IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCbKOI0 3aC00y

PAM30/IET® GJEKCTAY®
(RYZODEG® FLEXTOUCH®)

Cknao:

0itoui peuosuHuy. THCYJIIH JETII0ICK, IHCYJIIH acnapT;

1 Mz pozunny mictuth 100 O] iHcyniny neriroaex/incyinin acnapT™, skuii Mictuthb 70 % iHCyTiHY
nermoiek (exBiBaeHTHO 2,56 mr) ta 30 % iHcyniny acnapt (exBiBasieHTHO 1,05 mr).

| momepeaHbO HANOBHEHA INIMPHI-PyYKa MICTUTh 3 MJI po3umHy, 1m0 ekBiBaieHTHO 300 O]
IHCYJIHY JETJIIOICK/IHCYIIIHY acIapT;

OONOMICHI peyosuHy: TIIEPUH; METaKpe30J; (PEHO; HATPII0 XJIOPU; IIMHKY alleTaT, IUTiIpar;
KHCJIOTa XJIOpUcTOBOAHEBA (111 Kopekiii pH); Harpiro rigpokcun (st kopekmii pH); Boga s
1H’ €KIIIH.

*upobieHwuii 3a Texuosoriero p/IHK B Saccharomyces cerevisiae.

Jlikapcbka gopma. Po3unH 118 16’ €KITIH.
Ocnogni @izuxo-ximiuni eracmusocmi: Tpo3opa pinguHa 0e3 KajaamyTi, MPaAKTUIHO HE MICTHTH
MEXaHIYHUX BKJIFOUCHbD.

dapmakoTepaneBTHYHAa rpyna. TpaBHuii Tpakt 1 Mertabonism. [lpemapatu, 110
BUKOPUCTOBYIOTBCS TPH IIYKpOBOMY Aia0eti. IHCymiHM Ta aHamoru i iH €Ki, KoMOiHaIii
1HCYMiHIB KOPOTKOI Aii 3 iHCYIiHaMu cepeanboi Ta TpuBaioi aii. Kon ATX A10A DO06.

Dapmakonoziuni earacmugocmi.

MexaHi3Mm mii

IHcyniH germioliek Ta IHCYJNIH acmapT cHenu(iuyHO 3B’S3YIOThCS 3 PELENTOPOM JIHOACHKOIO
IHCYJIIHY Ta IPU3BOJATH J0 TAKOTO K (hapMaKoJIOT1YHOTO €(PeKTy, 110 1 JIFOACHKUN 1HCYJIIH.
Llykpo3HIKyBaIbHUM €(eKT 1HCYNiHY MoJArae B CHOPUSHHI NOIVIMHAHHIO TJIIOKO3M TKaHMHAMHU
iCJIst 3B’ A3yBaHHS 1HCYIIHY 3 pELEITOpaMU M’ I30BUX 1 dKUPOBUX KIIITHH, a TAKOXK B OJJHOYACHOMY
NPUTHIYEHH] BUUIEHHS TIIIOKO3H 3 MEYi1HKH.

Dapmaroounamika.

dapmakoauHamiuHuil edekt mpenapary Paiizoner® ®nexcTau® witko cdopmoBanmii 1BOMA
KOMIIOHEHTaMH, 1 OTpUMaHuil mpoduib Horo aii BigoOpakae Ail0 OKPEMHUX KOMIIOHEHTIB —
HIBUJIKO/IIFOUOTO 1HCYITIHY acnapT i 0a3a1bHOT0 1HCYIIHY JAETII0JEK.

bazanpHuil KOMIOHEHT mpernapary (1HCYIIH JErJIIOJEK) MICHs MiAUIKIPHOI 1H €Kil yTBOpIOE
PO3UYMHHUN MYJIbTUTEKCAMED, B PE3yJIbTaTi 4oro (OpMYeThCS €TI0, 3 AKOr0 1HCYINIH AETIIIOJIEK
Oe3nepepBHO 1 MOBUIBHO BCMOKTYETHCS B KPOBOTIK, IO 3a0e3nedye pIBHOMIPHE Ta CTiike
3HWKEHHS PIBHS IUIIOKO3U B KpoBi. L{g BiaacTuBicTh 30epiraerbcs B KOMOIHOBAaHOMY Npenapari,
10 MICTUTH I1HCYJIIHM JETJIIOJEeK 1 acmapT, 1 He MEepelIKo)kae BCMOKTYBaHHIO MOHOMEDIB
HIBUIKO/IIFOUOTO 1HCYIIH acmapT.

Iouarok aii npenapaty Paitsoner® ®nexcTau® nacTae mBuaKO, HE3a0apOM IIicis iH’ €Ki, M0
3a0e3nedye moTpedy B IHCYNiHI MiJ 4yac mpuioMy ki, TOAl K Oa3aJbHUN KOMIIOHEHT Mae
PIBHOMIpHHUH 1 CTIMKUI npodinb 1ii Ta 3a0e3nedye MOCTiiHEe MOKPUTTS MOTpedu B 0azaabHOMY
iHCyiHi. TpuBanicts aii oHi€T 1031 Mpenapary CTAaHOBUTH NMOHAJ 24 TOJUHU.

3aranpHU MaKCUMaJIbHUN I[yKPO3HWKYBAJIbHHM e(eKT Tmpenapary JHIHHO 3pocTae 31
30UTBIIIEHHSIM J1034. PiBHOBa)XKHA KOHIIEHTpAIIisl B KPOB1 JOCATAETHCS MiCis 2—3 JHIB BBEACHHS
npemnapary.

He 6yno BusBIEHO BimMiHHOCTeH y (apmakoauHaMiuHOMY edekTi npemapary Paitsomer®
®nexcTau® s nalieHTiB MOJIOAOTO Ta TiTHHOTO BiKY.

KniniyHa eekTHUBHICTb Ta 6e3neka




Illono 3acTocyBanHs mnpemapaty Paitsomer® ®nexkcTau® 6yno mpoBeeHo — ciM
OararoHalliOHAJIbHUX, PAHAOMI30BaHUX, KOHTPOJIHOBAHUX, BIAKPUTHX, 3  KOHIIEHIIIEIO
«TOCSITHEHHS IIJTbOBOTO MOKA3HUKA» KIIIHIYHUX JTOCIIKEHb TPUBATICTIO BiJ 26 10 52 THXKHIB 13
3allydeHHsIM 3arajioM 1761 marienTa 3 mykpoBuM aiadberoM (1 mociimkeHHS 13 3anydeHHsIM 362
MAIE€HTIB 3 LYKPOBUM JiaberoMm 1-ro Tumy ta 6 nociimkeHs i3 3amydeHHsM 1399 marmieHTiB 3
IIYKPOBHUM J11a0€TOM 2-TO THITY). Y JIBOX TOCIHIDKEHHSX 32 YYaCTIO XBOPHX Ha IIYKPOBHUH JiadeT
2-ro TUIy 3acTocyBaHHs npemnapary Paiizoner® ®nexcTau® oxun pas Ha 106y IOpiBHIOBAIOCS i3
3actocyBaHHAM iHCyniHy riaprid (100 OJI/mi) oguH pa3 Ha 100y. 3acTOCyBaHHS JIIKAPCHKOTO
3aco0y Paitzoner® ®nexcTau® 1Ba pasu Ha 00y MOPIBHIOBAIK Y JBOX DOCHIIKEHHAX 33 Y4aCTIO
XBOPHUX Ha IyKPOBH Jia0eT 2-ro TUITY i3 3aCTOCYyBaHHAM JBo(da3Horo iHCyiHy acnapt 30 nBa
pasu Ha 00y i B OJIHOMY JOCHIJDKEHHI 32 Y4acTI0 XBOPUX Ha IYKPOBHH aiaber 2-ro THIy 3
3aCTOCYBaHHSM IHCYJIIHY JIETIFOJCK OJIMH pa3 Ha 400y B KOMOIHAIIi1 3 IHCYJIIHOM acmapT BiJl JBOX
710 YOTHPHOX pa3iB Ha 100y. B oqHOMY JHOCTIKEHH] 32 Y4aCTIO XBOpUX Ha IIYKPOBHi fiabeT 2-10
TUMy 3acTocyBaHHs npenapary Paiizoner® ®nexcTau® omun pas Ha 100y NOPIBHSAIM i3
3aCTOCYBAaHHSIM 1HCYIIIHY IJIAPTiH OJUH pa3 Ha 100y y KomOiHaiii 3 iHcyniHoMm acnapt. [licns 26
TUXKHIB JIKYBaHHS JIIKAPCHKUM 3ac000M Paitzoner® ®nexcTau® 03y MOXHAa OyJIO PO3IUTUTH HA
JIBa BBEJICHHS Ha /100y. Y BCIX MOCITIKEHHSX 32 YYaCTIO XBOPHX Ha IIYKPOBUH AialbeT 2-To THILY
OyJ10 103BOJICHO 3aCTOCYBAHHS IEPOPAIbHUX LIYKPO3HHKYBAIbHUX JIIKAPCHKUX 3aCO0I1B.

V namieHTiB 3 IykpoBuM jiabeToM 1-ro Tumy 3actocypanus npenapaty Paitsomer® ®nexcTau®
OJIMH pa3 Ha 700y B KOMOIHAIII] 3 IHCYJIIHOM achapT MOPiBHIOBAIOCH 13 3aCTOCYBAHHSAM 1HCYIIIHY
JeTeMip ouH abo JBa pas3u Ha 00y B KOMOIHAIIT 3 IHCYJIIHOM acmapT.

Y 6 i3 7 pochmimxeHb Oylno MiATBEpIKEHO He MeHIly edexkTuBHICTH y 3MiHI HbAc Bin
MOYaTKOBOTO DIBHS /0 3aKiHUEHHs JOCHIDKEHHS MPOTH BCIX TMpemnapariB MOPIBHSAHHS TPU
JIKyBaHHI XBOPUX JO JOCSTHEHHS IUIbOBOTO IMOKA3HMKA, TOJl SK B OJHOMY IOCTIKEHHI Yy
MAIi€HTIB 3 I[yKPOBHUM J1iabeTOM 2-T0 THITY (TIOPIBHIOBABCS 1HCYITiH ACTIIIOJICK/IHCYIIH acrapT J1Ba
pa3u Ha 100y 3 1THCYJIIHOM JETJIIOIEK OJIMH pa3 Ha 100y y KoMOiHaIlil 3 iHCyniHOM acnapT 2—4 pa3u
Ha J100y) He OyJI0 MiATBEPHKEHO HE MCHINTY e(DeKTUBHICTB.

