Ckian

Oitoua peuosuHa: iperabarin (pregabalin);
1 kamcyna TBeppga MicTuTh 75 Mr nperabaniny;

OONOMIJICHI pedyoB8UHU: KpoXMaJlb ITpekKelaTUHI30BaHUM, MarHilo cTeapaT, TBepaa
XKeJlaTUHOBA Kallcya (XKeJjaTuH, Bofga oyullleHa, Tutany giokcup (E 171), vaTpito
JTaypuicynbdar).

JIikapcbKa ¢opMma

Kancynu tBepmi.

OcHOBHI (pi3uKO-XiMiuHI 81aCcMuUB0OCMIi: TBEPi XKeJIaTUHOBI Karcynu po3MipoM Ned 3
KOPILyCOM Ta KPUIIKOI0 6iJIoro KOIbOPY, 110 MiCTATh ITOPOIIOK Bif 6iy1oro mo Maixke
6inmoro Kombopy.

®dapMaKoTepalneBTHYHA Irpyna

[TpoTtueninentuyHi 3acobu. [HII nMpoTueninenTuyHi 3acobu. [Iperabamin. Kog ATX
NO3A X16.

®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmakoduHamika.

Ilitoua peyoBUHa - mperaballiH, € aHAJIOTOM raMMa-aMiHOMacCIsHOI KucjoTHu [(S)-3-
(amiHOMETHII)-5-MeTUNIreKcaHoBa KHCJIoTal.

MexaHi3M fil.

[Iperabamin 3B’I3YETHCA 3 MOIIOMiKHOIO CyOOQUHUIIEIO (a2—d 0in1oK)
MOTeHIliaI3aJIe’KHUX KallbIiEBUX KaHaJIiB y lIeHTpasibHii HepBoBiu cucteMi (LIHC).

KniniyHa edeKTHUBHICTE i 6e3mexa.

e HeliponamuuHutl 6isb.

[Tpera6anin eeKTUBHUM Y IAIliEHTIB i3 AiaOeTUYHOIO HENPOIIATI€lO,
MOCTTEePIIETUYHOIO HEBPAJITi€I0 Ta ypaXKeHHSIMU CIIMHHOTO MO3KYy. EQEeKTUBHICTH
IpenapaTty IIPHU iHIIUX BAOAX HEMPONaTU4YHOro 6010 He BUBYAJIH.



BcranoBneno, 1o npodini 6e3mneku Ta epeKTUBHOCTI JTiKyBaHHS nperadaltiHoOM ITpu
TPUBAJIOCTi Mo 13 TUKHIB 3 peKMMOM [03yBaHHS IIpenaparTy OBidui Ha mo0y Ta
TPUBAJIICTIO OO0 8 TUXKHIB 3 PEXKUMOM [03yBaHHS TPUYi Ha A00y IOmiOHi.

[Tpu 3acTocyBaHHi nmperabaJiHy [ais JIiIKyBaHHS HEWPOIIaTUYHOTO 00J1I0 KypcoM mo 12
TUXKHIB 3MeHIIIeHHs 00110 NepuhepruyHOro Ta LeHTPaJIbHOT 0 MOXOAKEHH T
CIIOCTEepIrasiocs ITiC/s MepPIIOTo TUXKHS Ta 30epirasocs MpoTSIroM yChOTO Iepiony
JIIKyBaHHS.

e FEninencis.

INomaTkoBe nikyBaHHs. [Ipodini 6e3neku Ta eeKTUBHOCTI ITperabaniny 0ynu mogioHi

mpu npuiiomi 12 TUXKHIB i3 pe’kuMOM A03yBaHHS ABidi abo Tpuyi Ha J00y. 3MEeHIIIeHHS
4aCTOTHM CYJOMHUX HamafiB CIIOCTEPIrasiocs B¥Ke Ha IePIIOMY THUXKHI.

Hitu. EdpekTuBHicTh Ta 6e3neKa nperabaiiHy B IKOCTi HOIOMizKHOT0 3aco0y mpu
erinencii gis giTen BikoM A0 12 poKiB Ta Ay MigJIiTKiB He BcTaHOBeHi. [To6iuHi
peaxkiiil, 110 CIIOCTepPiraaucs y mali€eHTiB BiKoM Bif 3 Mics1iiB 1o 16 pokiB 3
napiiaTbHUMHU CyOOMHUMM HallagaMu, Oynu momibHi mo moOivHUX peakilil Y JOPOCIINX.
BcTaHOBJIeHO, 110 IMipeKCis Ta iH(peKIil BepXHiX AUXaIbHUX IIISIXiB y OiTel BiKOM Bif

3 Micd1iB 1o 16 POKiB ClIOCTEpPIraloThCS 4YacTillle, HiXK Y JOPOC/IUX ITAlli€HTIB 3
erinerniciero (muB. po3ainu «Criocié 3acTocyBaHHS Ta go3u», «I[1o6iuHi peakilii» Ta
«PapMaKOKiHETHKA»).

MoHoTepamnis (y mallieHTiB 3 ymepile giarHOCTOBAaHMM 3aXBOPIoBaHHsIM). [TperabairiH i

JIAaMOTPUIXKUH OyIU OOHAKOBO 0E€3MMeYHUMU Ta HoOpe IIepeHOCUIUCS.
e [T'eHepasnizosaHull mpudoXCcHUl pP0O3aao.

3MEHIIIEeHH CUMIITOMIB reHepaslii30BaHOT0 TPUBOXKHOTO PO3JIafy BiANOBIAHO OO0 IIKAJU
l'aminbTOHA Oy1s OLIHKYU TPUBOKHOCTI (HAM-A) criocTepiranocs BXKe Ha IIeplIoMYy
TUKHI 3aCTOCYBaHHS IIperabaiiny.

e QOibpowmianris.

IocmiaKeHHS ITPOAEeMOHCTPYBaIX 3HUKEHHS OO0JII0 3a BidyaJIbHOIO aHaJIOrOBOIO
IIIKaJI0i0. [ToKpallleHHs JogaTKOBO Oy/I0 IPOAEeMOHCTPOBAHO 3a 3arajibHOIO OIL[iIHKOIO
MalieHTa Ta 3a ONMUTYBaHHSAM IIOO0 BIIIUBY diOpomianrii.

Hitu. HattyacTtimumu nmobGiyHUMM peakIlisiMu, SKi criocTepiranucs y KiIiHiYHUX
OOCITim»KeHHsIX, Oy 3allaMOpPOYeHHsI, HyqOoTa, TOJIOBHUM Oinb, 30ibIIIEHHS MacH Tila
Ta CTOMJIIOBAHICTh. 3aranbHul Ipodink 6e3neKu y OifjliTKiB OyB IMOgiOHUM OO0 TaKOTo
y gopocnux i3 ¢pibpomianrieio.

dapmakoKiHemukKa.



dapMaKOKiHETUYHI ITOKa3HUKY IIperabdaniny y piBHOBa;XHOMY CTaHi Oyu momiOHUMH Y
3[0POBUX JOOPOBOIIBIIIB, MMAIIEHTIB 3 eITiNercielo, IKi MpuiMany IPOTHUeITiIeITUYHI
ImperapaTH, Ta y HNalliEHTIB 3 XpOHiYHUM O0JieM.

AGcopOiris.

[Iperabasid MIBUOKO BCMOKTYETHCS IIPU IPUMOMI HaTIe i JocsAra€e MaKCUMaJIbHUX
KOHIIeHTpallill y 1j1a3Mi KpoBi mpoTsaAroM 1 rOOWHM Miciisi OOHOKPATHOTO abo
OaraToKpaTHOTO 3aCTOCyBaHHS. Po3paxoBaHa 0iofOCTYNIHICTh mperaba’iiny npu
mepopasbHOMY 3aCTOCyBaHHiI CTaHOBUTH = 90 % 1 He 3a5eXuTh Bif mo3u. [Ipu
0araToKpaTHOMY 3aCTOCYBaHHi piBHOBaXKHUM CTaH [OCATA€EThCSI yepe3 24-48 roguH.
[ITBUOKiCTh BCMOKTYBaHHS IIperabaiiHy 3HUXKYETbCSA IPU OOHOYACHOMY ITPUNOMI 3
12Kelo, 110 MPU3BOOUTH A0 3MEHIIIEHHS MaKCUMallbHOl KOHIIEHTpallil (CmaX) IPpuOIU3HO
Ha 25-30 % i nomoBXKeHHs 3HaA4YE€Hb b ax nmpubau3Ho Oo 2,5 roguuau. OgHaK IpUiioM
nperabasiHy ogHOYAaCHO 3 12Kel0 He MaB KJIIHiYHO 3HaYyIIOT0 BIIJIMBY Ha CTYIiHb MOTO
abcopOirii.

Pos3nonin.

[Tperabanin MpoHUKaE KpPi3b reMaToeHIledaniyHuil 6ap’ep y MUIlleH, IIypiB i MaBII.
Byno BcTaHOBIIEHO, 1110 Tperaballid MPOHUKAE KPi3b IJIALlEHTY V UIyPiB i MPOHUKAE Y
MOJIOKO IIIyPiB y mepion makTatii. Y moguHu 06’eM po3mnofiny nperabaniny micis
IIepopaIbHOr0 3aCTOCYBaHHS CTaHOBUTh Npubnu3no 0,56 n/kr. [Iperabarin He
3B’sI3y€ThCS 3 OiTKaMu IJ1a3MU KPOBI.

MeTaboti3M.

Y mopgunu nperabaiid 3a3Ha€ He3HAUYHOTr o MeTabomni3my. [licns BBeOeHHS 003U
MideHOT'0 pafgioaKTUBHOIO MiTKOI0 nperabaniny 6;1u3bK0 98 % pamioakTMBHOL
PEYOBUHY BUBOOUJIOCS 3 CEYEI0 YV BUTIISAAI He3MiHeHoro nperabaniny. Yactka N-
MEeTHUIbOBAHOI ITOXimHOI nperadaiiy - OCHOBHOTO MeTaboJIiTy ITpemapary, IIo
BM3Ha4YaBCs B cedi, - craHoBuia 0,9 % Bim BBemeHol mo3u. ITig yac mokKmiHiYHMX
OOCIIimKeHb He BimOyBaJsiocs palleMi3allili S-eHaHTioMepa nperabaniHy B

R-eHaHTiOMED.

