MDKAUCUWNNIHAPHI NPOBJIEMW

PIAKICHI SAXBOPIOBAHHA

Wngx qo Giocuminapie npu pigKichux 3aXBOPHOBAHAAX —
DOK Ha npuknagi xeopobu owe

Biocumingap — ue 6iorepaneBTuuHui 3aci6, noai6HUi A0 3apeecTtpoBaHoro pedepeHTHoro npenapary (P) 3a akicrio, 6e3nekolo Ta epekTusHictio (tabn. 1).
TepmiH «6iocumingap» 6yB BBeieHMIA B Y)KMTOK AN 6ionoriuHMx npenaparie, OCKinbKM iX CKNAAHICTb YHEMOXKJIMBIIIOE BUTOTOBJIEHHS if€HTUUYHOI Konii.

Ha npotuBary ubomy reHepMK — Lie TO4HA KOMisi HU3bKOMOJIEKYIIPHOTO NPENapary 3 BiAOMOI0 XiMi4YHOIO CTPYKTYPOIO TO CTANOIO KisIbKiCTIO aToMmiB.
BpaxoByioum Te, W0 TepMiH Aii naTteHTy 6ionpenaparie 3aKiHYyeTbCS, 30 AONOMOrolo 6iocMminspie MOXXHA PO3LUMPUTH AOCTYN A0 NiKYBAHHS TO 3MEHLUUTH

BUTPATH.

Kpim HacraHoB, ony6nikoBaHux BcecBiTHbOIO opraHisaui€io oxopoxu 3gopoe’s (BOO3) [1] y 2009 p., po3pob6neHHs 6ionoai6HUX 3aco6iB XXOPCTKO perynioeTbes
YnpaeniHHSIM 3 KOHTPOIO SKOCTI Xap4oBUX NPOAYKTIB i Nikapcbkux npenaparie CLUA (FDA) [2] Ta EBponeiicbkuM areHTCTBOM 3 nikapcbkux 3aco6ie (EMA) [3].

o

Lli opranisauii Bumaraiorsb, wWo6m nogi6Hictb o Pl 6yna npoaeMOHCTPOBAHA LWASXOM NPOBeAEHHS BCEGIUHMX AOCNiAXKEHb NOPIBHAHHOCTI, Y IKMX
niareeppxyeanuca 6 papmaueBTMyHa SKicTb, GionoriuHa akTUBHICTb, 6e3neKa (BKNO4aoUum iMyHOreHHiCTb) Ta e(peKTUBHICTb.

V perioHax i3 peTeJIbHUM PETYISTOPHUM HaTJISIIOM, Ta-
Kkux gk €ppomneiicbkuii Coro3 (€C), CIIIA, a HenomaBHO
i B Anonii, Kanani Ta ABcTpatii, po3po0jeHHS HACTaHOB
1100 BUPOOHUILITBA OIOCUMIISIPIB CHPUSIIIO 30iIbIIEHHIO
BUKOPHMCTAHHSI LIMX IMpernapaTiB cepell CIiBPOOITHUKIB ra-
Ty3i oxopoHM 310poB’st. OmHAK BIIPOBAIKECHHS TaKMX Ha-
ctaHoB y JIaTMHCBKI AMepulli, A3ii Ta KpaiHax, 1110 HE BXO-
a1 1o €C, 3aJMIIaeThCS MMOBLTAHUM. IcTOpUYIHA BimCyT-
HiCTb PEryJIsITOPHOTO KOHTPOJIIO B IIMX perioHax Mpu3Besa
IO CYTIEPEWINBOTO CXBAJICHHS TaK 3BAHNX HETIOPiBHIOBAHUX
6iotepareBTruHMX mperapartiB (HBI), ski He BimmoBimaroTh
BCTaHOBJICHNM CTaHIAPTaM JUISI 3aTBEPIKCHHST 0i0CHMIIISI-
piB. Y 11iif cTATTi MM IPEACTABISIEMO JOCBiI BIIPOBAIXKECHHSI
HBI1 y cpepy nikyBaHHS pinKiCHMX 3aXBOPIOBaHb, 30KpeMa
xBopoou Tomre (XI'), Ta po3TIgaaEMo GBI IMMPOKE iX 3HA-
YEHHS B JIIKyBaHHi PiIKiCHUX 3aXBOPIOBaHb.

