Ckian

Oitoua pevosuHa: glimepiride;

1 TabreTka MiCTUTBD TIiMenipuay MiKpoHi3oBaHoro 2 Mr abo 3 Mr, abo 4 MT B
nepepaxyBaHHi Ha 100 % pedoBuHY;

OONOMIJHICHI peYOBUHU:

TableTKa o 2 Mr: JlJakTo3u MoHorigpat (200), nemiono3a Mikpokpucrtaniyda 101,
HaTPilo KPpOXManbraikomasaT (Tun A), moBigoH (25), 3anida okcupg xkoBTui (E 172),
ingurokapmid (E 132), maruiro cteapar;

TabneTKa no 3 Mr: 1akto3u MoHorigpat (200), memtono3a MikpokpucTamiuada 101,
HaTpilo KpoXManbrmikoaaT (Tun A), moBigoH (25), 3anida okcup xkoBtuu (E 172),
MarHil cTeapar;

TabseTKa o 4 Mr: 1akTo3u MoHorigpart (200), mentono3a Mikpokpucrtasiuda 101,
HaTPilo KpoXManbraikomasaT (Tun A), moBimoH (25), imgurokapMmin (E 132), marHiio
cTeapar.

JIikapcbKa ¢dpopMma

Tabnetkwn.
OCHOBHI (pi3uKOo-xiMIiUHI 81CMUBOCMI:

TabJIeTKHU 110 2 MT: TablIeTKu Bif 6/1if0-3€1€HOT0 0 3eJIEHOT0 KOJIbOPY KPYTJiiol hopMu
3 IIJIOCKOIO TTOBEPXHEIO 3i CKOIEeHUMHU KpasiMu i puckoro. Ha rmoBepxHi TabmeTok

OOIIYCKA€TLCA HasIBHICTD BKPaAIIJIEHB;

TabneTKu 1o 3 Mr: TabIeTKU Bif 6/1i0-2KOBTOTO A0 KOBTOT'O KOIBOPY KPYTrioi dopmu 3

IIJIOCKOIO TTIOBEPXHEIO 3i CKOIIeHUMH KpasiMu i puckoio. Ha moBepxHi Tab1eToK
OOIIYCKa€EThCA HAsIBHICTh BKpAaIlJIEHb;

TabsieTKu 110 4 Mr: TabneTKu Bif 651ig0-0/1TaKUTHOTO A0 6JIaKUTHOTO KOMbOPY KPYTI01

(opMU 3 IIIOCKOI0 TOBEPXHEIO 3i CKOIIEHMMM KpasiMu i puckoio. Ha moBepxHi
TabIeTOK ONYCKAETHCS HAasABHICTh BKPAIJIEHD.

®apMaKoTepalneBTUYHA Ipylna

lNnmornikemiyHi 3acobu, 3a BUHSITKOM iHCYiHIB. CynbpoHaMigu, MOXioHI CEYOBUHMU.
Kog ATX A10B B12.



®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmaKkoduHamika.

['mimenipup - ne rinorjikeMiyHa pedOBUHAa, aKTUBHA IIPU IIepOpaibHOMY IPUUMaHHI,
SIKa HaJeXHUTh [0 TPYNHU CyIb(oHiIceuoBrHU. Foro MoXHa 3aCTOCOBYBaTH IPU
1yKpoBoMy miabeTi II Tumy.

['miMernipup mi€ mepeBaXHO IIJITXOM CTUMYJIALil BUBIIbHEHHS iHCYIiHY 3 OeTa-KJIiTuH
HigIIIyHKOBOL 3a/103M1.

Ak i mopo iHImMX npenapariB CyIb(POHITICEHOBUHYU, TaKUM e(PEeKT I'PYHTYETHCA Ha
MigBHUILIEHH]I YyTJINBOCTI KIITHH ITiAIIIYHKOBOI 3a/103U A0 (i3i0oM0oTrivHOl CTUMY ALl
IJII0K03010. KpiM 11b0T0, TIiMenipu YUHUTh BUPaXKeHy Io3alaHKpeaTUdyHY Oito, siKa
TAKOXK XapaKTepHa i AJis iHIIUX npemnaparTiB CyJIb(POHIJICEYOBUHHU.

BusinvHeHHs iHcyaiHy. [IpenapaTy Cynb(OHIICEYOBUHU PETYIIOIOTh CEKPELIiio
IHCYIIiIHY IUTAXOM 3aKpUTTS AT®-3a1€2KHOTr0 KaJlieBOro KaHaly, pO3TalllOBaHOT O y
MeMOpaHi 6eTa-KIIITUHU MiONITYHKOBOI 3a/103U. 3aKPUTTS KaJlieBOTO KaHally
CIIPUYMHSIE OeNoasIpu3allito 0eTa-KIITUHHY i IIJIIXOM BiTKPUTTS KaJblliEBUX KaHaJIiB
MMPU3BOOUTH OO 30i/IbIIEeHHS IMIPUTOKY Kalbllilo B KJIiTUHY, 1110, 3i CBOT0 OOKY,
IIPU3BOOUTH OO BUBUIPHEHHS 1HCYJIIHY LIJITXOM €K30LIUTO3Y.

'miMmenipup i3 BUCOKOIO IIBUAKICTIO 3aMillleHHS 3B’A3y€eThCs 3 6iTkoM MeMOpaHu OeTa-
KJIITUH, IOB’'a3aHuUM 3 ATO-3a/1e2KHUM KaJlileBUM KaHaJjloM, OOHAK PO3TalllyBaHHS WOr0
MicIis 3B’sI3yBaHHS BiIPi3HAETHCSA Biff 3BUYaHOI'O MiCIIs 3B’13yBaHHs IIperaparTiB
Cyb(pOHITICEYOBUHMU.

ITozanaHkpeamuuyHa akmueHicmyb. [10 mo3anaHKpeaTU4YHUX e(PEeKTiB HalexkKaThb,
HaIMpUKJaf, ITOKpallleHHS YyTJIMBOCTI TepuepuyHruX TKaHUH [0 iHCYJIiHy Ta
3MeHIIIeHHS yTUIi3alil iHCyJliHy Ne4iHKOIO.

YTunisanuis riroko3u KpoBi nepudepuyHUMU TKaHMHaMU (M’ sI30BOI0 Ta XKMPOBOIO)
BimOyBa€eThCS 3@ JOIOMOT 00 CHeIliaIbHUX TPAHCIIOPTHUX OiNIKiB, po3TalllOBaHUX Yy
KJIiTUHHIN MeMOpaHi. TpaHCIIOPTYBaHHS T'JIIOKO3U B I1Ii TKAHUHU 0OMeKeHe IITBUIKICTIO
eTarry yTuiaidallil rimoko3u. ['miMenipug oyKe mIBUAKO 30ibIITy€E KiTbKiCTh aKTUBHUX
MOJIEKYJI, IKi TPAHCHOPTYIOTh I'JIIOKO3Y, Ha IJIa3MaTUYHUX MeMOpaHax KIiTUH
M’SI30BOI1 i ZKMPOBO1 TKAHUHH, 1110 IPU3BOAUTH OO0 CTUMYJISAIil 3aX0NIeHHS TTTIOKO3MU.

I'nmimenipup 36inbIllye aKTUBHICTS I'NTiko3undochaTuaunino3uToncuenudivHol
docdomninazu C, 3 IKOI0 B i307IbOBAHUX M’SI30BHUX Ta XKUPOBUX KIIITUHAX MOXKE
KOpPEeJIIBaTy CIIPUYWHEHNY ITperapaToM JIIIIOTeHe3 Ta IJIiIKOTeHe3.



['mimenipupg MpUrHiyy€e MPOOyKyBaHHSA I'JIIOKO3U B MEYiHII HIISIXOM 30i/IbIIeHH
BHYTPINTHbOKIIITUHHUX KOHIIeHTpalliii GpyKT030-2,6-0idbocdaTy, sikuii, 3i cBOoro 60Ky,
IIPUTHIYYE I'IIKOTE€HOTEeHe3.

3azanvHi xapakmepucmuku. [ 3mOopoBUX NOOPOBOJILITIB MiHiMalbHa e(heKTUBHA
Iepopa’sbHa 0o3a CTaHOBUTH npubnau3Ho 0,6 Mr. Bnnus riaiMenipuny € 4o3o3aiekHUM
i BimTBOptoBaHuM. ®izionoriyHa peakilisi Ha roctpi GpisnyHi HaBaHTaXKeHHS, TOOTO
3MeHIIIeHHS CeKpellii iHcyiHy, B yMOBax mil riiMemnipuny 30epiraeTbes.

