IHCTPYKUIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JIKAPCHKOI0 3ac00y

JIPHKA
(LYRICA®)

Cknao:

diloya peuoguHa: iperadaiH,

1 kancyna mictuth 50 mr, 75 mr, 150 mr a6o 300 mr nperabaniny;

OONOMIICHI pedo8uHU. IJIaKTO03a, MOHOTIApAT, KPOXMajb KyKypYyI3SHUH; TalbK;
00OJIOHKA KallCylu: JKelaTuH, Boja, turtany pgiokcua (E 171), nHartpito
naypwicyibdar, KPeMHIIO JIOKCH] KOJOIMHUN O€3BOIHUM, 3aTi3a OKCU YePBOHHIA
(E 172) (nyst xaricyn mo 75 mr ta 300 Mr); 4opHHIIA: MIENaK, 3ajli3a OKCHJI YOPHUN
(E 172), mpormiieHraikoib, Kajaito T1IpOKCH]I.

Jlikapcbka gopma. Kancymnu.

OcHog8HI Qi3uKo-XIMIUHI 61ACMUBOCMI.

— Kancynu o 50 mr: tBepai Henpo3opi (0111/6111) jKeIaTHHOBI KaICyJIy 3 YOPHOIO
CMYTO0, pO3Mipy 3, IO MICTSATh MOPOIIOK OLTOro abo Maiike O1IOTO KOJBOPY.
Bin6urox na xopmyci «PGN 50», Ha kpumeuni — «Pfizer» 4opHUM 4opHUIIOM.

— Kamncynu mo 75 mr: TBepai Henpo3opi (Oini/momMapaHyeBi) xKeTaTHHOBI Karcyiy,
po3Mipy 4, 0 MiCTATh MOPOIIOK O110T0 a00 Maiike 0ioro Koybpopy. Binmeyarok Ha
kopiyci «PGN 75», Ha kpumieuni — «Pfizer» 4opHUM 4OpHUIIOM.

—Kancynu no 150 mr: TBepai Henpo3opi (0111/61i) xKeTaTHHOBI KarCyJiIu, po3mipy 2,
10 MICTSITh IOPOIIOK Oiyoro abo Maibke O01710T0 KOIbopy. Binmeyarok Ha Kopmyci
«PGN 150», na xpumieuni — «Pfizer» yopaum 9opHUIIOM.

— Kancymu o 300 mr: TBepi Hempo3opi (Oini/momMapaHueBi) KeIaTHHOBI Karcyy,
po3mipy 0, 110 MICTATH MOPONIOK Oinoro abo maibke 6ioro Kobopy. Bindutok Ha
kopiyci «PGN 300», na kpumeuni — «Pfizer» 4opHUM YOPHHUIIOM.

dapmakoTepaneBTHYHA rpyna.  Ilporueninentuuni 3aco0u. [
MPOTHEIIETITUYHI 3aCO0H.

Kox ATX NO3A X16.

Dapmaxonoziuni enacmugocmi.

Dapmakoounamika.

Jliroua pedoBUWHa — mperadaliH, U0 € aHAJIOTOM raMMa-aMiHOMACISHOI KHUCIOTH
[(S)-3-(amiHOMETHIT)-5-METHIITEKCAHOBA KUCIIOTA].

MexaHi3M aii.

[IperaGamin  3B’s3ye€TbCs 3  JONMOMDKHOIO  CyOoauHMIEI0  (0p—O  OUIOK)
MOTEHITIAT3aJIeKHUX KAIBI[IEBUX KaHAJIB y IIeHTpaibHii HepBoBiH cuctemi (LIHC).
Kniniyna eekTUBHICTS 1 Oe3mneka.

— Hetiponamuunuii 6ine.

[lin wac mocmimkeHb OyJO MPOAEMOHCTPOBAHO €(EKTHUBHICTH Tperapary s
JiKyBaHHS J1a0eTH4YHOi HeWpormarTii, MOCTreprneTUYHOI HEBpaIrii Ta YypakKeHHs
CHOMHHOTO MO3Ky. EdexTuBHICTh NMpemapaTy NpU 1HIIMX BHUAAX HEWPONAaTUYHOIO
00110 HE BUBYAJIH.

[Ipera6anin BuB4am B X041 10 KOHTPOJILOBAHKUX KIIIHIYHHUX JOCIIIIKEHb TPUBAJICTIO
10 13 THKHIB 3 peKMMOM J103yBaHHSI Ipernapary ABidl Ha 700y Ta B X0/ JOCTIIKEHb




TPUBAJICTIO 70 8 THXKHIB 3 PEKUMOM JO3yBaHHsS TpUyl Ha 100y. 3araigom npodisi
Oe3nexku i eQeKTHBHOCTI Ul PEXHUMIB J103yBaHHS JBiuUl i Tpuui Ha 100y Oynu
MOA10HUMH.

VY xoAi KAIHIYHUX JOCHTIKEHb TPUBATICTIO 10 12 THXKHIB, B SIKUX JIIKApChKUM 3aci0
3aCTOCOBYBAJIM [UId JIIKYBaHHS HEMpONMaTHYHOro OO0, 3MEHIICHHS OO0Ito
nepu(epuyHoOro Ta LEHTPAIBHOTO MOXO/KEHHS CIIOCTEpIraiocs Micis MepIIoro
THOKHA Ta 30epirauocst MpoTATroM yChOTo Mepioay JTiKyBaHHS.

VY X011 KOHTPOJILOBAHUX KITIHIYHUX JOCHIHKEHb epu(epuyHOro HeHpomnaTuaHoro
6omo y 35 % mnarieHTiB, sKi 3aCTOCOBYBaJM nperadaiiH, Ta 'y 18 % mauieHTiB, sKi
OTpUMYyBaJIU TuTaebo, crocrepiranocs nokpamanas Ha 50 % 3a mIKanor OLiHKU
6omo. Cepen Mali€HTiB, y SKUX HE BHUHUKalIa COHJIMBICTb, TaKe IMOKpPAIIaHHS
cnoctepiraiocss y 33 % mawieHTiB, sIKi 3acTocoByBainu mperabaniH, Ta y 18 %
NaliexTiB 3 rpynu mwiane6o. Cepen NamieHTiB, y IKUX BUHUKAJIa COHJIMBICTb, YaCTKa
MAIli€HTIB, K1 BIAMOBLIM Ha Teparito, cranoBuia 48 % y rpyni nperadaniny ta 16 %
y Ipymi riane6o.

Y X0l KOHTPOJIbOBAHOTO KIIHIYHOTO JOCTI/KEHHS HeHpomaTH4yHOro O0IIt0
LIEHTPAJILHOTO MOXO/DKEHHS Y 22 % MaIli€HTiB, SKi 3aCTOCOBYBaJIM MperadaiiH, Ta 'y
7 % marieHTiB, sIKi OTpUMYBaJIU IU1ae0o0, crocTepiranocs mokpamanus Ha 50 % 3a
IIKAJIOIO0 OI[IHKH OOJIIO.

— Eninencis.

JonatkoBe JjikyBaHHd. [Iperabasnin BUBUANIM B XOi 3 KOHTPOJILOBAHUX KIIIHIYHUX
JOCIIJKeHb TPUBAJIICTIO 12 THXKHIB 3 pEKMMOM J103yBaHHs JBivi a00 Tpudi Ha 100y .
3araiom npodini 6e3neku i eeKTUBHOCTI Ul peXUMIB J03yBaHHS ABiUl ¥ Tpuyi
Ha 100y OyJH 1MoiOHUMH.

3MEHIICHHS YaCTOTH CYJIOMHHX HaIaiB CIIOCTEPIranocs BKe Ha MEPIIOMY THXKHI.
Hitn. EdpextuBHicTh Ta Ge3neka nperadaniny K JOMOMIXKHOTO 3ac00y IpH emniiencii
I JiTer BikoM 70 12 pokiB Ta A7 miAIITKIB He BcTaHOBMeHi. [106iuHi peakiii, 1o
CTOCTepirajaucs B JOCHTIUKEHHI 3 BUBYEHHS (PapMaKOKIHETHKH Ta MEPEeHOCHUMOCTI,
10 sKoro Oyl BKJIFOYEHI Malli€eHTH BIKOM Bix 3 wicamiB 1o 16 pokiB (n=65) 3
napiaTbHUMU CYIOMHHUMH HamajgamMu, Oynu MOAiOHI A0 MOOIYHHMX peakuid y
nopocnux. Pesynabratu 12-THKHEBOTO M1a1e60-KOHTPOIbOBAHOTO JOCTIKEHHS 3a
yuacTio 295 piteit Bikom Bin 4 1mo 16 pokiB Ta 14-meHHoro ruiane6o-
KOHTPOJIbOBAHOTO JTOCIIHKEHHS 32 y4acTio 175 miteii BikoM Bif 1 Micsiis 10 MEHIIe
4 pokiB, METOIO0 SIKUX Oyina oliHKAa e(peKTUBHOCTI Ta Oe3neku mnperadaiiHy sK
J0JaTKOBOI Tepamii napuiajJbHUX CyJIOMHUX HamajiB, Ta BIAKPUTOTO JOCIIIKEHHS
Oe3neku TpuBalicTiO 1 pik 3a yyacTio 54 niTeil BikoM BiJ 3 micsuiB 10 16 pokiB 3
eMiJIeTNICi€l0 BKa3yloTh Ha Te, IO Taki MOOIYHI peakiii, Sk mipekcis Ta iHdekuii
BEPXHIX TUXaJIbHUX IUISAXIB, y MITEH CIOCTEPIraloThecs 4acTille, HIXK Yy JOPOCIUX
MaIieHTiB 3 emnuienciero (auB. po3ainu «Croci6 3actocyBaHHs Ta A031W», «[1o0ivHi
peakii» Ta «®apMaKOKIHETHKAY).

VY 12-tuxHEBOMY MIa1ie060-KOHTPOILOBAHOMY TOCIIHKEHHI AiTSM (BikoM Bix 4 10
16 pokiB) mpusHauyanu nperabanid mo 2,5 mr/kr/mody (makcumym 150 mr/mo0y),
nperabanin nmo 10 mr/kr/no0y (makcumym 600 mr/no6y) abo riane6o. [Tpunaiimai
50% 3MeHIIeHHs MapLialbHUX CYJOMHHUX HamajiB, y MOPIBHSAHHI 3 BHUXIIHUM
piBHeM, crioctepiranocst y 40,6 % mauieHTIB, sIKi OTPUMYBaJIM MperadaiiH y 1031
10 mr/kr Ha 100y (p=0,0068 mopiBHsHO 3 TMwianebo), 29,1 % mnamieHTiB, sKi
OTpUMYBaJK Mperadanid y 1031 2,5 mr/kr/nody (p=0,2600 mopiBHsHO 3 mamedo) Ta
22,6 % THX, XTO OTPUMYBaB Ij1a1e0o0.




