®OP, popma surycky:

— Kancynu tBepaino 300 mr, ro 14 kancyny 6uictepi; 1o 4 6icTepy B XapToHHiH

KopoOmi

BUpOOHULTBA PapmManeBTHYHMI 3aBoA "Iloabgpapma" C.A., Hoabma.

la’ |II

.'! |

/ |

g

Havaapuuk [/

PapManeBTHYHOTO yNpaBIiHHAS g Tapac JISICKOBCBbKHI

I'yuan H.B.
200-07-93
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MIHICTEPCTBO OXOPOHH 3/10POB’SI YKPATHHI
(MO3 Ykpaliun)
Byn. M. I'pymescskoro, 7, M. Kuis, 01601, Te. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, kox €IPTIOY 00012925

Ne 24-04/19/2-24 in 08.05.2024 Ha Ne BiI

®apmaneBTHYHHI 3aBOA
"Iloaspapma' C.A., IHonabina

Hep:xaBHa ciayxba Ykpainu 3
JiKapCbKHUX 32C06iB Ta KOHTPOJTIO 32
HAPKOTHKAMH

®apmaneBTHyHe ynpaBiiHas MO3 YKpaiHM INOBIJOMIIZE, IO HAKa30M
MinicTepcTBa 0XOpoHM 370pOB'st Yxpainu Big 07.05.2024 Ne 794 «IIpo JepXKaBHY
peecTpawiio (mepepeecTpauino) TiKapcbKAX 3aco6iB (MemungHEX iMyHOGionOriuHEX
NpenapatiB) Ta BHECEHHS 3MiH 10 peecTpaliilHux 3acobiBy 3aTBEPJUKEHO 3MIiHHU:
Iminu I muny - 3minu wodo besnexu/eexmusrnocmi ma (papmarxonaznsdy. 3mina y
KOpOmKIii xapakmepucmuyi NKApCLKO20 3acoby, mekcmi MapKyeans ma inempyryii
O3 MEOUYHO20 3acmocyeanns na niocmasi De2yNApHO OHOBNIBAH020 38iMY 3 be3nexu
nKapcvbkozo 3acoby, abo docniovcens 3 besnexu 3aCmMOCY8anHs IIKAPCOKO20 3acoby 6
nicnspeecmpayitinuii nepiod, abo sx peszynemam OYiHKU 36imy 3 00CAiddceHb,
nposederux 6ionogiono 00 naaHy nediampuunux oocnioxcens (PIP) (3MiHy
Y32000/C€H0 3 KOMNEMENMHUM  YHOBHOBAINCEHUM op2arnom) 3minu eneceHi Qo
IHempyKkyii  0ns  MeduyHo20 3aCmMOCY8anHa  nikapcekozo 3acoby y  po3dinu
"Ocobnusocmi  sacmocyeanns", "Io6iyni peaxyii" eionosiono 9o onoenenoi
inopmayii 3 6esnexu dirouoi peuosunu 1o peecTpauiiinux maTepianis Ha JikapcoKuii
3aci6 IIHE®OP, dopma Bumycky:

— Kancymu teepaino 150 mr, no 14 xancysn y 6mictepi; o 4 GmicTepH B kKapTOHHi

KopoOui

BUPOOHUITBa PapManeBTHYHMI 32B0/] "IHonsgapma" C.A., Iloabma.

HavaabHuk [/ .
®apmManeBTHYHOIO ynpaBaiHHA / Tapac JSICKOBCbKUH

I'yuan H.B.
200-07-93
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MIHICTEPCTBO OXOPOHM 3/I0POB’SI YKPAIHHI
(MO3 Ykpaiuu)
Byn. M. I'pymescekoro, 7, M. Kuis, 01601, Tes. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, koa €JIPIIOY 00012925

No 24-04/19/2-24 pin 08.05.2024 Ha Ne Bif

®apmaneBTHYHUI 3aBOJ
"Iloabgapma' C.A., Iloabma

Hep:xaBHa ciayx0a Ykpainu 3
JiKapCcbKHX 3ac00iB Ta KOHTPOJIIO 32
HApPKOTHKaMHU

®apmanestiyHe ynpaeninas MO3 VYkpaiHu noBigomise, IO HAaKa3oM
MinicrepcTBa oxoponu 3m0poB's Ykpainu Bix 07.05.2024 Ne 794 «IIpo nepxaBHy
peectpaniro (mepepeectpallito) JIiKapChKUX 3acobiB (Meau4HMX iMyHOGioNOriuHMX
periapariB) Ta BHECEHHS 3MiH 10 peecTpaliiHuX 3acobiB» 3aTBEpIPKEHO 3MiHM:
3minu I muny - 3minu wooo besnexu/eexmuenocmi ma gpapmaxonaznsdy. 3mina y
KOpomKit xapaxmepucmuyi 1ikapceko2o 3acoby, mexcmi MapKy6aHHs ma IHCMPYKYii
013 MEOUHHO20 3ACMOCYBANHA HA NIOCMAGE Pe2YNAPHO OHOBNI0EAHO20 36imy 3 besnexu
AKapCLK020 3acoby, abo docnidacens 3 besneKu 3acMoCcy8anHa NiKapcvko2o 3acoby
nicaspeecmpayiinuil nepioo, abo sax pezyromam oyinku 36imy 3 O0CHiddiceHs,
npoeedenux 6i0noeioHo 00 nnany nediampuunux Oocnioxcens (PIP) (3miny
Y32000/CEHO 3 KOMNEMEHMHUM YNOGHOBAJICEHUM OpP2aHoM) 3MiHU @HeceHi 00
IHCMpYKYil  ONs  MeOU4HO20 3aCMOCY8AHHA JIKAPCbKo20 3acoby y  po3dinu
"Ocobrusocmi  sacmocyeanns”, "Mo6iuni pearxyii” 6i0nosiono 00 oHoNEHOT
iHghopmayii 3 besnexu Oiro4oi peuoguHy KO PeeCTpaLifHUX MaTepiaiB Ha TiKapChKUil
3aci6 JITHE®OP, dpopma Bumycky:

— Kamncynu TBepai o 75 mr, 1o 14 xancyn y 6xiictepi; o 4 Giictepu B KapTOHHIH

KOpoOiIi

BUpOOHULTBa PapManesTHYHHH 32801 "Tlosndapma" C.A., Hoabwma.

Havanbauk _. .
dapmMalleBTHYHOrO ynpaBJiHHA Tapac JISCKOBCBKHUN

I'yuan H.B.
200-07-93



3ATBEPJ)KEHO
Haxka3z MiHicTepcTBa 0XOpOoHHM
310poB’sl YKpaiHm
15.06.2020 Ne 1394
PeecTpaniiine nociguenus

Ne UA/18144/01/01
UA/18144/01/02
UA/18144/01/03
THCTPYKIIISI
AJIA MEAHYHOrO 3aCTOCYBAHHA JIiKapCbKOFO 33006)’
JIHE®OP
(LINEFOR)

Crnao:

dioua pevosuna: niperaballiH;

1 xancyna mMictuth nperaGaininy 75 mr, 150 mr a6o 300 mr;

O00NOMIDICHI pe40GUHY.: TAKTO3a, MOHOTIZIPAT; KPOXMAIb KyKypyA3sSHHU; TalbK;

o6ourorka Ay karcyi rmo 75 mr ta 300 Mr: xenatus, tTutany giokeun (E 171), 3amiza okcua sxoBTHi
(E 172), 3aniza oxcup yepsouuii (E 172);

obononka s karncyn no 150 mr: xenatus, tTutady giokeun (E 171);

YOpHHUJIA: IIENIaK, 3a1i3a okcux yopHuii (E 172), nponineHriikonb, aMOHiIO IiIpOKCHIL.

Jlikapcbka gopma. Kancynu teepi.

OcHoGHI (izuxo-ximiuni enacmueocmi:

Karcynu 75 Mr — TBEepAi XKEJaTHHOBI KaICyJH 3 KOPIyCOM OiJIoro KOJIBOPY i KPHIIEYKOIO YEepBOHO-
KOPHYHEBOT'O KOJIBOPY 3 HaAIIHCOM «75» Ha KopIyci, po3mip kamcya — Ne 3;

xarcyny 150 Mr — TBepAi JkeslaTHHOBI Karcyiu 6inoro xoasopy 3 HamanucoM «150» Ha xopmyci, po3mip
Kamcysna — Ne 1;

kancynu 300 Mr — TBEpAi JKENaTHHOBI KaICyJlH 3 KOPIycoM Oil0ro KOJbOpY i KPHIIEUKOIO YEepPBOHO-
KOPHYHEBOTO KOJIBOPY 3 HaamucoM «300» Ha kopmyci, po3mip kancyst — Ne 0.

(®apmakoTepaneBTHHA rpyna. [IpoTueninentuydi 3aco0u, iHIIi TPOTHENINENTHYHI 3aCO0H.
Kox ATX NO3A X16.

Dapmaxonoziuni eracmueocmi,

Dapmaxoounamixa.

Jitoua peyoBHHa — mperaGalliH, IO sBISE COOOK aHaIOr raMma-amiHoMacisHoi kuciotH ((S)-3-
(aMiHOMETHITPOIIECHIT)-5-METHIITEKCAHOBA KHCIIOTA).

MexaHnisM Jiii

IIperaGarin 3B’A3y€TbCA 3 JOMOMIXKHOIO CYOOAHHHLECIO (012-6-6170K) MOTEHHIiaN3alexHUX KalbI[ieBUX
KaHaJliB y IeHTpanbHil HepBoBiit cuctemi (LIHC).

Kniniuyna edyexTuBHicTS i 6e3rneka.

— Hetlponamuunuii 6inv

ITig gac mocmimxens Gyno MpoaeMOHCTPOBaHO eheKTHBHICTh Nperabaniny A JMiKyBaHHSA iaGeTHUHOL
Helipomnartii, mocTrepneTHyHOl HeBpaIril Ta ypaXKeHHS CIMHHOrO Mo3Ky. EdexTuBHiCTE npemaparty npu
iHIIHX BHJAX HEHpPONaTH4HOTO 60JIIO HE BUBYaIH.

PeXHMOM JO3yBaHHA IpenapaTy 2 pa3d Ha 1106y Ta B IPOIECi JOCIHiIKEHb T pu N RO S TADKHIB 3

pexuMoM fo3yBaHHs 3 pasu Ha 100y . 3aranoM npodini 6e3nexu i edexruBHOCTI HAGPCHAMIBIARD AT
213 pasu Ha 700y Gynu noaiOHIMH. A~ ff\ﬂ‘:jbjﬂjt :_muk};
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Y'npoueci KIiHIYHMX JOCITiKEHb TPHBATICTIO 110 12 THXHIB, y AKKX JIiKapchKHMii 3aci6 3acTocoByBanu st
NMiKyBaHHS HeHpONMaTHYHOTro GO0, 3MEHIIEeHHs 6omo nepudepuyHOro Ta UESHTPAIBHOIO IOXOKEHHS
CHOCTEPIrayocs Imiclst MEPIIOro THXKHS Ta 36epirajgocs IpoTsaroM ychboro nepiofy JiKyBaHHS.