BincyTHi gaHi mOA0 KJIIHIYHO 3HAUYIIOTO YTBOPEHHS AHTUTIA O 1HCYJiHY HpPU TPUBAJIOMY
nikyBaHHi npenapaTom Paitzoner® ®nexcTau®.

Tayienmu 3 yykposum doiabemom 2-20 muny

VY BOX JOCTIIPKEHHSX 3aCTOCYBaHHS KOMOIHAIII{ IHCYJIIHY Ta MEPOPAIbHUX IIYKPO3HIKYBaTbHUX
3ac00iB y MaIi€EHTIB 3 IIYKPOBUM J11a0€TOM 2-TO THUITYy, Cepea AKUX OyJIM Malli€eHTH, K1 paHile He
3aCTOCOBYBAJIM 1HCYJIH, 1 NAIlEHTH, Yy SIKUX IPOBOAMJIACH IHTEHCH]IKallis 1HCYJIIHOTeparii,
npenapar Paitzoner® ®nekcTau® B 1031 omuH pa3s Ha 100y IPOJEMOHCTPYBAB AHAJNOTIYHMIA
KoHTpoutb TiikeMii (HbA1c) y mopiBHSIHHI 3 1HCYJIIHOM TJIapriH (110 3aCTOCOBYBABCS B1AMOBIIHO
10 iHCTpyKii). Y 3B’a3Ky 3 THM, 10 npenapat Paitsoner® ®nexcTau® MicTHTH IBHAKOMIFOUHIA
IHCYJIiH, SIKMH 3aCTOCOBYIOTh MiJ] Yac MpuHoMy ki (1IHCYJIIH acnapt), KOHTPOJIb TIIKEeMIi MiJl yac
npuiioMy TKI HOKpaIlMBCA B MOPIBHSAHHI 3 BBEACHHAM Jnuie Oa3anbHOro iHcymiHy. Ilpum
3acTocyBaHHi npenapaty Paitzoner® dnexcTau® crocTepiranacs HUK4a 4acToTa eMi30/iB HIUHOI
rinorjikeMii (BU3HAYA€ThCS, SIK €Mi30/ B MPOMDKKY 4acy 3 OMIBHOYI 10 6 TOAMHU paHKy, II0
HIATBEPKYETHCSI PIBHEM IUIIOKO3U B Iu1a3Mi KpoBi < 3,1 MMOJIb/J 4l HEOOXIAHICTIO TOTIOMOTHU
narieHTy 3 00Ky TpeThoi CTOPOHH) MOPIBHSIHO 13 3aCTOCYBAHHAM IHCYJIIHY TJIapriH. Y MaIi€HTiB 3
IIyKpOBUM Jlia0eToM 2-r0 THIy 3acTOCyBaHHs Ipenapary Paiizomer® ®nexcTau® nsiui Ha 100y
MPOJIEMOHCTPYBAJIO aHANOTIYHUN KOHTpOJb Tiikemii (HbAic) y mopiBHSIHHI 13 3aCTOCYBaHHSIM
nBodasHoro incynidy acmapt 30 aBiui Ha 100y. Ilpu 3actocyBamHi mpemapary Paifzomer®
®rnexcTau® crocTepiranoch MOKpalIeHHs KOHTPOIIO PiBHS IVIIOKO3M B IUIa3Mi KpOBi HaTIIE
TIOPIBHSAHO 3 TAaKUM TIPU 3acTOCyBaHHi nBodasHoro incyniny acmapt 30. Ilpenapar Paiizomer®
®rnexcTau® 3HMXKYe piBEHb 3aTaIbHOT Ta HIYHOI MiMOTITKEMIi.

3acTocyBaHHs Jlikapchkoro 3aco0y Paiizomer® ®nexcTau® gBa pasu Ha 100y TOpPIBHSIM i3
3aCTOCYBaHHSAM 1HCYJIIHY JIETJIIOAEK OJMH pa3 Ha A00y B KoMOiHalii 3 iHCyliHOM acmapt (2—4
1H’eKii Ha A00y) y Mall€eHTIB 3 IYKPOBUM JiabeToM 2-TO THILY, SIKI MOMNEPEIHbO MpHUilmManu
OazanbHUI 1HCYINIH 1 OoTpeOyBanu 1HTeHCUDIKAIl JIKyBaHHS IpaHIialbHUM 1HCYMiHOM. [lnan
KIIHIYHOTO JIOCHI/DKEHHS TmependadyaB CTaHIapTHHA Tpadik JTIKyBaHHS, SKHM, OJHAK,



JOITYCKaJIKCs MEeBHI 1HIUBITyalbHI Kopekiii. OOuaBa METOAM JTiKyBaHHS MOJIMIIMIN KOHTPOIb
TJTIKEeMIi: pO3paxyHKOBE CEPEIHE 3HWKEHHS TEPBHHHOI KiHIIEBOI Touku — 3MiHa HbAic Bifg
TI0YaTKOBOTO PiBHS 10 26 THKHS HPH 3aCTOCYBaHHi Jikapchkoro 3acoby Paitsomer® dnexcTau®
cranoBuna -1,23 % mnpotu -1,42 % npu 3acToCyBaHHI IHCYNIHY JAEMIIOAEK Yy KOoMOiHamii 3
iHCymiHOM acmapt. Taka pi3HML HE BiANOBiAaIa BCTAHOBJICHIH MeXi HE MEHIIOI e()eKTUBHOCTI
0,4 % [0,18 (-0,04; 0,41)]. He Oys10 CTaTHCTUYHO 3HAYMMHUX BIAMIHHOCTEH MiX JBOMa rpyraMu
JTiKyBaHHS.

VY paMKax OAHOrO JOCHIUKEHHS 3a y4yacTIO XBOPMX Ha LYKpOBUM aiaGer 2-ro Tuily, sKi
HOoTNepeHh0 MpuiMan Oa3adpHUM 1HCYNiH 1 fKi moTpeOyBanu iHTEHCHIKaIil JIKyBaHHS
NpaHAiadbHAM 1HCYIIIHOM, 3aCTOCYBaHHS JIikapchKkoro 3aco0y Paiizomer® ®nexcTau® oxun pas
Ha 700y MOPIBHIOBAJHM i3 3aCTOCYBAaHHSM 1HCYNIHY TJapriH OJUH pa3 Ha 100y B KoMOiHawii 3
IHCYJTIHOM acmapT OoAWH pa3 Ha 100y mpoTsaroMm 26 TwkHiB. Ilicis 26 TWKHIB JIIKyBaHHS
nikapcskuM 3acobom Paitsoner® dnekcTau® 103y MokHa Oylo pO3IiNMTH HA 1BA BBEAEHHS HA
100y y TpyIi MaIli€HTiB, AKi 3aCTOCOBYBAIIH JikapchKuii 3aci6 Paitzomer® dnexcTau®, a momaTkoBi
JI03M 1HCYIIIHY acrapT MOXHA OyJi0 BBOJUTH MiJ iHII NpUHOMH TXi (IO TphOX pasiB Ha 100y) y
rpymi NalieHTiB, AKi 3aCTOCOBYBaJIM 1HCYIIH riapri. [lnan kiaiHIYHOTO ToCciaKeHHs nepeadoadan
CTaHIApTHUH Tpadik JIKyBaHHs], SKAM, OJHAK, JOITYCKAJIWCS TEBHI 1HAWBITyalbHI KOPEKIIi.
3acTocyBaHHs Jikapchkoro 3aco0y Paiizoner® ®nekcTau® omun pa3s Ha 100y IPOAEMOHCTPYBAJIO
aHayoriYHui KOHTpOIb TirikeMii (HbA1c) y mopiBHSIHHI 13 3aCTOCYBaHHSM 1HCYIIHY TJIApTiH OJHH
pa3 Ha 100y y KoMOiHamii 3 1HCYJIIHOM acmapT OAMH pa3 Ha A00y mpoTsrom 26 THXKHIB
(po3paxyHkoBe cepeaHe 3HIKEHHs cTaHoBuTh -1,01 % mporu -1,09 %). 3acrocyBaHHs
nikapcbkoro 3aco0y Paitzoner® ®nexcTau® onun abo aBa pasu Ha 100y MPOAEMOHCTPYBAIO
aHayoriYHui KOHTpoIb TikeMii (HbA1c) y mopiBHSIHHI 13 3aCTOCYBaHHSM 1HCYJIHY TJIApTiH OJAWH
pa3 Ha 100y y KoMmOiHalii 3 iHCymiHOM acmapT 1-3 pasu Ha A00y mpotsrom 38 THXKHIB
(po3paxyHKOBE CepelHe 3HWXKCHHsS cTaHOBHTH -1,17 % mpotu -1,26 %). Ilpu 3actocyBaHHI
JKapChbKOTO 3aco0y Paitzoner® ®dmaexcTau® crocTepirajgacsi HM)K4a 4acToTa €mi30JiB HIYHOT
rinoriikeMii y MOpiBHSHHI 13 3aCTOCYBaHHSM 1HCYIIIHY IJIapTiH OJWH pa3 Ha A00y B KOMOiIHAIIT 3
iHcyniHoM acmapT mpotsarom 26 TwkHiB (0,42 mpotu 0,76 po3paxyHKOBOTO IMOKa3HHMKAa Ha
nanieHTo-pik ekcrnosuuii) 1 38 TrxkHiB (0,51 npotu 0,83 po3paxyHKOBOro MOKa3HUKA Ha MaI[l€EHTO-
PIK eKCO3HULIT).