HenopignioBani Giomepanesmuyni npenapamu
He € Oiocumingpamu

biocumingpu ta HBIT moxyTb BinpizHgatucs Big PI1
3a Pi3HUMU BaXJIMBUMU CTPYKTYPHUMM i (PYHKITIOHAIB-
HMMM TTapaMeTpaMy, BKITFOUAIOIH TTPOMisb IIIiKO3MIIOBaH-
Hd Ta ynctoTy. OmHAK, Ha BiIMiHY Bif OiocuMiIsApiB, 3a-
tBepakeHHs1 HBIT (Takox BimoMux sIK GioMiMiKpHM4Hi 3a-
cobu, abo mpu3HaAUYeHi KOIIii) 3a3BHUYaii BilOyBa€eThCS
3a CKOPOYCHUMHU HOPMATHBHUMM IIISIXaMU PEECTpaIIii,
MPpU LIbOMY BPaxOBYIOThCSI 0OMEXKeHi KJTiHiUHi JaHi Ta naHi
npo nopiBHgHHA 3 PII. ¥V takiit cutyauii ui BigMiHHOCTi
MOXYTb MaTH BaXJIMBi HACTIIKY IJIsT €(heKTHMBHOCTI JIiKap-
CBbKMX 3ac00iB i 6e3nexku nauieHTiB [4]. Hanpukman, HBIT
PEKOMOIHAHTHUX ¢PUTPOIIOCTHHIB OYJIM TTOB’sI3aHi 3 He-
CIIPUSTIUBUMU iIMYHOJIOTIYHUMHU e(PeKTaMM, 110 TIPU3BO-
IISITh 10 ICTUHHOI epuTpoLuTapHoi arasii [5]. Kpim Toro,
tomi sk HactaHoBu BOO3, FDA ta EMA 1mono 6iocumins-
PpiB BUMAaraloTb BUKOPHUCTAHHS YHIKaJIbHOI CUCTEMHU iMEHY-
BaHHSI, sIKa JO3BOJISIE JIIKAPSIM PO3PI3HITU 0iOCUMIISIp
ta itoro PII (tabi. 1), cKopodeHi HOPMATHBHI IIJIIXN PEE-
crpatii HBIT MOXyTb 103BOJIMTH BUKOPHUCTOBYBATH TY CaMy
MiXHaponHy HemateHToBaHy Ha3By (MHH) mnsg HBIT
Ta iforo PII. Lle MoxXe CIPUYMHUTH ILTYTAHUHY 100 TOTO,
SIKi caMe JIiKapchKi 3aC00M MPU3HAYAIOTh CITIBPOOITHUKM
rary3i OXOPOHHU 300POB’A, i IPU3BECTH 10 HCHaBMUCHOI
3aMiHU TIperrapaTiB Ta HETOYHOCTEH y TTOBIMIOMIICHHSIX TIPO
HebOaxani sBuima. Maxisii 31 chepr OXOPOHU 3M0POB’S
Ta Mali€eHTH, OCOOJIUBO Ti, 1110 MAIOTh XPOHiUHi, Mporpecy-
104i 3aXBOPIOBAHHS 3 HE3BOPOTHUMM YCKIIATHCHHIMU, Ta-
KHAMU SIK PiIKiCHI TeHEeTUYHI 3aXBOPIOBAHHSI, [TOBMHHI 3Ha-
™1, o HBII He cnin posrasgagatu sk 6iocuminsipu PII,
SIKUMU BOHU JTIKYIOTbCS.

XsopoGa fowe — npuknag pigkicHozo 3aXBopBaHuA
XBopoOa omie — 11e pigKicHa cItagKoBa JIi30COMHa XBO-

poba HAKOIMMYEHHSI, siKa ypaxae 1 moauny i3 40 000-60 000

(3amexHo Bif eTHiuHOI HajexHocTi) [6]. [lpuunHOIO
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°Okpemi Kpaiky 4acTo po3pobASIOTh BAGCHI HOMEHKIATYPH.