V mpoleci KOHTPOILOBAHKX KIIIHIYHMX JOCIIIKEHb 3 BUBYEHHS nepuepHIHOro HeiiponaTuynoro 6omko
y 35 % namienTis, ki 3acTocoByBanm nperabaiid, Ta y 18 % mauieHTiB, ki oTpuMmyBanu mraie6o,
criocTepiranocs nokpamands Ha 50 % 3a mxanoxo ouinku Gomo. Cepen MALEHTIB, y SKUX He BUHUKAIA
COHJIMBICTh, TaKe MOKpaulaHHs cnoctepiranocs y 33 % mnauieHTiB, sAKi 3aCTOCOBYBalIM INperabaiiH, Ta y
18 % manienTis i3 rpynu mwiane6o. Cepex NalieHTiB, y IKMX BUHHKAIA COHJIMBICTh, YaCTKA IALliCHTIB, IKi
BiAMOBI/IM Ha Tepaniro, cranoBuna 48 % y rpyni nperabaniny Ta 16 % y rpymi niame6o.

VY mpolieci KOHTPOJILOBAHOTO KIHIYHOTO JOCTI/DKEHHS 3 BUBYEHHS HEHPONaTHYHOTo 60JIIO IEHTPAJIEHOTO
noxoMxeHHs y 22 % manieHTis, ki 3acrocoByBanmu mperabalid, Ta y 7 % MNal€HTIB, sAKi OTPHMYBaIH
mianebo, criocrepiranocs nokpamasHs Ha S0 % 3a mKkanor oniHky 60O,

— Eninencin

Honarkose nikysaunsi. [IperaGanin BuB4amu B nponeci 3 KOHTPOJIbOBAaHUX KIIHIYHHUX HOCIiKEHb
TpUBaIicTIO 12 TIOKHIB 3 pexkuMoOM no3yBaHHA 2 abo 3 pasu Ha noOy. 3arajoM mpodini Gesmexu i
edeKTUBHOCTI AJIS peXXUMiB 1o3yBaHHs 2 i 3 pa3u Ha 100y Oysu nogioCHIMH.

3MEHIIeHHS YaCTOTH CYIOMHHX HallaiB CIIOCTEPIraiocs Be Ha IepIIoMY THXHi.

Hitu. E¢extuBHicTh Ta Ge3liexa 3acTocyBaHHs nperadaniHy sK JOMOMiXHOTO 3aco0y npu eminencii s
niteit BikoM g0 12 pokiB Ta Juia mimmiTkis He BcTaHoBieHi. IToGiumi peakuii, mo croctepirajucs B
JOCITi/KEHH] 3 BUBUEHHS (hapMaKOKiHETHKH Ta IIEPEHOCHMOCTi, IO KOTo Oy/IH BKIIIOYEH] NaIlieHTH BikoM
Bix 3 MicsaniB o 16 pokie (n=65) 3 napriajJsHEMHM CyJOMHHMM Hamajaamu, Oyyu moxiGHi 10 moGiuxmx
peakuiif y nopocnux. Pesynbratu 12-THKHEBOro mane60-KOHTPOIBOBAHOIO NOCIIJUKEHHS 3a ydacTio
295 niteit Bikom Big 4 mo 16 pokis, a TakoX 14-IeHHOTO JOCHIKEHHS 3a yuacTi 175 miTeil BikoM Bif
1 micaus a0 4-x pokiB, MeToro sKux Oyia oninka epekTHBHOCTI Ta Ge3neku mperabaiiHy sSK JOJATKOBOI
Teparii apuialbHUX CYJIOMHHX HalamiB, Ta 2 BiAKPUTHX JOCIIMKEHHS 3 BUBYEHHS 0€3IIEeKU TPHBAJIiCTIO
1 pix 3a y4actio 54 Ta 431 miteit BikoM Bix 3 MicsniB 1o 16 pokiB 3 eminencielo BKa3yloTh Ha Te, IO Taki
no6iyHi peakuii, sk mipekcis Ta indeknii BepxHiX AUXaNbHUX UUIAXIB, y JiTel cCrocTepiraloThes yacTile,
HXK y JOpOCIHX IalieHTiB 3 eminencielo (auB. po3pinun «®Papmakokinernka, «Cnoci6 3acTocyBaHHS Ta
no3m» i «ITo6iuni peakmiin).

Y 12-TmxHeBOMy IIIaue60-KOHTPOJIBOBAHOMY MNOCHIDKCHHI MIiTAM NpH3HAdYald HperabaiidH 1o
2,5 mr/xr/noby (maxcumym 150 mr/mo6y), nperabanin mo 10 mr/kr/mo6y (Makcumym 600 mr/mno6y) aGo
mnane6o. [IpunaliMai 3meHmenns Ha S0 % mapuiaibHUX CYAZOMHHX HamaliB, MOPIBHSHO 3 BHXiAHHM
piBHeM, cnoctepiranocs y 40,6 % marieHTis, sxi oTpuMyBann mperabaiiH y jgosi 10 mr/kr Ha noGy
(p=0,0068 mopisHsHO 3 mrane6o), y 29,1 % namieHTiB, gKi oTpuMyBaIH nperabaiid y n1o3i 2,5 Mr/xr/mo0y
(p=0,2600 nopisHsHO 3 m1ane6o), Ta 'y 22,6 % THX, XTO OTPUMYBaB ILIaneso.

Y 14-penHOoMy muIanie60-KOHTPOIBOBAHOMY JOCHIIKEHHI HiTaM (BikoM Bix 1 Micsus nmo 4-Xx pokis)
npu3Havanu nperabanin no 7 Mr/kr/mo6y, nperabanin no 14 Mr/kr/no6y, abo iane6o. MenianHa yacrora
CYIOMHHX HamaJiB IiJ 4yac CTapTy Ta MiJ Yac 3aKiH4eHHs HOCJiMkKeHHs craHoBuia 4,7 i 3,8 Bigmosizno
A nperabaiiny nmo 7 mr/kr/no6y, 5,4 ta 1,4 BigmosimHo ana mperabaniny no 14 mr/kr/moGy i 2,9 ta
2,3 nna mmane6o. Ilperabanmin npu npusHaueHHI 1o 14 Mr/xr/no6Gy 3HAYHO 3HHU3HB JIOrapr(pMidHO
TpaHC(bopMOBaHy 9aCTOTy BHMHHKHEHHS NapLialbHUX CYHOMHHMX HamafiiB y l'IOpiBHSIHHi 3 rtanebo
(p=0,023); HaToMicTh npera6amH 1o 7 Mr/kr/mo6y He BHKa3aB MOKpALIEHHS y MOPiBHAHHI 3 m1ane6o.
Mownoreparis (v mamiedTiB 3 ynepuie JiarHoCTOBaHUM 3axBopioBaHisM). [Iperabaiin BuBuany B mpoueci
1 KOHTPONBOBAHOIO KIIIHIYHOrO JOCTIMKEHHS TPHBAIICTIO S6 THXKHIB 3 PeXXMMOM JIO3yBaHHA 2 pasd Ha
noby. Ilpu 3acrocysanHi mnperabaniny Oyjo IOOCATHYTO HE MEHINOI €(QEKTHMBHOCTI NOPIBHAHO i3
3aCTOCYBAHHAM JIAMOTPHIXKHHY, 3TiJHO 3 OLIHKOI uepe3 6 MiCAIB KiHIEBOI TOYKH — BiACYTHOCTI
cymoMHuX Hananis, IIperabanis i 1aMOTpuKUH Gy 0IHAKOBO Oe3MEeUHHMH Ta 100pe MEPEHOCHIIHCS.

— I'enepanizoéaruti mpugodicHuli ponao

[Tperabanin BuBYaIH B Ipoueci 6 KOHTPOJIBOBAHUX MOCIHIMIKEHH TPUBATICTIO 4—6 THXKHIB, OIHOIO
JOCTiMKEHHS TpPHBANICTIO 8§ THXKHIB 3a ydyacTiO Naui€HTIB JITHBOrO BiKy Ta OJHOIO TPHBAJIOTO
IOCTI/DKEHHS 3 BUBYEHHS NPodiTaKTHKK peluauBY 3 IOABIMHOIO CIIMOI0 (a30i0 upocbmag,:}_xﬁu PeLMIBY
TPUBAIICTIO 6 MicALiB, e bdiny
3MEHIICHHS CHMITOMIB reHEpani30BaHOTO TPHBOXKHOTO PO3J1axy BiAIOBiIHO IO mI
ouinku TpuBoxHoOCcTi (HAM-A) criocrepiranocs Bxe Ha THXHI 1. f

YarofkeHo 3 matepianamu
eecTpauiHoro gocoe | 7))
peecTpau | QM'?/



V' mporeci KOHTPONBOBAHHX KIiHIYHHX OCTiIKeHb (TpuBaticTIO 4-8 TIXKHIB) y 52 % mrauieHtis, sxi
3acTOCOBYBa M mperabaiin, Ta y 38 % namieHTis i3 rpynd rmianeGo CIOCTEPIraiocss MOKpamaHHsS He
MeHIIe Hix Ha 50 % 3a 3aralbHOI0 KUIbKICTIO 6atiB 3a mikanoo HAM-A Bix BUXiZHOTO PiBHSI 10 KiHIIeBOI
TOYKH.

[Tig 9ac KOHTPOJLOBAHHX JOCIIKCHb HEUITKICTH 30py dacTillle cCIOcTepirajacs y IMalli€eHTIB, sKi
3aCTOCOBYBAJH HperaGaslid, HiXk y NalieHTIB, SKi OTpUMYyBaH IwIane6o. Y GiTpIIOCTi BUNIAXKIB Iie sBUIIe
3HHMKAJIO [IpU MPOJOBXEHHI Teparii, OdTansmosoriude o6CTexeH s (BIIFOYAIOUH IEPEBIPKY TOCTPOTH
30py, GopManbHy nepeBipKy mojis 30py Ta AOCIHIDKEHHS OYHOro JHA IpH PO3IIMPEHiH 3iHHIN) y pamKkax
KOHTPOJIbOBAHUX KIIIHIYHHX JOCIiKEHs BUKOHYBaNocs y moHan 3600 mauienriB. Cepell Iux maimieHTis
rocTpoTa 30py moripiuunacs y 6,5 % narfiedtis y rpyni nperabaiiny tay 4,8 % namienris y rpymi mnane6o.
3Minu noss 30py BusBieHo y 12,4 % nanieuTis, ski 3acTocoByBany mperabaiid, Tay 11,7 % nauienris 3
rpyny miane6o. 3MiHu ouHoro nua BussieHi y 1,7 % nauieHTiB, siki oTpuMyBaiy nperabaiin, Ta 'y 2,1 %
TaIi€HTiB rpymy 1miameoo.