He Oymo BusIBJIEHO OHOCTOBipHOI pidHUII vy Oil raiMenipuny mpu nmpuioMi rmpemapary 3a
30 XBUIMH OO BXKUBaHHS 12ki abo Oe3mocepeqHbO epeln BXKUBAHHAM 1Ki. Y IallieHTiB 3
IIYKPOBUM HiabeToM HaleXHUU MeTabOoIiYHUY KOHTPOJIb BIPOAOBXK 24 TOOUH
3abe3mevyyBaBCs ITPU 3aCTOCyBaHHI npenapaTty 1 pa3 Ha mo0y.

Xoya rigpoKCcuIboBaHUM MeTabOoJIiT BUK/TMKA€E He3HAUYHe, ajle JOCTOBipHEe 3HUXKEeHHS
PiBHS T'JIIOKO3M KPOBi y 300POBUX MOOPOBOJIBIIIB, I JIUIlle He3HaYHa CKJIagoBa
3arajpHOI Oil Ipemapary.

3acmocysaHHA y KoMbOiHauii 3 mem@popmiHom. ByJio TpoaeMoHCTPOBAaHO MOKpAIlleHHS
MeTabOoIiYHOTO0 KOHTPOJIIO IPY CYIIYyTHIN Teparil rIiMeIipuaoM IOPiBHSIHO 3
MOHOTepaIlrieo MeThOPMiHOM y Halli€eHTiB, IIyKPOBUY AiabeT y AKUX HAJEXKHUM YUHOM
He KOHTPOIIOETHCS IIPY 3aCTOCYyBaHHI MaKCHMaIbHUX 003 MeT(GOPMIiHY.

3acmocysaHHA y KoMmbiHauii 3 iHcyaiHOM. [1aHi IITO10 3aCTOCYBaHHS Iperapary y
KoMOiHarilii 3 iHcy/niHOM oOMexkeHi. Y mallieHTiB, yKpoBUH AiabeT y SKUX HaJIe?KHUM
YMHOM He KOHTPOJIIOETHCS IIPU 3aCTOCYBaHHI MaKCUMaJIbHUX 03 TJIiMenipuny, Moxe
OyTH po3moyaTe CYIyTHE JIiKyBaHHS iHCY/IiHOM. 3aBOSKHU Iii KOMOiHallil BOamaocs
OOCSTTHU TAKOTO XK ITOKpallleHHS MeTaboJIiYHOT0 KOHTPOIIIO, SIK i ITpU MOHOTeparii
iHCcyniHOM, IpoTe nIpu KoMOiHOBaHil Teparil noTpibHa MeHIlla cepenHs fo3a iHCYIIiHY.

Ocob6.uei kamezopii nauieHmia. [[imu, 8 momy yuci nioaimku. Y 24-TUKHeBOMY

KJIiHIYHOMY OOCIiI?)KeHHi 3 aKTUBHUM KOHTpOJieM (TiMenipun y mo3i mo 8 mMr Ha goby
abo meTdopMin y mo3i mo 2000 Mr Ha moOy) SK riiMeripup, Tak i MeTpOpMiH IPU3BENIU
0 JOCTOBIPHOTO 3HUXKEHHSA HbA1C MOPIBHSHO 3 BUXIOHMM IIOKa3HUKOM (TiIiMenipup -
0,95 (CIT 0,41); metdopmin - 1,39 (CIT 0,40)). ITpoTte mns raimenipuny He Oyia
MMpoeMOHCTpOBaHa Oinbilla e(eKTUBHICTh IMOPiBHSAHO 3 MET(GOPMIHOM 3 TOYKHU 30pPYy
cepenHbOol 3MiHU HbA1C MIOPIBHSIHO 3 IMTOYAaTKOBUM ITOKA3HUKOM. Pi3HUIIST MiXK OBOMa
BHOaMU JIikyBaHHSA cTaHOBuUIa 0,44 % Ha Kopucth MmeThopMiHy. Bepxus mexka (1,05)
95 % moBipyoro iHTepBasy O i€l pisuuili 6yna He HuXYe 0,3 % Mexki He MeHIII01
e(peKTHUBHOCTI.

3a pe3ynbTaTaMM JiKyBaHHS TJIIMENipUAOM XKOOHUX HOBUX ITPoOIeM 3 0e3IEKOI0 Y
OiTed, IMOPiBHSHO 3 MOPOCIUMHU MalliEeHTaMu 3 IyKpPOoBUM miabeTom II Tumy, He OyJio



BUSIBJIEHO. J[TlaHUX IIOA0 OJOBrOCTPOKOBOI e(DeKTUBHOCTI Ta 6e3MeKH 3aCTOCYBaHHS
npemnapaTty OiTSIM HEMae.

dapmakokiHemukKa.

BcmoxmyearHs. Tlicnsa mepopanbHOTO 3acToCcyBaHHA riniMenipug mae 100 %
biogocTymnHicTh. BXXKVBaHHS 1Ki He Ma€ 3HAQUYHOT'O BIJIMBY Ha BCMOKTYBaHHS, a JIAIIIE
OeIlo YIOBiIbHIOE IIBUAKICTh BCMOKTYBaHHSI. MaKcrUMallbHa KOHIIEHTpallis mIpenaparTy
B CUPOBAaTIIi KPOBi (Cmax) OOCSTa€eThCSA MPUOIN3HO Yepe3 2,5 TOOUHU ITics
IIepopaabHOr0 IPUUOMY Ipenaparty (cepenHil moKa3HUK CTaHOBUTH 0,3 MKI/MII IpH
nmpuiiMaHHi 6araTopa3oBoi Ho60Bo1 7o3u 4 Mmr). ICHYE JTiHiliHe CIiBBIMHOIIIEHHS MiX
03010 Ta Cmax’ a Takoxk 103010 Ta AUC (11omia Imig KpUBOIO «KOHIIEHTPALIiSa - 4ac»).

Po3nooia. T'niMenipug Mae gyxke HU3bKUM 00’eM po3noniny (mpubnusuo 8,8 i), 110
MpUGJIN3HO OOPiBHIOE 00’€MY PO3MOAiNY alb0yMiHy, BUCOKUM CTYHiHb 3B’ I3YBaHHS 3
OinkamMu 11a3Mu KpoBi (Ginbirie 99 %) i HU3bKUM KitipeHc (mpubiau3Ho 48 MIi1/xB).

Y TBapuH riiMenipug IpOHUKAE y rPygHEe MOJIOKO. ['JIiMenipua NpoOHUKaE KpPi3b
mialeHTy. [IpoHUKHEeHHS Yepe3 reMaToeHIiedasniyuuii 6ap’ep € HU3bKUM.

BiompaHcpopmauiss ma susedeHHsi. CepenHili OCHOBHUU Iepio[ HalliBBUBEOEHHS IIPHU
KOHIIeHTpalligxX ITpenapaTy y IIJ1a3Mi KpoBi, 1110 BifIoBimatoTh 6araTopasoBOMY
PexXuUMYy O03yBaHHSI, CTAHOBUTH MPUOIU3HO Big 5 o 8 roguH. ITiciis 3acTocyBaHHS
BEJIMKUX 03 CIIOCTepiranocss He3HayHe 30iJIbIIeHHS IIepiofy HalliBBUBEOEHHS.

[Ticns mpuiioMy OOHOPA30BO1 HO3U I'IiMEMipUay, MideHOT0 PafgiOaKTUBHUM 130TOIIOM,
58 % papioaKTUBHOI peYOBUHU BUSABJIIANIOCH y cedi Ta 35 % - y Kaii. HeamiHeHa
pevoBUHA B Cedi He BUSBIISIIACh. Y Cedi Ta KaJli BUSBIISIOTHCS OBa MeTaboJIiTH, SKi
HaMbinkII iMOBIPHO YTBOPIOIOTHCS B Pe3ybTaTi MeTabo/Ii3My B IediHIli (TroToBHUM
dbepmenTt CYP2C9), onuH 3 SKUX € TITPOKCUIIOXITHUM, a iHIIUHK - KapOOKCUIIOXiTHUM.
[Ticns mepopaIbHOTO 3aCTOCYBaHHS IJIIMEIIIpUAY TePMiHaJIbHUU I1epiof
HalliBBUBEOEHHS 1IMX MeTa0boJIiTiB cTaHOBUB Bifm 3 M0 6 Ta Big 5 mo 6 roguH BiAIOBigHO.

