IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

OFPAHIS®
(OGRANIA)

Cknag:

Aitoya peyosuHa: nperabaniH;

1 kancynamictutb 75 Mr, 150 mr a6o 300 Mr nperabaniHy;

[OMOMI>KHI PEYOBMHU: 1AKTO3M MOHOTiAPAT; KPOXMaslb KYKYPYA3AHWIA; Lie/1t0N103a MiKPOKPUCTaNivHa; Tasbk;

CKnag, 060M0HKM Karcynm 75 Mr: XXenaTuH, 3aiza okcug yepsoHuid (E 172), TutaHy giokeng (E 171);

cknag 06010HKK Kancynu 150 Mr: )enaTuH, a3opyb6iH, kapMoisuH (E 122), 3anisa okcug YopHuin (E 172), 3aniza okcug vyepBoHuin (E 172), Tutany giokeng (E 171);
cKnag 06010HKKM Kancynm 300 Mr: XenaTuH, a3opybiH, KapmoisvH (E 122), ingurokapmid (E 132), TutaHy giokeng (E 171).

JlikapcbKa thopma. Karncynu.

OcCHOBHI (pi3MKO-XIMiYHI BNaCTUBOCTI:

Karncynv no 75 Mr: TBepAa >enaTuHoBa Karcyna, LUIiHAPUYHOT (opMuy, KpuLLeyKa Ta KOpnyc Karcy/v CBiT/I0-pOXKeBOro KoNbopy. BMICT Kancynn — NopoLUoK Bif
6inoro 10 mMaiixe 6i10ro Konbopy;

Kancynu no 150 Mr: TBepza >enaTuHoBa Karcyna, UNiHAPUYHOT opMuy, KpULLIEYKa Kancyin — poXKeBOro Kosbopy, Kopryc — 6is10ro konsopy. Bmict kancynm —
MOPOLLOK Bif 6in10ro Ao maiixe 6inoro KonbLopy;

kancynun no 300 Mr: TBepAa »enaTnHoBa Kancyna, UUIiHAPUYHOT (POpMU, KpuLLeYKa Kancynm — KOpUYHEeBO-4epBOHOMO KO/IbOpy, KOpMNyc — 6i10ro Konbopy. Bmict
Karicy/im — NopoLLoK Bif 6is10ro o maixe 6in0ro Konbopy.

dapmakoTepaneBTUYHa rpyna. MNpotueninentuyHi 3acobu. IHWi npoTueninentuyHi 3acobu. Kog ATX NO3A X16.

dapmakosoriyHi B1acTmBOCTI.
dapmakogHamika.
[itoya peyoBunHa nperabasiH € aHasI0rom raMma-aMmiHomacnsaHoi Knucnotu ((S)-3-(amiHomeTnn)-5-meTUNreKcaHoBa K1CIoTa).

MexaHi3M fii
MperabaniH 38’A3yeTbCA 3 AOMNOMIXHOI0 Cy60MHNLEIO (a9-d-6i/10K) NOTEHLiaI3aNeXHNX Ka/lbLiiEBUX KaHasliB Y LieHTPasIbHiii HEepPBOBI CUCTEMI.

KniHiYHa edheKTVBHICTL | 6e3neka

HeBponaTuyHui1 6inb

MperabaniH € epeKTUBHUM AN15 NIIKYBaHHA AiabeTUYHOT HeBpomnaTil, MOCTreprieTUYHOI HeBPaTTii Ta YLUKOAXEHHS CMMHHOIO MO3KY. EeKTMBHICTL npenapaty npu
IHLUMX BUAAX HEBPOMATUYHOTO GOS0 HE BUBYASIN.

MperabaniH BvBYa/IM Yy 10 KOHTPONbOBAHUX KIHIYHUX AOCNIMHKEHHAX TPUBANICTIO A0 13 TMXKHIB i3 PeXXMMOM [03yBaHHA nperapaty 2 pasu Ha foby Ta y
[OCNIIKEHHSAX TPMBAMICTIO 8 TMXKHIB 3 PEXXMMOM [,03yBaHHA npenapaty 3 pasv Ha fo6y. 3arasiom npodins 6e3neky Ta eyeKTUBHICTb A1 PEXXUMY L03yBaHHA 2 a60 3
pasu Ha go6y 6ynu nogibHUmN.

Y npoueci KAIHIYHUX [JOCNigpKeHb TpuBaMiCTIO A0 12 TWXKHIB, KonuM nperabaniH 3acToCoBYBa/IM A1 JliKyBaHHS HEBPOMaTUYHOIO 600 MPU  YLUKOLKEHHI




nepudepuyHOl Ta LEeHTpasbHOT HepBoBOT cuctemn (LLHC), 3MeHLeHHs 60110 CnocTepirasiocs Micnsa nepuioro TMXKHA Ta 36epirasiocd NpoTAroMm ycboro nepiogy
NiKyBaHHS.

Y npoueci KOHTPO/IbOBaHMX KAIHIYHUX AOCAIAKEHb 3 BUBYEHHSA MeputepuyHOro HesponaTuyHoro 6ot y 35 % nauieHTiB, AKi 3aCTOCOBYBanv nperabasiH, 1a 'y
18 % nauieHTIB i3 rpynu nnauebo cnocTepiranocs nokpaweHHs Ha 50 % 3a WKanow ouiHky 60nto. Cepef NauieHTIB, Y AKX He BMHMKaIa COHMMBICTb, Take
noKpalleHHs croctepiranocs y 33 % nauieHTiB, SKi 3acTocOBYBanv nperabaniH, 1a y 18 % nauieHTiB i3 rpynu nnaue6o. Cepef NauieHTIB, Y SKUX BUHMKana
COHJIMBICTb, KifIbKICTb NaLieHTIB, AKi BIANOBINM Ha NiKyBaHHA, CTaHOBWMA 48 % Yy rpyni nperabaniHy Ta 16 %y rpyni nnaue6o.

Y npoueci KOHTPO/IbOBaHMX KIIHIYHUX LOCNILXEHb 3 BMBYEHHA HEBPOMATUYHOrO GO0 LEHTPaSbHOrO MOXOMKEHHS Yy 22 % nauieHTiB, AKIi 3aCTOCOBYBa/M
nperabaniH, Tay 7 % nauieHTiB i3 rpynu nnaue6o cnocTtepiranocs nokpaweHHs Ha 50 % 3a LWKanok OUiHKK 60/1t0.

Eninencis

JopaaTkoBe NliKkyBaHHS

Mpera6aniH B1UBYaIN Nif YaC TPbOX KOHTPObOBAHUX KNIHIYHWUX LOCNIIKEHb TPUBATICTIO 12 TUXKHIB 3 PeXXMMOM [03yBaHHA 2 abo 3 pa3n Ha fo6Y. 3aranioM npodisb
6e3neKn Ta ePEeKTUBHICTb 415 PEXXMMIB [03yBaHHA 2 Ta 3 pa3un Ha 4oy 6ynn nogioH1MK.

3MeHLLEeHHS YacToTK CYJOMHUX HanagiB CrocTepirasioca Ha NepLLIoMy TUXKHI.

LiTn. EekTMBHICTL Ta 6e3neka 3acTocyBaHHS nperabaniHy sk AONOMIKHOr0 3acoby npwv eninencii gna giteid Bikom 4o 12 pokis Ta Ana NigniTKiB He BCTAHOB/EHI.
Mo6iyHI peakuit, WO cnocTepirannca B AOCMIIKEHHI 3 BUBYEHHS (DapMaKOKIHETUKM Ta NePEHOCUMOCTI, [0 AKOro 6ynv BK/IKOUeHi NauwieHTV BiKOM Big 3 MicALiB fo 16
pokiB (nN=65) i3 napuialbHUMK CYAOMHUMK Hanagamu, 6ynu nNoAibHi o No6IYHMX peakLin y gopocnmnx. PesynbTaTth 12-TUXKHEBOrO MaLeb0-KOHTPONbOBAHOMO
AOCNifpKeHHS 3a y4yacTio 295 aiTeld BikoM Bif 4 40 16 pokiB Ta 14-AeHHOro nnaue6o-KoHTPONbOBaHOI0 A0CNIAKEHHS 3a y4yacTio 175 aiTeld Bikom Big 1 micsaus o
monofle 4 pokiB, MeTol AKMX Oyna OuiHKa eeKTUBHOCTI Ta 6Ge3neku nperabaniHy Ak A0AaTKOBOI Tepanii napuiaibHUX CYLOMHMX Hanagis, Ta BiAKPUTOro
JoCnifpKeHHs 6e3nekn TpuBanicTo 1 pik 3a yyacTio 54 fiTeld BikoM Bij 3 MicAuiB [0 16 poKiB 3 enifiencieto BKasytoTb Ha Te, WO Taki NobiuHi peakuil, AK nipekcis 1a
IH(heKLIT BEPXHIX AnMXalbHUX LUNAXIB, Y AiTe cnocTepiraloTbCA yacTille, HiX Yy JOPOCAUX NauieHTiB 3 eninencieto (4uB. po3ginm «dPapMakoKiHeTUKa», «Crnocio
3aCTOCYBaHHS Ta [103u» Ta «[06GiUHI peakLiii»).

Y 12-TvXHeBOMY NJiaLeb0-KOHTPONbOBAHOMY AOCIAXKEHHI AiTAM (BiKOM Bif 4 pokiB 0 16 pokiB) npusHayanu nperadanid no 2,5 mMr/kr/gody (makcumym 150 mr Ha
Ao6y), nperabaniH no 10 mr/kr/po6y (makcumym 600 mr Ha goby) abo nnaue6o. MpuHaliMHi 50 % 3MeHLLEHHS NapuiasibHUX CYAOMHUX Hanagis, MOPIBHSHO 3
BUXiAHMM piBHEM, cnocTepiranocs y 40,6 % nauieHTiB, SKi oTpuMyBanu nperabaniH y go3i 10 mr/kr Ha o6y (p=0,0068 nopisHsAHO 3 nnaue6o), 29,1 % nauieHTiB,
AKi oTpumyBany nperabaniH y gosi 2,5 mr/kr/gody (p=0,2600 nopisHAHO 3 nialebo), Ta 22,6 % Tnx, XTO 0TPMMYyBaB nnawe6o.