BusegeHH4.

[Tpera6amiH BUBOOUTHCSA 3 CUCTEMHOT'O KPOBOTOKY B HE3MiHEHOMY BUT IS,
rmepeBaxkHO HUpPKaMu. CepenHili repion HariBBUBeOeHHs ITperabaiHy CTaHOBUTD
6,3 roguHU. [11a3MoBUM Ta HUPKOBUU KIIipeHC nmperabdajiiny npsMo IIPOIOPIIiiHi g0
KJIipeHCy KpeaTuHiHYy (AuB. po3au «®apMaKOKiHeTHKa». HUpKOBa HEJOCTaTHICTS).



[TamieHTaM 3 mopylIeHHSIM QYHKIII HUPOK abo mallieHTaM Ha reMofianisi HeoOxigHa
KOPEKIIis go3u npemnaparty (oguB. po3ain «Crocib 3acTocyBaHHS Ta A03u», Tabmuis 1).

JIiHiMHICTH/HEeIiHINHICTD.

dapmakoKiHeTHKa nperadajiHy € JIiHiiiHOO [JI BCbOT0 PEKOMEHI0BAHOI'O dialla3oHy
no3. BapiaGenbHiCTh papMaKOKiHETUKM IIperabaliiHy cepeqn MallieHTiB € HU3bKOIO

(< 20 %). ®PapMakoKiHeTHKA ITPpU OaraToKpaTHOMY 3aCTOCYBaHHI € ImependayyBaHOIO
Ha MIifCTaBi JaHWX, OTPUMaHUX IPU 3aCTOCYBaHHI OOHOKPATHOL JO3U. TaKMM YMHOM,

HeMa€ noTpedu y IIJIaHOBOMY KOHTPOJII KOHIIEHTPAallii nperabdanilny y mia3Mi Kposi.

CraTtn.

Pe3ynpTaTH KIIIHIYHUX OOCIIIOXKEHD CBiAYaTh IPO BiACYTHICTH KJIIHIYHO 3HAYYILIOTO
BIUIMBY CTaTi Ha KOHIIeHTpallil mperabaiHy y mjia3Mi KpoBi.

HupkoBa HEeJOCTATHICTb.

KnipeHc nperabaniny npsiMo MPOIOPLIMHUN [0 KIIipeHCy KpeaTuHiny. Kpim 115010,
nperabanid epeKTUBHO BUOANISETHCS 3 MJIa3MHU 3@ JOIIOMOI0I0 reMofiani3y (mics
4 roguH reMofianidy KOHIeHTpallis nperabdailHy y mia3Mi KpoBi 3MEHIITYETHCS
npubmu3Ho Ha 50 %). OcKinbKu npernapaT BUBOAUTHCS B OCHOBHOMY HUPKaMH,
MalieHTaM 3 HUPKOBOIO HEIOCTATHICTIO HeOOXiMHO 3MEeHIITyBaTH 03y IIperapary, a
ITicJIsd reMofIiari3y - 3aCTOCOBYBATH OOMATKOBY M03y (OuB. po3min «Crocid
3aCTOCYBaHHS Ta mO3u», TabmuIs 1).

IleyiHKOBa HEOOCTATHICTE.

CrnenianbHux papMaKOKIiHETUYHUX OOCIIIAXKEHb Y MalliEHTIB i3 Ne4Y4iHKOBOIO
HeOocTaTHiICTIO He npoBoaunau. OCKinbKu nperabajsiH He 3a3Ha€ 3HAYHOTO
MeTabo0J1i3My Ta BUBOAUTHCS 3 CeYel0 MepeBaxKHO YV He3MiHEHOMY BUTJISI[Ii, TO
MaJIOMMOBIpHO, 111006 IMOpyHIeHHA QYyHKIII meYiHKM Majio 3HaYyLIIUH BIJIMB Ha
KOHIIeHTpallilo mperadaiiny y mi1a3Mi KpoBsi.

iTH.

dapmakoKiHeTUKY nperabaliHy BUBYaAIU 3 y4acCTIO HOiTel 3 erinerncieto. ITicns
IIepopabHOr0 3aCTOCYBaHHS ITperabaniHy AiTsSM HaTIle Yac JOCATHEHHS
MaKCHMaJllbHOl KOHIIeHTpallil ¥ Ijla3Mi KpoBi cTaHOBUB Bif 0,5 roguHU [0 2 TOOUH
[iCJIs IPUUOMY.

3HauyeHHSA Cmax i TITOII mif KPHUBOIO 3aIe2KHOCTI KOHIIeHTpallil Bifg dacy (AUC)
nperabaiHy 3pocTasu JTiHiWHO 3i 30iIbIIIeHHSAM O03u. Y fAiTeil 3 Macoio Tinma go 30 Kr
3HaueHHsa AUC O6ynu Hux4yuMu Ha 30 %, 1110 3yMOBJIeHO 30inbiieHHSIM Ha 43 %
KJIIPEHCY, CKOPUTOBAHOTO 3a MacCoOI0 Tijla, y IIUX [alli€HTIB IOPIBHSAHO 3 IIallieHTaMu 3



Macolo Tijna = 30 Kr.

KinnesBui nmepion HamiBBUBeIeHHS nperabajiiHy CTaHOBUB y cepeagHbOMY OIU3LKO 3-
4 roguH y OiTer BIKOM 00 6 poKiB Ta 4-6 rOOuH y OiTel BiKOM Bif 7 POKiB.

BcTaHoOBJIEHO, 110 KJTipeHC KpeaTHHiHy OyB 3Ha4yII[0I0 KOBapiaTolo OIS KIIipeHCy
IepopasbHOro nperabaiiny, a Maca Tijia OyJjia 3Ha4yII0l0 KOBapiaToio AJi YIBHOTO
006’eMy PO3MNOiTy IMepopaIbHOro Iperadaniny, i e 3B’5130K O0yB aHAJIOTiYHUM Y OiTel
1 JOpOCIUX NallieHTiB.

dapmaKkoKiHeTHKY nperadaiHy y mallieHTiB BikoM MeHIIIe 3 MicsIiB He BUBYAMU (OUB.
po3min «Iitu», «[TobiuHi peakirii» Ta «®apMakKoaguHaMiKa»).

IlarieHTH JTITHHOTO BIKY.

KnipeHnc nperabajiHy Ma€ TEHOEHIIIIO 4O 3MEHIIIEeHHS 3 BikoM. Take 3MeHIIIeHHSA
KJIipeHcy nperabaiHy IIpu #0oro 3aCTOCYBaHHI IIepopaibHO y3TOAXKYEThCS 3i
3MEeHIIIEeHHSM KJIipeHCYy KpeaTuHiHy, ITOB’I3aHUM 3i 30inblIeHHSIM BiKy. [TamienTam 3
MMOPYIIEeHHSM (YHKII1 HUPOK, ITOB’I3aHUM 3 BiKOM, MOKe IOTPeOyBaTUCS 3MEHIIIeHHS
mo3u nperabaniny (ouB. po3main «Crocid 3acTocyBaHHS Ta mHOo3u», Tabnuisa 1).

I'ogyBaHHS I'PyOgio.

l'opgyBaHHS IPyOOi0 He BILIMBaAo abo Masio He3HAYHUM BIIJIMB Ha (hapMaKOKiHETUKY
nperabaiHy Ipu Moro 3acTocyBaHHi y mo3i 150 Mr KoxkHi 12 rogun (go6oBa mo3a
300 mr). ITperabasiH NpoHUKAE Yy TPyOHE MOJIOKO, ITPU IIbOMY MOT0 cepemHi
KOHIIEHTpallil Y PiBHOBaXXHOMY CTaHi CTaHOBUIIU OIU3bKO 76 % Bifg KOHIIEHTPALil Y
nJ1a3Mi KpoBi MaTepi. Po3paxoBaHa [03a, IKy OTPUMY€E€ HEMOBJIA 3 TPYAHUM MOJIOKOM
(mpu cepegHbOMY CHOXKHKBaHHI MooKa 150 mi/kr/mo0y) Bim XKiHKHU, KA IIpUNMae
nperabanin y mo3i 300 Mmr/moby abo y MmakcuMasnbHi#M 0o3i 600 Mr/mo0y, CTAaHOBUTH
0,31 a6o 0,62 mr/kr/mo0y BignoBigHOo. 11i po3paxoBaHi mO3W CTAHOBIISTH ITPUOIU3HO
7 % Bif 3arasbHOI MOOOBOI 103U Yy MaTepi y mepepaxyBaHHi Ha MI/KT.

IToxa3aHHSA

HetliponamuuHutl 6inb.

[TpenapaT 30HIK MOKa3aHUU OJId JTiKyBaHHS HEWUPOIATUYHOTO 000 IepudepuyHoro
ab0 LIeHTPaIbHOTO IIOXOOXKEHHS y TOPOCIIUX.

Eninencis.

[IpenapaTt 30HIK IOKa3aHUU JOPOCIIUM SIK JOOATKOBE JIIKyBaHHS IIPU MTapliiaIbHUX
CYOOMHUX HallafiaxX i3 BTOPUHHOIO reHeparisaliieio abo 6e3 Hel.



I'enepanizosaHul mMpuBOXCHUU PO31a0.

[IpenmapaTt 30HIK MOKa3aHUM OJIS JIIKyBaHHS I'€Hepali30BaHOI0 TPUBOXKHOI'O PO3Jiafy Yy
OOPOCIIUX.

dibpomianais.
IIporunoka3aHHs

linmepuyTnuBicTh OO mir040i pedyoBUHU ab0 M0 OYyOb-sIKOi 3 JOIOMIiXKHUX PEYOBHUH,
3a3HayeHux y po3nini «Ckimag».

B3aemMonisi 3 iHONIHMH JTiKapChbKHMH 3aCo00aMHu

Ockinbku nperabaiiH eKCKPEeTYETHCS IIePeBaKHO B HE3MIHEHOMY BUTJISI[I 3 CeYelo,
3a3Ha€ He3HAYHOro MeTaboi3My B opraHi3Mi moauau (< 2 % 03U BUOINSETHCS i3
cedelo y BUTIsOi MeTaboJtiTiB), He iHTriOye MmeTaboi3M iHINIMX Ipenaparis in vitro i He
3B’sI3y€eThCA 3 OijTKaMu IJ1a3MU KPOBi, TO MaJIOMMOBIPHO, 1110 Tperabdaid Moxe
CIIPUYUHATH papMaKOKiHETUYHY B3a€MOit0 abo OyTu 00’€KTOM TaKOl B3aEMO/Iil.