3aXBOPIOBAHHS € OiajiesIbHi MyTallil TeHa, 1110 KOAYE Ji30-
coMHy Tmrokonepedpo3unnasy (GBA). XI' xapakTepu3yeThest
HaKOITMICHHSIM TITIOKO3WIITIepaMiny B MaKpodarax ImeqiHKu,
CeJIe3iHKM Ta KiCTKOBOTO MO3KY, 11O IIPU3BOANTH 0 UMC-
JICHHMX TIPOSIBiB, BKITFOUAIOUH TeMAaTOCIITICHOMET A0, aHe-
Mil0, TPOMOOILIMTOIEHI10, 3aTPUMKY POCTY Ta MATOJIOTil0
ckeneta. Icaye Tpu T XTI 2 ta 3 T XTI MoxxHa Bimpi3-
HUTH Bin 1 Turry 3a HasgBHicTIO ypaxkeHHs [ITHC. XBopoba
Tome — mporpecyrode 3aXBOpIOBaHHSI, SIKE 3yMOBITIOE Bill-
JaJieHi YCKJIaJHEHHSI, TaKi SK OCTEOHEKPO3 i 310SIKiCHI HO-
BoyTBOpeHHS. KUliHiuHi Ta peHTreHOJOriuHiI 10Ka3u Mpo
Pi3HOMAaHITHI ypaxkeHHSsI KiCTOK (DiKCyIOTb y OLIBILIOCTI Ma-
LIIEHTIB HABiTh 3a BiACYTHOCTI 3HAYHUX IreMaTOJOTIUYHUX
1 BicliepaJIbHUX aHOMAJIii, 1110 MiAKPECIIOE TeTePOreHHICTh
nposiBiB XI” Ta HEOOXiAHICTh TPUBAJIOTO MOHITOPUHTY.
XBopoba Tomie 1 Tumny OyJsia mepiuM 3aXBOPIOBAHHSIM,
SIKE YCITIITHO TIOYaJIM JIIKyBaTH 3a TOIIOMOTOI0 (P¢pPMEHTO-
3amicHoi Tepamii (P3T). CrouaTky, B 1991 p., — 3a gomo-
MOTOIO TIIOKOIepeOpo3naa3n, OTPUMAHOI 3 TIAlCHTH
(anrmouepasa, Ceredase®, BUPOOHULTBA KOMMAaHii

«Ixen3aiim Kopropeiiiin», CLLA), a 3 1994 p. — 3a gormo-
MOTOI0 peKOMOIHAHTHOI IIIoKoliepedpo3uaasu (imirmolie-
paza, lLlepesum® 400 O], BUpOOHMITBA KOMMaHii
«[Ixensaitm Kopropeitmny», CLIA'). Oxpim mpenapary
Lepe3um® 400 O, Ha CbOTOAHI JOCTYIIHI ABA iHIIMX Mpe-
mapat O3T wrsg nikysanuas XI' B CILIA Ta/abo B €Bporri:
BITPIB? (Benarmonepasa anb(a, BUpPOOHULITBA KOMIaHii
«[Haitep ®apmackrotukan3 Avern JIto», Ipmanmis, CLIA)
ta Enernico’ (Tasmirmonepasa anbda, BIPOOHUIITBA KOMITaHi1
«[aitzep Eita.Ci.Ili. Kopmopetima», CIIIA). HasBHi Ta-
KOX IBa HU3BKOMOJICKYJISIPHI IIperapaTtu cyocTpar-
penykytouoi Tepanii: Cerdelga® (enirocTar, BUpOOHULITBA
«JIxxensaitm Kopriopeiinny», CIIIA) Ta Zaveska® (Mirtycrar,
BHpOOHUIITBA KoMIIaHii Actelion Pharmaceuticals, CIIIA).

I edpexrtuBHOCcTi D3T mipu XTI 1TOTpiOEH CeIeKTUBHMIA,
OITOCEPEIKOBAHN MAaHO3HUMH pPELIEIITOPaMU €HIOIINTO3
(bepMeHTY KITiTHHAMHA-MIIIeHSIMH. Take CeJIeKTUBHE TIOTJIN-
HaHHS TIPaBWJIBHUMU KIIITUHAMMY 3aJIeKUTH Bill BYIJIEBOMI-
Horo mpodimo ¢pepmenTy. [Imokomepedpo3mmasa — 11e IJli-
KOMNPOTEiH, II0 Ma€ YOTHMPHM KOBAJCHTHO 3B’S3aHi

Mikapcbkuii 3aci6 Lepesum® 400 OJI, MOpOLIOK JUlsl TPUTOTYBAHHS KOHLIEHTPATY Uil po3unHy Wi iHdysiit mo 400 OJ1, 3apeecTpoBaHMil B YKpaiHi.

P.I1. Ne UA/8659/01/02. Hakaz MO3 Ne 2205 Bix 31.10.2019.

*JTikapcbkuii 3aci6 BITPIB, nopook i posunHy s iHdysiii mo 400 OJI, 3apeectposanuii B Ykpaini. PI1. UA/15706/01/01. Hakaz MO3 Ne 1194

Bix 29.05.2019.