[TopiBHAHHS (papMaKOKiHETUKM ITiCJISI OMHOPA30BOT0 IPUMOMY Ta 6araTopa3oBOT0
3acToCcyBaHH mpenapaTty 1 pa3 Ha moOy He BUSBHUJIO JOCTOBIPHUX BiIMiHHOCTEMN.
MixinguBigyanbHa BapiabenbHICTh Oyiia gyKe HU3bK0I0. Kymymnsilii, sika 6 Mana
BaXKJIMBe 3HaYEHHS, He CIIOCTepPiraaocs.

Ocob.usi kamezopii nauieHmig. PapMaKOKiHETUYHI TapaMeTPHU y YOJIOBIKiB Ta XKiHOK,

TaK caMo, SIK ¥ MOJIOOUX Ta 0cCi0 IiTHbOTO BiKy (BikOoM Bim 65 pokiB), Oynu momiOHUMU.
Y manieHTiB 31 3HUXKEHUM KJIIPEHCOM KpeaTUHIHY CIIoCTepirajacs TEHOEHIis 00
30iIbIIIeHHS KJTIPEHCY TJIIMeNipuay Ta 3HUKEeHHS MOTr0 CepeaHbol KOHIIeHTpallil y
IJ1a3Mi KpoOBi, 1110, HalliMOBipHiIlle, 3yMOBJIeHO OilIbIll IITBUAKUM BUBEOEHHSIM
BHACJIiJOK MEHIIIOT0 CTYIeHs 3B'si3yBaHHs 3 OinmkaMu. HupkoBe BuBegeHHsT 000X



MeTabOoJIiTiB MOPYIITyBaaocs. 3arajoM y IIUX MalliEHTiB He OYiKYETHCS AOOAaTKOBOTO
PU3UKY KyMyJIdIlil mpenapary.

dapMaKOKiHETUYHI TIOKa3HUKHU Y MAlll€HTIB, Kl IIepeHeC/Iu XipypriyHe BTpy4YaHHS Ha
2KOBYOBUBIOHUX IIIsIXaX, OyIu NOmiOHI O TaKKUX y 3TOPOBUX TOOPOBOJIBIIIB.

imu, 8 momy wucai nioaimku. JocnigKeHHSA ¢papMaKOKiHETUKH, Oe3MEKU Ta

IIEepPEeHOCUMOCTI IIiCJIA OGHOPA30BOIr'0 NpuUuoMy 1 Mr rjIiMenipugy y CHTOMY CTaHi y

OiTel 3 yKpoBUM giabeTom II Tuy mpoaeMOHCTPYBaJlo, 10 cepenHi mokasuuku AUC
Ta t, ., (mepiox HaniBBUBeOeHHs) Oynu noni6HI Mo TUX, 110 paHille

(0-last)’ Cmax 1/2
CIIOCTEpIrajgucs B JOPOCIIUX.

HoxkaiHiuHi OaHi 3 6e3neku. E¢ekTH, 110 cmocTepiraaucs mig yac JOKIiHIiYHuX
OOCITimKeHb, BUHUKAJIU ITPY PiBHSAX €KCIO3Ullil, siKi HabaraTo repeBullyBajn
MaKCHMaJlbHi PiBHI €KCIIO3uIlil y JIIOAUHY, 1[0 BKa3y€ Ha 1IX He3Ha4YHY IIHHICTh O
KJIiHIYHOI MpaKTUKM, abo K Oynu cupuyrHeHi ¢apMaKoOMHaMiIYHOIO Oi€l0 IIpenapary
(rimormnikewmiero). Lli pe3ynbraTu Oy/Iu OTpUMaHi y Mexkax TPaOuIinHUX
dapmakonoriuHuX OOCIinKeHb 3 0e3neKu, HOCHigXKeHb TOKCUYHOCTI IIPU BBeOeHHi
MOBTOPHUX 03, TECTIB HAa T€HOTOKCUYHICTh, OHKOT€HHUY MOTEHIiall Ta
PETIPOOYKTUBHY TOKCUYHICTh. [To6iuHI edheKTH, BUSIBIEHI B MpoIleci ocTaHHiX (AKi
OXOITJTIOBA/IM BUBUYEHHSI eMOPIiOTOKCUYHOCTi, TEPATOr€HHOCTi Ta TOKCUYHOT'O BILJIUBY
Ha PO3BUTOK OpPTraHi3My), BBaxKaJIMCSA HACIIOKOM TiIOTIiKeMiYHUX e(EKTIB,
CIIPUYUHEHUX IIpeliapaToM y CaMUllb Ta JUTHHYAT.

IToxa3aHHSA

Lykposuii miabet II Ty y HOPOCHUX, SIKIIO PiBeHb IIYKPY B KPOBi HE MOXKHa
OiATPUMYyBaTH JuIIe Oi€TOol0, (i3MYHUMU BIIpaBaMU Ta 3HMKEHHSIM MacCH Tifa.

IIporunnoka3aHHs

JIikapchKui 3acib ,E[ianipH,t[®

He IIPU3Ha4YeHUU AJIid JIIKyBaHHS IHCYIIHO3aJIe2KHOT 0
IIyKpoBoro giabety I Tumy, niabeTHYHOro KeToauuao3y, AiabeTUYHOI KOMH.
3acTocyBaHHS IpenapaTry IPOTUIIOKa3aHe XBOPUM 3 TAXKKUMU NOPYUIEHHAMH (QYHKIIi1
HUPOK ab0 mediHKU. Y pasi TIKKUX mopylleHb QyHKITI HUPOK ab0 mediHKU IMOoTPidHO

IIepeBeCTH IallieHTa Ha IHCYJIiH.

® He mMoxHa IpUMMaTHU XBOPUM i3 HiABUIIEHOIO Yy TJIMBICTIO OO TIiMenipuny

Hiammipug
a60 1o Oymb-IKOTO OOIOMIXKHOTO iHT'peIieHTa, 10 BXOOUTH [0 CKJIamy IIpenapary, oo
MOXigHUX CcynbGhOoHiIICeYoBUHU abo0 mo iHImMX cybdaHimaMigHUX mpenaparTiB (pPU3UK

PO3BUTKY pPeaklliii TinepuYyTIUBOCTI).

B3aemMonisi 3 iHONIHMH JTiKapChbKHMH 3aC00aMHu



® 3 meBHMMH JIIKAPCHKUMHU 3aCo6aMu

OpHo4YacHe 3aCTOCyBaHHA npenapaty [ianipun
MO2ZK€e CIIPHUYMHSTH SK IT0CIabIeHHs, TaK i MOCUJIeHHS TinmoTrIiKeMiuHol mil
raiMmenipuny. TomMy iHIIN mperapaTy CIif MpUNMaTHU TiTbKU 3a 3rofoio (abo
Mpu3HadYeHHsIM) JTikaps. [miMemnipug MeTab0mi3yeEThCSA 3a HOIIOMOTOI0 ITUTOXPOMY
P450 2C9 (CYP2C9). Bigomo, 1110 BHaACJIiAOK OOHOYAaCHOI O IPpUKMMaHHSA iIHOYKTOPIB
(manpuknazn, pudamiinuny) ado inriditopis CYP2C9 (manpuknan, ¢paykoHa301y) ek
MeTabo0J1i3M MoxKe 3MiHIOBaTUCS. Pe3ynbTaTH OOCITigXKeHHs B3a€MOIil in vivo
IMoKa3asnu, 1110 GIyKoHa30J1, oouH i3 HaucunbHimumx inriditopiB CYP2C9, 36inburye
AUC rnimenipuny nmpubnu3Ho BABidi. [Ipo iCHyBaHHS IIUX TUITIB B3a€EMOIiN CBiqYUTH

®

OOCBiJI 3aCTOCYBaHHS JIIKapChKOT0 3aco0y [liamipun -~ Ta iHIIUX MOXiTHUX

Cynb(OHITICEUHOBHUHHU.

[MoTentialiist eeKTy 3HNKEHHS PiBHSA T'JIIOKO3UW B KPOBi, a, 0TKe, B AesIKHUX BUIMIaAKax i
rinoriikeMiss MOXXe BUHUKATHU B pa3i ODHOYACHOI'0 IPUUMAaHHS 3 TJIIMEeIlipUuIoM TaKUux
mpenapariB: ¢peHinOyTa30H, a3anponal3oH Ta okcugeHOyTa30H, cynbdiHnipa3oH,
iHCyJIiH Ta mepopabHi IpoTUAiabeTUYHI MpenapaTH, AesKi cynbpoHaMigu TpuBamol
mil, MeT¢OopMiH, TETPAIIMKITIHY, CaJlilIIaTH Ta MapaaMiHOCaJIil1IoOBa KUCJIOTA,
iHridiTopu MAO, aHaboJiYHi CTEPOIAM Ta YOJIOBiIYi cTaTeBi TOPMOHU, XiHOJIOHOBI
aHTUOIOTUKM Ta KIapUTPOMIIIMH, xjiopaMdeHiKol, mpobeHelu, KyMapHuHOBI
QHTUKOATYyJISHTU, MiKOHa3011, peHpypaMiH, Au3omipaMif, TeHTOKCUQIiTiH (BUCOKi
o034 MapeHTepanbHo), GibpaTu, TPUTOKBaIiH, iHridiTopu AIT®, hayKoHa30,
(pr1yokceTHH, alOIypHUHOJI, CUMIIATOJIITUKH, TUKJIO-, TPO- Ta ipochaminu.