JTocaiooceHHA in vivo ma nonyasauiuHull ¢gapMakoKiHemu4Hull aHanis.

Y mocnipzKeHHSIX in Vivo He CIIOCTepiranm 3Ha4Yyniol KJTiHigYHOl (papMaKOKiHETUYHOI
B3aeMopil Mixk nperabaninoM i peHiTOiHOM, KapOaMa3eIliHOM, BaJIbIIPOEBOIO
KHCJIOTOI0, TaMOTPUAKMHOM, TabaleHTUHOM, JIopa3enaMoM, OKCUKOLOHOM abo
eTa”HonoM. [lonynaninHuy ¢papMaKOKiHETUYHUY aHali3 II0Ka3as, 110 IepopaibHi
npoTuaiabeTuyHi 3acobu, OiypeTukwu, iHCyiH, ¢peHobOapbiTan, Tiarabid Ta TomipamMart
He MalOTh KJIiHIiYHO 3HAYYIIOr0 BIJIMBY Ha KIIipeHC IIperabdaminy.

ITepopasvHi KOHMpauenmusu, HopemucmepoH ma (abo) emuHisecmpadio.

OmHOYacHe 3aCTOCYBaHHs ITperabaiHy 3 mepopajlbHUMU KOHTPAlleITUBaMHU,
HOpPEeTHuCTepoHOM Ta (ab0) eTHMHiIECTPaAionoM He BIZIMBA€ Ha PapMaKOKiHETHUKY
PiBHOBaXKHOTO CTaHy KOJHOTO 3 IIUX JIiIKapChKUX 3aco0iB.

JIikapcoKi 3acobu, u,o enausaroms Ha ITHC.

[Tperabanin MoxKe ITOCUJIUTH [il0 €TAaHOJIy Ta Jiopa3ernaMy. [ToBigomMasiau mpo
BUHUKHEHHS OUXaJIbHOI HEJOCTATHOCTI Ta KOMH i IeTaJIbHOTO HACIIOKY V IAlli€HTIB,
sIKi Ipu¥iMarnu mperabanid pa3oMm 3 omioimaMu Ta/abo0 iHIIMMHU TiKapChKUMM 3aco0aMiu,
o npurHiuyooTh QyHkKiio ITHC. [Tperabanid, iMOBipHO, TOCUJTIOE TTIOPYIIIEHHS
KOTHITUBHUX Ta OCHOBHHUX PYXOBUX (QYHKIIiM, CHPUYNHEHUX 3aCTOCYyBaHHAM
OKCUKO[OHY.



B3aemo0ii y nauieHmis AimHb0o20 BIKY.

CrienianbHUX OOCIiAXKeHb (hapMaKOOMHAMiYHOl B3aEMO/il 3 Y4acCTIO 3TOPOBUX
mOOPOBOJIBIIIB JIITHHOTO BiKy He IIPOBOAUIN. [[OCITimXKeHHSs B3aEMO/Iii TiKapChKUX
3aco0iB TPOBOOUIIHU JIUIIIE ¥ HOPOCIIUX IAlli€HTIB.

Oco00/1MBOCTi OO0 3aCTOCYBaHHSA

ITauieHmu 3 uykposum Oiabemom.

BigmoBimHO Mo YMHHOI KJTiHIYHOI IPaKTUKY, IesKi NallieHTH 3 IIyKPOBUM HiabeToM,
Maca Tina gKux 30ijbIlInaacs I yac Tepamnil nperabaniHoM, MOXKYTh ITOTpeOyBaTH
KOPEKIIil 1031 LYKPO3HUKYyBaJIbHUX JIIKapChKUX 3aC00iB.

Peakuii 2inepuymausocmi.

[ToBigoMIIsisi PO PO3BUTOK peakliil TinepyyTJIUBOCTI, BKIIIOYAO4YU
AHTiIOHEeBPOTUYHUM HAOPSK. [Ipy BUHUKHEHHI TAKUX CUMIITOMIB aHTiOHEBPOTUYHOTO
HaOpsIKy SIK HAOPSK 00/1uyyYs, mepiopanbHuil HaOpsAK ab0 HaOPSAK BEPXHIX AUXaTbHUX
IIJISIXiB 3aCTOCYBaHHS ITperabaiiHy ciig HeraHO MPUINHUTH.

TsaxcKi WKipHI nobiYHI peakuii

Y 3B’s13Ky 3 niKyBaHHSIM IperabaiiHoOM pigKo MMOBigOMJISIM PO TAXKKi MIKipHi mo6iyHi
peaxkiiil, BKiaodaouu cuHapoM CriBeHca-[I:koHcoHa (CCJI) Ta TOKCHUKO-eIlifepMalbHUuA
Hekpoii3d (TEH), aki MoxyTb OyTu HeOe3MMeYHUMHU OJi KUTTS ab0 MaTH IeTalbHUN
Haciigok. ITig yac nmpu3HayeHHs JIiKapChbKOro 3aco0y 30HIK mallieHTaM CJTif
IIOBIIOMUTH IIPO O3HAKU Ta CUMITOMU Ta YBA’KHO CTEXKUTHU 3a LIKIPHUMU pPeaklisiMu.
AKINo 3'IBNSAI0THCSA O3HAKW Ta CUMIITOMH, 110 BKa3ylOTh Ha IIi peakxilil, CJIig HerauHO
BiIMiHUTHY 3aCTOCYBaHHS nperaballiHy Ta PO3TrISHYTH albTepHATUBHE JIiKyBaHHSA (Y
pa3i HeoOXigHOCTI).

3anamopo4eHHs, COHAUBICMb, Bmpama ceidomMmocmi, cnaymaHicms ceidomMocmi ma

NOpPYWeHHs NCuUxiku.

3acTocyBaHHS nperadajiHy CyIpoBOAXKYBaJIOCS II0SBOIO 3allaMOPOYEHHS Ta
COHJIMBOCTI, 1110 MOXKe 30iNbIINTY PU3UK BUHUKHEHHS TPaBMaTUYHUX BUIIAMIKiB
(magiHHs) y Halli€eHTiB JIITHBOTO BiKy. TaKOXK MOBiMOMJISI/IU PO BUIIAOKU BTPATU
CBIZIOMOCTI, CIIJIyTAQHOCTI CBIIOMOCTI Ta NOPYIIEHHS IICUXIKU. Y 3B'S3KYy 3 LIUM
nalieHTaM CJIii peKoMeHayBaTu OyTu 00epeXHUMMU, IIOKU IM He CTaHyTh BigoMmi
MOXKJIMBi e(peKTH IIbOT0 JTiIKapChKOTro 3aco0y.

Po3aaou 30py.




ITig yac KOHTPOJIbOBaHUX OOCIIAXKEHb HEYITKICTh 30py 4YacTillle cmocTepiransacs y
MaliexTiB, SKi mpuiiManu nperadasid, HiXK y HallieHTiB, AKi oTpuMyBanu mnamne6o. Y
OinbIIIOCTI BUNIAKIB 1€ ABUIlE 3HUKAJIO ITPYU ITPOOOBXKEHHI Teparril. Y xomi KiTiHiuyHuX
OOCITiIKeHb, B IKUX MIPOBOAUIU 0 TaIbMOJIOTiYHEe 00CTEXKEHHS, YaCTOTa BUITAOKIB
MOTipIIEeHHS TOCTPOTH 30PY Ta 3MiHU I10JI 30py Oyia BUMIOKO Y IAIli€HTIB, SIKi
3aCTOCOBYBaJu Iperabdanid, MOPiBHAHO 3 MalliEHTaMU 3 TPYOHU Ijaiebo0; YacToTa
BUHUKHEHHS 3MiH Ha OYHOMY AHi OyJia BUIIOIO y HAITiEHTIB i3 rpymnu maamnebo (Ous.
po3min «®apMakKoouHaMiKa»).

Takozk nmoBigmomisanu npo nobiuHi peakilil 3 60Ky opraHiB 30py, BKJ/II0YalO4u BTPATy
30py, HEUITKiCTh 30py abo iHIII 3MiHU TOCTPOTHU 30pYy, 6araTo 3 IKuX OyIu
TUMYaCOBUMHU. [Tic/Id NTpUOUHEHHS 3aCTOCYBaHHS mperabdaniny 1i cuMIToMu 3 60Ky
OpraHiB 30py MOXKYTb 3HUKHYTU a00 3MEHIITUTHUCS.

Hupkosa HedocmamHicmb.

[ToBimoMIIsiyi IIPO BUIIAAKM PO3BUTKY HUPKOBOI HEIOCTATHOCTI, sAKa iHomi Oya
000OpPOTHOIO TIiC/s MIPUNUHEHHS 3aCTOCYBaHHS IIperabariny.

BiomiHa cynymHix npomuenizienmu4HuUx npenapamis.

Hapa3si HemoCcTaTHRO HaHUX IIOOO TOTO, YU MOXKHA BIAMIHATU CYIIyTHI
MIPOTHUEITINIENTUYHI IIperapaTH IIiCast TOTO, SIK YV Pe3ynIbTaTi jofgaBaHHs Imperadaniny
0o Teparil Oyzme DOCATHYTO KOHTPOJIIO 3a CyZoMaMu, 11100 nepeiTy Ha MOHOTepallio
nmperabaniHoM.

3acmitllHa cepuesa He0ocmamHicmb.

IToBigoMIIsisiv IPO 3aCTiMHY CepPLieBy HEOOCTaTHICTh Y OeAKUX MallieHTiB, Kl
nmpuiiManu nperabanid. Taka peakilis cmocTepiranacs 3me0iIbIoro mif 9yac JiKyBaHHS
nperabagiHOM HEUPOIIaTUYHOTO OOJII0 V MAIli€EHTIB JIITHHOTO BiKy 3 yXKe iCHYyI0OUUMU
CepIeBo-CYIUHHUMMU ITOPYIIIeHHSIMY. TaKuM IallieHTaM Irperabatid ciif
3aCTOCOBYBaTHU 3 00epexkHicTio. [Ipu mpunMHEHHI 3aCTOCYyBaHHS IIperabaiiny e
SIBUIIIE MOXK€E 3HUKHYTHU.