3JTikapcbKuii 3aci6 Enenico, mopoiok giodinizosanuii mis po3unny mis indysiit mo 200 OJI, sapeectposanuii B Ykpaini. PTT. UA/14379/01/01. Haka3

MO3 Ne 91 Bix 17.01.2020.

TematnuHumn Homep © Ne 6 (67) * 2020 p.
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oJlirocaxapuaHi JaHIIOTW, TIPUEIHAHI 10 OIYHMX aMiHOKUC-
JIOTHHX JIAHIIIOTIB, 3 IKVX OIMH OJIiIrOCaxapy € OJirOMaHO-
3010. TepareBTuHe TapreTyBaHHSI pekoMOiHaHTHOI GBA
Ha HAIIOBHEHI TTIOKO3WIILIEPaMiIoM MaKpodaru 3aieXXnTh
Bill pEIICITOP-0ITOCEPEAKOBAHOTO EHIOIIUTO3Y Uepes IIi Tep-
MiHaJTbHI 3k MaHo3n. OnpHak GBA Mmae i iHi TepMi-
HaJIbHi BYTJIEBOMIHI 3aIMIIKH, SIKi pO3Mi3HAIOTh PELIeNTOPU
Ha iHITUX TATIaX KITHH. OTXe, 3 TeparieBTUIHOI TOUKH 30DY,
BiIHOCHMI1 BMIiCT TepMiHaJIbHUX 3aJIUIIKIB MAHO3U € BaX-
JINBOIO XapaKTePUCTUKOIO SIKOCTi (PepMEHTY, 110 BU3HAYAE
3B’30K MiX HOTO CTPYKTYpOIO Ta (DYHKITI€I0, a TAKOX IT0-
TeH1itHO Moayoe epekTuBHICTh D3T. Ha mpodink riiko-
3UJIIOBAaHHS PEKOMOIHAHTHUX OiIKiB MOXYTb BILIMBATH
ACIICKTH BUPOOHMYIOTO TIpoIiecy (HaIpUKIIad, KITHHHA JTi-
Hisl, B IKiif BUPOOJSETCS OiNTOK), MEesIKi 3 SKUX TTPU3HAYCHI
IUTsT MoaMiKarlii TapreTHOI JOCTaBKY OLIKa i TOMY € 3aTia-
TeHTOBaHUMH [7]. Lle BpaxoBy€eTbCsI 1151 3aTBEPAXKEHHS 0i0-
CUMLJISIPiB, OMHAK HE BPaxOBYEThCS AJ1s1 3aTBepakeHHs: HBII.

Oxkpim HasgBHUX HUHI npemnapatiB 3T mia miKyBaHHS
XTI me tpu iperrapatu @3 T Oyim 3aTBepIKeHi 3a MeXKaMU
CIIA/€C i3 MHH imirmonepasa:

1) Abcertin® (Bupo6HuuTBa KoMmnanii ISU Abxis,
[liBmenna Kopest) Ha CbOTOMHI 3apeeCTPOBAHUIA I BUKO-
pucCTaHHS B TaKuX KpaiHax, siK IliBmenHa Kopest, IpaH,
bounigist Ta KazaxctaH Ha OCHOBI peryassTOPHUX LUISIXiB pe-
€cTpallii, o He BixmosimaoTs BuMoramMm BOO3 om0 pos-
PpOOIeHHS/3aTBEePIKCHHS 0i0CUMITISIPY (TabII. 2);

2) Asbroder™ 3aTBepIKeHMIT SIK 3aciO IS JIIKyBaHHS
opdaHHUX 3axBoproBaHb Y Mekcumi. [Ipo mpemapat
Asbroder™ Hemae xXonHUX MyOJiKaliii y HayKoBiii JliTepa-
Typi, SIK i iHopMallii mpo KIiHITHI JOCIIIKEeHHS, OMHAK
Iit0ya peuyoBMHA SIK I Tipemnapaty Asbroder™, Tak i ms
npenapaty Abcertin® Bupo6.iseThest koMmnasieto ISU Abxis.
HesBaxkaroun Ha BUKOPUCTaHHS OTHAKOBOI 3 IIpeIrapaToM
Liepesum® 400 OJJ MHH, Asbroder™ He Bignosinae Bu3Ha-
YeHHIO biocnminsapy 3rigHo 3 BOO3 [8];

3) Glurazyme® (Bupo6HuLTBa KommnaHii Generium
Pharmaceutical, P®) HermmomasHo 0yB 3aTBepmkeHmii y Pocii
BIAIOBIIHO 10 MiCIIEBUX ITOJIOXEHD 11040 0i0CUMINISIPiB
i TOMY BBaXXa€ThCSA B3aeMo3aMiHHIM i3 itoro PI1 B PO.
OpmHak maHi IIOH0 IBOTO IPOIYKTY HE OITyOJiKOBaHO
Ta He TIPEICTABICHO.