- Qibpomianzisn

EdextuBHicTs nperabaniny Oyna BCTaHOBIEHA B OQHOMY 14-TH)XXHEBOMY NOJBifHOMY ciinomy mianeGo-
KOHTPOJNIEOBAHOMY MYJIBTHLIEHTpOBOMY mociuimkenHi (F1) Ta B ogHoMy 6-THXXHEBOMY PaHIOMi30BaHOMY
nocnimxenti Bigminu (F2). V ui mocmifkeHHs 3alyyalncs MalieHTH 3 JiarHo3oM «diOpomianrisy na
OCHOBiI KpHUTepilB AMEpPHKaHCHKOro KOJIS[KYy peBMaTolorii (mommpenuit Oinp nporaroM 3 MicsuiB B
aHaMHe3i Ta Oimb, HasBHuI B 11 um Gineme 3 18 cmemmdiunmx OonpoBux TO4YOK). JlocmimkeHus
IIPOEMOHCTPYBAJIH 3HAKESHHS OO0JIIO 32 Bi3yaJbHOIO aHAIOTOBOIO IKanoxo. [TokpamenHs 10aaTkoBo Gyio
IPOJIEMOHCTPOBAHO 32 3arajIbHOIO OL[IHKOIO MAIli€HTa Ta 38 OUTYBAaHHSAM LIOAO BILIUBY (hiGpomianrii.
Hitu. Byno mpoBeneHe 1iane6o-KOHTPOILOBaHE NOCHIMIKEHHSA TPHBATCTIO 15 THXHIB 3a YYacTio
107 mite# BikoM 12-17 pokiB 3 piGpomianriero, ski 3acrocoByBaiu nperabaiid y no3i 75-450 mr Ha 106y.
3a pe3ynbTaTaMM OLiHKH ITEpBHHHO] KiHIIEBOT TOUKH e)eKTHBHOCTI (3MiHa 3arajbHOi iHTEHCHBHOCTI GO0
Big 0a3zoBoro piBHA mo TXKHA 15; po3paxoBano 3a momoMoroo 11-GanpHOl IIKaiIK OIiHIOBAaHHS) OyII0
IPOAEMOHCTPOBAHO YHCENBHO OiNbIE MOKpAINEHHS CTaHy Mami€HTiB, sAKi 3aCTOCOBYBalM Iperabaid,
NOPIBHAHO 3 MallicHTaMH, sKi npuitMamyu rianebo, aje ne IOKpalleHHS He AOCAIVIO CTATHCTHYHOI
sHagymocti. HalfyacTimumu moGiuHMMHE peakuisMu, fKi crocTepiramucs y KIHIYHHX JOCHTiIKCHHSAX,
OyJii 3anaMOpOYEHHS, HyJOTa, TOJIOBHHM Giyb, 30iNbIIICHHA MacH Tijla Ta CTOMJIIOBAHICTB. 3arajbHuii
npodinb Ge3neku y miatiTkiB 6yB MOoAIOHUM JI0 Takoro y Aopociux i3 pibpomianriero.
Dapmakokinemuxa.

dapmakoKiHETHYH] TOKa3HUKH NperadaiiHy moaibHi y 340poBHX JOOPOBOIBIIIB, MALIEHTIB 3 emiienciero,
AKi 3aCTOCOBYBAJIM NPOTHENMIENTHYHI Mpenapary, i MalieHTiB i3 XpoHiYHUM GoneM.

A6copbuis. Iperabamin mBHAKO BCMOKTYETHCS NPH NEPOPAIBHOMY 3aCTOCYBaHHI HATIE i Jocsrae
MaKCHMalIbHOI KOHIeHTpanil y miasMi KpoBi (Cmex) IpoTSroM 1 roAuHu MiClA OAHOPA3OBOTO Ta
GaraTopa3oBoro 3acTocyBaHHA. PospaxoBaHa GiomocTymHicTh nperabaliHy IIpH I€pOpalbHOMY
3acTocyBanHi cTaHOBHTHh 90 % i Gimbmre Ta He 3anexuTh Bif mo3u. Ilicns moBTOpHOro 3acrocyBaHHS
piBHOBaXHUI cTaH mocsraeTbes yepes 24—48 rogun. Crymine abcopOuii nperabajiiny 3HHXKYETHCS MPH
OHOYacHOMY IpuifoMi 3 1XKero, y pesynbraTi 94oro Cmax 3MeHIIyeThcs npubmuszHo Ha 25-30 %, a yac
JOCATHEHHS MaKCHMaJbHOI KOHOEHTpamii (tmax) 3MEHINyETbCA Npubmu3HOo Ha 2,5 roauHu. Opnak
3aCTOCyBaHHs nperaGajliHy OJHOYACHO 3 DXKEI0 He Majio KIIHIYHO 3HA4YIIOro BIIMBY Ha 00’eM ioro
abcopOuil.

Posnogin. IlperaGanin Jierko mpoHHKae Kpi3b remaroeHuedaniynuii O6ap’ep y TBapHH, a TaKOX Kpi3b
IUIAIEHTy y TBAPUH i B MOJIOKO y mepioj NakTamii, Y JIOXMHE YMOBHHI 06Car po3nominy mperabaniny
IicJIs epOpaNbHOTo 3aCTOCYBaHHSA CTAHOBHTH MpuGIu3HO 0,56 y/kr. IIperabanid He 3B’ A3y€eThes 3 OikaMu
IL1a3MH KpOBI.

MerabonisM. V smoauuHd mnperabanid 3a3Hac He3HayHoro wertabonmismy. Ilicns BBeneHHs mos3u
panioakTHBHO MiueHoro nperabaniny mpuGimsHo 98 % panioakTMBHOCTI BUBOAMTECS i3 CEYCIO y BUIIAMI
He3MiHeHoro mperabaniny. N-MeTuaboBaHuil AepuBar nperadaniny (OoCHOBHMIT MeTaGoIiT mperabaniny,
LI0 BU3HAYAETHCA Y ceqi) craHoBwHB 0, 9% BiJl BBEJICHOT HO3H.
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JlinitinicTe/neninifinicts. ®apMakoxiHeTHka mperaatiny € JiHIHHOIO IS BCBOTO PEKOMEHIOBAHOTO
inTepBany n03. Mixcy6’exTHa (apmakoKiHeTHuHa BapiaGedbHiCTH A TperaGajiHy HM3bka (MeHLue
20 %). dapmakokiHeTHKa 6araTopa3oBHX 103 € NepeabauyBaHOIO Ha MiJCTaBi JAHHUX OXHOPA30BOIO
no3yBaHud, TakdM YMHOM, HEMAE MOTPeGH Y PeryIspHOMY MOHITOPHHIY KOHIEHTpAI# IperaGaiiHy y
I1a3Mi KpoBi.

@DapMaKOKIHETHKA B OKPEMHX I'DYIIAX MAIEHTIB

Crarp. BincyTHilt xiliHiYHO 3HAYy Uit BILIMB CTATi HA KOHIEHTpAIIi(o mperabaiHy y IiasMi Kposi.
[Topymenss ¢yl aupok. Kinipene nperabainy npsmMo nponopuiiiHui 1o kiipeHcy kpeaTuHiHy. Kpim
TOT0, Nperabatii eQeKTUBHO BUAAIAETECA 3 ILIa3MM KPOBi IIpH reMojiaiisi (micas 4 roquH reMomianisy
KOHLEHTpallis nperaCaiiny y miasMi KpoBi 3HumKyerbes rnpubimmsHo Ha 50 %). Ockinbku BHUBeHEHHs
HUpPKaMH € OCHOBHHM IUIIXOM BHBEACHHS Mpemnapary, HalieHTaM i3 MOpymeHHAMH (QYHKIIT HUpPOK
HeoOXiHO 3HIXKYBaTH J03y IIperapary, a IIiciasa reMofianizy — npuiiMaTu JOJaTKOBY J03Y.

[Mopywenns ¢yukmii nedinku. CreniansHUX (apMakOKiHETHYHUX HOCHTIIPKEHb 3 y4YacTIO IAIi€HTIB i3
nopyueHHAMHA QyHKIIT meuinky He mpoBoarH. OcKineky nperadaliiH He 3a3HAE iCTOTHOTO MeTaboni3My
Ta BUBOAUTHCA IIEPEBAXKHO Y HE3MIHEHOMY BHIJILIL 3 CEYEI0, TO MAJIOMMOBIpHO, 00 MOPYIIEHHS (YHKIIT
IeYiHKY MOIJIO BIUIMBATH HA KOHIIGHTpAIIiIo Mperadalliny y Iia3Mi KpoBi.

Iitu. ®apMakoKiHETHKY Iperabainy OIIHIOBAIH Y AiTeld 3 eniyienciero (BikoBi rpymu: Bix 1 mo 23 Micsuis,
Bim 2 no 6 pokiB, Bix 7 mo 11 pokie i Bim 12 mo 16 pokiB) mpm 3acrocyBaHHI 703 2,5 Mr/kxr/mo6y,
5 mr/xr/no6y, 10 mr/xr/no6y ta 15 mMr/kr/noGy B npoueci ZOCTiIKeHHS 3 BUBUCHHS (hapMaKOKiHETHKH Ta
nepeHocumocTi. Ilicyi1 mepopaibHOro 3acTOCyBaHHS mperaCaliHy MiTAM HATIIE 4Yac JAOCSTHEHHS
MaKCHMaJIbHOI KOHIIEHTpanil B IIa3Mi OyB y LiJIOMy aHANOTiYHIM Yy BCiX BiKOBHX rpyIax i CTaHOBHB Bij
0,5 roaunu 1o 2 ronuH nicns npuitoMy. 3HaueHHT Cmax 1 IO i KPHBOIO 3aJI€XXHOCTI KOHIIEHTpAIIil Bij
yacy (AUC) nperaGajniny 3pocTanu JiHIAHO 3i 3GiNbUICHHAM JO3M B KOXHii BikoBil rpymi. ¥V xiteii 3
Macoro Tina zo 30 kr 3HauenHs AUC Gynu mmkunmi Ha 30 %, mo oGymoBieHo 36inbIueHHAM Ha 43 %
KJipEHCYy, CKOPUTOBaHOI'O 3a MacoIo Tijia, y X MAli€HTiB HOPiBHAHO 3 MallieHTaMH 3 Macoro Tina > 30 kr.
Kinnesuii nepion HamiBBUBEAECHHA NperadalliHy CTAaHOBUB Yy CepeaHbOMY NMpuUOIN3HO 3—4 rogunu y niteit
BiKOM 10 6 pokiB Ta 4—6 roauH y aiteil BikoM Bix 7 poKiB.

Y mponeci nomynauiiiHoro gapMakoKiHETHMHOTo aHanizy OyJio moKa3aHo, 0 KIipeHC KpeaTHHiHy OyB
3HAYYIIO KOBapiaTOI0 I KJIPEHCY NepopalbHOro mperabaiiHy, a Maca Tina Oyja 3HAYyH[OHO
KOBapiaTOIO JUI1 YABHOTO 00’ €My PO3MOALLY NEepOPalLHOro mperadaliHy, i el 38’130k OyB aHAJIOTIYHEM
y JiTeif i JOPOCINX MalicHTIB.

dapmMakokiHeTHKy mnperabaiiHy y DamieHTiB BiKOM X0 3 MicsAniB He BHWBYAIM (JHB. pO3ALIH
«®DapmakoauHamika», «Criocib 3actocyBaHHA Ta go3u» i «[ToGiuHi peakii»).

[TanienTy niTHROro Biky (monan 65 pokis). KnipeHc nperabaniny Mae TEHICHIIIO JO 3HHKCHHS 3 BIKOM.
Lle 3HMIKEHHS KTipeHCy mperabaliHy Mmics mepopalbHOTO 3aCTOCYBaHHS Y3TOMXKY€EThCS 31 3HHKEHHIM
KJIipeHCY KpeaTHHiHY, OB’ 13aHOro 3i 301IbIIeHHAM BiKy. Y NaieHTiB i3 mopyImeHHAMH (QYHKIII HUPOK,
TIIOB’A3aHUMH 3 BiKOM, MOXe MOTpeOyBaTHCs 3HIKEHHS N034 nperabaitiny.