VY 14-nenHoMy mare060-KOHTPOILOBAHOMY JOCIIHKEHHI AITSIM (BikoM Bija 1 micsis
710 MeHILIe 4 pOKiB) MpU3Hayau nperadaiin 7 Mr/kr/no0y, nperadanin 14 mr/kr/no0y
abo muane6o. MeniaHHa n000Ba 4YacToTa CyJOM Ha BHXiJHOMY PpiBHI Ta Ha
3aKJIFOYHOMY BI3UTI CTaHOBWJIA BiamoBigHO 4,7 1 3,8 ans mperabamiHy B 11031
7 wmr/kr/no0y, 5,4 ta 1,4 nns nperabaniny B 1031 14 mr/kr/no0y ta 2,9 1 2,3 ans
miane6o. Ilperabanin y m03i 14 mr/kr/poby 3Ha4HO 3MEHIIYBaB JOTapUPMIUHO
NEPEeTBOPEHY YacTOTYy HapliaibHUX CYJOMHHUX HamajiB y MOPIBHAHHI 3 maredo
(p = 0,0223); nperabaiin y 031 7 MIr/kr/no0y He MPOJEMOHCTPYBAB MMOKPALICHHS
MOPIBHSHO 3 TU1ane6o0.

Monotepamnig (y Mali€eHTIB 3 ymepuie JiarHOCTOBaHMM _3aXBOPIOBAHHSAM).
[Iperabanin BuB4YaMM B XOAI | KOHTPOJBOBAHOTO KIIIHIYHOTO JOCTIIKEHHS
TPUBAJICTIO 56 THXHIB 3 PeKUMOM J03yBaHHs J1Biul Ha 100y. [Ipu 3actocyBanHi
nperalaniHy He OyJIO JOCATHYTO OJIHAKOBOTO PiBHS €(EKTHUBHOCTI MOPIBHSHO 13
3aCTOCYBAaHHSAM JIaMOTPUDKHUHY, 3TIAHO 3 OIIIHKOI Yepe3 6 MICSIB 3a KiHIIEBOIO
TOYKOI0 — BIJCYTHICTIO CylOMHMX HamafiB. [Iperabanin i jJamMOTpumKuH Oynu
OJTHAKOBO O€3MEeYHUMU Ta J00pe MEePeHOCHITUCS.

— I'enepanizosanuii mpusodicHuLl po3nao.

[IperaGanin BuUBYaMM B XOJI 6 KOHTPOJBOBAHUX JOCTIKEHb TPHUBAIICTIO 4—
6 THKHIB, OJTHOTO TOCIIKEHHS TPUBAJIICTIO 8 THIKHIB 32 YUaCTIO MAlli€HTIB JIITHHOT'O
BIKYy Ta OJHOI'O TPUBAJIOTO MOCTIKEHHS NPOQUIAKTUKUA PELUUANUBY 3 IMOJABIHHO
cIinoro (pa3oro NpopuUIaKTUKN PEUUANBY TPUBATICTIO 6 MICSIIIB.

3MEHIICHHS! CUMOTOMIB T'€HEpasli30BAaHOIO TPHUBOXHOIO PO3JIaay BIAMNOBITHO JI0
mkanmu [amineroHa mist oninku TpuBoxHOCTI (HAM-A) cmoctepiranocs Bxke Ha
THXKHI 1.

VY X0A1 KOHTPOJIbOBAaHUX KIIHIYHUX JOCIIIKEHb (TpUBaIICTIO 4—8 THXHIB) Y 52 %
MAIll€HTIB, SIKi 3aCTOCOBYBaJI MperadaiiH, Ta y 38 % marfieHTiB 3 rpynu miaredo
criocTepiranaocs MoKpaiiaHas He MeHIe Hixk Ha 50 % 3a 3aranbHOI0 KIJIBKICTIO 0amiB
3a mkanoro HAM-A BiJ BUXiAHOTO piBHS 10 KIHIIEBOT TOUKH.

ITig yac KOHTPOJIBOBAHUX JOCIIIPKEHb HEUITKICTh 30py YacTille crocTepiraiacs y
MAIl€HTIB, AKI 3aCTOCOBYBaJIM MperalaiiH, HDK y MAI[€HTIB, SKi OTPUMYBAJIH
iane6o. Y OUIBIIOCTI BUINAAKIB 1€ SBMINE 3HUKAIO MPH MPOJOBXKEHHI Tepamii.
OdTranbmororiune o0cTexeHHs (BKII0UAI0YH IEPEBIPKY TOCTPOTH 30pY, GOpMalIbHY
MEPEBIPKY IMOJIS 30pY Ta AOCITIKEHHS OYHOTO THA TIPU PO3IIMPEHIH 31HUII ) Yy paMKax
KOHTPOJIbOBAHUX KIIHIYHMX JOCTIIKE€Hb BHKOHYBajocs y moHaa 3600 maiieHTiB.
Cepen mux Mmami€eHTiB TOCTpoTa 30py moripumiaacs y 6,5 % mnamieHTiB y Tpyii
nperabaniny Ta y 4,8 % mauieHTiB y rpyni riane6o. 3MiHU MOJIs 30pY BUSBICHO y
12,4 % mnarieHTiB, sKi 3acTOCOBYBaNu nperabdaiin, Ta y 11,7 % naiieHTiB 3 rpynu
iane6o. 3MiHM Ha OYHOMY JHI BusiBieHi y 1,7 % mnalieHTiB, SKi OTpUMYBAJIH
nperabainiH, Ta 'y 2,1 % namieHTiB y rpymi mianeoo.

- @ibpomianis.

EdextuBnicts npenapaty Jlipuka Oyna BCTaHOBJIEHAa y OJHOMY 14-THXKHEBOMY
MOJBIHHO CIINOMY IJ1ae00-KOHTPOIBOBAHOMY MYJIBTHUIIEHTPOBOMY JIOCIIIXKEHHI
(F1) Ta B ogHOMY

6-THKHEBOMY paHIOMi3oBaHOMY nociipkeHHi Biamiau (F2). V 1mi gocmimkeHHs
3aJydaiucs TalieHTH 3 JiarHo3oM «(diOpomianris» Ha OCHOBI KpUTEPIiB
AMEpPUKAHCBKOTO KOJIEJKY PEBMATOJIOTI] (MOMMpeHu O11b IpoTIroM 3 MicALiB B
aHaMmHe31 Ta Ou1b, pucyTHil B 11 un Ounbmie 3 18 cnenudiyHUX 6OTBOBUX TOUOK).
JlocnipKeHHsT MTPOAEMOHCTPYBAIM 3HIDKEHHS OOMI0 3a Bi3yaJbHOIO aHAJIOTOBOIO




mkainoro. [TokpaiieHHs 101aTKoBO OyJI0 MPOIEMOHCTPOBAHO 32 3arajIbHOIO OL[IHKOO
MalieHTa Ta 3a ONMUTYBAaHHAM 00 BIUIUBY (hiOpoMianrii.

Hitn. byno mpoBeneHo muianebo-KOHTPOJIbOBaHE JOCHIIKEHHS TpUBajicTio 15
THXKHIB 3a ywacTio 107 mireit Bikom 12-17 pokiB 3 ¢iOpomianriero, sKi
3acTOCOBYBaJM mpemnapar Jlipuka y 1031

75450 Mr Ha n00y. 3a pesyibTaTaMy OLIHKM NEPBUHHOI KIHLEBOI TOYKHU
e(deKTUBHOCTI (3MiHa 3arajbHOI IHTEHCUBHOCTI OO0 BiJl 0230BOTO PiBHS 10 THXKHS
15; pospaxoBano 3a gomomoror 11-0ambHOT MIKamu OIIHIOBaHHS) OyJ0
MPOJEMOHCTPOBAHO YHWCENIbHO OUIbIlle TOKpALleHHS CTaHy NAalli€HTiB, sKi
3aCTOCOBYBAJIM MperadaliiH, MOPIBHIHO 3 Malll€eHTaMu, SKi NpUiiManu miamedo, ajie
1€ MOKPALIEHHS He JOCATIIO CTATUCTUYHOI 3HauyIocTi. Halyactimmmu no6iuHUMH
peaKIisiMH, SKi CIIOCTEPIraJIuCs y KIIHIYHUX JOCIIIKEHHSX, OyJIM 3a1aMOpOYEHHS,
HYyZOTa, TOJOBHUN OiNb, 30UMBIICHHS Macu Tila Ta CTOMIIIOBAHICTh. 3aralbHUN
npodine Oe3nekd y MATTKIB OyB MOAIOHMM 10 Takoro y JAOpoCiIux i3
¢bibpomianriero.

Dapmaxoxinemuxa.

@dapMakOKiHETHYHI MOKa3HUKU TperadajiiHy B pIBHOBAXHOMY CTaHi Oynu
MONIOHUMU Y 30POBUX TOOPOBOJIBIIB, MAII€HTIB 3 EMUIEICIEI0, AKI MpUiimManu
NPOTHENIENITUYHI IPenapaTH, Ta y MaLi€HTIB 3 XpPOHIYHUM O0JIeM.

AbcopOuis.

ITperaGaniH MBUIKO BCMOKTYETHCS MPH MPUHOMI HATIIE 1 JOCATAaE MAKCUMATbHUX
KOHIIEHTpaliil y IUIa3Mi KpoOBI MpPOTAroM 1 ToguHM Micias OAHOKpaTHOro abo
OaraTokpaTHOro 3acTocyBaHHS. Po3paxoBaHa 010J0CTYMHICTH IperadaniHy Hpu
NEepOpaIbHOMY 3aCTOCYBaHHI CTaHOBUTH > 90 % 1 He 3anexuth Bia ao3u. [lpu
6araToKpaTHOMY 3aCTOCYBaHHI pIBHOBa)KHUH CTaH 10CATaeTbes uepes 24—48 roauH.
[IBuAKICTH BCMOKTYBaHHS IperadaiiHy 3HWXKYETbCS MIPH OAHOYACHOMY NpHUIOMI 3
DKero, Mo MNPHU3BOIUTH [0 3MEHIIeHHA MakcuMaibHOi KoHHeHTpamii (Cpax)
npuban3Ho Ha 25-30 % 1 MOJOBKEHHS 3HAYEHb tpy,x MNPUOJIU3HO 10 2,5 TOAUHH.

OnHak mpuiiom nperadasiHy 0HOYACHO 3 KEI0 He MaB KIIIHIYHO 3HAYYyIOT0 BILUTUBY
Ha CTYMiHb Horo abcopOuii.

Po3nonin.

B xoni AOKIIHIYHUX AOCTIIKEHb OyI0 MoKa3aHo, IO mperadaliiH IPOHUKAE KPi3b
remMatoeHuedaniyauid 6ap’ep y Muilei, mrypiB i MaBm. byio BcTaHOBIIEHO, IO
nperaaiiH MPOHUKAE KPi3b IUIALEHTY Y UIYPIB 1 BUAUISETHCS B MOJIOKO IIypiB y
nepioa JNakramii. Y JIOAUMHA 00’€M po3MmoAlTy mperaaiiHy MICis HepopalbHOTO
3aCTOCYBaHHA CTaHOBUTH mNpubmuzHo 0,56 n/kr. Ilperabamin He 3B’sA3yeThecs 3
OlTKaMU MJ1a3MH KPOBI.