Tayienmu 3 yyxpoeum diabemom 1-20 muny

V HalieHTiB 3 IyKpoBUM jiabeToM 1-ro Ty 3acTocyBaHHs mpenapary Paiizoner® ®dmnexcTau®
OJIMH pa3 Ha 400y y KOMOIHalli 3 IHCYJIIHOM acnapT (Ui MOKPUTTA MOTped B IHCYIIHI MiJ] Yac
HEOCHOBHUX NPUHOMIB 1Ki) NMPOJEMOHCTPYBAJIO AaHAIONyHUM KOHTpoib riikeMii (HbAic 1
[JIFOKO3U B IJIa3M1 HaTIIE) 3 OUIBII HU3bKOIO YACTOTOO €M130/11B HIYHOI T1IOTJIIKeMii OPIBHSIHO 3
6a3apHO-00IIOCHUM PEKMMOM BBEJICHHSI 1HCYIIIHY JeTeMip y KOMOIHAIil 3 1HCYJIHOM acmapT
(17151 TOKPUTTS MOTpeOU B 1HCYIIHI MiJ Yac BCIX NPUHOMIB 1%K1).

BincyTHi gaHi moo KJIIHIYHO 3HAYYLIOTO YTBOPEHHSI aHTUTLI A0 IHCYJIHY HpPHU TPUBAIOMY
nikyBaHHi npenapaTom Paitsoner® ®nexcTau®.

CepueBo-cynnHHa Oe3neka

Hocnimxenus DEVOTE — panpomizoBaHe, MOJABIMHO CIie Ta KEPOBAaHE MOISIMU KITIHIYHE
JMOCTIPKeHHSI 1HCYINIHY JETJTI0feK, KOMIIOHEHTa JOBTOTPUBANOi [ii JiKapchKOTO 3aco0y
Paiizoner® ®nexcTau®. Kiiniune AOCHiIKEHHS 3 MEiaHOK TPUBAIOCTI 2 POKU, B SAKOMY
MOPIBHIOBAJIM CEPLIEBO-CYAMHHY O€3MeKy 1HCYIIHY AeToieK Ta iHcyminy rinaprid (100 OZ/min) y
7637 naiieHTiB 3 IIYKPOBHUM J11a0€TOM 2-T0 TUITY 1 BUCOKUM PU3UKOM CEpPLEBO-CYAMHHUX MOIH.
Y ocHOBHOMY aHaJi31 OILIIHIOBABCA Yac 3 MOMEHTY paH0Mi3allii 0 NepIIoro BAHUKHEHHS OJIHI€T
3 3 cepiio3Hux HebaxxkaHux cepueBo-cyauHHUX noai (MACE): cMepTi 13 cepleBo-CyIMHHUX
IOPUYHH, HeJIeTAIBHOTO 1H(APKTY Miokapa abo HeneTanbHOro iHCynbTy. Lle gocmimpkenHs 0yno
CIUTAHOBaHE K JOCIIPKEHHS MiATBEPIKEHHS He OLIBIIOr0 pU3UKY 3 YpaxyBaHHSAM MOINEPEIHBO
BU3HAYEHOT'0 TPAaHUYHOTO piBHSA pu3UKY 1,3 m1s cniBBigHomeHHs pu3ukiB (HR) possutky MACE
JUIsL 1HCYNIHY JAETJIIOACK y TMOPIBHSAHHI 3 IHCYJIIHOM TJiapriH. byma miaTBep/keHa ceplieBo-
cyauHHa Oe3rneka IHCYyiHY JAeTIoAeK Y nopiBHAHHI 3 iHcyminoM rapria (HR 0,91 [0,78; 1,06])
(mmB. Tabmuito 1).




Pesynpratn aHamiziB y miarpymax (HampukiIal, 3a CTAaTTIO, TPUBAIICTIO I[yKPOBOTO Jiabery,
CEPIEBO-CYMHHUM PU3UKOM Ta MOIEPEAHIM PEKUMOM 1HCYIIHOTEpaIrii) OyJau MOPIBHIHHUMU 3
pe3yJbTaTaMi OCHOBHOT'O aHAJIi3y.

Tabmuns 1. Pesynpratu aHamizy KOMOiHOBaHOTO 3-KOMIOHEHTHOTo mokazHuka MACE Ta
OKPEMUX CEepPIIEBO-CYAMHHUX KiHIIEBUX TOYOK y nociimkenai DEVOTE

CuiBsignomen- | Tpeci6a® Incynin

Hsl PH3HUKIB ®aexcTau® | rnaprin

95 % A1) N (%) N (%)
OcHoBHHMIT  aHai3 356
(3-xoMmIOHEHTHHMI 0,91 (0,78-1,06) | 325 (8,51) (9,32)
nokasHuk MACE) ’
Cmepth 3 c-C - 142
PUYHH | 0,96 (0,76-1,21) | 136 (3,56) (3.72)
HenerasiH - 0,90 (0,65-1,23) | 71 (1,86) 79 (2,07)
THCYJIBT — a1
Heseransiii IM —— 085 (0.68-106) | 144377) | (10
Cmepts 3 Oylb- ' o . 221
R — 0,91 (0,76-1,11) | 202 (5,29) (5,79)
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Ha xopuctb
IHCYTHY
rIaprid

Ha KOPHUCTh
THCYJIIHY JEeTII0ICK

N — KiTBKICTh MAIIEHTIB 3 MEPIIOI0 MOAi€0, miaTBepmkeHo0 EAC, ssika BUHHUKIIA T 9ac JOCIiIKSHHS.

% — BIICOTOK MAIiEHTIB 3 IEPIIOI0 TOHici0, miaTBepmKkeHo0 EAC, Bim 3arambHO{ KiTBKOCTI PaHIOMIi30BaHHX
MaIi€HTIB.

EAC — KoMITeT 3 eKCIIepPTHOI OL[IHKH.

C-C — cepueBo-CyANHHHM.

IM — indapkr miokapa.

1 — 95 % noBipuwmii iHTepBaI.

Ha nowarky nocnimxenns pisenb HbAic cranoBuB 8,4 % B 000X rpymax JKyBaHHS, a yepe3 2
poku HbA1c craHoBuB 7,5 % sK B rpymi 3acTOCYBaHHs 1HCYNIHY JETJIOJEK, Tak 1 B TpyIi
3aCTOCYBAHHS 1HCYJIIHY TJIapriH.

Hitn

EdekTuBHicTh Ta Ge3MeKy 3acTocyBaHHs npenapary Paitzoner® ®nekcTau® 6yn0 gocimigkeHo y
PaHA0MI30BaHOMY KJIIHIYHOMY AOCHIIKEHH] TpUBaiicTiO 16 THkHIB (n = 362) 3a yyacTIo AiTel Ta
HiJTITKIB, XBOPUX HA LYKpOBUi 1iaber 1-ro tumy. Y nociimxenHi 6panu yuacts 40 aiTei Bikom
BiZ 2 10 5 pokiB, 61 mutuHa BikoM Bix 6 1o 11 pokis Ta 80 migmiTkiB BikoM Bix 12 mo 17 pokis.
Paiizoner® ®nexcTau®, skuii BBOAWUBCS OIUH pa3 Ha JIeHb 3 OCHOBHUM MPUHOMOM 1Ki, TIITIOC
IHCYJIH acnapT 3 IHIIUMH IPUAOMaMH 1K1 MOKA3aJId CX0K€ 3HM)KEHHS TJ1IKOBAHOTO FeMOTJI001HY
Ha 16 TWXKHI Ta BIACYTHICTh BIJIMIHHOCTEM Yy pIBHI IJIIOKO3M B IJJa3Mi KpOBI HaTIIe Ta
CaMOKOHTPOJIIO PIBHS IUIFOKO3M B IJIa3Mi KPOBI MOPIBHSAHO 3 1HCYJIIHOM JeTeMip NMpH BBEACHHI
oauH abo JBa pas3u Ha 00y TUTIOC 1HCYJIIH acmapT mij yac npuitomi 1xi. Ha 16 TikHI cepenus
cymapHa 1060Ba 103a incyniny Paitzoner® ®nexcTau® ta neremip cranosuna 0,88 npotu 1,01
OJl/xr BiamoBigHo. [Toka3sHukH (MOAIl HA MAIIEHT-PIK €KCIO3MIIIT) MiATBEP/HKEHOT TIMmOTTiKeMil
(BuzHauenHs ISPAD-2009: 46,23 npotu 49,55) Ta minrBeppkeHoi HiuHOI rimoriikemii (5,77
npoTu 5,40) Oy HOPiBHAHHUMY JUIA TPyl npenapary Paiizoner® ®nexcTau® i incyniny geremip,
TOJi SK piBeHb TAXKKOI rimormikemii (0,26 mpotu 0,07) 6yB BUIIMM y rpymi npenapaty Paiizomer®™
®rnexcTau®, Xoua pi3HHUI He OyIa CTATHCTHYHO 3HAYMMOIO. Y KOKHii rpymi 6yy10 3apeecTpoBaHo
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JIeKiIbKa eIMi30/1B TSHKKOI TINOIUIIKeMii; 9YacToTa TSHKKOI TimorjiikeMmii y Tpymi mpenapary
Paiizoner® ®nexcTay® Gyna BHIIOIO y MAIi€HTIB BiKOM 2—5 POKiB y TOPIiBHAHHI 3 MallicHTaMH
BikoM 6—11 pokiB a6o 12—17 pokis (0,42 npotu 0,21 ta 0,21 BianosigHo). Oninka ehekTuBHOCTI
Ta OE3MEeKH 3aCTOCYBAHHS MIUTITKaM 13 IYKpOBUM JiaberoM 2-ro TUIy Oyjia MpoBeAcHa 3
BUKOPHUCTAHHSAM JaHUX JOCIIHKCHHS 32 YYaCTIO MUTITKIB Ta TOPOCIIHUX 13 IIYKPOBHUM JiabeTom 1-
ro TUIy Ta JOPOCIMX IMAIIEHTIB 3 I[YKPOBUM JiabeToMm 2-ro Tumy. Llg omiHka miarpumye
3actocyBaHHs npenapary Paitsoner® ®nexcTau® marieHTaM MigTiTKOBOTO BiKY i3 IyKpOBHM
JiabeToM 2-TO THUITY.