JIiKygaHH s Hellponamuy4yHo20 60110 U,eHMpa/ibH020 NOX00HCEHHs 8BHACAIO0K

VPAHCEeHHA CNUHHO20 MO3KY.

[Tig yac miKyBaHHSI HEMPOIIATUYHOTO OOJII0 IIEHTPAIbHOI'O ITOXOIXKEeHHS,
CIIPUYHMHEHOT'0 YPaXKeHHSIM CIIMHHOTO MO3KY, 30i/IbIllyBaacs 4acToTa ITO0iYHUX
peaxirii y 1ijioMy, a TaKOK NOoOiYHUX peakii 3 00Ky IIeHTPalbHOI HEPBOBOI CUCTEMHU
Ta 0COOIUBO COHNUBOCTI. Lle Moxke OyTHU MOB’sI3aHO 3 aAUTUBHOIO [i€I0 CYITyTHiX
JIiIKapChbKUX 3ac00iB (HAIIpUKIaj, aHTUCIIACTUYHUX IIpeIlapaTiB), HEOOXimHUX O
JIIKyBaHHS IILOTO cTaHy. LI1o o6cTaBUHYy Ci1ig OpaTH [0 yBaru, Npu3Hadaoyu



npera6a’iiH IpU TaKOMY CTaHi.

ITpuz2HiyeHHA OUXAHHSA

[ToBigoMIIANIY NIPO TAXKKE IIPUTHIYEHHS QUXaHHA Y 3B'I3KYy 3 3aCTOCYBAaHHAM
nperabaniny. [TamieHTH 3 TopyIIeHHSM (QYHKIII OIUXaHHS, PeCIlipaTOPHUMU
3aXBOPIOBAaHHAMU a00 HEBPOJIOTIYHMMU 3aXBOPIOBAaHHSIMM, HUPKOBOIO HEIOCTATHICTIO,
OOHOYACHUM BXKMBAHHSAM 3aco0iB, 110 nmpurHiyyoTs LJHC, Ta naluieHTH JIiTHBOTO BiKy
MOZKYTb MaTU OiNbIINY PU3UK BUHUKHEHHS ITi€l TSKKOI 1mobiyHol peakiii. 711 Takux
MalieHTiB MoXe 3HagoOUTUCS KOPUTYBAaHHS mo3u (OuB. po3min «Cmocib 3acToCcyBaHHS
Ta JO3U»).

CyiuudasnvbHull pu3uk

[ToBigoMMIsANIM PO BUIIAOKU CylIMOAJIbHUX OYMOK/IIOBEOIHKY Y IAlli€HTIB, SIKi
OTpPUMYBAaJIA Tepalilo MPOTUENIIENTUYHNMH IIpellapaTaMy 3a JesIKUMU ITOKa3aHHSIMU.
3a pe3ybTaTaMU MeTaaHalily maHUX, OTPUMaHUX y XOfi paHOOMi30BaHUX I1amnebo-
KOHTPOJIbOBAHUX AOCJIXKEHb IPOTUENIEITUYHUX IIpenaparTiB, TaKOX
CIIOCTepirasnocsi HeBeJIUKe IMiABUILEHHS CYIIIUOaIbHOI0 PU3UKY. MexaHi3M
BUHUKHEHHS LILOTO PU3UKY HEBIIOMUU. Y IIOCTMapKETUHIOBOMY II€PiOfi y Malli€HTIB,
sIKi oTpuMYyBasu nperabarliH, CIIoCTepirajaucs BUIAOKU CyilUaaIbHUX
OyMOK/TioBemiHKY (OuB. po3min «I1o6iyHi peakiii»). EnimeMiosioriune gociigzKeHHS 3
BUKOPHCTAHHSAM AM3allHy CAaMOKOHTPOIbOBAHOT'O OOCIiAXKEeHHS (IOPiBHSIHHS IIEePioaiB
JIIKyBaHHS 3 IepiogaMu 6e3 JTiKyBaHHS B OKPEMOI JTIOANHY) IIPOIeMOHCTPYBAJIo
MMiABUIIEHUM PU3UK HOBUX ITPOSBIB CyIIIUOAIbHOl ITOBEOIHKY Ta JIETAJIbHOT'0 HACTIAKY
yepe3 caMoryOCTBO Y IAlli€HTiB IIpU NPUMOMi IIperabariny.

Y 3B’s13Ky 3 IIUM HEOOXiIHO peTelbHO CIIOCTEPIraTy 3a HalliEHTaMU [JIsi BUSIBIIEHHS
O3HaK CyllugalbHUX OYMOK/IIOBEOIHKY Ta PO3TJIAHYTHU OOLIIBHICTh IPU3HAYEHHS
BiTIOBigHOTO JTiKyBaHHS. Y pa3i mosiBM TaKWX O3HAK IallieHTH (Ta ocobu, sKi
OOTJISIAal0Th 3a HUMHU) IOBUHHI 3BEPHYTUCS 3a MEOQUYHOIO HommomMoro. Cifg
PO3TJISHYTH MOXKJIUBICTh IPUNIMHEHHS TiKyBaHHS IIperabaiHoM y pa3si cyliuganbHuX
OYMOK/IIOBEIIHKHU.

ITozipweHHA pyHKUIl HUMCHIX 8i00i/1i8 W./AYHKO0B80-KUWKOB020 MPAKMY/.

[Ticna Buxony npenapaTy Ha PUHOK IIOBIIOMIISIJIU IIPO SIBUIlA, IOB’s13aHi 3
NOTipIIeHHSIM (YHKITIl HUKHIX BigOiJTiB IITYyHKOBO-KHMIIIKOBOTO TPaKTYy (Taki IK
HENPOXigHICTh KUIIEYHUKY, IapaliTudYHa HEeIPOXigHICTh KUIIEeYHUKY, 3al0p), IpHu
3acToCyBaHHi nmperabasiHy pa3oMm 3 JTiKapChbKUMM 3aco0aMu, 110 MOXKYTh CIIPUYUHUTHI
3arop, HallpUKJa/ OMiOIAHMMM aHajbreTuKaMu. [Ipu omHOYaCHOMY 3aCTOCYBaHHI
mperabaiHy Ta OMiOImiB CIif BXKUTH 3aXO0MiB it TpodiTakKTUKKU 3anopiB (0CoOIUBO y
KIHOK Ta MaIliEHTIB JIITHBOTO BIiKY).



OO0HoYacHe 3acmocyB8aHHs 3 onioidamu

PekoMeHOy€eThCS 3 00epexKHICTIO TpU3HavaTH IIperabaiiH ogHOYaCHO 3 OIlioimaMu
yepe3 pu3uk npurHivenHsa ITHC (guB. po3gin «B3aeMomisa 3 iHIIMMHU JTiKapChbKUMU
3acobaMu Ta iHIIII BUOU B3a€EMOAil»). Y peTPOCIEKTUBHOMY AOCIiAXKeHHi O0y10
MIPOIEMOHCTPOBAHO, III0 IMAIliEHTH, SIKi IIpuiiMaly nperabanid ogHOYaCHO 3 Omioimamu,
MaJld MigBUIIEeHUUN PU3UK JIETAJIbHOCTI, ITOB’sI3aH01 3 OmioimaMu, ITOPiBHSHO i3
3aCTOCYBaHHSM OITiOIiB OKpeMO (CKOopuroBaHe cCIiBBigHomeHHs mraHciB [aOR], 1,68
[95 % [OI, 1,19-2,36]). Lle# ninBueHut pu3uk 0yno 3a¢dikcoBaHO IpU NpUoMi
HU3BbKUX A03 nperabdaniny (= 300 mr, aOR 1,52 [95 % I, 1,04-2,22]), i
CIIoCcTepirasnacsi TEeHOEHIIisA 0 OilbIll BUCOKOTO PU3UKY ITPU IIPUNOMI BUCOKUX 103
nperabaniny (> 300 mr, aOR 2,51 [95 % I 1,24-5,06]).

HenpasusivHe 3acmocyB8aHHA, 3/108HCUBAHH A abo 3aaedxcHicmo.

[Ipera6anin MOKe BUKJIMKATH JIIKapChKY 3aJIeKHIiCTh, SKa MOKe BUHUKATU IIPU
3aCTOCYBaHHI TepaneBTUYHUX 003. [ToBiOMIISAIN PO BUIIAAKU 3JIOBXKUBaHHS Ta
HeIIPaBUJIBHOI'O 3aCTOCyBaHHA. [lallieHTH 31 37I0BXXUBAHHAM PI3HUMU PEYOBHHaMU B
aHaMHe31l MOXKYTbh MaTH BUIIUW PU3KUK HEIIPaABUJIBHOTO 3aCTOCYBaHHS, 3JI0BXKUBaHHS
Ta 3aJIe2KHOCTI IIPpU 3aCTOCYBaHHI nIperabainy, TOMy el JiKapChKui 3acib y HUX CJIif
3aCTOCOBYBaTHU 3 o0epexkHicTio. [Tepen nmpu3HaueHHSM IIperaba’lliHy CIig peTenbHOo
OLIIHUTH PU3UK HEIPaBUJIbHOTO 3aCTOCYBaHHS, 3JIOBXKMBaHHSA ab0 3a/1€KHOCTI.

[MamienTH, SKi OTPUMYIOTH JTiKyBaHHS IIperabasiHoM, ITOBUHHI mepebyBaTH ITif
HarjasgoM [Jis BUSBJI€HHS CUMIITOMIB HEIIPaBUJIIBHOTO 3aCTOCYBaHHS, 3JIOBXKMBAHHS
ab0 3a/1eKHOCTi, TAKUX K PO3BUTOK TOJIEPAHTHOCTI, MiABUILIEHHS JO3M Ta I10sBa
IMOBEOiHKY, CIIPSIMOBAHOl Ha OTPHUMAaHHS JIIKapChbKOT0 3aco0y.

Cumnmomu 8iOMiHU.