[TocnabnenHs edeKTy 3HMKEHHS PiBHSA TIIOKO3U B KPOBIi Ta, BiAMOBiAHO, 30iIbIIIeHHS
ITbOT'O PiBHSI MOKe BimOyBaTHCS, KOJIM XBOPHUM OJHOYACHO MPUMMAE TaKi JIiKapChKi
3aco0u: eCTpPOTeHHU Ta IIPOrecTareHy; callypeTUKHy, Tia3uaHi OiypeTukKy; npemnapaTyu,
SIKi CTUMYJIIOIOTh (PYHKITIIO IMMTOBUOHOI 3aJ103U, TIIOKOKOPTUKOIAY; MOXimHI
(beHOTIA3MHY, XJIOPIIPOMAa3HUH; afdpeHalliH Ta CUMIIaTOMIMETHKY; HIKOTUHOBA KHUCJIOTa
(BuCOKi mo3wm) Ta il IoXimHi; TpOHOCHI 3acobu (HOBroTpuBasie 3aCTOCyBaHHA); GPeHiTOolH,
mia30KCHUp; TJI0OKaroH, 6apbiTypaTu Ta pudaMIIiliH; alleTo30JIaMif.

AHTaAroHicTtu H2-peuenTopiB, OeTa-0710KaTOPH, KIIOHIOUH Ta pe3epIliH MOXYThb
MMPU3BOOUTHU SIK OO0 IMOTEHITiallil, TaK i Jo mocnabieHHs epeKTy 3HUKEHHS PiBHS
TJIIOKO3HU Y KPOBI.

[Tig BIIUBOM CUMIIATOJIITHUKIB, TAKUX SIK OeTa-0710KaTOpPH, KJIOHIAWH, TYaHETUOUH Ta
pe3epIiiH, IPOSBU afpeHepriuyHol 0600POTHOI perynsilil rinoriaikeMili MOXYyTh
3MeHIITyBaTUCSA abo 3HUKaTH.

BxkuBaHHS aJIKOT0II0 MOXKe ITOCHUJIIOBATH abo mmocmabIoBaTy TillorIikKeMidHy [ito
riniMenipuny HenepenbayyBaHUM YHMHOM.

'mimenipupn 3gaTeH sIK 30inbIlyBaTH, TaK i 3MEHIIIYBAaTH BIJIUB IIOXiTHUX KyMapHUHY.



KoneceBenaMm 3B'A3y€ThCSA 3 TIIIMENIPUAOM Ta 3MEHIIYE BCMOKTYBaHHSI OCTaHHBOTO 3i
IIJIYHKOBO-KUIIIKOBOI'O TPAKTy. 2KOOHUX B3a€EMO[iN He CIIOCTepIrasocs, IKIIo
IJIIMeIipU IpuMaiiy IoHanuMeHIlle 3a 4 TOOWHU [0 3aCTOCYBaHHSA KojieceBejaMmy. Y
3B’SA3KYy 3 [IUM TJIIMEIIipuA CIif IpuuMaTH IOHaMeHIle 3a 4 TOOWHU [0
3aCTOCyBaHHS KOJieceBelaMy.

B3aemonisi 3 iHOIMMH JTiKapChbKHMH 3aCco00aMHu

® 3 neBHUME JIiKapCbKUMHU 3acobaMu

OpHouyacHe 3aCTOCyBaHH4 IIpenaparty [ianipupg
MO2K€e CIIPUYUHSTHU SK IT0cIabieHHs, TaK i MOCUIeHHS TinorIikeMiuHol fOil
raiMenipuny. ToMy iHIII mpernapaTy CIIif IpUNMaTH TiIbKU 3a 3rofoio (abo
MMpu3HaYeHHAM) JTikapsi. [mimenipug MeTab051i3yeThCA 3a HOITOMOTOI0 LIUTOXPOMY
P450 2C9 (CYP2C9). Bigomo, 1110 BHACIiAOK OOJHOYACHOTO IPUMMaHHS iHOYKTOPiB
(Hanpuknazn, pudamirinuny) abo iHridiTopiB CYP2C9 (Hanpuknan, ¢piIykKoHa30iy) e
MeTaboI1i3M MOoxKe 3MiHIOBaTUCSA. Pe3ynbTaTH OOCITiAXKEeHHS B3a€MOIIl in vivo
IMoKasany, 110 GpIyKoHa30J1, OauH i3 HaucunbHimux inriditopiBa CYP2C9, 36inburye
AUC rnimenipuny npubnu3Ho BABidi. [Ipo iCHyBaHHS LIMX TUITIB B3a€EMOMIN CBIHYUTH

®

OOCBif 3aCTOCyBaHHS JIiIKapCchKOTO0 3aco0y [liamipupg -~ Ta iHIIUX MOXimHUX

Cyb(hOHITICEYOBUHHU.

[MToTenmialis ehpeKTy 3HUKEHHS PiBHSA IJIIOKO3M B KPOBI, a, OTKe, B AesIKNUX BUMagKax i
rinoriaikeMiss MOKe BUHUKATH B pa3i OOHOYACHOT0O IIPUMMAaHHS 3 TIIMEIIipUOoOM TaKUuxX
nmpernapariB: ¢eHinOyTa30H, a3anponal3oH Ta oKcugeHOyTa30H, CynbpiHTipa3oH,
iHCyJIiH Ta mepopabHi IpoTUAia0eTUYHI TpenapaTH, AesaKi Cynb(poHaMigu TpuBamIol
mii, MeTOpPMiH, TeTPaUKIIiHYA, CaJillUjiaTy Ta ITapaaMiHOCaiuIoBa KUCJIOTa,
iHridiTopu MAO, aHaboJiYHi CTEPOIAM Ta YOJIOBiIYi CTaTEBi TOPMOHM, XiHOJIOHOBI
aHTUOIOTUKM Ta KJIapUTPOMIIUH, x1opaMdeHikoy, mpobeHeun, KyMapuHOBI
aHTUKOATyJISHTU, MiKOHa3011, peHpypaMid, Au30ImipaMif, TeHTOKCUQIiTiH (BUCOKi
o034 MapeHTepanbHo), GibpaTHu, TPUTOKBaiH, iHridiTopu AIT®, hayKoHa30I,
(prmyokceTHH, aroIypHUHOJI, CUMIIATOJIITUKH, ITIUKJIO-, TPO- Ta idhochaminu.

[TocnabnenHs edpeKTy 3HUKEHHS PiBHS TIIOKO3U B KPOBI Ta, BiAmoBigHO, 30iTbIIeHHS
IIbOTO PiBHSI MOXKe BimOyBaTHCS, KOJIM XBOPUM OMHOYACHO MPUMMAE TakKi JTiKapChKi
3aco0u: eCTPOreHM Ta IIPOoTrecTareHu; calypeTUkKy, Tia3uaHi miypeTuKy; mpemnaparu,
SIKi CTUMYJTIOIOTH (DYHKIIIO ITUTOBUHOI 3aJI031, TTTIOKOKOPTUKOIAH; ITOXimHi
(eHOTia3uHy, XTOPIIPOMa3uH; afpeHalliH Ta CUMIIaTOMIMETHKY; HIKOTUHOBa KHCJIOTa
(BuCOKi mo3wm) Ta ii 1moximHi; mpoHOCHI 3acobu (DOBroTpuBasie 3aCTOCYBaHHA); GeHiTOIH,
mia30Kcup; TJI0KaroH, 6apbiTypaTu Ta pudaMIIiliiH; alleTo30JIaMis.

AHTaroHictu Hz—peuenTopiB, OeTa-6710KaTOPH, KIIOHIOUH Ta pe3epIliH MOXYThb
MMPU3BOOUTHU SIK OO0 IMOTEHITiallil, TaK i Jo mocnabneHHs epeKTy 3HUKEHHS PiBHS
T'JIIOKO3HU Y KPOBI.



