Ckian

Oiroya pevyosuHd: penariiiHima;
1 TabreTka MiCTUTB: pemnariiHigy 2 Mr;

0onoMidiIcHI pedosuHU: 1iesiosio3a MikpokpucTaniuHa (E 460), kanbiiito rimpodocdar,
KpoxXMaJlb KYKYPYO3SHUU, KaJlito IOoJIaKpuiiH, noBinoH K25, riainepun 85 %, Martito
CTeapaT, MeriIioMiH, mojiokcaMep 188, okcup 3amisa yepBoHuii (E 172).

JIikapcbKa ¢opMma

TabneTku.

OCHOBHI (pi3uKO-XiMiuHI 81acmMuB0oCMi: KOPUYHIOBATO-PO2KEBOT'0 KOIBOPY, KPYTIIi,
OBOOITYKJIi, omuH 6iK MapKoBaHO cuMBojIoM KoMrmaHil HoBo Hopgaick.

®dapMaKoTepalneBTHYHA rpymna

AHTupgiaGeTHYHI IpenapaTu. [HIII TinoraikeMi3yiodi mpemapaTi, 3a BUHATKOM
iHCYIIiHiB.

Komg ATX A10B X02.

dapMakogHHaMiKa

MexaHism QOii. PemariiHif - MIBUOKOOIIOYNY TepOpaibHUNM CTUMYJISATOP CEeKpellil

iHCyIiHy. Pemariiidif mMBUOKO 3HUXKYE PiBEHDb I'JIIOKO3U B KPOBi, CTUMYJIIOIOUU
CeKpelilo iHCYJIiHy NiAIUTYHKOBOIO 3aJ103010, IPUYOMYy e(eKT IIpelrapaTy 3a1eXKuTh
BiZl KiIIBKOCTI QYHKIIOHYIOYHUX b-KJTiTHUH B OCTPIBLIAX 3aJ103U.

Penarninig 3akpuBae AT®-3anmexHi KajieBi KaHanu y MeMOpaHi b-KimiTuH crelianbHUM

6inKoM, BiIMiHHUM BiJl iHIIUX CTUMYJISITOPIB CeKpellil iHCcyiny. lle cipu4yuHse
Oenonsipu3aliito b-KIiTHH i IPU3BOOUTH OO0 BiOKPUTTS KaJbI[iEBUX KaHaliB, IO
30imbIIy€E BXif V KIIITUHY i0HIB Kasbllilo, SKi CTUMYJIIOIOTh CEKPELIil0 iHCYITiHY.

Egexmu, noe’sizaHi 3 papmakoOuHamMikow npenapamy. Y XBOpUX Ha IIYKPoBUuM miabeT

2 TUIy IMigBUINEHHS KOHIIEHTpallil iHCyJIiHy B KPOBi BifOyBa€eThcsa MpoTAToM 30 XBUIUH

[icis NpUKMOMY BCepeauHy penariiHigy. Ille 3HuXKye piBeHb I'JIIOKO3U B KPOBI
IIPOTSATOM yChOTO IIEPIOAY 3aCBOEHHS NMPUUHSATOI 1XKi. [TinBUllleHN# PiBEeHb iHCYIiHY

30epiraeTbCcs TiMBbKU MIPOTSTOM Xap4YOBOr0 HaBaHTaXKeHHs. KoHIIeHTpallis penariiHigy

y IJIa3Mi KPOBI IIBUOKO 3HUXKYETHCS, MO0 HU3BKUU PiBEHBb BiI3HAYAETHCA Y XBOPUX Ha

IIYKPOBUH OgiabeT 2 TUIY IIPOTATOoM 4 TOOWH ITiCIs HoTo IpuiioMy.



KaiHiuHa e¢pekmusHicmb ma 6e3neka. Iicnsa nputiomy Big 0,5 mo 4 Mr penariaiHigy

XBOPUMHU Ha IYKPOBUM miabeT 2 Tuiry OyI0 IMOKa3aHO [0303ajiesKHe 3HUXKEHHS PiBHS
riokKo3u. Ha nigcraBi pe3ynbTaTiB KIIIHIYHUX OOCIIIOXKEeHb PEKOMEHYEThCS IpUMaTu
penarJiHif mig 9yac OCHOBHUX IIPUNOMIB 1XKi (IpenpaHgianbHUM npuiioM). IIpemapart
3a3BUYal CJIig mpuMMaTHy 3a 15 XBUJIMH A0 0¥, OOHAK Yac IPHUMOMY MOJKe BapitoBaTU
Bim mpuiiomy 6e3nocepenHbo nepeq imoio o 30 XBUNMHUH epeq imoio. B ogHoOMy
erigeMionoriyHOMy mOCHimXKeHHi OyJI0 BUCJIOBJIEHO IIPUITYIIIeHHS 1040 30i/IbIIeHH A
PHU3HUKY IT'OCTPOr0 KOPOHAPHOTO0 CUHOPOMY B IAIli€EHTIB, SIK1 IpUMMalu penariidin, B
MOPiBHSHHI 3 NMallieHTaMu, Kl IpUUMalIu IIpelnapaTy Cy/IbPOHITICEYOBUHHU (OUBITHCSA
po3minu «OcobmMBOCTi 3aCcTOCyBaHHS» Ta «I100i4yHiI peakiii»).

dapMaKOKiHEeTHKa

Abcopbuisa. Penarminig MIBUOKO BCMOKTYETHCS 3i IIJIYHKOBO-KUIIIKOBOT'O TPAKTY, 110
MMPU3BOOUTH OO IMIBUAKOTO MiABUINEHHS KOHIIEHTpAIlil mpernaparty y nina3mi Kposi. ITik
KOHIIeHTpallil mpemnaparTy y njia3Mi KpoBi HacTae yepe3 1 roguHy Iicis nmpuiiomMy.
ITicnsa gocArHeHH IMiKa KOHIEHTpAllda Ipernapary v Ijia3Mi KpPOBi IIIBUOKO
3HUXKYeThCsa. PapMaKOKiHEeTHUKA pelariiHify XxapaKTepu3yeThbCa CePeqHBOI0
abcomoTHOIO 6iomocTymnHicTIO 63 % (KoediuieHT Bapiailii 11 %). [Ipuiiom penarmiiHigy
0e3nocepengHbO mmepen imoro, 3a 15 xBunuH a6o 30 xBuIMH 00 imu abo HATIIE iCTOTHO
He BIIJIMBA€E Ha 1Moro (papMaKoOKiHETHKY. Y XOMi KIiHIYHUX OOCTigXKeHb Oya
Bim3HadeHa BucOKa (60 %) BapiabenbHICTh KOHIIEHTpAIlil penariiHigy y maa3Mi KpoBi
Pi3HUX XBOPUX; B OOHOTO i TOTO 3K XBOPOTO 11 piBeHb KOITUBAETHCS Bil HU3HLKOTO [0
noMmipHoro (35 %). Ockinbku ninbip 03U penariiHigy I'pyHTYEThCS Ha KIiHIYHIN
peaxiiil XBOporo, BUCOKa BapiabesibHICTh y Pi3HUX XBOPUX He BIIJIMBA€E Ha
e(eKTHUBHICTh ITpemnapary.