Abcertin® 6yB criouaTky 3atsepakeHuil y IliBneHHiit
Kopei B 2012 p. 3rinHO 3 HalliOHAJIBHUM PETYISITOPHUM
LIJISIXOM peecTpalii, IKU J03BOJISIB MOAaBaTU HaHi
111 pasu Bxe micis 3aTBepKEHHS, a TAKOX HE BilNOBigaB
1LIJIIXaM 3aTBEepIXKEeHHS 010CUMIISIPIB Ta iHIIMX 3aCO0iB ISt
JiKyBaHHSI opdaHHMUX 3axBoploBaHb. [Ipemapat Oyiro
3aTBEPIXKEHO HA OCHOBI pe3yJIbTaTiB TPhOX KJIiHIYHUX 10-
CHiIKeHb: 5-IeHHOTO ITOIBIMHOTO CIIITOTO TIalebo-
KOHTPOJILOBAHOTO TOCIIMKCHHS 3 MiABUIICHHIM T03H1
I dasm 3a ywyactio 24 3D0pOBUX HOOPOBOJIBIIIB
(NCT01881633); 24-TUXXHEBOIO IIPOCIEKTUBHOTO BiIKPHU-
TOTO IOCTiKeHHS 3 TIepexonoM (switch-over study) 11 dpazu
3a Y9aCTIO OTHOTO JTOPOCIOTO i YOTUPHOX MiTeH /i UTITKIB
3 migTBepakeHow XI' 1 TuIy, sKi paHilie OTpUMyBaJIH Jli-
kapebkuii 3aci6 Llepesnm® 400 OJ1; i 24-THKHEBOTO MOCT-
peectpaniitHoro gocrimkenHs 111 ¢a3u 3a ygacTio 7 mi-
TeM, sKi paHillle He OTPUMYBAJIM JIiKyBaHHs, 3 XI' 1 Tumy.
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JocnifxeHHs, 110 3a0e3MeUyloTh MpsiMe MOPiBHSIHHS
3 PI1 — npenaparom Lepe3um® 400 OJ] — ¢izuko-xiMiuHi,
iMyHOJIOTi4Hi ab0 CTPYKTYpHi JaHi, He MpeACTaBJICHi.
HocnimxenHs 11 ¢a3u, y skux 6u npsiMo MopiBHIOBaIU
npenapatu Abcertin® i Hepesum® 400 O (NCTO01161914),
OyJ10 CKacoBaHO 111 10 HAOOPy TOOPOBOJIBIIIB.

ABtopu mociimkeHHs Il da3m cmoyaTky Ha3wBaIu
Abcertin® 6iocumingpom 115 niKapchbKoro 3aco6y
Lepesum® 400 OJ1 [9]. Xoua BiaToni BOHU 3MiHWIM T103U-
LIIOHYBaHHS MperapaTy B MOMpaBlli 10 CBOEI MepIioi my01i-
Kalii, MmiyTaHWHAa WOJ0 TOYHOI MPUPOAU Iperapary
Abcertin® moxe 36epiratucs [10]. Lle uacTKoBo cripidnHe-
HE TUM, II10 iHCTPYKIIisI 71T MEAMYHOTO 3aCTOCYBAHHS IThO-
TO 3ac00y MICTHUTB IaHi 3 0e31eKH i e(heKTUBHOCTI KITiHi4-
HUX J0CIiaXeHb Jikapebkoro 3acody Liepesum® 400 O,
V Hill He BKa3aHo, 1110 JOCBiJ He 0a3yEThCs HA KIIIHIYHOMY
3acTOCYBaHHi Ipenapaty Abcertin®, i 4acTKOBO TOMy, 1110
BUpOOHUK npuiitHss MHH iMirmonepasa 6e3 norpuMaHHsI
HactaHoB BOO3 momo iMmeHyBaHHS.