Metaboi3m.

Y moguHM mperabainiH 3a3Hae HE3HAUYHOTO MeTabomizmy. [licns BBeACHHS 103U
MIYEHOT0 pPaJi0aKTUBHOIO MITKOIO mperabaminy Oau3bko 98 % paaioakTHBHOI
PEUOBHHU BHBOAMIIOCS 3 CEUEI0 y BUIIIAAL HE3MiHEHOro mperabaininy. Yactka N-
METHJIPOBAHOT TOXIJHOI TperabaniHy — OCHOBHOTO METa0ONITy Mpemapary, Mo
BU3HAuaBca B ceui, — craHoBmwia 0,9 % BBedenoi mos3u. Ilim uac MDOKIIHIYHUX
JOCHIUKeHb He BigOyBamocs panemizanii S-eHanTiomepa mnperabaniHy B R-
EHaHTioMep.

BuseneHnus.

[IperaGaniH BHUBOAUTBHCS 3 CHUCTEMHOTO KPOBOTOKY B HE3MIHEHOMY BHIJISI,
nepeBaxHo Hupkamu. CepenHiil mepioj HamiBBUBEIEHHs NperadaiiHy CTaHOBUTb



6,3 roaunu. Ilna3mMoBuil Ta HUPKOBUIl KiipeHC mperaaniHy NpsSMO MPOHOPLiHHI
KIIIPEHCY KpeaTuHiHy (1uB. po3ain «PapmakokiHeTnka. HupkoBa He1OCTaTHICTHY).
[Tamientam 3 mopyeHHsAM (yHKII{ HUIpOK abo nmalieHTaM Ha reMojiiaii3i HeoOXiTHa
KOPEeKIIisl 103U mpernapaty (auB. po3ai «Croci0 3acTocyBaHHS Ta JO3W», TAOIHUIIS).
JIiHiiHICTB/HENIHIAHICTb.

dapmakokiHeTHKa MperabanxiHy € JIHIHHOIO JJIs1 BCHOIO PEKOMEHIOBAHOI'O
niamna3oHy 7103. BapiaOenbHicTh (papMakoKiHETHUKH MperabajiHy cepell MaIi€HTIB €
HU3pKOI0 (< 20 %). PapMakoKiHETHKAa MpHU OaraTOKpaTHOMY 3aCTOCYBAaHHI €
nepea0avyBaHOIO Ha MiACTaBl JaHUX, OTPUMAHUX INPH 3aCTOCYBAaHHI OJHOKPATHOI
no3u. TakuM YMHOM, HeMae MOTpeOM B IUJIAHOBOMY KOHTPOJI KOHLEHTpAIIii
npera0aiiHy B Ija3Mi KpoBi.

Crats.

Pe3ynbTaTil KIHIYHUX JOCTIKEHb CBITYATh MPO BIICYTHICTh KIIHIYHO 3HAYYILIOTO
BIUIMBY CTaTi Ha KOHIIEHTpaLii mperadainy B Mia3Mi KpoBi.

HupkoBa He10OCTaTHICTb.

Knipenc nperabaniny nmpsMo NpoNopLiiiHUNA KIipeHCy KpeaTuHiHy. Kpim mporo,
npera0aniH epeKTUBHO BUAAISAETHCA 3 TUIA3MU 32 JOMOMOTOI0 reMojiaiizy (Imicis
4 romMH remoianizy KOHIIEHTpalis NperadajiHy B IUIa3Mi KPOBI 3MEHIIYETHCS
npubimzno Ha 50 %). OckiibKM IpenapaT BUBOJUTHCS B OCHOBHOMY HHMpPKaMH,
nalieHTaM 3 HUPKOBOIO HEIOCTATHICTIO HEOOX1/ITHO 3MEHIIIYBaTH 103y Ipenapary, a
micasl reMojianily — 3acTOCOBYBAaTH MAOJATKOBY MA03y (auB. po3ain «Crocid
3aCTOCYBAaHHSA Ta JO3M», TAOIUII).

IlediHKOBa HEJOCTATHICTb.

CroenianpHuX ()apMaKOKIHETHUHUX JOCTI/DKEHb Y TMAI€HTIB 3 IEYiHKOBOIO
HE/IOCTATHICTIO He mpoBogwincs. OCKUIbKM mperadaniH He 3a3HAa€ 3HAYHOTO
MeTa0oJi3My Ta BUBOJIUTHCS 3 CEUYEI0 NMEPEBAKHO B HE3MIHEHOMY BHIVISML, TO
MaJIOMMOBIpHO, 100 MOpYLIeHHs (YHKIII MEYiHKM Majo 3HAuylIUil BIUIUB Ha
KOHIICHTpALiI0 peradainy B I1a3Mi KPOBI.

ITH.
dapmakoKiHETUKY IperadaiHy OLIHIOBAJIM 32 Y4acTIO JITeH 3 emijerncieto (BiKOBi
rpynu: Bia 1 1o 23 micsuis, Big 2 10 6 pokiB, Bix 7 1o 11 poki i Big 12 1o 16 pokiB)
IIPY 3aCTOCYBaHHI 103 2,5 Mr/Kr/no0y, 5 mr/kr/no0y, 10 mr/kr/goby ta 15 mr/kr/no0y
B XOJIi IOCHIKEHHS (papMaKOKIHETUKH Ta IEPEHOCHUMOCTI.

[Ticns mepopanbHOro 3acTOCYBaHHs IMperadaiiHy AITAM HATIIEe 4Yac JOCATHEHHS
MaKCUMaJIbHOI KOHILIEHTpAIlil B IU1a3Mi OyB y IIUIOMY aHAJOTIUYHUM y BCIX BIKOBHUX
rpymnax i craHoBuB Big 0,5 ronguHu 0 2 TOAMH HiCs NpUHoMYy.

3HaueHHs1 Cpa 1 TUIOIII M KPUBOKO 3aIeXKHOCTI KoHUeHTpalii Big yacy (AUC)

nperabaliiHy 3pOCTajiM JIIHIMHO 31 30UIbIIEHHSM JI03M B KOXHil BIKOBiM rpymi. ¥
nmiterr 3 macor Tima no 30 kr 3HadenHs AUC Oymu Hwkummu Ha 30 %, 110
00yMOBJIeHO 30UTbIIIEHHSIM Ha 43 % KIIIpEeHCY, CKOPUTOBAHOTO 32 MAaCOI0 TiJa, y IIUX
MAIIEHTIB Y MOPIBHSHHI 3 MalliEHTaMH 3 Macoro Tija > 30 Kr.

Kinueswuii nepios HamiBBUBEAEHHS MperadajiiHy CTAaHOBHUB Yy CEpeIHbOMY OJIM3bKO
3—4 roauH y aiTel BIKOM J10 6 pOKiB Ta 4—6 TOJIMH y ITE€H BIKOM BiJl 7 POKIB.

VY xoai nomysiiHOro papMakoKiHETUYHOTO aHallizy OyJio OKa3aHo, 110 KIIPEeHC
KpeaTuHiHy OyB 3HAYYIIOK KOBApIaTOIO VISl KIIIPEHCY NEPOpaTIbHOTO peradatiny,
a Maca Tuia Oylia 3HAYYHIOK0 KOBApiaTOK i YSBHOTO O0’€My pO3MOILTY
MepopabHOTO Mperadaliny, i el 3B’S30K OyB aHAJOTIYHUM Y JITEH 1 JTOPOCTUX
TAIlI€HTIB.



dapmakoKiHETUKY IperadaiiHy y MaIi€eHTiB BIKOM MEHIIE HiX 3 MICSIi HEe BUBYAIU
(muB. po3min «Cmoci®6 3acTocyBaHHS Ta JAo03m», «lloOiuHi peakmii» Ta
«DapmakoauHaAMIKaY).

ITarieHTH JITHHOTO BIKY.

Knipenc mperabaniny Mae TEHICHIIIO 10 3MEHIIEHHS 3 BikOM. Take 3MeHIIEeHHs
KJIIIpeHCy mperabajiHy HpU HOro 3acTOCYBaHHI NEpOPAIBHO Y3TO/DKYEThCS 3i
3MEHIIEHHSIM KIIIPEHCY KpeaTHHIHY, TIOB’13aHUM 31 30UIbIIeHHAM BiKy. IlamienTam
3 MOpYWEeHHAM (QYHKIIi HUPOK, TMOB’S3aHUM 13 BIKOM, MOXe OyTu MOTpiOHe
3MEHIIEeHHS 103U mperabaminy (auB. po3ain «Croci® 3acTocyBaHHS Ta I03W»,
Tabuis 1).

['oxyBaHHA rpyato.

dapmakoKiHETUKY MperadaigiHy Hpu Horo 3actocyBaHHI y 1031 150 Mr koxHi
12 ronun (mo6oBa mo3a 300 mr) omiHroBanu y 10 KiHOK, sIKi TOAYBaIH TPYAIIO,
oHalMenIIe yepes 12 TrxkHIB miciis mosoriB. ['ogyBaHHS Ipyi0 HE BITUBAIIO a00
MaJIo He3HAYHUH BIUIMB Ha (papMaKoKiHeTHKY nperadaiiny. [Iperabain notpariss
y TpyZIHE MOJIOKO, TIPU IIbOMY HOT'O Cepe/iHi KOHLIEHTpallil B piBHOBAKHOMY CTaHi
CTaHOBHJIM OIM3bKO 76 % KOHILIEHTpallil y m1a3mi KpoBi MaTepi. PozpaxoBaHna 1103a,
SKY OTPHUMY€E HEMOBIIS 3 TPYIHUM MOJIOKOM (IIPU CEPEIHbOMY CHOXKHBAHHI MOJIOKA
150 mn/kr/mo0y) Bim *iHKH, siKa mpuiiMae nperadamin y no3i 300 mr/moby abo y
MakcuManbHi 1031 600 Mr/no0y, cranoButs 0,31 a6o 0,62 mr/kr/nmo0y BiAMOBITHO.
L1i po3paxoBaHi 103U CTaHOBIATH MPUOIN3HO 7 % 3aranbHOI J0OOBOI 103U MaTepi
B IIepepaxyHKy Ha MI/KT.

KuiniuHi XapakTepucTHKH.

Ilokazannsa.

Hetiponamuunuii 6inv.

IIpemapar Jlipuka mOKa3aHWM JuId JIIKYBaHHS  HeHpomaTU4yHOro OO0
nepupepuyHoro ado HEHTPAIBHOTO MOXOHKEHHS Y 10POCIHUX.

Eninencis.

ITpenapar Jlipuka noka3aHuii TOpOCIUM SIK 101aTKOBE JIKYBaHHS MPH MapLiaTbHUX
CYJOMHHX Harajax i3 BTOpMHHOIO reHepaizali€eio abo 0e3 Hei.

T'enepanizosanuti mpueoicHutl posiao.