Po3noodia. ®apMaKoOKiHETUKA pPelariliHiay XxapaKTepu3yeTbCS HU3bKUM 00’eMOM
posnogminy — 30 11 (110 BiAoBiga€e po3noainy Y BHYTPIIIHbOKIIITUHHIN PiguHi),
pernariiHifg 1erko 3B’s3yeThes (moHan 98 %) 3 6inmkaMu mia3Mu KPOBi TIOOUHH.

EaimiHauia. PenariiHig MIBUOKO eJIIMIHY€ETHCA 13 KPOBi mpoTsaroM 4—6 roguH. Yac
HaIliBBUBEOEHHSI CTAHOBUTH MPuOIU3HO 1 roguHy. PemariiHig Maiizke ITOBHICTIO
MeTaboIIi3y€eThCs. HMoro MeTaboiTH He CIPUYMHSIOTH KJTIHIYHO 3HAYYIIOr 0
LIYKPO3HUXKYBaJIbHOTO e(EKTY.

Penarmninig i #ioro MeTaboiTH BUAIISIOTECSI B OCHOBHOMY 3 2KOB4Yi0. HeBesnurka
dpaxkiis (meHine 8 %) BBegeHOI MO3MW BUSIBIIEHA B cedi y BUTIsAOi MeTaboTiTiB. MeHIie
1 % nmpuiHATOI 03U BUSABJIIEHO Yy KaJli.

Ocobausi epynu nauieHmia



BnnuB penarminigy 306ibLUIYETHCS Y XBOPUX 3 TT€YiHKOBOIO HEIOCTATHICTIO i Y XBOPHUX
Ha IyKpoBui miabet 2 Tumy miTHbOTO BiKy. AUC (cepenHs nmoxubka) micus
OOHOPAa30BOTr0 IMPUMOMY A03U 2 MT (4 MT [OJisd IIAIi€HTIB 3 II€YiHKOBOIO HEOCTATHICTIO)
ctaHoBuB 31,4 ur/mn/ron (28,3) y 3mopoBux goopoBonbiliB, 304,9 ur/mn/ron (228,0) y
XBOPHUX 3 II€YiHKOBOIO HepocTaTHicTO Ta 117,9 uHr/Mmi/rop (83,8) y xBopux Ha
IIYKPOBUM giabeT 2 TUIY NiTHLOTO BiKYy.

[Ticns 5 mHiB miKyBaHHS penariidigoM (2 Mr 3 pa3u Ha go0y) ¥ XBOPHUX 3 TSIKKOIO
HUPKOBOIO HEAOCTATHICTIO (KiIipeHC KpeaTuHiHy 20—39 MJI/XB) pe3y/IbTaTH II0Ka3allu
CTAaTUCTUYHO 3HAUyIlle ABOKpaTHe 30inbieHHs ekcno3uliii (AUC) i mepiogy
HamniBBuBeOeHHS (t%2) MOPIBHSIHO 3 MalliEHTaMU 3 HOPMAaJIbHOIO (DYHKITIEI0O HUPOK.

Himu.
IaHi BigCyTHI.
IlaHi 3 OoKniHIUHOI 6e3nexKu.

Hoxminiuni mani, aKi 6a3y0ThCSA Ha OOCITiIXKEeHHSIX (hapMaKOoJIOriyHol Oe3MmeKH,
TOKCHUYHOCTI HOBTOPIOBAHUX 003, TEHOTOKCUYHOCTI Ta KaHIIEPOTE€HHOT 0 BIIJIUBY, HE
BUSIBUJIN HiIKOl HEOE3MeKHu OJIs JIIONUHA.

Y pmocrnipax Ha TBapuHax O0yI0 MOKa3aHO, 1[0 pelariiHig He YMHUTh TePaTOreHHOI [il.
EmMOpioTOKCHYHICTD, BaAy PO3BUTKY KiHIIIBOK OyJIM BUSIBIEHI V IIJIOMAIB i
HOBOHAPOIKEHUX IIYPEHSIT, HAPOAXKEHUX IIIypaMu, SKUM Ha OCTaHHiNA cTapil
BariTHOCTI Ta y mepiop yTakTallil BBOOUJIM BUCOKi 003U IIpemnaparty. Pemnarninig 0ys
BUSBJIEHUU y MOJIOLl €KCIIepUMEHTaIbHUX TBapUH.

IToxa3aHHSA

LykpoBuii miabet 2 Tumny (iHCy/liHOHe3a/leXXKHUM LIYKPOBUM AiabeT), KO 3a
OOIIOMOT OO Mi€TH, 3HU2KEHHS MacCH Tina i pi3snyHUX HaBaHTaXKeHb He BIAEThCH
OOCSATTU 3aJOBUIBPHOTO KOHTPOJIIO 3a PIBHEM TIJIIOKO3U B KPOBi. 3aCTOCYBaHHS
pernariiHiny y kom0OiHallil 3 MeT¢pOopMiHOM TaKOK IIOKa3aHO XBOPHUM Ha IyKPOBUU
miabeT 2 THUMY, B IKUX He BIAETHCS OOCSITTH 3a[0BiJIbHOT0 KOHTPOJIIO 3a I'JIiIKeMi€io
IPUIOMOM MeT(POPMiHY OKPEMO.

JIiKkyBaHHS CJIif pO3IMMOYMHATH SIK OOIOBHEHHS M0 mieTH ab60 (pi3mYHUX HaBaHTAXKEHb,
11100 3MEHIINTU 3yMOBJIEHUY ITpUioMaMu 1XKi piBeHb I'ITFOKO3U B KPOBI.

IIporunoka3aHHs

e l'imepuyTnuBicTh mO penariiHiny abo mo 6yab-sIKOro KOMIIOHEHTa mperapaTry
HoBoHopM®.



LlykpoBuii miabet 1 Tumy (iHCyiHO3aMexXHUM ITyKpoBUi miabet), C-nmentum-
HeraTUBHUHU Oiader.

IiabeTuyHMM KeToaluao3 3 HasIBHICTIO ab0 BigCyTHICTIO KOMAaTO3HOTO CTaHY.

[Mepion BariTHOCTI ab0 romyBaHHS I'PYOOIO.
TsxKKi mopylieHHS QYHKIII TeYiHKU.
CyMicHe 3acTocyBaHHS 3 reM@piOpo3unom (OuB. po3min «B3aemomis 3 iHIIMMU

JIIKapChbKUMHU 3aco0aMu Ta iHIIM BUOM B3aEMOIiN»).
B3aemogisi 3 iHIIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIIi BHOH B3a€EMoOIin

Ak BimoMo, psif IpenaparTiB MOKe BIOJIMBATH Ha MeTabo0s1i3M penarnidigy. MoXKIuBiCcTh
TaKoOl B3aEMOIil Ma€ BpaxOBYyBaTH JIiKap IIPHU IIpHU3HaYeHi IIpenapary.