Y 14-peHHoMy nnaue60-KOHTPOIbOBaHOMY AOCIIKEHHI AiTAM (BiKOM Bif 1 micaus Ao monoALle 4 pokiB) npusHadvanv nperabanid 7 mr/kr/go6y, nperadaniH 14 mr
/kr/poby abo nnaue6o. MegiaHHa 4060Ba YacToTa CyJOM Ha BUXIAHOMY PiBHI Ta Ha 3aK/IlOYHOMY Bi3WTi CKagana BignosigHo 4,7 i 3,8 ansa nperabaniHy B f03i 7 Mr
/kr/poby, 5,4 1a 1,4 ana nperabaniHy B fo3i 14 mr/kr/poby ta 2,9 i 2,3 and nnaye6o. MperabaniH y ao3i 14 mr/kr/goby 3Ha4yHO 3MeHLIYBaB /I0orapuMivyHo
NnepeTBOPEHY YacTOTy NapuiafbHUX CYAOMHUX HanagiB y NopiBHAHHI 3 nnauebo (p=0,0223); nperabaniH y A03i 7 Mr/Kr/goby He NPOAEMOHCTPYBaB MOKPaLLEHHS
MOPIBHAHO 3 Mnavebo.

MoHoTepanis (A1a NawieHTiB 3i WOWNHO AiarHOCTOBAHUM 3aXBOPHOBAHHAM)

MperabaniH BMBYaNN y NPOLECi OAHOr0 KOHTPO/bOBAHOI 0 KNiHIYHOIO AOCAIIKEHHS TPUBAICTIO 56 TUXKHIB i3 PEXMMOM [03yBaHHS 2 pa3un Ha f00y. MperabaniH He
[0CAr BiNbLUOT e(DeKTUBHOCTI MOPIBHAHO 3 TAMOTPUIKUHOM, 3riHO 3 OLIHKOK Yepe3 6 MicALiB KiHLEBOI TOUKM — BiACYTHICTb CYAOMHUX Hanagis. MperabaniH Ta
NaMOTPUIKNH 6y 0f4HAKOBO 6e3rneyHnMu Ta o6pe NepeHoCUInCS.

["eHepasizoBaHWii TPUBOXKHUI po3nag,

MperabaniH BMBYaBCA Y MPOLECI LUECTN KOHTPO/bOBAHWX AOCNILXKEHb TPUBAMICTIO 4—6 TUXKHIB, Y NMPOLECI OAHOI0 AOCNIAXKEHHS TPUBATICTIO 8 TMXKHIB 3 Y4acTHo
navuieHTiB NiITHLOr0 BiKy Ta OHOI0 JOBrOTPUBA/ION0 AOC/IIKEHHSA 3 BUBYEHHS NPOGIiNAKTUKM peunamBy i3 6-MiCAYHOK NOABINHOK CNINOKO (ha3oto.

[MonerweHHs CUMNTOMIB reHepani3oBaHOro TPMBOXKHOIO Po3/iady BiANOBIAHO A0 WKann MaMinbToHa Ans ouiHky Tpusorn (HAM-A) crnocTtepirasiocs Ha nepLiomy




TVOKHI NiKyBaHHS.

Y npoueci KOHTPO/bOBaHMX KNIHIYHUX AOCNipKeHb (TpuBanicTio 4-8 TMXKHIB) y 52 % nauieHTiB, AKi 3acTOcoBYBanv nperabaniH, Ta y 38 % nauieHTIiB i3 rpynu
nnaue6o cnocTepiranocs NoKpaLLleHHs Ha LoHariMeHLwe 50 % 3arasibHoro nokasHnka HAM-A Bif BUXiAHOMO PiBHS O KiHLEBOT TOUKM.

IMig Yac KOHTPO/IbOBaHMX [AOCMIMKEHb MPO HeYiTKICTb 30pYy YacTiwe MoBiAOMISNM NauieHTW, AKi 3aCTOCOBYBa/M nperabasiH, MOPIBHAHO 3 NauieHTamu, SKi
OTpMMyBaM Mnaue6o. Y 6iNbLIOCTI BUNAAKIB Lie SBULLE 3HWKa/IO MPU MOCTIMHOMY 3acTocyBaHHI npenapaTy. OdtanbmonoriyHe 06CTeXeHHs (y TOoMy uuchi
nepesipka rocTpoTy 30py, hopMmasibHa nepesipka Nons 30py Ta AOCNILKEHHA OYHOr0 AHa MpW PO3LUMPEHIi 3iHunLi) npoBogunocs y noHag 3600 nauieHTiB nig vac
KOHTPO/IbOBAHMX KNiHIYHUX gocnigpkeHb. Cepef LMX NawieHTiB rocTpoTa 30py noripwmnacsa y 6,5 % nauieHTiB, SKi 3aCTOCoByBanv nperadasniH, 1a'y 4,8 % nauieHTiB
i3 rpynu nnaue6o. 3mMiHM nonsa 3opy BusBneHo y 12,4 % nauieHTiB, SKi 3acTocoBYyBann nperabaniH, Ta B 11,7 % nauieHTiB i3 rpyny nnaue6o. 3MiHN 04YHOro AHa
BUABMEHO Y 1,7 % nauieHTiB, AKi 3aCTOCOBYBav nperadasiH, Tay 2,1 % nauieHTiB i3 rpynu nnawebo.

dibpomianris

EhekT1BHICTb NperadaniHy 6yna BCTaHOB/EHA B O4HOMY 14-TVXXKHEBOMY MOABINHOMY ClinoMy naue60-KOHTPONbOBAHOMY MY/IbTULIEHTPOBOMY AOCANipKeHHI (F1) Ta
B OZiHOMY

6-TUXKHEBOMY paHOMi30BaHOMY focnimkeHHi BiaMiHn (F2). [0 umMx [OCAiMKeHb 3anydanucs nadieHTW 3 AiarHo3oM «(hibpomianris» Ha OCHOBI KpUTepiiB
AMepUKaHCbKOro KoneapKy peBmMatonorii (mowmnpeHnin 6inb Npotarom 3 Micsiuis B aHaMHesi Ta 6inb, HasiBHUIA B 11 um 6inblue 3 18 crneundivHmx 60160BMX TOUOK).
JocnimpKeHHS NPOLEMOHCTPYBa/IN 3HVXKEHHSA 60/110 3a Bi3ya/lbHOK aHaI0roBOO LIKasIOH. MNoKpaLleHHs 104aTKOBO 6Y/10 MPOAEMOHCTPOBAHO 3a 3ara/ibHOK OLIHKOH
nawieHTa Ta 3a ONUTYBaHHAM LLLOAO BMMBY (hibpomianrii.

Litn. Byno nposesieHO nawLe60-KOHTPOIbOBaHe LOCNIIKEHHA TpMBanicTio 15 TMXKHIB 3a yyacTio 107 fiTel Bikom 12—17 pokiB i3 hibpomianrieto, sKi 3aCTOCOBYBa/IN
npera6aniH y fo3si

75-450 Mr Ha goby. 3a pesynbTaTtamu OLiHKW NEepBUHHOI KiHLEBOT TOUKMN ePEKTUBHOCTI (3MiHa 3ara/ibHOT IHTEHCMBHOCTI 60110 Bif 6230BOro piBHA 4O TWXKHA 15;
pO3paxoBaHO 3a A0NOMOrot 11-6anbHOi LWKann OUiHOBaHHA) 6yN10 NPOAEMOHCTPOBAHO YMCeNbHO Oifblue MOKpalleHHA CTaHy nauieHTiB, AKi 3aCTOCOBYBa/N
nperabasiH, NOPIBHAHO 3 NavieHTamu, fKi npuiiManun nnauebo, ane Le NoKpaLleHHs He JOCArI0 CTaTUCTUYHOT 3HaUYyLLOCTI. HarivacTilwmnmm nobivHuMmK peakuismu,
AKi cnocTepiranucs y KiHIYHUX SOCNiMKEeHHAX, Oyny 3anaMOpPOYeHHs, HyJ0Ta, rofIoBHUIA Giflb, 36i/IbLUEHHA MacK Tina Ta CTOM/IOBAHICTb. 3araibHuin Npoginb
6e3nekn y NigniTkis 6yB NoA4iGHUM A0 TaKOro'y OpPOCAnX i3 (hibpomianrieto.

dPapmakoKiHe TuKa.

dapmakoKiHETUYHI MOKa3HUKK nperabasiHy y PiBHOBOXHOMY CTaHi 6ynu nogibHUMu y 340p0BMX [0OPOBOSbLIB, NAUieHTIB 3 eninerncieto, SKi 3aCTOCOBYBa/N
NPOTMENINENTUYHI NpenapaTtu, Ta NauLieHTIB i3 XPOHIYHUM BosieMm.

Abcopbuis

Mpera6aniH LIBMAKO BCMOKTYETHCA MPU NPUIAOMI HATLLE i focArae MakCMManbHOT KOHUEHTpauiT y nnasmi KpoBi (Cay) NPOTAroM 1 roguHu nicns o4HopasoBoro Ta
6araTopasoBoro 3acTocyBaHHs. Po3paxoBaHa 6i040CTYNHICTb nperabaniHy npu nepopasibHOMY 3acToCyBaHHI CTaHOBUTL 90 % i GiflbLUe Ta He 3a/1eXnTb Bif [03M.
Micns 6araTopasoBOro 3aCTOCYBaHHS PIBHOBXXHWIA CTaH AocAraeTbea yepes 24-48 roguH. LLIBUAKICTb BCMOKTYBaHHSA nperabaniHy 3HUXYETbCA Npy OAHOYaCHOMY
3aCTOCYBaHHI 3 KEI0, LLL0 NPU3BOAUTD A0 3MEHLUEHHS Ciy o NPU6In3HO Ha 25-30 % i NOLOBXEHHS Yacy AOCATHEHHS MaKCUMasbHOT KOHUEHTpauiT (tyayx) NPr6ansHo
Ha 2,5 roguHu. OaHak npuiiom nperabaniHy 04HOYacHO 3 DKEH He MaB K/iHIYHO 3HaYYLL0ro BM/INBY Ha CTYMNiHb Oro abcopouil.

