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Cknao:

diroua pevosura: peradaiy;

1 xancyna mictutb 75 mr, 150 mr abo 300 mr nperabaniny;

OONOMIJICHI ~ peyosunu:  JIAKTO3W  MOHOTLIpAT;  KpOXMallb  KYKYPYI3sSHUWI;,  IIeI0J103a
MIKPOKPHUCTAJIIYHA,; TaIIbK;

CKJaa OOOJIOHKM Kamcyiau 75 Mr: >KenaTuH, 3amiza okcun uepBonuid (E 172), turany miokcun
(E 171);

ckiaa 06010HKH Kancyiau 150 mr: xenatuH, a3opy6in, kapmoizul (E 122), 3amiza okcua 4opHHiA
(E 172), 3amiza oxcun uepBonwuii (E 172), turany miokeun (E 171);

ckiaa obononku karncynu 300 mr: xenatuH, a3opyoiH, kapmoizus (E 122), ingurokapmin (E 132),
tutany giokeun (E 171).

Jlikapcbka dopma. Kancynu.

OcHogHi Qi3uKo-XiMiuHi 61aCMUBOCMI.:

Karcyau 1o 75 Mr: TBepJa JKeJIaTWHOBA Kamcyia, HWIHIPUYHOI (OpMH, KpHUIIEYKa Ta KOPITYC
KaIlCyJIM CBITJIO-POXKEBOI'O KOJbOPY. BMiCT Kamcynu — mopomok BiJ OuIoro a0 Maiixe O110ro
KOJIbOPY;

Karcynau mo 150 Mr: TBepja jkKelaTWHOBA Kallcyja, IMIIHAPUYHOI (POpMH, KpHUIIeUKa Karcyilu —
POXKEBOTO KOJIBOPY, KOPIYC — 01700 KOIhOpy. BMICT Karncynu — mopomiok Bij OLIOro 10 Maixke
61J10T0 KOJIbODY;

karcynu o 300 Mr: TBepAa *eJlaTUHOBA Karcyjia, UWIIHAPUYHOI (GOPMH, KpHILIEUYKa KarCyiaud —
KOPUYHEBO-UEPBOHOI'O KOJIBOPY, KOpIyc — OL10r0 Kosbopy. BmicT kancynu — nopomok Bif 61710ro
JI0 Maiike O1710T0 KOJIbOpYy.

dapmakorepaneBTHYHAa rpyna. [Ipotueninentuuni 3acobu. [HIII TpoTHENUIENTHYHI 3acOOM.
Kog ATX NO3A X16.

Dapmakonoziuni eracmueocmi.

Dapmarxoounamixa.

Jlitoya pedoBHHA MperadaiiH € aHaJloroM raMMa-amiHoMacisiHoi kuciotu ((S)-3-(aminomernn)-5-
METUJITEKCAHOBA KHUCIIOTA).

Mexani3m mii

[Iperabanin 3B’S3Y€ThCS 3 JOMOMIKHOIO CyOONMHHUICIO (02-0-O1I0K) MOTEHIAT3aIeKHUX
KaJIbL[1€BUX KaHAJIIB y LIEHTpaJIbHIA HEPBOBIN CUCTEMI.

KninigyHa eQeKTHUBHICTS i Oe3neka

Hesponamuunuii 6ine

[IperaGainin € epeKTUBHUM IS JIIKYBaHHS J11aOETUYHOT HEBPOMATii, MOCTIePIETUYHOI HEBPAJTIi Ta
VIIKOJDKCHHSI CITMHHOTO MO3KY. EQeKTHBHICTH TpemapaTy NpH IHIIUX BHAAX HEBPOIIATHUYHOTO
00110 HE BUBYAIIH.




[Iperabanin BuB4anu y 10 KOHTPOJbOBAaHUX KIIHIYHHUX TOCIIDKEHHSIX TPUBATICTIO 10 13 THKHIB 13
PSKMMOM J103yBaHHsS INpernapary 2 pasd Ha 100y Ta y JAOCHIIKEHHSIX TPUBAIICTIO 8 THXKHIB 3
pPEKUMOM JTO3YBaHHs TIpenapary 3 pasu Ha 100y. 3aranoM mpodine 0e3neku Ta epeKTUBHICTh IS
pexxumMy 103yBaHHs 2 a0o 3 paszu Ha 100y Oyiu MOAIOHUMHU.

VY nporieci KIIHIYHAX TOCIIKEHb TPUBAIICTIO 10 12 THKHIB, KOJIU IIperadajiiH 3aCTOCOBYBAIU IS
JIKyBaHHS HEBPOMATUYHOTO OOJII0 MpH YIIKOMKEHHI nepudepryHoi Ta LEeHTPaIbHOI HEPBOBOI
cuctemu (IIHC), 3MeHmeHHs O00Jt0 CIIOCTEpirajgocs Icis MEepIIoro THXKHSA Ta 30epiraiocs
IPOTSTOM YChOTO MEPiOAY JIIKYBaHHS.

VY mpoueci KOHTPOJIbOBAHUX KIIHIYHMX JOCTIKEHb 3 BUBYEHHS NEepU(EpUUHOr0o HEBPOIIATUUHOTO
6omro y 35 % marieHTiB, sKi 3acTOCOByBanu mperabdanid, Ta y 18 % mamieHTiB i3 rpynu mianedo
criocrepiraiocs mokpamieHHs Ha 50 % 3a mkanoro omiHkd Oomo. Cepen Mali€eHTIB, y SKUX HE
BHHHUKAJIa COHJIMBICTh, TaKe MOKPAIICHHS crocTepiramocs y 33 % maIlieHTiB, sIKi 3aCTOCOBYBAIH
nperabanid, Tta y 18 % mnaumientiB 13 rpynu rwiane6o. Cepen mMamieHTIB, y SKUX BHHUKAla
COHJIMBICTh, KIJIBKICTh TAlLli€HTIB, SIKi BIANOBUIM Ha JIKyBaHHSA, cTaHoBwia 48 % y rpymi
nperabaininy Ta 16 % y rpyni miane6o.

VY mpomeci KOHTPOJBOBAHMX KIIHIYHMX JOCHIPKEHb 3 BHUBYEHHS HEBPONATHYHOTO OO0
LEHTPAJIBLHOTO MOXOKEHHS y 22 % malieHTiB, sIKi 3aCTOCOBYBaJIU nperadaii, Ta 'y 7 % maiieHTiB
13 rpymnu manebo crnocrepiranocs nokpamieHHs Ha 50 % 3a IIKaIoro OIiHKU 00JTIO.

Eninencia

JlonaTkoBe JIiKyBaHHS

[IperabGanin BUBYAIM IIiJI Yac TPhOX KOHTPOJHOBAHUX KIIHIYHUX JOCHIJDKEHb TPHUBAIICTIO 12
THXKHIB 3 PSKUMOM J03yBaHHs 2 a00 3 pasu Ha 100y. 3aramom npodinas Oe3rneku Ta eheKTHBHICTb
JUIS PEXKUMIB 103yBaHHs 2 Ta 3 pa3u Ha 700y Oynu MOJIOHIMH.

3MEHIICHHS YaCTOTH CYJIOMHHX HAIaiB CIIOCTEPIraiocs Ha MEePIIOMY THXKHI.

Hitu. EQexTuBHICTh Ta O6e3meka 3acToCyBaHHs Mperadalliny K JOMOMIXHOTO 3acO0y MpH emiierncii
Ui gitTed BikoM A0 12 pokiB Ta A MUITKIB He BcTaHoBieHi. [loOiuHi peakiii, Mo
criocTepiraiucs B AOCTIKEHH] 3 BUBUYCHHS (papMaKOKIHETUKU Ta MEPEHOCHUMOCTI, A0 SKOro Oynu
BKJIIOYCHI TMAalli€eHTH BiKOM Bix 3 MicamiB A0 16 pokiB (n=65) i3 mapiiaJbHUMH CYIOMHHMHU
Hanajamu, Oyiu moAiOHI 1o MoOiuyHuX peakiiil y nopocnux. Pesynbratu 12-txkHEBOro miarebo-
KOHTPOJILOBAHOTO JOCTIKEHHS 3a ydacTio 295 miteii BikoMm Bix 4 mo 16 pokiB Ta 14-meHHOrO
1a11e00-KOHTPOJIBOBAHOT O JIOCIIJDKEHHS 3a yyacTio 175 miteit BikoM Bix 1 micsaus 1o momiofue 4
POKIB, METOIO0 AKMX Oyna oIiHKa e(eKTUBHOCTI Ta Oe3neku mperadaiHy sK J0AATKOBOI Tepartii
napuialbHUX CYAOMHHMX HamajiB, Ta BIAKPUTOrO IOCTIKEHHsS Oe3neku TpuBajicTio 1 pik 3a
y4acTio 54 nitei BikoM Bia 3 MicsiiB A0 16 pokiB 3 emijienciero BKa3yrTh Ha Te, IO TaKl MOOIYH1
peakiii, gk mipekcis Ta iH(eKuii BepXHiX AUXaJbHUX IUIAXIB, y JITeH CHOCTEpIraloThes 4acTille,
HDK Yy JIOpOCIHX TalleHTiB 3 enuenciero (auB. po3aum  «®dapmakokinetuka», «Cnocid
3aCTOCYBaHHs Ta 103u» Ta «I[100iuHi peakiiiy).

VY 12-tmxHEeBOMY I1a11€00-KOHTPOJIBLOBAHOMY JOCIIIKEHH] IITAM (BiKOM BiJ 4 pokiB 10 16 pokiB)
npu3Hayanu mnperabamiH mno 2,5 Mr/kr/no0y (Makcumym 150 Mr Ha no0y), mperabaiiH 1o
10 mr/kr/moby (Makcumym 600 mr Ha 100y) abo mmarne6o. I[lpunaiimai 50 % 3MeHIIEHHS
napuialbHUX CYIOMHMX HamajiB, MOPIBHSHO 3 BUXIIHUM piBHeM, crocrtepiranocs y 40,6 %
MAIIEHTIB, K1 OTpUMYBaiu nperadaiid y 1031 10 mr/kr Ha 100y (p=0,0068 nopiBHsHO 3 manedo),
29,1 % mnarieHTiB, fKI OTpUMYBaIU MperadaniH y no3i 2,5 mr/kr/nody (p=0,2600 mopiBHSHO 3
mane6o), Ta 22,6 % Tux, XT0 OTPUMYBaB IJI1a1e0o0.

VY 14-nenHomy mnane60-KOHTPOILOBAHOMY JOCHTIKEHH] AITsM (BiKOM Bif 1 Micsis 10 momioiie 4
POKIB) mpu3Hauanu nperadaiin 7 mr/kr/no0y, nperadanin 14 mr/kr/no6y abo rmianedo. MeaianHa
n000Ba YacToTa Cy/IOM Ha BUXIJTHOMY PiBHI Ta Ha 3aKIIOYHOMY BI3WTI CKJajana BiamoBimHo 4,7 i
3,8 mist mperabaniny B 1031 7 Mr/kr/no0y, 5,4 ta 1,4 nis nperadaniny B 1031 14 mr/kr/mody ta 2,9 1
2,3 nna mnane6o. Ilperabanin y no3i 14 wmr/kr/go0y 3HAa4YHO 3MEHIIYBaB JIorapu(MidHO
MEPETBOPEHY YaCTOTy MapliaibHUX CYJOMHHMX HamaJiB y MOpiBHsAHHI 3 mianedo (p=0,0223);
nperalaiiH y 7031 7 MI/Kr/n10o0y He MpoJIEeMOHCTPYBAB MOKPALIEHHS MOPIBHAHO 3 T1aneoo.
MosHoTepamnis (UIs mamicHTIB 31 NTOWHO A1arHOCTOBAHNUM 3aXBOPIOBAHHSIM )

[IperaGanin BUBYAIM y MPOILECI OAHOTO KOHTPOJIHOBAHOTO KJIIHIYHOTO JOCIIIKEHHS TPUBATICTIO
56 TIXKHIB 13 peXUMOM J103yBaHHS 2 pa3u Ha n00y. [Iperadanin He nocsar OuTbIIOl €()eKTUBHOCTI




MOPIBHSHO 3 JAMOTPUJDKUHOM, 3T1THO 3 OIIIHKOI Yepe3 6 MICSAIIB KiHIIEBOI TOYKH — BIJCYTHICTh
cynomHnx HamafiB. [Iperabamin Ta nTamMOTPUIKWUH OyaM OJHAKOBO O€3MEYHHMMH Ta J00pe
MIEPEHOCUITHCS.