3a manuMmu in vitro, y Metabomi3Mi pemnariiHigy B OCHOBHOMY 6epyTh y4acTb GepMEeHTH
CYP2C8 i CYP3A4. locmigXKeHHS 3 y4acTIO 3TOPOBUX MOOPOBOJILIIIB TOKA3alo, 110
HaVBaX/IuBiMM ¢pepMeHTOM MeTabosniamy penarinininy € CYP2CS, toni sk CYP3A4
Bimirpae He3HauHy posnb. OgHak 61okKyBaHHS CYP2C8 nmpu3BOOUTH A0 MiABUIEHHS
BimHOCHOTO BHeCKYy CYP3A4. BinmoBigHO, MeTabo0i3M i KjIipeHC pemnariiHily MOXKYyTb
3MiHIOBATHUCS IIPU 3aCTOCYBaHHi ImperapariB, sIKi iHTiOyIOTh aKTUBHICTh ab0 iHOYKYIOTH
cuHTe3 ¢pepMeHTiB cimelicTBa uToxXpomiB P450. Ocob6muBy 00epekHICTh CIIif
ITPOSIBJIATU MIPU 3aCTOCYBaHHI pemnariiHiny omHo4yacHo 3 iHri6iTopamu CYP2CS8 i
CYP3A4. 3a maruMu in vitro, pemnariiHig aKTUBHO HaOXOOUTh V KJIITUHU II€YiHKU 3
y4dacTio OinKa, 110 TpaHcnopTye opraHiuHi anionu (OATP1B1 — organic anion
transporting protein). [Ipemapatu, 1o iHrioyrors OATP1B1 (Hanpuknap,
LIMKJIOCIIOPUH), MOXKYTh TAKOXK ITOTEHIIMHO MiABUIIYBaTH y I1JIa3Mi KPOBIi
KOHIIeHTpallil0 penariiHiny.

IIpenapamu, w0 Moxcymbv nocuato8amu ma/abo nposaoH2ys8amu 2inozaikeMidyHuu
ejpekm penaezaiHiOy.

I'emdiOpo3us, TPUMETONPUM, pUudaMITilIiH, KETOKOHA30JI, iTpaKOHAa301I,
KJIQPUTPOMIIIMH, IIMKJIOCIOPUH, Aedepacupokc, KIOIigorpenb, iHIli mpoTuaiabeTuyHi
3aco0bu, iHTibiTOpHM MOHOAMiHOKCHUAa3¥, HECEJIEeKTHUBHI 6eTa-agpeH006/I0KaTOPH,
iHri6iTOpM AaHTiOTEH3MHNIEPETBOPIOBAIbLHOTO (DEPMEHTY, CaslilluIaTH, HECTEPOIOHi
IIpoTH3alalbHi 3aco0M, OKTPEeOoTHH, aHabOoJIiYHi CTePOiH, alKOT0JIb.

[Ticnss ogHO4YacHOTO IIpuiioMy 2 pa3u Ha gody 600 Mmr remdidbpo3uny (iHriGiTOpy
CYP2C8 i OATP1B1) i penarmnininy (ogHOpa3oBa mo3a 0,25 Mr) 3HaYyeHHs IJIOII Hifg
KPHBOIO «KOHIIEHTpAllisl pemnariidigmy - 4ac» (AUC) y 30opoBuxX H0OPOBOJIBIIB
30inpmusnocs y 8,1 pasa, a ioro MakcuMabHa KOHIIeHTpalisa (Cmax) y KpoBi -y 2,4
pas3a. TpuBanicTs Horo HamiBBuUBegeHHs (t%2) i3 KpoBi 30inbmuiIacs Big 1,3 roguHM g0
3,7 TOOWHY, 110 MOXKe IIiICUIIOBATH 1 IIPOJIOHTYBATU LIYKPO3HUXKYBAJIbHY 110



penarmninigy. [Ipu 3acTocyBaHHiI reMdpi6po3uIy KOHIIEHTPAllisl penariiHioy B mi1a3mi
KPOBi mmpoTsiroM 7 roauH 30inbimunack y 28,6 pa3a. OmHoYacHe 3aCTOCYBaHHSA
reMm@piOpo3uny i penarnidigy npoTunoka3aHo (OuB. po3ain «[IpoTUIOKa3aHHSI»).

Mix ¢penodidbpaToM i penariiHigom JTiKapchKoi B3aEMOIil He BUSIBJIEHO.

[Ticnss ogHO4YACHOTO IIpuiioMy 2 pa3u Ha go0y mo 160 Mr TpuMeTonpuMy (cnabKoro
inridiTopy CYP2C8) i penarmininy (omHopa3oBa go3a 0,25 Mr) 3Ha4YeHHS IIJIOIII ITif
KPHBOIO «KOHIIEHTpallif pemnariidigy - 4ac» (AUC) 36inpmmnocsa y 1,6 pa3sa, #oro
Cmax -y 1,4 pa3sa, at¥2 -y 1,2 pasa; npu bOMy CTaTUCTUYHO JOCTOBIPHOTO BIIJIUBY
Ha piBeHb I'IIOKO3M Y KPOBi BUsBIIEHO He Oyno. [IpuiioM cy0TepaneBTUYHUX 003
pernariiHiny He CHpUYMHUB (hapMakKoOuHaMiuHoro edekTy. OcKinbKu 6e3meka i€l
KoMOiHaIil He Oya BCTaHOBJIeHa OJIs pemnariiHiny y mo3si Buite 0,25 mr, a
TpUMeTONpUMy B 7031 320 Mr, OfHOYACHUU IIPUNOM LIUX IpenapaTiB CJIif IIPOBOOUTH 3
oOepexHicTio. [Ipu HeoOXimHOCTI JTiKyBaHHSA KoMOiHalli€lo IUX IIpernaparTiB CIIif
IIPOBOOUTHU PETEJIbHUY MOHITOPHUHT PiBHA I'JIFOKO3U B KPOBi, a TAKOXK KJIIHIYHOTO CTaHY
XBOPOTO.