[Tig BIIMBOM CUMIATOJIITHUKIB, TAKUX K 0eTa-0JI0KaTOPH, KIOHIAWH, TYaHeTUOWH Ta
pe3epIriH, IIPosIBU afipeHepriyHol 060pOTHOI perynsilil rimornikeMii MOXYyThb
3MeHITyBaTUCS ab0 3HUKATH.

BxkuBaHHS aJIKOTOII0 MOKe ITOCHUIII0BaATH abo rmocmabIioBaTy TillOrIiKeMidHy [ito
raiMenipuay HenepegbadyyBaHUM YHMHOM.

I'nmimenipup 3maTeH sSK 30iIbIIyBaTH, TaK i 3MEHITyBaTH BILJIUB MMOXiOHUX KyMapuHY.

KoneceBenaM 3B'A3y€ThCA 3 TIIIMENIpUAOM Ta 3MEHIIYE BCMOKTYBaHHSI OCTaHHBOTO 3i
IIJIYHKOBO-KUIIIKOBOI'O TPAKTy. 2KOOHUX B3a€EMO[IN He CIIOCTepiranocs, KIIo
TJIIMEeIIipU IpUuiMaliy IoHauMeHIlle 3a 4 TOOVHU 00 3aCTOCYBaHHSA KojieceBejlaMmy. Y
3B’SA3KYy 3 LIUM TJIiIMEIIipUA CIif IpuUuMaTH IOHalMeHIle 3a 4 TOOWHHU [0
3aCTOCyBaHHS KOJieceBejlaMy.

OcCo0/IMBOCTI 1010 3aCTOCYBaHHS

®

Jlikapcbku# 3aci6 [iamipun - HeoOXigHO mpuUMMaTH He3aAoBro mo abo ITim vac

BXXKUBAHHSA 1XKi.

Y pa3si HeperynsapHOro xap4yyBaHHA a00 MPOIyCKYy BXKUBaHHSA 1Ki JTiKyBaHHS
pernapaToM Hianipnn®
rimornikeMii HajeXaTh IOJIOBHUM 0illb, CUJIbHE BiguyTTs TOJIOOY, HyOOTa, OJII0BaHHS,

MOXKe CIOIPUYHUHUTHU TINoriaikemit. 10 MOXKIUBUX CUMIITOMIB

MigBHUIlleHa BTOMJIIOBAHICTh, allaTisi, COHJIMBICTh, PO3/IagU CHY, HiABUIIIEHHS PyX0BO1
aKTUBHOCTI, arpecis, mopyIlieHHsa KOHIIeHTpallil, TPUBOXKHICTh i 3aTpUMKa dacy
peakirii, JerpeCcuBHUM CTaH, CIUTYTaHICTh CBiOMOCTi, MOPYyIIEHHS MOBI€HHS Ta 30POBi
po3nanu, adasziss, TpeMop, Imape3, CEHCOPHI IMOPYIIeHHs, 3allaMOPOY€eHHS,
0e3I1oMiuyHiCTh, BTpaTa CAaMOKOHTPOJIIO, Ieipil, CyqoMu IIeHTPaJbHOTO reHe3y,
COHJIMBICTb Ta BTpaTa CBiIOMOCTI aX OO KOMH, TOBEePXHEBe AUXaHHS i OpaguKapmis.
KpiMm TOoro, MoXyTh OyTH HasiBHI O3HAKM afpeHepPridyHOl KOHTPPEryJsllil, TaKi SK
CHITHIHHS, XOJIOOHA 1 BOJIOTa IIKipa, TPUBOXKHICTH, TaXiKapaisd, apTepiaabHa
rirnnepTeH3is, mocuieHe ceplueOuTTs, CTEHOKAPisa Ta ceplieBi apuTMil.

KrniniyHa KapTHHa TSKKOT0 HallaAy TimoriikeMil MOKe HaragyBaTH KIIiHIiYHY KapTUHY
IHCYJIBTY.

CuMOTOMH TIiNOTIiKeMil MaliKe 3aBXKOU MOXKHAa IIBUOKO YCYHYTH HETaUHUM
BXKMBaHHSM ByTJieBOAiB (1ykop). HlTyuHi nifcononxXyBadi HeehEeKTUBHI.

I3 mocBigy 3acTOCyBaHHS IHIIKX MOXIOHUX CYIb(OHIICEYOBUHU BigOMO, IIIO,
He3BakKalo4yM Ha II0YaTKOBY e(PeKTUBHICTh 3aXO/iB 3 YCYHEHHS TimorjikeMil, BoHa
MOXK€ BUHUKHYTU 3HOBY.



Tsixkka ab0 TpuBasa TiloriikeMis, siKa TiITbKM TUMYacOBO YCYBA€ThCS 3BUHAUHUMU
KiJTBKOCTSIMU LIyKPYy, BUMara€ HeraHoro JIiKyBaHHS, iHOO1 - rocoiTai3atil.

[To dhakTOopiB, III0 CIPUYNHSIOTE PO3BUTOK TillOTIIiIKeMil, HajleXaThb:

e HebOaxxaHHS ab0 (0coOIUBO B IiTHHOMY Billi) HE3OATHICTH IMalliEHTa OO CIIiBIIpalli 3
JIiKapeMm;

e HEMOIIaHHS, HeperyJIsIpHe XapuyyBaHHS Y¥ NPOITYCK BXKUBAHHS 1Ki abo mepion
TrOJIOMYBaHHSI;

e IIOPYLIEHHS OIE€ETU;

e HEBIONOBIOAHICTH MiXK (Pi3SUYHMM HaBaHTaXKE€HHSM Ta CIOXKMBAHHSM BYTJI€BOMIB;

e BXXKMBAHHS aJIKOTOJII0, OCOOJIMBO B ITIOEAHAHHI 3 IPOMYyCKOM BXKMBaHHS 1XKi;

e IOpPyLIEHHS QYHKIIil HUPOK;

e TSIJKKe MOPYIIeHHS (PYHKIII] IeYiHKYU;

e IIepeno3yBaHHA IIpernapaToM Jlianippm® ;

e IIEBHi J€KOMIIEHCOBaHi 3aXBOPIOBaHHS €HOOKPUHHOI CUCTEMH, SKi BIJIUBAIOTh Ha
BYTJIEBOOHUUM 0OMiH a00 KOHTPPEryasililo TinmoriikeMil (HarmpuKiaam, Ipy OessKuX
MOPYIIEeHHAX (PYHKIII] IIUTOBUIHOI 3aJI031 Ta HEJOCTAaTHOCTI (DYHKIIIl mepeaHbol
o rinogisa 4u KOpu HaJHUPKOBUX 3aJ103);

e OJIHOYACHE 3aCTOCYBaHHS AESKUX iHIIUX JTiIKapChKUX 3ac00iB (OUB. PO3Min
«B3aeMopist 3 iHmMMU JTiKapChbKUMHK 3acoO0aMu Ta iHIII BUOW B3aEMOMII»).

JIikyBaHHS IIperapaToM ,]Iianipnn®

BHMarae peryjasipHOro KOHTPOJIIO PiBHA I'JIIOKO3U B
KpPOBI Ta cedi. KpiM TOro, peKOMeHay€e€ThCI BU3HaYaTU BMICT T'JIIKO3UJILOBAHOTO

reMorjio0iny.

® HeobxinHO PEerysipHO KOHTPOJIIOBATH

ITig yac nmikyBaHHSA IIpenapaToM Jliamipun
MMOKa3HUKY QYHKIIil MeYiHKKU Ta reMaToJIOTiyHi MoKa3HUKHU (0COOJIMBO KiNbKiCTh

JIEMKOITUTIB i TPOMOOIIUTIB).

Y cTpecoBux cuTyallisax (Hanpukiah, TpaBMa, He3allJTaHOBaHI XipypriuHi BTpy4aHHS,
iH(peKIIil, 1110 CYTIPOBOAXKYIOTHCS MiIBUIIIEHHSIM TEMIIePaTypPHU Tifla) MoxKe OyTHu
IIOoKa3aHe TUMYaCOBe IIepeBeleHHA IMallleHTa Ha 1HCYJIiH.

ITocBixm 3acTOCyBaHHA IIpenaparty Jlianipn;u®

namieHTaM i3 TAXKKUMU IIOPYLIEeHHAMU
dbyHKIil meuinku abo mallieHTaM, sKi nmepeOyBaloTh Ha Aianisi, BincyTHil. [lauienTtaMm i3
TSKKMMU NOPYIIeHHAMHU QyHKIII1 HUPOK a0 IMeYiHKM IT0Ka3aHo IepeBejeHHs Ha

IHCYITiH.