Po3nogin

[JOKNiHIYHI JocnifpkeHHsA nokasanu, Wo nperabaniH NPOHMKAE KPi3b rematoeHuedanivyHmii 6ap’ep y WypiB, MULel Ta Masn. lMperabaniH TakoX NPOHUKAE Kpisb
NnaLeHTy B LWYpPIB i BUAINAETLCS Y MOJOKO LUYpiB Yy Mepiog nakTauil. Y NOAVHW YSBHUI 06°eM posnofiny nperadaniHy nicns nepopasbHOro 3acTOCyBaHHA
CTaHOBUTb Npr6/n3Ho 0,56 fi/kr. MNperabaniH He 38’A3yeTbCA 3 BiIKaMK N1asmu KpoBi.

MeTtab60o/i3m

Y noguHun nperabaniH 3a3Hae He3Ha4YHOro metabosnismy. icns BBeAeHHA [03M PafioakTMBHO MideHOro nperabaniHy npu6nnsHo 98 % pafioakTUBHUX PEYOBUH



BUBOAMTLCA 3i CeYero y BUINAAI He3MiHeHOro nperabaniHy. N-MeTuiboBaHWI fepwsat nperabasiHy — OCHOBHWIA MeTaboniT npenaparty, AKWin BU3Ha4aBcsa y cevi, —
ctaHoBuB 0,9 % Bif BBeAEeHOI f03K. ig vac JOKMIHIYHMX fOCNiMKeHb paueMisauii S-eHaHTioMepy nperabaniHy B R-eHaHTiOMep He BifgbyBanocs.

BuBegeHHA

MperabaniH BMBOAMTLCS 3i CUMCTEMHOIO KPOBOOGIry B He3MiHEHOMY BWINAL4I NEpeBaXKHO 3a paxyHOK eKCKpeuii HMpkamu. CepefHiint nepiog HaniBBMBEAEHHS
nperabaniHy CTaHOBUTbL 6,3 roAMHN. 1a3MOBUIA Ta HUPKOBUIA KNipeHC nperabaniHy NpsmMo NPONopLiHi KNipeHcy KpeaTuHiHY (AMB. po3ain «dapmMakoKiHETUKaA.
HupkoBa HeOCTATHICTb).

MayieHTaM i3 nopyLeHHAMM PYHKLIT HUPOK abo nauieHTaM Ha remogianisi Heo6xiAHO Kopurysatu 03K npenaparty (ame. po3ain «Cnoci6 3acToCcyBaHHA Ta [031»,
Tabnuus 1).

JNiHIAHICTb/HENIHIAHICTb

dapmakoKiHeTUKa nperabaniHy € MiHINHOK AN BCbOro PEKOMEHA0BaHOrO fAianasoHy A03. BapiabenbHicTb hapMakoKiHETUKM NperabaniHy cepej nNauieHTiB HU3bKa
(MeHwe 20 %). dapmakokiHeTUKa 6araTopasoBux 403 € nepenbavyyBaHOK Ha OCHOBI AaHMX, OTPMMaHWUX NPV BBeLEHHI 04HOPa30BOl 403WN. TakMM YMHOM, HEMAE
noTpebu y NnaHOBOMY KOHTPOAI KOHLEHTpaL i nperadaniHy B nia3mMi KpoBi.

Cratb

Pe3ynbTaTv KNIHIYHNX LOCNILKEHb CBIAYATb NPO BIACYTHICTb KNIHIYHO 3HAYYLLOMO BNMBY CTaTi HA KOHLIEHTPaLito nperabasiHy B nnasmi Kposi.

HunpKoBa HeJOCTATHICTb

KnipeHc nperabaniHy npsmMo NponopuiiHWin KnipeHcy KpeaTuHiHy. Kpim Lboro, nperabaniH eeKTUBHO BMAANSETLCSA 3 M1a3MM KPOBi 3a A0MOMOrOH remogianisy
(nicns 4 rofuH remogianisy KOHUeHTpaLia nperabaniHy B niasMi KPoBi 3MeHLIYETbCA Mpr6/n3HO Ha 50 %). OCKINIbKM BMBELEHHSA HUPKAMU € OCHOBHMM LLIAXOM
BUBEEHHA npenapary, NauieHTam i3 HUPKOBOKO HeAOCTATHICTHO HEOOXIAHO 3HKYBATK 403y NpenapaTty, a nicnis remogianisy npuinvaTt 4oAaTKoBY 403y (AMB. po3gin
«Cnocib 3acToCcyBaHHS Ta 103U», Tabnmus 1).

[MeyiHKOBA HEJOCTATHICTb

CneujianbHi AOCNIMKEHHS (hapMaKOKIHETUKM 3a Y4acT MauieHTiB i3 MeYiHKOBOK HEeAOCTaTHICTIO He npoBoAvnncb. OCKiNnbKy nperabaniH He 3a3Hae 3HA4yHOro
MeTaboni3My Ta BMBOAWUTLCA 3i CEYED NepeBaXXHO B He3MiHEeHOMY BWIALI, MasoOMMOBIPHO, W06 MOPYLUEHHS (YHKLUIT MeYiHK1U MOrf0 3Ha4yHO BNIMBaTU Ha
KOHLeHTpaLito nperabaniHy B nnas3mi KpoBi.

ditn

dapMaKkoKiHETVKY nperabaniHy OLiHIOBaNM 3a y4yacTHo fiTel 3 eninencieto (BikoBi rpynu: Big 1 go 23 micauis, Big 2 Ao 6 pokis, Big 7 Ao 11 pokis i Big 12 fo 16
POKIB) MpW 3acTocyBaHHI 403 2,5 mMr/kr/goby, 5 mr/kr/ao6y, 10 mr/kr/ao6y Ta 15 mMr/kr/goby y npoueci 4oCnimKeHHS (papMaKoKIHETUKM Ta NepeHOCUMOCTI.

[Micng nepopasibHOro 3aCTocyBaHHsA nperadaniHy AiTAM HaTLLe Yyac AoCATHEHHA Co OYB Y LiINIOMY aHaforiyHUM Y BCiX BIKOBMX rpynax i ctaHoBuB Bif 0,5 rognHu
[0 2 rofiuH nicns npuinomy.

3HayeHHs Cipgc | MNOLLI NiJ KPMBOKO 3a/IeXHOCTI KOHLEHTpaLii Bif yacy (AUC) nperabaniHy 3poctany NiHiHO 3i 36i/bLLUEHHAM 031 B KOXHild BiKOBil rpyni. ¥
AiTert 3 macoto Tina Ao 30 Kr 3HavyeHHst AUC 6ynun Hmxunmm Ha 30 %, Wo 06yMOBMEHO 30iNbLUEHHAM Ha 43 % K/ipeHCY, CKOPMIroBaHOro 3a Macor Tina, y uux
nawieHTiB MOPIBHAHO 3 naujieHTamm 3 Macoto Tina = 30 Kr.

KiHueBuWIA nepiof HaniBBMBEAEHHS NperabaniHy CTaHOBUB Y cepefHbOMY NPUBAN3HO 3—4 roAnMHN Y AiTeid BIKOM [0 6 poKiB Ta 4—6 roguvH — y fiTei BikOM Bif 7 pOKiB.
Y npoueci nonynayinHoro (hapMakoKiHETUMYHOro aHanisy 0yno NMokasaHo, L0 K/ipeHC KpeaTUHiHY OyB 3HAYyLLOK KOBapiaTOl A/t K/ipeHCy MepopasibHOro
nperabaniHy, a maca Tina 6yna 3HaJyLO KOBapiaToOK AN YSBHOro 06’eMy po3nofinly nepopanbHOro nperabdaniHy, i Leid 38°30K 6yB aHaNOriyHUM y AiTen i
[lOPOC/INX NaLiEHTIB.

PapMaKoKIHETUKY nperabaniHy y nauieHTiB BIKOM 0 3 MiCALIB He BUBYaNN (AMB. Po3ginn «dPapmakoimHaMika», «Crnocib 3acTocyBaHHA Ta f03u» Ta «[106i4Hi
peakwii»).

MaLlieHTn NITHLOI O BiKY




KnipeHc nperabaniHy Mae TeHAEHLit0 40 3MEHLUEHHS 3 BiKOM. Take 3MeHLUeHHS K/ipeHcy nperabaniHy npu MOro 3acToCyBaHHI MepopasibHO Y3ro[kyeTbes 3i
3MEHLLEHHAM KNipeHCY KpeaTUHiHY, NoB’A3aHUM 3i 36iNblUeHHAM BiKy. MNauieHTam i3 NOpyLUEHHAMN PYHKLIT HAPOK, MOB’A3aHMMKM 3 BIKOM, MOXe 6yTh noTpibHe
3MeHLLEeHHs fo3u nperabaniHy (AvB. po3gin «Cnocib 3acToCcyBaHHA Ta J03W», Tabnmus 1).

[Mepiof rogyBaHHA rpyaato

dapmakoKiHETUKY nperabaniHy nNpu iMoro 3actocyBaHHi Yy A03i 150 mr KoxHi 12 rognH (go6osa gosa 300 Mr) ouiHtoBann y 10 )XKIHOK, K rofgysanu rpyaato,
LOHaliMeHLLe Yepe3 12 TMXKHIB Micns nosoris. oAyBaHHA rPyAAt0 He BMAMBA/I0O abo Maio He3HauyHWI BM/MB Ha (hapMakOKiHeTMKY nperabaniHy. lMperabaniH
noTpannsBe y rpyaHe MOMOKO, NPW LbOMY MOr0 cepefHi KOHUEHTpaUil B piBHOBaXXHOMY CTaHi CTaHOBWUAM MPU6AM3HO 76 % KOHLUEHTpaUii y naa3Mi KpoBi matepi.
Po3paxoBaHa 1033, Ky OTPUMY€E HEMOBNSA 3 FPYAHUM MOJIOKOM (Npv cepeiHbOMY CMOXMBaHHI Monoka 150 Mn/Kr/goby) Big XiHKK, Sika npuiiMae nperadaniH y Ao3i
300 mr/poby abo y makcumanbHiin fo3si 600 mr/goby, ctaHoeuTb 0,31 abo 0,62 Mr/kr/goby BignosiaHo. Lii po3paxoBaHi 403K CTaHOBAATb NPU6IM3HO 7 % 3aranbHol
A060BOT 1031 MaTepi B nepepaxyBaHHi Ha MiflirpaM Ha Kifiorpam.

KniHIYHI XapaKTepuUcTuKu.

Noka3aHHA.