[Ticnss npunrHEHHS KOPOTKOCTPOKOBOI ab0 TpHUBaJol Teparii mperabdanminom
CIIOCTEepIrajgncs CUMIITOMM BigMiHU npenapaty. [loBimoMiisanyu n0po Taki CUMIITOMMU:
0e3COoHHS, TOJIOBHUM 0inb, Hy[I0Ta, TPUBOXKHICTD, Hiapes, TPUIIONONIOHNUY CUHOPOM,
HEPBO3HICTh, JeIpecis, cylluuaaabHi oyMKHU, Oifb, CyIOMHU, TiIeprigpos i
3araMoOpoYeHHs. BUHUKHEeHHsI CUMIITOMIB BIIMiHU ITiCJIg IPUIIMHEHHS IIPUNOMY
nperabasiHy MoKe CBiqUHUTH PO JIiIKapChKY 3aJiekKHiCTh (quB. po3min «ITobiuni
peakirii»). Ll1o iHdopmMalrito ciif MOBiIOMUTH IAIliEHTYy Iepeq IIo4YaTKOM Teparil. AKIiio
nperabaid HeoOXigHO BiOMIHUTH, PEKOMEHAYETHCSA POOUTHU 1ie ITOCTYIIOBO IPOTATOM
IoHaMeHIIe 1 TUXKHS He3aleXkKHO Biff MoKa3aHb (OuB. po3ain «Crocib 3acTocyBaHHS
Ta OO3U»).

CymoMu, 30KpeMa eniIenTUYHNMN CTaTyC Ta BEJIHKi CyYJOMHI Halagu, MOXYThb
BMHUKATH IIif Yac Teparril mperabaninoM abo HEBOOB3i ITicIst MOT0 BigMiHU.



IaHi mjomo BigMiHu niperabasiny micjig TPUBAJIOTO 3aCTOCYBaHHS BKa3yIOTh Ha Te, 110
4YacTOTa BUHUKHEHHS Ta CTYIIIHb TA2KKOCTiI CUMIITOMIB BiIMiHM MOXYTb 3ajiezKaTH Bif
OO3M.

Ernuepasonamis.

[ToBimoMiisiniv IIPO BUMIAAKM eHIledaonarii, 110 BUHUKaIM IIepeBaXKHO Y IallieHTiB i3
CYIIyTHiIMHM 3aXBOPIOBAaHHSIMH, III0 MOXKYTh CIIPOBOKYBATH eHIledanoIariio.

2KiHKM PENPOAYKTHUBHOTO BiKY/KOHTpPALEMITis.

3acTocyBaHHS nperadajiiHy IpOTSATOM MEPIIOTro TPUMECTPY BariTHOCTI MoxKe
CIPUYUHSATH CEPUO3HI BpoazKeHi Bagu po3BUTKy (BBP) y MailOyTHBOL AUTHHHU.
IIpenapaTt 30HIK He CJIif 3aCTOCOBYBaTHU Y Iepiof BariTHOCTi, OKpiM BUIIa[KiB, KOJIU
KOPUCTH [JI MaTepi ABHO NEPEBUIIYE MOXKINBUMN PU3UK O14 moga. 2KiHKaM
PETIPOOYKTUBHOTO BiKYy ITPOTSTOM JIiKyBaHHS ITperabaniHoM HeoOXigHO
BUKOPUCTOBYBaTH e(PeKTHUBHI 3aco0u KOHTpalleIlil (IuB. po3misl «3aCTOCYBaHHS Y
repios BariTHOCTI abo romyBaHHS I'PYOOI0»).

ITonoMi>KHI pe4OBUHU

IMaHuil nikapchbKu# 3acid MicTUTh MeHIIe 1 MMOIb HaTpPilo Ha [03y IIpelapary, TO0To
IpaKTUYHO BUIBHUU Bif HATPilo.

3acmocysaHHsa y nepiod sazimHocmi abo 200y8aHHA 2py0010.

2KiHKM PEenpPOAYKTHUBHOTO BiKY/KOHTPALEMITis.

2KiHKY penpoOOyKTUBHOTO BiKy ITOBUHHI BUKOPHUCTOBYBaTU e(eKTUBHI 3acobu
KOHTPAIIEeIIIii.

BariTHiCcTEb.

Y xomi mocnimkxeHb Ha TBapHUHaX OyJI0 IPOIEMOHCTPOBAHO PENPOOYKTHUBHY
TOKCUYHICTh. [Toka3aHo, 1110 nperabaiidH NpoHUKa€E Yyepes IIalleHTy y UIypPiB.
[Iperabanin MoxKe IMTPOHUKATHU Yepe3 IJIAlleHTy JII0OUHH.

Cepiio3Hi BpomxeHi Bagu po3BUTKY (BBP)

IaHi CKaHOMHABCHKOT0 00CEpPBaIliiHOTO JOCHIAXKEeHHS 3 y4acTio ImoHan 2700 BariTHux
XKIHOK, SIKi 3aCTOCOBYBasu Imperadasiid y MepiuioMy TPUMECTPi, IPOOeMOHCTPYyBaJun
Oinbiry momupeHicTs ceprio3nux BBP cepep mitelt (;kuBux abo MEPTBOHAPOXKEHUX),
sIKi 3a3HaJIM BHYTPIIIHbOYTPOOHOT O BIIJIMBY ITperabasiiHy IMOPiBHSIHO 3 MOIYJISAII€I0
OiTeu, IKi TaKOro BIIIUBY He Manu (5,9 % npotu 4,1 %).



Pu3uk po3BUTKY cepiio3nux BBP cepeq miTed, sKi 3a3Hanu BHYTPIITHEOYTPOOHOTO
BIIUBY IIperabasiHy y mepIiIoMy TPUMECTPi BariTHOCTi, 6yB [eIllo BUIIMM IIOPiBHSHO 3
MOMYIALIEI0 OiTeH, sIKi TAKOr0 BIJIMBY HEe Mald (KOPUTOBaHUM KOeiIlieHT
noiurpeHocTi Ta 95 % pmosipuuu iHTepsan: 1,14 (0,96-1,35)), Ta TOPiBHAHO 3
MOMyJIALi€l0, IKa 3a3Hajia BOIUB jaMoTpumkuny (1,29 (1,01-1,65)) abo OyI0KCETUHY
(1,39 (1,07-1,82)).

Anamni3 crienudiku BBP npomeMoHCcTpyBaB 0ifibIll BUCOKUM PU3UK IIIOHO
opodacuianbHUX HE3POIleHb Ta AedeKTiB opraHiB 30py, HEPBOBOI ab0 ceuo-cTaTeBoOil
CUCTEeMH, ajie TIOKa3HUKMU OyJIM HEBEJIMKNUMMU, a OIiHKU - HETOUHUMHU.

[TpemapaT 30HIK He CJIi 3aCTOCOBYBATHU y Iepiof BariTHOCTi 6e3 HarasjabHOI ITOTPpebu
(KoM KOPUCTH OJISI MaTepi TBHO MEPEBUIIYE MOXKJIMBUN PU3UK OIS MIJI0AA).

I'ogyBaHHSA I'PyOOIo.

[Iperabanin IpoOHUKAE y TPYOAHE MOJIOKO JIIOOUHU. BrinmuB nperabainy Ha
HOBOHAPOIXKEHUX/HEMOBIISIT HeBigjoMuii. HeoOXimHO MPUUHSATHY PillleHHS ITPO
MIPUIINHEHHS TPYOHOTO rogyBaHHSa abo BimMiHy Teparrii mperabaninom, 6epy4du oo
yBaru KOpUCTh T'OAYBAHHS IPYOOIO OJis AUTUHU Ta KOPUCTH JIiIKyBaHHS OJIS KiHKH.

QepPTUIBHICTS.

Kninigyxi maHi mopmo BriiuBy nperabaniny Ha GepTUulIbHICTD XKiHOK BiiCyTHI.

ITig vac KiHIYHOTO MOCHiAXKEHHS 3 BUBYEHHS BIIJIMBY IIperaballiHy Ha PyXJIUBiCTh
CIIepMaTOo30iMiB 3MOPOBi HOOPOBOIIBIII YOJIOBIUOI CTAaTi 3aCTOCOBYBasu Iperadatil y
mo3i 600 mr/mo0y. ITicns 3acTocyBaHHS IIpenapaTy OPOTSIroM 3 MiCSIIB X KOOHOTO
BIUIMBY Ha PYXJIUBICTh CIIepMaTO301MiB HEe BUSBIIEHO.

Y xopi mocnigxkeHHsT GepTUTBPHOCTI Y caMUIb IITyPiB criocTepiraBcst HeOaxkaHUM BIIJIUB
Ha PENpoOAayKTHUBHY (QYHKIIiIO. Y X0Oi HOCHigKeHHS (epTUIbHOCTI Y CaMIIiB IIypPiB
criocTtepiraBcst HeOaXKaHUM BIJIMB Ha PEIIPOOYKTUBHY (QYHKIIIO Ta pO3BUTOK. KitiHiuHa
3HAQUYILIICTh IUX pe3yJIbTaTiB HeBigoMa.

30amHicmb enausamu Ha weuodKicmb peakuii npu kepysaHHi asmompaHcnopmom abo
[HWUMU MexXaHi3mamu.

[Tpera6anin Moxke He3Ha4YHOI0 a00 ITOMiIpHOIO MipoIo BIIJIMBATU Ha 3[aTHICTh KepyBaTU
TPaAaHCIOPTHUMHU 3acoO0aMM Ta IIpallfoBaTH 3 iHIIMMU MexaHi3MaMu. [Iperabajin Moxe
CIIPUYUHUTU 3allaMOPOYEHHS 1 COHJIUBICTD 1 TAKMM YMHOM BIJIMBaTU Ha 30aTHICThb
KepyBaTU TPAHCIOPTHUMH 3acobaMu Ta IIpalfloBaTH 3 iHIIMMU MeXaHi3MaMu. Y
3B’43KYy 3 [IUM IIalli€EHTaM CJIi[ peKOMEeHOyBaTU YTPUMYyBaTHUCS Bif KepyBaHHA
TPAHCIIOPTHUMH 3aco0aMi, Bifl poOOTH 3i CKIIagHOIO TEXHIKOIO Ta Bif iHIIIOl



IIOTEHIIINHO HeOe3MeuHol OiIJILHOCTI, IIOKY He CTaHe BiMOMO, YUY BIIJIUBAE IieH
JIiIKapChKUM 3acib Ha 1XHIO 3[ATHICTh 10 TaKOl OisIJIbHOCTI.

Cmocid 3acTocyBaHHsI Ta 03U

Cnocib 3acmocy8aHHsl.

[IpenapaTt 30HIK mpuiiMaTH He3a/JIeKHO Bill MPUHAOMY 1XKi.