Tenepanizoseanuii mpugodicHutl po3nao

[Iperabanin BUBYABCS y MPOIECI MIECTH KOHTPOJIbOBAHUX JIOCHIKEHb TPUBAIICTIO 4—6 THXKHIB, Y
MPOIIeCi OJTHOTO JOCIIKEHHS TPUBATICTIO 8 THIKHIB 3 YYaCTIO MAIIEHTIB JIITHOTO BiKY Ta OJIHOTO
JIOBIOTPUBAJIOTO JOCIIKEHHSI 3 BUBUYCHHS MPOMUIAKTHKHA PEIUIUBY 13 6-MICSIYHOIO TOJBIHHOIO
ciinoro (hazoro.

[lonermenHs CUMIOTOMIB TEHEPAi30BAHOIO TPHUBOXKHOTO pO3Jaay BIANOBIAHO A0 HIKAIH
I'aminbprona i ouinku TpuBoru (HAM-A) crioctepiranocst Ha IepHIOMY THKHI JTIKYBaHHS.

VY mporneci KOHTPOJIbOBAaHUX KIIIHIYHUX JIOCIIKEeHb (TpUBaicTIO 4—8 TIKHIB) ¥ 52 % malli€HTis,
AKl 3acTOCOBYBaNiM mperabaniH, Ta y 38 % mamieHTiB i3 Tpynu mianebo crocrepiraaocs
MokKpanieHHs: Ha moHaimenme 50 % 3arambHoro mokasHuka HAM-A Big BUXITHOTO PIBHS 10
KIHIICBO1 TOYKH.

[lix yac KOHTPOIBLOBAHUX IOCIIKEHb MPO HEUITKICTh 30py YACTIlIe MOBIJOMIISIIN MAIIEHTH, 5K
3aCTOCOBYBaJIM IperadaiiH, MOPIBHSAHO 3 TAIiEHTAMU, SKi OTpUMYyBaiH Iane6o. Y OiumbmiocTi
BHUIAJKIB II¢ SBUINE 3HUKAIO NpPHU MOCTIHHOMY 3acTocyBaHHI mpemnapary. OdQTaibMoJIOTiUuHE
oOcTtexxeHHs (y TOMY YHCIi IEpeBipka TOCTpOTH 30py, (opmanbpHa mepeBipka MOas 30py Ta
JOCTIPKEHHSI OYHOTO JIHA TIPH PO3LIMPEHii 31HMII1) mpoBoauiocsa y moHan 3600 maiieHTiB mif yac
KOHTPOJIBOBAHUX KIIIHIYHUX JOCHiKeHb. Cepel MUX Malli€HTIiB TOCTPOTA 30pY MOTIpHIMIIACT Y
6,5 % marrieHTiB, SKi 3aCTOCOBYBalu mperadaniH, Ta y 4,8 % maiieHTiB 13 rpynu 1wiane6o. 3MiHu
oJIst 30py BUsiBIieHO y 12,4 % maiieHTiB, sIKi 3aCTOCOBYBaJM IperadaiiH, Ta B 11,7 % marieHTiB i3
rpynu 1iane6o. 3MiHM O4YHOTO JJHA BUABJIEHO Yy 1,7 % mMamieHTiB, sSKi 3aCTOCOBYBAIM IperadaiiH, Ta
y 2,1 % mnartieHTiB i3 rpynu mianeoo.

Diopomiancis

EdextuBHicTh mperabaniny Oyla BCTaHOBJIEHa B OZHOMY 14-TH)KHEBOMY IOJBIHHOMY CIIIIOMY
1a11e00-KOHTPOJILOBAHOMY  MYJbTHIIEHTpoBoMy  gociimkenHi (F1) Tta B omHomy
6-TIKHEBOMY paHAoMi3oBaHOMY nociikeHHi Binminu (F2). Jlo mux mochimkeHb 3amydanucs
MalieHTH 3 JiarHo3oM «(piOpomianris» Ha OCHOBI KpUTEpiiB AMEPUKAHCHKOTO KOJEIKY
peBMaToorii (momupeHuid 61J1b TPOTATOM 3 MiCAIIB B aHAMHE31 Ta O11b, HasiBHMA B 11 4u OibIe 3
18 cmenugiyanx O0MBbOBUX TOYOK). JloCHmiKeHHS MPOAEMOHCTPYBAIM 3HIDKEHHS OON0 3a
Bi3yaJIbHOIO aHAJIOTOBOIO IIKajok0. [loKpamieHHs OJaTKOBO OyJI0 TPOJEMOHCTPOBAHO 3a
3arajibHOIO OIIIHKOIO Malli€eHTa Ta 3a OMUTYBaHHSM 1100 BIUIUBY (iOpomianrii.

Hitu. byno npoBeneHo miane00-KOHTPOJIBOBAHE JOCIHIKEHHS TPUBATICTIO 15 THXKHIB 3a y4acTio
107 niteit Bikom 12—-17 pokiB i3 (¢iOpomianriero, sKI 3aCTOCOBYBAJIM HperadajiH y 1031
75-450 mr Ha n1o0y. 3a pe3ynbTaTaMu OLIHKM NEPBMHHOI KIHIIEBOI TOYKHM €PEKTUBHOCTI (3MiHA
3arajibHOI IHTEHCUBHOCTI 06010 BiJ 6a30BOr0 piBHA 10 THXKHS 15; po3paxoBaHo 3a gornomororo 11-
0anpHOI IIKAJIM OI[IHIOBAaHHS) OYJIO IMPOJEMOHCTPOBAHO YHCEIBHO OUIbIIE MOKPAIIEHHS CTaHy
MAII€HTIB, SIKI 3aCTOCOBYBaJIM IperadalliH, MOPIBHAHO 3 Malll€eHTaMu, sKi NpuiiMany miamnebo, ane
1€ TOKPAILEHHS HE J0CATIIO CTATUCTUYHOI 3HauylocTi. HaltyacTimumu noO1YHUMH peakLisiMU, sIKi
criocTepiraiucs y KIIHIYHMX JOCHIDKEHHSX, Oy/lM 3alaMOpOYeHHs, HyJO0Ta, TOJOBHHM Ollb,
301JIbIIEHHS MacH TiJIa Ta CTOMJIIOBAHICTb. 3arajbHUi Mpodisib 0e3MeKu y MiAIiTKIB OyB MoaA10HUM
710 TaKOT'0 y A0pociuX 13 piGpomiainriero.

Dapmaxokinemuxa.

dapMaKOKiHETHYHI TOKa3HUKH Mperadaiiny y piBHOBaXKHOMY CTaHi OyiM MOMIOHUMH Yy 370pOBUX
NOOpOBOJIBIIIB, MAI[IEHTIB 3 EMUIENCi€l0, SKI 3aCTOCOBYBAJIM MPOTHENMUIENTHYHI Mpernaparu, Ta
MAIIEHTIB 13 XpOHIYHUM OOJIEM.

AGcopoiis

[IperaGaniH MBHUIKO BCMOKTYEThCSA MPU MPUIOMI HATIIE 1 JIocATaE MaKCUMalIbHOI KOHIIEHTpalii y
wia3Mi KpoBi (Cmax) MpoOTsAroM 1 TOIUHM TiCisl OJJHOPA30BOTO Ta 0araTopa3oBOrO 3aCTOCYBAHHS.
Po3paxoBana 6i0A0CTYHHICTh NperabaiiHy HpU MEpopalbHOMY 3aCTOCyBaHHI cTaHOBUTH 90 % i
Oulplle Ta He 3aJeXuTh Bix Ao03u. [licias Oaratopa3oBoro 3acTOCyBaHHS PIBHOBAXHHM CTaH
nocsiraetbest uepe3 24—-48 rogus. IBHUAKICT BCMOKTYBaHHS IperadajiHy 3HIKYEThCS MpU
OJTHOYACHOMY 3aCTOCYBaHHI 3 1KEI0, M0 MPU3BOJUTH JI0 3MeHIIeHHS Cmax TprOm3HO Ha 25-30 % i