HeBponaTuyHwuii 6inb

Mpenapat OrpaHis® npusHadyaTh Ans NikyBaHHs HEBPOMATUYHONO 600 Y A0POCAMX MPU YLLKOAKEHHI NeputepuyHoT Ta LieHTpaibHOI HEPBOBOT CUCTEMMN.
Eninencis

MpenapaT OrpaHisa® npusHadyaTy IK A0AaTKOBY Tepanito napLiaibHUX CYA0MHUX Hanais i3 BTOPMHHO reHepanisaLlicto abo 6e3 Takoi y I0pOC/UX.
I"eHepani3oBaHuin TPUBOXKHWIA po3nag

Mpenapat OrpaHis® npusHadyaTh Ans NikyBaHHs reHepanisoBaHoro TPYBOXHOIO Po3faay Y A0POC/UX.

dibpomianris.

MpoTunokasaHHs.
MigBuLLEeHa Yy TAMBICTb A0 4040l pevoBMHM abo [0 6yAb-AKOI 3 JONOMIDKHUX PEeYOBUH MpenapaTy.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOLIN.

Ockinbkun nperabasiiH eKCKPeTYETLCSA MEPEBAXHO Y HE3MIHEHOMY BUI/IAAI 31 Ceyero, 3a3Ha€ He3HayHoOro MetabosnismMy B opraHisMi foAavHU (MeHwe 2 % [o3un
BUAINAETLCS 3i ceyeto y BUMNSAAI MeTaboniTiB), He iHFiBYeE in vitro MeTaboni3M iHLIMX NpenapaTiB i He 3B’A3YETbCA 3 GinKamu M1asMu KpPoBi, TO ManoiMOBIPHO, LLIO
nperabasiiH MOXe CNPUYNHATY PapMaKoKiHETUYHY B3aEMOZit0 abo 6yTr 06°€KTOM TaKoT B3aEMOSIl.

Jocnifi>XeHHs in vivo Ta nonyasuinHuin papMakoKiHE TUYHWIA aHani3

Y [OCHIMKEHHAX iN VIVO He CnocTepirann 3HayyLwoi KNiHIYHOT (hapMaKOKIHETUYHOI B3aEMOAIT MiDK nperabaniHOM i eHiTOTHOM, Kap6amaserniHoM, Ba/lbMPOEBOIO
KUCNOTOK, NaMOTPUIPKUHOM, rabaneHTUHOM, /opasenamomM, OKCMKOAOHOM abo eTaHo/soM. MonynsauiiHnie apMakoKiHETUYHWIA aHani3 NoKasas, Lo nepopasibHi
npoTuaiabeTnyHiI 3acobu, AiypeTuKn, iIHCyNiH, peHobap6iTan, TiarabiH Ta Tonipamar He Mat0Tb KNIHIYHO 3HAYYLLLOrO BN/IMBY Ha K/ipeHc nperabaniHy.

[MNepopanbHi KOHTpaLenTuBKN, HOPE TUCTEPOH Ta/abo eTUHINeCcTpaaion

OfHOYacHe 3aCTOCyBaHHA MperabaniHy 3 nNepopasibHAUMU KOHTpaLenTMBamun, HOPETUCTEPOHOM Ta/abo eTWHINeCTpagionoM He BMAMBaE Ha (apMakKOKIHETUKY
PIBHOB&XXHOIO CTaHY >KO4HOT0 3 MpenapaTis.

JlikapcbKi 3aC00M, LLIO BNAMBaKOTh Ha LIHC




MperabaniH MOXxe NOCUANTK Ait0 eTaHO/y Ta fiopasenamy. Y npoueci KOHTPObOBAHUX KNIHIYHUX LOC/ifKeHb OAHOYaCHe BBEAEHHS 6araTopasoBMX nepopasibHUX
[03 nperabasiiHy 3 OKCMKOLOHOM, /lopa3enaMomM abo eTaHO/I0M He MPU3BOAWMO0 L0 KNIHIYHO 3HAYYLLOro Br/MBY Ha (DYHKLIKO AuxaHHA. [icns Buxogy npenapaty Ha
PUHOK MOBIAOM/IANOCA MPO BUHWKHEHHS AMXanbHOT HeAOCTaTHOCTI, KOMW Ta neTabHi BMNaAKW Yy NauieHTiB, fKi npuidmany nperabaniH pasoM 3 iHLWMMU
NiKapcbK1MM 3acobamu, Lo NpuUrHivytoTb GyHKuito LIHC, 30kpema y nauieHTiB, SKi 3N10BXMBaIN TaKUMK NikapcbKnmun 3acobamu. MperabaniH, NMOBIPHO, MOCWIIIOE
MOPYLUEHHS KOTHITUBHUX T& OCHOBHUX PYXOBUX PYHKLiM, CNPUYMHEHNX 3aCTOCYBAHHAM OKCUKOAOHY.

B3aemogais y nawieHTiB NiTHbOrO BikKy

CneujianbHi focnigpKeHHA apMakogMHaMiYHOT B3aEMOZIT 3 y4acTio A06pOBO/bLIB NITHLOrO BiKy He nposoaunuca. LocnifkeHHs B3aeMOZIT NMPOBOAUNNCA NLe Y
[0POC/NX.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

MawieH TN 3 LYKPOBUM [liabe TOM

MauieHTV 3 LYKpPOBUM AiabeTom, Maca Tifia AKMX 36inbLumnnacs nif yac 3acTocyBaHHsA nperadaniHy, MOXyTb NOTPedyBaTh KOPeKLii 403U FiMorfikeMiYHUX NiKapCbKUX
3acobi..

Peakuii rinepyyT/MBOCTI

MoBifoMNAN0CS NPO PO3BUTOK pPeakLiil rinepyyTMBOCTI, 30KpPeMa aHriOHEBPOTMYHOIO HabpsAKy. 3a HasABHOCTI TaKMX CMMMNTOMIB aHIiOHEBPOTMYHOIO HabpsKy, SK
HabpsK 0611y, nepiopasbHUIN HABPSK a60 HABPSAK BEPXHIX AUXaNbHUX LWIASAXIB, CNif HEranHO NPUNUHUTIL 3aCTOCYBaHHA nperadaniHy.

3anamopoyYeHHs, COHNMBICTb, BTpaTa CBIAOMOCTI, CNAYTaHICTh CBIAOMOCTI Ta MopYLUEHHS NCUXIKM

3acTocyBaHHsA nperadaniHy CynpoBOLKYBa/I0CS MOABOKO 3arnaMOPOYeHHs Ta COH/IMBOCTI, WO MOXe CMPUYUHUTA BUHUKHEHHS TPaBMaTUYHUX BUNaAKiB (MagiHb) y
nauieHTiB NiTHLOro BiKy. 3agikcoBaHO BTpaTy CBIAOMOCTI, CM/yTaHICTb CBIAOMOCTI, a TaKOX MOPYLUeHHS MNCUXikW. TOMy nauieHTaMm cnig nopagutun 6yTu
06epeXkHNMK, JOKM TM He CTaHe BiZJOMO NpO BB /iKapCbKOro 3acoby.

Po3naav 3opy

[MpO HeYITKICTb 30pYy YacTille NoBiLOM/ANM NaLiEHTH, AKI 3aCTOCOBYBa/IM nperadasiH, NOPIBHAHO 3 nauieHTamn, SKi OTpUMyBan nnaue6o. Y 6ibWOCTi BUNaaKiB
Lie ABYLLLE 3HMKa/IO NpY NOCTINHOMY 3aCTOCYBaHHI Npenapaty. YacToTa NoripLleHHs rocTpoTy 30py Ta 3MiH Nons 30py 6yna BULLOK Y NauieHTIB, AKi 3aCTOCOBYBa/IN
nperabaniH, NOPIBHAHO 3 MauieHTaMK i3 rpyny nnauebo; 4acToTa BMHUKHEHHSA 3MiH OYHOro AHa 6yna BULLOK Y NalieHTIB i3 rpynu nnauebo (AvB. posgin
«®DapmaKkosoriyHi BacTMBOCTI. PapMaKoAHaMIKa»).

Mosigomnanocs Npo nob6ivHi peakuii 3 60Ky OpraHiB 30py, 30KpemMa Npo BTpaTy 30pY, HEYiTKICTb 30py abo iHWI 3MiHM rocTpoTK 30py, 6arato 3 AKUX Oynu
TUMYacoBUMU. MNPUNNHEHHS 3aCTOCYBaHHSA NperabasiHy MOXe NPn3BecTU 40 3HUKHEHHS ab0 3MEHLLEHHS X CUMMNTOMIB 3 OOKY OpraHiB 30py.

HupkoBa HeJOCTATHICTb

MoBigomnanocs Npo BUNaAKY HUPKOBOT HeJOCTAaTHOCTI. IHOAI Lelt edheKT B6yB 060POTHUM NICNSA MPUMUHEHHSA 3aCTOCYBaHHA NperadaniHy.

BigMmiHa cynyTHiX NpoTueninenTUYHUX NiKapCbKux 3acobiB

[aHyX WoJo BiAMIHM CYynyTHIX MPOTMENINENTUYHUX NiKapCbKMX 3ac06iB MiCNsA [OCATHEHHS KOHTPO/O Haf CydoMamu B pesynbTaTi [ofaBaHHA A0 NiKyBaHHS
nperabaniHy HeOCTaTHbLO, 06 NepenTy Ao MoHOTEepanii NperadaniHoM.

CvMnTOMM BiAMIHM

Y [OesiknxX nauieHTiB cnocTepiraimca CUMNTOMU BigMIHWM MiCNs NPUNUHEHHS KOPOTKO- abo [0BroCTPOKOBOrO NiKyBaHHS nperabaniHoM. NoBigomnsnoca npo Taki
ABMLLA: 6E3COHHS, FON0BHWIA Biflb, HYA0Ta, TPUBOXHICTb, Aiapes, rpunonogibHMUin CMHAPOM, HEPBO3HICTb, Aenpecis, 6inb, CyaoMU, Fineprigpos i 3anamopoyeHHs, AKi
BKa3ytTb Ha (Di3NYHY 3a/1eXHICTb. LIto iHpopmaLito ciig noBiAOMUTY NaLieHTy Nepes noYaTKoM NiKyBaHHS.

Cypomu, 30KkpemMa eninenTUYHUIA cTaTyc Ta BeNMKi CyfOMHI Hanagu, MOXYTb BUHWKATK Mif vac NlikyBaHHS nperabasiHoM abo HeBAOB3i NICAS NPUMNUHEHHS MO0
3aCTOCYBaHHS.