ITpenapar Jlipuka noka3aHui s JIKYBaHHS TE€HEPalTi30BAaHOTO TPUBOXKHOTO
po3naay y 10pOoCiux.

Dibpomianzis.

IIpomunokaszanna.

lNnepuyTnuBicTh 0 [it040i pe4oBUHU ab0 10 OyAb-AKOi 3 JOTMOMIXHHX PEYOBHH,
nepeniueHux y po3ain «Cxriam.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uou 63aEmooii.

Ockinbku nperadaiiH eKCKPEeTy€eThCsl IEPEBAaKHO B HE3MIHEHOMY BHUIJISI 3 CE€UEI0,
3a3Ha€ HE3HAYHOr0 MeTaboi3My B OpraHizMi JOAUHU (< 2 % 103U BUALISAETHCS 13
cedero y Gopmi meTabomiTiB), He 1HTIOye MeTaboII3M 1HIIUX MpenapariB in Vvitro i
HE 3B’A3Y€ThbCA 3 OLIKaMM IUIa3MU KPOBI, TO MaJIOMMOBIPHO, 1110 IIperadaiiH Moxe
CIPUYMHATH (PapMaKOKIHETHUHY B3a€MO/Iit0 00 OyTH 00’ €KTOM TaKO1 B3a€EMOJIII.
Hocniooicenns in vivo ma nonyiayitnuti papmaxokinemuyHu auaiis.

TakuM 4MHOM, B JOCHIDKEHHSX i VIvo HE CIOCTepiraaocs KIiHIYHO 3HAUyIIOl
(bapMakOKiHETUYHOI B3a€EMOJIT MK IperadaaiHoM i GeHiToTHOM, KapOama3emniHoM,
BaJBIIPOEBOIO  KUCJIOTOIO, JIAMOTPHJDKMHOM, TrabaleHTHHOM, JIOpa3enaMoM,




OKCUKOZOHOM 4M eTaHoioM. [lomymsuiliHuii  (papMakoKiHETUYHHUN — aHAJI3
MIPOIEMOHCTPYBAB, 110 MEPOpaIbHi MPOTHAIA0ETUYHI 3ac00H, IypeTHKH, IHCYJIiH,
¢denobapbitan, Tiarabid i TomipaMaT He MalOTh KIIHIYHO 3HAYYLIOrO BIUIMBY Ha
KJIIpeHC mperadainy.

Ilepopanvhi konmpayenmugu, Hopemucmepon ma (ab6o) emuniiecmpaodion.
OnHouacHe 3acTocyBaHHA IperaGaniHy 3 TepOpaJbHUMM KOHTpAleTHBAMH,
HOPETUCTEPOHOM Ta (a00) eTHHIIEeCTPaaiooM He BIUIMBAE Ha (papMaKOKIHETHUKY
PIBHOBaXXHOT'O CTaHY OJHOT'0 3 IIUX JIIKAPCHKHUX 3aCO0iB.

Jlikapcoki 3acodu, wo enausaroms na LIHC.

[IperaGamiH MoxXe MOTEHIIIOBATH €(QEeKTH eTaHOJy Ta Jiopa3enamy. Y mepiof
MOCTMApKETUHTOBOIO  HArJsAy TMOBIAOMIBUIOCS PO  BUOAAKU  JUXAIbHOI
HE/I0OCTAaTHOCTI, KOMHM Ta CMEpTi y MHAlli€HTIB, SKI NpuiMaiu mnperadaiiH pa3oMm 3
omioinaMu Ta/abo IHIIMMM JIKApChKUMH 3ac00aMu, IO NPUTHIYYIOTh (PYHKIIO
ITHC. IlperabaniH, iMOBIpHO, HMOCHJIIOE€ MOPYIICHHS KOTHITMBHMX Ta OCHOBHHX
MOTOPHUX (YHKIIIH, CHPUUYNHEHI OKCUKOJIOHOM.

Bzaemooii'y nayienmie n1imnbo2o Giky.

CrenianpHUX TOCTIIKEHb (hapMaKoAWHAMIYHOI B3a€MO/IIT 32 y4acTio 100pOBOJIBLIIB
JITHBOTO BIKYy He mpoBoAMIHCS. JIOCHIDKEHHS B3a€EMOIl JIKapChbKUX 3aco0iB
MIPOBOJIMIIN JIUIIE Y JOPOCIHX MALIE€HTIB.

Ocobueocmi 3acmocyeanns.

Ilayienmu 3 yykposum diabemon.

BinmoBigHO 10 YMHHOI KIIIHIYHOT MPAKTUKH, JAEsKi MAII€HTH 3 IyKpPOBUM AiabeTom,
Maca Tijla IKUX 30UTbIIMIacs MiJ] 4ac Tepamnii mperadaniHoM, MOXXYTh TOTpeOyBaTH
KOPEKLIi 031 I[yKPO3HIKYBaJIbHUX JIIKAPCHKUX 3aCO01B.

Peakyii ecinepuymausocmi.

[Ticna Buxomy mnpenapaTy Ha PUHOK MOBIIOMIISUIOCS PO PO3BUTOK peakIiif
rinepuyTIuBOCTI, BKJIIOYAOUN aHT1OHEBPOTUYHUHN HAOpsK. [Ipyn BUHMKHEHHI TaKUX
CHUMIITOMIB aHT1OHEBPOTHYHOTO HAOpPsKy, fK HAOpsK oOnMyus, nepiopaabHUM
HaOpsK abo HaOPSK BEpXHIX AMXATbHHUX IUIAXIB, 3aCTOCYBaHHS IperaGaiiHy clif
HEeraifHO NPUITUHUTH.

3anamopouenns, connugicmos, 8mpama_c8i0oMocmi, CHIYMaHicms c8i0oMocmi ma
NOPYULeHHs NCUXIKU.

3acTrocyBaHHS TperadalliHy CyIpOBOJUKYBAJIOCS TMOSBOIO 3allaMOPOYEHHS Ta
COHJIMBOCTI, 110 MO€ 30UIBIIUTH PU3UK BUHUKHEHHS TPAaBMAaTHMYHHUX BHIIAJIKiB
(mamiHHs) y MaLi€HTIB JITHBOTO BiKy. Tako Miclis BUXOY Ipenapary Ha pUHOK
MOBIIOMJISJIOCST MPO BUMAJIKKW BTPATH CBIJJOMOCTI, CIUTYyTaHOCTI CBIJOMOCTI Ta
MOPYUIEHHS MCUXIKU. Y 3B’SA3Ky 3 LIMM MAallieHTaM CIiJi peKOMEHIYBaTH OyTH
00epeXKHUMH, JIOKM M He CTaHyTh BiJOMI MOKJMBI €(pEeKTH LBOr0 JIKapChbKOIO
3aco0y.

Posnaou 3opy.

ITig yac KOHTPOIBOBAHUX JOCIIPKEHb HEUITKICTh 30py YacTille crocTepiraiacs y
MAI€HTIB, K IpUiiMalu peradai, HiX y NMaIi€HTIB, sIKi OTpUMYBaJIH Iuianeto. Y
OLTBIIOCTI BUIAKIB I1€ SIBUILE 3HUKAJIO IPH IPOIOBKEHHI Tepartii. Y X011 KIHIYHUX
JOCIIJIKEeHb, B SIKUX MPOBOJMIN O(TaTbMOIIOTIYHE 00CTEKEHHS, YaCTOTa BUIAJIKIB
MOTIPIIEHHS TOCTPOTH 30py Ta 3MIHM HOJS 30py Oyjia BHIIOK Yy MALI€HTIB, SKi
3aCTOCOBYBaJIM mIperalaliH, MOPIBHAHO 3 MalliEHTaMM 3 TPYIH IU1anedo; yacToTa
BUHUKHEHHS 3MiH Ha OYHOMY JHI Oyjia BUIIOIO y MAIEHTIB 13 IPyNHU M1anedo (IuB.
po3ain «DapmakoaUHAMIKAY).




[Ticna Buxoay mpemnapaTy Ha PUHOK TaKOX MOBIAOMIISIIIOCS MPo MOOIYHI peakii 3
00Ky OpratiB 30py, BKJIIOYAaOUd BTPaTy 30pYy, HEUITKICTb 30py abo0 iHINI 3MIHU
TOCTPOTH 30py, ©Oaratro 3 sKUX Oyiaud TuUMYacoBUMHU. [liciast mnpUNUHEHHS
3aCTOCYBaHHA INperadaniHy Ii CHMOTOMH 3 OOKY OpraHiB 30py MOXXYTb 3HUKHYTH
a00 3MEHILIUTHUCS.

Hupkosa neoocmammuicmeo.

[ToBimomisIOCs PO BUMAAKH PO3BUTKY HHUPKOBOI HEAOCTATHOCTI, sIKa 1HOAI Oyia
00OPOTHOIO MICIIA MPUITMHEHHS 3aCTOCYBaHHS Nperadainy.

Biomina cynymuix npomueninienmuyHux npenapamis.

Hapasi HenmocTtaTHbO MJaHUX IIOJO TOTO, YW MOYKHA BIIMIHATH CYIyTHI
MPOTHETICITUYHI IPENapaTH Micisl TOTo, K y pe3ybTari J0JaBaHHs nperadaniny
70 Tepariii Oyie TOCATHYTO KOHTPOJIIO 32 Cy/I0MaMH, 100 MepeidTH Ha MOHOTEPaIlio
nperadaxiHOM.

Cumnmomu 8ioMiHu.

VY AesKkux Maii€HTiB Micias NPUIMHEHHS KOPOTKOCTPOKOBOI abo TpHuBasioi Tepamii
nperaGanaiHOM CHOCTEPIragucs CUMITOMH BiqMiHK npenapaty. [loBigomisiiocs npo
Taki sBWIIA: OE3COHHS, TOJIOBHUU Oinb, HYyAOTa, TPHUBOXKHICT, Jiapes,
TPUNONIONIOHUN CHUHIPOM, HEPBO3HICTh, Jlenpecisi, Oilb, CyJOMH, TIMEpriapo3 i
3allaMOpOYEHHs, SIKI BKa3ylOTh Ha (¢i3nyHy 3ayexHicTe. Lo iHdopmarito cruig
MIOB1IOMUTH MALIIEHTY Mepel HOYaTKOM Tepartii.

Cynomu, 30Kpema eNniIeNTUYHUNA CTaTyC Ta BEJIMKI CYJOMHI Hamajad, MOXYTb
BUHUKATH IiJ] yac Teparlii nperadaiinoM abo HEBJIOB31 Micis HOro BiAMIHU.

JlaHi 11010 BiAMiHM TperadaliiHy Iiciis TPUBAJIOTO 3aCTOCYBAaHHS BKa3ylOTh Ha Te,
0 YacTOTa BHHUKHEHHS Ta CTYHiHb TSDKKOCTI CHMIITOMIB BIAMIHM MOXYTb
3aJIeyKaTy Bl JO3H.

3acmivina cepyesa nedocmamuicme.