Ilepiox ropyBsanus rpyuuo. ®apmakokineTuky nperaGanidy mpu #oro 3actocyBaHHi y 1031 150 Mr xosxHi
12 rogun (mo6oBa noza 300 mr), oninroBann y 10 xiHOK, fKi roayBanu rpyAmo, IOHafiMeHIne yepes
12 TikniB micns momoriB. [omyBauHs rpyAmo He BIumMBano a6o Malno HE3HayHuI BIUIMB Ha
(apmakokineTuky nperabaniny. IIperabanin motpamiis y rpyaHe MOJIOKO, IIpH IBOMY HOro cepeisi
KOHIIEHTpallii B PiBHOBa)XHOMY CTaHi CTAHOBWJIM MpHONM3HO 76 % BiX KOHLEHTpalill y IuasMmi Kpogsi
Mmarepi. PospaxoBaHa 103a, IKy OTpUMY€ HEMOBJIS 3 TPYJHHM MOJIOKOM (IIPH CEPENHBOMY CHOXHBaHHI
Moinoka 150 mu/kr/no6y) Bin xiHkH, ska mpuitMae nperabaitin y go3i 300 mr/no6y abo y MakcuMabHii
no3i 600 mr/no6y, cranosuts 0,31 aGo 0,62 mMr/kr/moGy BiamosigHo. Lli po3paxoBaHi NO3U CTAHOBIATH
npubmusHo 7 % Bij 3arabHOI JOOOBOI O3M y MaTepi B IepepaxyBaHHi Ha MI/KT.

KainivHi xapakTepHCcTHKH.
Ilokazannua,
Heidiponamuynuii bine.
JlixyBanHs HeliponaTuasoro 600 nepudepuynoro abo HEHTPAIIEHOTO ITOXOKEHHS Y JIOReH
Eninencis.
JonaTkoBe JiKyBaHH: ITPU NMapliajIbHAX CYJOMHHX Halafax i3 BTOpHHHOIO TeHepaisfi
JOPOCTIHX.
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TI'enepanizoeanuti mpusosichuii po3nao.
JlixyBaHHS reHepali30BaHOro TPUBOXKHOIO PO3ialy Y AOPOCIHX.
Dibpomianzis.

IIpomunoka3zanua.
Iinep4yTUBICTE N0 AiloUoi pewoBHHY a60 10 Oy ab-AKoi 3 JONOMiXHHX PEYOBHH Ipenaparty .

B3aemodin 3 inmumu nikapcokumu 3acobamu ma inuii 6uou 63aEmMoO0iil.

Ockinpku nperaGajiiH IepeBaKHO €KCKPETYEThCS B HE3MiHEHOMY CTaHi 3 CEYCK0, 3a3HA€ HE3HaYHOro
MeTaGostisMy B opraisMmi jroaunHd (MeHe 2 % J034 BHAUIAETBCA i3 Cedelo y BHIVIANI METalbolIiTiB), He
inriéye in vitro merabomisM IHIIMX mpenapariB i He 3B’A3yeThess 3 OilkaMM IIIasMH KpoBi, TO
MAJIOMMOBIpHO, IO IperabaaiH MoXe CIPHUHHATH (HapMaKOKiHETHYHY MEIUKAMEHTO3HY B3aeMOJi0 abo
OyTH 00’ €KTOM Takoi B3aEMOMiI.

Hocnidacennsn in vivo ma nonyasayitnuil hapmakokinemusHunl ananis

BigmoBigHO 40 WBOro, y JOCHIMKEHHSAX in Vvivo He CIOCTEepiranocs 3Hadymoi KiiHiyHOl
papMakokiHeTnyHOi B3aemomii Mix muperabaminoM i ¢eHiTOiHOM, Kap6aMa3emiHOM, BaJbIIPOEBOIO
KUCJIOTOIO,  JIAMOTPHIDKMHOM, TraGaleHTHHOM, JIOpa3enmamMoM, OKCHKOZOHOM a00  eTaHOIOM.
dapmakoKiHETUUHMI NOMyJAMIMHMN aHali3 NOKa3as, WO NepopaabHi aHTHAIaOeTH4HI Ipenaparw,
IiypeTHkH, iHCyJiH, ¢peHoOapbiTan, TiaraGiH Ta TomipamMaT He YHHWIM KJIIHIYHO 3HAYYyIIOI'0 BIUIHBY Ha
KJIipeHc nperabaiiny.

[Tepopanviti kKonmpayenmusy, Hopemucmepon ma/abo emuninecmpadion

OnnovacHe 3acTOCyBaHHs IperaGaiiHy Ta NEpOpPalIbHHX KOHTPAlLlENTHBIB, HOPETHCTEPOHY Ta/abo
ETHHIJIECTPAioIy He BIUTHBAE Ha (apMaKOKiHETHKY Y PiBHOBaXXHOMY CTaHi KOJKHOTO 3 IIpelapariB.
Jixapewri 3acobu, wo ennugaiome na IIHC

IMperaGanin Moxxe MOTeHUiloBaTH edeKT eTaHONy Ta Jopa3enaMy. Bimomo, IIO NpH BBeOCHHI
GaraTopa3oBHX MepopalbHUX 03 MperaGaniHy - Ta OKCHKOIOHY, JIopadenaMy abo eTaHOTy HE BinGyBaeThCs
KJIiHiYHO 3HAYyIIOro BIUIUBY Ha QYHKIIIO JUXAHHS.

V NOCTMapKeTHHIOBHIA TIEPio MOBIIOMIISIIN PO PO3BUTOK AUXATBHOI HEAOCTATHOCTI, KOMY Ta JIETAJIbHI
BHIIAJKY Y MALI€HTIB, SKi OXHOYACHO mpuiiMaiyu nperabainid 3 omioixaMu Ta/abo iHIIMMH JIIKapCHKUMH
3aco0amu, 10 NpUrHivyIoTs ¢yHKIio [THC, 30kpema y manieHTiB, sKi 37IOBXXHBAIH TAKUMH PEYOBHHAMH.
[IperaGaniH MOCHIIOBaB MOPYLIEHHS IMi3HABAIGHOI Ta OCHOBHHX PYXOBHX OYHKUiH, CHpUYHMHEHe
OKCHKOJJOHOM.

Bsaemo0il y naylenmie 1imnoo20 iy

CreniabHEX DOCHIDKEHE (hapMaKoAWHAMIYHHX B3a€MOJIii y XOOPOBOJIBIIB JTiTHEOTO BiKy HE IPOBOIMIIH.
JocmimxeHHs B3a€MOZIT IIKapChKUX 3aCO0iB IIPOBOMIIH JIAIIE Y JOPOCTUX Malli€HTiB.

Ocobnueocmi 3acmocy8anHAa.

Hayicumu 3 yykposum diabemom

BinnosigHO 10 Aif0u0i KIiHIYHOT MpaKTHKH, AESIKi MAlli€HTH 3 HyKPOBUM JiaGeToM, y SKUX 30UIbImIacs
Maca Tijla mij vac JiiKyBaHHs mperaGaaiHOM, MOXYTh MOTpeOyBaTH KOPUTYBaHHS JO3M TillOIITiKeMiuHUX
MpENapaTiB.

Peaxyii zinepuymnusocmi

[MoBimoMIsMHM IPO BUHUKHEHHA peakiidf rimepyyTiMBOCTi, BKJIIOYAIOYM BHIAIKH  PO3BHUTKY
QHTiOHEBPOTHYHOrO HAaOPAKY. IIpH HAABHOCTI TAKUX CHMIITOMIB aHIIOHEBPOTHYHOTO HaOpsAKy K HaOpsK
o0Jytst, HaBKOJIOPOTOBOI AUIAHKKA a00 BEPXHIX MUXANBHHX ILIAXiB NOTPiOHO HEralfHO NMPHIUHHUTH
3aCTOCYBaHHS nperabaiiHy.

Taoiexci wixipui nobiuni pearxyii (TLITIP)

Y 3B’s3Ky 3 nikyBaHHAM mnperaGaniHoM (pregabalin) pinko moBimomiIsnocs mpo TSXKKi IIKipHI moGivHi
peakuii (TLLTIP), simouarounm cuHapoM CriBenca-/IxoHcona (CCJI) Ta TOKCHKO- eni,uepManLHm‘fI
HEKpOJIi3 (TEH), SKi MOXYTb OyTH He6e3neanMH JUIs KHTTS a0 MaTH JIeTaJIbHUI Hacnmox Ilix vac

CTEXKUTH 3a IIKiPHUMHE peakiisaMu. SIKIo 3’ IBISIOTECS 03HAKH Ta CHMIITOMH, 10 BK
ciig HeralfHO BiAMIHMTH 3acTocyBaHHA mperabaiiny (pregabalin) Ta po3ris
nmikyBaHHA (Y pa3i HeoOXigHOCTi).
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3anamopodenns, connugicms, empama ceidomocni, chaymanicms ceioomMocmi ma ROPYULEHH S NCUXIKY
3acTocyBaHHA MperabaliHy CyIpOBOMIKYBAIOCS BHIAAKAMU 3aIlaMOPOYCHHS Ta COHIIMBICTIO, IO MOJXE
36iABIIMTH 4YACTOTY BWHMKHEHHS BMNAJKOBHX TpaBM (mamiHp) y mofeH JiTHBOTO BiKy. V
IIOCTMAPKETHHIOBHil NIepio/] MOBIIOMIISIIH PO BTPATy CBiIOMOCTI, CIUTyTaHiCTh CBiOMOCTI, MOTipLIeHHs
po3yMOBoi misneHOCTI. ToMy CIlii mopaguTy namieHTam OyTH 00epeKHIMH, IOKH IM HE CTaHyTh BiJIOMi
MOXIMBI BIUIMBH IIpenapary.

Poznadu 30py
V KOHTPOJNILOBAaHHX AOCIIKEHHAX Gi/lbINa YACTHHA MALIEHTIB, SAKi OTPUMYBaIM NperabaiH, BiI3HaYaH

HEUiTKICTE 30py, Ha BiAMiHY Bim mauientis, sxi orpuMyBanu mwiane6o. Lli ebexru y 6inpmocti Bunankis
3HHMKAJIM [IPH [IPOJIOBKEHHI JIiKyBaHHA, Y KIIHIYHUX JOCIIDKEHHSX, B SKUX IIPOBOIUIM OTaIEMOJIOTiuHe
00CTEXXEHHS, 4acTOTa 3HMXKEHHS TOCTPOTH 30py Ta 3MiHM MOJiB 30py Oyla BHINA y MAaIi€HTIiB, fAKi
npuiiMay npernabatid, HiX y mamieHTis, sSKki oTpuMyBanH Iutanebo; yacToTa 3MiH O4YHOro jgHa Oyia
BHUIIOIO Y MAIli€HTiB, AKi npuiiMaiu miane6o.