SIK pe3yabTaT — MpaliBHUKK Tady3i OXOPOHU 3I0POB’SI
Ta Mali€EHTU MOXYTb OyTH BBEACHI B OMaHy, BBaXKalOuHu, 1110
pizHi mpenapatu 3T, sKi MaroTh omHakoBy MHH (B 1150MY
BUIIAIKY — iMIIJIIOIIEpa3a), € OMHAKOBUMU 200 0ioITomiOHM -
MH, TAKMMH, 1110 XapaKTepU3yIOThCS eKBIBAICHTHIMH e(peK-
TUBHICTIO Ta 0€3MEKO10, a TAKOX 1110 BOHU B3a€EMO3aMiHHi.
[ToTeHMUiliHI HACTIAKM MOXYTb BKJIIOYAaTH HEHABMUCHMIA
nepexin i 3aMiHy OTHOTO Mpernapary iHIIUM, 1110 CIIPUUYMHSIE
TPYIHOIIII TP OILIIHIOBAHHI MPOGiTI0 Oe3IIeK! Ta CTBOPIOE
PUBHUK HETOUYHOCTEH Y MOBIMOMJICHHSX ITPO HeOaXkaHi SBH-
1A 1T KOKHOTO Tperapary. KpiM Toro, 3 orsay Ha mpo-
rpecyloumii XxapakTep 3aXBOPIOBAHHS, MOTEHLIMHI BiAMiH-
HOCTI B KJIiHIYHil KOPUCTI /Ul TIALliEHTa MOXYTb OYTH MO-
MiTHi JIMILIE MiC/IsI TPMBAJIOTO Mepiony JiKyBaHHS, 0COOIMBO
TIpU YpakeHHSX KiCTOK.

0G20B0peHHS Ma 3aKNUK go OiT

HenagHiit nocsin 3aTBepakeHHs m1s JikyBaHHs: XI' HBIT,
sIKi BAKOPUCTOBYIOTh Ty camy MHH, crioHykae 10 MipKy-
BaHb, SIKi CJIil BpaxoBYBaTH Mija yac po3po0JIeHHS, OTpU-
MaHHSI T03BOJTY Ha PEECTPALLil0 Ta BUKOPUCTAHHS 0i0CHUMi-
JISIPiB UTS JTIKYBaHHS PiIKiCHUX 3aXBOPIOBaHbB (Tadm. 2).
[To-mrepie, icHye HeBeMKa KiJTbKiCTh TEHOTUITIOBO Ta (heHO-
TUITOBO BiIMiHHMX TALIIEHTIB, 1110 MAIOTh TaKi PiAKICHI 3a-
xBopioBaHHS, K XI. OTXe, KITIiHiYHI TOCTiIKEHHS TTOBUH-
Hi OyTU peTebHO CIUIaHOBaHI, 11100 HaJaTU NOCTATHHO
MOPIBHSAHHUX AaHUX 1J1s1 6iocuminsipy Ta iioro PIT Bimmo-
BimHO mo HactaHoB EMA, FDA a6o BOO3. Ilo-mpyre,
SIK i ©araTo piIKiCHUX 3aXBOPIOBaHb, XI' € XpOHIYHUM IIPO-
TPECYIOUNM 3aXBOPIOBAHHSIM, SIKE MOXe IIPU3BECTHU IO HI3-
KU BiIIaJIeHUX HE3BOPOTHHUX YCKIIATHEHb, IKIIO HE JTiKyBa-
T 0TO ONTUMABHIM YHOM. CHCTeMaTHIHMIA TpUBaIUi
30ip peajlbHUX HOKAa3iB, IKUI ITPOBOAUTHCS HAa OCHOBI
Peectpy nattienTis 3 xBopo0oio Tomre MixkHapomgHoi 00’€-
HaHoi Tpynu 3 tutaHb xBopobu Tomre (ICGG), mpomoBxye
BUCBITJIIOBAaTU MPUPOAHUI TIepedir 1iei xBopoodu. Peectp
TaKOX MOKpPAIIUB PO3YMiHHS BiaaeHO1 e(eKTUBHOCTI Te-
parii. TpuBanwmii 36ip peaJbHNX TaHUX Ma€ OYTH 000B’S3-
KOBUM JJ1s1 Oy[Ib-SIKOTO JIiKapChKOT0 3ac00y, po3p00JeHOTrO
IS JTIKyBaHHS PiIKiCHUX 3axBoploBaHb. Ilo-TpeTe,

Kinbkictb nawjienTis y kniHiyHux
BOCNIAKEHHSX

Tabnmug 2. MipKyBaHHS WoA0 po3po6neHHs Giocumingpis Ang nikyBaHHs PifKiCHMX 3GXBOPIOBAHD:
YPOK, 3acBO€eHUI Ha npuknagi XI