CTOCOBHO NPUNUHEHHS LOBrOCTPOKOBOrO /liKyBaHHA nperabaniHOM faHi BKa3ytoTb Ha Te, L0 YaCcTOTa BUHUKHEHHS Ta CTYMiHb TAXXKOCTI CUMMNTOMIB BiAMIHW MOXYTb
3as1exaru Bij fo3u.

3acTiiiHa cepLeBa HeJoCTaTHICTb

MoBigoMnsnocs Mpo 3acTiiHy cepueBy HEAOCTATHICTb Y AedKMX NauieHTiB, fAKi npuiimanu nperabaniH. Taka peakuis 34e6inbLIOro cnocTepiranaca nig vac
NiKyBaHHS nperabasiHoM HEBPONATUYHOI0 60/ Y NauieHTIB NiITHLOrO BiKY 3i CEPLEBO-CYAMHHUMM NOPYLLEHHAMK. Cnif 3 06epeXXHICTHO 3aCTOCOBYBaTV NperadasiiH
TaknM nauieHTam. MNpv NPpUNMHeHHI 3aCTOCYBaHHSA MperadaniHy Le ABULLE MOXKe 3HUKHYTW.

J1ikyBaHHS HeBpONaTWYHOTO 60/H0 LLEHTPa/IbHOr0 MNOXOAXKEHHSA BHACMILAOK YLUIKOAXKEHHSA CMIMHHOTO MO3KY

Mg yac nikyBaHHS HEBPONATUYHOIO GOJIKO LEHTPa/IbHOIO MOXOYKEHHS BHAC/IAOK YLLKOIKEHHS CMMHHOIO MO3KY YacTOTa BUHWKHEHHS NOGIYHUX peakLiin 3arasiom,
nobiuHmx peakuiin 3 60Ky LIHC, 0co611Bo COHNMBOCTI, Byna NigBuLLeHO. Lie Moxe 6yTIn NOB’S3aHO 3 aAUTUBHOO Ai€t0 CYyMNyTHIX NiKapcbKUX 3aco6iB (Hanpvknag,
aHTUCNacTUYHMX NpenapaTiB), AKi HeOOXiAHI ANa NiKyBaHHA LbOro cTaHy. LIto 06CcTaBuHY cnig B3ATU 40 yBaru npu npusHaveHHi nperadaniHy Takum nadieHTam.
CyiumgansHe MUCNEHHA Ta NoBeAiHKa

MoBigoMAAN0CA NPO BUMNAAKM CYIUMAANIbHOTO MUCNEHHS Ta MOBEAIHKW Y MauieHTIB, AKi OTPUMYBa/IM NiKyBaHHSA MPOTUENiNEeNTUYHUMYK NpenapataMun 3 NpuBoay
MeBHUX MoKasaHb. MeTaaHani3 paHAOMI30BaHWNX, NNaue60-KOHTPOIbOBaHMX AOCIMKEeHb NMPOTUENINENTUYHMUX NpenapaTiB TakKoX MokasaB He3HayHe NiABULLEHHS
PU3NKY MOSBU CYILUMAANBHOrO MUCMEHHA Ta NOBeAiHKWA. MexaHi3M BUHWKHEHHS LbOro pu3MKy HeBiJOMWIA, a AOCTYMHI [aHi He BUK/OYalOTb MOX/IMBOCTI MOro
iICHYBaHHS Yy pas3i 3aCTOCyBaHHA nperabdaniHy.

Tomy Heo6XiHO peTesibHO CrocTepiraTk 3a nayieHTamMu WoAo NosBM 03HAK CYILUMAAIBHONO MUC/EHHS | NOBEAIHKM Ta NpU3HaYvaTy BiAMNOBIAHe NiKyBaHHSA Yy pasi ix
BUHUKHEHHS. MauieHTn (Ta ocobwu, Wo AOrNsgarTh 38 HUMK) NOBUHHI 3BEPHYTUCA 3a MEAUYHOK LOMOMOrOK Y pasi MosBM 03HaK CYTUMAAIbHOrO MUC/EHHA abo
NoBeLiHKN.

[opyLUEHHST (PYHKLIT HUXKHIX BigAiNiB LLIYHKOBO-KULLUKOBOIO TPaKTy

MoBigoMnanocs Mpo fBWLLA, NMOB’A3aHI 3 MOPYLUEHHAM (YHKLIT HWKHIX BIAAINIB LUTYHKOBO-KULLKOBOrO TPakTy (HENPOXiAHICTb KULLEeYHWKa, napaiiTMyHa
HENPOXIAHICTb KULIEYHWNKA, 3arMop) BHACNIAOK NpuiioMy nperabaniHy pas3oM i3 /ikapCbKMMK 3ac06amMu, L0 MOXYTb BUK/IMKATK 3aropu, Hanpuknag 3 onioigHumu
aHasiretmkamu. MNpy KOMGiHOBaHOMY 3aCTOCYBaHHI nperabasiHy Ta onioif4iB CAif BXUTY 3aX0/4iB 418 NPOgiNakTUKK 3anopis (0C06/1MBO Y MaLieHTIB NITHLOrO BiKy Ta
XKIHOK).

OfHoYacHe 3aCTOCYBaHHS 3 onioigamu

PeKOMeHAYETLCA 3 06ePEXHICTIO NpU3HaYaTn nperabaniH 04HOYaCcHO 3 onioigaMun Yepes pu3nk npurHiveHHa LIHC (auB. po3ain «B3aemogisi 3 HWMMK NiKapCbKUMN
3acobamu Ta iHLWI BUAW B3aEMOLIN»). Y AOCNIIKEHHI «BUMAA0K-KOHTPOMb» NalieHTH, AKi NpuinMann nperadaniH of4HOYacHO 3 onioigamu, Mann NiABULLEHWIA PUNK
CMepTi, MOB’A3aHOI 3 onioigamun, MOPIBHAHO i3 BXMBaHHAM TifIbKW OMioifiB (CKopuroBaHe cnieBBifgHOWEHHA wWaHciB [aOR], 1,68 [95% Al, 1,19-2,36 ]). Lien
NiABULLEHMIA PU3MK CNOCTepiraBcs Npu HM3bKNX Ao3ax nperabaniny (< 300 mr, aOR 1,52 [95% /I, 1,04- 2,22]), TakoX cnocTepiranacs TeHAEHUiA A0 36iNbLUeHHS
PU3NKY NPU BUCOKMX Ao3ax nperadaniHy (> 300 mr, aOR 2,51 [95 % A 1,24- 5,06]).

HenpaswibHe 3aCTOCYBaHHS, 3N0BXKMBAHHSA ab0 3a/1eXKHICTb

PeecTpyBa/iucs BUNAAKN HEMpaBU/IbHOMO 3aCTOCYBaHHSA, 3/10BXMBaHHA Ta 3a/1eXHOCTI. Cnif 3 00epeXHICTIO npu3HavaTu npenapar nawuieHTaM 3i 3/10BXMBaHHAM
PI3HUMW pevyoBMHAMK B aHaMHe3i. HeoOxifHO cnoctepiratv 3a nauieHTamy LWOLO BUHUKHEHHS CUMMTOMIB HEMPaBWIbHOIO 3aCTOCYBaHHS, 3/10BXMBAHHSA abo
3a/1eXXHOCTI Big nperabaniHy (NoBigomasnoca nNpo BMNagKW PO3BUTKY 3BMKAHHSA, MEPEBULLEHHA MPU3HAYeHO! [03M; MOBEAIHKM, CrpSMOBaHOI Ha OTPUMaHHS
npenaparty).

EHuedanonaTis
Bunagkun eHueanonartii BUHMKa/IN NepeBaXKHO Y NauieHTIB 3i CynyTHIMM 3aXBOPHOBaHHAMMU, LLLO MOXYTb BUK/INKATK eHLehanonarito.




JOMNoMi>KHI Pe4OBMHM

Mpenapat OrpaHis® MicTUTb NakTo3n MOHOrigpaT. AKLL0 Y Bac BCTaHOBNEHO HEMEPEHOCUMICTb ABSKUX LIYKPIB, MPOKOHCYNLTYIATECS 3 NiKapeM, NepLU HidXX npuiiMaTy
Liein nikapcbKWiA 3acio.

Nikapcbkuii 3aci6 y go3yBaHHI 150 Mr Ta 300 Mr MicTUTb a30py6iH Ta kapMoi3uH (E 122), Lo MOXXe CIIPUYNHATI anepriyHi peakuii.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyagato.

YKiHKM penpoayKTUBHOTO BiKY

OCKiNbKN MNOTEHUIMHWUIA PU3NK ANA NOLUHM HEBILOMUIA, XXiHKaM pernpoAyKTUBHOIO BiKY CNifJ, BUKOPUCTOBYBATV e(DEKTUBHI 3aC06M KOHTpaLenyii.

BariTHicTb

Hemae [OCTOBIpHMX AaHWX LLOAO 3aCTOCYBaHHS nperabasiHy BariTHAM.

JocnimpKeHHs Ha TBapuHaXxX CBIAYMAN NPO PENPOAYKTUBHY TOKCUYHICTb. MOTEHLIRHWIA pU3VK AN NHOAUHN HEBIAOMMWIA.

Mpenapat OrpaHis® He cnif 3acTocoBYBaTU Y Nepiog BariTHOCTI, 33 BUHATKOM OKPEMUX BUMNAAKIB, KON KOPUCTb ANs BariTHOT IBHO MEPEBULLYE MOXIMBUIA PU3NK
4S9 nnoja.

[Mepiof rogyBaHHA rpyaato

HeBenwuka KinbKicTb nperabaniHy 6yna BusiBieHa y MooLi XIiHOK, fKi rogytoTb rpyaaro. Cnig noBigoMmTN XKIHKaM, SKi roAyroTh FPYAAL0, WO rofyBaHHS rpyaaro He
PEKOMEH/YETLCA Nif Yac 3aCTOCYBaHHA nperadaniHy.

PenpoayKTBHa PYHKLLIS

HeMae KniHiYHMX BifJOMOCTEN LLIOAO0 BMNAMBY NperabaniHy Ha penpoayKTUBHY (YHKLLiKO XKIHOK.