V mocTMapKeTHHIOBHiA 1epios moBimoMsuid mpo moGiudi epexTn 3 GOKy OpraHiB 30py, BKIFOHAIOYH
BTPaTy 30pY, PO3MHTICTE 30py abo iHIIi 3MiHH TOCTPOTH 30pYy, OLIBIIICTE i3 AKUX OyJIM THMYaCOBHMH.
IpunyHEeHHs 3aCTOCYBaHHA Nperabainy Moxe ycyBaTH abo mociabiaioBaTH Ili CHMIITOMH,

Huproea nedocmamuicms

[ToBimOMIISIIM PO BHIIAJIKY HUPKOBOI HefocTaTHOCTi. IHoi el edexT 6yB 0GOPOTHHM ITiCI/IA NPUNHHEHHS
3aCTOCYBaHHS IIperabaiHy.

Biomina eynymuix npomueniienmuynux 1ikapcskux 3acobie

HemocTaTHRO JaHMX ILIOAO BiAMIHH CYMYTHIX NPOTHENMIJIENTHYHHX IPENapariB INCIsA JOCSTHEHHS
KOHTPOJIIO HAaJ CyJOMaMmM INpH JoJaBaHHi mperabaiiHy IO JIiKyBaHHS, L0 BX€ NPOBOAUTHCS, 3311
nepexoxy 0 MOHOTepanii mperaGariHoM.

Cumnmomu 8iominu

[Ticig nmpUNMHEHHS KOPOTKOCTPOKOBOIO Ta JOBLOCTPOKOBOTO 3aCTOCYBAaHHsS INperaGaliHy y HEsKHX
MaLi€HTIB CIIOCTepirand CHMITOMHE BiaMiHu. 3adikcoBaHO Taki sBUINa: 6€3COHHS, TOIOBHIH Ginb, Hy10Ta,
TPUBOXHICTB, Aiapes, TPUHOONOAIGHMN CHHAPOM, HEPBO3HICTH, Aempecis, CyiuMAanbHi OyMKH, OLUIb,
Cy[IOMH, Tilepriapo3 i 3armaMopodeHHs, sKi cBimuaTh mpo ¢isuuHy 3anexHicts. [lro iHbopMamito cix
HOBIIOMHUTH HALiEHTY MEpe] MOYaTKOM JIiKyBaHHS.

CynoMu, 30KpeMa erienTHYHHIA CTaTyC Ta BEIMKi CyJOMHI Hammaau, MoKy Th BUHUKATH IIiJT yac JiKyBaHHS
nperabaiiHoM abo HEBIOB3i MiC/Is IPUIMHEHHS OT0 3aCTOCYBaHHS.

CTOCOBHO TPHUITMHEHHS JOBIOCTPOKOBOTO JIiIKyBaHHSA HperaGaliHOM, JaHi JO3BONAIOTH NPUIYCTHUTH, IO
4acTOTa BUHUKHEHHS Ta CTYMiHb TSKKOCTI CUMIITOMIB BiIMiHM MOXYTh OYTH JO303aJIC)KHHMH.

3acmitina cepyeea nedocmamuicme

Xouya He OyJO BCTAHOBJICHO NPUYMHHOTO 3B’SA3KY MK 3acTOCYBaHHAM INperabaliHy Ta 3acTiliHOIO
CepIIEBOI0 HEJOCTATHICTIO, Y MOCTMAaPKETHHIOBHIA ITepio ] MOBiTOMIISIN PO BUNAAKHM 3acTiiiHol cepueBol
HEIOCTAaTHOCTI y MaIi€HTiB, AKi 3aCTOCOBYBayM nperabaiin. Taka peakimis po3BHBanacs 3Ae01JIbUIOrO Mmif
yac JIiKyBaHHS mnperaGaliHoM HejipomaTuunoro GoJIi0 y HaIi€HTIiB JITHBOTO BiKy 3 yXe iCHYIOWHMH
CEepLEBO-CYAUHHNMH NopyieHHsIMH. OCKITBKH HEAOCTATHBO OAaHUX IPO 3aCTOCYBAHHS Ipenapary y
NAiEHTIB i3 TSKKOIO 3acTiffHOIO CepleBOI0 HEMOCTATHICTIO, IperaaliH TakuM malieHTaM CIIij
3aCTOCOBYBAaTH 3 o0epexHicTio. [Ipu npunuHeHHi 3acTocyBaHHs NperabasiHy 1ie SBHUIIEC MOXKE 3HUKHYTH.
Jlikyeanns netiponamuynozo 60110 YeHmpanbiozo ROXOONCCHHA GHACAIOOK VULKOOJICCH S CHUHHO20 MO3KY
Ilin vac miKyBaHHsA HeWpomaru4HOro GONMIO IEHTPAIBHOTO IIOXODKEHHS BHACTIJOK YIIKOIXKEHHS
CIIHHHOTO MO3KY 4acToTa BHHHKHEHHS MOOIuHMX peakiii 3aranoM, mobiunux peakuiit 3 6oxy I{THC Ta
0co0IMBO COHNMMBOCTI GyJia miABHINEeHOO. Lle MOXKHA MOSCHATH aJUTHBHUM €(EeKTOM iHIIMX NiKapChKUX
3aco0iB (HampHKiIad, aHTHCIACTHYHHUX 3aco0iB), IO HEOOXimHi i JIKyBaHHA LBOro crany. Lo
o6cTaBHHY HEOOXiqHO B3ATH IO YBard y BUMAAKY MpU3HAYECHH [perabaliHy TakuM Malli€HTaM.
Cyiyudanvre mucienns ma nogedinka

Y namieHTiB, AKi OTPHMYBaJIH TEpamilo MPOTHEMiIENTHYHUME 3acobaMH 3 NPHBOAY NEBHUX HOKa3aHb,
CIIOCTEpiraan cyi'ulma.nbne MHCJIEHHS Ta HOBCI[iHKy IcHye melno migBUINEHHH PH3MK CyiIUIAIEHOTO
MHCIICHHSI Ta HOBEIIHKH IIPH 3aCTOCYBaHHi NMPOTHENJIENITHYHMX IpEnapaTiB. Mexamsy,.a HUKHCHHSI
LBOTO PU3AKY HEBiIOMHUIA. _- % JERAln
Y nauienTis, sxi oTpuMyBanu mperabaimin y micnspeecTpamiinoMy mepiogi criocpfipa
CyiIMaanbHOro MHCJICHHS Ta NOBEMIHKHM. EmigeMionoriune JOCHTIIKEHHS 3 BHKQ
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CaMOKOHTPOJIEOBAHOTO JIOCI/KEHHs (TTOpiBHAHHS TepiolliB JiKyBaHHS 3 mepiogamu 0e3 jikyBaHHS B
oxpeMoi 0co6H) MPOAEMOHCTPYBAIO MiJBHINEHHH PH3MK HOBUX MPOSBiB CYIMAAIBHOI ITOBEMiHKM Ta
cMepTi Bi camory6eTBa y MamienTiB, SKi 3aCTOCOBYBaJH IperaGaiH.

[Mamientn (ta X OMmIKYHW) MOBHHHI 3BEpPHYTHCA IO MEAHYHY HAOMOMOTY y BHUNAAKY BHHUKHCHHA
cyiIMIaTBHOrO MHUC/IEHHS Ta noBeinku. HeoOXiguuit peTenbHMit HATIIA 32 MALIEHTAMHU JUTS BHSABJICHHS
CYIlMAATBHOTO MHCJICHHS 1 NMOBENIHKH Ta NpH3HA4YeHHS BiJNOBIIHOTO JIKYBaHHA y BHIIanKax Horo
BUHHKHEHHS. CJIiJ PO3TIAHYTH MOMUIMBICTh MPHUIMHEHHS JiKyBaHHS IperaGaliHOM y pasi BUHUKHEHHH
CyIIMIATEHUX JYMOK i TOBEHiHKH.

Hopyutenna hyrryit nudicnix ei00inie wnyHKOE0-KUUK06020 MPAKmY

TToBiIOMJISIM TIPO SIBUINA, IOB’A3aHi 3 MOpyIIeHHsM (QYHKII] HIDKHIX BiZIifiB LIUTYHKOBO-KHIIKOBOTO
TPakTy (Taki K HENPOXiJHICTh KMIIEYHHUKY, ITApPAiTHYHA HEIPOXiAHICTh KMIIEYHHUKY, 3a1I0p) BHACIIIOK
3aCTOCYBaHHS mperabaiiHy OJHOYACHO 3 JKapChbKUMH 3acobaMH, IO MOXYTh BHKJIHMKATH 3aIop,
HanpHKIa] OMiOiAHUMH aHanbreTukaMi. IIpy ofHOUacHOMY 3acTOCyBaHHi mperabaniHy Ta omioimis ciix
BXXHTH 3aX0/IiB I npodinakTuky 3amopy (0co6IMBO Y XKIHOK Ta NMaLli€HTiB JIITHBOTO BiKYy).

Henpaguibie 3acmocyeaniiss, AOUKIMUSHUI ROMEHYIAN ab0 3aneHCHICMb

PeecTpyBay BHIAAKH HENPABUIBHOTO 3aCTOCYBAHHS, 3IOBXUBaHH Ta 3aexHOCTi. Cllif 3 obepexHicTio
NPU3HAYATH [IPENapar MalicHTaM 3i 3JI0B)KHBaHHSIM Pi3HUMH PeYOBHHAMH B aHAMHE31, 8 TAKOK ITi ITallieHTH
NOTpeOYIOTh PETENIHOIO MEANYHOIO HATJSIAY LIOAO HEIPAaBHJIBHOTO 3aCTOCYBAHHS, 3JI0BXKHMBaHHS abo
BHHUKHEHHS CHMIITOMIB 3aleXHOCTi Bin mnperabaniHy (OBiZOMJISANIM MNP0 BHUMAAKH PO3BHTKY
TOJIEPAHTHOCTI, ITIIBUIEHHS JO3H T MOBEAIHKH, CIPIMOBAHOI HA OTPUMAaHHA Ipenapary).
Euyedanonamin

Bumnajxu enredanonatii BAHUKAIN IIEPEBAXKHO Y MALiEHTIB i3 CYITyTHiMHU 3aXBOPIOBRHHAMH, L0 MOXYTh
CIIPUYUHHUTH €HIEDAIONATIIO.

Ipucnivenns Quxanms

[ToBimoMisLocs MpO THAXKKe NMpUTHiYeHHS (yHKUil JUXaHHSA, HOB’A3aHe 3 JiKyBaHHAM IIperaGajiHOM.
[TanieHTH 3 NOPYIICHHSAMY JUXAHHS, 3aXBOPIOBAHHAMH JHXaIBHOI a00 IEHTPAIbHOI HEPBOBOI CHCTEMH,
HUPOK, a00 Taki, sfKi npuiitMaroTs iHmi Jikapceki 3aco6u, ski npurHivyiots ¢yskuii [IIHC, abo naunienTn
TOXMJIONO BiKy MOXYTh MaTH BHIOWI PH3MK PO3BUTKY Wi€l TsHKKOI HoOiunoi peakii. YV mauieHTiB miel
rpynu Moxe OyTu HeoOXiJTHUM KOpEKIist JO3H.