JIikyBaHHS Halli€HTIB i3 gediuuTOoM III0K030-6-PpochaTmerigfporeHa3u npemnapaTtaMu
Cynb(OHITICEHOBUHHU MOXKe ITPU3BECTHU A0 PO3BUTKY reMOJIITUYHOl aHeMil. OCKiTbKHI
TIiMenipun HaJleXUTh A0 KJlacy IIperaparTiB Cy/lIb(OHIICEYOBUHU, KOTO CIIif 3
00epexkHiCTIO MPHU3HaYaTH HallieHTaM i3 gedilluTOM T'JII0K030-6-



docdarmerimporenasu. IM ciif mpu3HayaTH albTepHATUBHI Ipenaparty, 1o He
MIiCTSTh CYyIb(pOHIICEHOBUHY.

®

Jlikapcbku# 3acib [iamipung~ MiCTUTBH TaKTO3W MOHOTigpaT. Llei mpemnapar He CIIif

NpUKYMaTHU IalliEeHTaM, SKi MaloTh JOCUTH PiOKICHY CIIagKOBY HEIEPEHOCUMICTh
rajgakTo3u, gediuuT nakta3u Jlanmna abo nopyueHHsS abcopOilil TITI0KO3U-TalTaKTO3M.

Lle# mikapcbkuit 3acib MicTUTh MeHIlle 1 MMOJIL/003y HAaTPil0, TOOTO MPAKTUYHO
BUIIBHUMM Bif HaTpio.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.

BazimHicmb. PU3uK, 1oB’si3aHuil i3 giabeToM. BimxuneHHs Big HOpMalIbHUX PiBHIB

TJIIOKO3M B KPOBI Y IIepiof BariTHOCTI MOXYTb OyTH MPUYNHOIO 30iNTbIIIEHHS
iMOBIPHOCTI BUHUKHEHHS BPOAXKEHHNX BaJ] PO3BUTKY Ta NepHUHaTalbHOl CMEPTHOCTI.
Towmy crif peTenbHO KOHTPOJIIOBATHU KiTbKiCTh I'/IIOKO31 B KPOBi BariTHO1 XKiHKHU, 11100
VHUKHYTU TePaTOTeHHOI'0 PU3UKY.

BariTHa 3 iykpoBuM fia0eToM noBHHHAa OyTU MepeBefdeHa Ha iHcyniH. 2KiHKH, sKi
XBOPilOTH Ha IIyKPOBUM miabeT, MTOBUHHI iHpOopMyBaTH CBOTO JIiKaps IIPO 3allJlaHOBaHY
BaTiTHICTh OJIsT KOPEKIIil TiKyBaHHS Ta Iepexoay Ha iHCyIIiH.

Pu3uk, nos’ss3aHui i3 raoiMenipugoM. Hemae gaHux 1040 3aCTOCYBaHHA IIIiMeNipuny

BariTHUM XiHKaM. BifnmoBigHO OO pe3ysbTaTiB eKCIIePUMEHTIB Ha TBapUHAaX, IIpernapaTt
Ma€ pPenpoayKTUBHY TOKCUYHICTh, IOB’I3aHy, UMOBIPHO, 3 (papMaKOJIOTIi9YHO Oi€0
raiMenipuny (rinornikeMiero). ToMmy IpOTATroM yChOTO IIE€PIOAY BariTHOCTI XKiHIII
rIiMenipug 3aCTOCOBYBAaTH He MOXKHa (OuB. po3ain «IIpoTunokasaHHsI»). AKIIO
NallieHTKa, dKa NpuiMae TIIiiMenipu, IJIaHy€e BariTHICTh abo 3aBariTHina, 11 sKkoMora
IIBU[LIE CIII IIepeBeCTU Ha Tepallito IHCYJIIHOM.

ITepiod 200yB8aHHA 2py00t0. HeBimoMo, YM BUOIMAETLCA IpenapaT y TPyodHe MOJIOKO ¥

JIIOOUHU. Y IIypiB rIIiMenipu BUOINISETECA Y TPyOHE MOJIOKO. OCKIUIBKY 1HIIII ITOXimHI
Cy/Ib(POHIJICEYHOBUHU BUMOINIATHCA Y TPYAHE MOJIOKO 1 BpDaXOBYIOUM PU3UK PO3BUTKY
rimornikeMili y miTe#, SKUX rogylOTh TPYOHUM MOJIOKOM, Ha TJIi JIIKYyBaHHS
rJIiMenipuaoM rogyBaHHSA ITPYOO0 HE PEKOMEHIOYETHCS.

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

IocmigkeHb i3 BIIJIMBY IIpenapaTy Ha 3[aTHICTh KepyBaTU TPAHCIIOPTHUMHU 3acobamMu
Ta IpalfoBaTy 3 IHIIKMMHU MeXaHi3MaMM He IPOBOOUIIN.

3maTHICTh OO KOHIIEHTPAIlil Ta MIBUAKICTh peakilil MOXKYyTb 3HUXKYBaTUCS BHACITIJOK
rinornikeMil 4m rinepriikemii abo, HaIpuKJiaf, Yyepe3 MoTiplieHHsa 30py. Lle Moxe



CTBOPIOBATH PU3UK y CUTYAIlisIX, KOJIM TaKa 3[ATHICTh € 0COOJIMBO BaXKJIMBOIO
(HampuKian, KepyBaHHS aBTOMOOisieM abo po6oTa 3 iHIIMMU MeXaHi3MaMu).

[NamieHTiB cim 3acTepiratu, M0 BOHU He ITOBUHHI IOIIyCKATH PO3BUTKY B cebe
rinmornikeMii Mg yac KepyBaHHS TPaHCIIOPTHUM 3acoboM. Lle 0coBIUBO CTOCYETHCS
TUX 0Ci0, gKi moraHo abo 30BCiM He MOXKYTh PO3Ili3HaBaTH B ce0e CUMIITOMU-
MTPOBICHUKY TiMOTIiKeMii, Ta TUX, Y KOT'0 Hamaau rinornikemii € vactumu. HeoOxigHo
CEepMO3HO 3BaXKUTH, UM BapPTO 3a TaKWX 0OCTaBUH cifaTu 3a Kepmo abo IIpaifoBaTH 3
MexaHi3MaMu.

Cmocid 3acTocyBaHHs Ta I03H

[TpenapaT npu3HaAYEeHUN I TEPOPAIbHOTO TPUMOMY.

YcmimHe nikyBaHHS Oia®eTy 3a/eXUTh Bif MOTPUMaHHS ITAlliEHTOM BiIIIOBigHOTO
palioHy Xxap4YyBaHHS, PETYISPHOl (Pi3MYHOI aKTUBHOCTI, @ TaKOXK ITOCTIMHOTO
KOHTPOJIIO PiBHSA I'JIIOKO3U B KPOBi Ta ceyi. HegoTpuMaHHSA IallilEHTOM OIETHU HE MOXKe
OyTH KOMIIEHCOBaHe 3aCTOCYBaHHSAM TabJIETOK UM iHCYIiHY.

Ilo3yBaHHS 3aJIeKUTH Bil pe3yJIbTaTiB aHasli3iB BMICTY I'JIIOKO3U B KPOBI Ta cedl.

ITouaTkoBa mo3a CTAaHOBUTL 1 Mr (Y2 TabnmeTKu 110 2 MT) TiiMenipuay Ha mo0y. fAKImo
TaKa J03a Ja€ 3MOTy JOCATTH KOHTPOJIIO 3aXBOPIOBaHHS, 11 CJIil 3aCTOCOBYBATH O
OigTPUMYyI040l Teparmil.

AxKIo roikeMiyHUM KOHTPOJIb HE € ONTUMAJIbHUM, O03y NOTPiOHO 30iblTyBaTH OO 2
Mr, 3 MT 4# 4 MT raiMenipuagy Ha moOy moeTamnHo (3 iHTepBamamMu 1-2 TUXKHI).

Ilo3a moHap 4 Mr Ha mo0y ma€ Kpallli pe3ylIbTaTy TiTbKKU B OKPEMUX BUITagKaX.

MakcumarnibHa peKOMeHJOBaHa Oo3a - 6 MI Impemnapary ,Hianipml® Ha mo0y.

Axmro MmakcumasnbHa Ho6oBa go3a MeTHOpPMiHy He 3a0e3medye JOCTaTHBOTO
IJIIKEMIYHOT0 KOHTPOJII0, MOXKHa PO3[0YaTU CYIyTHIO Tepallilo IIiMeIlipuaoM.

