Ckian

Oitoua peuosuHa: iperabarin (pregabalin);
1 kancyna mictuth 150 Mr nperabariny;

OONOMIJICHI pedyoB8UHU: KpoXMaJlb ITpekKelaTUHI30BaHUM, MarHilo cTeapaT, TBepaa
JKeJlaTUHOBA KaIlcyya (XKeJlaTUH, BOAa O4YuIlleHa, TUTaHy giokcup (E 171)).

JIikapcbKa ¢dpopMma

Karnicynu tBepmai.

OcHOoBHI (pi3uKo-xiMiuHi 81acmuBocmi: TBEPi KeJTaTUHOBI KalCyJii po3MipoMm 2 3
0iTMM KOPIIYCOM Ta KPUIIIKOIO HEIIPO30POoro 6iJIoro KOJIbOoPy, IO MiCTUTh MOPOIIOK Bif
6inoro mo Maiizke GilIOTO KOJILOPY.

®dapMaKoTepalneBTHYHA rpymna
[TpoTueninenTtuyHi 3acobu, i npotueninentuyHi 3acodu. Kog ATX NO3A X16.
®dapMaKoJI0riuHi BJIaCTUBOCTI

dapmakoduHamika.

[Tiroua peyoBHHa - ITperabaid, € aHaJIoroM raMMa-aMiHOMAacCJISHOI KUCJoTH [(S)-3-
(amiHOMETHII)-5-MeTUIreKcaHoBa KHCJIOTal.

MexaHi3M mil.

[Tpera6asin 3B’sI3y€THCA 3 JOMOMiKHOIO CYOOIUHUIIEIO (az—d 0i1oK)
MMOTeHIliaI3aJeKHUX KalbIiEBUX KaHaJlliB y IleHTpaJibHil HepBoBii cucteMmi (LIHC).

KniniyHa edeKTHUBHICTE i 6e3mexa.

e Hetliponamuy4Hutl 6inb.

[Iperabanin epeKTUBHUY y NAIliEHTIB i3 miaOeTUYHOIO HEMPOMATIEIO,
MIOCTrepPIIeTUYHOIO HEBPAJITIE€EI0 Ta YPaKeHHSIMU COINHHOTO MO3KYy. E(eKTuBHICTh
ImperapaTy IpH iHIIUX BUOAX HEUPOIaTUYHOro O0JII0 He BUBYAJIH.

BcraHoBseHo, 1o npodini 6e3mneku Ta epeKTUBHOCTI TiKyBaHHS nperadajiHoM npu
TPUBAJIOCTi Mo 13 TUXKHIB 3 pe2KMMOM [03yBaHHS IIpenaparTy OBidi Ha mo0y Ta
TPUBAJIICTIO A0 8 TUXKHIB 3 PEXKUMOM [03yBaHHS TPUYi Ha A00y momiOHi.



[Tpu 3acTocyBaHHi Iperabdaniny Aas TiKyBaHHS HEMPOIIaTUYHOTO 0010 KypcoM mo 12
TUXKHIB 3MeHIIIeHHs 60110 TepuhepUIHOro Ta HeHTPaIbHOTO TOXOAKEHH T
CIIOCTepIirasocs Iicis IMeplIoro TUXKHS Ta 30epiranocs MpoTsSroM yChOTro Iepiony
JIIKyBaHHS.

e FEninencis.

IomaTkoBe mikyBaHHs. [Ipodini 6e3neku Ta edheKTUBHOCTI mperabaniny Oynu momioHi

mpu npuiiomi 12 TUXKHIB i3 peKuMOM 03yBaHHSA [ABidi ab0 Tpudi Ha m0o0y. 3MEeHIIIeHH S
4aCTOTH CYOJOMHUX HallafiB CIIOCTEPIrajocs BXkKe Ha IIepPIIOMY TUIKHI.

Hitu. EdpekTuBHicTh Ta 6e3neKka nperabaiiHy B IKOCTi JOIOMizKHOTO 3ac0o0y mpu
eminerncii gy giTed BikoMm o 12 pokiB Ta mayis migJtiTKiB He BcTaHOBJIeHi. [TobiuHi
peakiii, 10 cocTepirajaucs y MalieHTiB BikoM Bifg 3 micamiB mo 16 pokis, 3
napiiiaJIbHUMHU CYIOMHUMHU HallagamMu, Oynu rmogiOHi 4o moOiyHUX peakiliii y JOPOCIUX.
BcraHOBEHO, 10 MipeKCis Ta iH(pEKIil BePXHiX OUXaJIbHUX IIJISIXiB y OiTel BIKOM Bif

3 MicsLiB 0o 16 pokiB cioCTepirar0ThCA 4YacTillle, HiXK Yy JOPOC/INX Malli€HTIiB 3
erminericieto (ouB. po3ainu «Criocib 3acTocyBaHHS Ta go3u», «I[1o6iuHi peakilii» Ta
«®apMaKOKiHETHUKAa»).

MoHoTeparmisa (v DallieHTiB 3 yIepile OiarHOCTOBAaHUM 3aXBOPIOBAHHSIM).

[Mperabasmin i mamMoTpuOKUH Oy OOHAKOBO Oe3MeYHUMHU Ta Mo0pe MepeHOCUITUCS.
e ['eHepanizosaHuli MpPuBOHCHUU PO3aa0.

3MeHIIIeHHs CUMIITOMIB reHepajli30BaHOr0 TPUBOXKHOTO PO3JiaAy BiAIIOBIAHO A0 IIKaJIU
l'aminbeTOHA A1 OLiHKYA TPUBOXKHOCTI (HAM-A) cniocTepiranocs BxKe Ha MepLIIOMY
TUZKHI 3aCTOCyBaHHS IIperadariny.

o Oibpomianris.

HocnigXKeHHSI TPOIEeMOHCTPYBaIu 3HUKEHHS 0010 3a BidyalIbHOI0 aHAJIOTOBOIO
mKasoio. [TokpalieHHsI 1oJZaTKOBO 0yJI0 IPOOEeMOHCTPOBAHO 3a 3arajIbHOIO OI[iHKOI0
MaljieHTa Ta 3a ONMMUTYBaHHSAM IIOOO0 BILUIUBY diOpomianrii.

Hitu. HattyacTimuMu moGivyHUMM peaklisiMU, siKi CIIoCTepiraaucs y KIiHIiYHUX
OOCITimKeHHsX, Oy 3allaMOpPOY€eHHs, HyAOoTa, TOJIOBHUY Oinb, 30iMbIlIEHHS MacH Tina
Ta CTOMJIIOBaHICTh. 3aranbHui Mpodinb 6e3meKy y MigmiTKiB O0yB MOOiOHUM 10 TaKOTO
y gopocnux i3 ¢pibpomianriero.

dapmakoKiHemuKa.

dapMaKOKiHETHMYHI ITOKa3HUKM Iperadasiiny y piBHOBaXXKHOMY CTaHi OyJiu mogiOHUMU y
300pOBUX JOOPOBOJIBIIIB, MAIIEHTIB 3 eIiJIelcie€lo, sIKi MpuiiMany IPOTUENiTeIITHYHI



IpenapaTH, Ta Y MalliEHTIB 3 XPOHIYHUM O0JIeM.

AGcop0O1is.

[Tperabasmin MIBUOKO BCMOKTYETHCS MIPHU ITPUMOMI HaTIIe i Jocsra€e MakKCUMalbHUX
KOHIIEHTpalli!l y m1a3Mi KpoBi MpoTsAroM 1 roguHM IIicis OMHOKPATHOTro abo
OaraToKpaTHOTO 3aCTOCyBaHHs. Po3paxoBaHa 0iogOCTyIHICTS IIperabainy npu
nmepopanbHOMY 3aCTOCyBaHHiI CTaHOBUTH = 90 % i He 3anexXuTh Bifg mo3u. [Ipu
0araToKpaTHOMY 3aCTOCYBaHHi piBHOBaXKHUM CTaH [MOCATAEThCS Yyepe3 24-48 roguH.
[IIBuAKiCTh BCMOKTYBaHHS NperaballiHy 3HUXKYETHCA IPU OQHOYACHOMY IIPUMOMI 3
>kero, 110 MMPU3BOOUTH 0 3MEHIIEeHHS MaKCUMaJIbHOI KOHITeHTPaIlil (Cmax) MTPUOJIM3HO
Ha 25-30 % i HOOoOBXXEeHHSI 3HAa4YEeHb tmax npubau3Ho 1o 2,5 roguau. OgHak IpUioM
nperabaiiHy OOHOYACHO 3 12Kel0 He MaB KJIIHIiYHO 3HA4UyIOT0 BIIJIUBY Ha CTYITiHb MOTO
abcopOirii.

Posnomin.

[Iperabanin MpoHUKAE KPi3b reMaToeHIledaniuHuil 6ap’ep y MUIlleH, IIypiB i MaBiI.
Byno BcTaHOBJIEHO, 1110 ITperaballiH IPOHUKAE KPi3b MIalleHTy y UIypiB i IpOHUKAE y
MOJIOKO IIYPiB y Mepiof makTalii. ¥ moguHau 00’eM pO3Ioniny nperabainy micis
IepopasibHOT0 3aCTOCYBAaHHS CTaHOBUTL npubnusno 0,56 n/kr. [Iperabanin He
3B’sI3yE€THCA 3 OiTKaMU MJ1a3MU KPOBI.

MeTaboJ1izM.

Y nmogunu npera6asid 3a3Ha€e He3HAYHOro MeTabosni3My. ITiciisa BBegeHHS 003U
Mi4eHOTro pamioaKTUBHOIO MiTKOIO nperabarsniny 61u3sko 98 % pagioakTUBHOIL
PEYOBUHU BUBOOUIIOCS 3 CeUel0 Y BUTIAAI He3MiHeHoro nmperabaniny. YacTtka N-
MEeTHJIbOBAHOI ITOXimHOI mperadaniiy - OCHOBHOTO MeTaboJIiTy Impemapary, Io
BM3Ha4daBCs B cedi, - craHoBuna 0,9 % Big BBemeHOI1 mo3u. [1ig Yac mOKIiHIYHUX
OOCIIim»KeHb He BimOyBaJsiocs paleMizaliii S-eHaHTioMepa nperabainy B

R-eHaHTiOMED.

BuBeneHHs.