MOJIOBXKEHHS Yacy JOCATHEHHS MaKCUMaJbHOI KOHIEHTpAIli (tmax) mpuOIM3HO HA 2,5 FOAMHHU.
OpnHak mpuiiom nperadajiiHy OJHOYACHO 3 DKEI0 He MaB KJIIHIYHO 3HAYYIIOTO BIUIMBY Ha CTYIiHb
1oro abcopOrrii.
Posnonin
JIoKTiHIYHI TOCTIIKEHHS MMOKa3ajy, 110 MperadalliH MPOHUKAE Kpi3b reMaroeHIedaniyauii 6ap’ep
y 1IypiB, MuIeil ta masi. IIperabanin TakoX IPOHHUKA€E KPi3b IUIAIICHTY B IIYPiB 1 BUIUISIETHCS Yy
MOJIOKO IIypiB y Tepion dakTaiii. Y JIOAUHU ySIBHUH 00’€M pO3MOJiay mperadaiiHy Imicis
MEePOPAILHOTO 3aCTOCYBaHHsI CTaHOBHTH mpubOmu3Ho 0,56 n/kr. Ilperabamin He 3B’s3Yy€ThCS 3
OlTKaMU TIJIa3MH KPOBI.
Mertabomizm
VY mropuHu mperabaiiH 3a3Hae HE3HAYyHOTO MeTabomiszmy. Ilicims BBeaeHHS J03M pPajliOaKTHBHO
MigeHoro nperabaniny npubnuzno 98 % pasioakTUBHUX PEUOBHH BUBOJIUTHCS 31 CEUCIO Y BUIJISII
He3MiHEHOTro mperabamiHy. N-MeTUIbOBAaHWUW JAepuUBAT IMperadajiHy — OCHOBHUH METa0OJIT
npemnapary, SKuii Bu3HavaBcs y cedi, — ctanoBuB 0,9 % Bix BBeneHoi go3u. [1ig yac MOKITiHIYHUX
JOCITIJDKEHB pariemizarlii S-eHanTiomepy nperadaininy B R-eHantiomep He BigOyBasocs.
Busenenns
[IperabGanin BUBOAUTBCA 31 CHUCTEMHOTO KPOBOOOITY B HE3MIHEHOMY BHUIJISAI TMEPEBAXHO 3a
paxyHOK ekckpeuii Hupkamu. CepenHiii mepiof HamiBBUBEACHHS MperadajaiHy CTaHOBHTH
6,3 ronunu. IlnazmoBMil Ta HHUPKOBUN KIipeHC mperadaiiHy NOpsSMO MPOMOPIINHI KIipeHcy
KpeaTuHiHy (auB. po3ain «PapmakokiHeTrka. HupkoBa HETOCTATHICTEY).
[NamienTam i3 nopymeHHaMUA QYHKIIT HUPOK a0o MaiieHTaM Ha reMoiali3i HeoO0XiIHO KOpUTYBaTH
no3u npenapary (auB. po3ain «Crnocid 3acTocyBaHHS Ta 031, Ta0us 1).
JIiHIHICTH/HENiHIWHICT
dapmakokiHeTHKa TperadaiHy € JTHIHHOI s BCHOIO PEKOMEHJIOBAHOTO JIialla3oHy JI03.
BapiabenbHicTh (hapMakoKiHETHKHM mperabaigiHy cepea mamieHTiB Hu3bka (Menie 20 %).
dapmakokiHeTHKa 0araTopa3oBHX 103 € TepeadauyBaHOIO Ha OCHOBI JaHWX, OTPUMAHHUX MpU
BBEJICHH1 OJJTHOPA30BOi J03U. TakuM YMHOM, HEMA€E MOTPEOH y MIAHOBOMY KOHTPOJI KOHIIEHTpaii
nperabaiiHy B I1a3Mi KpoBi.
Cratp
Pesynprati KIIIHIYHUX JOCIIIKEHb CBIAYATh MPO BiJCYTHICTH KJIIHIYHO 3HAYYIIOTO BIUIMBY CTaTi
Ha KOHLIEHTpAIlilo NperadajiHy B I1a3Mi KpoBi.
HupkoBa HeloCTaTHICTD
Knipenc mnperabaniny mnpsmMo OpomnopuidHuil kimipeHcy kpeaTuHiHy. KpiMm 1poro, mnperaGaiiH
e(eKTUBHO BUJAIAETHCS 3 MJIa3MU KPOBI 3a JIOIIOMOTOI0 remMojiani3y (micias 4 roquH reMopianizy
KOHIIEHTpallil TNperadaiiHy B IJa3Mi KpoBi 3MeHIIyeTbcs npuOin3Ho Ha 50 %). Ockinbku
BUBEJCHHS HUPKAaMH € OCHOBHUM IIIJSIXOM BHUBEIEHHS NpenapaTy, MNallieHTaMm i3 HHPKOBOIO
HE/IOCTATHICTIO HEOOX1HO 3HM)KYBATH J103y Mpernapary, a micis reMojliani3y NpuiMaTi 101aTKOBY
no3y (muB. po3ain «Crnoci0 3acTocyBaHHs Ta J03U», TaOHIIs 1).
[leyiHKOBa HEJIOCTATHICTh
CremianbHi JOCTITKEHHS (PapMaKOKIHETUKHU 32 Yy4acCTIO TMAIlIEHTIB 13 TIEYIHKOBOIO HEIOCTATHICTIO
He npoBoMINCh. OCKUIBKY MperadajiiH He 3a3Ha€ 3HAYHOTO MeTabo1i3My Ta BUBOAMTHCS 31 CeUero
MEPEBAKHO B HE3MIHEHOMY BMIJIS/Il, MalOMMOBIpHO, 1100 MOpYyHIeHHS (YHKIIi MEYIHKU MOTJIO
3HA4YHO BIUIMBATH HA KOHLEHTpAIIil0 MperadajiHy B mjIa3Mi KpOBi.

ITH
dapmakOKiHETUKY MperadalliHy OL[IHIOBAIM 3a YJacTIO JIiTeH 3 eminernciero (BikoBi rpynu: Bix 1 10
23 wmicsmis, Bix 2 10 6 pokiB, Big 7 g0 11 poxkiB 1 Big 12 g0 16 pokiB) mpu 3acTOCyBaHHI 703
2,5 mr/kr/moby, 5 wmr/kr/moby, 10 wmr/kr/moby ta 15 w™r/kr/mo0y y mporeci IOCHiTKeHHS
(dapMakoKiHETUKM Ta mepeHocumocTi. [licis mepopaabHOro 3aCTOCYBAaHHS MperadaiiHy IiTsSM
HaTie 4yac J0cArHEeHHS Cmax OyB y ILIJIOMY aHAJOTIYHUM Yy BCIX BIKOBHMX IpyIax i CTAaHOBUB BiJ
0,5romman no 2 romamH micis mpuioMmy. 3HaueHHS Cmax 1 IUTONI T KPWUBOIO 3aJICKHOCTI
koH1eHTpauii Bix yacy (AUC) mperabaiiny 3poCTaiy JIiHIHHO 31 30UIBIIEHHSAM /03U B KOXHIN
BiKOBIN Tpymi. Y miteit 3 macoro Tuta a0 30 kr 3HaueHHs AUC Oynu Hmwkunmu Ha 30 %, mo
00yMOBIIeHO 301MbIIEHHAM Ha 43 % KIIpeHCYy, CKOPHUIOBAHOTO 3a MAacol0 Tila, y IMX MAalli€HTIB
MOPIBHSTHO 3 MaIlieHTaM# 3 Macoto Tina > 30 Kr.




KinneBwmii mepio/ HaIiBBUBEICHHS MperadaliHy CTAaHOBHUB y CEPEeIHbOMY NMPUOIH3HO 3—4 TOIUHU Y
JiTel BikoM 110 6 pokiB Ta 4—6 roauH — y AiTel BIKOM Bij 7 POKIB.

VY nporeci nomymsIiiHoro ¢papMakOKiHETHYHOTO aHaIi3y OyJio MOKa3aHo, 0 KIIIPEHC KPEaTuHIHY
OyB 3HAUYIIOI KOBapiaTolw [UIisi KIIPEHCY MepopalibHOrO mperadbaniHy, a Maca Tima Oyia
3HAYYIIOK KOBapiaToOIo IS YSIBHOTO 00’ €My PO3MOILIY IEpOpaIbHOTO Mperadaiiny, 1 mei 3B’ 130K
OyB aHAJIOTIYHUM Y JITEH 1 TOPOCIIUX MAIli€HTIB.

dapMaKOKIHETHKY MperadaliHy y TMaIll€eHTIB BIKOM 110 3 MICSI[IB HE BHUBYAIM (IUB. PO3AUIH
«DapmakoauHamikay, «Crocid 3actocyBaHHs Ta 103u» Ta «[100i4HI peakiriin).

IarieHTH JITHBOTO BIKY

Krnipenc mperabaniHy Mae TEHICHIIO 0 3MEHIICHHS 3 BiKOM. Take 3MEHIIEHHS KIIPEHCY
nperabajgiHy TpW HOTO 3aCTOCYBaHHI TMEPOPAIBHO Y3TOKYEThCS 31 3MEHIICHHSIM KIIPEHCY
KpeaTuHiHy, MOB’sS3aHUM 31 30UIbIIeHHSAM BiKy. llamieHTam i3 mopymieHHSAMHU (YHKII HHPOK,
OB’ I3aHUMU 3 BIKOM, MOKE€ OyTH MOTpiOHE 3MEHIICHHS 103M nperadaniny (amuB. po3ain «Crocio
3aCTOCYBaHHS Ta 03K, TAOIUI 1).

[epiox rogyBaHHs TPYIUTIO

dapmakoKiHETUKY Iperadaiiny mpu Woro 3actocyBanHi y 7031 150 mr xoxHi 12 rogun (no6oBa
no3a 300 mr) ominroBanu y 10 KiHOK, SIKi TOyBajau TPYIII0, MIOHAKMEHIIIE yepe3 12 THXKHIB MiCs
noJioriB. ['oyBaHHS TPyAaI0 HE BIUIMBAIO a00 Mall0 HE3HAYHWU BIUITMB Ha (hapMaKOKIHETHUKY
nperabaniny. [Iperabanin noTparuisiB y rpyJHe MOJIOKO, IPU IIbOMY MOTO cepefHi KOHIIEHTpallii B
PIBHOBR)XHOMY CTaHI CTaHOBWIM TpHOIM3HO 76 % KOHICHTpaIii y Iuia3Mi KpOBI Marepi.
Po3paxoBaHa 103a, sIKy OTPUMYy€ HEMOBJS 3 TPYIHUM MOJIOKOM (IIPH CEPEIHBOMY CIIOKMBaHHI
Moisioka 150 mu/kr/mo0y) Bim KiHKH, ska mpuiimae mperabamia y go3i 300 mr/mobOy abo y
MakcuMaibHii 1031 600 mr/nody, cranoButh 0,31 a6o 0,62 mr/kr/no0y BianosigHo. L{i po3paxoBani
JI03M CTAaHOBJIATH MPHOIM3HO 7 % 3aranbHoi 1000BOI A03M MaTepi B epepaxyBaHHI Ha MUTIrpaM Ha
KiJTorpam.

KuiniyHi xapakTepucTHKH.

Ilokazannusa.

Hesponamuunuii 6inv

[Ipenapar Orpanis® nupusHauatd Ui JIKyBaHHS HEBPONATHYHOTO OOJIO Yy JOPOCIUX IPH
YIIKOJDKEHHI nepu(epuyHoi Ta HEHTPaIbHOI HEPBOBOI CUCTEMH.

Eninencia

[penapar Orpanis® npu3HaYaTH fAK JOJATKOBY TEpAIil0 MapliaJbHUX CYJOMHHX HamagiB i3
BTOPUHHOIO TeHepaizalliero abo 6e3 Takoi y JOPOCIIHX.

['enepanizosanuii mpusodicHutl po3nao

[penapar Orpanis® npu3HayaTd Ui JIKyBaHHS TE€HEPATi30BaHOTO TPUBOXKHOIO pO3JIamy Y
JOpPOCIIHX.

Diopomianais.

Ilpomunokasanuna.
[TinBuIIeHa YyTAUBICTH 0 A1I0UO0T peYOBHUHHU 200 110 OYIb-SAKOi 3 TOMOMIKHUX PEYOBHH perapary.

B3aecmooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMO0Ill.

Ockinbku mperadaiiH eKCKPETYeThCsl MEPEeBAXHO y HE3MIHEHOMY BHUIJISAL 31 CedYero, 3a3Hae
HE3HayHOro MeTaboIi3My B OopraHi3mi JroAuHH (MeHiIe 2 % 1031 BUAUISETHCS 31 CEYEI0 Y BUIJISAL
MeTaboIiTiB), He iHriOye IN Vitro merabomni3M iHIIMX MpenapariB i He 3B’A3YEThCS 3 OUIKaMH
I1a3MU  KpPOBi, TO MaJOMMOBIPHO, IO TmperadagiH MOXe CIPUYUHIATH (PapMaKOKIHETUUHY
B3a€MO/Ii10 200 OyTH 00’€KTOM TaKoi B3a€MOIi.

Hocnidoicenns in vivo ma nonyiayivnuti papmakoKinemuyHul ananiz

VY pocnimkeHHsX IN VIVO He CHOCTepiraiy 3Ha4ymoi KIiHIYHOI ()apMaKOKIHETUYHOI B3aEMOIIT MiX
nperabamiHoM 1 ¢eHITOIHOM, KapOaMa3emiHOM, BaJbIIPOEBOIO KHCIOTOIO, JAMOTPUKHHOM,
ra0aneHTHHOM, JIOpa3ernaMoM, OKCUKOZOHOM abo eraHosnoM. [lonmymsuidnuii papMakoKiHETUYHHUN
aHaJli3 MOKa3aB, 110 MepopaibHI MPOTHAIA0ETHYHI 3ac00M, I1ypeTHKH, 1HCYIiH, (peHobapOiTai,
TiarabiH Ta Tomipamar He MaloTh KJIIHIYHO 3HAUYILOTO BIUIUBY Ha KIIIPEHC Iperadainy.