ITicna Buxomy mpemapary Ha PUHOK MOBIIOMIISUIOCS IPO 3acTiiHy CepLeBy
HE/IOCTATHICTh Yy JeSKUX TNalli€HTIiB, fKi NpuilmManu nperalamid. Taka peakiis
criocTepiranacs 37e0UIbIIOro Mij Yac JIKyBaHHS MperadajiHoM HeWponaTHYHOIO
000 y TAI[€HTIB JITHBOTO BIKY 3 YX€ ICHYIOUUMH CEpLEBO-CYyIMHHUMHU
nopyueHHsaMu. TakuM naifieHTam mnperadaiiH Cliif] 3aCTOCOBYBAaTH 3 00EPEXHICTIO.
[Tpu npunuHEeHHI 3aCTOCYBaHHS Nperadaliny Le sIBUILE MOXKe 3HUKHYTH.
Jlikyeanns Heuponamuynoco 60110 YeHMpPanbHO20 NOXOONCEHHS BHACAIOOK
VDAJICEHHA CNUHHO20 MO3KY.

ITin wac JiKyBaHHS HEWPONATHMYHOrO OOMI0O I[EHTPAJIbHOIO MOXOKEHHS,
BUKJIMKAHOTO YpPaXXEHHSM CIHHUHHOTO MO3KY, 301bIyBajiacsi 4acToTa MOOIYHUX
peakiiif y mijloMy, a TakoX MOOIYHMX peakiiii 3 OOKy LEeHTpaJbHOi HEPBOBOI
CHCTEMH Ta 0COOJIMBO COHJIMBOCTI. Lle Moxe OyTH MOB’S3aHO 3 aJUTHUBHOIO JI€I0
CYNMYyTHIX JIKapChKUX 3aco0iB (HAaNpHKIaJ aHTUCIACTUYHUX Mpenaparis),
HEOOXITHUX JJIs JIIKyBaHHsS Lboro craHy. Lo obcraBuHy cmij Opatu 10 yBar,
NpU3HAYar0uu nperadaliH Npu TaKOMY CTaHI.

Cyiyuoanvre mucnenns ma nogedinka.

[ToBiomsoCs PO BUMAIKU CYilIUAaIbHOTO MUCJICHHS Ta IOBEIHKH Y MALlI€HTIB,
Kl OTPUMYB&JIM TEpaIilo MPOTHUENUIENTUYHUMHU T[IpernapataMu 3a JIeSKUMHU
MOKa3aHHAMHU. 3a pe3yJbTaTaMH METaaHali3y JaHuX, OTPUMAHUX Y XOAi
pPaHIOMI30BaHUX, IUIANE00-KOHTPOJIBOBAHUX JOCHIKEHb MPOTHENIJICNITUYHUX
IpernapariB, TaKOX CIIOCTEPIrajiocsi HEBENUKE MiJBUIICHHS PHU3HUKY IMOSBH
CyilMAaJIbHOIO MHUCIIEHHS Ta MOBEIIHKH. MexXaHi3M BUHUKHEHHS LbOTO PHU3HKY




HEBIJJOMHIA, a HasBHI JaHI HE BUKIIOYAIOTh MOKJIMBOCTI ICHYBaHHS MiJBUIIICHOTO
PHU3UKY IIPU 3aCTOCYBaHHI peradaiiny.

VY 3B’s3Ky 3 IUM HEOOX1THO PETeNbHO CIIOCTEPIraTh 3a MallieHTaMU JJIsl BUSBIICHHS
O3HAaK CyIIMJAJILHOTO MHCIEHHS W TOBEIIHKM Ta PO3IJSHYTH JOLIJIBHICTH
NpU3HAYEHHS BIAMOBIAHOTO JIKyBaHHA. Y pa3l MOSIBM O3HAK CYIIMJIAIBHOTO
MUCJICHHS 200 MOBEAIHKH Malli€HTH (Ta 0COOM, IO JOTISIA0Th 32 HUMH) MMOBUHHI
3BEPHYTHCS 110 MEAUYHY JOIOMOTY.

Lozcipwenns hyHkyii HuxCHiX 8i00iNi6 WIYHKOBO-KUUIKOBO20 MPAKNIY.

[Ticna Buxony mpenapaTy Ha PUHOK IOBILIOMIISIIOCS TPO SIBHILNA, TOB’S3aHI 3
noripmeHHsaM (QyHKUIT HUKHIX BIJIUIIB [IUTYHKOBO-KHIIKOBOTO TPakTy (Taki K
HEMPOXIAHICTh KUIIEYHUKY, NapaliTHYHa HETIPOXiIHICTh KUIIEUYHUKY, 3a10p), IPH
3aCTOCYBaHHI Iperadaliny pa3oM 3 JiKapChbKUMU 3aC00aMu, 110 MOXKYTh BUKITUKATH
3arop, HaNpHUKIaJ OMIOIAHUMHU aHalbreTukamu. [Ipu onHOYACHOMY 3acTOCyBaHHI
nperalaiHy Ta OMIOIAIB CIiJ BYKUTH 3aXO1B Ui MPO(IIAKTHUKH 3a110piB (0COOINBO
y *KIHOK Ta Mali€HTIB JITHHOTO BIKY).

OoHouache 3acmocysants 3 onioioamu.

PexomeHy€eThCsl TOTPUMYBATHCS OOEpEKHOCTI NpU NpU3HAYEHHI Hperadaniny
OJHOYACHO 3 omioimamu uepe3 pusuk npurHiyeHHs ¢Qynkuii HHC (muB. pozmin
«B3aemonisa 3 IHIIMMH JIKapChKUMHU 3aco0aMu Ta IHII BHAM B3aeMOMii»). Y
JOCTIKEHHI BUMAJAOK-KOHTPOJIb OCI0, SKi 3aCTOCOBYIOTH OIIOIAM, MiABUIICHUN
PHU3UK CMEPTHOCTI, MOB’S3aHOI 3 OmioigaMu, OyB Yy Malli€HTIB, SKi OTPUMYBAIU
Tepamilo MperadagiHOM OJHOYACHO 3 OMIOiAOM, TOPIBHSAHO 3 TaKUM IpU
3aCTOCYBaHHI JIMIIE OMIOiiB (CKOpUroBaHe cmiBBigHOIeHHs ImaHciB [aOR], 1,68
[95 % A1, 1,19-2,36] ). Takuii niABUILIEHUIA PU3HK CIIOCTEPIraBcs MpU HU3bKUX 103aX
nperadaniny (< 300 mr, 1,52 aOR [95 % Ml 1,04-2,22]) 3 TeHaeHIicl0 A0
30UIBIIEHHS PU3MKY NPH BUCOKHX J03ax mperabdaniny (> 300 mr, 2,55 aOR [95 %
I 1,24-5,06]).

Henpasunvre 3acmocysanns, 310824CU8AHHA AO0 3aNEHCHICMb.

[ToBimomisiocss MpO BUNAAKU HEMPABUIBHOIO 3aCTOCYBaHHS, 3JIOBXKHMBAaHHS Ta
3ajexxHocTi. Crmig 3 00epeXHICTIO 3aCTOCOBYBAaTH Mperapar MalieHtam 3i
3JIOB)KMBAHHSM pI3HUMH PEYOBMHAMHM B aHaMHeE31; HEOOXIJHO cIlocTepiraTv 3a
NAIEHTOM [T BUSIBIICHHSI CUMIITOMIB HETIPABUIILHOTO 3aCTOCYBAHHS, 37I0BKUBAHHS
a00 3aJ1eXKHOCTI Bi peradasiny (MOBiJOMIISIIOCS PO BUMAAKH PO3BUTKY 3BUKAHHS,
NEPEeBUIICHHS TPU3HAYEHOI [O3M; TOBEMIHKH, CIPSIMOBAHOI Ha OTPUMAaHHSI
npernapary).

Enyeganonamis.

[ToBiomsIocs PO BUMAKHU eHIledasonarii, o0 BUHUKAIN IEPEBAXKHO Yy MaIlIEHTIB
13 CYITyTHIMU 3aXBOPIOBAHHSIMHU, 1II0 MOXYTh CIIPOBOKYBATH eHIle(asonaTito.
Henepenocumicms naxmo3u.

[Tpenapar Jlipuka mMicTuTh J1akTo3y. [arieHTam 3 TaKUMH PIAKICHUMU CIaIKOBUMHU
3aXBOPIOBAaHHIMH, SIK HETIEPEHOCUMICTh raJIaKTO3H, JJaKTa3Ha HelocTaTHICTh Jlanmna
abo cUHAPOM ManbaOCOPOIIl TIIFOKO3M Ta TaJaKTO3H, HE CIIiJl 3aCTOCOBYBATH Lied
npemnapar.

3acmocysanns y nepioo eacimuocmi abo 200y8aHHs 2pyoo0.

JKiHKM penpoayKTHUBHOTO BiKY / 3ac00M KOHTPALICTII /I dKiHOK 1 YOJIOBIKIB.
OCKinbKY MOTCHUIMHUNA PU3UK VIS JTIOJUHU HEBIIOMUMH, KIHKH PENPOAYKTUBHOTO
BiKY, IOBUHHI BUKOPUCTOBYBATH €(heKTUBHI 3aCO0M KOHTpALIETLIii.




BariTHicTb.

HanexxHi gani mo1o 3acTocyBaHHs nperadaaiHy BariTHUMH >KIHKAMH BiJICyTHI.

B xoxi pmocnmipkeHp Ha TBapuHaxX Oynna MPOAEMOHCTPOBAaHA PENpPOAYKTUBHA
TOKCHYHICTb. [I0TEeHIIMHNI pU3KK 1151 JIIOJUHU HEBIIOMUIA.

[Ipemapat Jlipuka HE cCIiJg 3acCTOCOBYBaTH B MEpioJ BariTHOCTI 0e3 HaraibHOI
noTpedu (KOJIM KOPHUCTH [Tl MaTepi SBHO MEPEBUIILYE MOKIUBUN PU3UK JJIS TUIO/A).
['oxyBaHHA rpyato.

HeBenuka kinbKicTh mperabaniny Oyja BHUsBIEHA y MOJIOLI XKIHOK, SIKI TOXYIOTb
rpyuao. Ciii HOBITOMUTH KiHKaM, SIKi TOAYIOTh IPYAIIO, 10 TOXyBaHHS TPYI0
HE PEKOMEHYEThCA M Yac 3aCTOCYBaHHA Mperadainy.

DepTUIILHICTB.

KniniuHi fAaHi 111010 BIUTUBY nperadaiiny Ha (GepTHIIbHICTb )KIHOK BiJICYTHI.

ITin vac KIIHIYHOTO JOCHI[UKEHHS BIUIMBY TperadajliHy Ha pyXJIUBICTb
CIIEpMaTOo30i/iB 30POBi JOOPOBOJIBII YOJIOBIYOI CTaTi 3aCTOCOBYBAIM MperadaliH
y 11031 600 mr/no0y. Ilicist 3acTocyBaHHs npenapaTy MpoTAroM 3 MICSIIB 5KOJIHOTO
BIUTMBY Ha PYXJIUBICTb CIIEPMATO30i/iB HE BUSBJICHO.