[TperabaniH BUBOAUTHCSA 3 CUCTEMHOTIO KPOBOTOKY B HE3MiHEHOMY BUTJISAMI,
rmepeBaxkHO HUpPKaMu. CepenHilt rmepion HariBBUBeOeHHs ITperabaiHy CTaHOBUTD
6,3 roguHU. [InasMoBUl Ta HUPKOBUHU KITipeHC nperaba’iiHy IIpsiMo IIPONOPIIiliHi 10
KJIipeHCYy KpeaTuHiHYy (OAuB. po3ail «®apMaKOKiHeTHKa». HUpPKOBa HEJOCTAaTHICTh).

[MamienTaM 3 nopyiieHHSM QyHKIII HUPOK abo mallieHTaM Ha remMopiani3i HeoOxigHa
KOPEKIIisg go3u npemnaparty (guB. po3ain «Crmocib 3acTocyBaHHS Ta A03u», Tabmuisg 1).

JIiHiHICTh/HEeTiHIHHICTD.




dapMakoKiHeTHKa mperabaiiHy € JIiHiMHOIO AJIs1 BChOI0 PEKOMEHIOBAHOTO Jiara30oHy
no3. BapiabenbHicTh apMakoKiHeTUKM IIperaballiHy cepeq ImallieHTiB € HU3bKOI0

(< 20 %). ®PapMakoKiHeTHKa ITpu OaraToKpaTHOMY 3aCTOCYBaHHI € IepegdadyBaHOIO
Ha MificTaBi JaHWX, OTPUMAaHUX IPU 3aCTOCYBaHHI OOMHOKPATHOI I03U. TaKMM YHMHOM,

HeMa€ noTpebu y IJIaHOBOMY KOHTPOJII KOHIIEHTPallii nperabaiHy y mia3Mi KpoBi.

CraTtn.

PesynpTaTu KiIiHIYHUX OOCIIAXKEHD CBigYaTh PO BiACYTHICTH KJIIHIYHO 3HAYYIIIOTO
BIIIUBY CTaTi Ha KOHIIeHTpallil nperabaJiHy y mjaa3Mi KpoBi.

HupkoBa HEJOCTATHICTh.

KrnipeHnc nperabajiHy npsMo IIPOMOPLiNHUN O0 KiIipeHcy KpeaTuHiny. KpiMm 1poro,
nperabaiid epeKTUBHO BUOANISETHCS 3 MJIa3MHU KPOBi 3a JOIIOMOT 010 TeMofiani3y
(micnst 4 roguH remMofianily KOHIIeHTpallis rmperabdaniny y maa3Mi KpoBi 3MEHITYETHCS
nmpu6nu3Ho Ha 50 %). OckinbKu npernapaT BUBOAUTHCS B OCHOBHOMY HUPKaMHU,
ralfieHTaM i3 HUPKOBOIO HEJOCTATHICTIO HEOOXiMHO 3MEeHIIIyBaTH 03y IpeIlapary, a
ITicJIg reMofialli3y - 3aCTOCOBYBaTH OOOATKOBY m03y (OuB. po3min «Crocid
3aCTOCyBaHHS Ta OO3u», Tabmuis 1).

IleuiHKOBa HEOOCTATHICTE.

CrenianbHux apMaKOKiHETUYHUX OOCIIAXKEHb V IMMAIliEHTIB i3 Me4iHKOBOIO
HeImoCTaTHiCTIO He mpoBoaunau. OCKinbKu nperabdasid He 3a3Ha€E 3HAYHOTO
MeTaboJ1i3My Ta BUBOAUTHCS 3 CeYelo IepeBaxHO Y HE3MiHEHOMY BUTJTIS[I, TO
MaJIOMMOBIPHO, 100 MOPYIIIEeHHS (PYHKII Me4YiHKN MaJio 3HaYYyIINM BIJIUB Ha
KOHIIeHTpallifo mperabaidy y njia3Mi KpoBi.

HiTm.

dapMakOKiHeTUKY nperabaltiHy BUBYaJIM 3 y4acCTIO fiTel 3 eminerncieto. [Ticns
IIepopaIbHOr0 3aCTOCYBAaHHS ITperabaiiny OiTsSM HaTIe Yac JOCATHEHHS
MaKCHMaJIbHOl KOHIIEHTpallil y rmj1a3Mi KpoBi ctaHoBUB Bifg 0,5 roguHu OO 2 TOOUH
Mic/Isi IpUKUOMY.

3Ha4YyeHHA Cm < i oIl mig KPpMBOIO 3a/Ie2KHOCTI KOHIleHTpallil Bim yacy (AUC)

a
nperabainy 3pocTasnu niHilHO 3i 30inbieHHSM A03u. Y miTel 3 Macoio Tina go 30 Kr
3"HauyeHHs AUC Oynu HuxuyuMu Ha 30 %, 110 3yMoBieHO 36inbiieHHsIM Ha 43 %

KJIIpEHCY, CKOPUTOBAHOT' O 3a MacCO0 Tijla, y LI¥X Malli€HTIB IOPIBHSHO 3 MalllEHTaMu 3

Macomo Tina = 30 Kr.

KinuesBui nepion HamiBBUBEAeHHS nperabajiiHy CTaHOBUB y CepegHbOMY OMU3BKO 3-
4 roguHU y OiTeud BIKOM [0 6 POKiB Ta 4-6 TOOWH Y AiTel BIKOM BiZl 7 POKIiB.



BcraHoBneHo, 1110 KiTipeHC KpeaTHHiHYy OyB 3HAUYIII0I0 KOBapiaToo [JIs KJIipeHCy
ImepopajabHOro mperadaniny, a Maca Tijla OyJjia 3HA4yI00 KOBapiaToIo ISl ySIBHOTO
00’eMy PO3MOijTy IMepopaabHOro Iperadaniny, i e 3B’130K OyB aHAJIOTiYHUM Y OiTel
1 HOpOC/UX Ialli€HTIB.

dapmMmaKkoKiHeTHKY nperabaliHy y HalliEeHTiB BiKOM [0 3 MicsIliB He BUBYaIH (OUB.
po3min «Iitu», «[TobiuHi peakirii» Ta «®apMakoguHaAMiKa»).

[TalfieHTH TITHBOTO BIiKY.

KrnipeHnc npera6ajsiny Ma€e TEHIEHIII0 1O 3MEHIIIeHHs 3 BikoM. Take 3MeHIIIeHHS
KJIipeHCcy nperabaliHy IIpu ¥0ro 3aCTOCYBaHHI ITepopabHO y3TOOXKYETHCS 3i
3MEHIIIeHHSIM KJIipeHCYy KpeaTHuHiHy, OB si3aHUM 3i 30ibiieHHaM Biky. [lallieHTaMm 3
MMOPYIIEeHHSAM (PYHKII1 HUPOK, OB’ sI3aHUM i3 BiKOM, MOKe ITOTpeOyBaTUCsI 3MEHIIeHHS
mo3u nperadaniny (ouB. po3min «Crocid 3acToCcyBaHHS Ta MO3u», TabmuIlsa 1).

l'ogyBaHHSA I'PYOOIO.

l'opyBaHHS IpyAAi0 He BIIMBajo abo Masio He3HAYHUU BIIJIMB Ha (h)apMaKOKiHETUKY
nperabainy Ipu Moro 3acTocyBaHHi y go3i 150 Mr koxkHi 12 rogun (go6oBa mo3a
300 mr). IIperabasiH NpoHUKAE Yy TPyOHE MOJIOKO, ITPY 1IbOMY HMOT0 CepeaHi
KOHIIeHTpallil y piBHOBaXKHOMY CTaHi CTaHOBUIIM 61M3bK0O 76 % Bim KOHIIEHTpALik y
1a3Mi KpoBi MaTepi. Po3paxoBaHa [o03a, sIKy OTPUMY€ HEMOBJIA 3 TPYSHUM MOJIOKOM
(mpu cepegHbOMY CHOXKUBaHHI MoioKa 150 mi/kr/mo0y) Bim XXKiHKU, sSTKa ITpUNMaE
nperabanin y mo3i 300 mr/moby abo y MmakcuMarbHi# 0o3i 600 Mr/mo0y, CTaHOBUTH
0,31 a6o 0,62 mr/kr/mo0y BignoBigHOo. 11i po3paxoBaHi HO3W CTAaHOBJIATH ITPUOIU3HO
7 % Bifg 3arajbHOl JOOOBOI IO3U Yy MaTepi y mepepaxyBaHHiI Ha MI/KT.

IToxka3aHHSA

HetiponamuuHuti 6inb.

[TpemapaT 30HIK MOKa3aHuM OJId JIiKyBaHHS HEMPONaTUYHOTO 00JII0 TepudepuyHoro
abo 1IeHTPaIbHOTO MOXOXKEHHS Y TOPOCIIUX.

Eninencis.

[TpenapaTt 30HIK ITOKa3aHUU OOPOCIIUM K HOOATKOBE JIIKYBaHHS IIPU MapliiaJIbHUX
CYOOMHMUX Hallafax i3 BTOPUHHOIO reHeparisaliiero abo 6e3 Hel.

I'enepanizosaHutli mpuBoMNCHUU PO3aad0.

[IpenapaTt 30HIK IOKa3aHUU A1 JIiKyBaHHS F'€HEepPali30BaHOI0 TPUBOXKHOTO PO3Jiafgy y
OOPOCIINX.



dibpomianeis.
ITporunnoka3aHHs

linepuyyTnuBiCTh [0 AOit040l pe4yoBUHU ab0 I0 Oyab-sIKOl 3 JOIOMIiKHUX PEYOBHUH,
3a3HavyeHux y po3nuii «Ckmam».

B3aemonisi 3 iHIIMMH JTiKapChbKHMH 3aC00aMu

Ockinbku nperabaltiH eKCKpPeTYEThCS IMepeBaxkHO B HE3MiHEHOMY BUTJISALI 3 cevelo,
3a3Ha€ He3HAYHOro MeTaboni3My B opraHi3Mi moguau (< 2 % [03U BUOINISIETHCA i3
cedelo y BUT/ISIAi MeTa0bo0JIiTiB), He iHTiOye MeTa0o0Ii3M iHIIMX IpenapariB in vitro i He
3B’s13y€ThCA 3 OiTKaMu mj1a3MU KPOBi, TO MaJIOMMOBIpHO, 1110 ITperabdaniH Moxe
CIPUYUHATH (papMaKOKiHETUYHY B3aeMOfit0 abo 6yTu 06’€KTOM TaKoi B3a€MOii.