Dapmaxokinemuxa.
AbcopOrtis.
[Ticnsa migmkipHOi 1H €Kil GOPMYIOTBCS PO3YMHHI Ta CTAOUIbHI MYJIbTHUTEKCAMEPH 1HCYJIIHY
JETIIONIEK, SIKI YTBOPIOIOTH JETO IHCYTIHY B HiﬂmKipHiﬁ TKaHUHI, 110 HE 3aBaXKa€ IIBUIKOMY
BUBIJIbHEHHIO MOHOMEPIB 1HCYJIIHY aclapT y KpoB’sHe pyciio. MOHOMEpH 1HCYJIHY JeriaroaeK
MOCTYIOBO BiZJOKPEMITIOIOTHCS Bij MyJIBTI/II‘eKcaMeplB mo 3abe3nevyye TOBUIbHE 1 MOCTiHE
HA/IXO/DKEHHS 1HCYJIHY JErNIIoeK y KpoB’siHe pycio. PiBHOBa)kHa KOHIEHTpauis 0a3aJbHOro
KOMITOHEHTa (IHCYJIiH JETJIONIEK) B CHPOBATII KPOBI JOCATAETHCS Micis 2—3 AHIB MIOACHHOTO
npuitomy npenapary Paitzoner® ®nexcTau®.
[IBunka abcopOiisi, sika BIAcTHBA JUIsl TOOpE BUBYCHOIO IHCYIIIHY acmapT, 30epira€rbes y
npenapari Paitzoner® ®nexcTau®. dapmakokineTHunuii Tpodiik iHCYIIiHY acnapT IPOSBIAETHCS
yepe3 14 XBUINH MICHA iH €K1, MK KOHIIEHTPAIlii B I1a3Mi KPOB1 IOCATAETHCS Yepe3 72 XBUINHHU.
Posnonin
CrHopiiHeHICTh THCYJIHY JET0JIEK 3 albOyMIHOM IUTa3MH JIIOJWHU cKiamae > 99%. Iucymin
acmapT Mae HU3bKe 3B’ s13yBaHH 3 Oinkamu ia3mu (<10%), moaiGHe 10 TOTo, 10 CIIOCTEPIraeThes
y 3BUYAIHOTO JIFOICBKOTO 1HCYIIIHY.
Metabo1izm
Jlerpanantis iHCYITIHY JETIIOJIEK Ta IHCYJIHY acmapT MmoaiOHa J0 TaKoi y JIFOJCHKOrO 1HCYIIHY;
JKOJIEH 3 MeTabOMITIB, 110 YTBOPIOIOTHCS, HE Ma€ 010JI0TTYHOT AKTUBHOCTI.
Busenenns
[Ticnst miAMIKIpHOTO BBENEHHS Mpenapary Paiizomer® ®nexcTau® nepioJ] HariBBUBEACHHSA
BHU3HAUYAETHCS IBMJIKICTIO BCMOKTYBaHHS 3 MIAUIKIpHOI TKaHWHU. Ilepion HamiBBHUBEICHHS
0a3anpHOr0 KOMIIOHEHTA (1HCYJIiH JIETJII0AEK) B PIBHOBa)KHIN KOHILIEHTpAL[il CTAHOBUTH 25 TOJH,
HE3aJIeKHO B J103U.
JIiHilHICTD
3aranpHa ekcrosuis npenapaty Paitsoner® ®nexcTau® 3pocTae mponopiiiiHo 36inbIIEHHIO 1031
6a3anpHOr0 KOMIOHEHTA (1HCYJIiH AETIII0/IEK) 1 MpaH I1albHOr0 KOMITIOHEHTA (1HCYJIIH acnapT) Ipu
IyKpoBOMY Aiabeti 1-ro ta 2-ro TUmy.
Cratp
He Oyno BusiBneHo BiAMiHHOCTEH y (hapMaKOKIHETUUHUX BJIACTUBOCTSX Mpenapary 3ajexXHO Bijl
CTaTi marficHra.
Bik, paca, HUpKOBa 1 IEYIHKOBA HEJOCTAaTHICTb
He 6yJ10 BUsBJIEHO KJIiHIYHO 3HAYYIIUX BiIMiHHOCTeH y hapMakokiHeTHIli npenapaty Paitzoner®
®nexcTau® Mixk TOPOCTUMH MAI[iEHTAMH JIITHHOTO i MOJIOJIOTO BiKy, Mi MaIlieHTaMH Pi3HHX pac,
a TaKOX MK 3J0POBUMH JOOpPOBOJBLSAMHU Ta TMalllEHTaMH 3 HHUPKOBOIO a00 IEYiHKOBOIO
HENOCTATHICTIO.

TN
dapmakokineTHka mnpenaparTy Paiizomer® ®nexcTau® mpu uykpoBomy miaGeri 1-ro Tumy
nociijpkyBanacs y gitei (6—11 pokiB) Ta mijmiTkiB (12—18 pokiB) i1 mOpiBHIOBaJIACs 3 TaKOKO y
JIOPOCIUX MiCII OAHOPA30BOro BBEACHHS 103U. CTablibHa (papMaKOKIHETHKA 1HCYIIIHY JETII0JIEK,
0 BXOJUTH J0 ckjiamy npenapary Paitsomer® ®nekcTau®, mocmimkysamach 3a JI0HOMOIOKO
MOMYJSILIHOrO aHami3y (hapMaKOKIHETUKH Y JIITeH BIKOM A0 | poky.
3aranbHa €KCHO3MINS Ta MIKOBAa KOHLEHTpallisd 1HCYIIHY acnapT y JiTeil Oynu BUIIMMHU, HIK Y
JIOPOCIHX, 1 OyJIM MOAIOHUMHU Y MiJUTITKIB Ta TOPOCITHUX.




dapMaKOKiHETHYHI BIACTUBOCTI 1HCYNIHY Aermiofek y aitedt (1-11 pokis) Ta migmitkis (12-18
POKIB) Y CTa01IbHOMY CTaHi OYyJIM MOPIBHSAHHI 3 TAKKMH y IOPOCTHUX 13 IYKPOBHUM AiadeToM 1-ro
TUITy. 3arajgbHa eKCIO3UIis IHCYIHY JETIII0ICK MICIsT OJHOPA30BOi 103U OyIa, OJHAK, BUIIOIO Y
JiTeH Ta MIJUTITKIB, HDK Y IOPOCTUX 13 I[YKPOBUM AiabeToM 1-ro Tumy.

Kuainiuni xapakrepucTukm.
Ilokazannus.
JlikyBaHHS ITyKpOBOTO J11a0eTy Y AOPOCIIHX, MIUTITKIB Ta JITEH BIKOM BiJ] 2 POKIB.

Ilpomunokazanns.
[TigBuIIeHa YyTIUBICTh IO IHCYJIHY ACTIIOACK, IHCYIIHY acnapT abo A0 Oyab-siKoi JOMOMIXKHOT
PEYOBHHM, 10 BXOJUTH J0 CKIIAy Mperapary.

B3aemooia 3 inmumu nikapcoKumu 3acodoamu ma inuwii 6UOU 83a€Mo0iil.

Sk BiIOMO, pAL JIIKapChbKUX 3aC001B BIUIMBAE HA OOMIH TIIFOKO3H.

JlikapchbKi 3ac00H, 110 MOKYTh 3HIKYBATH MOTPEOY B iHCYIiHI

[TepopanbHi 1ykpo3HmKyBanbHi 3acobu (I11[3), arowmictu penentopis ['TIII-1, iHTiGiTOpH
monoaminokcugazu (MAO), B-agpeHobnokaTopu, iHTIOITOPU —aHTIOTEH3UHIEPETBOPIOIOYOTO
dbepmenty (AIID), canimmiatu, anHaboNIIYHI CTEpOinu Ta cynb(aHiIaMiIu.

JlikapchKi 3ac00H, 1110 MOXKYTh MiABUITYBATH NOTPEOY B IHCYIIiHI

[lepopanbHi  KOHTpALENITUBU,  Tia3uWaW,  T[IIOKOKOPTUKOiAW,  THUPEOiNHI  TOPMOHH,
CUMIIATOMIMETHKH, TOPMOH POCTY 1 JaHA30]1.

-ampeHo610KaTOpu MOKYTh MACKyBaTH CUMIITOMH TiMOTIIIKEMii.

OKTpeoTH I/ TaHPEOTHT MOKE SIK 3HWKYBATH, TaK 1 IMiIBUIIYBaTH NOTPeOy B IHCYIiHI.

AJKOTOJIb MOKE MTOCHITIOBAaTH a00 3HMKYBATH TIMOTIIKEMIYHHUM e(DeKT 1HCYyIiHY.

Ocoonueocmi 3acmocyganns.

[inormikemist

[Tponyck mnpuiiomy ixki a0o iHTeHCHBHE (Di3MYHE HABAaHTAXEHHS MOXYTb IPHU3BECTH 0
TIIOrTiKeMIi.

[imormikemiss MOXe BHHHUKHYTH, SIKIIO J03a IHCYJIHY 3aHAaJTO BHCOKa BIJHOCHO NOTpeO B
IHCYJIHI.

3acTocyBaHHA AITSIM NOTpeOye 0coOIMBOT 0OEPEXKHOCTI: 03U 1HCYINIHY MOBHHHI BiJNOBiIaTH
npuiioMaM ki Ta (i3MYHMM HABAHTAKEHHSAM JJIs MiHiMi3alii pusuKy rinmoriikemii. Paiizomer®
®nexcTau® Moxke CnpusATH GibII YaCTOMY BHHUKHEHHIO TSKKOI TiMOIJIiKeMii MOpPIBHAHO 3
0a3uCHO-00TIOCHUM PEKUMOM BBE/ICHHS 1HCYIIHY Y JIiTel, 0cOOJIMBO Yy Billl BiJ 2 10 5 pOKIB (JIUB.
posnin «®apmakoguHamMika»). [l miei BIKOBOI rpymM JOLIIBHICTH 3aCTOCYBAaHHS IpenapaTy
Paiizoner® ®nexcTau® ciiji BUpilTyBaTH iHAMBILYyaIbHO.