Ilepopanvhi koHmpayenmusu, Hopemucmepor ma/abo emuHiiecmpagion

OpHOYacHe 3acTOCYBAaHHS TMperadaliHy 3 TEpOpaTbHUMHU KOHTPAIENTHBAMH, HOPETHUCTEPOHOM
Ta/ab0 ETUHIJIECTPAIONOM HE BIUIMBAE HAa (PapMAKOKIHETHKY PIBHOBRXHOTO CTaHY >OJHOTO 3
npernaparis.

Jixapcwki 3acobu, wo enausaroms na IIHC

[IperaGanin MOXe TOCHIINTH [0 €TaHOIY Ta Jiopaszenamy. Y Mporeci KOHTPOJIbOBAHUX KIIHIYHUX
JOCTIKEHb OJIHOYACHE BBEACHHS 0araropa3oBHX MEpOpajbHUX 103 MperadaiiHny 3 OKCUKOJOHOM,
Jopa3enaMoM ab0 €TaHOJIOM HE MPHU3BOJWIO [0 KIIHIYHO 3HAYYIIOTO BIUIMBY Ha (YHKIIIO
nuxanHda. [licns Buxomy mpemapaTy Ha PUHOK IOBIIOMIISUIOCS TPO BUHHUKHEHHS AMXalbHOI
HE/IOCTaTHOCTI, KOMHM Ta JICTaJbHI BUMAJIKWA Y MAI€HTIB, SKi NMpUAManu mperadaigiH pa3oMm 3
IHITUMHU JIIKApCBKUMU 3aco0amu, 1o npurHiuyoTh ¢yHkmiro [[HC, 30kpema y mamieHTiB, sKi
37IOBKMBAIM TAaKMUMHU JIKapchbKuMHu 3acobamu. [IperabamiH, HMOBIpHO, IMOCHUIIIOE MOPYIICHHS
KOTHITUBHHMX Ta OCHOBHHUX PYXOBUX (YHKIIiH, CIPUUMHEHUX 3aCTOCYBAHHIM OKCUKOJIOHY.
Bzaemoodia y nayienmie 1imnbo2o 8iky

CrnenianpHi TOCTIDKEHHS (hapMaKOIUHAMIYHOT B3a€EMOJIIT 3 Yy4acTIO JOOPOBOJIBIIIB JITHROTO BIKY
He npoBoaAuHcs. JlochniKeHHs B3aeMO/Iii TPOBOIMIINCS JIUIIE Y JOPOCIUX.

Ocobnueocmi 3acmocyeans.

Iayienmu 3 yykposum diabemom

[NamieHTH 3 MYKpOBUM JiabeTOM, Maca TiJla SKAX 30UIbIIMIIacS ITiJ] 9ac 3aCTOCYBaHHS Mperadaiiny,
MOXKYTh MOTPEeOyBaTH KOPEKLIi JO3H TMOTIIKeMIYHUX JIKapChbKUX 3ac00iB.

Peaxkuyii ecinepuymausocmi

[ToBigoMsIIOCS PO PO3BUTOK PEAKI[ii TiNepuyTINBOCTI, 30KpeMa aHT10HEBPOTUYHOTO HAOPSKY. 3a
HAsBHOCTI TaKUX CHUMIITOMIB aHTiIOHEBPOTHYHOTO HAOPSAKY, K HAOpSK OONWYYs, MepiopaabHHUNA
HaOpsk abo HaOpsSK BEpXHIX IUXATbHUX MUIAXIB, CIiJ HEraHO NPUNHUHUTUA 3aCTOCYBAaHHS
nperadaiiny.

Tadicki wiKipui noOIyHi peaxyii

VY 3B’s3Ky 3 JIIKyBaHHSM IperabaiiHOM PiKO MOBITOMIISUIOCS MPO TSDKKI MIKipHI MOOIYHI peakuii,
BKJIFOYaroun cuHJpoM CriBeHca — JI)KOHCOHA Ta TOKCUKO-EIiJepMaJIbHUI HEKPOJIi3, KI MOXKYTh
OyTH HeOE3MEeUYHNUMH IS KUTTS a00 MaTH JeTalbHUi Hachinok. [1ix yac mpu3HauYeHHS JTIKapChKOTO
3aco0y CIiJl MOBIJOMUTH MAI[iEHTy MPO XapaKTEepHI O3HAKM Ta CHUMITOMH 1 YBa)KHO CTEKHUTH 32
IIKIPHUMH peakIlisiMu. Ko 3’SBISIOTHCS CUMIITOMH, IO BKa3ylOTh Ha IIl peakiiii, CJIiJ HeraitHo
BIIMIHMTH 3aCTOCYBaHHsA TIperabajiHy 1 pO3MVIAHYTH albTepHATUBHE JiKyBaHHS (y pasi
HEOOX1THOCT1).

3anamopouenns, counugicme, 8mpama Cc8i0OMOCHI, CHIYVMAHICb C8I0OMOCMI _Ma NOpYUleHHs
NCUXIKU

3acTocyBaHHs NMperadaiiHy CynpOBOKYBaJIOCS MOSBOIO 3alIaMOPOYEHHS Ta COHJIMBOCTI, 1110 MOXKeE
CIPUYMHUTH BHUHUKHEHHS TpPaBMAaTUYHUX BUMNAJAKIB (MaJiHb) y TAII€EHTIB JITHHOIO BIKY.
3adikcoBaHO BTpaTy CBiJIOMOCTI, CIUIYTaHICTh CBIJIOMOCTi, @ TaKOX MOpPYIIEHHsS NCUXiKU. Tomy
MalieHTaM CiiiJy NopaauTu OyTH OOEpeXHUMH, JOKU iM HE CTaHE B1JIOMO MPO BIUIUB JIKAPCHKOTO
3aco0y.

Posznaou sopy

ITpo HeuiTKICTh 30py YacTille MOBIIOMIISUIM MAIIEHTH, SIKi 3aCTOCOBYBAJIM IperadaliiH, MOPiBHIHO 3
Mali€eHTaMH, sIKi OTPUMYBaAJIH TUTae00. Y OUIBIIOCTI BUMAIKIB 1€ SIBUIIE 3HUKAJIO MPHU MOCTIHHOMY
3aCTOCYBaHHI Ipemnapaty. YacToTa moripieHHs TOCTPOTH 30py Ta 3MiH MMOJIs 30py Oysa BUIIOKO Y
TMAIIE€HTIB, SIKI 3aCTOCOBYBAIM Mperadallid, MOPIBHSHO 3 MAIllEHTaMU 13 TPYMH IUianebo; JacTtoTa
BUHUKHEHHS 3MiH OYHOro JHAa Oyna BHUIIOK Yy TMAIli€HTIB 13 TPymHu Iuianedo (IuB. pO3ALIT
«DapMakoJIoTiuHI BIacTUBOCTI. DapMaKkoIuHAMIKAY).

[ToBimomisnocst mpo MoOivHI peakiii 3 00Ky OopraHiB 30py, 30KpeMa Ipo BTPaTy 30py, HEUITKICTh
30py abo 1HII 3MIHM TOCTPOTH 30py, Oarato 3 sKuX Oyau THMYAacOoBUMH. [IpunmHeHHs
3aCTOCYBaHHS Iperadalliny MOKe MPU3BECTH /10 3SHUKHEHHS a00 3MEHIICHHS IIUX CUMIITOMIB 3 OOKY
OprasiB 30py.

Hupkosa neoocmamnicmo




[ToBimomitsiocs PO BUMAAKKW HUPKOBOI HemocTaTHOCTI. [Homi mei edexT OyB 0OOPOTHHM MmicCiis
MIPUITMHEHHS 3aCTOCYBaHHS Iperadaliny.

Biomina cynymuix npomueninenmuyHux 1ikapcbKux 3aco0is

JlaHuX IOMO BiAMIHM CYMYTHIX NPOTUENUICHTHYHUX JIKAPCHKUX 3acCO0iB MICHsS JTOCATHEHHS
KOHTPOJIIO HaJl CyJOMaMH B pe3yJibTaTi JAOAaBaHHS /10 JIIKYBaHHA MperadajiHy HeJO0CTaTHHO, 100
MEePEeUTH O MOHOTEpAITii IperadaiiHoM.

Cumnmomu 8ioMinu

VY nesKkuX TAIl€eHTIB CIOCTEPITaucs CHMIITOMH BIJIMIHM TICJIsl TPHUIIMHEHHS KOPOTKO- abo
JIOBIOCTPOKOBOTO JIIKyBaHHsI iperadanriHom. [loBimomMisiiocs mpo Taki siBUIA: 0€3COHHS, TOJIOBHHMA
O171b, HY/10Ta, TPUBOXKHICTB, Jllapes, TPUIONOIIOHNN CHHIIPOM, HEPBO3HICT, JIENpecis, CyIlHuIaIbHi
JTyMKH, OiJTb, CYJJOMH, TIIEPTiIpo3 1 3allaMOPOYCHHsI, Ki BKa3ylOTh Ha (i3HYHY 3aJekHICTh. [lro
iH(pOpMaIio CiTiJl TOBITOMUTH MAIIEHTY MEPe]] TOYaTKOM JIIKyBaHHSI.

Sxuio 3acTocyBaHHsS MperabaiiHy TpeOa NPUIUHUTH, PEKOMEHAYETHCS e POOUTH IMOCTYIOBO
MPOTATOM IIOHAMMEHIIE | THKHS HE3aJIeXKHO BiJ MoKa3aHb (auB. po3ain «Crocid 3acTocyBaHHS Ta
TIO31»).

Cynomu, 30KpemMa emiIeNTHYHUM CTaTyc Ta BEJUKI CYyAOMHI Hamajau, MOKYTh BHHHMKATH IIiJ 4ac
JIIKyBaHHS TIperadanaiHoM abo HEBIOB31 IMICIISI MPUITMHEHHS HOTO 3aCTOCYBAaHHS.

CTOCOBHO TPWUITUHEHHS JOBIOCTPOKOBOTO JIIKYBaHHS IMperadajaiHOM JaHi BKa3ylOTh Ha Te, IO
4acTOTa BUHUKHEHHS Ta CTYIIHb TSHXKKOCTI CUMITOMIB BiIMIHU MOXYTb 3aJIeXKaTH BiJ JO3H.
3acmitina cepyesa HedocmamHicmy

[ToBigoMismocss Tpo 3acTiiiHy cepleBy HENOCTaTHICTh y JESKUX TMAalli€HTIB, fKI MpUiimManu
nperabamin. Taka peakuis 34e0UTBIIOrO crocTepirajgacs I dYac JIKyBaHHS IperadajiHoM
HEBPOIMATUYHOTO OOJII0 y MAIIEHTIB JIITHROTO BIKY 31 CepleBO-CYAMHHUMHU nopyiieHHsmu. Ciif 3
00EpEeKHICTIO 3aCTOCOBYBATH IperabaiiH TakuM mamieHTaMm. [Ipy TpUNMHEHHI 3aCTOCYBaHHS
nperadainy 1€ SBUIIE MOXKE 3HUKHYTH.