JIocni0axceHHA in vivo ma nonyaAauitiHuUl ¢gapMakoKiHemu4HuUl aHanis.

Y mocnimXeHHSIX in Vivo He CIIoCcTepiranu 3Ha4yyniol KiTiHigvHol papMaKOKiHETUYHOI
B3aeMofil Mix nperabasiHom i peHiTOIHOM, KapbaMa3eIliHoM, BaJIbIIPOEBOIO
KHCJIOTOIO, TaMOTPUOXKHUHOM, Ta0aleHTUHOM, JIopa3eliaMoOM, OKCUKOITOHOM abo
eTaHonoM. [TonynsamiiHui ¢papMaKOKiHETUYHNY aHalli3 II0Ka3aB, 110 epopaibHi
npoTuniabeTuyHi 3acobu, miypeTukwu, iHcyiiH, peHoOapbiTan, Tiarabid Ta Tomipamar
He MaloTh KJIiHIiYHO 3HAYYIIIOTO BIJIMBY Ha KIipeHC nperabariny.

ITepopasivbHi KOHMpauenmusu, HopemucmepoH ma (abo) emuHisecmpadio.

OpHoO4YacHe 3aCTOCYBaHHSA IperadaliHy 3 IepopalbHUMU KOHTpAlleNTUBaMy,
HOpeTUCTEPOHOM Ta (ab0) eTUHiNeCcTpamiosoM He BOJIMBA€E Ha ¢papMaKOKiHETUKY
PiBHOBaXKHOTO CTaHY 2KOOHOTO 3 IIUX JIiIKapPChKUX 3aCO0iB.

JIikapcoki 3acobu, w,o enausaroms Ha IJHC.

[Tperabamin MoxKe IIOCUIUTH [Iil0 €TaHOJy Ta Jlopa3elaMy. [ToBigoMasiau mpo
BUHUKHEHHS OUXaJIbHOI HEJOCTATHOCTI Ta KOMH i JIeTaJIbHOTO HACIIAKY y IMalli€HTiB,
sIKi MpuiiManu nperabaid pa3oM 3 omioimaMu Ta/a0o0 iHIIMMHU JTiIKapChbKUMH 3acobaMi,
1o npurHiuyioTh ¢ynkiito [IHC. I[IperabariH, iMOBipHO, ITOCUIIIOE TTOPYILIEHHS
KOTHITUBHHUX Ta OCHOBHHUX PYXOBUX (PYHKIIiM, CHPUYUHEHUX 3aCTOCYBaHHSIM
OKCHUKOJIOHY.

B3aemo0ii y nauieHmis 1imHb020 BIiKY.

CrelianbHUX OOCIiOXKeHb (papMaKogUHaMigHOI B3aEMOil 3 y4acTiO 3[T0POBUX
TOOPOBOIBIIB JIITHROTO BiKy He mMPOoBOOuIN. [ToCTigKeHHsI B3a€MOIil TiKapChKUX
3aco0iB TPOBOOUIIU JIUIIIE ¥ DOPOCIIUX ITAIliEHTIB.



Oc006/1MBOCTi 11010 3aCTOCYBaHHSI

ITauieHmu 3 uykposum oiabemom.

BigmoBimHO M0 YMHHOI KJTiHIYHOI IPaKTUKY, IesKi NallieHTH 3 IIyKPOBUM HiabeToM,
Maca Tina SKux 30inbIIuIacs IIifg yac Teparil mperabamiHoM, MOXKYTh ITOTpeOyBaTH
KOPEKIIil 103U IIYKPO3HUKYBaJIbHUX JIIKapChbKUX 3aC00iB.

Peakuii 2inepuymausocmi.

IToBigoMIIsANIM IPO PO3BUTOK peakxliil Tinep4yyTJIUBOCTI, BKIIOYAI04YU
aHTiOHEeBPOTUYHUM HaAOpAK. [Ipy BUHMKHEHHI TaKUX CUMIITOMIB aHTIOHEBPOTUYHOTO
HaOpSIKYy SIK HAOPSK 00/1uyys, mepiopanabHui HaOpsK a00 HaOPSAK BEPXHIX OUXaTbHUX
IIIJISIXiB 3aCTOCYBaHHS ITperabaiiny Ciimg HeraHO IIPUIUHUTH.

TsadxcKi WKipHI NnoOiYHI peakuii

Y 3B’43Ky 3 NMiKyBaHHSM IIperadajiHOM PigKO IMOBiIOMJISIJIM IIPO TSAXKKi IMIKipHI moOiuHi
peaxkiiil, BKiaodaouu cuHapoM CriBeHca-II:koHcoHa (CCJI) Ta TOKCHUKO-eIlifepMalbHUu!
Hekponi3 (TEH), ki MOXyTh OyTH HEOE3MEeUHUMHU [JI XKUTTSI a00 MaTHU JIeTaIbHUHN
Hacigok. ITig yac mpu3HaYyeHHs JIiKapChbKOro 3aco0y 30HIK malfieHTaM CJTif
IIOBIIOMUTH IIPO O3HAKM Ta CUMIITOMHU Ta YBaXKHO CTEXKUTHU 3a WIKIPHUMU PeaKIisIMU.
AKIo 3'IBNSI0THCSA O3HAKW Ta CUMIITOMH, 110 BKa3yIOTh Ha IIi peaxllil, CJIig HerauHO
BiIMIiHHUTM 3aCTOCyBaHHSA IIperabasiiHy Ta PO3rAsSHYTH aJlbTepPHATUBHE JIIKyBaHHA (Y
pa3i HeoOXigHOCTI).

3anamopo4yeHHs, COHaAUBICMb, Bmpama c8idomMocmi, cnaymaHicms ceidomocmi ma

NOPYWEHHA NCUXiKU.

3acTocyBaHHS nperadajiiHy CynmpoBOOXKYyBaJslOCs MOSBOIO 3allaMOPOYEHHS Ta
COHJIMBOCTI, III0 MOXKe 30iTbIINTY PU3UK BUHUKHEHHS TPaBMaTUYHUX BUITAOKiB
(magiHHA) y DalieHTiB JIITHBOTO BiKy. TaK0OXK MOBIMOMJIAINA IPO BUIIAOKU BTPaATU
CBIIOMOCTI, CIJIyTAHOCTI CBIIOMOCTI Ta HOPYIIEHHS IICUXIKU. Y 3B'S3KYy 3 LIUM
MalieHTaM CJIif peKoMeHayBaTu OyTu 00epekHUMHU, ITIOKHU IM He CTaHyThb Bigomi
MOKJIUBiI e(PeKTH IIbOT0 JIiIKapChKOTro 3aco0y.

Poszsadu 3o0py.

ITig yac KOHTPOJILOBAaHUX OOCIIIOXKEHDb HEYITKICTh 30PYy 4YacTillle criocTepiranacsa y
MaliedTiB, sSKi mpuiimManu nperabasid, HiXK y MallieHTiB, AKi oTpuMyBanu mniaiebo. Y
OinbIIOCTi BUMIAAKIB 1€ SBUIIle 3HMKAJIO IIPU IIPOJOBXKEHHI Tepartrii. Y xoai KimiHidyHuX
OOCIiAXKeHb, B IKUX IIPOBOAUIH 0hTaIbMOJIOTidYHe 00CTEeXKEeHHS, YaCTOTa BUMNAOKIiB
MOTipIIeHHS TOCTPOTHU 30pPy Ta 3MiHM I0Jig 30py OyJia BUIIOIO y MAli€HTIB, SKi
3acToCOByBasu Iperabasid, MOPiBHAHO 3 IMalliEHTaMu 3 TPYIH I1aleb0; YacToTa



BUHUKHEHHS 3MiH Ha OYHOMY OHi OyJla BHUIIOIO y MAIliEHTIB i3 rpymnu maamnebo (ous.
po3min «®apMakKoouHaMiKa»).

Takozk nmoBigmomisany npo nobiuHi peakilil 3 60Ky opraHiB 30py, BKJII0YalO4u BTPaATy
30pYy, HEUITKiCTh 30py abo iHIII 3MiHU TOCTPOTHU 30pYy, 6araTo 3 IKuX OyIu
TUM4YacoBuUMU. [Tic/ig NpunUHEHHS 3aCTOCYBaHHS Iperabaiiny 1i CHMITOMU 3 OOKY
OpraHiB 30py MOXKYTh 3HUKHYTH a00 3MEHIIIUTUCS.

Hupkosa HedocmamHicmb.

[ToBimoMIIsiyiv IIPO BUIIAAKM PO3BUTKY HUPKOBOI HEJIOCTATHOCTI, sIKa iHomi Oya
000pPOTHOIO TIiC/sI MIPUNUHEHHS 3aCTOCYBaHHS IIperabariny.

BiomiHa cynymHix npomuenizienmu4HuUx npenapamis.

Hapa3si HemoCcTaTHRO HaHUX IIOLO0 TOTO, YU MOXKHA BIAMIHSATU CYIIYyTHI
IPOTHEMiJIENTUYHI IIpenapaTH MicIs TOro, K Y pe3yJbTaTi JomaBaHHS IIperabainy
0o Teparil Oyme DOCATHYTO KOHTPOJIIO 3a CyZoMaMu, 1100 nepeiTy Ha MOHOTepallio
nperabanmiHoM.

3acmitllHa cepuesa He0ocmamHicmb.

IToBigoMiisisiv PO 3aCTiMHY CepPLieBy HEOOCTaTHICTh Y OeAKUX HallieHTiB, AKi
nmpuiiManu nperabarrid. Taka peakilisi crocTepiranacs 3me0ibIiIoro mig yac mikyBaHHS
nperabaniHOM HEUPOIIaTUYHOTO OOJII0 V MAalli€EHTIB IITHHOTO BiKYy 3 yKe iCHyIoOUuMU
CepIeBO-CYIUHHUMU ITOPYIIIeHHSIMY. TaKuM IallieHTaM Imperabatid ciif
3aCTOCOBYBaTHU 3 00epexkHicTio. [Ipu mpunmMHEHHI 3aCTOCyBaHHS IIperabaniny e
SIBUILIE MOXK€E 3HUKHYTHU.