IManui nikapchbKuM 3acid Mpu3HauyeHU BUHSITKOBO OJIsSI IIePOPaIbHOTO 3aCTOCYBaHHSI.
Ho3u.

Iiama3oH g03 mpemnapaTry Moxe 3MiHoBaTucsa y Mexkax 150-600 mr Ha goOy. [JoO6oBy
003y PO3MONiIATH Ha 2 ab0 3 IpUuoMH.

Y Bunapgky npu3HavyeHHS Pa30BOI1 03U MEHIIe 75 MT - 3aCTOCOBYBaTH Y BilITIOBiTHOMY
OO3yBaHHI.

HeliponaTuuuui O0iib.

Teparmito mperabaniHomMm MoxKHa po3nodaTu 3 1o3u 150 Mr Ha o0y, po3momiieHol Ha 2
abo 3 mpuiiomu. 3anieKHO Bifl iHOUBiOyabHOI BiOIOBifi Ta ITIepPEeHOCUMOCTI IIpenapaTty
mo3y MozkHa 30inmpmmT mo 300 Mr Ha moOy depe3 3-7 OHIB, a y pa3i HeoOXigHOCTI - 70
MakKcuManbHOI go3u 600 Mr Ha moOy Iie miciis 7 OHiB.

Y BumagKy npu3HadeHHS Pa30BOl JO3U MEHIIIe 75 MT - 3aCTOCOBYBaTH y BiIIIOBIZHOMY
OO3yBaHHI.

Eninencisa.

Teparmito mperabaniHomM MoxKHa po3nodaTu 3 1o3u 150 Mr Ha o0y, po3MoaiieHol Ha 2
abo 3 mpuiriomu. 3anekHO Bifl iHAUBiAyasibHOI BiOIOBifi Ta IIePEeHOCUMOCTI IIpenapary
MalieHToM mo3y MoxHa 30inbimuTu mo 300 Mr Ha mo0y ITiC/s IeplIoro TUXKHS
nikyBaHHA. Ille yepe3 oOuH TUXKIOEHb O3y MOXKHAa 30iIbIIUTU N0 MaKCUMaJIbHOI -
600 Mr Ha Oooy.

Y Bumagky nmpu3HadyeHHs Pa30BOl MO3U MeHIIIe 75 MT - 3aCTOCOBYBAaTH y BilTIOBimHOMY
MO3yBaHHI.

I'eHepasli3oBaHUl TPUBOXKHUM pPO3Jiaf.

Ilo3a, sIKy pPO3MOOiNsioTh Ha 2 a00 3 mpuiioMHu, MOXKe 3MIHIOBATHUCS Y MeXKax
150-600 Mr Ha moOy. [Tepiogu4YHO CJIim mepernsigaT HeoOXimHICTh ITPOOOBXKEHH ST
Teparril.



Teparrito mperatamiHoM MoxHa po3mnodatu 3 mo3u 150 Mr Ha go0y. 3aexkHOo Bif
iHOUWBigyannbHOl BiAIIOBiOl Ta IIE€PEeHOCUMOCTI IpenapaTy IalliEHTOM A03y MOXKHa
30inpimuTy go 300 Mr Ha o0y ITicysa MepIIoro TUXKHS NiKyBaHHS. [Ticss m1e ogHOTro
TUKHS IIPUKOMY 403y MOKHa 30inbmuTu 10 450 mr Ha moby. llle yepe3 oguH TUXKOEHbDb
mo3y MOKHa 30ibIIUTH 00 MakKcuMaJsibHOl - 600 Mr Ha mo0y.

Y BumapgKy npu3HadeHHS Pa30BOl JO3U MEHIIe 75 MT - 3aCTOCOBYBaTH y BiIIIOBimHOMY
IO3yBaHHI.

dibpomiaris.

PexomeHpoBaHa mo3a npemnapary AJis JIiKyBaHHS ¢dibpowmianrii ctranoBuTs Big 300 mo
450 mr Ha poOy. JIikyBaHHS CIii pO3IIOYMHATH i3 3aCTOCYBaHHS A03U 75 MT [Bidi Ha
moOy (150 mr Ha mo0y). 3anexXHo Big epeKTUBHOCTI Ta IEPEHOCUMOCTI 03y MOXKHAa
36inpmyBaTu 0o 150 Mr aBiui Ha ooy (300 Mr Ha moOy) IPOTSATOM OIHOI'O THUXKHsI. s
Mali€eHTiB, O AKUX 3acTocyBaHHs go3u 300 Mr Ha o0y € HEIOCTAaTHLO e(EKTUBHUM,
MOXKHa 30inbIuTH o3y A0 225 Mr aBidui Ha mo0y (450 Mr Ha goby). Xoda icHYE
OOCIimXXKeHHs 3acTocyBaHHS mo3u 600 Mr Ha moOy, moKa3iB TOro, II10 3aCTOCYyBaHHS
i€l mo3u Oyme MaTH OOAaTKOBY IlepeBary, HeMae€; TaKoXK TaKa [03a Maja TipIry
rnepeHocuMictb. bepyuu go yBaru go3o3aliexxHi mobiuHi peakirii, 3acTocyBaHHS 403
Buitie 450 Mr Ha moOy He peKoMeHOyeThbcsi. OCKinbKM nperadajriiH BUBOOUTHCS
TOJIOBHMM YMHOM HUPKaMU, CJIif KOPUT'yBaTU O03y Ipenapary HnalieHTaM i3
NOpPYUIeHHAM (QYHKIIl HUPOK.

Y Bumagky npu3HadyeHHs Pa30BOl MO3U MeHIIIe 75 MT - 3aCTOCOBYBATH y BilTIOBimHOMY
OO3yBaHHI.

BigMmiHa nmperabajiHy.

BigmoBimHO mo miro4oil KiTiHiYHOI IpPaKTUKU, TPUIIMHSATH Tepariio mperabdanainoM
PEKOMEHOYETHCSA MOCTYIIOBO, IIPOTSATOM IIIOHAMMEHIIIE OJHOTO THUXKHS, He3aJIeKHO Bif
Imokas3aHb (auB. po3minu «OcobIMBOCTI 3acToCcyBaHHsI» Ta «I[106iuHi peakiii»).

IMTopymieHHs GYHKIII HUPOK.

[TperabaniH BUBOOAUTHCS 3 CUCTEMHOTIO KPOBOTOKY B HE3MiHEHOMY BUTJISAMI,
repeBaxkHo HUPKaMu. OCKinbKU KinipeHC nperabaiiHy IpsiMo IIPOIOPLIiMHUN KITipeHCy
KpeaTuHiHy (OuB. po3gin «PapMakKoKiHEeTHKa»), 3MEHIITyBaTU O03Yy IallieHTaM 3
MMopyIIeHHsIM GYHKIII HUPOK CIIif iHAMBigyanbHO, SIK 3a3Ha4YeHo y Tabnuti 1,
BinmoBigHO Oo0 KiipeHcy KpeaTuHiny (CLcr), skuit HeoOXigHO BU3HAYaTH 3a
(popmynoro:

1,23 % [140 — gix(pokru)] ¥ maca tina (kr) )
ClLer({ma/xs) = |— - - - (0,85 gna xiHok)
piBeHs KpeaTHHIHY vy niasMi kpoei (MxmMoas/n)




[Tpera6amnin eeKTUBHO BUOAJISETHCS 3 IIJIJa3MM KPOBi 3a [OITOMOI 010 TeMOAiai3y
(50 % mpemapaty npoTsarom 4 roguH). 715 mMalieHTiB Ha reMofgianidi ;oO6oBy mo3y
nperabaniny ciif KOpUryBaTH BignoBigHO mo ¢yHKIII HUPOoK. KpiM mo6oBoi mo3u,
onpa3sy Miciisg KOXKHOI 4-TOAWHHOI IpolLiefypu reMofianidy HeoOXilHO 3aCTOCOBYBaTU
OoAaTKOBY A03y mpemnapary (quB. Tabmuiio 1).

Tabmnusa 1

Kopeki1iisi mo3u nperabajtiHy BifilloBimHO A0 QYHKIIiI HUPOK.

KiipeHc KpeamuHiHy
(CLCT) (mn/xe)

3azanvHa 0obosa 0o3a npez2abaniHy *

Peosicum 0o3yBaHHA

ITouamkosa 0o3a

MaxkcumaiavHa 0o3a

(m2/000y) (m2/006y)
= 60 150 600 IBiui abo Tpuui Ha
noGy
IBiui aGo Tpuui Ha
=>30-<60 75 300
noGy
% Pa3 a0o noBiui Ha
=15-<30 25-50 150
mo0y
<15 25" 75 Pa3 Ha moby
IomaTKoBa A03a Iicis remMopianidy (Mr)
25" 100 OpmHOKpaTHa ;1103a+




* ¥ saunadky 3acmocy8aHHA pa3o80i 0o3u MeHwe 75 me - 3acmocosysamu y
8i0nogi0OHOMY 003yYBAHHI.

# 3azanvHy 00608y 003y (M2/006y) cai0 po3nodisumu Ha OeKiabKa nputiomis
8i0NnoB8i0HO 00 pedcumy 003y8aHHS, W,06 ompumamu 003y 0151 0OHOKPAMHO20
nputiomy (m2/003y).

+ Todamkoea 0o3a - ue dodamkosa 0OHOKpamHa 003d.

[MTopyieHHs GYHKITI DeUYiHKH.

I maieHTiB 3 mopyueHHIM QYHKIII ITeviHKy HeoOXimHOCTI y KOpPEeKIIil 031 HeMa€E
(ouB. po3nin «PapMaKOKiHETHKaA»).

IlarieHTH JTITHBOTO BIKY.

I71s1 malieHTiB JIITHHOTO BiKy Yepe3 moripieHHs QyHKIIl HUPOK MoxkKe OyTu moTpiOHe
3MeHIIIeHHS A03u nperabdaniny (ouB. po3min «PapMaKoOKiHETUKa»).

Iimu.

Bes3neka Ta epeKTUBHICTh nIperabaiiHy Ipu MOT0 3aCTOCyBaHHi AiTAM (BiKOM IO

18 pokiB) He BcTaHOBJeHi. [IOCTyIIHaA Ha Liey Yac iHpopMallisi HaBeJeHa y po3aini
«I[TobiuHi peakilii», a TakKoXK y po3ninax «PapMakoagnHaMika» i «DapMaKOKiHETUKA,
OOHAaK, ONIMPAlOYNCh Ha HUX, HEMOXKJ/INBO HaJaTH XKOOHUX PeKOMeHIallii 100
OO3yBaHHS LI KaTeropil mallieHTiB.