XBopi, B AKMX 3aBISKH IHTEHCHBHIH I1HCYJIHOTepamii iCTOTHO MOJIMIIMBCS KOHTPOJb PIBHS
[JIFOKO3U B KPOBI, MOXYTb BIJJ3HAYUTH 3MIHY 3BUYHUX CUMITOMIB-TIPOBICHHKIB T1MOTIIIKEMII, TPO
110 X CJIi1 3aBYaCHO MONepeuTH. 3BUUHI CUMITOMHU-TIPOBICHUKN MOXYTb 3HUKHYTH y MAIlI€EHTIB
3 TOBrOTPUBAJIUM I[YKPOBHUM J11a0€TOM.

CynyTHi 3aXxBOpIOBaHHs, OCOONMBO iH(EKIIi Ta JTUXOMaHKa, 3a3BUYail 30UIbIIYIOTH MOTPEOY
XBOpOTo B iHCyINiHI. CymyTHI 3aXBOPIOBaHHS HUPOK, MEYIHKU a00 3aXBOPIOBAaHHS HAIHUPKOBHX
3a103, rinogiza abo NIIUTOBUIHOI 3aJ03U MOXKYTh 3YMOBHTH HEOOXIJHICTb KOpPEKIii 103U
IHCYJIIHY.

SIK 1 10710 3aCTOCYBaHHS IHIIMX TpernapaTiB 0a3aJbHOrO IHCYJTIHY YU 1HCYJIHIB, IIO MICTSATb
0asanbHUI KOMIIOHEHT, TIPOJIOHrOBaHa Jis npenapaty Paitzomer® ®nexcTau® moxe 3arpumaru
BiJTHOBJICHHS PIBHA IIIOKO3U B KPOBI MICIIS TIMOTITIKEMIi.

[nepriikemist

BBeneHHs iHCYiHY MBUIKOI [T PEKOMEHIYETBCS Y pa3i TSHKKOT TilepriliKeMii.

Hesignosinne no3yBaHHs a00 MPUIIMHEHHS JIKYBaHHS Y MAIIEHTIB, 110 MOTPEOYIOTh BBEICHHS
IHCYJIHY, MOXYTb NPHU3BECTH 0 TimepriikeMii Ta aiabeTmyHoro keroauuaosy. Kpim Toro,
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CYITyTHI 3aXBOPIOBAaHHS, 0COOIMBO 1H(EKIIiT, MOKYTb MMPU3BECTH 1O TiMEpriikeMii i, TUM CaMHM,
JIO TABUIIIEHOT MOTPEOH B 1HCYJIIHI.

3a3BHuail mepuri CUMIITOMH TiNEpriiiKeMii pO3BUBAIOTHCS MOCTYIIOBO, MPOTITOM KUTBKOX TOAWH
abo 11i6. Bonu BKIIOYArOTh y ceOe BIAUYTTS CIIpary, 4acTe CEYOBHITYCKaHHS, HYIOTY, OJIIOBaHHS,
COHJIMBICTb, TOYEPBOHIHHS 1 CyXiCTh IIKIPH, CYXiCThb Y POTi, BTpaTy ameTHUTy, a TaKOX 3arax
aleToOHy Yy MOBITPI, 10 BUAMXAEThCs. [Ipu miaderi 1-ro Tummy rinmepriiikemis, M0 HE JIIKY€EThCS,
NPU3BOJMTH J0 11a0ETUYHOTO KETOAIH 103y, IKHI € CMEPTEIbHO HEOE3MEeUHNM.

[lepeBesieHHs XBOPOTO 3 1HIIOTO TUIY IHCYITIHY

[lepeBenenHst XBOPOTo Ha iHIIKI TUIT 200 MapKy 1HCYNIHY YU HA 1HCYIIH IHIIOTO BUPOOHHUKA Ma€e
B1I0YBATHUCS I11]T CYBOPUM MEIUYHUM KOHTPOJIEM 1 MOKE 3yMOBUTH HEOOX1THICTh KOPEKIIii 1031
IHCYyIiHY.

Komb6inariis miornita3ony 3 npenapataMu 1HCYIiHY

[Tpu 3actocyBaHHI MIOTJITa30HY B KOMOIHAIT 3 1HCYJIIHOM PEECTPYBAIMCS BHIIAJKU PO3BHUTKY
3aCTIIHOI ceplieBOT HEAOCTATHOCTI, 0COOJIUBO Y XBOPUX 3 (PAKTOPAMHU PU3UKY PO3BUTKY 3aCTiHHOI
cepueBoi HemoctatHocTi. Lle Bapro mMartu Ha yBasi, NMpU3HAYAIOYM JIIKyBaHHA KOMOiIHAIli€l0
miornitazony 3 npenapatoM Paitzomer® ®dnexcTau®. IIpu koMOIHOBAaHOMY 3aCTOCYBAaHHI LIHX
npenapaTiB MalieHTH TOBUHHI Nepe0yBaTH Il CHOCTEPEKEHHSM JIKaps A CBOEYACHOTO
BUSIBIICHHS] CUMIITOMIB 3aCTi1MHO1 cepIieBOi HEIOCTATHOCTI, 301IbIIIEHHS MACH TiJIa T BAHUKHEHHS
HaOpsiky. Y pasi Oynp-skoro moripmieHHsS (QYHKMii cepus JIKyBaHHS MIOTJIITa30HOM CHiX
HPUITUHUTH.

IlopymeHnHs 30py

Inrencudikanis iHCyIiHOTEpaMii 3 PI3KUM MOKPAIIEHHSM KOHTPOJIIO TIIIKEMii MOKE TUMYacOBO
MOCWITIOBATH /11a0CTUYHY PETHHOMATIIO, TOAIL SIK JOBFOCTPOKOBE MOKPAIIEHHS KOHTPOJIO TIIIKEeMii
3HIXKYE PU3UK MPOrpecyBaHHs A1a0€TUYHOI PeTUHONATI].

3amo0iraHHs BUIIAIKOBUM TTOMHUIIKAM

Cnig iHpopMyBaTH NAIIEHTIB PO HEOOX1AHICTh MEPEBIPKH €TUKETKU HA 1HCYIIiHI Hepe]] KOKHOI0
1H’€KIi€r0, 100 BHITAJKOBO HE CIUIYTaTH IIpermapar Paiizomer® ®nexcTau® 3 iHmuMu
npernapaTamy iHCYIiHY.

[TarieHTH MOBUHHI BI3yaJlbHO NMEPEBIPUTHU KUIBKICTh HAOpaHUX OJMHUIL HA JIYUIBHUKY 03U
mnpHu-pydku. Crini narieHTH Ta MalieHTy 3 TOraHUM 30pOM ITOBUHHI 3BEPHYTHUCS 32 JOIIOMOT OO
JI0 1HILO JIFOJIMHY, 1[0 Ma€ XOPOLIMii 31p 1 3HAa€, IK BUKOPUCTOBYBATU MPUCTPIN AJis BBEIEHHS
IHCYITIHY.

[[{o6 yHUKHYTH MOMUJIOK Y T0O3YBaHHI Ta MOTEHIIMHOTO TEPEI03yBaHHS, MAI[l€HTaM Ta JIIKapsmM
HIKOJI HE CIIiJi BUKOPUCTOBYBATH HINPHI] s 3a00py JIIKAPCHKOTO Tpenapary 3 KapTpuaka
MIOTIEPETHHO HATIOBHEHOI ITTPHIL-PYUKH.

VY pa3i OIOKyBaHHS TOJIOK HAlliEHTH MaroTh JOTPUMYBATHCS PEKOMEHJAllil, ONMUCaHUX B
IHCTPYKLIi 3 BUKOPUCTAHHS IINPHUI-pyuku (nuB. «I[IpaBuna goryisny Ta moBOJKEHHS 31 IIITPHIL-

PYYKOIO»).

[TpoayKyBaHHS aHTUTLA JIO IHCYIIHY

BBeneHHs 1HCyNiHY MOK€ NPU3BECTH 1O NPOAYKYBAaHHS aHTUTUI A0 IHCYMIHY. Y PIIKICHHX
BUMAJIKaX NMPHUCYTHICTh TaKUX AHTHUTLI MOXKE MOTpeOyBaTH KOpPETyBaHHS J03M IHCYJiHY, 1100
BUIIPABUTH TEHJCHIIIIO JI0 TiNepriikeMii ado rinoriikemii.

[le#t mikapchkuii 3acid MICTUTh MeHIIE HIK | MMoOJIb HatTpito (23 Mr), ToMy JiKapchbKui 3aci0
MO>KHA BBaXKaTH TaKHUM, [0 HE MICTHTh HATPIIO.

3acmocysanus y nepiod eacimuocmi abo 200y8anHus 2pyoor.

BariTHicTb

He icHye Ki1iHiuHOTrO 10CBiTy 3acTocyBanHs npenapary Paitsoner® ®nexcTau® BariTHUM sKiHKaM.
JocniakeHHs: BIUIMBY Ha PENPOAYKTUBHY (DYHKIIIIO TBApUH HE BHUSBUIIM YKOJHUX BiJIMIHHOCTEH
M1DX BIJIUBOM 1HCYJIIHY AETJIIOAEK Ta IHCYIIHY JIFOJCHKOT0 MOXOKEHHS Ha eMOPIOTOKCUYHICTh Ta
TEpaTOr€HHICTb.



3aranom, MiJ 4ac BariTHOCTI Ta IUIAHYBAaHHS BAriTHOCTI PEKOMEHAYEThCS MOCHICHUH KOHTPOIb
PIBHSI TJIIOKO3W B KPOB1 1 MOHITOPUHT CTaHy BariTHUX JKIHOK 3 IIYKpoBUM aiabetom. IToTpeba B
iHCYyIiHI 3a3BUYail 3MeHIIyeTbess B I Tpumectpi 1 30umbmyerbes npotsarom II i I Tpumectpis.
[Ticns mosoriB motpeba B 1HCYJIiHI 3a3BUYAl MIBUAKO MOBEPTAETHCS 10 PIBHS, IO CIIOCTEPIraBcs
JI0 BariTHOCTI.