JIikysaHHs Heliponamuy4Ho20 60110 UeHMPA/1bHO20 NOXOOHCEHH 1 BHACAIO0K

VPAHCEeHHA CNUHHO20 MO3KY.

[Tig vac miKyBaHHS HEMPOIIATUYHOTO OOJII0 IIEHTPAIbHOI'O ITOXOIXKEeHHS,
CIPUYMHEHOTO YpaXkKeHHSIM CIIMHHOTO MO3KY, 30i/IbIlTyBajacsa 4acToTa IoO6iuHmxX
peaxirii y 1ijioMy, a TaK0oK NOoOiYHUX peakiii 3 00Ky IIeHTPaIbHOI HEPBOBOI CUCTEMHU
Ta 0COOIUBO COHNTUBOCTI. Lle MoxkKe OyTHU ITOB’sI3aHO 3 aAUTUBHOIO [Ii€I0 CYITyTHIiX
JIiIKapChKUX 3aco0iB (HampuKiIaj, aHTUCIIAaCTUYHUX IIpernaparTiB), HEOOXimHUX OJId
JIIKyBaHHS IOTO CcTaHy. L{to o6cTaBuHYy ciig 6paTu OO0 yBaru, Ipu3Hadaidu
npera6ajiiH IpU TaKOMY CTaHi.

IlpueHiyeHHs OUXAHHA

[ToBimomMuIsANIK PO TAXKKE NPUTHIYEHHA OUXaHHS Yy 3B's3KY 3 3aCTOCYBaHHIM
nperabaniny. [TamieHTH 3 TopyIIeHHSM (QYyHKIIl OIUXaHHS, PeCIlipaTOPHUMU
3aXBOPIOBaHHSIMM ab0 HEBPOJIOTiYHMMM 3aXBOPIOBAaHHSIMM, HUPKOBOIO HEJOCTATHICTIO,



OOHOYACHUM BXKMBaAHHSAM 3aco0iB, 110 npurHiyyoTs LIHC, Ta nalieHTH JIiTHHOTO BiKy
MOXKYTh MaTH OiNTbIINUY PU3UK BUHUKHEHHS ITi€l TSAKKOI 1mo0iuHol peakirii. [In1s Takux
Mali€eHTiB MOoXe 3HagoOUTUCS KOPUTYBaHHS mo3u (OuB. po3min «Cmocib 3acTocyBaHHS
Ta OJO3U»).

CyiyudaavHul pu3uk

[ToBimoMIsiniM PO BUMAOKM CYIilMOaTbHUX OYMOK/IIOBEOIHKHM/OiY y HaIli€HTIB, SKi
OTPUMYBAJIU TePaIilo IPOTUEMIIENITUYHUMHU ITpenapaTaMu (y T. 4. mperabaiHoM) 3a
OesIKMMHU IMoKa3aHHSIMU (OuB. po3ain «I1o6iuHi peakiiii»). 3a pe3ynbTaTaMu
MeTaaHaJli3y HaHuX, OTPUMAaHMUX Y XOOi paHI0Mi30BaHUX IJ1anie00-KOHTPOIbOBAaHUX
OOCIHIAXKEeHb IMIPOTUENIJIENTUYHUX [IpernapaTiB, TaKOXK CIIOCTEPIiragocsa HeBeJIUuKe
MiABUIIEHHS CYIUIMOaIbHOTO PU3UKY. MexaHi3M BUHUKHEHHS LIbOTO PU3UKY
HeBigomuii. Y mocTMapKeTUHTOBOMY Mepiofi y mauieHTiB, siKi oTpuMyBasnu nperabatis,
CIIOCTepiranucs BUIMAAKU CyilIUAaIbHUX OYMOK/IIOBEeOiHKY (OuB. po3min «I1o6iuni
peakiiii»). EnigemMionoridyHe OOCHiAKEeHHS 3 BUKOPUCTAHHSAM OU3auHY
CaMOKOHTPOJILOBAHOTO AOCHIAKEeHH (HOPiBHAHHSA MEePIOAiB JIIKyBaHHS 3 IepiogaMu
0e3 JiKyBaHHS B OKpPeMO] JIIOOWHY) IPOAEMOHCTPYBAJIO MiABUILIEHUN PU3UK HOBUX
MIPOSIBiB CyillMOanbHOI ITOBEMiHKY Ta CMEPTi BHACHIIOK caMory0CcTBa y MallieHTiB ITpu
nmpuiioMi nperabariny.

Y 3B’s13KYy 3 IIUM HEOOXiTHO peTeIbHO CIIOCTEPiraTHU 3a HalliEHTaMU [JIs1 BUSIBJIEHHS
O3HaK CylluaaabHUX OYMOK/IOBEOIHKU/OiN Ta PO3TISAHYTU AOLIIbHICTh IPU3HAYEHHS
BiATIOBigHOTO JTiKyBaHHS. Y pa3i m0osiBM TaKWX O3HaK IallieHTaM (Ta ocobaM, sKi
OOTJIIOAal0Th 3a HUMU) CJIi] 3BEPHYTHUCS 3a MEOUYHOI0 AOIIOMOT010. CIIii pO3TIsSHYTH
MOKJIMBICTh IPUIIMHEHHS JIiKyBaHHS mperadamiHoM y pa3si cyilnuganmbHUX
OYMOK/IIOBEOiHKHU.

ITozipweHHsa pyHKUIl HUMCHIX 81001118 W./IYHKOB0-KUWKOB020 MPAKMY/.

[Ticnsa Buxony mpenapaTry Ha PUHOK IOBIIOMIIAJIN PO sIBUINA, IOB'A3aHi 3
noripuieHHSM (QyHKITI HUKHIX Big[iiB IITyHKOBO-KUIIIKOBOT'O TPAKTY (Taki K
HENPOXigHICTh KUIIIEYHUKY, IapajliTUYHa HENPOXiAHICTh KUIIEYHUKY, 3al10p), Ipu
3acTOCyBaHHIi nmperabasiHy pa3oM 3 JIiKapChbKUMM 3aco0aMu, 10 MOXKYTh CIIPUYUHUTH
3arop, HalpUKJIIaj OMioOlHUMM aHanbreTukamu. [Ipu ogHOYAaCHOMY 3aCTOCYyBaHHI
nmperabaiHy Ta OMiOIMiB CIif BXKUTU 3aXO0MiB s TpodimakKTUKU 3anopiB (0CoOIUBO y
KIHOK Ta Malli€HTIB JIITHHOTO BIKY).

OO0HoYacHe 3acmocyB8aHHs 3 onioidamu

PekoMeHOy€eThCS 3 00epeXKHICTIO IpU3HavaTH IIperadaiid OgHOYaCHO 3 OIlioigaMu
4yepe3 pu3uk npurHivenHsa [THC (gus. po3gin «B3aeMopisa 3 iHIINMU JTiKapChbKUMU
3acob0aMu Ta iHIIN BUOU B3a€EMOMi»). Y peTPOCIEKTUBHOMY OOCIiIXKeHHi 0y10



ITPOOEMOHCTPOBAHO, IIT0 MAIliEHTH, IKi MpuiiManu nperadajiH ogHOYaCHO 3 OMmioigamMu,
MaJld DigBUIIIeHUU PU3UK JIETAJIbHOCTI, ITOB sI3aHO1 3 OmiolgaMu, IMOPIBHSAHO i3
3aCTOCyBaHHSM OIIiOIfiB OKPeMO (CKOpuroBaHe CIiBBigHomeHHS maHciB [aOR], 1,68
[95 % [OI, 1,19-2,36]). Lle ninBuiieHuit pu3uk 0yno 3a¢dikcoBaHO IIpU NpUHOMi
HU3BKUX A03 nperabaniny (= 300 mr, aOR 1,52 [95 % [, 1,04-2,22]), i
cIlocTepiranacst TeHOEeHIIisT 10 OiJIbIIl BUCOKOTO PU3UKY ITPU IIPUNOMI BUCOKUX 103
nperabaniny (> 300 mr, aOR 2,51 [95 % I 1,24-5,06]).

HenpasuivHe 3acmoCcy8aHH:, 3/108HCUBAHH A abo 3asedxcHicme.

[TperabaniH MoXKe BUKJIMKATH JIIKapChKYy 3aJIeKHICTh, IKa MOXKe BUHUKATHU MIPHU
3aCTOCYBaHHI TepaleBTUYHUX 003. [ToBimOMIIAIN IIPO BUIIAAKU 3JIOBXKUBaHHSI Ta
HeIIPaBUJIBHOI'O 3aCTOCyBaHHA. [lallieHTH 31 37I0BXXKUBAHHAM PI3HUMU PEYOBHHaMU B
aHaMHe3i MOXKYTh MaTU BUILMK PU3UK HEIPaBUIbBHOI'O 3aCTOCYBaHHS, 3JI0BXKMBaHHS
Ta 3aJIe’KHOCTi ITPU 3aCTOCyBaHHi nIperabdaiiny, TOMY Iel JIiKapCbKHUM 3acib y HUX CIIif
3acTOCOBYBaTHU 3 o0epexkHicTio. [Tepen nmpu3HaueHHSIM IIperabarliHy CIig peTenbHO
OLIIHUTY PU3UK HEIIPaBUJILHOTO 3aCTOCYBaHHS, 3JTI0BXKMBaHHS a00 3a1€XKHOCTI.

[MauienTH, SKi OTPUMYIOTH JTiKyBaHHS IIperabastiHoM, ITOBUHHI mepebyBaTH ITif
HarJsigoM [Jis BUSBJIEHHS CUMIITOMIB HEIIPaBUJIBHOI'O 3aCTOCYBaHHS, 3JI0BXKMBAHHS
ab0 3aJIeKHOCTi, TAaKUX K PO3BUTOK TOJIEPAHTHOCTI, IMiABUIIIEHHS JO3U Ta IT0sBa
MMOBEIiHKY, CIPSIMOBAHOl HAa OTPUMAaHHS JIIKapChbKOT0 3aco0y.

CumMmnmomu 8iOMiHU.