Jlikyeanus nesponamuuno2o 60110 YeHMpaibHO20 NOXOOHCEHHS BHACAIOOK YUIKOONCEHHA CNUHHO20
MO3KY

[Tig wac JiKyBaHHS HEBPOIATUYHOTO OO0 IIEHTPAIBHOTO MOXOPKCHHS BHACIIIOK YITKO/KECHHS
CIMHHOT'O MO3KY YaCTOTa BUHUKHEHHSI MOOIYHUX peakiiid 3aranom, nodiunux peakiiii 3 6oky LIHC,
0c00JIMBO COHJIMBOCTI, Oyia minBumieHoo. Lle Moxke OyTH MOB’A3aHO 3 aTUTHBHOIO JIIEI0 CYMYTHIX
JKapCchKUX 3aco0iB (HANPUKIIAJ, AHTHUCIACTUYHUX IpernapariB), sIKIi HEOOXITHI AJS JIIKyBaHHS
nporo crany. Llto oOcTaBuHy ciig B34TH A0 YyBarum MpH MpU3HAUYEHHI NperadajaiHy TakuM
MMari€cHTaM.

IIpucnivenns ouxanns

[ToBigoMmsIOCs MPO BUMAAKU TSHKKOTO MPHUTHIYEHHS IUXaHHS Y 3B’SI3KY 13 3aCTOCYBaHHSAM
nperabaminy. [lamienT 3 MOpyIIEHOIO IUXadbHOK  (DYHKIEIO, pecHipaTopHUMU  abo
HEBPOJIOTIYHUMH 3aXBOPIOBAHHSIMH, HHPKOBOIO HEIOCTATHICTIO, OJAHOYACHUM 3aCTOCYBaHHSIM
nenpecanTiB [{THC Ta ocoOu mITHROrO BiKy MOKYTh MaTH OUIBIINN PU3UK BUHUKHEHHS L1€1 TSKKOL
noOiyHo1 peakuii. [l UX namieHTiB MOXe 3HaJ00UTUCS KOPUTYBaHHSA 03U (JUB. po3ain «Crocid
3aCTOCYBAHHS Ta JI031»).

Cyiyudanvue mMucieHHs ma nogedinka

[ToBimomisiocss Mpo BHUMAAKU CYIUJATHHOTO MHUCJICHHS Ta TOBEIIHKMA Y TAIlI€HTIB, SKi
OTPUMYBANIM JIIKYBaHHS MPOTHUENUICNTUYHUMH TpernapaTaMd 3 TMPUBOAY TEBHUX IOKa3aHb.
Mertaananiz paHIOMI30BaHUX, IUIAlE00-KOHTPOJIbOBAHUX JOCHIIKEHb IMPOTHUENIIENTUYHUX
MpernapaTiB TakoXK MOKa3aB HE3HAYHE IiJIBUIEHHS PHU3UKY MOSBU CYIMAAaTLHOTO MHCIEHHS Ta
MOBETIHKU. MeXaHi3M BUHUKHCHHS ITbOTO PH3UKY HEBIJOMHUN. BUTIaaku cyiuIaIpHOr0 MUCIICHHS
Ta MOBEIIHKU CIIOCTEPIrajiuCh y MAlli€HTIB, AKI OTPUMYBAJHU MperadaiiH y MOCTMAapKETUHIOBOMY
nepiomi (muB. po3min «I[loGiuHi peakmii»). Emigemiosoriune MOCTIIKEHHS 3 BHUKOPHUCTAHHSIM
JM3aiiHy CaMOKOHTPOJIBOBAHOTO JOCITIKEHHs (NMOPIBHSAHHS MEpioJiB JiKyBaHHS 3 mepiofamu 0e3
JIKyBaHHS B OKpEeMOi JIIOAMHHM) MPOJEMOHCTPYBAJIO IMIJBUIICHUM pPU3UK HOBUX TPOSBIB
CyillMJanbHOI TOBENIHKM Ta JEeTalbHUX BHUIAAKIB BHACTIIOK CaMOryOCTBa Y TMAIli€HTIB, SKi
OTPUMYBAJIU TIperadarif.

[Mamientu (Ta ocobu, 110 AOTIAAAIOTH 32 HUMHU) MOBUHHI 3BEPHYTUCS 32 MEJMYHOIO JIOMOMOTOI0 Y
pa3i MoSIBM O3HAK CYIUAATHPHOTO MUCJICHHS 200 TTOBETIHKH.




ToMmy HEOOXIIHO pPETENbHO CIOCTEepiraTd 3a TMali€HTaMH IOJO0 IOSBH O3HAK CYIIUIAIHHOTO
MUCJICHHSI 1 TOBEIIHKM Ta TMPU3HAYATH BIAMOBITHE JIKYBaHHS y pa3l iX BHHHUKHEHHs. Cin
PO3MIISIHYTH MOXIJIMBICTh TPUIIMHEHHS JIIKYBaHHS TIperadajaiHOM Yy pa3i TOsIBU BHITQJIKiB
CyilMIATBHOTO MUCIICHHS 1 TOBEIIHKHU.

Lopywennsa @yHKyii HUNCHIX 8I00i1I8 ULTYHKOBO-KUUUKOBO20 MPAKIY

[ToBimomistocst mpo sIBUINA, TOB’s3aHI 3 TMOPYIIEHHSAM (YHKIT HWKHIX BIJJIUIIB IUTYHKOBO-
KHUIIIKOBOTO TPaKTy (HEMPOXITHICTh KUIICYHHKA, IMapaTiTHYHA HEMPOXITHICTh KUIIICYHHUKA, 3aI0p)
BHACJIIOK MpuiloMy mperadanaiHy pa3oMm i3 JIKapChKUMH 3ac00aMH, M0 MOXYTh BHKJIHKATH
3aropy, HAMPUKIIAJ 3 OMIOITHUMHU aHAJITeTUKaMu. [Ipy KoMOIHOBaHOMY 3aCTOCYBaHHI Iperadaiiny
Ta OMIOIIB CIiJl BYXKUTH 3aXO0JiB sl MPOUIAKTUKH 3anopiB (OCOOIMBO y MAII€HTIB JITHHOTO BIKY
Ta JKIHOK).

Oonouache 3acmocyeanns 3 onioioamu

PexkoMeHnyeThcsi 3 00EPEkKHICTIO MPU3HAYATU IperadalliiHi OJHOYACHO 3 OMIOiJaMH 4Yepe3 PH3UK
npurnidenss [THC (muB. posnin «B3aemopis 3 iHIIMMHU JIIKQPCHKUMH 3aco0aMy Ta 1HII BHIU
B3aEMOJIINY). Y JOCHIKEHHI «BUIMAJOK-KOHTPOJb» TAIllEHTH, SKI NpHAMaIM mperadaiH
OJTHOYACHO 3 OMioigamMu, MaJld MiABHIIECHUNA PU3MK CMEPTi, OB SA3aHOI 3 OMioigaMu, TOPIBHIHO i3
BXKMBaHHSAM TUIbKM OMIiOiNiB (ckopuroBaHe cmiBBigHomeHHs maHciB [aOR], 1,68 [95% L,
1,19-2,36 ]). Lleit migBumeHnid pu3KuK COOCTEpiraBes Npy HU3BKUX A03ax nperadaminy (< 300 mr,
aOR 1,52 [95% [I, 1,04-2,22]), Takox crocrepirajiacsi TSHACHIS 0 30UIBIICHHS PHU3UKY IMPU
BHCOKHX jJ03ax mnperabaniny (> 300 mr, aOR 2,51 [95 % M1 1,24-5,06]).

Henpasunvne sacmocysanns, 31062cueanus abo 3anedicHicmsy

PeectpyBanucs BUMAAKKM HENPABUIBHOTO 3aCTOCYBaHHS, 3JOBKHMBAaHHA Ta 3ajexHocTi. Crmig 3
O0EpeXHICTIO MPHU3HAYATH IMperapar Mami€eHTaM 31 3J0BKUBAaHHAM pI3HUMH PEUYOBHHAMHU B
anamHe31. HeoOxisHO crocTepirati 3a mami€eHTaMy 11010 BUHUKHEHHS CHMITOMIB HETIPaBHIIHOTO
3aCTOCYBaHHS, 3JI0BKMBaHHS a00 3alie)XHOCTI BiA mperabaniHy (MOBIZOMIIAIOCS TPO BHUMAIKH
PO3BUTKY 3BHKAHHS, NMEPEBHUINEHHS MPH3HAYCHOI J03H; MOBEIIHKH, CIIPSIMOBAHOI HA OTPUMAHHS
npemapary).

Enyeganonamis

Bunanku ennedanonarii BUHUKAIU MEPEBAXKHO Y MALI€HTIB 31 CYyMyTHIMU 3aXBOPIOBAHHSMH, IO
MOXKYTh BUKJIMKATH CHIIe(aIonariro.

XKinku penpoAyKTUBHOTO BIKY

3actocyBaHHs MperadajiHy npotaroM | TpumecTpy BariTHOCTI MOXE CIPUYMHSATH CEpHO3HI
BpokeHi Bamu po3BuTky (BBP) y MaiiOyrHboi autunu. Jlikapeekuil 3aci6 Orpanis® He ciin
3aCTOCOBYBATH y IEpioJ BariTHOCTI, OKPIM BHUIAJKIB, KOJM KOPUCTH JJISl MaTrepi SIBHO MEPEBUILYE
MOXKITUBUN PU3UK 17 TwioAa. JKiHKK PempoOAyKTUBHOTO BIKY MPOTATOM JIIKYBaHHS MperadariHoM
MTOBUHHI BUKOPUCTOBYBATH €(eKTHUBHI 3acO0M KOHTpalenuii (IuB. po3al «3aCTOCYBaHHS y MEpioj
BariTHOCTI a00 TOAYBaHHS TPYAIION).

Lonomidicni peyosunu

IMpenapar Orpanis® MmicTuTh nakT03u MOHOTIApaT. SIKmO y Bac BCTaHOBJIEHO HENEPEHOCHMICTH
NEeSIKUX IYKPIB, IPOKOHCYIBTYHUTECS 3 JIIKapeM, Nepill HiXK NpuiiMaTH Ll TiKapchKuil 3acio.
Jlikapcekuit 3aci6 y no3yBanHi 150 mr ta 300 mMr mictuth azopyOiH Ta kapmoizuH (E 122), mo
MO>K€ CIPUYUHSATH aJlepriyHi peakiii.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHsL 2pyO0i0.

JKiHKM penpoayKTHBHOIO BiKY

XKinkam penpoAyKTHBHOIO BIKY IiJ 4Yac JIKYBaHHS CIiJi BUKOPHCTOBYBaTH e(eKTHBHI 3acolOu
KOHTpAIemnLii.

BariTtHicTh

JlocnmipKeHHsT Ha TBapMHAX CBIAYWIM MPO PEMpPOIYyKTHBHY TOKCHYHICTh. [IperabainiH mpoHHKae
4yepe3 TUTAIeHTY Y IypiB.

[IperaGanin MOXe MPOHUKATH Yepe3 TUIALEHTY JIIOHHH.

Ceptiosni 6poooiceni 6aou po3sumxy (BBP)

JlaHi CKaHIMHABCHKOTO 00CEPBALIfHOTO JOCTIKEHHS 3 y4acTio Outbil HiX 2700 BariTHUX KiHOK,
SK1 3aCTOCOBYBaJM IIperabajiiH y IMepIIoMy TPUMECTpl, HPOAEMOHCTPYBAIM OUIbLI BHCOKY




nmomupeHicTh cepiiosunx BBP cepen miteit (kuBux ab0 MEPTBOHAPOKEHHX), SKI 3a3HAIH
BHYTPIIIHBOYTPOOHOTO BIUIMBY MperadajiHy HOPIBHIHO 3 MOMYJISII€0 JITeH, sIKi TAKOTO BIUIUBY HE
Mmanu (5,9 % npotu 4,1 %).