Habip gocratHboi KinbkocTi nauieHTiB A1 KNIHIYHUX BOCTIAXEHb/ BOCTIAXEHb EKBIBANEHTHOCTI MOXe BYTH yTpyAHEHHH
y 38'43Ky 3 PiAKICHICTIO 3aXBOPIOBAHHS; ANs HABOPY AOCTATHBOI KiNbKOCTI NALEHTIB MOXe 3HAR0BMTUCA BaraTo Yacy

Tpueanictb kniHivHOro AocnimkeHHs/
MOAQNBLIOTO CMIOCTEPEXEHHS

MporpecuBHi XapaKTep reHETUYHNX PO3NAAIB 03HAYAE HEOBXIAHICTb TPUBANOTO COCTEPEXEHHS Ta 360py AOKA3IB,
NOTPIBHMX ANS OLHIOBAHHS TPMBANOTO BAMBY NiKYBAHHS HA MPOSIBH, L0 3'BNSIOTbCS Ni3HilLe

Monynujs kniHiYHMX BOCTIAXEHD

TouHi kniHiuHi NPosiBK Ta Nepebir reHeTUYHMX 30XBOPIOBAHb 3aNEXATb Bif NIATUNY 30XBOPIOBAHHS, Biky AebloTy
30XBOPIOBAHHS, KOHKPETHOI MyTaLi Ta PiBHIB 3aAMWKOBOI akTUBHOCTI Binka. Monynsiii noBMHHI ByTH 4iTKO BM3HAYEHI,
wo6 3abe3neynTi NOpIBHAHHS AAHMX MIX FPYNAMM NiKYBAHHS TA ROCTIAKEHHAMA

Mpsime nopieHsHHs 3 PIT

[l pemoHcTpauii GapMaKoNOrivHOi, TOKCHKONOTIYHOI Ta GAPMAKOKIHETHYHOI ekBiBaneHTHoCTi 3 Pl HeobxipHi
aHaniTMyHi TeCTH in vitro Ta gokniniuHi gocnipxenns [1-3]

MonekynspHa ctpyktypa

HesHauHi 3MiHM nocTTpaHcnsLiMHMX Mopndikawii (HaNpUKNag, FIKO3MTIOBAHKS) yHACTIAOK Po3BixHOCTEM

¥ BUPOBHMYOMY NPOLLECi MOXYTb MATH 3HOYHMI BMAMB Ha GapMAKOKiHETHKY/ dapMakoauHamiky, Geaneky,
iMyHOTEHHICTb Ta eEKTMBHICTb; PEryNsTOPHI OPraHM NOBUHHI OTPUMATM CTPYKTYPHI AGHI ANs BCiX BiocuMinspis,
w06 NepeKoHaTMCS, WO BOHK ROCTATHBO NopgibHi 3 PT1

IMyHonoriuHi aHi Ta AaH wogo
Ge3neku TPUBANOTO 30CTOCYBAHHS

ImyHoreHHicT Ta Geaneka nosuHHi ByTi nigTBEpAXeHi B ogHOMY abo Aekinbkox gocnimkernsx Il dasu, y akux bpanu
YHOCTb NALIEHTM 3 NPUHAMMHI OFHWM BiANOBIAHMM nokasaHHsM. [porpamu papmakoHarnsgy ans biocuminapie
Ta nporpamu ans Pl matots 6yt okpemumu

Mpodifi IiKO3WIIOBaHHS MOBUHHI OYTHU MOBHICTIO OXapak-
TepU30BaHi I BCiX OiompenapariB, OCKIJIbKM 11€ MOXe
BIUIMBATU Ha IXHIO iMyHOT€HHICTb, €(DeKTUBHICTb, CIEI1-
(iuHy aKTUBHICTH Ta 6iopo3mnonia [7]. JomaTkoBUM Kpu-
TUIHUM (PAaKTOPOM € BUKOPUCTAHHS YHIKaJIBHOTO iICHTH -
(bikaTropa iMeHYBaHHSI, SIKUI Ta€ 3MOTY PO3PIi3HITH 0i0J10-
TiYHi MPOAYKTHU 151 3a0€3MeUeHHS BifICTEXXYBAHOCTI, 11100
VHUKHYTH TUIyTAaHWHU Ha PiBHI MpU3HAYEHHS Ta BilITyCKY,
a TAaKOX cepel MallieHTIB.