Oodnouacne 3acmocyganns 3 onioidamu

PexoMeHIy€eThCS JOTPUMYBATHCA OGEPEXHOCTI MPH NpHU3Ha4eHHI MperabaiHy OXHOYACHO 3 omioinamu
yepe3 pusuk npurHidenHs ¢ynxuii [{HC (aus. po3ain «B3aemonist 3 iHIIMMH JiKapChKMMH 3acobaMH Ta
iHIi BUAM B3aeMOIi»). Y HOCHIKEHH] BUMATOK-KOHTPOJIb 0Ci0, sIKi 3aCTOCOBYIOTh OIOiAHM, Ti Malli€HTH,
AKi OTPHMYBAJIM Tepalliio mperabaliHOM OZHOYACHO 3 OMiOIIOM, MaJIH MiABHINECHHH PH3UK CMEPTHOCTI,
HOB’s3aHOI 3 OIiOiXaMH, MOPIBHAHO i3 3aCTOCYBAaHHAM JIMIIE OMiOiAiB (CKOPMIOBaHE CIIiBBiTHOIIEHHS
mancis [aOR], 1,68 [95 % I, 1,19-2,36]). Taxwuit migsumeHnit pU3KUK CIOCTEPIraBes IPH HU3BKUX 033X
nperabaniny (<300 mr, 1,52 aOR [95 % I, 1,04-2,22]), i cmocrepiranacss TEBACHIIA OO 30iNbIICHHS
PH3HKY IIPH BHCOKHX A03ax mperabaminy (> 300 mr, 2,55 aOR [95 % I 1,24-5,06]).

Jlikapcukaii 3aci6 MIiCTHTH IPOMIEHIIIIKOb, K MOXe CIIPUYHHUTH CUMITOMH, CXOXKi 3 TAKHMH, IO
BHHHKAIOTh [IPH BXXUBaHHI aJIKOTOJIIO.

Ipenapar Jlinedop micTuth nakrosy. IlanienTam 3 TakuMH piAKICHHMH CIIaJKOBHMH 3aXBOPIOBaHHAMH,
K HelepeHOCUMiCTh I'aJIaKTO3H, JIakTa3Ha HexocTaTHicTs Jlanmna a6o cuaapom MankabcopOuii riroxo3u 1a
rajakTo3H, HE CIIil 3aCTOCOBYBATH LiEii 1Ipenapar.

Karncyna 75 Mr MicTHTB 27 MT JIaKTO3H.

Kancyna 150 Mr micTuTh 54 Mr J1aKTO3H.

Kamncyna 300 Mr mictuts 108 Mr nakro3m.

3acmocysannsa y nepioo eazimnocmi abo 200y8anHA 2pyo0io.

JKinku penpojyKTHBHOTO BiKy/3aco0H KOHTpALENIT s XIHOK i YOJIOBIKIB
Ockinpkn NOTEHUINHMM pH3HK M1 JOIOAMHH HEBiIoMui, >XiHKaM pENpOTyKTHBHOTO BiKy CJif
BHKOPHCTOBYBaTH €(eKTHBHI 3acO0M KOHTpaLeIIii.

BaritHicTh

HeMae DOCTOBipHHX JaHUX IOAO 3aCTOCYBaHHS NperaballiHy BariTHHM.
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JIOCIiIKeHHs Ha TBAPUHAX CBiIUMIIH PO PEPOAYKTHBHY TOKCHYHICTh. [IOTCHIIHHUHA PU3HK JUIS JIEOIMHH
HEBiJOMHUI.

TperaGaiin He CJIiZ 32CTOCOBYBATH y TePioJ BATiTHOCTI, 33 BUHATKOM OKPEMHX BHIIQ[KIB, KOJIH KOPHCTH
ULl BariTHOI SIBHO IIEPEBHIIYE MOXUIUBHI PU3HK JUIF IUIOAA.

[Tepioj roayBaHHs rpy U0

IIperaGanin  eKckpeTyeTbcs y  IpyaHe  Moinoko  moaund.  Edexr  nperaGaminy  Ha
HOBOHAPOJKEHHX/HEMOBJIAT HeBimomuil. ToMy He peKOMEHIYEThCS TOMYBaTH OUTHHY TPYIUIIO Y IEpion
JIiKyBaHHS nperabaiHoM.

QepTHILHICTE

Hemae kniniunux BioMocTeii mozo BBy nperabaiiny Ha penpoayKTHBHY QYHKIIiO XiHOK.

[Ticna 3-micsuHOro JiKyBaHHS mperaGandiHOM >XOJHOrO BILUIMBY Ha DPYXJIMBICTh CIIEPMAaTo30idiB He
BHSBJICHO.

V mocmimxeHHi GpepTHIBHOCTI IPOJEMOHCTPOBAHO HAsBHICTh HETATHBHOIO BIUIMBY HA PENPOJYKTHBHY
YHKIiO caMOK IIypiB T4 HASBHICTH HETATHBHOIO BIUIMBY HAa PENMPOAYKTHUBHY (QYHKIIIO Ta PO3BHTOK
caMmiiB urypiB. KitiniuHa 3HAYYLIICTh HUX pe3yibTaTiB HEBilOMa.

30amuicmy 6niueaMU HG WEUOKICMb peaKkyii npu KepyeawHi aemompancnopmom abo iHuuMU
MEXarnizmMamu.

[IperaGanin MoXe MaTH He3HauHuii aGo MOMIpHHH BIUIMB Ha 3JaTHICTH KEpyBaTH TPAHCIOPTHUMH
3aco6aMu Ta MPaIoBaTH 3 MeXaHizMamu, [IperaGastin MojKe CIPHYHHATH 3alIaMOPOYEHHS i COHNIMBICTH Ta
MOKe BIUIMBATH HA 3[aTHICTH KepyBaTH aBTOMOOineM abo MexaHisMamu. Tomy martieHTam ciin
PEKOMEH/TyBaTH YTPUMYBATHCS BiJ KepyBaHHA aBToMOG1ieM a6o poGOTH 3i CKIIaTHOIO TEXHIKOIO, OKY He
CTaHe BiIoMO, SIK caMe Mpernapar BIUTHBAE Ha IIBUAKICTH peakiii.

Cnoci6 3acmocysania ma 0o3u.

Cnocib 3acmocyeanHs.

[Mpenapar Jlinedop npuiiMaroTs HE3aJIEIKHO BiJ BXKHUBaHHS 1XKi.

Januit nikapchkuit 3aci0 mpu3HaYeHHit BUKIIIOUHO AJIS IEPOPAIBHOIO 3aCTOCY BAaHHS.

Jo3u.

JlianasoH 103 mpenapary Moxe 3MiHroBarucs B Mexax 150—600 mr Ha 1106y. JIo60By 103y po3NOAIISIOTH
Ha 2 abo 3 npuiiomu.

HeiiponaTuunuii 6iib

Teparmito nperaGamiHoM MOXKHa posmnouaru 3 1o3u 150 Mr Ha moGy, posnoaineHoi Ha 2 abo 3 npuiiomMu.
3anexHo BijJ iHAUBiAyaIBHOT BiOBiAl Ta IEpeHOCHMOCTI Ipenapary MauieHTOM 103y MOXHA 361MbHINTH
10 300 mr Ha 106y depes 3—7 AHIB, a 3a HeobOXigHOCTI — K0 MakcuMaibHOT K031 600 Mr Ha 100y Ime micns
7 nHiB.

Eninencis

Teparmito nperaGaminoM MoXHa po3moyar 3 fo3u 150 Mr Ha 100y, posnoainenoi Ha 2 aGo 3 mpuitoMu.
3anexHo Bij iHAMBiAyaNbHOT BiAMOBIAI Ta MEPEHOCHMOCTI Ipenapary NanieHToOM 103y MOKHa 301IbIIHTH
10 300 mMr Ha go6y micid nepimoro THXHA JikyBaHHs. lle yepes omuH THXIECHD 103y MOXHA 30iMbIIMTH
110 MakcuMabHOT — 600 Mr Ha 106Yy.

["enepaizoBaHuii TPUBOKHUHN poziaj

Jlo3a, Ky po3smoainmors Ha 2 aGo 3 mpuitomu, Moxe 3MiHIOBatics B Mexax 150—600 mr Ha moGy.
TepioguuHO ClIig NEPErNIAAaTH HEOOXIAHICTD MPOXOBKEHHS Tepaii.

Teparmiro nperaGaminom MoXKHA po3moyaTd 3 031 150 Mr Ha moOy. 3ayiexHO BiJ iHAMBiNyanbHOI BiMOBIAL
Ta MEPEHOCHMOCTI Mpernapary mamieHToM o3y MoxHa 36impumti no 300 Mr Ha 106y micis mepiuoro
TIOKHA JIiKyBaHHA. TTicis e ogHOro THXKHS mpuifoMy 03y MoxHa 36inemmta 10 450 Mr Ha n00y. Ille
yepes OAUH TIKICHD X003y MOXKHA 36iNBIINTH 10 MakcuMalibHol — 600 Mr Ha 1oy .

Dibpomiainris

PexoMeHI0BaHa J03a IpenapaTy A JiKyBaHH: ¢iopomianrii cranoButh 300-450 Mr Ha 106y . JIiKyBaHH;I
cin pO3nOYHHATH i3 3aCTOCYBaHHsl JIO3U 75 Mr 2 pasu Ha po0y (150 mr Ha m00y). 3ane>1<Ho Bl,u
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JOCITIKCHHS 3acToCyBaHHA 103 600 Mr Ha 100y, IOKa3iB TOro, L0 3aCTOCYBaHHs Li€l fo3u Gyne maru
JOJATKOBY IIEPEBary, HEMAE; TAKOXK Taka /103a MaJla riplry NepeHoOCHMicTb. bepyud o yBaru 10303alexHi
nobiuni peaxnii, 3acrocyBaHHs 03 Buine 450 Mr Ha 106y He pexoMeHmyeTbes. OCKiNbKM mpenapar
BHUBOIHUTHCA TOJIOBHHAM YHHOM HMpPKaMH, CJIiji KOPHIYBaTH 103y MpernapaTy Mali€HTaM i3 MOpyIeHHAMY
¢byHxuii HUpOK.

Bigmina nperabaniny

BiamosizHo no mifodoi KIiHIYHOI NpaKTHKWM, NPHIMHATH Tepamlilo INperabaliHoM pPeKOMEHIYEThCs
IIOCTYIIOBO, NpPOTATOM INOHAWMEHIIE OMHOTO THXKHSA, HE3aJEXKHO Bill MOKa3aHb (AUB. pO3MiMK
«OcobuBocTi 3acrocyBanHs» Ta «[lobiuni peakrii»).

[Mopyiuenns GpyHKIT HEPOK

IIperaGamin BUBOAUTECA 3i CHCTEMHOTO KPOBOTOKY B HE3MIHEHOMY BHIVLALi, [IEPEBAXHO HUPKAMH.
Ockinpku Knipenc nperabagiHy IpsAMO TNpPONOPUiMHMA KIipeHCY KpeaTHHiHY (OMB. poO3ain
«®apMaKoKiHeTHKAY ), SMEHIIYBATH 03y MallicHTaM i3 mopymeHHaMH GyHKIIT HUPOK CIIiJl iHuBi Xy anbHo,
AK 3a3HAYEHO B TaONMII HIDKYE, BifNOBimmo xo KimipeHcy kpeartudiny (CLcr), sikuli BH3Ha4aroTh 3a
bopmynoro:

MJI 1.23 % | 140 — Bix (poxu)| X maca rina (kr)

CLcr %8/ o " = — MKMOJh
piBeHDL KpeaTHHiHy B n1a3mi Kposi (T

X (0,85 151 xKiHOK)

[perabanin epeKTHBHO BHAAIAETHCA 3 IUIAa3MH KpOBi 3a Jomomorowo remomianisy (50 % mnpemapary
npotsrom 4 roaun). Jiins namieHTis Ha remozianisi xoGoBy 103y nperaGatiHy i/l KOPUTYBaTH BiIOBiAHO
no ¢yuknii Hupok. Kpim moGoBoi no3u, oapasy micns KoxHOI 4-FOXMHHOI NMPOLEXYPH TeMOAianisy
HeoGXiIHO 3aCTOCOBYBATH AOJATKOBY H03y Mperapary (AuB. TabHLIO).