CosyBaHHS TPYJUIIO

He icuye xiiniunoro mocBigy 3actocyBaHus mpemapary Paiizomer® ®nexcTau® mim wuac
TOJyBaHHS TPYIUIE0. Y TBapHH IHCYIIH JIETIIOACK MPOHUKAB Yy TPYIHE MOJIOKO, KOHIIEHTpAIIis B
MoJIOL OyJia HIDKYOI0, HIXK Y T1a3Mi.

HeBinmoMo, 4u MpOHUKAOTH 1HCYJIIH JAETIIOJEK, 1HCYJIH acnapT y TPyAHE MOJIOKO JIFOAUHHU. Y
HOBOHAPOJKCHUX/HEMOBIIAT Ha IPYIHOMY BUT'OJJOBYBaHHI HE OUIKYIOThCS I0014HI epeKTH 3 00Ky
00MiHY PEYOBHH.

DepTUIILHICTD

JocmipkeHHs penpoAyKTUBHOI (PYHKIIIi y TBapUH MICJIsSI 3aCTOCYBAaHHS 1HCYJIHY JCTJIIOJIEK HE
BUSIBIJIM HEOAXaHOTO BILTUBY Ha (DePTHIIbHICTb.

®

30amuicms enaugamu Ha WBUOKICMb peakyii npu Kepy8aHHi A8MOMpPAHCnOPmMoM abo iHuuUMU
MeXaHizMamu.

Lleit mikapcekuii 3aci0 He BrMBae a00 Mae HE3HAUYHWH BIUIMB Ha 3[aTHICTh KepyBaTH
ABTOTPAHCIIOPTOM a00 1HIIMMH MEXaHI3MaMHu.

[IpoTe peakiis XBOPOTO Ta WOTO 3/aTHICTh KOHLIEHTPYBATH YBary MOKYTh OyTH MOPYIICHI TIpU
rinormikemii. Ile Moxke ctatu pakTOpOoM pHU3UKY, HANIPHUKIAJ, IPU KEPYBaHHI aBTOMOOLIEM abo
poOOTi 3 IHIIMMH MEXaHI3MaMH.

XBOPHUM CJIiJT BXXUTH 3aX0J1iB 1010 TPO(PITAKTUKH TIMOTIKEMIl TIEpel TUM, SIK C1IaTH 3a KEPMO.
[le 0coOMMBO BaXKJIMBO JJIsI XBOPHX, y SIKUX OCHAOJEHI YW BIACYTHI CHMIITOMH-TIPOBICHUKH
rirmoryikemii abo emi301u TIMoTJiKeMii BUHUKAIOTh YacTo. 3a TaKUX OOCTaBHUH BapTO 3BAKUTH
JOLTBHICTh KEPYBaHHS aBTOMOOLIEM.

Cnoci6 3acmocysanns ma 0o3u.

[lo3yeanns

[penapar Paitzoner® ®nexcTau® — po3umHHMI mnpemapar iHCYJiHy, IO CKIAJa€ThCs 3
0a3aJbHOIO 1HCYIIHY YIBTPATPUBAIIOT JIii — IETIII0AEK Ta MPaHA1aJIbHOIO 1HCYNIHY IIBUAKOIL Aii —
acrapr.

Cuna nii aHajnoriB iHCysliHy, B TOMYy 4MCIi Jikapchkoro 3acoby Paiizoner® ®nexcTau®,
BHU3HAuUaeThesl B onuHuigx nii. Ogna (1) ogunmus iHcyniHy Bignosimae 1 MO mroacekoro
iHCyniHy, 1 onuHUII Ail 1HCYiHY Taprid, 1 oauHUIl Ail iHCYiHY aeTemip a6o 1 oxuHumi ait
nBO(A3HOTO 1HCYIIHY acmapT.

Jlo3yBaHHs nikapchkoro 3aco0y Paitzoner® dnexcTau® mae Bifnosinaty inauBigyanbHiil motpebi
nanieHTa. [HauBiAyalbHUN MIAO0P 103U PEKOMEHI0OBAaHUI Ha OCHOBI BUMIPIOBAHHS TJIIOKO3H B
U1a3Mi HaTIIE.

HeoOxignHicTh mi0opy A03M MOXE BUHUKHYTH IPU MIJBUIIEHHI (PI3UYHUX HaBaHTaKE€Hb, 3MIHI
3BHYHOTO PEXKUMY XapuyyBaHHS Ta MiJ Yac CYMyTHIX 3aXBOPIOBAHb.

[TamienTam 3 IyKpoBUM Jia0eToM 2-T0 TUIy IpenapaT MOXHa BBOJAWUTH OIHMH abo JBa pa3H Ha
100y 3 OCHOBHMUM TPUHAOMOM 1Kl OKpeMo abo B KoMmOiHamii 3 MepopalbHUMH
IyKPO3HIKYBAJbHUMU 3aco0aMu 4yu B KoMOiHamii 3 OOJIOCHMM 1HCYIIHOM (IUB. PO3ZILI
«®DapmakomuHamikay). IIpu 3acTocyBaHHi Jikapcekoro 3aco0y Paitzoner® dnexcTau® oqun pas
Ha 100y, y pa3i gKIo HeoOXiaHi OLIbII BHCOKI J03M 1HCYJiHY, HampuKiIaa, M00 YHUKHYTH
TimoTJiKeMii, CIiJ MepelTH Ha 3aCTOCYBaHHS JBa pa3u Ha 100y. HeoOxigHO po3aimuTH A03Yy
3aJIeKHO BiJl MOTPEO MallieHTa Ta BBOAUTH Pa3oM 13 OCHOBHUMHM MTPUHOMAMU TXKI.

[TamienTam 3 MykpoBUM niaberom 1-TO THITy mpemapar 3acTOCOBYIOTh OJWH pa3u Ha J00y 3
OCHOBHUM MPHUHOMOM TKi y KOMOIHAIIT 3 1HCYTIHOM KOPOTKOI/MIBUAKOI 1T T Yac TOAATKOBUX
npuioMiB TXKi.



I'nyukicmoe y 6ubopi yacy eeedenns

Ipenapar Paitzoner® ®nexcTau® 103B0Msg€ THYYKO 3MIHIOBATH Yac BBEJCHHS iHCYIiHY, 32 YMOBH
10 BiH 3aCTOCOBYETHCS PA30M 3 OCHOBHUM IIPUHOMOM i%Ki.

VY pasi Ko npuiioM mpenapary MpOMyIIeHHWH, MaIlleHT MOK€ MPUNHATH MPOIMYIICHY 103y 3
HACTYITHUM OCHOBHUM MPUHOMOM TKi y 1€l camuii JE€Hb, a Hajadi BiTHOBUTH 3BUYHE
3acTtocyBaHHs 3a TpadikoM. [lamienTam He ciif npuiiMaTi 1OJIaTKOBY 103y, 100 KOMIIEHCYBaTH
IPOMYIIEHY 103Y.

Ilouamox 3acmocysanns

THayienmu 3 yykposum diabemom 2-20 muny

PexoMenaoBaHa 3araipHa 1000Ba MOYaTKOBA /1032 CTaHOBUTH 10 oAMHMILIB i Yac mpuiioMy ixi 3
MOJAJIBIIOI0 1HAMBITYaTbHOIO KOPEKIIEIO T03H.

Tayienmu 3 yykpoeum diabemom 1-20 muny

PexoMeH0BaHa ToYaTKoBa f03a mpemnapaty Paiisoger® ®nexcTau® cranoButs 60—70% Bin
3arajabHO1 J0OOBOI MOTPEOU B 1HCYJIIHI.

[Tpemapart i 3aCTOCOBYBATH OJIMH pa3 Ha 10Oy B KOMOIHAIIIT 3 IHCYTIHOM KOPOTKOI/IIBUAKOT JiT
MiJ] Yac T0AATKOBHX MPUHOMIB 11 3 IOJANIBIIOI0 1HAUBIIYabHOK KOPEKIIIEIO 103H.

Llepexio 3 inwux npenapamis iHcyniny

PekoMeHayeThCsl peTenbHUN KOHTPOJb PIBHS TJIIOKO3W Y KpPOBI Yy MepioJ NepeBeNeHHS Ha
npenapar Paiizoner® ®nexcTau®, a Takox y mepin Twxmni 3acTocyBaHHsA. MoxiuBo, Oyse
noTpiOHa KOpEeKIisl J03M 1 4Yacy BBENEHHS I1HCYNIHY KOPOTKOI/mBHAKOI nii abo i1HIIMX
I[yKPO3HIDKYBAJIBHHUX 3aCO01B.

Tayienmu 3 yykposum diabemom 2-20 muny

[TamienTam, 1o mepexoasaTh 3 6a3aIbHOTr0 00 MONEPETHBO 3MIMIAHOTO IHCYIIIHY 3 3aCTOCYBAHHSAM
1HCYNiHY o/1MH a0 J1Ba pa3u Ha 100y, 103a mpenapary Paitzoner® ®aexcTau® (pu 3acTOCyBaHHI
OIIMH pa3 Ha 00y) Moke OyTH mepepaxoBaHa SK OJUHMILS 10 OJMHHII Bifl O3 MONEPEAHBOTO
1HCYIIHY 3a Ti€i % cyMapHOi J03U 1HCYIIIHY, L0 Malll€HT OTPUMYBaB paHillle.

[TamienTam, 1o mepexoaaTh 3 6a3aIbHOT0 200 MONEPETHHO 3MIMIAHOTO IHCYIIIHY 3 3aCTOCYBaHHSAM
1HCYNiHY 01MH a0 J1Ba pa3u Ha 100y, 103a mpenapary Paitzoner® ®aexcTau® (pu 3acTOCyBaHHI
JIBa pa3u Ha 100y) Moxe OyTH mepepaxoBaHa sIK OJUHUI 10 OJUHMII BiJl 103U MONEPEAHBOIO
IHCYJTIHY 3a TI€T K CyMapHOI J103H 1HCYJIiHY, 1[0 NAI[iEHT OTPUMYBAB paHille.