JOTPUMYIOUYHCH ITIOIEPEAHBOI0 HO3yBaHHSA MeT(HOPMIiHY, IPUKUOM TJIIMEIIipUAY CIIif
po3moYaTH 3 HU3bKOI A03HU, SIKY IIOTIiM MOKHa IIOCTYIOBO ITiABUIIYBATH [0
MaKCHMaJIbHOI MOO0OBOI MO3H, OPIEHTYIOYNCH Ha OaKaHUM piBeHb MeTaboIigvHOTO
KOHTPOJIIO.

Kom0biHOBaHYy Tepamiio CJIiji IPOBOAUTH i MHUJIbHUM HATJISOOM JIiKaps

® He 3abe3meyye JOCTAaTHBOTO

Axio MmakcuManbHa HoO6oBa mo3a npernapaty [iamipun
TIiKeMiYHOT0 KOHTPOJIIO, ¥ Pa3i HeoOXiAHOCTI MOKHa PO3I0YaTH CYIIyTHIO Teparliio
1IHCYITiHOM. [JOTPUMYIOUYHUCH IOIIEPEOHBOTO NO3yBaHH IJIIMEIIpUay, JIIKyBaHHSA

iHCYJIiHOM CJTif MOYMHATH 3 HU3bKOI1 103U, Ky IOTIiM MOXKHAa MigBUIIYBaTH,



OpieHTYyIOYNCH Ha 6akaHUM PiBeHb MeTab0IiYHOTO0 KOHTPOJIIO.

Kom06iHOBaHYy Tepamiio CJIiji IPOBOOUTH Hif NHUJIbHUM HATJISOOM JIiKaps

3a3BuYall 0fHa [03a rIiMenipuay Ha fo0y € MOCTaTHLOIO. 1i PEKOMEHIY€ETLCS
MMpUMMaTHU HEe3a[0BI0 [0 YM IIif YaCc CUTHOTO CHimaHKy abo - SKIIIO CHigaHKy HEMaE€ -
He3aAoBro nepep abo mig yac mepiioro OCHOBHOTO IIpuiioMy iXki. [ToMUnIKu B
3aCTOCyBaHHI ITpernapaTy, HaopuKa[d MIPOIyCK IIPUIOMYy YeProBol I03H1, HIiKOIN He
MO2KHA BUIIPABJISATHU HIJISIXOM HACTYITHOT'O ITPUMOMY BHUIIOI mo3u. TabIeTKy Ctim
KOBTaTH, He PO3KOBYIOYM, 3allMBal04U PIOUHOIO.

K110 Y XBOPOT'O CIIOCTEPIraeThCA TiIOrIiKeMiuyHa peakliisi Ha 3aCTOCyBaHHSA
raiMenipuny B mo3i 1 Mr Ha moOy, 11e 03Haydae€, 10 IYKPOoBUl AiabeT Moxke OyTH
KOHTPOJIbOBAHUH TilTbKM 3a OOIIOMOTOI0 IOTPUMAaHHS Oi€TH.

[TominueHHsT KOHTPOIBOBAHOCTI HiabeTy CynpOBOAXKYETHCS MiIBUIIIEHHSIM Yy TJINBOCTI
[0 iHCYyJIiHYy, TOMY ITiff Yac KypcCy JIiKyBaHHS ImoTpeba B riIiMenipuai Moxke
3MEHIIIyBaTUCS. 3 METOI0 YHUKHEHHS TIIOTJIIKeMil CIIif HOCTYIIOBO 3MEHIIIYBaTH OO3Y
abo B3araji nepepsBaTu Teparlio. HeoOXigHICTD y Iepersisaai Jo3yBaHHSA TaKOXK MOXKe
BHHUKHYTH, SIKIIIO ¥ XBOPOT'0 3MiHIOETHCS Maca Tijla Y¥M ciocib KuUTTs abo AifoTh iHIIi
YMHHUKH, SKi MiABUNIYIOTh PU3UK Till0O- YU Tinepriikemil.

[Tepexin Big mepopaJbHUX TIMOTIIKEMIYHHX areHTiB OO0 mpenapaTy Hianipnn@

3a3BrUyau MOXKHAa 3OIMCHUTH Iepexi[ 3 IHIIUX IIepopaibHUX IIOoTrIiKeMiYHUX areHTiB
Ha J:[ianipnu®. [Tig yac Takoro nmepexony CJiiZl BpaXOByBaTU CUJIYy Ta Iepiof
HalliBBUBEOEHHS ITOMEPeqHbOr0 3aco0y. Y messKuX BUIIaAKaX, 0COOIUBO SKIIIO
npoTuaiabeTHYHUM ITpellapaT Ma€ TPUBAJIMY Iepion HalliBBUBEeHHS (HallpuKiaf,
XJIOPIIPONaMif), mepeq MoYaTKoM ITpUMMaHHS JIiIKapChKOTO 3aco0y ,[[ianipml®
PEKOMEHYETHCA IoOYeKaTu OeKiIbKa OHIB. lle 1acTh 3MOr'y 3MEHIIUTU PU3UK

rinoriaikeMidYHUX peakIliii BHACIIIOMOK aduTUBHOI il ABOX areHTiB.
PekoMeHOoBaHa ImoYyaTKOBa fo03a - 1 Mr riaiMenipuny Ha go0y. K 3a3Havayocs BUIIE,
mo3a MozKe OyTu ImoeTartHo 30ilbIlleHa 3 ypaXyBaHHSAM peaklliii Ha ITpelapar.

[lepexin 3 iHCYJ/IIHY Ha npenapar Hianipnn®

Y BUHSITKOBUX BUIIaJIKaX XBOPUM Ha LIyKpoBui miabet Il Tuny, sKi npuiiMaloTh iHCYIiH,
MoKe OyTU MOKa3aHa 3aMiHa Moro Ha ,]Z[iar[ipun®. Takui nmepexin CiIig IPOBOOUTH Iif

IINJIBHUM HalJIssgoOM J'IiKa'pH.

Himu.



IToTerep BioCyTHI OOKAa30Bi AaHi 1000 3aCTOCYBaHHS IIiMeNipuay naljieHTaM BiKOM IO
8 pokiB. [Ins miTeit BikoM Bim 8 mo 17 pokiB iCHYIOTH 0OMexKeHi oKa30Bi maHi 111010
3aCTOCyBaHH4A TIiMeNnipuay K MOHOTeparil (ouB. po3ninu «®apmMakoguHaMika» Ta
«@apmakoKiHeTHKa»). [CHylounxX gaHux miomo 6e3neku Ta epeKTUBHOCTI
3aCTOCyBaHH4 IpenapaTy OiTAM HeOOCTaTHbO, TOMY MOT0O HE PEKOMEHOYEThCS
3aCTOCOBYBATH Lil KaTeropil malieHTiB.

Ilepeno3yBaHHsA

[Tepengo3yBaHHS MOKe ITPU3BOAUTH IO TimoriikeMii, ska TpuBae Big 12 o 72 roguH i
MiCJIs MePIIOro MOJIETIIEHHS MOXe 3 IBIATUCS ITOBTOPHO. CUMIITOMU MOXKYTh
IPOSABUTHCS Yepe3 24 TOOWHU MiCJid BCMOKTYBaHHS MpelapaTy. 3a3Budau Ojis TaKux
XBOPHUX PEKOMEHOYETHCS CIIOCTEPEKEHHS Y KIIiHili. MOXyTh BUHMKATH HYOOTa,
OsmroBaHHS Ta Oinb B emiractpanbHil minguii. Iinornikemiss 4acto Moxe
CYIIPOBOIKYBaTUCS HEBPOJIOTIYHUMU CUMIITOMaMU, TAKUMMU SIK HECIIOKiU, TPEMOD,
po3nanau 30py, MOPYIIeHHS KOOPAUHAIIil, COHJIMBICTh, KOMa Ta CY[OMHU.