Pusuk po3BuTKy cepiioznux BBP cepen aiteil, siki 3a3HaqM BHYTPIIIHBOYTPOOHOTO BILIHBY
nperabaniny y I Tpumectpi BariTHocTi OyB ACIIO BHUIIMM IOPIBHSHO 3 IOMYJIAIIEK MITEH, SKi
TaKOTO BIUIMBY HE Majii (KOPUTOBaHUH KoedimieHT momupenocti ta 95 % nosipuwmii intepsan: 1,14
(0,96-1,35)), Ta mopiBHAHO 3 MOMYJISALIEI0, KA 3a3Haja BILIKB JamoTpumkuny (1,29 (1,01-1,65))
abo mynokceruny (1,39 (1,07-1,82)).

Ananiz crneuudiku BBP mnpoaemoHCcTpyBaB OuLThII BHCOKMM PH3UMK 11010 OopodaciianbHuX
He3poIeHb Ta JaedeKTiB odel, HepBOBOI ab0O ce4ocTaTeBOI CHUCTEMH, aje IOKa3HWUKH Oyiu
HEBEJIMKUMHU, a OIIHKA HETOYHUMH.

IMpenapar Orpanis® He ciix 3aCTOCOBYBATH y IIE€PiOJ] BAriTHOCTI, 32 BUHATKOM OKPEMHX BHUIIAJIKIB,
KOJIA KOPUCTb JUIS BariTHOI SIBHO MEPEBHIIYE MOKIUBUI PU3UK JJIS IUIO/IA.

[epion rogyBaHHs TPYIUTIO

[Iperabanin BUAUIAETHCS B TPYIHE MOJIOKO (IUB. po3ain «DapMaKoIOTiyHi BIACTHBOCTI»). Brius
nperabaniHy Ha HOBOHAPOPKEHUX/HEMOBIAT HeBinoMui. HeoOXinmHO NPUHHSATH pIIEHHS PO
MPUITMHEHHS TPYIHOTO BHUIOJIOBYBaHHS a00 MPUIIMHEHHS Teparii mperadalliiHoM 3 ypaxyBaHHSM
KOPHUCTI BiJI TPyJHOT'O BUTOIOBYBAHHS JIJISl TUTHHU Ta KOPHUCTI TE€PAITist ISl )KiHKH.

PenponykTuBHa QYHKITIS

Hemae ki1iHIYHUX BiJOMOCTEH 11010 BIUTMBY MperadajiiHy Ha PenpoayKTUBHY (DYHKIIIIO )KiHOK.

[Tig yac KJIIHIYHOTO AOCHIDKEHHS BIUIMBY IperadaiiHy Ha PYyXJUBICTh CIIEPMATO30iliB 3/10pOBi
JOOPOBOJIBII YOJIOBIYOI cTaTi OTpUMYBaiu 103y nperadaminy 600 mr Ha 100y. [Ticns 3-micsuHOTO
JKYBaHHS )KOJIHOTO BILUTUBY Ha PYXJIUBICTh CIIEPMATO30i/iB HE BUSBIICHO.

JocmipkeHHss  (GepTHIBHOCTI  MPOJAEMOHCTPYBAJIO  HAsSBHICTh  HETAaTHMBHOTO  BIUIMBY  Ha
PENpPONYKTUBHY (YHKIIIFO CaMOK IIypiB Ta HASBHICTh HETAaTMBHOTO BIUIMBY Ha PEMPOAYKTHBHY
(GyHKIIIIO Ta pO3BUTOK camiiB m1ypiB. KiliHiuHa 3HAYYIIICTh WX PE3yJIbTATIB HEBiOMA.

30amuicms enausamu Ha WBUOKICMb peaxyii npu Kepy8aHHi A8MOmMpaHCnopmom ado iHuUMU
Mexarnizmamu.

[Ipenapar Orpanis® Mo)Ke MaTu HE3HAYHMKM a00 MOMIPHMA BIUIMB Ha 3JAaTHICTh KEPyBaTH
TPaHCHOPTHUMHU 3aco0aMHM Ta MpalfoBaTH 3 IHIIMMU MexaHi3Mamu. Takox mpenapar Moxe
BUKIIMKATH 3allaMOPOYECHHS 1 COHJIMBICTH, IO MOXE BIUIMBATH Ha 3JaTHICTh KepyBaTH
TPAaHCHOPTHUMHU 3aco0aMM 1 TMpamoBaTd 3 IHIIMMH MeXaHi3MaMu. ToMy MalieHTaMm Cciij
PEKOMEHIyBaTH yTPUMYBATHUCS Bl KEpyBaHHS TPAHCIOPTHUMHU 3aco0aMM, poOOTH 31 CKIIAJHOIO
TEXHIKOIO Ta BiJ 1HIIIOI HOTEHIIIHHO HeOE3MEeYHOI MisILHOCTI JOTH, JOKH HE CTaHE BiIOMO, Y IIeH
JKapChbKUM 3aci0 BIUIMBAE HA IXHIO 3aTHICTh J0 TaKoi IISJIbHOCTI.

Cnoci6 3acmocysannsa ma 0o3u.

Cnocib 3acmocyeanms

I[Mpenapar Orpanis® MOKHA NPUEMATH HE3AJIEKHO BiJ BKMBaHHS ikKi.

ITpenapar Orpanis® npu3HAYEHUI BUKIIFOYHO IS TIEPOPATBHOTO 3aCTOCYBAHHS.

Jlo3u

Hiama3on 103 Moxe 3MmiHoBaTucs y Mexax 150-600 mr Ha 100y. Zlo60BY 103y po3ainiuTu Ha 2 abo
3 npuitomu.

Hesponamuunuii 6iny

JlikyBaHHs mperabajgiHOM MOXHa posnoyatu 3 f03u 150 mr Ha 100y, po3aiieHol Ha 2 MpUHOMH.
3anexHo BiJ €(EeKTHBHOCTI Ta MEPEHOCMMOCTI MpemnapaTry OKpeMHUM THalli€eHTaM 03y MOKHa
30umbmmTH 10 300 Mr Ha 700y TicHs iHTEpBaTy BiJ 3 10 7 MHIB, a 3a MOTPEOH — 10 MaKCUMaIbHOT
no3u 600 Mr Ha 100y MiCiIs JOJATKOBOTO 7-I€HHOTO 1HTEpBay.

Eninencia

JlikyBaHHS mperabajiiHoM MO>KHa posnodaT 3 03U 150 mr Ha 100y, po3AlIeHOT Ha 2 MPUHOMH.
3anexHo BiJl e()EeKTHMBHOCTI Ta MEPEHOCHMOCTI MpernapaTy B OKPEMOro Malli€eHTa 03y MOKHa
30utpmMTH 10 300 Mr Ha 00y micis meprioro THXXHA npuiiomy. llle depe3 oauH THXICHb 103y
MO’KHA 301IBIIATH 70 MakcuMainbHOi — 600 MT Ha 100Yy.




[enepanizosanuii mpusodicHull po3nao

Jlo3a, sSiKy po3AUIsioTh Ha 2 abo 3 mpuiiomu, Moxe 3MiHIOBatucs y mexax 150-600 mr Ha mo0y.
[TepioguaHO Citij IepEOIiHIOBATH HEOOX1AHICTh TPOJOBKCHHS JTIKYBAHHS.

JlikyBaHHS mperadaiiHoM MOKHa po3rnovaty 3 1034 150 Mr Ha 100y. 3anexHo Bix e(eKTUBHOCTI Ta
MEPEHOCUMOCTI MpenapaTry OKpeMHM Iali€eHTaM 103y MOKHa 3011bmuTH 10 300 Mr Ha 100y micis
NEepUIOro THXHS mpuiiomy. [licis me ogHOro THXKHS NpUiioMy 103y MoKHA 3011bmmTH 10 450 Mr
Ha 700y. Ille yepe3 oauH THXACHB 103y MOKHA 30UTBIIATH 10 MakcuMalibHOT — 600 mMr Ha 100y .
IIpununenns aikysanus npe2adaiinom

BiamoBigHO 10 Cy4yacHOi KIIIHIYHOI TNPaKTUKH, NPUIHHATH JIKyBaHHS MperadaiHOM
PEKOMEHAYEThCST MTOCTYIIOBO, MPOTITOM IOHAWMEHIIIE OJHOTO THIKHS HE3aJICXKHO BiJ MMOKA3aHb
(muB. po3ainu «OcobnmuBOCTI 3acTocyBaHHs» Ta «[10014HI peakiii»).

Llayienmu 3 HupKko80oI0 HedocmamHicmio

[IperabGanin BUBOAUTBHCA 31 CHUCTEMHOTO KpPOBOOOITY y HE3MIHEHOMY BHIJISI IEPEBAXKHO 3a
paxyHOK ekckpeuii Hupkamu. OCKUIBKH KIipeHC mperadaiiHy NpsSMO MPOMOPIIHHUN KIipeHCY
KpeaTuHiHy (auB. po3ain «PapMaKOKiHETHKA»), 3MEHIIEHHS J03U TaIlleHTaM 13 TOPYIICHHSIMH
¢GyHKIIi HUPOK CIiA MPOBOJUTH IHAMBIAYalbHO, K 3a3Ha4eHO B Tabnumi 1, BiAMOBiAHO 10
kiipency kpeatuHiny (CLcr), Bu3HaueHoro 3a (opMyJior:

1,23 x [140 — eik (pokn) x maca Tina (kr)]
pieeHE KpeaTHHINY ¥ mnazMi kpoei (MEMons /1)

Cler (Mn/xe) = (% 0,85 ana xinow)

[Iperabanin eeKTUBHO BHIAIAETHCS 3 TUIA3MHU KPOBI 3a toromMororo remoxianizy (50 % mpemnaparty
npotsaroMm 4 ronuH). lns mamieHTIB Ha remojiani3i Ao0oBYy a03y mperabaiiHy ciuin miaOupatu
BiANOBiTHO 10 QyHKIT HUpOK. KpiM 1000BO1 103U, 0/1pa3y Micis KOKHOI 4-TOJUHHOT MPOLEAYpH
reMo/iiaizy HeoOXiIHO 3aCTOCOBYBATH J0OAAaTKOBY /103y Mpenapaty (auB. Tabmuio 1).

Tabmuns 1
Kopexkris 1o3u nperabaiiny BiAmoBiqHO 10 GYHKIIT HUPOK
Knipenc kpeatuniny 3araspHa J1000Ba J103a nperadaiiny *
(CLer), Mi/xB [TouaTkoBa g03a MaxkcumanbHa 1032 Pesxxum no3yBanHs
(Mr/no0y) (Mr/no0y)
> 60 150 600 2—3 pa3u Ha 100y
>30—<60 75 300 2—3 pa3u Ha 100y
>15-<30 25-50 150 1-2 pa3u Ha 100y
<15 25 75 1 pa3 Ha 100y
JlonaTkoBa /103a miciisi reMojiani3y (Mr)
| 25 | 100 | OnHopazoso

* 3aranpHy J000BY 703y (MI/mo0y) Cliji pO3AUIUTH Ha KUIBKICTh MPUHOMIB BIATOBITHO JIO PEXKUMY
JIO3YBaHHs, 00 OTPUMATH MI/I03Yy.