Knipenc 3aranspHa fo3a nperabaniny Ha 1o6y* CxemMa 03yBaHHSA
KpeaTHHiHY ITouarkoBa fo3a | MakcumansHa 1032
(CLer) (M/xB) | (Mr Ha 106Y) (Mr Ha 100Y)
>60 150 600 2-3 pa3u Ha g06y
>30 — <60 75 300 2-3 pa3u Ha 106y
>15 —<30 25-50 150 1-2 pa3u Ha 100y
<15 25 75 1 pa3 Ha KOGy
JlonaTkoBa 1034 micis reMoAiaiay (mr)

| 25 | 100 | OnHOKpaTHa no3a*

* 3araneHy go6GoBy D03y (Mr/zofy) cnig po3moXimuTH Ha Aekiibka NMpuiOMiB BillMOBIAHO MO PeXKHMY NO3yBaHHS, 06
OTpHMATH J03Y Ui OXHOKPATHOro mpuiioMy (Mr/mosy).
* TonaTkopa J03a — Li¢ JOJATKOBA OOHOKpPATHA [03a.

[TevinkoBa HeOCTATHICTD

Jiia mauieHTiB i3 mopymeHHAME (QyHKUI] NediHKH HeoOXimHOCTi B KOPEKUii M03M HeMae (IHUB. PO3JiN
«®DapMaKOKiHETHKaY ).

[TarieHTH JITHBOTO BiKY

Jlnst matieHTiB MTHBOrO BiKy Yepe3 moripiueHHs (yHKIiT HEIpok Moxe GyTH MOTpiGHE 3MEHIICHHS 03U
nperabaniny (aus. po3ain «OcoGNMUBOCTI 3aCTOCYBAHHSMN).

Himu.

Besneka Ta e(eKTHBHICTb 3aCTOCYBaHHA Mperabaltiny [pH #foro 3actocyBaHHi AiTAM (BikoM 10 18 pokis)
He BCTaHoBJeHi. JlocTynHa Ha ueil yac indopmanis HaBemeHa B posaini «IloGiuni peaxuii», a Takox y
posninax «®apmakoauHamika» i «PapMakoKiHETHKa», OHAK, CIMPAIOYHCh HA HAX, HEMOXK/IMBO HaJaTH
KOJHUX pEeKOMEHIaniil o0 J0o3yBaHH Hilf kaTeropii namieHTiB,

Ilepedosysanna. _ _
IMicis BHXOLy mpenapaTy Ha PHHOK NOBIZOMJDUIM, INO Hal4YacTilIMMHM Bij3Haue e "3': MY
peakUisiME y BHIAAKY Iepeno3yBaHHs mperabaniny OynH COHIHMBICTB, cCruryTagiCyl
30yDKEHHS Ta HECIOKi#. Takox MoBiIOMIISIIM PO CYIOMH.
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3piaKa MOBIJOMIISUIM IIPO BHIIAAKH KOMH.
JlixyBaHHs mepeno3yBaHHs NperaGaiiny noJsrae y 3aralbHAX MiATPHMYBAIBHHX 3aX0MaX Ta 3a MOTpedu
MO3Ke BIJTIOYaTH reMofiani3 (aus. posain «Croci6 3acTocyBaHHS Ta JO3K», TaOIULs).

ITo6iuni peakuyii.
V kniniuHi# mporpami 3 octimkenns nperaGanidy iforo orpumann noxan 8900 nauieHTis, 3 Hux 5600 —
YYaCHUKH MOABIMHUX CIMMX miane6o-KOHTPONBOBAHUX JOCHiKeHb. HalfuacTiliumu 3apeecTpoBaHuMu
06iYHUMM peakiiismu 6yIIH 3a1aMOpOYeHHs Ta coruBicTh. [ToGiuHi peakuii 3a3Bu4ait Oymu nerxoro a6o
IIOMipHOTO CTyTeHs. B y¢iX KOHTPOJIBOBAHMX AOCIIPKEHHAX MOKA3HHUK BiJIMiHU NpenapaTy Yepes nobivni
peakiii cranoBuB 12 % cepen mMauieHTiB, sKi mpuiiMann nperabaitiH, Ta 5 % Cepel NMauieHTiB, sKi
oTpumyBaii maneGo. HaityacTimuMu nOGIYHAMM DPEakilisiMH, IO NPH3BOAMIM JO NPUIHHEHHS
3aCTOCYBaHHA Npenapary JOC/iHKEHHs B rpyni nperabaitidy, 6yiu 3anaMOpPOYEHHS Ta COHIMBICTb.
Hmx4e HapezeHi Bci mo6iuni peakilii, 10 BUHMKaIM YacTille, HiX IpH 3acTOCyBaHHI IaneGo, Ta Ginbue
HiX y OIHOrO mamienTa; i mo6iuni peakuil 3a3HaueHi 3a CHCTEMaMH OpTaHiB Ta 332 YaCTOTOIO: y>Ke 9acTo
(>1/10); wacto (8ig >1/100 mo <1/10); Heuacro (Bix >1/1000 xo <1/100); pinxo (Bix =1/10000 o <1/1000);
nyxe piako (<1/10000); uacrora Heinoma (He Moxe GyTH OLiHEHa Ha OCHOBI HasBHUX NaHUX). Y KOXHil
rpyIli 3a YaCTOTOKO BUHUKHEHHs M0GiuHi edexTy MpeacTaBiIeHi y HOPAIKY 3HHKCHHS CTYNCHS iX IPOSIBiB,
ITiz gac JiKyBaHHSA HEBPOIATHYHOTO GOJIIO LEHTPAIBLHOTO IOXOMKEHHS BHACHITOK YIIKOKEHHS CIIMHHOTO
MO3Ky 4acTOTa BUHHKHEHHs MOGIYHMX peakuiii saranoM, moGignmx peaxuiit 3 6oxy IITHC Ta ocoGmuso
COHJIUBOCTI OyJ1a MiABUIIIEHOIO.

3asHaueHi Hwkuye noGiuni peakuii MoXyTe OyTH MOB’s3aHi 3 OCHOBHMM 3aXBOPIOBaHHAM Ta/abo
OJHOYACHUM 3aCTOCYBAHHSM iHIIKX JIikapchKUX 3ac00iB.

JNonpatkoBi moGiyni peakuii, mpo fAKki MOBIXOMJISUIM Micis BUXOAY INpeNnapaTy Ha PHHOK, ITO3Ha4cHi
KYPCHBOM Y TIEpEIIiKy HUXUE.

Inghexyii ma ineasii: yacto — Ha30(baanriT

3 60Ky iMyHHOT cucmemu. HEYacTo — TilepYyTIIMBICTD; PiIKO — aHTIOHEBPOTHYHMII HaOpsK, anepnqm
peaxuii, anadinaxToinHi peakuil.

3 boxy kposi ma nimgpamuynoi cucmemi: He4acTo — HEUTPONEHiS.

3 6oxy Memabonizmy ma XxapyyeanHs.: 4acto — HOCUJICHHS allleTUTY; HeYacTo — AHOPEKCis, TiMormiKeMis.
3 6oky ncuxixu: 4acto — ed(OpHUYHHA HACTpill, CIUTYTAHICTH CBIZOMOCTI, ApATiBIMBICTh, A€30picHTAif,
6e3COHHS, 3HM)KEHHS JIiGiN0; HeyacTo — rafolMHAalLil, NaHiuHi aTakd, HeclokKil, 30yIxkeHHs, aenpecis,
NIENPECHBHMM HACTpiif, MiAHECEHHN HACTPIll, agpecis, 3MIHH HAaCTPOIO, JENEpPCOHAI3allis, yTpyAHEHHH
noGip ciiB, MaToJIOriuHi CHOBHAIHHS, MOCHIEHHS JiGino, aHopras3Mis, amaris, piiko — po3ralsMyBaHH,
cyinpaanbHa MoBeNiHKa, CyIUAATIbHE MUCIICHHS.

3 6oxy Hepeosoi cucmemu: JyXKe 4acTo — 3aaMOpOYeHHs, COHIMBICTh, FOJOBHHM 6ifb; 4acTo — aTakcis,
TIOpYLIEHHST KOOPAMHAILII, TPEMOD, AU3aPTpis, aMHe3isl, HOTipIIEHHS aM’ ATi, po3Jajd yBaru, mapecresis,
rinecTesid, cepanis, MOpyIIeHHs piBHOBArH, JIETApris; HEYaCTO — CHHKOIIE, CTYIIOpP, MiOKJIOHYyC, 6mpama
ceidomocmi, TICAXOMOTOpPHA TillepaKTHBHICTh, JUCKIHE3is, NOCTypalbHE 3allaMOPOYEHHs, iHTEHLiHHUI
TpeMOp, HicTarM, NMOpPYLIEHHS KOTHITHBHUX (QYHKLiM, nocipuienna po3zymoeoi OianvHocmi, TOPYIICHHS
MOBJIEHHS, TimopedieKcis, rimepectesis, BiX4yTTs e4iHHs, areB3is, He30yCanHA, anaris, HaBKOJIOPOTOBA
napecTesis; piako — cyoomu, mapocMis, rimokinesis, mucrpadis, rimanresis, 3aleXHICTb, MO30YKOBHI
CHHJZIPOM, CHHIPOM 3y0GuacToro Koieca, Koma, Jejipiif, eHuedanonaris, ekcTpanipaMiiHuil CHHIPOM,
cunzpoM liena-bappe, inTpakpaHianbHa rineprensis, MaHiakajibHi peaknii, mapaHoifHi peakuii, po3aanu
CHY, TapKiHCOHI3M.

3 6oky opeanié 30py. 4acTO — HEYITKICTH 30pYy, AMIUIONiS, KOH'IOHKTMBIT, HEYaCTO — BTpaTa
nepu)eputHOrO 30py, MOPYIIEHHS 30py, HAOPAK oueif, nedekT mond 30py, 3HKKEHHSA TOCTPOTH 30pYy, 61/Ib
B OYaX, acTeHomis, QoTomcis, CyXicTe Odel, MOCHJIEHa CNbO30TedYa, IOAPA3HEHHA oueH, Onedapwr,
NOpYIIeHHS aKOMOJAlii, KPOBOBMIIMB B OUYHE SIOJYKO, CBITJIOUYyTNIHBICTh, HAOpsK CITKiBKM; pifko —
empama 30py, Kepamum, OCUMJIONCIS, 3MiHa 30pOBOro CUPUHHATTA rMuOWMHM, Mixpia3, crpabism,
ACKpaBICTb 30py, aHi30KOpis, BHpa3KH pOTiBKHM, eKk30(TagpM, mnapajlid OYHOro M’s3a, ipHT,
KEePATOKOH FOHKTHBIT, Mio3, HiuHa ciimora, odransMmomnieris, arpodis 30poBOro Hepaa, K JHCKa
30pOBOr0 HEPBA, IITO3, YBEIT. )
3 6oky opeanie cnyxy ma pieHo6azu; YacTo — BEPTHIO; HEUACTO — rinepaxysis.
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3 6oky cepyeo-cyOunHOI cucmemu: HEYacTO — TaxikapAis, aTpiOBEHTPHKyIsSpHa Giokana Iepuioro
CTyNeHs, CHHycoBa  Opamukapmis, 3acmiiiHna  cepyeéa  HeOOCMAMHICMb, apTepiaibHa
rinoTeHsis/rinepreHsis, NPUILIMBY, BiA4yTTS X0JI04y y KiHUiBKaX; piiko — nporonzayis inmepeany Q-T,
CHHYCOBA TaxXiKapHisf, CHHycOBa apUTMis.