[Mig Yac KNiHIYHOro AOCNILKEeHHS BNAMBY NperadasiHy Ha Pyx/IuBICTb CepMaTo30ijis 340Pp0oBi 406POBO/bLI HYOM0BIYOT CTaTi OTpMMYBann 403y nperabaniHy 600 mr
Ha fo6y. Micnsa 3-MicAYHOro NiKyBaHHS YXO4HOI 0 B/IMBY Ha PYX/IMBICTb CNEPMaTo30i/iB He BUAB/IEHO.

JocnifykeHHA (hepTUILHOCTI NPOLEMOHCTPYBa/IO HafABHICTb HEraTUBHOIO BM/IMBY Ha PENPOLYKTUBHY (DYHKLIKO CaMOK LLYypIB Ta HasBHICTb HEraTUBHOMO BM/IMBY Ha
PENPOAYKTUBHY (DYHKL,IIO Ta PO3BUTOK camLiB LLypiB. KniHiYHa 3HaYyLiCTb LMX pe3y nibTaTiB HeBigoMa.

30aTHICTb BNAMBATM Ha LWBMAKICTb peaku il Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMU MexaHi3Mmamu.

Mpenapat OrpaHis® Moxe MaTh He3HauHMiA a6o NOMIPHKIA BNNB Ha 3AaTHICTb KepyBaTW TPAHCTIOPTHUMM 3aC06aMM Ta NPaLOBaTX 3 IHLLMMU MeXaHiaMaMi. TaKoX
npenapar MoXe BUK/INKATU 3anaMOpPOYeHHst | COHNMBICTb, WO MOXE BMAMBATU Ha 3[aTHICTb KepyBaTy TPaHCMOPTHWMW 3acobamMy i npauloBaTv 3 iHLIMMK
mMexaHizMamu. TOMy nauieHTam Cnif pPekoMeHAyBaTV YTPUMYBaTUCA Bif, KepyBaHHSA TPAHCMOPTHUMMK 3acobamu, poboTW 3i CKMAAHOK TEXHIKOH Ta Bif, IHLOT
NOTeHLiMHO Hebe3neyHoT AiSNbHOCTI 40T, AOKM He CTaHe BifJOMO, Y/ Lieil NiKapCbKNiA 3acib BMNBAE Ha IXHIO 3[aTHICTb 0 TaKoT Ais/IbHOCTI.

Cniocib 3acTocyBaHHA Ta [03Mu.

Cnocib 3acTocyBaHHS

MpenapaT OrpaHisa® MoXXHa NPUIAMATI HE3ANEXKHO Bif] BXXMBAHHS TXi.

Mpenapat OrpaHis® nprsHaveHnii BUKKOUYHO ANS NepopaibHOr0 3aCTOCYBAHHS.

[lo3n

[iana3oH f03 MoXe 3MmiHtoBaTUCA y Mexax 150-600 mr Ha go6y. o60BYy 403y pO34innTK Ha 2 abo 3 NPUIAOMMN.

HeBponaTu4Huii 6isb

NikyBaHHA nperabaniHoM MOKHa po3noyaTti 3 o3n 150 mr Ha 406y, po3aineHoT Ha 2 NpuiioMK. 3anexHOo Bif eheKTUBHOCTI Ta NePeHOCMMOCTI Npenapary OKpeMmM
nawieHTaMm o3y MoXHa 36inswmnTi 4o 300 Mr Ha fo6Yy nicns iHTepBany Bif 3 A0 7 AHIB, a 3a NOTPebn — 10 MaKcMMasibHOT A03n 600 Mr Ha 006y nicns 40AaTKOBOrO 7-




[eHHOr O iHTepBay.

Eninencis

NikyBaHHA nperabasiHOM MOXHa po3noyatn 3 fo3n 150 Mr Ha [o6y, po3fisieHol Ha 2 npuiomn. 3aNeXHO Bif e(heKTUBHOCTI Ta NepeHOCUMOCTI npenapaty B
OKpPEeMOro nauieHTa [03y MOXHa 36inbwmntin go 300 mMr Ha Ao0y nicnsa nepwioro TWhKHA npuitiomy. Lle uyepe3 OAMH TWKAEHb 403y MOXKHa 36inblUMTK [0
MaKcuMasibHOT — 600 Mr Ha A06y.

"eHepanizoBaHWn TPVUBOXKHWUIA po3nas

[03a, Ky po3ainaoTs Ha 2 abo 3 NpuiioMK, MOXe 3MiHtoBaTUcA y mMexax 150-600 mr Ha go6y. MepiognyHo cnif nepeouiHoBaTh HEOOXIAHICTb NPOAOBXKEHHS
NiKYBaHHS.

JlikyBaHHA nperabaniHOM MOXHa po3noyaty 3 fo3n 150 Mr Ha [00y. 3aneXXHO Bif ePeKTMBHOCTI Ta NepeHOCUMOCTI npenapaTty OKpemMyrM nauieHTam 403y MOXHa
36inbwnTK go 300 Mr Ha fo6Y Nicns NepLIoro TUXKHA npuitomMy. Micns wWwe ogHOro TMXXHA NPUIAOMY 403y MOXHa 36inbwnTi Ao 450 Mr Ha aoby. Llle yepe3 oanH
TWXKAEHb [,03Y MOXKHa 36iNbLUNTK [0 MaKcUMasbHOT — 600 Mr Ha 06y .

[MpUNUHEeHHS NiKyBaHHA nperabaniHom

BignoBigHO 40 Cy4acHOT KNiHIYHOT NPaKTUKK, NPUNUHATA NiKyBaHHA nperabasiHoM peKOMeHAYETbCA NOCTYNOBO, NPOTArOM LLOHaMEHLLE O4HOI0 TUXHS He3a1eXKHO
Bif NMoKa3saHb (41B. po3ainn «Oco6MBOCTI 3aCTOCYBaHHA» Ta «106IYHI peakLii»).

MayuieH TV 3 HUPKOBOK HEJOCTATHICTIO

MperabaniH BMBOAMTLCA 3i CUCTEMHOIO KPOBOOOIry y He3aMiHEHOMY BUINsAAI NEPEBAXKHO 3a PaxyHOK eKcKpeuil HUpkamu. OCKifbKK KnipeHC nperabaniHy npsiMo
NPONOPUIAHNIA  KNipeHCY KpeaTuHiHY (AuB. po3ain «®dPapMakoKiHETUKa»), 3MEeHLUEHHS 403M NauieHTam i3 MOPYLUEHHAMU (YHKUIT HUPOK CAig MNpoBOAUTM
iHAMBIAYaNIbHO, SIK 3a3Ha4eHO B Tabnuui 1, BiANOBIAHO 40 KnipeHcy KpeaTuHiHy (CLcr), BU3Ha4YeHOro 3a (DOpMy/sioko:

MperabaniH e)eKTUBHO BUAANSETLCA 3 MNa3MU KPOBI 3a gonomMoroto remogianiay (50 % npenapaty nNpoTarom 4 roguH). s nauieHTiB Ha remogianisi 4060By 03y
nperabaniHy cnig nigébupat BIigNOBIAHO A0 (yHKUIT HUpoK. Kpim [060BOT 03K, ofpasy Micnsa KOXHOI 4-roAvHHOT Npouesypn remopgianisy HeoOxigHO
3aCTOCOBYBAaTU JOAATKOBY f,03Yy npenapaty (4vs. Tabnuuio 1).

Tabnuus 1
Kopekuia go3v nperabaniHy BignoBiAHO A0 (hYHKLIT HUPOK
KnipeHc kpeaTuHiHy (CL,), Mni/xB 3aranbHa fo6oBa fo3a npera6aniHy * PEXIM 103YBaHHS
MouaTtkoBa fo3a (Mr/goby) MakcumarnbHa fo3a (Mr/go6y)

> 60 150 600 2-3 pasu Ha o6y

>30-<60 75 300 2-3 pasu Ha o6y

>15-<30 25-50 150 1-2 pasu Ha o6y

<15 25 75 1 pa3 Ha foby

[oaatkosa fjo3a nicnsa remogianisy (Mr)

| 25 | 100 | OfHopasoBo

* 3aranbHy 4o60BY f03y (Mr/go6y) cnif po3ainnMTi Ha KinbKicTb NPMIAOMIB BiANOBIAHO [0 PEXUMY [03YyBaHHS, W06 OTpUMaT Mr/ao3y.

Pibpomiaris
3a3Buyali fo3a npenapaty A5 6inbLOCTi nayieHTiB ctaHoBUTL 300—450 Mr Ha fo6y. Mpuiiom npenapaTy cAig noynMHaTh 3 fo3u 75 Mr 2 pasu Ha goby (150 mr Ha
[06Yy) Ta MOXKHa MigBULLLYBaTW 3a/1eXKHO Bij ePeKTUBHOCTI Ta nepeHocMMocTi Ao 150 mr 2 pasu Ha fo6y (300 Mr Ha o6Yy) NPOTAroM OAHOro TWXKHSA. MauieHTam, ans



AKX fo3yBaHHs 300 Mr Ha 00y HefoCTaTHLO e(ieKTUBHE, A03Y MOXKHA MIABULLMTI A0 225 Mr 2 pa3un Ha foby (450 mr Ha foOy). AKLWO0 HeobXifHO, f03Y MOXHA
NigBULLNTY LLie Yepe3 TWXKAEHb A0 MakcuMaibHOT — 600 Mr Ha fo06y. [JoKasiB TOro, L0 3aCTOCYBaHHS Li€i f03v 6yae MaTu JOAATKOBY NepeBary, HeMae; TakoX Taka
[03a Mana riply nepeHocumicTb. bepyun o yBaru [0303a/1eXHi MOGIYHI peakuii, 3acTocyBaHHsA A03 Bulle 450 Mr Ha [o6y He peKOoMeHAYEeTbCA. OCKifbKu
nperadaniH BUBOAUTLCA FOIOBHUM YNHOM HUPKaMW, C/iJ KOPUryBaTu 03y npenapaTy nauieHTam i3 nopyLeHHAM QyHKLiT HUPOK.

MaujieH TV 3 NeYiHKOBOK HEAOCTATHICTIO

A4 nauieHTIB i3 NeYiHKOBOK HeOCTaTHICTIO HEOOXIAHOCTI B KOPeKLiT 4031 HeMae (AMB. po3ain «PapMakoKiHETUKa).

3acToCcyBaHHA NaLieHTaM NiTHLOro BiKY (BiKOM Bif, 65 pOKiB)

[ns nauieHTiB NiTHLOr O BiKY Yepe3 NOpYLUEHHS PYHKLIT HAPOK MOXKe 6YTK NOTPIOHMM 3MeHLLEHHS 403K nperadaniHy (aue. po3ain «Ocob6aMBOCTI 3aCTOCYBaHHS»).

aiTn.