[TamienTam, 1m0 EPeXo ATk 3 0a3aIbHO-00MIOCHOI THCYIHOTEPAITil Ha 3aCTOCYBAHHS MIpenapary
Paiizoner® ®nexcTau®, HeoOXiIHO IepepaxyBaTH 103y 3 ypaXyBaHHSAM iHIUBiLyalbHOI TOTPEOH.
3aranom, NOYMHAIOTh TEPAIito 3 TI€T K KUIBKOCTI OJUHUIL 0a3aJIbHOTO 1HCYJIIHY.

THayieumu 3 yykposum diabemom 1-2o0 muny

PexomenoBana mouaTkoBa qo3a npenapary ctaHoBuTh 60—70 % Binx 3aranpHO1 1000BOT MOTpeOH
B 1HCYIIiHI, SIKy BBOJATH B KOMOiHAIlii 3 1HCYTIHOM KOPOTKOI/IIBUIKOI il MiJ Yac JOAaTKOBUX
MPUHOMIB 1K1, 3 TOAAIIBIION0 1HIMBITYATHHOO KOPEKIIIEIO T03H.

Oco0nuBi momynsii

layienmu nimnvoeo 8iky (= 65 pokis)

[penapar Paiizoner® ®nexcTau® MoxkHa 3acTOCOBYBAaTH MallieHTaM JIiTHbOro Biky. Crin
MPOBOAMUTH OUIBII PETENbHUN KOHTPOJIb PIBHS IIIOKO3U B KPOBI 1 KOPEKIIIO 103U BUKOHYBAaTH
IHIUBIAYanbHO (AUB. po3ail «DapMaKOKIHETHKAY).

Llopywenns @pyHKyii newinku ma HUpoK

[Ipemapat MoKHaA 3aCTOCOBYBATH MalliEHTaM 3 MOpYyIIeHHSAM (DyHKII mediHku Ta HUpok. Ciin
MIPOBOAMTHU OLIbII PETENIbHUN MOHITOPHHT PiBHS INIFOKO3U B KPOBI 1 KOPEKIIIIO 103U BUKOHYBAaTH
IHIUBITYanbHO (AUB. po3aia «DapMaKOKIHETHKA).

Beeoenns npenapamy

[Tpenapar Paiizoner® ®nexcTay® BBOAATH TiIBbKH MIMIKIPHO, MUISXOM 1H €Ki B IUISHKY
NepeIHbOI YepeBHOI CTIHKM, Ileya abo CTerHa. 3 METOH 3HIKEHHS PUBHKY PO3BUTKY
ninoaucTpodii MicIis 1H’ €KIIiH CITij] 3aBXK/AU 3MIHIOBATH B MEKaxX OAHIET TUTSTHKY.




IIpenapar He MOXHaA BBOJUTH:

— BHYTPIIIHHOBEHHO, OCKUJIBKH 1€ MOKE MTPU3BECTH JI0 PO3BUTKY TSAXKKOI TITOTIIIKEMIT;

— BHYTPIIIHHOM I30BO, OCKUITBKH 11€ MOKE TIPU3BECTH JI0 3MIHH IIBUIKOCTI aOCopOIIii;

— B iH(]y31iiHOMY 1HCYJIIHOBOMY HAcOCI.

[penapar Paitzoner® ®nekcTau® He MoXkHA HAOMPATH INNPHIIOM 3 KAPTPUIKA MONEPETHBO
HAITOBHEHOI MMPHIT-PYUKH (IUB. «OCOOIMBOCTI 3aCTOCYBAHHS).

[TamienT! MarOTh OyTH MPOIHCTPYKTOBAHI 3aBXK/IW BUKOPHUCTOBYBATH HOBY TOJIKY JUISL 1H €KL
[ToBTOpHE BUKOpPUCTAHHS TOJIOK JUIsl BBEACHHS 1HCYNIHY 31 HINPUL-PYYKU MIJBUIIYE PUBHK
0JIOKYBaHHS T'OJIOK, 1110 MOXE MPU3BECTH JI0 BBEACHHS HEIOCTATHHOT a00 3aHA/TO BEJIUKOI 03U
iHCYyMiHY. Y pa3i OJIOKYBaHHS T'OJIOK MAIIEHTH MAIOTh JOTPUMYBATHUCS PEKOMEH Iallii, OTMMMCAHUX
B IHCTPYKIIii 3 BAKOPUCTAHHS IINPUL-PYIKH (IuB. «[IpaBuia qorisy Ta MOBOHKCHHS 31 IITTPHII-

PYUYKOIO»).

3acmepeoicents w000 NOBOOIUCEHHS 3 NPENApAmMom ma Ymunizayii

Lleit mikapchKuii 3aci0 y monepeaHbo HAOBHEH M MIMPHUII-PYYLli TPU3HAYEHUH 11 BUKOPUCTaHHS
auie oaHiero ocoboro. Lnpun-pydky He MOKHA 3alIOBHIOBATH 3aHOBO.

Paitzoner® ®nexcTau® He MOXkHA 3aCTOCOBYBATH, AKIIO PO3YMH HE € IPO3OPHM Ta 6e30apBHIM.
Paiizoner® ®nexcTau®, sxuii 6yB 3aMOpOKEHHIA, 3aCTOCOBYBATH HE MOKHA.

[lepen KOXHUM BUKOPHUCTAaHHSIM HEOOXITHO MPHUETHATH HOBY TOJKY. ['0JIKM HE MOYKHA TIOBTOPHO
BUKOPUCTOBYBATHU. [lallieHTH MalOTh 3HIMATHU TOJIKY MICIs KOXKHOI'O BUKOPUCTAHHS.

VY pa3i ONOKyBaHHS TOJIOK NAIiEHTH MAalOTh JOTPHUMYBATHCS PEKOMEHMAIil, ONHMCAaHUX B
IHCTPYKII{ 3 BUKOPUCTAHHS IINPHUI-PYUKH.

Bynp-sKi Bigxoau MOTPiOHO YTHITYBATH BiAIIOBIHO 10 MiCIIEBUX BUMOT.

[penapar Paiizoner® ®nexcTau® mnoctayaroTh y IONEPeIHHO HAMOBHEHIH IINPUI-PYHII
(«DnexcTauy), mo NpU3HAYEHA TS BUKOPHCTAHHS 3 il eKiiitauMu roikamu «Hoso®aitn®» a6o
«HoBoTgicT®» noBsxkuHOI0 10 8 MM. TTonepeHb0 HANIOBHEHA MIIPHUI-PYYKa 3a0€31euye BBEICHHS
BiZ 1 1o 80 onuHUI IHCYITIHY 3 KPOKOM B | OMHUIIIO.

binem geranpHy iHQOpMarllito MUBITECA B [HCTpYKIIT 13 3aCTOCyBaHHS Ipemapary Paitzoner®
®nexcTau® s nanienra.

Incmpykyii i3 3acmocyeanus npenapamy Paiizooe2® @nexcTay® ona nayienma

I[epim Hi’k BHKOPHCTOBYBAaTH HIIpUL-pyuky DiekcTau®, HeOOXiJHO yBaKHO MPOYUTATH IIIO
IHCTpYKILi0. SIKII0 BU He OyaeTe TOUHO AOTPUMYBATUCH Li€l IHCTPYKLIi, BU MOKETe OTPUMATH
3amany a0o0 3aBelMKYy 03y I1HCYJIIHY, IIO MOXE MPU3BECTH 1O 3HAYHOTO MIABMILEHHS abo
3HMKEHHS PIBHS LYKPY B KPOBI.

He BukopucroByiite mmpui-pydxky 6e3 mpoxoKeHHs IHCTPYKTaXKy Bij Jikaps a00o MeJICECTpH.
CrouaTky mHepeBipTe 3a E€TUKETKOI, IO B IINPHI-pY4lli MiCTUThcs npemapar Paitzomer®
®nekcTau®, 100 OJI/Mi, a HOTIM MPOMBITECA iMOCTpAllii, IKi HABeIEH HIMKYe, 100 OTPUMATH
iH(pOpMaIlifo 00 PI3HUX YACTHH HINPHII-PYUKH Ta TOJIKH.

Crini mauieHTH Ta Mai€HTH 3 OFAaHUM 30pOM, 1110 HE MOXXYTh Bi3yaJlbHO NEPEBIPUTH KUIBKICTb
HaOpaHUX OJMHHIb HA JIYWIBHUKY 03U IIIPUI-PYUKH, HE TOBUHHI BUKOPHCTOBYBATH IINPHII-
pyuKy Oe3 JOMOMOTH 1HIIOI JIFOJAWHU. 3BEPHITHCS 3a JOMOMOTOIO J0 1HIIOI JIFOJWHH, 110 Mae
XOPOUIMH 3ip 1 3HA€, IK BUKOPUCTOBYBATH MPUCTPIN IS BBEACHHS 1HCYIIHY.

[TonepeHbO HATIOBHEHA MMpUI-pydka MicTuth 300 OJ] incyniny. Ilnpui-pyuka ®nexcTaq®,
100 OZl/m1, nae 3Mory BBOAMTH 103y BiJ 1 10 80 oMHUIIB HA 1H €KIIIO 3 KPOKOM B | OAMHUITIO.
[penapar Paitzoner® ®nexcTau®  mpusHaueHmii i BUKOPHCTaHHS 3 OJHOPA30BUMH
in’exmittaumu ronkamu «HoBoTBict®» a6o «Hoo®aitn®» momxuuo g0 8 MMm. [onku 10
KOMIUIEKTY YIIaKOBKHU HE BXOJSTH.
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A BaxmBa iHpopMaLis.
VYBa)XKHO MPOYUTANUTE MO IHCTPYKIIIO, OCKIJIBKH 11€ BXIMBO JJIS MPABHIBHOTO BHKOPHUCTAHHS
HINPHUI-PYIKH.
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Paiizoner® ®aexcTau®: nonepeanno
HANOBHEHA MINPHI-PYYKa

0BMAYOK
HINpHL-
PYy4KH

KOBIIAYO0K
TOJIKH
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HIkana kigbkocTi iHCYTiHY

Kaprtpunik 3 incyainom
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ETnkerka mmnpun-pyyxu

JiYnJIbHUK 1030

Tlokaxk4uK 1031

CenexTop 1031

Knonka no3yBanns

1. ITinroToBKa MIMIPHUI-PYYKH 10 iH €KIUT

[lepeBipTe Ha3By IHCYJIiHY Ta cuiy nii 3a
€TUKETKOIO Ha Ballliif IIPUL-pyuLli, 11100 OyTH
BIICBHEHHM, II0 BOHA MICTHTh Iperapar
Paizoner® ®nexcTau® 100 OJl/ma. Ile
0COOJIMBO BAKIMBO, SIKIIO BU 3aCTOCOBYETE
OUTbII HIDK OJMH TUN IHCYNiHY. SIKIIO BH
obOepeTe He TOM THIT IHCYIIIHY, PIBEHb IIYKPY Y
Balliif KPOBI MOXKE CTaTW 3aHAATO BHUCOKHM
a00 3aHAITO HU3BKHM.