VY xoni nocnimxeHHs (GepTUIBHOCTI y caMUIlb LIYpiB cIlOCTEpiraBcsi HeOa)kaHHi
BIUIMB Ha PENpPOAYKTUBHY (QYHKLIIO. ¥ X0 JOCTIKEHHsI (PepTHILHOCTI y CaMIliB
IIypiB CIIOCTEpiraBcsi HeOaKaHU BIUIMB Ha PEMPOIYKTUBHY (PYHKIIIIO Ta PO3BUTOK.
KniniyHa 3Ha4yIIicTh WX PE3yJbTATiB HEBIIOMA.

30amuicms enaueamu Ha wEUOKiCMb pearkyii npu KepyeamHi asmompaHcnopmom
abo THWUMU MEXAHIZMAMU.

Jlipuka MOXe CpaBiIATH He3HaYHUN a00 MOMIPHMN BIUIMB HA 3[AaTHICTh KEPYBaTH
TPAHCHOPTHUMH 3aco0aMH Ta IMpaloBaTH 3 IHIIUMH MexaHi3MamHu. Jlipuka Moxke
BUKJIMKATH 3alIaMOPOYEHHS i COHJIMBICTD, 1 TAKUM YMHOM, BIUIUBATHU HA 3aTHICTb
KepyBaTH TPAHCIOPTHUMHM 3aco0aMu Ta MpalioBaTH 3 IHIIUMHM MEXaHi3MaMu. Y
3B’A3Ky 3 IIMM TMAalli€HTaM CIiJl PEeKOMEHAyBaTH YTPUMYBATHUCS BiJl KepyBaHHS
TPAHCIIOPTHUMH 3aco0aMu, Bif poOOTH 31 CKIAJHOIO TEXHIKOK Ta BiJ 1HIIOL
MOTEHLIIHO HeOe3NeyHoi MisILHOCTI, JOKM HE CTaHe BIZIOMO, UM BINIMBAac ILeH
JKapchKUii 3aci0 Ha IXHIO 37aTHICTh J10 TAKOi MiSUIBHOCTI.

Cnoci6 3acmocyseannsa ma 0o3u.

Cnocib 3acmocysanusi.
Hpenapar Jlipuka npuiiMaioTh HE3aJICKHO BLJ| IPUHOMY DK
JlaHuii J1ikapchKuii 3aci0 MprU3HAYCHUH BUKITFOYHO IS IEPOPATHHOTO 3aCTOCYBaHHSI.

Jlo3u.

Jlianma3oH 103 npenaparty Moxe 3MiHoBatucsa B Mexax 150—600 mr Ha 1o6y. Jlo6oBy
703y PO3MOAUISIOTH Ha 2 2060 3 mpuiioMHu.

Heliponaruunuii Oi1b.

Tepamnito nperabaiHOM MOXHa po3nodatd 3 A03u 150 mr Ha 100y, PO3MOALICHOT
Ha 2 a6o 3 mpuitoMu. 3aJ€KHO BiJ 1HAWBIAYaJTbHOI BIAMOBIIAI Ta MEPEHOCHMOCTI
IpenapaTy HamieHToM 103y MoXkHa 30u1buTH 10 300 Mr Ha 100y yepes 3—7 AHIB, a
3a HEOOX1THOCTI — 10 MakcuMaibHOT 103 600 Mr Ha 100y 11e micist 7 qHIB.
Emninencist.

Tepamnito nperabaiiHOM MOXHa po3nodatd 3 A03u 150 mr Ha 100y, pO3MOALICHOT
Ha 2 a6o 3 mpuitoMu. 3aJ€KHO BiJ 1HAWBIAYaTbHOI BIAMOBIIAI Ta MEPEHOCHMOCTI
mpenapaTy HamieHToM 03y MoxkHa 30utemmTH 10 300 Mr Ha 100y micis MepIioro
TwkHA JikyBaHHs. llle depe3 oamH TWXKIEHH J03y MOXKHA 30UIBIIATH [0
MakcuMaibHOi — 600 MT Ha 100y .

['eHepanizoBaHUI TPUBOKHUM PO3JIa]L.




Jlo3a, Ky pO3MOAUIAIOTE HA 2 a00 3 mpuifoMu, MOXe 3MiHIOBaTHCS B Mexkax 150—
600 mr Ha 100y. [IepioguuHo ciix neperasaaTu HeoOX1AHICTh IPOIOBXKEHHS Tepartii.
Tepamito mperabanxiHoM MOXHa posnodatd 3 Ao3u 150 mr Ha n00y. 3anexHo Bix
IHAMBIAyaTbHOI BINOBiAI Ta MEPEHOCUMOCTI Mpemnapary Mali€eHTOM J03y MOXKHA
301nbmmMTH 10 300 Mr Ha 100y Micist MepIIOro THKHA JiKyBaHH. [licis mie oxHoro
THKHSA TIPUAOMY 103y MOXHA 301abmuTH 10 450 Mr Ha noOy. Ille yepe3 onun
THKJIEHB 103y MOXHa 30UIBIIUTH 0 MakCUMabHOi — 600 Mr Ha 100y .
diGpomianris.

PexomennoBana 103a npenapaty Juls TiKyBaHHS (ibpomianrii cranoButs Big 300 10
450 mr Ha 100y. JlikyBaHHS CIiJl pO3MIOYMHATH 13 3aCTOCYBaHHS 03U 75 MT JBiYi Ha
100y (150 mr Ha 100y). 3anexHo Bif eeKTUBHOCTI Ta IEPEHOCUMOCTI, 103y MOKHA
30inbmryBatu A0 150 mr asiui Ha 700y (300 Mr Ha 100y) IPOTArOM OAHOTO THIKHS.
JIns marieHTiB, A AkUX 3actocyBaHHS 103U 300 mr Ha 100y € HEZOCTaTHBO
e(deKTUBHUM, MOXHA 301IBIIUTH 103y 10 225 Mr ABidi Ha 100y (450 mr Ha 100Y).
Xoua iCHye JOCHiPKEHHS 3acTocyBaHHs n03u 600 mr Ha 100y, 10Ka3iB TOro, II0
3aCTOCYBaHHA 1€l 103U OyJie MaTH J0JaTKOBY IE€peBary, HeMae; TaKoX Taka J103a
Majia Tipuly nepeHocuMmicTb. bepyun 10 yBaru o303ajexHi MOOIUHI peakiii,
3acTocyBaHHA 7103 Buile 450 mr Ha 100y He pekomeHayeThes. Ockinbku Jlipuka
BUBOJIUTHCSI TOJIOBHMUM UYWHOM HHpPKaMH, CJIiI KOPHUTYBaTW 103y Ipernapary
nalieHTam i3 NopymeHHsIM (QyHKIIT HUPOK.

Binmina nperabaniny.

BinmoBigHO 10 Mir04u0i KIIHIYHOT MPAKTHKHU, MPUIIMHATH Teparilo mperadamiHoM
PEKOMEHAYEThCS MOCTYIOBO, MPOTATOM IIOHAWMEHILIE OJHOTO THIKHS, HE3aJICXKHO
BiJl MOKa3aHb (IUB. po3aian «OcobauBocTi 3acTocyBaHHs» Ta «[1o0iuH1 peakii»).
[opymienHs (yHKIIT HUPOK.

[IperaGaniH BHUBOAUTBHCS 3 CHUCTEMHOTO KPOBOTOKY B HE3MIHEHOMY BHIJIAI,
nepeBaXHO HHUpKaMH. OCKIIBKH KIIpeHC mperadaiiHy MpsMO MpPONOpLiiHUIMA
KIIIPEHCY KpeaTuHiHy (AuB. po3ain «®dapMakoKiHETHKA»), 3MEHIIYBAaTH 03y
naiieHTaM 3 MOPYIICHHSAM (YHKLII HUPOK CIiJ 1HAMBIAYyalbHO, SK 3a3HAUYEHO B
TaOUII HIKYe, BINOBIIHO 110 KiipeHey kpeatuHiny (CLcr), skuii BU3HA4al0Th 3a
dbopmyIo10:

23 » [140—sik ( £ :
CLer (mn /xB) = |- 123 x [ e PI:IE':-H:']}C e Er) : ] (% 0,85 st adisoK)
IEEHE EZTHHIHY B [LTA 3] 0E]L | MEMOJE: o

[Iperabanin epeKTUBHO BRIAICTHLCS 3 IUIASMEI KPOBI e JIOTIOMOTOI0 TeMOJIiali3y
(50 % mpenapary npotsiroMm 4 ronuH). [{ns nauieHTiB Ha remMoAiaisi 1000By 103y
nperadaliHy CIii KOPUTYBAaTH BIAMOBIIHO 10 GyHKIT HUpOoK. Kpim mo6oBoi 103H,
olpady micig KOXHOI 4-roIWHHOI TPOIEAypH TeMoAializy HeoOXigHO
3aCTOCOBYBATH JIOAATKOBY JI03Y Ipenaparty (IUB. TAOIUIIO).
Kopeknis n1o3u nperadaiiny BiIHOBIIHO 10 (YHKIIT HUPOK.

Kiipenc 3aranpHa J1000Ba J103a mperadatiny * | Pexxum mpo3yBaHHs
KpEaTUHIHY ITouaTkoBa go3a | MakcumanbHa
(CL¢p) (M/xB) | (Mr/mo6y) n03a (Mr/m06y)
> 60 150 600 JIBiui abo Tpuui Ha
100y
>30-<60 75 300 JIBiui abo Tpuyi Ha
100y
>15-<30 25-50 150 Pa3 a6o nBiuyi Ha
100y
<15 25 75 Pa3 na 100y
JlomaTkoBa g03a micjis reMoaiaaisy (Mr)




| | 25 | 100 | OnHokpaTHa noza’ |
* BaranbHy 1000BY 103y (MI/100y) Cilifi pO3HOIUIMTA Ha JNEKUIbKA MPUHAOMIB
BIIIHOBII[HO A0 PCKHUMY HO3YyBaHHH, H_IO6 OTpUMaTu N03Yy IAJid OJAHOKPATHOI'O
HpI/II/IOMy (mMr/mo3y).