Be3neka Ta eheKTUBHICTb 3acTOCyBaHHSA npenapaTy OrpaHis® gitam (Bikom Ao 18 pokiB) He 6ynu BCTaHOBAEHI. [loCcTynHa foTenep iHhopMallis HaBeigHa y po3gini
«[MoGiyHI peakLiii», a TaKOX y po3ainax «dapMakoanHaMika» i «PapMaKoKiHETUKa», OfJHaK, CIMPAOUNCh Ha HUX, HEMOX/IMBO HaaTh XXOAHWUX peKoMeHaaLlil oo
[03yBaHHS Uil KaTeropii nawieHTiB.

Nepeno3yBaHHA.

HayacTilmmmn BigmivyeHMMKU NOGIYHUMM peakuisMn y pasi nepefo3yBaHHSA nperadaniHoM 6ynn COHAMBICTb, CNYTaHICTb CBIAOMOCTI, 30YAXEHHS Ta HECMoKIil.
TaKoX HagX04W/IN NOBILOM/EHHS MPO CyA0oMK. 3pifKa NOBIAOM/IANOCA NPO BUNaLKN KOMU.

NikyBaHHA Nepefo3yBaHHs NperabaniHoM nNonsrae y 3arasbHUX NigTPUMYHUMX 3aX04ax Ta 3a NoTpedn MoXKe BKNKYaTV remMogianis.

Mo6iyHi peakuil.

Y KNiHIYHIR nporpami focnifXeHHs nperabaniHy noro otpumann noHag 8900 nauieHTiB, 3 HUX 5600 — yYaCHUKM NOABIAHUX CAINUX Niaue60-KOHTPONbOBaHMX
JOCniMKeHb. HalyacTilummm 3apeecTpoBaHUMM NOGIYHUMU peakLisMu By 3anaMopoYeHHs Ta COHNMBICTb. MobBiYHI peakuii 3a3BMyain 6ynm nerkoro abo NOMipHOro
CTyneHs. B yCixX KOHTPONbOBaHUX AOCMIIKEHHAX MOKa3HMK BiMIHX npenapaTy yepe3 NobiyHi peakuii ctaHoBMB 12 % cepef, NauieHTIB, SKi npuiiMann nperadaniH,
Ta 5% cepef nauieHTiB, AKi oTpuMyBasv nnaue6o. HanyacTilwmMmn NOBGIYHUMM peakuismMu, L0 NPU3BOAMIN SO MPUMNMHEHHA 3aCTOCYBaHHA Mnpenapaty, B rpyni
npera6aniHy 6ynu 3anaMopoyeHHs Ta COHNBICTD.

Mo6iyHI peakuii NoJaHo 3a KnacaMmu Ta YacToTOo: Ay>Ke yacTo (=1/10); vacTo (Big =1/100 o < 1/10); HeuvacTo (Big =1/1000 go <1/100); piako (Big =1/10000 go <1
/1000); ay>ke pigko (<1/10000); yactoTa HeBifoma (HEMOXX/IMBO OLIHATK 3@ HAABHUMW LaHUMK).

Y KOXHIil rpyni 3a 4aCTOTOK BUHUKHEHHS NOGIYHI edieKT NpeACcTaB/eHO B NOPAAKY 3HUXKEHHS CTYMNeHs IXHbOT CEPO3HOCTI.

3a3HayeHi No6IYHI peakLii TaKOXX MOXYTb Oy TV NOB’A3aHi 3 Nepebirom 0OCHOBHOI0 3aXBOPKOBaHHA Ta/abo CynyTHIM 3aCTOCYBaHHAM IHLUNX MIKapCbKUX 3aC00iB.

Mig Yac NikyBaHHA HEBPONATUYHOIO 60/H0 LEHTPa/IbHOrO NOXOKEHHS BHACMILAOK YLLIKOLKEHHS CMIMHHOMO MO3KY YacTOTa BUHWKHEHHS NOGIYHMX peakLiili 3arasiom,
no6ivyHnX peakuii 3 60Ky LIHC Ta 0c0611MBO COHNMBOCTI 6yna NiauLeHor (AMB. po3ain «Oco6/MBOCTI 3aCTOCYBaHHS»).

[JonaTkoBi No6iYHI peakLii, NPo AKi NOBILOM/IANOCA MIC/NA BUXOLY NpenapaTy Ha PUHOK, HaBeAEHI HUXKYE 1 MO3HAYeHi KypCUBOM.

Tabnuud 2
Knac cuctemu opraHis | Mo6iuHi peakyii Ha npenapar
IH(pekuii Ta iHBasii
YacTto | HasoapuHrit
3 60Ky cMcTemm KpoBi Ta nimaTnyHOI cucTemu




HeyvacTo | Helttponenis

3 60Ky iIMyHHOT cMCTeMM

HeyvacTo [inepuyT/mMBICTb

Pigko AHTIOHEBPOTUYHUIA HAOPSAK, anepriyHa peakLis, aHaginakToigHi peakuii

MopyLleHHs 06MiHY peyoBUH, MeTaboniamy

YacTo

MigBuLieHiA aneTuT

HeyvacTo BTpata anetuty, rinornikemis

3 6OKY MCUXiKM

YacTo ENopryHMIN HACTPIN, CNAyTaHICTb CBIAOMOCTI, ApaTIBAMBICTb, 3HVXXEHHS NI0IJ0, Ae30pieHTalis, 6e3COHHS

HevacTo antoumHauii, naHivHi ataku, 30y[KeHHS, HECMOKIN, Aenpecis, NPUrHIYeHWA HacTpiil, NigHEeCeHWn HacTpiN,
arpecisi, 3MiHM HacTpolo, AenepcoHanisauisi, yTpyAHeHWA Ao6ip cniB, NaToNOriYyHi CHOBWUAIHHS, MOCWUMIEHHS
ni6igo, aHoprasmis, anaTis

Pigko Po3rasibMoByBaHHS

3 60Ky HepBOBOT CUCTEMU

[ly>Xe yacTo 3anamopOYeHHs, COH/IMBICTb, FO/IOBHW Biib

Yacto ATaKcisi, NopyLUeHHA KOOpAMHaLT, Tpemop, AM3apTpis, MOripleHHs nam’aTi, MOPYLUEHHA yBaru, napecresil,
cefaTuBHUIA edheKT, NOPYLLUEHHS piBHOBarwu, neTapris, aMmHesis, rinectesis

HeyvacTo BTpaTa CBIZOMOCTI, CUHKOMe, CTynop, MIOK/IOHIA, MCMXOMOTOPHA rinepaKTMBHICTb, ares3is, AWCKIHesis,
NnocTypasibHe 3anamopOYeHHst, IHTEHUINHWMIA TPeMop, HicTarMm, MOPYLUEHHS KOTHITUBHUX (YHKLiA, po3nagu
MOBJIEHHS, rinopedyiekcis, rinepecTesis, BIAYYTTA MeYiHHA, HABKOIOPOTOBA NApeCTesis, MiOK/IOHYC, NOPYLLIEHHSA
MCUXIKW, 3arajibHe He3ay>KaHHs, anaTis

Pinko linokiHe3is, napocmis, Aucrpadisi, 3aneXHiCTb, MaHiakKa/bHi peakLii, MO304YKOBWIA CUHAPOM, CUHAPOM

3ybyacTtoro Koneca, Koma, fAenipii, eHuedanonaris, ekcTpanipamigHuii cuHgpom, cuHapom [iieHa—bappe,
IHTpaKpaHiasibHa rinepTeHsis, MaHiakasibHI peakLiii, napaHoigHI peakLii, po3nagu cHy, rinanresis, CyioMu

3 60Ky opraHis 30py

Yacto HeuiTKiCTb 30py, AUNM0NIA, KOH FOHKTUBIT

HeuacTo [MopyLUeHHs 30pY, HAbPSK 0Yeld, AeeKT Nos 30py, NOTiPLLUEHHS rOCTPOTY 30pY, Biflb B 04ax, acTeHoMis, CyXiCTb
0Yeld, MocueHa cnbo3oTeuda, MOpyLUEHHS akomogauii, 61etapuT, KPOBOBUMB B O4HE A6/1YKO, CBIT/I0YYTANBICTb,
HabpsK CiTKiBKK, (hoTONCiA, BTpaTa NeprteprnyHoro 3opy, nogpasHeHHs o4el

Pigko BTpaTa 30py, KepaTWT, OCUMIONCIA, 3MiHA 30POBOr0 CMPUIAHATTA FAMOMHK, Migpia3, cTpabi3am, SiCKpaBiCTb

30pY, aHI30KOopiA, BUPa3KM POriBKK, eK30(TaslbM, Napasiiy 04HOro M’53a, ipUT, KepaTOKOH KOHKTUBIT, Mi03, HiYHa
cninota, ogtasibMoneris, aTpois 30p0BOro Hepsa, HabPAK AMCKa 30pOBOro HepBa, NT03, YBEIT

3 60Ky opraHis cnyxy Ta BeCTuMOyNsApHOro anapaTty

YacTo

BepTturo

HeuacTo

inepakys3is

3 60Ky cepus




HeyacTo

Taxikapfis, aTpiOBEHTPUKYNspHa 6/0Kada NepLloro CTyneHs, CMHycOoBa Opaavkapfis, 3acTillHa cepuesa
HEeAOCTAaTHICTb

Pigko

CuHycoBa Taxikapgis, CMHycOBa apuTMis, NOLOB>XKeHHS iHTepsany QT

CyauHHi posnagu

HeyacTo

| Mpunnven, rapsyi NPUNANBK, apTepiasibHa rinoTeH3is, apTepiasibHa rinepTeHsis, Bi44YyTTA X004y Y KiHLiBKax

3 60Ky AMXanbHOT CUCTEMMU, OPraHiB rpyAHOT KNiTKW Ta cepefocTiHHA

YacTo dapuHronapuHreanbHUn 6inb
HeuacTto 3aamLuKa, cyXicTb CNM30BOT HOCA, HOCOBA KPOBOTEYa, Kallefb, 3aKNafieHiCTb Hoca, XPOMiHHA, PUHIT
Pigko Habpsk nereHb, CTUCHEHHA Y FOp/i, NapuHrocnasMm, anHoe, atefiektas, 6poHXIONIT, rMkaBka, Pibpo3 nereHis,