[Micns mpunMHEHHST KOPOTKOCTPOKOBOI ab0 TpuBasiol Tepamnil nperadaiiHom
CIIOCTEepIrajucsa CUMIITOMM BigMiHU mpemnapaty. [loBimoMiisiiy nIpo Taki CUMIITOMMU:
0e3COHHS, TOJIOBHUM 0illb, HyJOTa, TPUBOXKHICTD, Aiapes, TPUNONONIOHNM CUHOPOM,
HEePBO3HICTh, Hemnpecis, cyinuaanbHi AyMKHU, 0ilb, CyIOMHU, Tineprigpos i
3aaMOpoYeHHs1. BUHUKHEHHS CHUMIITOMIB BIiOMiHHU IIiCJIsI HIPUNIMHEHHS IIPUAOMY
nperabaniHy MoXKe CBiMYUTH ITPO JIiIKapChbKY 3aJiekKHIiCTh (OuB. po3main «ITobiuni
peaxkiii»). Ll1o iHdopmaiiiro ciig mMoBigOMHUTH IAIliEHTY Iepen II0o4YaTKOM Teparril. AKImo
npera6aiH HeoOXigHO BiOMiHUTH, PEKOMEHAYETHCSA POOUTHU 1ie ITOCTYIIOBO MMPOTSATOM
IoHarMeHIIe 1 TUXKHSA He3aJleKHO Bifl ToKa3aHb (OuB. po3main «Cmocid 3acTocyBaHHSA
Ta JO3U»).

CymoMu, 30KpeMa eniIeITUYHUN CTaTyC Ta BEJIUKI CYJOMHI Hamaau, MOXYThb
BUHMKATH ITiJ Yac Teparil nmperabasninoM ab0 HeBOOB3i ITics #OT0 BigMiHM.

IaHi mono BigMiHu nperaba’tiHy miciisi TPUBAJIOT0 3aCTOCYBaHHS BKAa3yIOTh Ha Te, 110
YacTOTa BUHUKHEHHS Ta CTYIIIHb TAXKKOCTiI CUMIITOMIB BifIMiHM MOXKYTb 3ajiezKaTH Bif
IO3MU.

EHuegdasronamis.




[ToBimoMisinM PO BUIIAAKM eHIledaonarii, 10 BUHUKaIN IIepeBaXKHO Y IMallieHTiB i3
CYIIyTHIMU 3aXBOPIOBAHHSIMM, 110 MOXKYTh CIPOBOKYBaTH eHIledasonariio.

KIHKH penpoOayKTHUBHOI'O BIKY/KOHTPAIEIIIis.

3acTocyBaHHS nperabdajiiHy IpoTaroM I TpUMeCcTpy BariTHOCTI MOXKe COIPUYUHATH
Ccepuo3Hi BpoakeHi Bagu po3BUTKy (BBP) y maiOyTHbOI guTtuHu. [IpenapaT 30HIK He
CJIif 3aCTOCOBYBATHU y Ilepiof BariTHOCTi, OKpiM BUIIAJKiB, KOJIM KOPUCTH OJIs MaTepi
SIBHO I€PEBUIIYE MOXKJIMBUU PUIUK 0714 Itofa. 2KiHKYW penponyKTUBHOTO BiKy
ITPOTSATOM JIIKYBaHHS ITperadaliHoM ITOBUHHI BUKOPUCTOBYBaTu e(peKTUBHI 3acobu
KOHTpalenilil (IuB. po3min «3acToCyBaHHSA Y Iepiof BariTHOCTi abo romyBaHHS
TPyOOoio»).

3acmocysaHHsA y nepiod eazimHocmi abo 200y8aHHsA 2py0010.

2KiHKM PENPOAYKTHUBHOTO BiKY/KOHTpPALEMIITis.

2KiHKY penpooyKTUBHOTO BiKy ITOBUHHI BUKOPHUCTOBYBaTU e(eKTUBHI 3acobu
KOHTpPALIEeIIIIil.

BaritHicTb.

Y xomi mocnigkKeHb Ha TBapHHaXx OyJI0 IPOOEMOHCTPOBAHO PENPONYKTHUBHY
TOKCUYHiCTh. [ToKa3aHo, 1110 perabdaniH NpoHUKaEe Yepes IIalleHTy y HIypiB.
[IperabaniH MoxKe ITPOHUKATH Yepe3 IJIaleHTYy JIIOOUHH.

Cepiio3Hi BpoazKeHi Bagu po3BuTKy (BBP)

IaHi cKaHOAMHaBCHKOT0 00CEPBallilHOTO AOCIiAXKEeHHS 3 y4acTio OinbIl Hixk 2700
BariTHUX XKiHOK, IKi 3aCTOCOBYBaiu nperadaiid y I TpuMecTpi, IpogeMOHCTPyBalIu
OinbITy MOIIMpPEHiCTh cepiio3Hux BBP cepepn miTei (kKuBUX ab0 MEPTBOHAPOOXKEHHUX),
sIKi 3a3HaJIM BHYTPIIITHbOYTPOOHOTO BILJIMBY ITperabasiHy IMOPiBHSIHO 3 MOIYJISIIiE€I0
OiTel, IKi TaKOoro BIIUBY He Manu (5,9 % npotu 4,1 %).

Pusuk po3BuTKy cepiio3uux BBP cepen miTed, siki 3a3Hanu BHYTPIITHEOYTPOOHOTO
BIIUBY Iiperabasiiny y I TpuMecTpi BariTHOCTi OyB [eIllo BUIIMM IIOPiBHSHO 3
MOMYJIALIEI0 OiTeH, sIKi TAKOr 0 BIJIMBY HE Mald (KOPUTOBaHUM KOeillieHT
noimupeHocTi Ta 95 % mosipuuu iHnTepsan: 1,14 (0,96-1,35)), Ta TOPiBHAHO 3
MIOMYJISIIi€l0, IKa 3a3Hasia BIIuUB JaMoTpumaxkuny (1,29 (1,01-1,65)) abo OyIoKCEeTUHY
(1,39 (1,07-1,82)).

Anaris crienmgiku BBP npogeMoHCTpyBaB OifTbIl BUCOKUM PU3UK 100
opodaciiiaTbHUX HEe3POoIlleHb Ta AedeKTiB ouei, HepBOBOI ab0 ceYyoCcTaTeBOl CUCTEMH,
asie TOKa3HUKYU Oy HEeBEJIMKUMH, a OL[iIHKY HETOYHUMHU.



[TpemapaT 30HIK He CJIiI 3aCTOCOBYBATH y Iepiof BariTHocTi 6e3 HaraabHOI IToTpedu
(KOmu KOPUCTD OJISI MaTepi IBHO MEePEeBUIIYE MOXKJIMBUMN PU3UK [JISA IIJI00a).

l'ogyBaHHS IPyOnio.

[Tperabanin MpoOHUKAE y TPyAHE MOJIOKO JIIOOUHHU. BrinmuB nperabariny Ha
HOBOHAaPOIXKEHUX/HEMOBIIAT HeBigjoMuili. HeoOXimHO NPUNUHATHY PIllIeHHS IIPO
MMPUINHEHHS I'PYOHOTO TOAYBAaHHS 4YM BimMiHYy Teparrii mperabaninoM, 6epydu [0 yBaru
KOPUCTh TOAyBaHHS I'PYOOI0 OJIS QUTUHU Ta KOPUCTH JIIKYBaHHS [OJIS KiHKU.

OepTUIBHICTD.

Kniniuni mani ujomo BriuBy nperabasiny Ha GepTUIbHICTD XKiHOK BifiCyTHI.

[Tig yac KniHIYHOTO JOCiAXKEHHS 3 BUBYEHHS BIIJIMBY IIperaballiHy Ha PyXJIUBiCTh
CIIepMaTo30i[iB 3MOPOBi JOOPOBOJIBIII YOJIOBIUOl CTaTi 3aCTOCOBYBasu Imperabatid y
no3i 600 mr/mo0y. ITicnsa 3acToCcyBaHHS IIpemnapaTy IpPoTAroM 3 MiCSIliB JKOTHOTO
BIUIMBY Ha PYXJIUBICTh CIIepMAaTO301iB HE BUSBJIEHO.

Y xomi mocnimxxeHHsST GepTUIBHOCTI y caMUIb IITYPiB ciocTepiraBcss HeOaxKaHUM BIJIUB
Ha PEenpoOAayKTHUBHY (QYHKIIiIO. Y XOOi HOCHiAKEeHHs (GepPTUIbHOCTI Y CaMIIiB IIypPiB
criocTepiraBcsi HeOaKaHUM BIJIMB Ha PENIPOAYKTUBHY (QYHKIIiIO Ta pO3BUTOK. KiiHiuHa
3HAQUYIIICTh IIUX Pe3yJIbTaTiB HeBigoMa.

30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWuUMuU mMexaHiamamu.

[Iperabanin MoxKe He3HAYHOIO0 a00 ITOMipHOIO MipOIO BIIZIMBATH Ha 3MaTHICTh KEPyBaTHU
TPAHCIIOPTHUMH 3aco0aMu Ta ITpalfoBaTH 3 iHIIMMHK MexXaHizMamu. [Iperabanin moxe
CIIPUYMHUTH 3allaMOPOYEHHS i COHJIMBICTD, i TAKMM YMHOM BIIJIMBATH Ha 30aTHICTH
KepyBaTU TPAHCIOPTHUMH 3aco0aMM Ta IIpaIfoBaTH 3 iHIMMMHU MeXaHi3MaMu. Y
3B’SI3KYy 3 IIUM MalliEHTaM CJIil PeKOMEeHIyBaTU YTPUMYBATHUCS BiJl KepyBaHHSI
TPAHCIIOPTHUMH 3aco0aMu, Bil poOOTH 3i CKJIagHOIO TeXHIKOIO Ta Bif iHIIIOl
MIOTEeHIIINHO HeOe3IMeyHol OisiIbHOCTI, IOKHW He CTaHe BimoMoO, YM BIIJIMBAE IIek
JIiKapchKUM 3acib Ha 1XHIO 3[JaTHICTh 10 TAaKOl OisIIbHOCTI.

Cnocid 3acTocyBaHHs Ta I03H

Cnocib 3acmocy8aHHA.
[TpemapaT 30HiK MpUiMaTH He3aJIeKHO BiJl TpuoMy 1xXi.
IaHuil nikapchbKuM 3acib Mpu3HauYeHUM BUHATKOBO OJIS IIEPOPaIbHOT0 3aCTOCYyBaHHS.