Ilepego3yBaHHA

[ToBimoMiisinu, 110 HaW4YaCTIiIMMU ITOOIYHUMHU peaklliaMU NpHU lepego3yBaHHi
nperabaniny OyJIi COHJMBICTD, CIIJIYTaHICTh CBimOMOCTi, 30yI2KeHHS Ta HECITOKil.
TakoxK HagXOOUJIN IIOBIOOMJIEHHS IIPO CyJAOMHU.

Pigko mOBIDOMIISIIN PO BUIIAOKU KOMHU.

JIikyBaHHS Ilepeno3yBaHHSA nperadaltiHy MosAra€e y 3arajJbHUX MiATPUMYyBalbHUX
3axoflax Ta 3a IMoTpebdu MOozKe BKIII0UaTU remopiani3 (muB. po3ain «Cmocio
3aCTOCyBaHHS Ta HO3u», Tabmuid 1).

ITo6iuni epexkTHn

Y mocnimkXeHHSX Hal4dacTilIUMU NOOIYHMMU peakiisiMu Oyid 3allaMOpPOYeHHS i
coHnuBicTh. [T00iUHi peakiril 3a3Bu4dau Oyu TerKUMuU abo MOMipHUMHU.



Hux4e HaBemeHi Bci mobiuHi peaxiiii, 1110 BUHMKAIMU YacCTillle, Hi2K IPU 3aCTOCYBaHHI
maie6o, Ta 6inbIle HiXK B ogHOTO naitlieHTa. i mobiuHi peakilii BKa3aHi 3a cucteMaMu
OpraHiB Ta 3a 4acTOTOI0: AyxKe yacTo (= 1/10); gacto (Big = 1/100 go < 1/10);
HedacTo (Big = 1/1000 go < 1/100); pigko (Big = 1/10000 go < 1/1000); onyxe pigko
(< 1/10000); yactoTa HeBimoMa (He MoxKe OyTHU OIliHeHa Ha OCHOBiI HasgBHUX OaHUX). Y
KOXXHil I'PyIIi 3a 4aCTOTOI BUHUKHEHHS IT00iYHI epeKTHu IIpecTaBIeHO Y IOPSAOKY
3MEeHIIIEeHHS CTYIIeHs 1X ITPOSsIBiB.

3a3HayeHi N0OiYHI peakilil TaK0OXK MOXKYTh OyTU ITOB’si3aHi 3 mepebiroMm 0OCHOBHOTO
3axBOpIOBaHHSA Ta (a00) CynmyTHIM 3aCTOCYBaHHSM iHIIIUX JIiIKAPCHKUX 3aCO0iB.

[Tig yac nmiKyBaHHS HEMPOIIAaTUYHOTO OOJII0 IIEHTPAIbHOT'O ITOXOOKEeHHS,
CIIPUYHMHEHOT0 ypaKeHHSIM CIIMHHOTO MO3KY, 30i/bIllyBaacs 4acToTa IMO0iYHUX
peaxiriii 3arajoM, 94acTtora nobdiuHux peakuin 3 6oky ITHC, 0co6/IMBO COHTUBICTh (IUB.
po3min «OcobIMBOCTI 3aCTOCYBAaHHS»).

IndexKIril Ta iHBa3il.

Yacmo: Ha30(papuHTiT.

3 00Ky KPOBi Ta 1iMMaTHYHOI CUCTEMH.

Heuyacmo: HeUTpOIeHis.

3 60KV iMyHHO1 CHUCTEMH.

Hevyacmo: rinep4yyTiIuBiCTb.
PiOxko: aHTioHEeBpPOTUYHUM HAOPSK, alepridyHi peakiiili, aHadinakToOIgHI peaxiiii.

3 00Ky 00MiHY pedyoBHH, MeTab0Ii3My.

HYacmo: nigBUILleHHS alleTUTYy.
Heuyacmo: BTpaTa aleTUTy, rinoriikeMid.

3 OOKY ICHUXIKH.

Yacmo: enpopruyHUN HaCTPiH, CIIYyTaHIiCTh CBiIOMOCTI, APaTiBJIMBICTh, He30Pi€HTAllis,
0e3COHHs, 3HUKEHHS J1ibifmo.

Hevacmo: ranouyHallil, maHidyHi aTaku, HECIIOKil, 30yIKeHHs, Oelpecis,
NPUTHIYEeHUUN HACTPiH, MigHEeCeHUU HAaCTPii, arpecis, 3MiHU HaCTpPOIo,
oemnepcoHaJIi3allis, yrpygHeHui gobip CiIiB, TaTOIOTiYHI CHOBUIHHSI, ITIOCUJIEHHS
J1ibimo, aHopra3Mis, amarTis.



PiOko: po3ralbMOBYBaHHS, CyilluAalIbHI OYMKH/IOBemiHKa (OuB. po3min «OcoOmuBOCTi
3aCTOCyYBaHHS»).

Hegioomo: nikapchbKa 3a/1eKHiCThb.

3 OOKYy HEPBOBOl CUCTEMH.

ﬂyofce yacmao: 3allaMOpPOY€HHsI, COHJIUBICTB, TOJIOBHUM OiNb.

Yacmo: aTakcis, NOpyILIeHHs KOOPAUHALIil, TPeMOp, AU3apTpisa, aMHe3is, IOTiplIIeHHS
naMm’siTi, IOPYIIEHHS yBary, apecTesis, rinecTtesisi, ceqaTUBHUYN e(EKT, TOPYIIEeHHS
piBHOBaru, jeTaprid.

Heuacmo: cuHKOIIE, CTYIIOP, MIOKJIOHisI, BTpaTa CBiIOMOCTIi, IICUXOMOTOPHA
rinepakTUBHICTD, OUCKiHE3is, IOCTypaJbHe 3allaMOPOY€EeHHS, IHTEHIIIMHUN TPEMOD,
HiCcTarm, MOpyIIeHHS KOTHITUBHUX (PYHKIIiM, IIOPYIIEHHS IICUXiKHU, PO3/Iadyl MOBJIEHHS,
rimopednekcis, rimepecTesis, BiDUyTTs IIeUiHHS, areB3is, 3arajbHe HE3OyKaHHS,
amnarTisi, HaBKOJIOPOTOBa mapecTe3is, MiOKJIOHYC.

Pioko: cymomu, mapocMis, TilmoKiHe3is, gucdaris, mapKiHCOHI3M, rimanresis,
3aJIeKHICTh, MO30YKOBUU CUHOPOM, CUHIPOM 3y04acToro Kojieca, Koma, Oemipii,
eHIledasonarTis, eKcTpamnipaMioHuii cuHOApoM, cuHApoM ['ieHa-Bappe,
BHYTPIIIHbOUEPEIIHA TillepTeH3is, MaHiaKalbHi peakilil, mapaHOIOHI peakilil, po31agu
CHY.

3 OOKY OpraHiB 30py.

Yacmo: HediTKICTh 30py, OUILJIOINIsA, KOH IOHKTUBIT.

Hevyacmo: BTpaTa nepudeprudHOro 30py, MOPYIIEeHHS 30Py, HAOpsSK o4ei, nedeKTu
MOJI 30py, 3HUKEHHS TOCTPOTHU 30pYy, Oisib B 04axX, aCTeHomisA, GPOTOIICisA, CyXiCTh B
ouax, IIigBUINleHEe CITbO30BUIINIEHHS, ITOAPa3HeHHsa ouel, 6y1edapuT, MOPYIIEeHHS
aKoMofiallii, KpOBOBUIUB B OKO, CBiTJIO00sI3Hb, HAOPSIK CiTKiBKU.

Pioxo: BTpaTa 30py, KEPAaTUT, OCITUJIOIICisI, 3MiHa 30POBOTr0 CIIPUUHSITTS I'TUOUHY,
Minpia3, cTpabi3M, siCKpaBiCTh 30PY, aHI30KOPisi, BUPAa3KU POTiBKU, eK30(DTaIbM,
rmapasidy O4HOro M’si3a, ipuT, KepaTOKOH IOHKTHUBIT, Mi03, HiYHa CIIiIoTa,
odTanpMoIneris, arpodissi 30poBOro HepBa, HAOPSK OAUCKa 30pOBOT0 HEPBA, IITO3,
yBeIT.

3 OOKYy OpraHiB CIyXy Ta PiBHOBAru.

Yacmo: BepTUuro.

Heuacmo: rinepakya3is.



3 OOKY cepIis.

Hewacmo: Taxikapmisi, aTpioBeHTpUKYIsipHa 6JI0Kaia MepIoro CTyIeHsI, CHHyCOBa
OpaguKapmisi, 3acTiliHa ceplieBa HeOOCTAaTHICTh.

Pioko: nogoBxkeHH4 iHTepBany QT, cuHycoBa TaxikKapzisi, CAHyCOBa apuTMis.

3 OOKY CYyOUH.

Heuyacmo: apTepianbHa rinoTeH3is, apTepianbHa rinepTeH3is, IPUIINBY, TillepeMis,
BiIUyTTA XOJIOLY B KiHITIBKaX.

3 60Ky OMXaJIbHOlL CUCTEMH, OPraHiB IPYAHOIL KJIITKH Ta CEPEeOOCTiHHSI.

Yacmo: ¢hapuHTOoIapUuHTeaIbHUM Oifb.

Heyacmo: 3aguiiika, HOCOBa KpoBOTeda, Kalllellb, 3aKJIadeHiCTh HOCa, PUHIT,
XPOIIiHHS, CyXiCTh CIU30BO1 000JIOHKHU HOCA.

PiOoko: HaOPSK JlereHb, CTUCHEHHS B TOPJIi, TapUHTOCIIa3M, allHOE, aTeleKTas,
OponxioiT, rukaBka, ¢idpo3 nereHiBs, Mo3ixaHHS.

Hegioomo: mpurHidyeHHS OUXAaHHS.

3 60KV IIJIYHKOBO-KHIIIKOBOI'O TPAKTY.