3 6oky Ouxanvhoi cucmemu: 4acTo — (papHHrOJapHHrealbHUR Oinb, HEYacTo — 3aJUINKa, HOCOBA
KpPOBOTEYa, KallleJTb, 3aK/IaIeHICTh HOCa, PHHIT, XPOIiHHS, CYXICTh Y HOCi; PiKO — HA6pAK 1e2eHb, BIATY TTS
CTHCHEHHS B FOpII, JIAPUHIOCIIA3M, allHoOe, aTelleKTas, OpOHXIONiT, THKaBKa, GiGpo3 JiereHn, nosixaHHs;
4YacTOTa HeBiioMa — NpHTHiYeHHs QyHKUIT quXaHHS.

3 6oky mpasnol cucmemu. 4acto — GIIOBaHHI, HYOOmA, 38110, Oiapes, METEOPU3M, 34y TTS XU BOTA, CyXiCTh
y pOTi, TaCTpOEHTEPHT; HEYACTO — racTpoesodareansHa pedmoxcHa XxBopoba, HaaMipHe CIMHOBHIIJICHHS,
opajbHa rilecTesis, XOJEIMCTHT, XOJNENiTias, KOMIT, IUIYHKOBO-KHIIKOBI KPOBOTEi, MEJIEHa, peKTallbHa
KpOBOTEYA; PIAKO — acCUHUT, NMAHKPEaTuT, Habpsax sA3uxa, puctaris, adTo3HHH CTOMATHT, BHpasKa
CTpaBOXOAy, NepiogoHTaNbHU abciec.

3 6oky 2enamobiniapnoi cucmemu: HEYAaCTO — MiJABHLICHWN piBeHb NEYiHKOBUX (epMEeHTiB*; pimko —
YKOBTSIHHULIS, yXKe PiIko — MeYiHKOBa HEIOCTATHICTh, relaTHT.

3 6oxy wkipu ma RIOWKIPHOT KAIMKOGUHYU: YacTO — IMPOJIEKHI; HEYACTO — MAIlyJIBO3HHWN BHCHI,
KPOIHUB’IHKa, TiNeprinpos, ceepbisc, ajomelis, CyxiCTh IIKipH, ek3eMa, TipCyTH3M, BHPasKH IIKipH,
BE3UKYJIOOYILO3HHUI BHCHIT, pinko — cunopom Cmisenca-[orconcona, Xonoquuid mirt, excdoniaTuBHuit
NEpMAaTHT, JIXCHOIMHHN AEepMATHT, MeIaH03, po3naau 3 GOKy HIrTiB, MmeTexialpHHM BUCHI, Iypmypa,
NycTyJspHU# Bucu, arpodis INIKipd, HEKPO3 IWIKIipH, IMKipHi Ta MiAMKIPHI BY3JIHKH, TOKCHKO-
enigepMansauit Hekponiz (TEH).

3 6oxy kicmk060-M 430601 cucmemu i CROLYYHOI MKAHUHY, YACTO — M’A30Bi CMa3MHM, apTpairis, 6iis y
cnuHi, 6i1p y KiHLiBKAX, casMu B IUIAHIN Iuui; HeyacTo — HAOpAK Cyrao6iB, Miairis, MOCMUKYBaHHS
M’s13iB, 01T y IIHi, 3aKJIIKaHHSA M’ S3iB; pifko — pabaomionis.

3 6oky HUpoK ma ce4oBUOINLHOI clucmemu: HEYACTO — HETPUMaHHs cedi, AM3ypid, ane0yMiHypid,
reMaTypis, yTBOPEHHS KOHKPEMEHTIB Yy HHMpKaX, HedpHuT; piko — HHPKOBa HENOCTaTHICTB, OJNIrypisi,
3ampumKa ceyi, TOCTpa HUPKOBA HELOCTATHICTH, TIIOMepyIoHebPHUT, mieToHEPHT.

3 6oky penpoOyKmueHOI Cucmemu ma MONOYHUX 34103 YaCTO — epeKTHIbHAa IucyHKIisA, iIMIOTeHIis;
HEYacTo — cTaTeBa AUCOYHKISA, 3aTpUMKa eAKyJsanii, JucMeHopes, 6ib y MOJIOUHMX 3a5103aXx, JICHKoped,
MeHoparis, MEeTpoparis; piiko — aMeHopesl, BUIINICHHS 3 MOJIOYHHX 3aJ103, 30UIbIIEHHS MOJIOYHHUX 341103,
2inexomacmisn, NEPBILUT, OaNaHiT, eIiIuIIMIT.

3azanvii po3nadu ma pearyii' y micyi 86edenus. dacto — nepudepuyani Habpsaku, HaGPAK, HOPY LIIEHHS XOAH,
MafiHHA, BiZYYTTA CIO'SHIHHA, HE3BUYHI BiAYYTTA, [igBHIIEHAa BTOMJIOBAHICTh; HEYaCTO —
reHepali3oBaHuil HaOpAK, Habpax o06iuyys, BIAYYTTA CTHCHEHHA Y TpyJddaXx, Oimb, MiIBHIIEHHS
TeMIIepaTypH Tija, BITYYTTA Clipard, 03H00, acTeHis, 3arajbHa ciabKicTh, BigdyTTsa He3dyXaHHs, adciec,
LEeIONIT, peakuii GOTOUYTINBOCTI; piAKO — rpaHyiIbOMa, YMHCHE 3aIOAiSHHS IIKOAH, 3a0YEpEBUHHUIM
¢ibpo3, moxK.

Jlabopamopni  noxaswuxu: 4acTo - 36iNbIIEHHSs Macu Tijla;, HeYacTo — MIABUINECHHS pPiBHA
KpeatuHpocdokinazy y KpoBi, MABHIIEHHS PiBHSA [TIIOKO3H Y KPOBi, 3MEHIIEHHS KiTBKOCTI TPOMOOLIUTIB,
MiJBUILECHHS PiBHA KpEeaTHHIHY KpOBi, 3MEHIIECHHS PiBHA KaIil0 y KpOBi, 3HH)XKCHHs MaCH TiNna; pifko —

3MEHIIECHHS piBH}I NEeAKOUMTIB y KPOBI.
* 36inbIeHns piBHA anaHiHamiHoTpaHcdepasu (AJIT) Ta acnaprataminorpaHcdepasu (ACT).

ITicis npUNHHEHHS KOPOTKOTPUBAIOrO T4 JOBrOTPUBAJIOrO JiKyBaHHS MperabaliHoM y NesSKHX Ialli€HTiB
crocTepiraa® CUMOTOMH BiaMminu. IToBimoMiamu mpo Taki peakuii: Oe3cOHHs, rojIoBHUH 6inb, HymOTa,
niapes, r'pnnononi6nm71 CUHIIPOM, 3HepBOBaHiCTI> Jempecis, cyinuuaanbHi JyMKH, 6inb, TPUBOXKHICTS,
CYIOMH, Tillepripo3 Ta 3amaMOpPOYEHHs, SIKi BKasyloTh Ha (isuuHy 3ayexHicTb. Ilamienra HGO6X1JIHO
npom(l)opMyBaTn TpO e Ha MOYATKy Tepairii.

CrocoBHO BiaMiHM nperabatidHy Mmicid AOBrOTPHBAJIOro JiKyBaHHS, JaHi BKAa3ylOTh Ha Te, IIO YacTOTa
BUHUKHEHHS Ta CTYNiHb TSHKKOCTI CHMITOMIB Bi]Mill MOXYTh OyTH I0303aJI€)KHHMH.

imu _ -.-,;

Tpodine Gesrnexu mperabGaidy, BCTAHOBJIIEHHI Yy IpoHeci M’ ATH XOCIiIKEHb, IPOB -yqaCTlo
neiaTpUYHUX TAIEHTIB 3 MapIiliaIbHAMH CYIOMHUMH HallafgaMH 13 BTOPHHHOIO I'EHE) 60 6e3
Hei (12-TrxHeBe mOCTimkeHHA epeKTHBHOCTI Ta Gesnekd y MAaNieHTIB 3 napiia S &S{‘ﬁ&f}ﬁnnmu
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Hanmagamu, n=295; 14-neHHe nocuimKkeHHs eQeKTHBHOCTI Ta 6e3neku y nanieHTis B Bili Bin 1 micsmus no 4-
X pokiB n=175; nocimKkenns GapMaKoKiHETHKU Ta MEPEHOCHMOCTI Ipemnapary, n=65 Ta ABa BiIKPHTHX
JOCTiMKEHHs 3 BUBYeHHs Ge3nexu Tpupaiictio 1 pik, n=54 Ta n=431), O6yB moaibuuit 1o npodimo, sxui
crocrepiraBcs B TOCTIZKEHHAX y HOPOCIHX NauieHTiB 3 emiremnciero. HainmomupeHimmumMuy noGiuHuMY
SABHINEAMH, IO CIOCTEPIrauch y 12-THKHEBOMY OOCIiZKeHHI Tepanii mperabaniHoM, Oy COHTUBICTS,
mipexcis, iHdekuil BepxXHiX IMXaJBHHX NUIAXIiB, NiBUINCHHA aleTHTY, 30UIBINEHHsT MAacHU Tijla Ta
nasodapunrit, HaiGinpm momupenuMH NOGIYHUMH SBHIIAMH Mif 4ac 14-A€HHOTO JOCTiHKEHHS
nikyBaHHS nperabamiHoM OynM COHNMBICTB, iHQeKmil BepXHIX IMXATPHUX UUISXiB Ta IipeKcis
(muB. po3ninu «®apmakoxuHaMikay, «DapmakokiHeTHkay it «Croci6 3acTocyBaHHS Ta I03HU> ).

Tepmin npuoamnocmi.
3 pokmu.

YMmoBu 36epiranns.
36epiraty B opuriHaibHil ynaxosui. He notpe6ye crienialbHuX yMOB 36epiranss.
36epiraTl y HEAOCTYITHOMY AJIA AiTeit MicHi

YnakoBKa.
TTo 14 xancyn y 6aicrepi. ITo 4 6nicrepu y xopoOui.

Kareropis Binnmycky. 3a penentom.

Bupo6nuk.
dapmanesTuunmit 3aBox «Ilonsdapma» C.A., [Tonsmia/
Pharmaceutical Works “Polpharma” S.A., Poland.

Micne3sHaxoqKeHHs BUPOOHMKA Ta aJpeca Micusi NPoBaKeHHs iforo XisJILHOCTI,
Byun. [ensmmunscka 19, 83-200, Craporapn I'anscku, IMonsma/
19, Pelplinska Str., 83-200 Starogard Gdanski, Poland
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