Dibpomiancis

3a3Buuail j03a mpemnapary Juid OUTbLIOCTI HamieHTiB cTaHoBUTH 300—450 mr Ha no0y. Ilpuiiom
npenapaTy ciifi HOYMHATH 3 103U 75 Mr 2 pa3u Ha 100y (150 mr Ha 100y) Ta MOKHA MiJIBULIYBAaTH
3aNexHo Bif edeKkTHBHOCTI Ta mepeHocumocTi a0 150 mr 2 pasu Ha no6y (300 mr Ha m00y)
npotsiroM oxHoro TwxHsA. [lamientam, mna skux mgo3yBanHsa 300 mr Ha 100y HEIOCTaTHBO
epeKTHBHE, 03y MOXHa MiIBUIIMTH A0 225 Mr 2 pa3u Ha 100y (450 mr Ha noOy). Skmo
HEOOX1THO, 7103y MOJKHA MIABUIIUTH Ie 4Yepe3 THXKACHb 0 MakcuMmanbHOi — 600 mMr Ha 100Yy.
JlokasiB TOro, 110 3aCTOCYBaHHS 1€l 103U Oyae MaTH JOAATKOBY IepeBary, HEMae; TaKOX Taka
71032 Majia TIpIIy MePeHOCHMICTh. bepyun 10 yBaru 10303ajie)kKHi MOOIYHI peakilii, 3aCTOCYBaHHS
no3 Bumie 450 mr Ha 100y He pekoMeHAayeTbes. OCKUIbKM Tperadallii BUBOIAMTHCS TOJOBHUM
YIHOM HUpPKaMH, CJI11 KOPUTYBaTH J103y Mpenapary MnaiieHTaM i3 nopymeHHsM QyHKIIT HUPOK.
Ilayienmu 3 neuinko8010 HedoCcmMamHicmio

JIist marieHTiB 13 MEYIHKOBO HEIOCTATHICTIO HEOOXIAHOCTI B KOPEKINi J03U HEeMa€e (IUB. PO3ILT
«DapMaKOKIHETHKAY).




3acmocysanns nayichmam 1imnbo20 6iKy (8ikom 6i0 65 pokie)
JUist anieHTIB JIITHBOTO BIKY Uepe3 MOopyIIeHHs QYHKIIT HUPOK MOXe OyTH MOTPIOHMM 3MEHIICHHS
1031 Tiperadaniny (quB. po3ain «OcoOIUBOCTI 3aCTOCYBAHHS).

Jimu.

Besneka Ta eekTHBHICTB 3acTocyBaHHs npenapary Orpanis® mitsam (Bikom 10 18 pokis) He Gymu
BcTaHoBjeHi. JloctynHa gotenep iHdopmanis HaBegeHa y po3nini «[1oOiuni peakuii», a Takox y
posninax «@PapmakoguHaMika» 1 «DapMakoKiHETHKa», OJHAK, CHUPAIOYMCh Ha HUX, HEMOXKIMBO
HA/IaTH JKOJHUX PEKOMEH/AIli} 1010 J03YBaHHS LIl KaTeropii MmamieHTiB.

Ilepeoosysannas.

HaiiuactimumMu BiiMiYeHMMH TOOIYHMMH PEaKIisIMU y pasl Nepelo3yBaHHS NperadamiHoM Oyiu
COHJIUBICTH, CIUTYTaHICTh CB1JIOMOCTI, 30y/KEHHS Ta HECMOKii. TakoX HaJaXOAWUIN TOBIIOMIICHHS
PO CyIOMH. 3pijKa MOBIAOMIISIIIOCS TIPO BHUIIAIKU KOMH.

JlikyBaHHSI TIepe03yBaHHsS IperabaaiHOM MOJIArae y 3aralbHUX MIATPUMYIOUMX 3axojax Ta 3a
MoTpeOu MOXKe BKIIIOYATH I'eMOT1alli3.

Ilo6iuni peaxuii.

VY xiHIYHIA TporpaMi JOCTIDKEHHS nperadaniny Horo otpumanu monan 8900 mamieHTiB, 3 HUX
5600 — y4yacHMKM TOJBIMHUX CIINUX IUIale00-KOHTPOJIbOBAHUX JOCHIIKeHb. Haluactimmmu
3apeecTPOBAaHMMHU MOOIYHUMH peakiisiMi Oy 3allaMOpOuYeHHsI Ta COHNMBICTh. [lo6iuHi peaxiii
3a3BHuail OyJu Jierkoro abo MoMipHOro cTymneHs. B yciX KOHTPOJIbOBaHUX JAOCIIHKEHHSIX MTOKa3HUK
BIIMIHM Tmperapary duepe3 mMmoOiyHi peakiii craHoBHB 12 % cepex Mami€HTiB, sKi NpHIMaIH
nperabaniH, Ta 5 % ceped MalieHTIB, SKi OTpuMyBanu Iutanebo. Haltwactimmmu moOGiYHUMU
peaKIisiMH, 10 TPU3BOANIIN A0 MPHUIMHEHHS 3aCTOCYBaHHS IMpemnapary, B rpyIi nperadaminy Oyiu
3araMOPOYCHHS Ta COHJIUBICTD.

[ToGiuHi peakiiii MoJaHO 3a KjacaMH Ta YacTOTOM: Ayke yacto (>1/10); gacto (Bim >1/100 mo
<1/10); wmewacro (Bim >1/1000 mo <1/100); pigko (Bim >1/10000 mo <1/1000); myxe
pinko (<1/10000); yactoTta HeBioMa (HEMOKIMBO OIL[IHUTH 332 HASSBHUMH JaHUMH).

VY KOXHI! Ipymi 3a 4acTOTOIO BUHUKHEHHS MOOIYHI €PEeKTH MPEACTABICHO B MOPSIAKY 3HUKCHHS
CTYIEHS IXHbOI CEPHO3HOCTI.

3a3HaueHi MoOIYHI peakiii TaKoX MOXKYTh OyTH OB s3aHi 3 MepeGiroM OCHOBHOI'O 3aXBOPIOBAHHS
Ta/abo CYMyTHIM 3aCTOCYBAaHHSM IHIIMX JIIKAPChKUX 3aCO0IB.

ITig gac JiKyBaHHS HEBPONATUYHOI'O OOJIIO IIEHTPAJIBHOIO MOXOKEHHS BHACIHIJOK YIIKOJKEHHS
CIIMHHOI'0 MO3KY YaCTOTa BUHUKHEHHSI MOOTYHUX peakIliil 3aranom, nobiunux peakiiii 3 6oxy [THC
Ta 0COOJIMBO COHJIMBOCTI OyIa MiABUIICHOO (AUB. po3Ail «OcoOIUBOCTI 3aCTOCYBAHHS»).
JlogaTkoBi Mo6iYH1 peakiii, Mpo sKi MOBIAOMIISAIOCS MICHs BUXOAY Mpenapary Ha pUHOK, HaBeEHI
HIDKYE ¥ TO3HAYEH] KYPCUBOM.

Tabmums 2
Knac cucremu opratis ‘ [ToGiuHi peakuii Ha mpenapar
Inghexyii ma ineasii
Yacro ‘ Hazodapunrit
3 boky cucmemu kpoei ma aimpamuunoi cucmemu
Hevacro ‘ HeiitponeHis
3 6oky imyHHOI cucmemu
Heuacto Tinepuymausicmo
Pinko Aneionespomuunuil Habpsk, aniepeiuna peaxyis, aHadiIaKTOimHI
peakuii
Ilopywenns obminy peuoguH, memabonizmy
Yacto [TigBuIIeHNH aeTUT
Heuacto Btpara aneruty, rinoriikemis

3 boky ncuxixu




Yacto

Eitpopuunmii HacTpiil, CIUIyTaHICTh CBiOMOCTi, JpaTiBIMBICTb,
3HWKEHHs J1101/10, 1e30pieHTaris, 0€3COHHS

Heuacto

laroruuarnii, maHiyHi araku, 30yMKEHHS, HECIOKiH, empecis,
OPUTHIYEHUH HACTpil, MiJHECEHUH HACTpi, aepecis, 3MiHH
HACTPOI0, JAeTepcoHaizalis, yITpyIHeHH A00ip CiiB, MaTOJOTIYHI
CHOBHJIIHHS, TOCHJICHHS 110110, aHOpra3Mmisi, anarist

Pigxo

PosrajibMOBYBaHHS, CyilaaabHe MUCICHHS, CYIilM/IaIbHA MOBEIIHKA

3 60Ky Hep6060i cucmemu

Hyxe gacto

3amaMopoYeHHsI, COHJIUBICTh, TOJIOBHUN O1J1b

Yacto

ATakcis, TOpyIIeHHsI KOOpAUHAIlli, TPeMOp, AU3apTpis, MOTIPIICHHS
nam’sTi, TOpPYIIEHHS YBarw, mapecTesii, CceJaTUBHUN eQeKT,
MOPYIICHHS PIBHOBATH, JICTAPTisl, aMHE31s1, TirecTe3is

Heuacto

Bmpama ceioomocmi, cuHKOME, CTYIOpP, MIOKJIOHISI, ICHXOMOTOPHA
TIEePaKTUBHICTh, areB3is, AUCKIHE31s, MOCTypaIbHEe 3alIaMOPOYCHHS,
IHTEHIIHHWIA TpeMop, HICTarM, MOPYIIEHHS KOTHITUBHUX (YHKIIiM,
po3yaau MOBJIEHHS, rinopediekcis, rinepecresis, BITIYTTs MEeYiHHS,
HABKOJIOPOTOBA  MApECTe3is, MIOKIOHYC, HOPYUIeHHS NCUXIKU,
3a2abHe He30YHCAHHS, aTlaTis

Pigxo

I'inokinesiss, mapocwmis, aucrpadis, 3aleKHICTh, MaHIaKadbHI
peakilii, MO30YKOBHI CHHJIPOM, CHHIPOM 3y04acToro Kojeca, Koma,
Jernipiid, eHnedanonarisi, eKCTpamipaMiHUKH CHHAPOM, CHHIPOM
I'itena—bappe, iHTpakpaHiaJbHA TINMEPTEH31s, MaHIaKaJIbHI PEaKIlii,
napaHoiHi peakiii, po3Jiaii CHy, rinajuresis, CyJJOMH, TApKIHCOHI3M

3 boKy opeaHis 30py

Yacto

HeuiTkicTh 30py, AUIIONIS,, KOH IOHKTHBIT

Heuacto

[TopymenHst 30py, HaOpsK oO4el, neeKT Mot 30pY, MOTIPIICHHS
rOCTPOTH 30py, Oib B O4Yax, acTEHOIs, CyXICThb OueH, MOCHIIeHa
CJIb030TEYa, MOPYIICHHS aKOMOAalii, 6iedapuT, KPOBOBUIMB B OYHE
a01yKO, CBITJIOYYTIUBICTh, HAOPSIK CITKIBKH, (OTONCis, BTpaTa
nepuepuIHOTO 30Dy, MOAPA3SHEHHS OYeh

Pigxo

Bmpama 30py, kepamum, OCIMIIONCISA, 3MiHa 30pPOBOTO CIIPUHHATTS
ruOuHY, Miapia3, cTpadi3M, SICKPaBICTh 30pY, aHI30KOPis, BUPA3KU
poriBku,  ek3odrambpM,  mapajgid  O4YHOro  M’s3a,  IpHT,
KepaTOKOH IOHKTUBIT, MI03, HIYHa CIIMOTa, OQTaIbMOILIEris,
aTpodist 30pOBOro HepBa, HAOPSIK IMCKa 30pOBOT0 HEPBA, NTO3, YBEIT

3 boKy opeaHie cayxy ma 8ecmubOyiapHo2o anapamy

Yacro Bepruro

Heuacto ['inepaky3is

3 boky cepys

Heuwacro Taxikapnis, aTpiOBEHTPUKYJspHAa OJOKaga TMEpLIIOro CTYMEHs,
CcUHycoBa OpajuKapis, 3acmilina cepyesa HeOOCMAamHiCMb