* JlonaTkoBa 103 — Iie 10IaTKOBA OJHOKPATHA 1034.
ITeyiHKOBA HEJIOCTATHICT.
Jln1st marienTie 3 MOpymeHHsM QyHKIIii Ne4iHKK HEOOXIMHOCTI B KOPEKILIT 1031 HEMAE
(mmB. po3in «PapMaKOKIHETHKA).
Llali€HTy JIITHLOTO BIKY.
JIist Mari€enTiB JITHBOTO BIKY 4Yepe3 TOTIPIIEHHS (YHKIIi HUPOK MOke OyTH
notpiOHe 3MEHIIeHHs J03u mperabamiHy (auB. po3fin  «OcoOmmBOCTI
3aCTOCYBAaHHA»).
Jimu.
Besneka Ta edextuBHICTS npenapatry Jlipuka Ipu HOro 3aCTOCyBaHHI AITSAM (BIKOM
0 18 pokiB) He BcTanoBieHl. JlocTynHa Ha 1€l yac inopmarlis HaBeneHa B po3 i
«Ilo6iuni  peakmii», a Takox y posaitax — «®DapmakoauHamikay 1
«PapMaKOKIHETHKa», OJHAK, CIIMPAIOYNCh HA HUX, HCMOMKIHMBO HAJATH JKOIXHHX
peKOMeH allii 010 J03yBaHHS 11i KaTeropii MaIli€HTiB.
Ilepeoosysannas.
ITicns BUXOy TpenapaTy Ha PUHOK MOBIIOMIISIIOCS, 110 HAHYACTIINMMH NOOTYHUMH
peaKUissMA [IPU [epeo3yBaHHI nperabaininy Oyid COHIMBICTB, CIUIYTaHICTh
CBIZIOMOCTI, 30y/KEHHS Ta HecmoKid. TakoX HaAXOAWUIU TMOBIAOMIICHHS PO
CYJOMH.
Pinko moBiioMIIsiocst Mpo BUMAIKUA KOMHU.
JlixyBaHHS mepefo3yBaHHA IperadaiHy MOJArae y 3arajlbHUX MiATPUMYBAJIBHUX
3axofax Ta 3a MOTpeOM MOXKe BKJIOYaTH Tremomianis (auB. posain «Crocid
3aCTOCYBaHHS Ta JIO3W», TAOTHUII).
Io6iuni peaxuii.
VY KIiHIYHIA T[porpaMi JOCHIDKEHHS TMperadaiiHy WOTro OTpUMald TOHAJ
8900 namienTis, 3 HuX 5600 — y4aCHUKH MIOABIAHO CIIMKX MIANE00-KOHTPOIBOBAHUX
pocmipkensb.  HaivacTimmimu  3apeeCTpOBAHUMH  MOOIYHUMH _ peakuisMu  Oyin
3aMaMOpOYEHHs. Ta COHNMBICTh. [loGiuni peakmii 3a3Buuail Oynu serkoro a6o
MOMIPHOTO CTyIeHs. B yCiX KOHTPOJBOBAaHMX NOCIIKCHHSX MOKA3HUK BiIMIHH
mpermapary 4epe3 moOiyH1 peakilii cTaHoBuB 12 % cepen MarieHTiB, ki npuitManm
nperadainiH, Ta 5 % cepeq Mali€eHTIB, sIKI OTpUMYyBanu miane6o. Haiuactimmmu
NOOIYHMMH PEAKIiAMH, IO TIPU3BOIMIIH JI0 TIPUMTMHEHHS 3aCTOCYBAHHS Mpenapary
JOCITIJDKEHHS, B IPYIIL peradaitiHy Oy 3a1aMOpOYCHHS Ta COHIIMBICTS.
Himxde HaBeeHi Bel OOI4HI peaKiyii, [0 BUHUKAIM YacTille, HDK [PH 3aCTOCYBaHHI
ranefo, Ta Ounblle HIX Y OJHOTO MAIli€HTa; i MOOIYHI peakiii mepeniyeHi 3a
CUCTEeMaMH OpPTaHiB Ta 3a 4acTOTOI0: ayxe dacto (> 1/10); wacro (Bix > 1/100 o
<1/10); mewacto (Big> 1/1000 mo < 1/100); piako (B> 1/10000 1o < 1/1000); mysxe
pizko (< 1/10000); 4acrora HeBigoMa (He MOKe OyTH OLIHEHA HAa OCHOBI HAsBHUX
naHuXx). Y KOXKHIN rpyIli 32 4aCTOTOK BUHUKHEHHS 1MOO14H1 €(peKTH MPEACTaBICHO B
TIOPSI/IKY 3HWKCHHS CTYIIEHs IXHBOI CepHO3HOCTI.
3a3HaveHi NOOI4HI peakIlii TakoXX MOXKYThb OyTH MOB’si3aHi 3 epe6iroM 0CHOBHOTO
3axBOPIOBaHHS Ta (a00) CYMyTHIM 3aCTOCYBAaHHSM IHIIMX JIIKAPCHKUX 3aCO0i1B.
[Tlin yac niKyBaHHS HEMpPOMAaTHUYHOTO OOMIO IEHTPAIBLHOTO TMOXOJKEHHS,
BUKIIMKAHOTO YPAXCHHSAM CIIMHHOTO MO3KY, 30UIbLIyBanacs 4acTora MOOIMHHX
peakuiit y uinomy, yactora nodiunux peakuin 3 6oxy [IIHC ta 0co611BO COHNMBICTH
(muB. po3ain «OcOOIMBOCTI 3aCTOCYBAHHSY).
JlomaTkoBi MOOIYHI peakwil, Ipo sKi MOBIJOMIISIIOCS MIC/S BUXOLY Iperapary Ha
PHUHOK, HaBEJICHI HM)KUE i TO3HAYCHI KYPCHUBOM.
[adexkuii Ta iHBa3I].
YacTo: Ha30(apuHTIT.
[Topy1ieHHs 3 60Ky KpoBi Ta JiM(aTUYHOI CUCTEMH.
HeudacTo: He#TpomneHis.
[TopyuieHHs 3 00Ky IMyHHOi CUCTEMH.
Heuacro: einepuymaugicme.
Pinko: ancionespomuunuii Habpsx, anepeiuni peakyii, anadiIaKTOITHI peaKIii.




[opyiieHHs 0OMiHY PEYOBUH, METAOOIII3MY.

YacTo: miIBULIIEHHS ANETUTY.

HewacTo: BTpaTa aneTury, TinoraikeMis.

3 OOKy ICHUXIKH.

Yacto: eHldopuuHmii HACTpid, CIUTyTaHICTh  CBIJJOMOCTi, JpaTiBIUBICTH,
ne30pieHTallisi, 0e3COHHS, 3HWKESHHS JT101]10.

Hewacro: ramouuHauii, maHi4Hi araku, HECHOKid, 30y/KeHHs, Jempecis,
NPUTHIYCHUI  HACTpIM, MiJHECCHUI HACTpIi, aepecis, 3MIHA  HACTPOIO,
JieTiepCoHati3alis, yTpyIHeHnH J00ip CIliB, MaTONOTIYHI CHOBHMIIHHS, MOCHIICHHS
6110, aHOpTa3Misi, anaTis.

Pinko: po3raibMoByBaHHSI.

[opy1ieHHs 3 60KY HEPBOBOi CUCTEMH.

Jly’Ke 9acTo: 3amaMopov€eHHs, CORIMBICTh, TOJIOBHUH Oib.

qaCTO araxcis, OPYIIEHHs KOOPJMHALLii, TPEMOD, IU3aPTPis, AMHE3is, TOTIPIIEHHS
TaM’siTi, HOPYIIEHHs yBary, IapecTe3is, rinecTesis, CeAaTHBHUMI e(beKT HOPYIICHHS
pIBHOBArH, JIETAPTisl.

Heuacro: cuHkone, cTynop, MiOKIOHIs, eémpama c6i0omocmi, YCHXOMOTOPHA
TiNEPaKTUBHICTh, IMCKIHE3is, TIOCTYpAbHE 3alaMOPOYEHHS, IHTEHIIHHUE TPEMOD,
HICTarM, TIOPYINEHHS KOTHITUBHUX (YHKUIH, nopyuenns ncuxiku, pO3naau
MOBJIEHHSI, TiMOpeQIeKcis, TIMepecTesid, BIMUYTTS MNEYiHHA, areB3is, 3a2aivhe
He30y:)fcaHH;z amnaTisi, HaBKOJIOPOTOBA MAPECTE3isA, MIOKIOHYC.

Pinko: cydomu, mapocmis, rinmokiHe3is, aucdaris, Timanresis, 3aleKHICTb,
MO304YKOBHI CHHIPOM, CHHAPOM 3y04acToro Kojeca, KOMa, Jeipiii, eHiedanomnaris,
eKcTpanipaMiiHui  cuHApoM, cuHapom Tiema — bappe, BHyTpilIHbOYEpeIHa
rinepTensis, MaHiakalbHi PeaKilii, MapaHoinHi peakllii, po3Iaam CHy.

[opyuienns 3 60Ky Oprasis 30py.

YacTo: HEUiTKICTh 30pY, AUTUIONIS, KOH FOHKTHBIT.

Hewacro: BTpara nepudepudroro 30py, NOpyIUIeHHS 30py, HAOpSK o4ei, nedexTu
OJIsI 30PY, 3HMKEHHS TOCTPOTH 30Dy, OUTh B 04Yax, acTEHOMIs, (OTOMCIs, CyXiCTh
B OYax, MIBHUIICHE CIbO30BU/IICHHS, [IOAPA3HEHHs OYeH, Oneapur, nopymeHHs
aKOMOIallii, KPOBOBHJIMB B OKO, CBITJIO00A3Hb, HAOPSK CITKIiBKH.

Pinko: empama 3opy, kepamum, OCUMIIONCIs, 3MiHA 30POBOTO CHPUWHATTS TIMOUHH,
Mizpias, cTpabism, SICKPaBIiCTh 30D, aH1301<op151 BHUPA3KH POTIBKH, €K30(TailbM,
mapajid OYHOro M’si3a, IPUT, KEpPaTOKOH IOHKTHBIT, Mi03, HIYHAa CIIIOTA,
o(ranpMorIeris, anoq)l;I 30pOBOTI0 HEpBa, HAOPSK TMCKA 30pOBOTO HEPBA, INTO3,
yBEIT.

[TopyuieHHs 3 60Ky OpraHiB CIIyXy Ta piBHOBArH.

Yacro: BepTHTO.

Heudacro: rinmepakys3is.

[opyuenns 3 60Ky cepi.

Heuacro: Taxikap/isl, aTpioBEHTPHKYJISIpHA OJIOKaza MepIIOro CTyIeHs, CHHyCOBa
OpanuKapnis, 3acmitina cepyeea HeOOCMamMHICMb.

Pinko: nooosorcenus inmepeany QT, cuHycoBa Taxikap/isi, CHHyCOBa apUTMisl.
[opyuenns 3 60Ky CynuH.

HewacTo: aprepianbHa TinoTensis, aprepiaibHa TinepTensis, MPUILIMBY, TiepeMis,
BITIYTTS XOJIOAY B KiHIIIBKaX.

[MopymieHHs 3 00Ky TMXadbHOI CHCTEMH, OPTaHiB IPY/IHOI KIITKH Ta CEPEIOCTiHHS.
Yacro: ¢apuHronapuHrealbHuN O1JTb.

HewacTo: 3aiumika, HOCOBa KpOBOTEYA, Kallellb, 3aKIANEHICTh HOCA, PHHIT,
XPOTIHHS, CYXIiCTh CIM30BOi 000JOHKH HOCA.