IcHye HaranbHa motpeda B yIOCKOHAJIEHHI HaBUYaHHS
Ta MiIBMILEHHI piBHSI 00i3HAHOCTI MpaLiBHUKIB rauy3i 0Xo-
POHU 300POB’SI, KOTPi 3aiiMAOTHCS JTiIKyBaHHSIM PiIKiCHUX
3aXBOPIOBAHb, i MALIIEHTIB i3 PiIKiCHUMU 3aXBOPIOBAHHIMU
mono BigMmiHHOocTe#t Mix PII, 6iocuminsapamu ta HBII,
BKJTIOUAI0YM HOPMATUBHI BUMOTH, TEPMIHOJIOTiIO Ta BUMO-
M 1040 TPUBAJOTO MOHITOPUHTY. BiamoBimanbHicTb
3a IIe JICKUTh Ha TIPOMMCIIOBOCTI, MCIMIHIX TOBAPUCTBAX/
YCTaHOBAX i Tpymnax 3aXMCTy MpaB NauieHTiB. Jlikapi moBUH-
Hi IAJIBHO CTEXUTH 3a JpKepenaMy iH(opMallil mpo Jiikap-
CbKi 3aco0M Ta 3a0e31meuyBaTH BillTOBIAHICTb METOIB JIiKY-
BaHHS TAlliEHTIB CBITOBUM CTaHIapTaM. Yci 3allikaBjeHi
CTOPOHM, BKJIIOUAIOUH ITOCTAYATbHUKIB MEINITHUX TTOCTIYT,
MAalLi€HTIB, PETYJSITOPHI OpraHU Ta MPOMUCIOBICTh, MAIOTh
HagaBaTH iH(GOPMAIIifo IIIOI0 BCTAHOBICHHS Ta TICPETIISIY
JIep>KaBHOI ITOJIITUKY CTOCOBHO 0iOCHUMIJISIPIB.

PerynsaropHi opraHy OBUHHI HAITOJISITAaTH HA BUKOPHC-
TaHHi ITPO30pOro MapKyBaHHS MPOAYKIIii Ta YHiKaJIbHOI HO-
MEHKJIaTypu JUIsl GiompenapariB, a TaKOX BIIPOBAIKYBATU
TPUBAINI MOHITOPUHT ¢(DEKTUBHOCTI Ta 3BITYBaHHS 3 0€3-
TIeKH Yepe3 0a3M JaHUX CITOCTEePeXeHb i (hapMaKOHATJISIY.
BupobHuku GiocuMisisipiB HECYThb BiANOBiIAIbHICTD 32 Ha-
JTaHHS Ta My0JTiKallilo BUCOKOSIKICHUX JaHUX, SIKi J€EMOH-
CTPYIOTh CXOXKICTb MixK TPOITOHOBAHUM OiOCUMIISIPOM i Oro
PII, a Takox 3a0e3neuyloTb TpuBaauii 30ip AaHUX MPO pe-
aJIbHY 0e3ITeKy Ta e(peKTHBHICTh. be3 11boro HarIsImy Imomaib-
e BrpoBamkeHHss HBIT Ta/abo BuKopucTaHHS Ti€l camoi
MHH moxe npu3BecTH 10 pU3UKY iHBaJTiIM3allii, MOTipLIeH-
HSI IKOCTi XKUTTS Ta, 3pELUTOI0, 301/IbIIEHHS BUTPAT Ha JIiKYy-
BaHHSI BPa3/IMBUX IPYIT MALIEHTIB, y TOMY YMCIIi 3 TPOTpecy-
IOUMMU PiIKiICHUMU 3aXBOPIOBAHHSIMU.

TakuM yMHOM, TIOCIiZOBHE TIPUAHSITTS TJI00aIbHUX pe-
rynastopHux ctaHaaptiB (BOO3, FDA abo EMA), Bkimoga-
04U yHiKaJbHEe HallMEHYBaHHS, TEPMiHOBO HeOOXigHe
B YCiX KpaiHax JiJ1s1 BCiX 0e3 BUHATKY Oionpenapartis. Lle mo-
TpioHO M Toro, oo yci HBIT Hacnpasai Oyau 6iocumi-
nmapamu. Crrenmdika pigKicCHUX 3aXBOpIOBaHb Ta YHiKaJIbHI
Mpo0sIeMHU, TTIOB’sI3aHi 3 pO3pOOJIEHHSIM 0i0JIOTIYHUX 3aC00iB
IUTS TiKyBaHHS Op(haHHUX 3aXBOPIOBAHb, MOXYTh CBITINTH
PO HEOOXiMHICTh CTBOPEHHST KOHKPETHUX HACTAHOB IS
0GioCUMIISIPIB OO JIIKYBaHHS PiIKiICHUX 3aXBOPIOBAHb.
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