Pinko CunycoBa Taxikap/isi, CHHYCOBa apUTMisl, HOO0BHCEHHS IHMEPBAY
QT

Cyounni poznaou

Heuwacro [TpuniuBwy, Tapsiui NPUIUIMBY, apTepianbHa TiMOTeH31s, apTepiajbHa

rinepTeH3isi, BIAYYTTS X0IO0AY y KIHI[IBKAaX

3 6oky duxanvHoi cucmemu, opeanie epyoOHoi KIImKU ma cepeooCmints

Yacro dapuHroiapuHreasbHuil O1Ib

Heuacto 3aquInKka, CyXiCTh CIM30BOi HOCA, HOCOBAa KPOBOTEYA, Kallleb,
3aKJIaJIEHICTh HOCA, XPOIIHHS, PUHIT

Pinxo Habpsx nezcenb, CTHUCHEHHS Yy TOpJ, JIApUHTOCIA3M, aIlHOE,

aTeseKTas, OpOHXIOMIT, TMKaBKa, (i0po3 JereHiB, MO3IXaHHS




YacroTa HEBigOMA

\ [TpurHiueHHs TUXaHHS

3 60Ky WIYHKOBO-KUUKOBO20 MPAKMY

Yacrto bmoBaHHA, Hyooma, CyXiCTb 'y POTi, 3amop, METEOPU3M,
TaCTPOCHTEPHT, 3AYTTS KUBOTA, Jliapest

Hewacro I"actpoesodareansua pedurokcHa XBOpoOa, HaJMIpHE
CIIMHOBUIUICHHS, OpaJlbHa TiNecTe3is, XOJICMUCTUT, XOJemiTias,
KOJIIT, [UIYHKOBO-KHIIKOBI ~ KpPOBOTEYi, MeJIeHa, pEKTajJbHa
KpOBOTEUa

Pigxo Actut, maHkpeatuT, aucdaris, apTO3HHII CTOMATHT, BHpa3Ka

CTPaBOXOJY, NIEPIOIOHTATIBHI a0CIECH, HAOPSK A3UKA

T'enamobiniapui nopywenus

Heuacto

[linBumeHnii piBeHb MEYIHKOBUX (epMeHTIB (30UIbIICHHS PIBHS
ananinaminotpancgepasu (AJIT) ta acmapraraminorpanchepazu

(ACT))

Pinxo JKosrsaauig

Jlyxe pigko ITewinkoBa HEMOCTATHICTD, TEMIATUT

3 6oky wiKipu ma niOwKipHoi MKAHUHU

Yacrto [TponexHi

Heuyacto [Tanynpo3HE BHCHIAHHS, TIMEPriipo3, ajomelis, CyXiCTh MIKIpH,
eK3eMa, TIpCYTH3M, BHUPA3KH WIKIpH, BE3WKYJIOOYIbO3HWA BUCHII,
c6epOidic, KPOTIUB’ STHKA

Pinxo XOJIOJHUH TIT, eKC(OTIaTHBHUKN JASPMATHUT, JIIXCHOITHUI JepMaTHT,

MeNIaHO3, YPaXKEHHS HIrTiB, MeTeXialbHUH BHUCHII, IMypIypa,
NyCTYJSIPHUN BHCHN, arpodis IIKipH, HEKpO3 MIKipH, MIKIpHI Ta
HiIIKIPHI BY3IHMKHU, cuHopom Cmigenca — J[oicOHCOHA, TOKCHKO-
el IepMaTbHANA HEKPOJTi3

3 6oky onopHo-pyx080i cucmemu ma cnoiyyHoi MKAHUHU

Yacro Cynomu M’s13iB, apTpairisi, OlIb y CliMHi, OUTh y KiHIIIBKax, CIIa3MH
M’SI31B IIIHT

Heuyacto [TocimyBaHHs M’s31B, HaOpsAK CyrJI00iB, Miajris, pUTiAHICTE M A3iB,
Ou1b y HmIHi

Pigxo Pabomioni3

3 60Ky cenosudinbHOI cucmemu

Heuwacro Herpumanns ceui, au3ypis, anpOyMiHypis, remMarypisi, YTBOPEHHS
KaMEHIB Y HUPKax, HeQpuT
Pinko HupkoBa HeZOCTAaTHICTh, OJNIrypisi, TOCTpa HUPKOBA HEAOCTATHICTH,

rJIoMepyNoHePUT, NIETOHEDPUT, 3aMPUMKA CEYOBUNYCKAHHS

Posnaou penpodykmuenoi cucmemu ma MOA0UHUX 307103

Yacrto EpexTtuiibHa AMcyHKIIISL, IMITOTEHIIIS

Heuacto 3aTpuMKa  esSKysdlii, cekcyalbHa  AMCYHKIIS, — Jelkoped,
MEHOparisi, MeTpoparis, JUCMEeHOpesl, O1JIb Y MOJOYHHUX 3aJ103aX

Pinxo AMeHopesi, BUIUICHHS 3 MOJIOYHUX 3aJ103, 301LIBIICHHS MOJIOYHHUX

3aJ103, IEPBILUT, OaJaHIT, eNIAUAUMIT, 2iHeKOMAacmis

3azanvhi poznaou ma peaxyii

6 Micui 66e0enHs

Yacro [TopyiieHHs: X0au, BIAYYTTS CI’SIHIHHS, MiIBUIIIEHA BTOMJIIOBAHICTb,
nepudepruyHi HAOPSIKK, HAOPSIKK, HE3BUYHI BIAUYTTSI, NAIHHS

Heuwacro CKyTicTh y TPYyIsX, 3arajbHa claOKiCTh, cripara, Oilb, He31y>KaHHS,
03H00, adcrec, peakiii pOTOYyTAUBOCTI, TEHEPATI30BaHUN HAOPSK,
HaOpsaK 00Uy, Kap, 3allaJIeHHS )KUPOBOi TKAHUHU

Pinko ['panynpoma, yMHCHE 3alOJISIHHS LIKOAU, 3a04epeBUHHUIN (i0po3,
IIOK

Jlocnioowcenns

Yacro ‘ 30UIbIIEHHS] MAaCH Tia




Heuacto [linBumennst piBHA KpeaTHH(POCPOKIHA3K Yy KpPOBi, 3MEHIICHHS
KUTBKOCTI TPOMOOIIMTIB, MiJBUIICHHS PIBHS TJIOKO3HM Yy KpOBI,
3MEHIICHHS BMICTY KaJlil0 Yy KpOBi, 3HWXEHHS Macu Tija,
i ABHILICHHS PiBHSI KpEaTHHIHY y KPOBI

Pinxo 3MEHIIICHHS PIBHS JEHKOIUTIB Y KPOBI

VY HesKkuX TAI€HTIB CIOCTEPITaluCs CHMIITOMHU BIJIMIHM TICIS NPUIHMHEHHS KOPOTKO- abo
JIOBIOCTPOKOBOTO JIIKyBaHHsI iperadaniHom. [loBimomMisiiocs mpo Taki siBUIA: 0€3COHHS, TOJIOBHHUMA
Oib, HYAOTa, TPUBOXKHICTB, Aiapesi, TPUMIONOAIOHUI CHHIPOM, CyIOMH, HEPBO3HICTh, JAEHpECis,
cyilMaanbHl TyMKH, OlTb, TIEPTiAPO3 1 3amaMOpOYEHHS, SKI BKa3ylOTh Ha (PI3MUHY 3aJICKHICTD.
Lro indopMario ciix HOBIJOMUTH MAIIEHTY MEPE]] IIOYATKOM JIiKYBaHHS.

CTOCOBHO TPUITUHEHHS JOBIOCTPOKOBOTO JIIKYBaHHS IperadaaiHOM JaHi BKa3ylOTh Ha TE, IO
9acTOTa Ta TSHKKICTh CUMIITOMIB BiIMIHU MOXYTh OyTH J0303aJI€KHUMHU.

Himu. TTpodins 6e3nexu mperadaliny, BCTAHOBICHHH Y TIPOIEC] I’ SITH TOCIIKEHb, TPOBEICHUX 32
y4acTIO TMENIaTpUYHUX TAIlI€HTIB 13 MaplialbHUMH CYJIOMHHUMH HarajgaMd 3 BTOPHUHHOIO
reHepaiizamiero abo 6e3 Hei (12-TkHeBe AOCHIKEHHS e()EeKTUBHOCTI Ta OE3MEKH Yy MAIliEHTIB
BiKOM Big 4 mo 16 pokis, N=295; 14-nenne nocnikeHHsT ¢EeKTUBHOCTI Ta O€3NEKH y TMAIll€HTIB
BikoM Bim 1 wmicsaus mo 4 pokiB, n=175; nmociimkeHHS (GapMaKOKIHETHKH Ta IEPEHOCUMOCTI
npernapary, n=65 Ta JABa BIAKPUTUX IOCITiKEHHS Oe3neku TpuBaiicTio | pik, n=54 ta n=431), OyB
noAiOHuM 10 mpodio, KUl crocTepiraBes B JOCIIHKEHHSIX Y JOPOCIUX MAI[IEHTIB 3 EMUIETICI€0.
Haiimommpenimmivu moOIYHUMHU SBUIIAMH, IO CHOCTEPIraluch y 12-THXKHEBOMY JOCIIKCHHI
Tepamii mnperabamiHoM, OylId COHJUBICTh, MipeKkcis, iH(EKIil BepxXHIX IUXaJbHUX NUIAXIB,
M1BUIICHHS alleTUTY, 301IbIIEHHS MacH TiJia Ta Ha30(apHUHTIT.

Haiimommpenimumu MmoOIYHUMHU pEakKLisMU, IO CHOCTEPIrajuch y 14-IeHHOMY OCHIKEHHI
JmiKyBaHHSI mperabaniHoM Oylld COHIIMBICTh, 1H(EKIII BEpXHIX IUXalbHUX NUISXIB Ta MipeKcis
(muB. po3ainmn «PapmakouHamikay, «PapmakokineTrka» Ta «Criocid 3acToCyBaHHS Ta I03H»).
Tlogioomnenns npo nioosprosani nodiuni peaxyii. [1oBiTOMIEHHS PO MiJO3pIOBaHi MOOIYHI peakii
MicHs peecTpalii Jikapcbkoro 3acody € BaxuuMu. Lle mae 3Mory 3aiiicHioBaTH Oe3mnepepBHHIA
MOHITOPUHT CIIiBBIAHOIIEHHS KOPHUCTI Ta PU3UKY MPU 3aCTOCYBAaHHI JIIKAPCHKOTO 3ac00Yy.

Tepmin npuoamunocmi. 3 poxu.
He 3acTocoByBaTH npenapar miciist 3aKiH4YeHHs] TEPMIHY MPUIaTHOCTI, 3a3HAYEHOT0 Ha YIaKOBIII.

YmoBu 36epiranns. 30epiraTéu B OpUriHajibHIN yIakoBLi IpyU TeMmneparypi He Buie 25 °C.
30epiraTv y HEAOCTYITHOMY IS AiTE€H MicClii.

Ynakoska. Kancynu no 75 mr: no 7 xancyn y 6micrepi; mo 2 0iictepu y nmauiii.
Kancynu mo 150 mr ta 300 mr: o 10 xancyn y Guictepi; mo 3 Giictepu y madiii.

Kareropis Binmycky. 3a peuenrom.
Bupoonuk. AT «Papmak».

Micue3naxo/:keHHs1 BUPOOHMKA Ta HOro ajgpeca Micusi NPOBazKeHHS TisIbHOCTI.
VYkpaina, 04080, M. Kuis, Byn. Kupumisceka, 74.

JlaTa ocrannboro neperasay. 13.03.2025.