JlIikysaHHsa nepedo3ysaHHA. JIiIKyBaHHS IIOJIATa€ HacaMIiepe[ V IIepemKoaKaHHi
abcopO1ii mpenaparty. s IIbOro HEOOXimHO BUKJIMKATHU OIOBAHHS, a ITOTIiM BUITUTH
Bogu ab0 TUMOHAAY 3 aKTUBOBAHUM BYTiIAM (agcopOeHT) Ta cynbdaToM HaATpito
(mpoHOCHE). AKIIO IPUUHATO BEIUKY KiIbKICTh TJIIMEIipUAYy, IOKa3aHO MPOMUBaHHS
IIJTyHKQ, MICJIg 4O0r0 — 3aCTOCYyBaHHS aKTUBOBAHOI'O BYT/INA Ta CylabdaTy HaTpito. Y
pa3si TIKKOTO0 mepeno3yBaHHSA HeoOXigHa rocIiTani3allisd oo BimgileHHs peaHiMaliil.
fAxomora mBuUAIIe Ciif pO3N0YaTy BBEJEHHS TJIIOKO3U: Y pa3i HeoOXigHOCTI -
CIIOYaTKYy OQHOpPa30Ba BHYTPilIHbOBEeHHA iH'eK1liss 50 ma 50 % po34yuHy, a IIOTIM -
BivBaHHSA 10 % po34uHy, 3 IIOCTIMHUM KOHTPOJIEM PiBHSA I'JIFOKO3U Y KpoBi. [lomasnsire
JIIKyBaHHSI CUMIITOMaTUYHeE.

[Tpu nmiKyBaHHI rinoriaikemil, CHpUYMHEHO] BUITIaOIKOBUM MIPUHNOMOM IperaparTy
,Hianipnu®
peTenbHO KOPUTYBATH 3 OTJISIAy Ha MOXKJIMBICTh BUHUKHEHHS HeOe3MmeuyHOoil

, Y HEMOBJIAT i AiTeil MOJIOAIIOTO BiKy 403y I'II0OKO3U ITOTPiOHO 0COOIUBO

rinmepriikemii, a 11 KOHTPOJIb 3OIMCHIOBATH HIJITXOM YBasKHOTO CIIOCTEPEKEHHS 3a
PiBHEM T'JIIOKO3U Yy KPOBI.

IToGiuni epexTn

® Ta IHIIUX DOXIOHUX

3 ormsimy Ha OOCBiI 3aCTOCYBaHHS JTiKapChKoro 3acoOy [iamipum
Ccynb(OHITICEeUOBUHH, ITiT Yac KIIHIYHUX JOCIiAXKeHb CIIocTepiranucs mobiyHi peaxirii,
HaBeleHi HUXK4Ye 3a KjlacaMU OpraHiB Ta CUCTEM Yy IIOPAAKY 3MEHIIEeHHS 4aCTOTU
BUHUKHEHHS: OyXKe 4acTo: 31/10; gacto: 32 1/100 mo <1/10; meuacTo: 3 1/1000 mo <
1/100; pigko: 3 1/10000 mo <1/1000; oyxe pigko: <1/10000); yacTtoTa HeBimoMa (He

MOZKHa PO3PaXyBaTU 34 HadBHUMHU OaHUMH).



3 60Ky Kpoei ma aimpamuuHoi cucmemu: pimKo: TPOMOOIUTOIIEHisI, JIeMKOMIeHis,
IPaHyJIOLUTOIIEHIsI, arPaHyJIOLMTO3, EPUTPOIIEHIsA, TEeMOJIITUYHA aHEMIS Ta
MMaHIUTOIEHis, Ki 3a3BUYall € 000OPOTHUMHU IIiCJIg BigMiHM IIpenapary; YacToTa
HeBifgoMa: TsSXKKa TPOMOOIIMTOIIEeHis i3 KinbKicTio TpoMOo1uTiB MeHIle Hixk 10000/MKkn1
Ta TPOMOOLIMTOIIEHIUHA ITypIIypa.

3 60Ky iMyHHOI cucmemu: OyKe PigKo: TeUKOIIMTOKJIACTUYHUYN BACKYJIT, MOMipHi
peaxiiil TinepyYyTaAnBOCTI, SKi MOXKYTh IPOrpecyBaTu A0 TAXKKUX (POopM Ta
CYIPOBOIXKYBaTUCh 3aQUILKOIO, ITaAiHHAM apTepiaJbHOI0 TUCKY Ta iHO[l IIIOKOM;
4yacTOoTa HeBijoMa: MOXKJIMBa IIepexpecHa ajeprisd 3i CyIb()OHITICEY4OBUHOIO,
cynbpoHamMigamMu abo CIOpifHEHMMU PEYOBUHAMMU.

MemaboaiuHi ma animeHmapHi po3saadu: pigko: rimormikemisi. Taki rimormikemiuni
peaxirii mepeBaxxHO BUHUKAIOTh HETAWHO, MOXKYTh OYTH TSIXXKHWMH Ta He 3aBXKOU JIETKO
MOXKYTb OYTH CKOperoBaHi. BUHUKHeHHS NMOAiOHUX peaklil, siK i y pasi IikyBaHHS
IHIMMMMU TinmorJikeMiyHMMU 3acoO0aMu, 3a/IeKUTh Bifl iHOUBiAyanbHUX (HaKTOPiB, TaKUX
sIK 3BUYKHU Y Xap4yyBaHHIi Ta [Jo3a (meTanbHille AuB. y po3aini «OcobmmBOCTi
3acTocyBaHHs»). KimiHiuHa KapTyUHa TAXKKOT0 Hamafy rirnoriikeMil Moxe HaragyBaTH
KJIIHIYHY KapTUHY IHCYJIBTY.

3 60Ky opeaHie 30py: YacTOTa HeBigoMa: MOXKYTh BUHUKATH TPAaH3UTOPHI 30pOBi
po3nanau, ocoOIUBO Ha ITOYATKY JIiKyBaHHS, 3YMOBJIEHI 3MiHOIO PiBHS TJIIOKO3U Y KPOBI.

3 60Ky WAYHKOBO-KUWKOB020 MpAKmy: OyxKe pigkKo: HymoTa, OII0BaHHS, Oiapes,
3OYyTTS XKUBOTA, BiUyTTsI OUCKOMPOPTY B JKUBOTI, Oilb y 2KMUBOTI, SIKi PigKO
MIPU3BOIATH A0 HEOOXiAHOCTI MIPUNUHEHHS TiKyBaHHS.

I'enamobiaiapHi po31adu: 4acToTa HeBifloMa: ITiTBUINeHHS PiBHS ITeYiHKOBUX
dbepmMeHTiB; OyKe pigKo: mopyileHHsS GYHKINI MeyiHKY (Hanopukiaf, xomecras3 abo
KOBTSIHUIIS), TEeIaTUT Ta Ne4YiHKOBa HEJOCTATHICTb.

3 60Ky wkipu ma nidwKipHoOi KAIMKOBUHU: YacTOTa HeBijoMa: MOXKYTh BUHUKHYTHU
peaxiiil rinepyYyTAMBOCTI, BKJTI0Ual04u CBePOiK, BUCUNIaHHS, KPOIIUB' THKY Ta
YyTJIUBICTH OO CBITJIA.

JlabopamopHi NOKa3HuUKuU: Oy»Ke pigKo: 3HUKEHHS PiBHS HATPil0 Y CUPOBATIIi KPOBI.
ITogidomaeHHs1 npo nido3prosaHi NObiUHI peakuyii

[ToBimoMiieHHS PO Mimo3proBaHi M0OiYHI peaxiii miciast cxBajleHHS JIIKapChbKOTO
3aco0y MO3BiTbHUMM OpTaHaMM € BaKJIMBOIO ITpollenypolo. Lle mae 3mMory 3pilicHIOBaTH
MIOCTIMHUYN MOHITOPHUHT CIIiBBIZHOIIIEHHS KOPUCTBH/PU3UK 3aCTOCYBaHHS 1L[BOTO
JIIKapChKOT0 3aco0y. MeguyHMX IIpaliBHUKIB IIPOCATH MOBIAOMIISITUA PO YCi
Imimo3pioBaHi moOiYHI peakilil Yepes3 HallioHaIbHiI CUCTEMU ITOBiIOMIIEHb.



TepMiH NpHIATHOCTI

2 POKH.

He 3acTocoByBaTu npenapar IIiCJig 3aKiHUYeHHsI TepMiHY IIPUOaTHOCTL, 3a3Ha4YE€HOI'0
Ha yIIaKOBIIi

VYMmoBHU 30epiranHs

36epiraTé B OpUTiHAJIbHIN yIIAKOBIIi IIpK TeMiepaTypi He Buire 25 °C.

30epiraTty y HeIOCTYIIHOMY OJISI OiTeM MicIri.

VYnakoBka

ITo 10 TabneTok B Omictepi. ITo 3 abo 6 GricTepiB y mayiii.
KaTeropis Bignycky

3a peLienTomMm.

BupooHHK

AT «®apmak».

Micie3Haxo/dKeHHsI BHPOOHHMKA Ta aJpeca MiCIisi IPOBaaXeHHsI HOTr 0
IisITHLHOCTI.

Ykpaina, 04080, m. Kuis, Byn. Kupumisceka, 74.