Pinko: nabpsx nezenb, CTUCHEHHS B TOPII, JIADMHIOCTIA3M, alHOE, aTeJEKTas,
OpOHXI0JIT, THUKABKa, (1)16p03 JIeTeHIB, MMO31XaHHS.

[MopymienHs 3 60Ky NUTYHKOBO-KHUIIIKOBOTO TPAKTY.

Yacro: OmoBaHHS, Hydoma, 3amop, diapes, METEOPU3M, 3AYyTTs KHUBOTA, CYyXIiCTh y
POTi, TaCTPOCHTEPUT.

Heuacro: racrpoesodareanbia peduiiokcHa XBOpoOa, TillepCeKpellist CIMHH,
rimecre3iss POTOBOI TMOPOXKHHHHU, XOJICHUCTHT, XOJIETiTia3, KOJIT, HUTyHKOBO-
KHIITKOBA KPOBOTEYA, MEJICHA, HAOPSK SI3UKa, peKTallbHAa KPOBOTEYA.

Pifko: acuur, MaHKPeaTur, Habpsx asuka, macdaris, adpTO3HUHA CTOMATHT, BUPa3Ka
CTPaBOXOJy, IEPiOAOHTATBHHIA a0CIIeC.

['enaToOuTIapHi MOPYIIICHHS.




Heuacro: miaBumeHuii piBeHb MeYiHKOBUX (DEpMEHTIB*.

Pinko: »KOBTSHUIIS.

Jly>xe pijKo: me4iHKOBa HeJIOCTaTHICTh, TeIIAaTHT.

[Mopy1ieHHs 3 OOKY MIKIpH Ta MiAMKIPHOT TKAHUHH.

YacTo: mposiexkHi.

Hewacro: namynbo3He BUCHUNIAHHS, KPOIIMB’AHKA, TIEPTiAPO3, céepbisic, anomelis,
CYXICTb LIKIPH, €K3eMa, TipCYTH3M, BUPA3KH MIKIPH, BE3UKYIO-0yIbO3HHI BUCHII.
Pinko: cunopom Cmisenca — — oiconcona, X0n0HUM T, eKCHOIATUBHUI ICPMATHT,
JIXCHOIIHUI JEPMATUT, MEJAHO3, PO3Iaid 3 OOKy HIrTiB, METeXialbHWH BUCHII,
mypIypa, MyCTYJISIPHAN BUCHII, an0(1)1;1 HIKipH, HEKPO3 MIKIpH, IIKIPHI Ta I AIIKIPH1
BY3JTUKU.

[Mopy1ieHHs 3 60KY OIOPHO-PYXOBOTO anapary Ta CHOJyYHOT TKAHWMHH.

YacTo: M’5130B1 CyI0OMH, apTpairis, OUIb y CriuHI, OiJIb Y KIHIIIBKaX, CIIa3MHU M S31B
Ui,

Heuacrto: HaOpsik cyrino06iB, Mianris, MOcimyBaHHS M’s31B, OlIb y IIHi, CKYTICTh
M’SI31B.

Pinko: pabgomionis.

[opy1ieHHs 3 00Ky HUPOK Ta CEYOBUBIIHUX MUISIXIB.

Heuacro: HeTpuMaHHs cedi, TU3ypis, ATbOyMiHYpis, reMaTypisi, yTBOPSHHS KaMEHIB
B HUPKaX, HE(PHT.

Pinko: HHMpKOBa HEIOCTATHICTh, OJITYpIs, 3ampumika ceui, TOCTpa HHUPKOBA
HEJOCTaTHICTb, TJIOMEPYJIOHEDPHT, TIETOHEPPHT.

[Topy1ieHHs cTaTeBOi CUCTEMU Ta MOJIOYHHX 3aJ103.

YacTo: epeKTuibHa AUCHYHKITISI, IMIOTEHIIiS.

Heuacro: craresa nucyHKIis, 3aTPUMKa ESIKYIIALIL, TMCMEHOPES., OLIb Y MOJIOYHHX
3aJ103aX, JIEUKOPEsl, MEHOPArisi, METPOpAris.

Pinko: ameHopesl, BUIUICHHSI 3 MOJIOYHMX 3ai03, 30UIBLICHHS MOJOYHHX 3a03,
2iHeKoMacmis, TePBIUT, OATaHIT, eI IUIAMIT.

3araibHi po3/aJy Ta peakilii B MiClli BBEJICHHS.

LIaCTo nepudepuyHnil HaOpsiK, HAOpSIK, HOPYIUCHHS XOAW, HaliHHSI, BIAYYTTS
CISIHIHHSI, HC3BUYaiHI BI4yTTs, [ABUIICHA BTOMIIIOBAHICTb.

Heuacro: renepaiizoBatnii HaOPsIK, HAOPsK 00auYHs, CKYTICTb y TPYASX, Olib, xKap,
crpara, O3HOO, 3arajibHa Cil1a0KiCTh, HE3My)KaHHSA, a0cIliec, 3amalieHHs >XUPOBOT
TKaHWHHU, PEaKIlii (OTOTyTINBOCTI.

Pinko: rpanynpoMa, yMHECHE 3alOAISTHHS KO, 3a04epeBUHHUN (H10pO3, MIOK.
JlaGopaTopHi AOCHTIHKEHHS.

Yacro: 3011bLIEHHS] MacH Tija.

Hewacro: 36inbliennst piBHs KpeaTMH()OCHOKIHA3H B KPOBi, 30UILIIEHHS DPiBHS
IJIFOKO3H B KPOBI, 3MEHINEHHS KUIBKOCTI TPOMOOUMTIB, 30UIbIIEHHS pPIBHA
KpeaTUHIHY B KPOBi, 3MEHIIICHHS PIBHS KaJil0 B KPOBi, 3SMEHIIIEHHS MacH TiJia.
Pinko: 3MeHIIeHHS PiBHS JEHKOIUTIB Y KPOBI.

* 301TbIICHHS piBHS allaHiHaMiHOTpaHc(epasu (AJIT) Ta
acnapraraminorpancgepasu (ACT).

Y NIeAKuX MAIIEHTIB MICIIs MPUIMHEHHS KOPOTKOCTPOKOBOI 200 TPUBAJIOi Tepartii
nperadaniHoM CIIOCTePIraycs CAMIITOMH BiIMIHY npernapaty. [ToBinoMiIsocst ipo
Taki peakuii: O€3COHHA, TOJNOBHMH Oilb, HyIOTa, TPUBOXKHICTB, jiapes,
TPUIONIOAIOHUH CHHIPOM, CyIOMH, HEPBO3HICTB, JENpecis, Oilb, Tinmepriapos i
3aMaMOpPOYEHHs, SKi BKa3ylOTh Ha (isuuny 3anexHicts. Lo lHqJOpMaLIlIO cImijzt
TIOBIJIOMUTH TIALIIEHTY MEPE]] OYaTKOM Tepartii.

Jlaui mono Biaminu mperabaniny ICiIs TPUBAJIOTO 3aCTOCYBaHHS BKa3ylOTh HA Te,
10 YaCTOTa BUHUKHEHHS Ta CTYMiHb TSKKOCTI CUMITOMIB BIAMIHH MOXYTb 6yTH
J10303aJIC)KHIMH.

Himu. TIpodinb 6e3nekn nperabainy, BCTAHOBIECHUH y X0O/1 YOTHPLOX JOCIIKEHD,
NPOBEICHUX 32 YYaCTHO MEMIaTPUYHUX MALIEHTIB 3 MAPIialbHUMHU CYJIOMHUMH
HanaJamu 3 BTOPMHHOIO reHepaiisanicro abo Oe3 Hei (12-TmkHEBE JOCIIIHKEHHSA
edekTHBHOCTI Ta Ge3MeKH y MALi€eHTIB BIKOM Bix 4 10 16 pokiB, n=295; 14-neHHe
JOCIIDKEHHS €(PEKTMBHOCTI ¥ G€3MEKU Y TMALIEHTIB BIKOM Bijl | MiCsIls 10 MEHIIE
4 pokis, n=175; nociimxeHHs (papMaKOKIHETUKU Ta MEPEHOCHMOCTI NpENapary,
n=65 ta Bl,Z[KpI/ITe ,Z[OCJ'III[)KCHHSI Oe3IeKu TpuBaJicTIO 1 pik, n= 54) 6yB HO,I[16HI/II/I oo
podUTIO, SIKMH CIIOCTEPIraBCs B TOCHIDKEHHSIX Y JOPOCITUX MAIIIEHTIB 3 EMIETICI€I0.
Haii0inpmm mommpeHMMH TOOIYHUMH  SIBUIIAMH, IO CIIOCTepiraauch y 12-




THKHEBOMY JIOCII/DKEHHI Teparii nperabamiHoMm, OylM COHJIMBICTB, MipeKcCis,
iH(eKIil BepXHIX IUXATbHUAX MUTSIXIB, TiABUIICHHS alleTHUTY, 36LTbIIEHHS MaCH TiMla
ta HazodapuHrit. HalOUTBII MOMUPEHUMH MOOIYHHUMH  SBHIAMH, IO
criocTepiranucy y 14-meHHoMy JIOCHIUKEHHI Tepamii mperabamiHom, Oymu
COHJIMBICTB, iH(EKIIIi BEPXHIX TUXaTbHUX NUIAXIB 1 ipekcis (quB. po3aimm «Crocio
3aCTOCYBaHHA Ta 103W», «PapmMakoguHaMika» Ta «DapMaKOKIHETHKAY ).
Tlogidomnenns npo nidosprosari nobiuni peaxyii. I10BiTOMICHHS PO M1103PrOBaHI
n00iuHI peakilii micist peecTpaii Jikapcpkoro 3acoly € BaxmusuM. Ll nae 3mory
3IIHCHIOBATH O€3MepepBHUI MOHITOPHHT CITiBBITHOIICHHS KOPUCTI Ta PU3HKY MPH
3aCTOCYBaHHI JIIKapChKOTO 3ac00Yy.

Tepmin npuoamnocmi. 3 poku.

YmoBu 30epiranns.

He moTtpeOye cnerianbHuX yMOB 30epiranHs. 30epiraTi B HEIOCTYITHOMY TSI TITeH
MICIII.

Ynakoska.

Jis karicyn o 75 mr ta 150 mr — mo 14 a6o mo 21 xarncyni y 6mictepi, o 1 abo mo
4 6micTepu B KapTOHHIN KOPOOITI.

Host karcyi o 50 mr ta 300 mr — o 21 xancyai y 6aictepi, o 1 abo 1o 4 6xicrepu
B KapTOHHIi KopoOui.

Kareropis Binmycky.

3a penenToM.

Bupoonuk.

[Ipaiizep Menrodexuypunr Joiunenan I'mOX/Pfizer Manufacturing Deutschland
GmbH.

Micune3HaxoqKeHHsI BHPOOHHMKA Ta ajpeca Micus TPOBAIKeHHS HOro
JiSIJILHOCTI.

Bberpibmrerre @paitdypr, Mycanbaans 1, 79090 ®paitOypr, Himeudnna/
Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany.