Pudawmminus, noryxuus ingykTop CYP3A4 i CYP2CS8, mie sk iHOyKTOpP i iHTiOiTOD
MeTabonizMmy penarmnidigy. [Tpuiiom npoTsirom 7 mi6 pudamnoinury y gosi 600 mMr i3
OoOgaBaHHSM Ha CbOMHU OEeHb pellariiHioy (ogHopa3oBa mo3a 4 Mr) IpuU3BeJsio J0
3HUIKEHHS 3HaYEeHHSs IIJIOIII i KPUBOIO «KOHIEHTpallis penariiHigy - 4ac» (AUC) Ha
50 % (pe3ynbTaT KOMOIiHOBaHOI iHAYKIIil Ta iHTriOyBaHH:). AKIIO penariiHig mpuiMantu
yepe3 24 TOOUHU IIiCJIg IPUMOMY OCTaHHbBOI J03U puPaMITiIUHYy, 3HaUEeHHS TIJIOMIi i
KPUBOIO «KOHIIeHTpallid pemnariidigy - yac» (AUC) 3meHmmunocsa Ha 80 % (pe3ynbTat
ingykiii). [Tpu omHOYacHOMY JIiKyBaHHI pudaMIinuHoM i pemariaiHigoM HeoOXigHO
migiépaTy O3y OCTAHHBOTO, IKa Ma€ I'PYHTYBaTUCS Ha JaHUX PETEIbHOTO
MOHITOPUHTY KOHIIEHTpallil TJTIOKO3M B KPOBi V TaKi TEPMiHHN: HAa IOYATKy IIPUNOMY
pudaMIrinuHy (rocTpe iHriOyBaHHS), Yepes KilbKa OHiB IpuiioMy pudaMmoiliuHy
(komOiHOBaHa iHOYKIIiSA Ta iHTiOyBaHHS), MiCAS MIPUNUHEHHS IIPUNOMY puGaMITiIuHY
(TinbKY iHOYKIIiSI) Ta Yepes3 2 THUIXKHI MiCIsa NPUOUHEHHS IpuiioMy pudaMITiinHy, KOIu
mpoyae uoro iHOyKTUBHUYU edekT. He BUKIIOYEHO, IO iHIII iHAYKTOPH, TaKi fK,
Hampukian, GeHiToiH, Kapbama3eTuH, GpeHoOapOiTas, 3Bipobit 3BUYaNHUM, MOXKYTh
MaTH CXOXUul e(PeKT.

BrnnuB KeTOKOHa30J1y (MOTyKHUM KOHKypeHTHuM iHribitop CYP3A4) Ha
(bapMakoOKiHETUKY peTlariiHigy ODOCHiaXXyBaBCsa y 30O0POBUX HOOPOBOBIIIB. [Ipuiiom
KeTOKOHa30Jiy 2 pa3u Ha nob0y no 200 Mr ogHO4YaCcHO 3 pemnariiHigom (ogHOpa3oBa
mo3a 4 Mmr) 30inbITye 3HaUYeHHS IIJIOMII i KPUBOIO «KOHIIEHTpPAIlisd penariaiHigy - 4ac»
(AUC) i Cmax y 1,2 pa3a; npu 1boMy Ipodiab KOHIIEHTPAIIil ITI0OKO3U 3MiHIOETHCS
MEHII HixX Ha 8 %.



CywmicHe 3acTocyBanHs 100 Mr iTpakoHa3sony (inri6itop CYP3A4) Takox
OOCIiAXKyBaIu 3 y4acCTIO 3OPOBUX MOOPOBOIBIIIB. Byso mokasaHo, 1110 IpU LILOMY
3HAYEeHHS IJIOIII ITii KPpUBOIO «KOHIIEHTpallis pemnariidiny - vac» (AUC) 306inbImnocs
B 1,4 pa3a. [cTOTHUX 3MiH PiBHS I'TIOKO3U B KPOBi B 00CTEXKEHUX Bil3Ha4YeHO He OyII0.

[Tpu ogHOYacHOMY 3acTocyBaHHi 250 Mr kimaputrpoMinuny (iHriditop CYP3A4) i
penarmiHiny y 300poBuX HOOPOBOJIbIIIB 3HAYEHH S IIJIOMI il KPUBOIO «KOHIIEHTPAIlis
penarmninigy - 4ac» (AUC) 36ineinyBasnocs y 1,4 pa3a, Cmax -y 1,7 pa3sa. IIpu uibomy
3HAQUEeHHs IJIOLI] ITifT KPUBOI «KOHIIEHTpAaLllid iHCYyJIiHy B CUPOBATIIi KPOBI — Yac»
(AUC) 36inpmunocs y 1,5 pasa (Cmax - y 1,6 pa3da). MexaHi3aMy 11i€l B3a€MOIil TOKHU
He 3’COBaHO.

IocmiaKeHHS 3 y4acTiO 3T0POBUX NOOPOBOJIBIIIB, AKi IpUKMasu penariiHin
(omHOpa3zoBa go3a 0,25 Mr), mokKasasio, 110 MUKJIOCIOPHUH (ITOBTOPHI go3u mo 100 mr),
skuk € iuriditopom CYP3A4 i OATP1B1, y 1,8 pa3sa migBuIllye MakKCuMaJslbHY
KOHIIEHTpaAIlil0 pemnariiHiny Ta y 2,5 pa3a 30inbInye moity nim kpusoio (AUC).
Ockinbku Oe3meka 11iel KombOiHallil He Oyla BCTaHOBJIEHA OJIS PeNarjiHioy y mo3i Buile
0,25 Mr, ogHOYACHOTO IIPUUOMY IIUX IpelaparTiB ciif yHuKaTu. [Ipyu HeoOXimHOCTI
JIiKyBaHHS KOMOiHAaIli€l0 WX IIperapaTiB CIIifl ITPOBOOUTH PETEJIbHUN MOHITOPUHT
PiBHS I'JIFOKO3U B KPOBi, @ TAKOXK KJIIHIYHOT'0 CTaHy XBOPOTO.

OnmHouacHe npu3HaveHHs nedepacupokcy (momipauit inriditop CYP2C8 i CYP3A4) y
mo3ax 3 po3paxyHKy 30 MI/Kr Macu Tijia Ha moOy mpoTsirom 4 OHiB i penarmiHioy
(ogHOpas3oBa mo3a 0,5 MT) y 3m0poBUX JOOPOBOJIBIIIB IIPU3BEJIO A0 ITiABUILIEHHS
TPUBAJIOCTI BIIJIUBY penariiHiny (IOl mifg KpUBOI «KOHIIEHTpallisg - yac» - AUC) y
2,3 paza (90 % moBipuuii inTepsain [2,03—2,63]) i MakcuManbHOl KOHIIeHTpallil (Cmax)
y 1,6 pasa (90 % moBipuwuii iHTepBan [1,42—1,84]), 110 npu3Besio 40 HE3HAYHOIO (aie
CTAaTHUCTUYHO OOCTOBIPHOT0) 3HUIKEHHS PiBHSA TJIIOKO3M y KPOBi. OCKIIBKM B3a€EMO/Iil
IIVX IIpelrapariB Ipu Ao3ax [AJIsa pemnariiHigmy Buile 0,5 M BCTaHOBJIEHO He Oy/10, BApTO
YHUKATH 1X OJHOYACHOT O IIpu3HaveHHsa. [Ipu HeoOXimHOCTI MiKyBaHHS KOMOiHAIIi€I0
LIMX IIpelaparTiB CIif IPOBOAUTU PETEIbHUY MOHITOPUHT PiBHS I'IFOKO3U B KPOBI, a
TAaKOXK KJIIHIYHOTO CTaHy XBOPOTO (AuB. po3Ain «OCcoOIUBOCTI 3aCTOCYBaHHS»).