Io3u.



Iliama3o0H go3 IMpenapaTy Moxe 3MiHoBaTucsA y Mexkax 150-600 mr Ha moby. [1o6oBy
O03y PO3MONiIsATH Ha 2 abo 3 mpuiioMu.

Y BunagKy npu3HadeHHs pa30Bol 0o3u MeHIIe 150 Mr - 3aCTOCOByBaTH y
BIAIOBIZHOMY OO3yBaHHI.

HetviponnaTuuHuii 0ink.

Teparito mperabamiHoM MoxKHa po3nodaTu 3 mo3u 150 Mr Ha goOy, po3mnomiieHol Ha 2
abo 3 mpuiioMu. 3anexkKHO Bifl iHOUBiOyanbHOI BiAIOBiAi Ta MEpPEeHOCUMOCTI ITpenapary
mo3y MoxkHa 30inmpimuT 0o 300 Mr Ha moOy yepe3 3-7 OHiB, a y pa3i HeoOXigHOCTI - I0
MakcuManbHOl o3u 600 Mr Ha goOy Iie micisa 7 gHiB.

Y Bumapgky npu3HadeHHs pa30Bol mo3u MeHIe 150 Mr - 3aCTOCOBYBaTH Yy
BIOIIOBIZHOMY OO3yBaHHI.

Eninencia.

Teparmito nmperabaniHomM MoxKHa po3nodaTu 3 m1o3u 150 Mr Ha o0y, po3momiieHoi Ha 2
a6o 3 mpuiiomu. 3anieKHO Bill iHOMBimyabHOI BiOIOBifAi Ta ITIepeHOCUMOCTI ITpenapaTty
naiieHToM mo3y MozxkHa 30inpimuTy 0o 300 Mr Ha go0y ITic/s MepIIoTro TUXKHSI
nmikyBaHHS. Ille yepe3 ouH TUXKOEHb J03Y MOXKHa 30iTbIINTH 40 MaKCUMaJIbHOI -
600 mr Ha goOy.

Y BunapgkKy npu3HadyeHHS pa30Bol mo3u MeHIne 150 Mr - 3aCTOCOBYBaTHU y
BIOTIOBIDHOMY IO3yBaHHI.

I'eHepani30oBaHUYN TPUBOXKHUM po3Jjam.

Ilo3a, SKy pO3MOAiNsaioTh Ha 2 abo 3 IpUioOMHU, MOXKE 3MIHIOBATUCS Yy MeXKax
150-600 Mmr Ha moOy. [Tepiogu4yHO CIIif mepernsigaT HeOOXiqHICTh TPOOOBXKEHH S
Teparril.

Teparrito mperabanmiHoM MoxkHa po3mnodatu 3 mo3u 150 Mr Ha go0y. 3aexkHOo Bif
IHOWBiOyasIbHOl BiAIOBiAi Ta IEPEHOCUMOCTI ITpenapaTy IIalliEHTOM 03y MOXKHa
36inpmuTy go 300 Mr Ha o0y ITicis MepIIoro TUXKHS NiKyBaHHS. [Ticsis 1m1e ogHOTro
TUKHS IIPUKOMY 03y MOKHa 30inbmuTu 10 450 mr Ha moOy. [lle yepe3 oguH TUXKOEHDb
O03y MOKHa 30iMbIINTHA 00 MakKcuMasbHOl - 600 Mr Ha mo0y.

Y BunapgkKy npu3HadyeHHS pa30Bol mo3u MeHIne 150 Mr - 3aCTOCOBYBaTHU Y
BiAIOBIZHOMY JO3yYBaHHI.

dibpomianris.




PekomeHpoBaHa mo3a mpemnapary A JIikyBaHHS ¢ibpomianrii cranoBuTsk Big 300 mo
450 mr Ha noOy. JIikyBaHHSI C/Iii pO3IIOYMHATH i3 3aCTOCYBaHHS O03U 75 MT [Bidi Ha
mo6y (150 mr Ha moOy). 3anexHo Big epeKTUBHOCTI Ta IEPEHOCUMOCTI, JO3y MOXKHa
36inpimyBaTu o 150 Mr aBiui Ha o0y (300 Mr Ha moOy) IPOTATOM OOHOTO THUXKHS. [[s
Malli€eHTiB, O1s SKUX 3acTocyBaHHS mo3u 300 Mr Ha go0y € HeJOCTaTHbO e(PEKTUBHUM,
MOXKHa 30inbIUTH 03y A0 225 Mr aBidi Ha mo0y (450 Mr Ha goby). Xoda icHYE
OOCIIiIXXeHHs 3acTocyBaHHS mo3u 600 Mr Ha moOy, moKa3iB TOTo, III0 3aCTOCYBaHHS
1iel mo3u Oyme MaTH ODOOATKOBY IlepeBary, HeMae€; TaKoXK TakKa [03a Masa TipIry
rmepeHocuMicTh. bepyuu mo yBaru go3o3asiexkHi mobiuyHi peakiiili, 3acToCyBaHHS 403
Buitie 450 Mr Ha HoOy He peKoMeHOyeThbCcsi. OCKinbKM nperadajiiH BUBOOUTHCS
TOJIOBHUM YMHOM HMPKaMHU, CJIii KOPUTYBaTU J03Yy IIperapaTy mallieHTaM i3
NMOPYIIEeHHAM (PYHKII1 HUPOK.

Y BunapgKy npu3HadyeHHS pa30Bol mo3u MeHIle 150 Mr - 3aCTOCOByBaTHU y
BIAIIOBIDHOMY IO3yBaHHI.

Bigmina nperabaniny.

BigmosimHO mo mirouol KITiHIYHOI MPaKTUKHW, IPUNIUHATH Tepalliio mperabaninoMm
PEKOMEHAYETHCS MMOCTYIOBO, IPOTATOM IIOHAWMEHIIIE OJHOT'O TUXKHS, He3aJIesKHO Bif
MMoKa3aHb (AuB. po3ginu «Ocob6nMuBOCTi 3acTocyBaHHA» Ta «I[106iuHi peakirii»).

[MopymeHHsT GYHKITII HUPOK.

[Ipera6anid BUBOOUTHCSA 3 CUCTEMHOT'O KPOBOTOKY B HE3MiHEHOMY BUTJISAM],
nepeBaxkHO HUpKaMu. OCKinbKU KiIipeHC nperabdaiHy IMpsMo IPONOPLiMHNUN KIIipeHCYy
KpeaTuHiHy (QuB. po3aul «®apMaKOKiHETHUKa»), 3MEHIIIyBaTH OO3Y MNallieHTaM 3
nmopyueHHsaM QyHKII1 HUPOK CIIif iHOuBiOyanbHO, SK 3a3HaYeHOo y Tabmuti 1,
BiATIOBiAHO 00 KiipeHcy KpeaTuHiny (CLcr), skuii cimif BU3Ha4YaTu 3a GOpMyJIO0:

1,23 x [140 - wix(powxs)] x maca tiza (xr)

| (3 0,85 jps winox)

CLer(vanfxe) = |- Sl ieadb ikl b )
plEestl KPEITHHIRY ¥ naazsi kpoet (mimoan/a)

[Iperabanin epeKTUBHO BUOAISETHCS 3 MIJIa3MHU KPOBi 3a JOIIOMOT 010 TeMofiaily
(50 % mpemapaty npoTsarom 4 roguH). 715 mallieHTiB Ha reMofgiani3i ;oOoBy mo3y
nperabariHy ciiig KOpuryBaTH BimnoBigHO Ao ¢yHKIII HUpoK. Kpim mo6oBoi mo3y,
ompa3y Miciisg KOXKHOI 4-TOAWHHOI Ipolieqypu reMofdianidy HeoOXiTHO 3aCTOCOBYBATHU
OOoOaTKOBY O03y mpemnapary (ouB. Tabmuio 1).

Kopekiist mo3u nperabariHy BianoBigHO A0 GyHKIII HUPOK.Tabnuisa 1



KaipeHc KpeamuHiH
p P Y 3azanavHa doboea do3a npezabaniHy # Peoicum 003y8aHHA
(CLCT) (ma/x8)
ITouamkoea 0o3a |MakcumaavHa 0o3a
(m2/000y) (m2/006y)
- 60 150" 600 IBiui abo Tpuyi Ha
noGy
Biui abo Tpuui Ha
> 30 - < 60 75* 300 & P
noGy
% Pa3 a0o noBiui Ha
=>15-<30 25-50 150
noOy
<15 25" 75" Pa3 Ha moby
IHomaTKoBa A03a IIicis remMopaianidy (Mr)
25" 100™ OpmHOKpaTHa mo3a™

* ¥ 8unadky 3acmocyeaHHs pa3o80i 0o3u meHwe 150 me - 3acmocosysamu y
8i0n08iOHOMY O03YBAHHI.

# 3aeanvHy 0obogy 003y (mM2/006y) caid po3nodiaumu Ha OekiabKa npulomis
8i0N08i0HO 00 pedicumy 003yB8aHHS, W00 ompumamu 003y 0158 00OHOKPAMHO20
nputiomy (m2/003y).

+ Todamkoea 0o3a - ue dodamkosa oOHOKpamHa 003d.

IMTopyuieHHs GYHKIII IeYiHKHA.

[I71a maiieHTiB 3 mopyueHHAM (QYHKIIi1 Te4iHKU HeoOXimHOCTI y KOPEKIIil 031 HeEMaE€
(muB. po3nin «®apMaKOKiHETHKA»).



[TalfieHTH TiTHBOTO BiKY.

[17151 maIlieHTiB JIITHLOTO BiKy Yepe3 IMOTipileHHsI QYyHKIll HUPOK MOXKe BUHUKHYTHU
HeOoOXigHIiCTb y 3MeHIIIeHHI [o3u nperadasniny (ouB. po3min «®apMaKOKiHETUKA»).

Himu.

Bbe3neka Ta epeKTUBHICTh nperadaiHy IIpu ¥Or0 3aCTOCYBaHHI AiTsIM (BiKoM Io

18 pokiB) He BcTaHOBJeHi. [IOCTyIIHA Ha Iiek Yac iHdopMallisi HaBegeHa y po3[isi
«IToGiuHi peakIlii», a TakoXkK y po3ainax «®apMakoauHaMika» i «DapMaKOKiHETUKA»,
OJHaK, OIMPAaYUCh Ha HUX, HEMOXKJIMBO HaJaTU XKOOHUX PEKOMEHOAllil 11000
OO3yBaHHS IIiff KaTeropil mallieHTiB.