Mo3ixaHHA

3 60Ky LL/YHKOBO-KULLIKOBOTO TPaKTY

YacTo

BntoBaHHs, Hya0Ta, CyXiCTb Y POTi, 3aMop, METEOPW3M, FaCTPOEHTEPUT, 34y TTS XMBOTA, Aiapes

HeuacTo acTpoe3odhareanbHa peqitoKCHa XBOpoba, HagMipHe CAMHOBWAINEHHS, OpasibHa rinecTesisi, XOMeumucTuT,
X0neniTias, KoNiT, LWIYHKOBO-KULLIKOBI KPOBOTEUI, Me/leHa, peKTa/ibHa KpoBoTeya
Pigko AcuuWT, naHkpeaTuT, gucdaris, agTo3HUIA CTOMATUT, BUpaska CTPaBOXody, NepiofoHTasIbHI abcuecn, Habpsk

A3NKa

"enaTobiniapHi NOpyLUEeHHA

HeyvacTo MiABULLEHWIA piBeHb MNeYiHKOBMX (epMeHTIB (30iNblUeHHA piBHA anaHiHamiHOTpaHcdepasn (ANNT) Ta
acnapTatamiHoTpaHchepasn (ACT))

Pigko YKoBTAHUUSA

Lyxe pigko MeyiHKOBa HelOCTATHICTb, renaTuT

3 60Ky LUKipK Ta NigLWKIpHOT TKaHUHA

YacTo

MponexHi

HeyvacTo Manynbo3He BWCWMaHHA, TiNeprigpos, anoreuis, CyXiCTb LWIKIpK, eK3ema, TipcyTu3Mm, BMPa3KM LUKIpW,
BE3UKY06YNbO3HUI BUCUN, CBEPOIXK, KPOMMB’SHKa
Pigko XONOAHWIA NiT, eKctoniaTMBHUIA AepMaTUT, NIXEHOIAHWA AepMaTUT, MefaHo3, po3nagn HirTie, neTexiasbHUI

BUCUM, Nyprypa, NYCTYNAPHUIA BUCUM, aTPOGiA LUKIpW, HEKPO3 LUKIpK, LIKIPHI Ta MiAWKIipHI BY31MKW, CUHLPOM
CTiBeHca- [J>KOHCOHa

3 60Ky OMOpPHO-PYX0BOT CUCTEMU Ta CroNYYHOT TKaHWUHM

Yacto Cygomu m’a3iB, apTpainris, 6ib y CnuHi, 6iNb y KiHLiIBKax, cna3Mn M’s3iB LN
HevacTo MocinyBaHHA M’53iB, HABPAK Cyrno6is, Mianria, pUrigHicTb M’A3iB, 6iNb Yy LWNT
Pigko Pabaomionis

3 60Ky Ce4oBUAINBbHOT CUCTEMN

HeyacTo

HeTpumaHHs ceui, Au3sypis, anbbyMiHypis, remaTypis, yTBOPEHHSA KaMeHIB Yy HUPKax, HedpuT

Pigko

HvipkoBa HeOCTaTHICTb, ONIrypis, rocTpa HUPKOBa HeOCTATHICTb, FTOMEPYIOHePUT, NIENOHEDPUT, 3aTPUMKa

CeyoBMMNyCKaHHA




Po3nay penpoAyK TUBHOT CUCTEMI Ta MOMOYHMX 3a103

YacTto EpekTunbHa gncgyHKLif, iIMNoTeHLIN

HeyvacTo 3aTpuMKa eakynsauit, cekcyasbHa ANCRYHKLiS, Neiikopes, MeHoparis, MeTpoparis, AucMeHopest, 6ilb Y MOIOYHNX
3a/103ax

Pigko AMeHopes, BUAINEHHA 3 MOMOYHUX 3103, 30i/IbLUEHHS MOMIOYHUX 33103, LEpBIUMT, 6GanaHit, eniguavmir,
riHeKoMacTis

3ara/ibHi po3najmn Ta peakuii B MiCLii BBeLEeHHA

Yacto [MopyLUeHHs XoaW, BIZUYTTS CN’AHIHHSA, NiABMLLEHA BTOM/IHOBAHICTb, NepUMepuyHi HabpsaKKn, HabPAKKU, HE3BUYHI
BIAUYTTS, NafiHHA

HeyvacTo CKyTICTb Y Ipyfsx, 3araibHa cnabkictb, cripara, 6inb, He3dyXaHHs, 03H00, abcLec, peakuii (POTOUYTMBOCTI,
reHepani3oBaHuii HabPAK, HAbPAK 061MYYs, XKap, 3anaeHHs XKMPOBOT TKAHUHY

Pigko ["paHyNbOMa, YMUCHE 3anofisiHHS LUKOAK, 3a04epeBUHHII (PiBPO3, LLIOK

Jlocnig>KeHHs

YacTo 36i/IbLLIEHHA Macy Tina

HeyvacTo MigBULLEHHS PIBHS KpeaTUHMOCHOKIHa3M Yy KPOBi, 3MEHLUEHHS KifIbKOCTi TPOMOOUMTIB, MNiABWLLIEHHS PiBHSA
I/IIOKO3U Y KPOBI, 3MEHLLEHHSA BMICTY Ka/lito Y KPOBI, 3HVXEHHS Macu Tifa, NiABULLEHHSA PIBHA KPEaTUHIHY Y
KpOBI

Pigko 3MeHLLEHHS PiBHA NIEMKOLUTIB Y KPOBI

Y [Leaknx nauieHTiB CrocTepiraimca CUMNTOMW BiAMIHW MIiCNA MPUMWHEHHS KOPOTKO- abo JOBrOCTPOKOBOrO /iKyBaHHA nperabaniHom. oBigomasnocs npo Taki
ABuLLA: 6e3COHHS, roIOBHUIA 6iNb, HyA0Ta, TPUBOXKHICTD, fiapes, rpunonofioHUin CUHAPOM, CY0MU, HEPBO3HICTb, Aenpecis, 6ifb, rineprigpos i 3anaMopoyeHHs, AKi
BKa3ytTb Ha (DI3NYHY 3a/1eXHICTb. LIt0 iHpopmaLito ciig noBiAOMUTY NaLiEHTY Nepes noYaTKoM NiKyBaHHS.

CTOCOBHO MPUMMHEHHA [OBrOCTPOKOBOrO /iKyBaHHSA nperabaniHOM f[aHi BKasylOTb Ha Te, WO 4acToTa Ta THKKICTb CUMMTOMIB BIAMIHM MOXYTb OyTu
[,0303a/1EXXKHUMMW.

AiTwn. Mpodins 6e3nekn nperabaniHy, BCTAaHOBNEHUIA Y NpoLeci N’ATU LOCNiMKeHb, NPOBELeHMX 3a YUHacTio nefiaTpUYHMX NauieHTiB i3 napLiasibHUMU CyLOMHUMM
Haragamu 3 BTOPUHHOK reHepanisauieto abo 6e3 Hei (12-TvkHeBe AOCNILKEHHS ePeKTUBHOCTI Ta 6e3nekun y nauieHTiB BiKOM Big 4 fo 16 pokis, n=295; 14-neHHe
[OCNIIKeHHS e(hbeKTUBHOCTI Ta 6e3nekn y nawieHTiB BIKOM Bif 1 mMicausa [0 4 pokiB, n=175; foCNiKEHHA PapMakoKIHETUKI Ta MePEHOCUMOCTI npenapary, n=65 Ta
[Ba BIAKPUTUX LOCNIIKEHHS 6e3nekun TpusasicTio 1 pik, n=54 Ta n=431), 6yB nofibHuIA O NPodifto, AKAIN CnocTepirascs B LOCNIMKEHHAX Y AOPOC/INX NALiEHTIB 3
eninencieto. HarnowmpeHiwmmy No6iYHUMK ABULLAMU, WO cnocTepiranncs Yy 12-TMdxHeBOMY AoCNifkeHHI Tepanii nperabasiHom, OynuM COHNMMUBICTb, Mipekcis,
IH(PEKLIT BEPXHIX ANXANIbHUX LWUNAXIB, NiABULLEHHSA aneTUTy, 30i/bLLUEHHS MacK Tifla Ta Ha30(hapuHTIT.

HainowmpeHiwymMmn no6ivyHMMK peakuisMu, Lo cnoctepiraince 'y 14-AeHHOMY AOCNiMKEHHI NiKyBaHHA nperabaniHoOM OYynM COHMMBICTb, TH(EKLIT BepXHiX
AMXanbHUX LWNAXIB Ta Nipekcis (Ave. po3ginv «PapmMakonHamika», «PapmMakoKiHeTVKa» Ta «Cnoci6 3aCTOCyBaHHA Ta J03K»).

MoBifoM/eHHs NPO Mifgo3ptoBaHi NO6IYHI peakyii. MoBigOMMIEHHSA NPO NiA03pHOBaHI NOBGIYHI peakuil nicna peectpauii NiKapcbKoro 3acoby € Baxnusumu. Lie aae
3MOry 3fiicHIoBaTV 6e3rnepepBHUIA MOHITOPUHTI CMiBBIAHOLLEHHA KOPUCTI Ta PU3MKY NPU 3aCTOCYBaHHI NikapcbKoro 3acoby.

TepMiH NpUAATHOCTI. 2 POKMW.
He 3acTocoByBaTui npenapar Micns 3aKiHYeHHs TePMiHY NPUAATHOCTI, 3a3HA4YEHOr0 Ha YMaKoBL,i.

YMmoBu 36epiraHHsA. 36epiratv B opuriHanbHii ynakosLi npy TeMnepartypi He BuLle 25 °C.



36epiratn y HegOCTYNHOMY ANs AiTei MicLi.

YnakoBka. Kancynmno 75 mr: no 7 karcyny 6nictepi; no 2 6nictepn y navu,i.
Kancynm no 150 mr ta 300 mr: no 10 kancyny 6nicTepi; no 3 6nictepn y nayui.

Karteropis Bignycky. 3a peLenTom.
BupobHuK. AT «Dapmak».

Micue3HaxomKeHHSA BUPOOHMKaA Ta oro agpeca mMicus NpoBafPKeHHS AisiNIbHOCTI.
YKpaiHa, 04080, M. Kuis, Byn. Kupuniscbka, 74.