OnmHouacHe 3acTtocyBaHHs iHTi6iTopy CYP2C8 Kmomigorpento (mo3a HacudeHHs 300
MT) 30iNbIINII0 3HAYEHHS IIJIOIII ITil KPUBOIO «KOHIIEHTPAllisl pemnariiHimy — dac»
(AUCO-») y 5,1 pa3a, a TpOOoOBKEHHS 3aCTOCyBaHHs (moOoBa mo3a 75 Mr) 30iIbIINUIIO
3Ha4YeHHs MJIOLIi ITil KPUBOIO «KOHIEHTpalia penariiHigy — 4ac» (AUCO-«») y 3,9
pa3a. CrocTepiranocs He3HaYHe CTaTUCTUYHO 3Hayyllle 3HUKEHHS PiBHS T'TIOKO3U B
KPOBIi. SIKIO pemnariiHif i KjIomigorpenbs 3aCTOCOBYBAaTH OQHOYACHO, HEOOXimHUH!
peTenbHUN MOHITOPUHT KJIIHIYHOTO CTaHy XBOPOTO Ta MOHITOPUHT PiBHA I'JIFOKO3U B
KpoBi (guB. po3min «OcoOIUBOCTI 3aCTOCYBaAHHS»).

b-agpeHo670KaTOPH MOXKYTh MacKyBaTHd CUMIITOMMU TillOTJIiKeMil.



OpmHouYacHUM MPUIOM TUMETUOUHY, Hibeauniny, ectporeny abo cuMBacTaTUHY
(cyoctpaTtu CYP3A4) 3 penarmiHigoM iCTOTHO He BIIJIMBA€ Ha 3HAYEHHS ITOKA3HUKIB
noro GpapMakKOKiHETHKHU.

IocmimkeHHs B3aEMO/il TiKapChKUX IIpenapariB, gKi Oyau nIpoBedeHi 3 y4acTio
3M0pOBUX OJOOPOBOBIIIB, TOKA3aIu, III0 PelariiHig KiIiHiYHO 3Hayyllle He BIJIMBa€E Ha
(apmakoKiHETUKY OUTOKCUHY, TeodiniHy Ta BapdapuHy. ToMy IIpu 3aCTOCYBaHHI IIUX
3aco0iB 0O4HOYACHO 3 pemarjiHifoM He NOTPi6HO IPOBOOUTH IIigO0OPY HO3H.

IIpenapamu, u,o0 Mmoxcyms nocaabareamu 2inozaikeMiuHull epekm penaznitHioy.

[TepopanbHi KOHTpalenTuBY, pudaMItiniui, 6apbiTypaTtu, KapbaMaselriH, Tia3uau,
KOPTUKOCTEPOIAM, MaHa30JI, TUPEOIIHI TOPMOHU i cuMIlaTOMiMeTUKu. [Ipu
nmpu3HadYeHHi abo BiAMiHI IIMX IpenaparTiB y XBOPHUX, SIKi IPUUMalOTh pelariiHif,
HeoOXimHO peTenbHO KOHTPOJIIOBATU 3MiHM piBHA riikeMii. [Tig wac npuitomy
pernariiHimy pasoM 3 iHIIUMU JIiKapCbKUMHU 3aco0aMH, sIKi sIK i penarmiHig B
OCHOBHOMY BUMINAIOTHCS 3 KOBYI0, OyOb-sIKi MOXKJ/IUBi B3a€EMOJil MOBUHHI OyTH
PO3IJIAHYTI.

Iimu

Kopuux gocninKeHb B3a€EMOZII TiKapCchKuX 3ac00iB 3a y4acTio AiTel Ta MiJIiTKiB He
IIPOBOIUJIN.

Oco006/1MBOCTi 3aCTOCYBaHHS

Pemnarminin ciig npu3HayaTH y pas3l He3aO0BJIBHOIO KOHTPOJIIO 3a PIBHEM I'JIIOKO3U Y
KPOBI IIIJITXOM OOTPUMAaHHSA Oi€TH, (i3MYHUX HaBaHTaXKeHb i 3HMKEHHS MacH Tija.

AKI10 XBOPHUH, Yy IKOT0 3a JOIIOMOTOI0 IIepopalbHUX IIYKPO3HUKYBaJIbHUX IIpellapaTiB
OOCATHYTO CTabiIbHOTO KOHTPOJIIO 3a TJIiKeMi€lo, MiagmaeThCs CTpecy (rapsyka,
TpaBMa, iH}eKIIiliHi 3axBopioBaHHSA ab0 onepaTHUBHI BTPY4YaHHS), TO B HbOT'O MOXKJTHBIi
MMOPYILEHHS IIbOTO KOHTPOJIIO. Y TaKUX BUIIagKaxX MOXKe BUHUKHYTH HeOOXigHICTb
NPUIIMHUTU IPUKUOM pPeIariiHify i TUM4YacoBO IIepeUTH Ha BBEOEHHS 1HCYJIiHY.

I'inoenikemis

Pemarminig, momi6HO mo iHIIUX CTUMYJISITOPIB CeKpellil iHCyTiHy, MOXKe CIIPUYUHUTHU
PO3BUTOK TillOTJTiKeMil.

Komb6iHauis 3 cekpemazoz2amu iHCYaAiHY

Y GaraThox XBopuX 3i 30iMbIIEHHSAM TPUBAJIOCTI IPUHMOMY IEPOPaTbHUX
IIYKPO3HMKYyBaJIbHUX ITpellapaTiB 3MEHIIYEThCS 1XHiN rinornikeMidauii epekr. Lle
MOzKe OyTHU TOB’si3aHe 3 ITPOTPECYBaHHSIM TSKKOCTI IIyKpoBoTo fmiabety abo 3i



3HUKEHHSIM peakllil opraHiaMy Ha npenapart. Lleii peHOMeH Ha3UuBa€THCS BTOPUHHOIO
HEeOOCTaTHICTIO, 11 CJIif BiApi3HATHU Bif MEePBUHHOI HEOOCTATHOCTI, IIPH SKiil XBOPUH HE
pearye Ha IIpernapar, IpunHATUY BOepiie. [lepin HiK TOCTaBUTHU OiarHO3 BTOPUHHOIL
HeIOOCTaTHOCTi, HeoOXimHO cripoOyBaTH 3MIiHUTHU 03y, @ TAKOXK IIepeBipuTu
PEeTebHICTh JOTPUMYBaHHSA XBOPUM PEKOMEHOALliN IIOA0 PeXXUMYy Xap4YyBaHHS Ta
(iznyHUX HaBaHTaXEHb.

Penarnining mie yepe3 meBHY OiISHKY 3B'I3yBaHHSA 3 KOPOTKHUM BILJIMBOM Ha b-KIiTHUHU.
3acTocyBaHHS peIlariaiHigy B pa3i BTOPHHHOL HEJOCTaTHi [0 CEKpeTaroriB iHCYJIiHy, He
OOCIIiIXXKyBalld B KIiHIYHUX BUMTPOOYBaHHSIX.

BunpoOyBaHHS, y IKUX AOCJigXKyBanacsa 0 #oro koMm0OiHallis 3 iHIIMMU ceKpeTaroraMu
IHCYIIIHY He IIPOBOOUIIUCE.

KombiHOBaHe IiKyBaHHS 3 HEHTPaJIbHUM npoTaMinoM XaregopHa (HITX-iHcymiHOM)

a00 TiazomiguHOioOHaMMU.