Ilepeno3yBaHHA

[ToBigomJisiny, 110 HaWYaCTIIMMU TTOOIYHUMHU peakliaMU IIPU Iepeno3yBaHHi
nperabaniny Oy COHIMUBICTD, CILJIYTaHICTh CBiMOMOCTi, 30yI2K€HHS Ta HECIIOKil.
TakoxK HagXOOUJIU IIOBIIOMJIEHHS IIPO CyOOMHU.

Pigko moBigOMIISAIN PO BUIIAJKU KOMHU.

JIikyBaHHS Ilepeno3yBaHHSA nperadalliHy ojasArae y 3arajbHUX MiATPUMYyBalbHUX
3axojax Ta 3a NoTpebu MOxKe BKIIIOYaTHU remMofiani3 (ouB. po3gin «Crocid
3aCTOCYBaHHS Ta mO3u», Tabmuisa 1).

IToGiuni epexTn

Y mocnimKeHHSIX HaWdacCTIiIUMU NOOIYHMMM peaklisiMu OyJid 3allaMOpPOYEeHHS i
counuBicTb. [106iyHi peakiiii 3a3Buyait Oysu 1erkumMu abo IIOMipHUMHU.

Huxxuye HaBeneHi BCi moOiuHi peaxiiii, 1110 BUHUKAJIX YacCTillle, Hi2K IPU 3aCTOCYBaHHI
maie6o, Ta 6inbIe HiXK Yy omHOTO maillieHTa. 11i mobiuHi peakirii 3a3HaveHi 3a
CHCTeMaMM OpraHiB Ta 3a 4aCTOTOI0: Ayke 9acTo (= 1/10); gyacto (Big = 1/100 go

< 1/10); HeyacTo (Big = 1/1000 go < 1/100); pigko (Big = 1/10000 go < 1/1000); nyxe
pimko (< 1/10000); yacTtoTa HeBimoMa (He MoxKe OyTHU OIliHeHa Ha OCHOBi HasgBHUX
OaHuX). Y KOXKHIil IpyIli 3a 4aCTOTOI0 BUHUKHEHHS No0iuHi eeKTH IMpeacTaBiIeHo y
MOPSAKY 3HUXKEHHS CTyIeHS 1X TPOSBiB.

3a3HayeHi N0OiYHI peakilil TaKOXK MOXKYTh OyTU IIOB’si3aHi 3 mepebiroMm OCHOBHOTO
3axXBOpIOBaHHs Ta (ab0) CyIyTHIM 3aCTOCYBaHHSIM iHIIUX JIiIKapChbKUX 3aC00iB.

[Tig yac nmikyBaHHS HEMPOIIaTUYHOTO OOJTI0 IIEHTPaIbHOTO ITOXOAXKEHHS,
CIIPUYMHEHOT0 YpaXkKeHHSIM CIIUHHOTO MO3KY, 30i/IbIITyBaacs YacToTa IoO6iuHux
peaxiriii 3arajoM, 4acTtoTa nobiuHux peakuin 3 6oky ITHC, 0co6IMBO COHTUBICTh (IUB.



po3min «Oco6IMBOCTI 3aCTOCYBAaHHS»).

IHdeKIIil Ta iHBa3il.

Yacmo: Ha30(papHUHTIT.

3 OOKY KPOBi Ta 1iMGaTHYHOI CUCTEMH.

Heuacmo: HeUTpOIIEeHis.

3 60KV iMyHHOI CHCTEMH.

Hevyacmo: rinep4yyTIuBiCTb.
PiOxko: aHTioHeBpOTUYHUM HAOPSK, anepriuyHi peakiiil, aHadinakToIgHI peaxiiii.

3 00Ky 00MiHY pedyoBHH, MeTab0Ii3My.

Yacmo: nigBULIIEHHS alleTUTy.
Hevyacmo: BTpaTa aleTUTy, rinoriikeMid.

3 00KV ICHUXIKH.

Yacmo: enopruyHUN HaCTPiH, CIIyTaHiCTh CBiIOMOCTI, APaTiBJINBICTh, He30Pi€HTAallis,
0e3COHHs, 3HUXKEHHS J1ibifmo.

Hevyacmo: rantonyHallil, maHiyHi aTaku, HECIIOKil, 30yIKeHHsI, melpecis,
NPUTHIYEeHUUN HACTPiH, MigHEeCeHUM HAaCTPii, arpecis, 3MiHU HaCTPOIo,
memnepcoHanisallisi, yrTpyaHeHuM nobip ciiB, maTonoriyHi CHOBUIIHHS, ITOCUTIEHH
n1ibimo, aHopra3Misi, amarTis.

PiOxo: po3ralbMOBYBaHHS, CyilluAalibHI OYMKU/IOBeaiHKa (OuB. po3min «OcoOmuBoCTi
3aCTOCyBaHHS»).

Hegidomo: nikapchbKa 3a/1€KHIiCTb.

3 00Ky HEPBOBO1 CUCTEMH.

Iyotce yacmo: 3a1aMOPOYEHHS, COHJIUBICTh, TOJIOBHUM Oilb.

Yacmo: aTakcCis, IIOPyILIeHHsI KOOPONHAIlil, TPeMOpP, AN3apTpPisi, aMHe3is, MOoTipIIeHHS
maM’siTi, MOPYIIEeHHs yBaryu, mapecTe3is, rinecresisa, ceqaTUBHUMN e(PEKT, IOPYIIEeHHS
piBHOBAaru, jertaprid.

Heuacmo: cuHKOIIE, CTYIIOP, MIOKJIOHisI, BTpaTa CBiIOMOCTi, IICUXOMOTOPHA
rinepakTUBHICTH, OUCKiIHE3is, IOCTypaJbHe 3allaMOPOY€EeHHS, IHTEHIIINHUN TPEMOD,



HiCTarM, NOpPyIIeHHS KOTHITUBHUX (PYHKITiM, IIOPYIIEHHS IICUXiKHU, PO3JIady MOBJIEHHS,
rimopednekcis, rimepecTesis, BiDUyTTs IIeUiHHS, areB3is, 3arajbHe HE3OyKaHHS,
amnarTisi, HaBKOJIOPOTOBa IIapecTe3is, MIOKJIOHYC.

Pioko: cymoMmu, mapocMis, TilmoKiHe3is1, gucdarisa, mapKiHCOHI3M, rinanresis,
3aJIeKHICTh, MO30YKOBUU CUHOPOM, CUHAPOM 3y04acToro Kojeca, KomMa, Oenipii,
eHIedasnonarTis, eKcTpanipaMigHuli CHHOAPOM, cuHApPoM ['ieHa-Bappe,
BHYTPIIIHbOYEPEIIHA TiIlePTeH3is, MaHiaKalbHI peakIlil, TapaHOIOHI peakilil, po31agu
CHY.

3 OOKY OprasiB 30pyV.

Yacmo: HeYiTKICTh 30pPY, OUIIJIONisA, KOH IOHKTUBIT.

Hewacmo: BTpaTa nepudeprndHOro 30py, MOPYIIEeHHS 30Py, HAOpsAK o4el, fedeKTu
II0JISI 30PYy, 3HUXKEHHS TOCTPOTU 30pYy, Oifib B 0¥ax, acTeHomist, POTOIICisI, CyXiCTh B
ouax, IIigBUIIleHEe CIIbO30BUIINIEHHS, ITOAPa3HeHHa ouel, OiedapuT, MOPYIIEHHS
aKoMofallii, KpOBOBUJIUB B OKO, CBiT/I000513Hb, HAOPSIK CiTKiBKH.

Pioxo: BTpaTa 30py, KEPATUT, OCITUJIOIICisA, 3MiHa 30POBOT0 CIIPUUHSITTS I'TUOUHY,
Mifgpias, ctpabi3M, sSiCKpaBiCTh 30py, aHi30KOpis, BUpa3Ku POTriBKU, eK30(]TasibMm,
rmapa’sidy O4HOro M’s3a, ipuT, KepaTOKOH IOHKTHUBIT, Mi03, HiYHa CIIIIIOTa,
odranbMmornerisi, aTpodiss 30poBoro HepBa, HAOPSK AMCKa 30pPOBOT0 HEPBA, IITO3,
yBeIT.

3 OOKY OpraHiB CIyXy Ta PiBHOBArH.

Yacmo: BepTUro.
Heuacmo: rinepakya3id.

3 OOKY cepIis.

Heuacmo: Taxikappisi, aTpioBeHTPUKYJIIpHa O67I0Kaga MepIIoro CTyneHs, CUHyCcOBa
OpamuKapmisi, 3acTiliHa ceplieBa HeOOCTATHICTh.

Pioxo: mopgoBxkeHH4 iHTepBany QT, cuHyCcOoBa Taxikapmis, CUHyCOBa apuTMif.

3 OOKY CYOUH.

Heuacmo: aprepiasibHa TINIOTEH31s, apTepiayibHa rinepTeH3isa, IPUIIIUuBY, TinepeMis,
BiIUyTTH XOJIOOY B KiHITIBKaX.

3 60Ky OMXaJIbHOl CUCTEMH, OPraHiB IPYAHOIL KJIiTKH Ta CEPEeOoCTiHHSI.

Yacmo: ¢hapuHToIapuHTeaabHUM Oifb.



Heuyacmo: 3agunika, HOCOBa KpOBOTeYa, Kalllejlb, 3aKJlaJeHiCTh HOCa, PUHIT,
XPOTIiHHS, CyXiCTh CIIM30BO1 000JIOHKH HOCA.

PiOoko: HaOPSK JlereHb, CTUCHEHHS B TOPJIi, TapUHTOCIIa3M, allHOe, aTeJleKTas,
OpoHXioJiT, ruKaBKa, (piOpo3 ereHis, Mo3ixaHHs.

Heegidomo: mpUTrHidYeHHS OUXaHHS.

3 60Ky HITYHKOBO-KHMIIIKOBOT'O TPAKTY.

Yacmo: 610BaHHSI, HyIOTa, 3allop, diapesi, MEeTeOpu3M, 3OyTTSA XKUBOTA, CyXiCThb y
POTi, TaCTPOEHTEPHUT.