Yacmo: 610BaHHS, HyOOTa, 3alop, Aiapes, MEeTeOpu3M, 3AyTTSA XKHUBOTA, CyXiCThb y
POTi, TaCTPOEHTEPUT.

Heywacmo: ractpoe3odareanbHa pedirrokcHa XxBopo0Oa, rinepcekperrisi CJINHU,
rirmecresiss pOTOBO1 MOPOXKHUHU, XOIEIUCTUT, XOJIeliTia3, KOJIT, IIJIYHKOBO-KUIIIKOBa
KpOBOTe4Ya, MejleHa, HaOpsK sg3KKa, peKTajlbHa KpoBOoTeyYa.

PiOKo: acIiuT, TaHKpeaTuT, HaOpsK si3uKa, aucdaris, adhTO3HUN CTOMATUT, BUPa3Ka
CTPaBOXO0[y, IepiogoHTalbHUM abcliec.

3 60Ky remnato0biriapHOl CHCTEMH.

Hewacmo: nigBUllleHUY PiBEHb NIEYiHKOBUX (PepPMEHTIB*.
PiOKo: KOBTSHUIIA.
Ilyoice piOKo: mediHKOBa HEeJOCTaTHICTh, TemaTuT.

3 OOKY IIKipH Ta HigIIKipHOI TKAHHUHU.

Yacmo: nipoexHi.



Heuacmo: nanynbo3He BUCHUIIAHHS, KPONIUB SHKA, Tileprigpos, cBepbixK, anorelris,
CyXiCTh HIKipH, eK3eMa, TipCyTHu3M, BUPA3KH IIKipU, BE3UKYI10-0yTbO3HUN BUCHII.

Pioko: cuanpom CTiBeHCa-lI2KOHCOHA, TOKCUKO-eIlifepMaIbHUM HEKPOJIi3, XOJIOOHUN
miT, eKcosmiaTUBHUYM OepMaTHUT, JIIXeHOIOHUM JepMaTHUT, MeJlaHO3, po3/1aau 3 00Ky
HIT'TiB, meTexiaTbHUU BUCHUII, TYPIIypa, OYCTYISAPHUMN BUCHUII, aTPOdisd MIKipu, HEKPO3
IIKip¥, WIKIpHI Ta HiAKIpHI By3JIUKH.

3 O0KY OIIOPHO-PYXOBOT0 alapaTy Ta CIHOJIYYHOl TKaHWHHU.

Yacmo: M’130Bi cyqoMu, apTpa’ris, 0inb y cnuHi, 6inb y KiHIliBKax, cria3Mu M’s3iB
IIul.

Hevyacmo: HabpsaK cyrnobiB, Mianris, mocinyBaHHS M’s13iB, Oilb y IIU1, CKYTiCTh M s13iB.
Pioko: pabmomiotis.

3 60Ky HUPOK Ta CEYOBHBIOHUX MIJISIXiB.

Heuacmo: HeTpuMaHHS cedi, qu3ypis, anb0yMiHypisi, remMaTypisi, YTBOPEHHS KaMeHiB y
HUPKaxX, HeQpUr.

PiOKo: HUpKOBa HeJOCTaTHICTh, OJIirypisi, 3aTPUMKa Cedi, rocTpa HUPKOBa
HeIOOCTaTHICTh, TIIOMepPyJIoHEe(pPUT, ImieToHeDPUT.

3 6OKV CTaATeBOl CHCTEMHM Ta MOJIOYHHUX 3aJI03.

Yacmo: epekTunbHa QUCPYHKITiSA, IMIIOTEHIIiS.

Heuacmo: crateBa quchyHKIIisI, 3aTPUMKa esIKYJIAlil, fucMeHopes, 6i/ib y MOJTOYHUX
3aj103ax, JIeuKopesi, MeHoparis, MeTpoparis.

Pioko: ameHopesi, BUMiJIeHHS 3 MOJIOYHHUX 3aJ103, 30iJIbIIIeHHSI MOJIOYHUX 3aJ103,
riHeKoMmacTis, epBiluT, OalaHiT, emiguouMIT.

3aranbHi po3jIagy Ta peakxlliil y Miclli BBeOeHHS.

Yacmo: nepudepuuHmii HaOpsK, HAOPSK, MOPYLUIEHHS X0OU, NadiHHS, BiD4yTTS
CII'sIHIHHS, He3BUYalHI BiqUyTTs, HifBUIIleHa BTOMJIIOBAHICTh.

Heuyacmo: reHeparizoBanuii HaOpsK, HaOPSK 00/IMYYsi, CKYTiCTh y rpynasx, 0inb, xkKap,
crpara, 03H00, 3arajbHa CJIaOKicTh, He3Oy>KaHHs, abcilec, 3analleHHs JKUPOBOI
TKaHUHHU, peakilil (GOoTOYyTIIUBOCTI.

Pi0oko: rpaHynboMa, YMHUCHE 3allOfiTHHS IIKOOM, 3a04epeBUHHUMN (HiOPO3, IIOK.

JIabopaTOpPHi JOCTiOKEeHHS.




Yacmo: 30iIbIIIeHHS MacCH Tija.

Heuacmo: 36inbineHHs piBHS KpeaTuHdocdoKiHa3y B KPOBi, 30i/TbIIIeHHS PiBHSA
T'JIIOKO3M B KPOBi, 3MEHIIIEHHS KiTbKOCTi TPOMOOIIUTIB, 30i/bIlIEHHS PiBHSI KPpeaTUHIHY
B KPOBIi, 3MEHIIIEHHS PiBHA KaJlit0 B KPOBi, 3SMEHIIIEHHA MacH Tifa.

PiOko: 3MeHIIIeHHS PiBHS JIEMKOIIUTIB y KPOBI.

* 30inpllIeHHS PiBHS anaHiHaMmiHoTpaHcdepas3u (AJIT) Ta acmapraTaMiHoTpaHcdepa3u
(ACT).

[Ticnss npunrHEHHS KOPOTKOCTPOKOBOI ab0o TpuUBaJoi Teparii mperabdanminomM
CIIOCTEpIrajaucs CUMIITOMM BigMiHU npenapaty. [loBimoMiisanyu nIpo TakKi CUMIITOMMU:
0e3COoHHS, TOJIOBHUM 0inb, Hy[I0Ta, TPUBOXKHICTD, Oiapes, TPUIIONONIOHNUY CUHOPOM,
CyooMH, HEPBO3HICTh, Helpecis, cylluganbHi HyMKH, 0ifb, rineprigpo3s i
3anaMopouyeHHs. Lli CMUMIITOMY MOXKYTh BKa3yBaTH Ha JIiIKapCbhbKYy 3aJjIeKHIiCcTh. 110
iH(opMaLio CIif MOBIIOMUTH HAIllEHTYy Hepel I0YaTKOM Teparil.

Iani mjomo BigMiHu niperabasiHy micjig TPUBAJIOTO 3aCTOCyBaHHSA BKa3ylOTh Ha Te, 110
YaCTOTa BUHMKHEHHS Ta CTYMIiHb TSXKKOCTi CUMIITOMIB BiIMiHU MOXKYTb OyTHU
mo303aJieXkHUMHU (OuB. po3ninu «Crnocid 3acTocyBaHHS Ta #o3u» Ta «OCcoBIMBOCTI
3aCTOCYBaHHS»).

Himu. ITpodink 6e3neku mnmperabdaniHy, BCTAHOBIEHUM Y XOMi AOCITigXKeHb, ITPOBEeIeHUX
3 y4acTIO [iTeu 3 napliaJbHUMU CYOOMHUMY HalafaMu 3 BTOPUHHOIO reHepasli3aliero
abo 6e3 Heil, OyB momiOHUM Mo Tpo@into, IKUM CIIOoCTepPiraBcs B HOCTIIXKEHHSAX Y
OOPOCJIMX TallieHTIB 3 eminerncieto. HadacTimmmuy mobivyHUMHU peakilisMu Oymau
COHJIMBICTD, ITipeKcis, iHdeKIlil BepXHiX AuxaIbHUX LUIIAXiB, MiABUIIEHHS alleTUTY,
30iyTbIIIeHHST MacH Tijla Ta Ha3odapuHTiT (muB. po3minu «[itu», «®apMakoguHaMika»
Ta «®apMaKOKiHETHKa»).

IToBigoMJIEHHS IIPO Mif03PIOBaHi MOOiYHI peakirii.

[ToBimoMreHHs Mpo MOOiIYHI peakiril Imicjsg peecTpallil TiKkapchbKoro 3acody Mae
BaXXJIUBe 3HaueHHd. lle mae 3MOry IpOBOOUTHA MOHITOPUHT CIiBBIIHOIIIEHHS
KOPUCTBL/PU3UK IIPU 3aCTOCYyBaHHIi IIbOTO JTiKapChKOTro 3aco0y. MeguyHuM Ta
dbapmarieBTUYHMM ITpaIliBHUKAM, a TAKOX MHallieHTaM abo iX 3aKOHHUM
IIpefcTaBHUKAM CJIiJl TOBIHOMJISAITH PO yCi BUIIQAKU MMiZ03pI0OBaHUX MTOOIYHUX peakIin
Ta BiICYTHOCTi e()eKTUBHOCTI JIiKapChKOTr0 3aco0y yepe3 ABTOMATHU30BaHY
iHpopMaliiHy cucteMy 3 (papMaKOHArIAOy 3a mocunaHHaM: https://aisf.dec.gov.ua.

TepMmin npuagaTHOCTI

3 POKH.



VYMmoBHu 30epiranHs

36epiraTtu B opuriHambHiM yIIaKOBIli IIpU TeMIlepaTypi He Buiie 25 °C.
30epiraTty y HeIOCTYIIHOMY OJISI OiTeM MicIti.

YnakoBka

ITo 14 kancyn y 6mictepi. ITo 1 abo o 2, abo mo 4, abo 1o 6 GricTepiB y KApTOHHIN
YIIaKOBIIi.

KaTeropis Bignmycky
3a penemnTomM.
BupooHHK

Kycym Xentxkep IIBT JITH/
Kusum Healthcare Pvt Ltd.

Micie3Haxo/dKeHHsI BHPOOHHKA Ta aJpeca MiCIisi IPOBadKeHHsI HOro
Oisi/IBHOCTI.

CII-289 (A), PIIKO IupacTtpian apea, Yoma#ski, bxisani, [lict. AnBap (PagkacTtaH),
Iangis/

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