Bynu npoBemeHi mocmimkKeHHs 11000 KoMmbiHoBaHOro JrikyBaHHS 3 HITX-iHCcysiHoM abo
TiazoniguHOioHaMu. IIpoTe HeoOXiHa OIliHKA CITiBBIiHHOIIEHHS PU3UK/KOPUCTD IIIOO0
iHIIKMX BUOIiB KOMOiHOBAHOTO JTiIKyBaHHS.

KoMbiHoBaHe JIiKyBaHHS 3 METHOPMiHOM.

[Tpu KoMbGiHOBaHOMY JTiKyBaHHi 3 MeT(POPMiHOM PU3UK BUHUKHEHHS TillOTJIiKeMil
MiOBUIYETHCA.

I'ocTpuii KOPOHAPHUN CUHIOPOM.

JIikyBaHHS peIariiHimoM Moxke OyTH acolliioBaHe 3 MiABUIIEHUM PU3UKOM PO3BUTKY
TOCTPOro KOPOHApPHOTO CUHAPOMY (HampuKiaz iHpapKTy MioKapaa), DUBIThCS PO3Tinu
«ITo6iuHi peakii», «®PapMaKogMHaMi4Hi BTaCTUBOCTi».

KombiHOBaHe IiKyBaHHS

[MamieHTaM, sIKi OTPUMYIOTH ITpeIapaTH, 110 BIIMBAIOTh Ha MeTabo/Ii3M pemnariiHigy,
JIiKapChbKUM 3acib ciifg 3acTocoByBaTU 3 00epexkHicTI0O abo He mpuiiMaTH B3araji (OuB.
po3min «B3aemopis 3 iHIIMMH JTIKAPCHKUMU 3aco0aMU Ta iHIIN BUOM B3a€EMOMiN»).
Axio koMOiHOBaHe JTiKyBaHHS HeOoOXifHe, CJIi IPOBOOUTY PETEIbHUU MOHITOPUHT
PiBHS I'JIFOKO3U B KPOBi, @ TAKOXK KJIIHIYHOT0 CTaHy XBOPOTO.

Ocob.usi 2pynu Xx8opux

ITauieHmu aimHbo20 8iKYy. KIiHIYHUX OOCIIIOXKEHb 3 Y4aCTIO MMallieHTiB BIKOM Bif 75
POKiB He IIPOBOOUIIN.



Hupkoea HeOocmamtuicmb. HUpKOBa HEIOCTATHICTh He BIJIMBA€E Ha penariiHia. 8 %
0O3U perariiHify BUBOOUTHCSI HUPKaMHU 1 3arajibHUU KJIIPEHC pelariiHifgy Ipu
HUPKOBIiM HEIOCTATHOCTI 3HUXKYEThCA. OCKiNTbKM Y XBOPUX Ha IIYKPOBUH miaber,
YCKJIafHEHUM HUPKOBOIO HEAOCTATHICTIO, YYTIUBICTh OO0 iHCYJIiHY HMiABUIIYETHCH,
HeOoOXigHO mOTpuMyBaTUCSI 00epeKHOCTI ITpH Migdopi 4o3u mpernapary.

ITewiHkosa HeOocmamHicme. KimiHiYHUX OOCHIAKEeHb 3a y49acCTIO Malli€EHTIB 3
IIEe4YiHKOBOIO HEOOCTaTHICTIO HEe IIPOBOLUIIU.

OcanabaeHi i aucHasceHi xeopi. ITinbip MoYaTKOBOI i MiATPUMYIOUYUX D03, a TAKOXK
TUTPYBAHHS OpelapaTry oClabIeHUM i BUCHAXKEHUM XBOPHUM CJIifl ITPOBOIUTHA 0COOJIMBO
peTenbHO, 1100 3amobirT¥ PO3BUTKY TiMOTTiKeMil.

Xeopi, AKI npuumaroms iHWIi NepopaavHi 2ino2aiKkeMi3yroui npenapamu

XBOpUX MOXKHa 0apa3y IepeBeCTU 3 IHIIMUX IepopaJbHUX [IYKPO3HUIKYBAJIbHUX
IperaparTiB Ha IpUioM penariaiHiny. OgHaK TOYHOTI'O CIIIBBIIHOIIEHHS MiX J03aMU
penariiHigy Ta iHIIKWX IepopajbHUX LYKPO3HUXKYBaJIbHUX IIperapaTiB He
BCTaAHOBJIEHO. MaKkcuMasibHa peKOMeHJOBaHa Mo4YaTKOBa O03a /I XBOPUX, SKUX
IepeBOOsaTh Ha IPUKWOM pelariaiHify, CTaHOBUTHL 1 MTI Iiepel OCHOBHUMU IIPUHMOMaMU
1Ki.

AKI110 piBeHBb I'TIOKO3U B KPOBi HEIOCTAaTHBO €e(DEKTUBHO KOHTPOJIIOETHCS IPUUOMOM
MeT(OpPMiHy, Tia30IiAWHAIOHIB, IO HHOTO MOXKHA OOOaTH pelariiHia. Y nboMy BUIIagKy
no3y MeThOPMIiHY CIif 3aMUIIUTHY 60e3 3MiHU i OMHOYACHO ITPU3HAYNUTY penariiHim.
CrapToBa fmo3a penariidiny ctaHoBuTh 0,5 Mr. TUTpyBaHHS OO3U IIPOBOOUTU
BiITIOBiOHO OO KOHIIEHTPAIlil TJIIOKO31 B KPOBI.

3maTHiCTh BIUIMBATH HA IIBHIKICTH peakilili mIpu KepyBaHHI aBTOTPAaHCIIOPTOM
a00 iHImMUMHU MexaHiZMaMHu

HoBoHopM® He Ma€e 6e3mocepenHbOTr0 BIJIMBY Ha IIBUIKICTh peakliil Ipu KepyBaHHI
aBTOTPaHCIIOPTOM abo iHIMMMHK MeXaHi3MaMHu, ajie MOXKe ITPU3BEeCTH A0 Timoriaikemil.

XBOPHUM CJIiZl paguTH BXKUBATHU MIONEPEAXKYBaTbHUX 3aX0/diB IJis 3amo0iranus
rirmornikeMii mmig yac KepyBaHHS TPaHCIIOPTHUMHU 3acobamMu. Lle 0co6IMBO BazKJIUBO
OJis TUX, Y KOT0 ocinableHi CUMIITOMU-IIPOBICHUKY TimoriikeMii, abo TUX, y KOTO 4acTO
BHHHMKAIOTh €ITi300M TimoriikeMil. Y ux yMmoBax CIiJ OL[iHUTHY AOLINbHICTh KEPYBAHHSA
TPAHCIOPTHUMHU 3acoOaMu B3ararlli.

3acTocyBaHHsA y nepioa BariTHoCTi a00 rogmyBaHHsI IPyIaio



BazimHicmb. [JocnigXKeHb 11080 3aCTOCYBaHHS pellariHify BariTHUM He

IIPOBOOMIJIOCS. 3aCTOCYBaHHS pemnariiHigy CiIif yHUKaTH y IIepiof BariTHOCTI.