Heuacmo: ractpoe3odareansHa pediokcHa xBopoba, rinepcekpelliss CINHY,
rirecTe3iss pOTOBOI ITOPOKHUHYU, XOJIEIUCTUT, XOJIeJIiTia3, KOJIiT, IIJTYHKOBO-KUIIIKOBA
KpOBOTeda, MeJjieHa, HaOpsK sS31Ka, peKTajibHa KpoBOoTeYa.

PiOko: aciuT, maHKpeaTUT, HAOPSK si3uKa, oucdarisi, abTo3HUM CTOMATUT, BUpPa3Ka
CTpaBOXO[y, ITepiogoHTaIbHUN abclec.

3 00Ky renaTto0iliapHOl CHCTEMH.

Heuacmo: nigBunieHu piBeHb Me4YiHKOBUX (DePMEHTIB*.
PiOoKo: 2KOBTSIHUIISA.
Iyoice pi0Ko: TIediHKOBa HEJOCTATHICTh, TelaTur.

3 60Ky HIKipH Ta HmigmKipHOl TKaHUHU.

Yacmo: TIpoiexHi.

Hevyacmo: nianynb03He BUCUIIAHHS, KPOIIUB'SHKA, Tineprigpo3, cBepOixkK, asorelris,
CyXiCTh HIKipH, eK3eMa, TipCyTHU3M, BUPa3KH IIKipU, BE3UKY10-0yTbO3HUYM BUCHUII.

Pioko: cuanpoM CriBeHca-]I?KOHCOHA, TOKCUKO-eMNifepMalbHUNM HEKPOJIi3, XOJIOOHUM
ImiT, ekcdomiaTUBHUY OepPMaTHUT, JIIXeHOITHUMN OepMaTHUT, MeJIaHO03, Po3/1aau 3 00Ky
HIT'TiB, meTexiaTbHUU BUCHUII, TYyPIIypa, OyCTYISIPHUN BUCHUII, aTPO(disd MIKipu, HEKPO3
IIKIpH, WIKIPHI Ta IMiAMKIPpHI By3JIUKH.

3 60Ky OIIOPHO-PYXOBOI'0 amapaTry Ta CIOJYYHOI TKaHHUHH.

Yacmo: M’130Bi cymoMHu, apTpairis, 6inb y ciuHi, 0ilb y KiHIIBKaXx, clia3Mu M’si3iB
IITH1.

Heuacmo: Habpsk cyrno6iB, Mianris, mocinyBaHHSA M’s13iB, Oinb y IIIHi, CKyTiCTh M’s3iB.



Pioko: pabmomiosni3.

3 00Ky HUPOK Ta CEYOBHBIOHUX MIJISIXiB.

Heuacmo: HeTpuMaHHS cedi, qu3ypis, anb0yMiHypis, remMaTypisi, yTBOPEHHS KaMeHiB y
HUPKaxX, HeQpUr.

Pioxo: HUpPKOBa HEJOCTATHICTh, OJIrypisi, 3aTpUMKa cedi, ToCcTpa HUPKOBA
HEeJIOCTATHICTh, TJIOMEPYIOHEDPUT, mieTOoOHEPPUT.

3 00Ky CTaTeBOl CHCTEeMH Ta MOJIOYHMX 3aJI03.

Yacmo: epeKTuIbHa OUCHYHKIIISA, IMIOIOTEHILisS.

Heuacmo: ctateBa quchyHKIIiSL, 3aTPUMKa esIKYyJIAlil, fucMeHopes, 6i/b y MOJIOYHUX
3ao3ax, 1eruKopes, MeHoparisi, MeTpoparis.

PiOko: ameHoOpes, BUOIIEHHS 3 MOJIOYHUX 347103, 30UIbIIIEHHS MOJIOYHUX 3aJ103,
riHeKoMacTisi, 1epBiuT, 6araHiT, emiguaguMiT.

3aranbHi po3JIagy Ta peakxilil y Miclli BBegeHHS.

Yacmo: nepudepuynmuil HabPsSK, HAOPSK, IOPYIIEHHS XOOU, ITagiHHS, BiT4yTTS
CII'sIHiHHS, He3BUYAalHIi BigUyTTs, HigBUIIleHa BTOMJIIOBaHICTh.

Hevyacmo: reHeparizoBanuii HaOpsAK, HaOPSK 00/IMY4Ysi, CKyTiCTh y Irpyasx, 0inb, xKap,
crmpara, 03H00, 3arajbHa crnabKicTh, He3yKaHHs, abcllec, 3araleHHs XKUPOBOi
TKaHUHU, peakilil (GOTOYyTIIUBOCTI.

Pioko: rpaHynboMa, YMUCHE 3aIlOMiSHHS IIIKOOM, 3a0UepeBUHHUM (iOpo3, II0K.

JIabopaToOpPHi OOCHiOXKEeHHS.

Yacmo: 30iIbIIIeHHS MacCH Tija.

Heuacmo: 30inbiieHHs piBHS KpeaTuHGOC)OoKiHA3M B KPOBi, 30iNIbIIIEHHS PiBHS
TJIIOKO3U B KPOBi, 3MEHIIEHHS KiTbKOCTi TPOMOOIUTIB, 30iNbIIIeHHS PiBHS KpeaTUHIHY
B KPOBi, 3MeHIIIeHHs PiBHS KaJlil0 B KPOBi, 3MEHIIIEHHA MaCHU Tijla.

PiOKo: 3MeHIIeHHS PiBHS JTEUKOIIUTIB ¥ KPOBI.

* 30inbIIeHHS PiBHA anaHiHaMiHoTpaHcdepa3u (AJIT) Ta acnmapTaTaMiHoTpaHcdepas3u
(ACT).

[Ticns npunrHEeHHS KOPOTKOCTPOKOBOI ab0o TpuUBaJsol Teparil mperabdamiHoM
CIIOCTepiraaucs CUMIITOMHU BigMiHu npenaparty. [ToBigoMiisiny npo Taki CUMITOMMU:
0e3COHHS, TOJIOBHUM 0illb, HyjOTa, TPUBOXKHICTD, Aiapes, TPUNONONIOHNM CUHOPOM,



CyIoMU, HEPBO3HICTh, menpecis, cyiluaanbHi myMKU, Oinb, rinmeprigpos i
3aramMopodYeHHs. Il cuMOTOMY MOXKYTh BKa3yBaTU Ha JIIKAPCHKY 3aJIeXKHICTh. 110
iH(popMallifo CIif MOBIDOMUTHU MAlliEHTY IIepeq M0YaTKOM Tepartil.

IaHi mono BigMiHu nperabaltiHy miciiss TpUBaJIOT0 3aCTOCYyBaHHS BKa3yIOTh Ha Te, 110
YaCTOTa BUHMKHEHHS Ta CTYHiHb TSKKOCTi CUMIITOMIB BiIMiHU MOXKYTb OyTH
mo303aJiexXHUMHU (OuB. po3minu «Crnocid 3acTocyBaHHS Ta mo3u» Ta «OCOOIUBOCTI
3aCTOCYBaHHS»).

Himu. ITpodins 6e3neku mnmperabdaniny, BCTAHOBIEHUN Y XO[i OOCITigXKeHb, ITPOBEeIeHUX
3 y4acTIO [iTeu 3 napliiaJbHUMU CYOOMHUMY HallafaMy 3 BTOPUHHOIO reHepasli3alli€ro
abo 6e3 Heil, OyB momiOHUY [0 TpPo@into, AIKMM CIIOCTEPIraBCs B HOCHIIXKEHHSAX Y
OOPOCIUX IAIli€eHTiB 3 eninernciero. HaltgacTimumuy nobivHUMH peakisiMu Oynu
COHJIUBICTB, MipeKcCis, iHpeKIlil BepXHiX AUXalbHUX IIJIAXiB, MiABUIIEHHS alleTUTY,
30iybIIeHHsT MacH Tijla Ta Ha3odapuHriT (ouB. po3minu «[itTu», «®apMakoguHaMika»
Ta «PapMaKOKiHETHKA»).

IToBigoOMIEHHS IIPO MifO3PIOBaHi NOOiYHI peakirii.

[ToBimoMeHHS Tpo MOOIYHI peakilil Imicjisg peecTpallil TiKapchbKoro 3acoby Mae
BaXXJ/IUBe 3Ha4YeHHd. lle mae 3MOry IpOBOOUTHA MOHITOPUHT CIIiBBITHOIIIEHHS
KOPUCTBL/PU3UK IIPHU 3aCTOCYBaHHi ITbOT'0 JIiIKapChKOIro 3aco0y. MequyHuM Ta
dbapmalieBTUYHMM ITpalliBHUKAM, a TAKOXK MallieHTaM abo X 3aKOHHUM
IIpeAcTaBHUKAM CJIil ITOBIHOMIISITH IIPO YCi BUIIaAKY ITiMO3pIOBAaHUX ITOOIYHUX peakIlii
Ta BiICYTHOCTi e()eKTUBHOCTI JIiKapChKOTr0 3aco0y yepe3 ABTOMaTH30BaHy
iHpopMaliiiHy cucTeMy 3 (papMaKoOHarnsaay 3a nocuaaHHsaM: https://aisf.dec.gov.ua.

TepMiH NpUIAaTHOCTI
2 POKH.
VYMmoBHu 30epiranHs

36epiraTtu B opuriHajabHiM yIIaKOBIIi IIpU TeMIlepaTypi He Buiie 25 °C.

30epiraTty y HeIOCTYIIHOMY OJISI OiTeM MicCIti.
VYnakoBka

[To 14 kancyn y 6mictepi. ITo 1 abo o 2, abo o 4, abo 1o 6 6ricTepiB y KapTOHHIN
YIIaKOBIIi.

KaTeropis Bignycky



3a penemnTomMm.
BupooHuK

Kycym Xentxkep IIBT JITH/
Kusum Healthcare Pvt Ltd.

Micie3Haxo/dKeHHsI BHPOOHHKA Ta aJpeca MiCIisi IPOBadXeHHsI HOTr 0
IisITHLHOCTI.

CII-289 (A), PIIKO Iapactpian apea, Yonaski, bxiBani, [lict. AnBap (PagzkacTaH),
Iagis/

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