I'ooysaHHs 2py00r0. JlocniagzKeHb OO0 3aCTOCYBaHHS pelariiHigy XKiHKaM, SKi

TOOyIOTh TPYAAI0, He ITpoBOoOuIu. PemariiiHig He CIif 3aCTOCOBYBaTH XKiHKaM, Kl
TOAYIOTH TPYOOIO.

®epmuavbHicmb. [HQopMaliisa 1040 OOCTiAKEHb PENPOOYKTUBHOI TOKCUYHOCTI Ha

TBapHUHaX HaBefeHa y po3hini «JlaHi 3 goKniHigYHOI 6e3MmeKun».
Cmocid 3acTocyBaHHsSI Ta I03H

Ho3u

Pemarminig mpuitMaloTh BHYTPIIIHBO MTepeq KOXKHUM OCHOBHUM IIPUMOMOM iXKi (TOOTO
IIpemnpaHaiagbHO), IPHU IIBOMY CIIif iHAMBigyanbHO IMigdupaTu mo3y, 00 ONITUMi3yBaTH
KOHTPOJIb 3a I'JlikeMiero. KpiM caMOKOHTPOJTIO ITAlliEHTOM PiBHS T'JIIOKO3U B KPOBIi i/abo
cedi, nmikap mmepiogu4YHO Ma€ IMIPOBOOUTH MOHITOPUHT KOHIIEHTPAllil I'/TIOKO3U B KPOBi
XBOPHUX OJIS TOTO, 1100 BU3HAYUTHU MiHiManbHy e(eKTUBHY OO3y IIpenapary. PiBeHb
TJIiKO3U/IbOBAHOTO TeMOTJI00iHY TaKOXK € iH(hoOpMaTUBHUM MOKA3HUKOM IIPHU
MOHITOPHUHTY peakilil XBOPOro Ha JIikyBaHHSA. [IpoBejeHHS ITEePiOAUYHOT0 MOHITOPUHTY
HeoOXximHe [/1s1 BUSIBIIEHHS HeaJeKBaTHOT O 3HMKEHHS KOHIIeHTpallil TII0KO3U B KPOBi
ITPY 3aCTOCYBaHHI MaKCHUMaJIbHOI peKOMeHI0BaHOl 03U (TOOTO IIEPBUHHOI
HEeOOCTaTHOCTI), a TAaKOXK AJIs BUSBIEHHS BiACYTHOCTI BiAIIOBIiZHOTO 3HUKEHHS PiBHA
TJIIOKO3M B KPOBI micyist epeKTUBHOTO MOYaTKOBOTO IIepioAy niKyBaHHS (TOOTO
BTOPHMHHOI HEJIOCTATHOCTI).

[TamieHTaM 3 IIyKpPOBUM fAiabeToMm 2 TUMY, AKi 3a3BUYai moOpe KOHTPOJIIOTh PiBEHD
TJIFOKO3U 3a OOIIOMOIOI0 OIETH, ajle B SKUX BiAMiYa€eThCA TUMYacoBa BTpaTa KOHTPOJIIO
3a riuikeMiero, Moxke OyTHU DOCTATHIM IIPOBEeIEeHHS KOPOTKOTO KypCy Teparil
pernariiHigoM.

ITouamkosa 0o3a

[TigGip mo3 mpemapaTy 3[OiMCHIOE JIiKap BiHMOBIOZHO M0 peaxiiii XBOPOTO.
PekomeHpoBaHa moyaTKoBa go3a cTaHoBUTH 0,5 mr. ITigbip mo3u nmoymHatu yepes 1—2
THU2KHI IPHU IIbOMY OPi€EHTYIOTHCS Ha PiBeHb I'IIOKO3HU B KPOBI, SIK Ha MOKa3HUK peakiiil
Ha JIiKyBaHHS). AKIII0 XBOPOTO IEePEeBOAATh Ha penariiHif 3 iHIIIOTr0 IepopaIbHOr0
IIYKPO3HUKYBaJIbHOT0 3ac00y, TO peKOMeH0BaHa [10YaTKOBa A03a CTaHOBUTH 1 MT.

ITiompumyroua mepanis

MakcuMalibHa PeKOMeHOOBaHa OJJHOKpATHA [J03a Ieped OCHOBHUMHU IIPUHOMaMHU iXKi
CcTaHOBUTH 4 Mr. MakcuMasibHa qoOOBa M03a He Ma€ MepeBullyBaTu 16 Mr.



Cnocib 3acTOCyBaHHSA

IIpemapart ciig npuiMaTyd BCEPEeOUHY 3a3BU4Yau 3a 15 XBUJIMH [0 II0YaTKy IPUUOMY
1Xi, MpoTe Yac mpuiioMy MoxKe BapitoBaTu Bim 6e3mocepenHbo mnepeq igowo go 30
XBUJIMH [0 IPUMOMY 1XKi (TOOTO mperpaHaianabHO IIPYU ABO-, TPU- i YOTUPUPA30BOMY
XapuyyBaHHi). AKIII0 XBOPUH ITPOITyCTUB NPUMOM 1XKi (a60 MaB HOOaTKOBUU IPUKMOM
ixi), BiH MOBHHEH BiAIOBigHO mmponycTuTu (a00 mopaTH) MPUHOM OO3U mperapary.

itk

PenarsiHig He peKOMEHOY€ETHCSA 3aCTOCOBYBATHU OiTAM (BikoM A0 18 poOKiB) y 3B’I3KY 3
HEeIOOCTaTHICTIO HaHuX IIpo 0e31meKy Ta ePeKTUBHICTh 3aCTOCYyBaHHA IIpenapary il
I'PyIIi XBOpUX.

Ilepeno3yBaHHsA

[IpoTssroM 6 TUXKHIB penariiHifi 3aCTOCOBYBaJId Y HapOCTalUUX MIOTUXKHS O03aX Bifg 4
mo 20 Mr yoTupu pa3u Ha mo0y. Hisskux 3acTepexkeHb 3 0e31eKu He 0yJio
3apeecTpoBaHO. OCKINIbKY Yy LIbOMY OOCJIIIAXKEeHHI MOXKJIUBOCTI BUHUKHEHHS
rinmornikemii 3amo6iranu 3aBOsSKY ITiOBUINEHIM KaJTOPiMHOCTI 1XKi, BiMHOCHE
mepemo3yBaHHSA MOTJIO IIPU3BECTU [0 BUPAXKEHOT0 3HUKEHHS KOHIIeHTpallil TJII0KO3U
B KPOBi Ta PO3BUTKY CUMIITOMIB TilorjrikeMil (3amaMOpo4YeHHs, MiTIUBICTh, TPEMOP,
rojioBHuM 0inb). IIpy BUHMKHEHHI TaKUX CUMIITOMIB CJIil BXKMTH afeKBaTHUX 3aXO/iB,
CIIPSIMOBAHUX Ha HOpMaJli3allito piBHS I'JIFOKO3U B KPOBi (IpuKioM ByrieBofis). [Ilpu
OifTbII TSXKKIiM TimorimikeMii, 1110 CYTPOBOAXKYETHCSA CyoOMaMM, BTPATO0 cBimoMocTi abo
KOMATO3HUM CTaHOM, HeOOXiqHO BBECTHU I'IFOKO3Y BHYTPIITHLOBEHHO.

IToGiuni peakii

ITaHi 3 6be3neku

Hattuacrimie cnocrepiraioTbcst 1mobiuHi edekTH, moB’s13aHi 31 3MiHaMu piBHS I'/TIOKO3U B
KPOBIi, HallpUKJIaf rinoriaikeMisa. YacToTa BUHHUKHEHHS TaKUX pPeakllii 3aJIeKUTh Bif
iHOMBimyaTbHUX 0COOJIMBOCTEM XBOPOT0: 3BUYKHU Yy XapuyBaHHi, [O3U ITpeIaparTy, PiBHI
(pizmyHUX HaBaHTaXKeHb 1 CTPecy.

ITepeaik HebadcaHux peakuiil

Crvparo4ducCh Ha OOCBi[ 3aCTOCYBaHHS peIlariiHify Ta iHIINX HYKPO3HUXKYBaJIbHUX
IpenapariB, MOXKHa BUOINMUTU Taki mobiuHi epekTH, siKi BUHMKAOTh: YacTo (=1/100 mo
<1/10); sHeuyacTto (=1/1000 go <1/100); pigko (=1/10000 mo <1/1000), npyxKe pigKo
(<1/10000); yacToTa BUHUKHEHHS He BU3Ha4YeHa (3a HassBHUMH OAaHUMHU, JaTHU OLIIHKY
HEMOXKJINBO).



3 60Ky iMyHHOI cucTeMu

I[lyXe pigKo: ajlepriuyHi peakiiil.*

3 60Ky 06MiHY pedo8uH

YacrTo: rinoriaikemis.

YacToTa He BU3HaYeHa: IinorjikeMisa i3 BTpaTOo CBIJOMOCTI Ta rinorjiikeMiyHa KoMa.
3 60Ky opaaHis 30py

[yXe pigko: mopyIieHHs pedpakirii.*
KapoiosackyaapHi po3aadu

Pinko: cepueBo-CyouHHI 3aXBOPIOBAHHS.
3 60Ky WAYHKOBO-KUWKOB020 MpPaAKmy
YacTo: Oinb y XKUBOTI, miapes.

Ily>ke pigko: 671I0BaHHS, 3aIop.
YacTtoTa He BU3Ha4Y€eHa: HygoTa.

3 boky eenamobiaiapHoi cucmemu

Iyxe pigko: mopyiieHHsa QYHKIII Ne4YiHKY, TiABUIIIEHHS PiBHSA MEeYiHKOBUX
dbepmenTiB.*

3 60Ky wkKipu i niOWKIpHOI KAIMKOBUHU

YacToTa He BU3HAUEHa: peakliil rinep4yyTaInBOCTi.*
*[IuB. po3min «Onuc oKpeMux ModiYHUX peakKIlii».
Onuc okpemux nobiyHuUX peakuiil

AsepeiuHi peakujii.

leHepani3oBaHi peaxliil rinep4YyTINUBOCTI (Hanpukiazn aHadinakTU4HI peakiiil) abo
iMyHHI peaxiiil, Taki SK BaCKYyJIiTH.

[MopymienHs pedpaxiiil.

KonuBaHHA piBHS I'JIIOKO3U B KPOBI MOXK€e IIPU3BECTU OO TUMYACOBHUX IIOPYIIEHD
TOCTPOTHU 30PYy, 0COOIUBO Ha MMOYaTKY JIiKyBaHHA. [Ipo Taki mopyIllieHHs
MIOBiAOMIISIJIOCH JIMILIE B Ay2K€ HEBEJIMKIiM KiJIbKOCTI ITiCJIs ITOYaTKY JIIKyBaHHSA



penarmidimoM. B knmiHiuHUX mocnimXkeHHSX He 0yI0 3apeeCcTpoBaHo, 1100 IIi BUMTagKu
IIPUBOOUIIN OO NIPUINMHEHHS JIIKyBaHHSAM pernariliHigoM.

[TopymeHHs QYHKIII IeYiHKY, HiOBUIEHHS PiBHS Me4YiHKOBUX (PEPMEHTIB.

[Tpu nmikyBaHHI penariiHigoM OyJiy Bim3HadeHi TOOOAUHOKI BUTIAAKU MiIBUIIIEHHS PiBHSA
MMe4iHKOBUX (pepMeHTIB. Y OilbIIOCTI BUNAAKiB BOHO OyJI0 IOMIipHUM i KOPOTKOYaCHUM,
i my>kKe MaJjio XBOpux OyJiu 3MYIIIeHi IPUIUMHUATY JIiKyBaHHS IIpenapaToM yepes
MiABUIIIEHHS PiBHA NEe4YiHKOBUX (PepMeHTIB. TSIKKi MOpyIIeHHS (QYHKIII HeYiHKU
CIIOCTepirajaucs oyxe pigko.

Peax1iil rinep4yTiIuBOCTi.

Peaxk1iig rinep4yyT/JIMBOCTI L0 IperapaTy MOXe [IPOSIBIATUCA Y BUTJIAOL [IOYEPBOHIHHS,
cBepOeXKy, BUCUTIAaHHS i KPOIIMB' IHKU. Y 3B’5I3KYy 3 Pi3HOIO XiMiUHOIO CTPYKTYPOIO HE
MOZKHa IIio3pBaTU MOXKJIUBY IepeXpPeCHY aJjiepriyHy peakliiio 3 IIpeliapaTaMu
Cyb(hOHITICEYOBUHHU.

TepMiH npHIaTHOCTI

5 POKIiB.

He npuiimaTu npenapart Iicis 3aKiHYeHHs TePMiHy IPpUOATHOCTI, 3a3HA4YEHOT' 0 Ha
YIIaKOBIIi.

VYMmoBHu 30epiranHs

30epiraTty B OpuTriHanbHil yIIaKOBIIi ITpu TeMIepaTypi He Buiile 25 °C.

36epiratu B HEOOCTYIHOMY OJIsS OiTeM MicCIIi.
YnakosBka

ITo 15 TabneTok y OsicTepi 3 amoMiHieBol ¢ponbru 3 060X CTOPiH; Mo 2 OimicTepa y
KapTOHHIN IayIli.

Kareropis Bignmycky
3a peLienTomM.
BupoOHUK

A/T HoBo Hopgick, [aniss/Novo Nordisk A/S, Denmark.



Micie3Haxo/dKeHHsI BHPOOHHKA Ta HOro aJgpeca MiCIisi IPpoBaaXKeHHSI
IisTIBHOCTI

Hoso Anne, barceaepn, 2880, [laHis.
[Ixepeso iHCTPYKIIil

[HCTPYKIIiio JTiKapChKOro 3aco0y B3siTO 3 oQilliiiHOTO mkepesa — [lepKaBHOTO PEECTPY

JIiKapCchKUX 3aco0iB YKpaiHu.
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