Puc. A. 3HIMITH KOBMAYOK 31 IIMPUIT-PYUKH.
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Puc. B. BneBHiThCs, 110 1HCYJIH Yy IINPHII-
pydui npo3opuii i 6e30apBuuil. [loguBiTHCS
Kpi3b KapTPUDK 1HCYJIHY: SKIIO 1HCYJIH
BUTJISIZIA€ HENPO30pUM, HE BHUKOPHUCTOBYHTE
IO IIITPHIT-PYUKY.

Puc. C. Bi3pMiTh HOBY TOJIKY Ta 3HIMITH 3 HEl
narepoBy MEMOpaHy.

Puc. D. HarBuHTITh TOJIKY Ha MIPUI-PYUKY.
[ToBepraiiTe royiKy A0TH, IOKA BOHA HE Oyne
TPUMATHUCH LIUTBHO.

Puc. E. 3HiMiTh BeTMKHii 30BHIIIHIA KOBIAYOK
ronku. He Bukupgaiite oro: BiH 3HaJ00OUTbCA
Ticis 11’ €Ki, 100 MPaBUIIbHO 3HITH TOJIKY 31
HINPUL-PYYKH.

Puc. F. 3HiMITh BHYTpIllIHI} KOBMAa4OK T'OJIKH
Ta BUKUHBTE HOT0: IpU CcpoO1 OASTHYTH HOTO
3HOBY MOXXHa BHIIQJIKOBO BKOJIOTH ce0e.
Kpamuis iHCyniHy Moe 3’ IBUTbCSI Ha KIHUUKY
rosku. e HopManbHO, ane BceoJHO MOTPiOHO
BUKOHATH NEPEBIPKY TOKY 1HCYJIIHY.

L

A J17151 KOKHOT 1H €K11{ 3Bk /11 BUKOPUCTOBYHTE HOBY I'OJIKY, 1100 3MEHIIUTH PU3HK 1H(DIKYBaHHS,

3aro0irTi BUTIKAHHIO 1HCYJiHY, OJJOKYBaHHIO TOJIKA 200 HEKOPEKTHOMY JI03yBaHHIO 1HCYIIIHY.
A Hikonu He BUKOPHCTOBYHTE 3ITHYTY UM MOIITKO/KEHY TOJIKY.

2. IlepeBipka TOKY IHCVIIIHY
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3aBXKOM TIEPEBIPSANUTE TOK 1HCYIIHY TMepes
in’exmiero. Ile momomoke OyTH BIIEBHEHUM,
110 BBEJICHO MOBHY J103y TIperapary.

Puc. A. IloBepHITh CEIEKTOp J03H Tak, 00
BUCTaBUTH 2 oxunwmii. [lepexoHaiitech, 110
JIYHIIBHUK JTO3H ITOKa3ye 2.

BucraBiieno
2 oUHHUI

Puc. B. VYTpumyroun — MINOPUI-PYUKY 'E
BEPTUKAJIBHO TOJIKOIO JIOTOPH, ACKUIbKA pa3iB iy
00epexHO MOCTyKanTe ajblieM 1o AL
KapTpUIKy, MO0 MyXUpIi TOBITPs 310paucs (( ‘
y BEpXHiil YaCTHHI KapTpUIKa. .

Puc. C. HatucHiTh Ta yTpUMYyHTE KHOIKY
NO3yBaHHs, JOKH JIYWIBHUK JO3W HE
MIOBEPHETHCS /10 MO3HAUKU «0».

[losnauka «0» moBMHHA 30iratucs 3
MOKaKYMKOM J103H.

Ha kiH4YMKYy TONKM Ma€ 3’SBUTHUCS Kparuis
IHCYIIHY.

ManeHnbkuil myxupelp NOBITPS MOXKE 3aJIMIIATUCh HAa KIHYMKY TOJIKH, ajie Horo He Oyze BBEIEHO
mig yac i’ exIii.

Sk110 Kparuist 1HCYIIHY He 3’ SIBUThCS, IOBTOPITh KPOK 3a KPOKOM (3 puc. A 110 puc. C) nepeBipky
710 6 pasiB. SIKIO Kparuis 1HCYJIiHY 3HOBY HE 3’ SIBUTHCSI, 3MiHITh F'OJIKY Ta MOBTOPITh KPOKHU 3 PHUC.
A 5o puc. C e oiuH pas.

SIK1o Kpamis 1HCYJIHY BCE K Takd HE 3 ABISETHCS, BUKMHBTE L0 IIIPUI-PYYKY Ta Bi3bMITh
HOBY.

A 3aBxaM mepeBipsiiTe, 00 mepea BBEACHHSIM Ipenapary Kpamis iHCYIiHY 3°sBHJIAach Ha
KiHUMKY Tosku. Lle rapantye, mo iHCyINiH MOCTymae. SKIo Kparwis He 3’sBISE€TbCs, HE MOXHA
BBOJUTH 1HCYJiH, HaBITh SKIIO JIYWIBHUK 103U o0OepTaeThcs. lle Moke cBiguuTH mpo
3a0J0K0BaHy a00 MOIIKO/KEHY TOJIKY.

A 3aBXau TepeBipAiTe HaIXOPKEHHS 1HCYNIHY uyepe3 ToJIKy Imepell iH ekiiero. SIKImo BH He
nepeBipyuTe HAAXOMKEHHS 1HCYINIHY, TO MOKETE OTPUMATH 3aHAJATO HU3bKY /103y 1HCYJiHY a0o
30BCIM He oTpuMaTH ii. L{e Mo>ke mpu3BECTH /10 3HAYHOTO MiIBUIIICHHS PiBHS I[yKPY B KPOBI.

3. BucraBieHHs no3u
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Puc. A. Ilepen BBeneHHSIM IepeKOHaWTecs,
10 JIIYMJIBHUK 03U BCTAHOBJICHO HA MO3HAYII1
«0». Tlo3Hauka «0» moBWHHA 30iraTucs 3
MTOKaXXYHUKOM JIO3H.

[loBepHiTh  celeKTOp [O03M  Tak, WI00
BHUCTaBUTU HEOOXIJHY AJI1 BBEACHHA 103y 3a
MPU3HAYCHHSM JIiKapsl.

Bucrasnena no3za Moxke OyTH BiAKOpUTOBaHa
aK y Oik 30iIbIIEHHS, TaKk 1 3MCEHIICHHA
o0epTaHHSAM CEJIEKTOpa J03HM Y BIIMOBITHOMY
HaTpsMKY.

npun-pyuka 3abe3nedye BBEICHHS
OJIHOKPATHOI 03U 10 80 OIMHHUIIb.

4
Bucrasieno [ ﬁg

5 oauHUIB

Bucrasaeno |
24 opmHnni

CeﬂeKTop 031 3MIHIOE YHCJIO oauHuLb. Jlume JYMIBHUK Ta ITOKAXKYUK A031 ITIOKa3yroTh,

CKIJIbKH OAHMHUIb BI/I6paHO JJIs1 BBEACHHS.

Mosxna Habpatu 1o 80 oIMHUIE Uil OAHIET AO3W. SKIIO mIMpHI-pydyka MICTUTH MeHie 80

OAHUHUIIB, JYWIBHUAK 031 3YIIMHUTLCA Ha KIJIBKOCTI OJWHHUIb, I10 3aJIUIINIIACh.

CenexTop 034 KIAla€ Mo-pi3sHOMY MPHU 00epTaHH1 y 61K 3MEHIIICHHSI/301IbIIEHHS 103U 200 KOJIU
Ha HbOMY BHOpaHO Oijibllle OAMHHUIG, HK 3IMIIAIIOCSA B mIpUIl-pydni. He paxyiiTe kmamanss

HIMPUI-PYYKH TSI BAOOPY 103U 1HCYIIIHY.

A\ 3aBX/I BUKOPUCTOBYUTE JTIUMIBHUK Ta TIOKAXKYMK 03U JUIS TIEPEBIPKH BUCTABICHOI KiJIBKOCTI

OIWHUID IIEPC] BBCACHHAM IIpeIiapary.

He paxyiiTe knamaHHs MNpUI-PYYKH Ui BHOOpY no3u. SIkmo B obepere Ta BBeneTe

HCIIPAaBUJIBHY 103y, Balll piBeHB OyKpy y KpOBi MOXKE 3HAa4YHO HiI[BI/IH_II/ITI/ICB a00 3HU3UTHCE.

He BukopucroByiiTe 1kamy KiIbKOCTI IHCYJIIHY, SIKa JIUIIE MPUOIN3HO MOKa3ye, CKUIbKHU 1HCYIIIHY

3aIUIIMIOCH Y IIPUI-PYYLL.

4. BBeneHHs 1HCYIIHY

Puc. A. Beemith TOJAKYy TiA IIKIpY.
JloTpuMyHTECh TEXHIKM BUKOHAHHS 1H €KLII,
sxoi Bac HaBumnu nikap abo mezacecTpa.
VneBHIThCA, 0 By 0aunTe TIYUIBHUK JTO3H.
He TopkaiiTecs NiYMIbHUKA 03U MaJIbISIMU:
11€ MOYKE 3yMIMHUTH BBEJICHHS 1HCYIIHY.
HaTucHITh Ta yTpUMYyiiTe KHOIIKY J03yBaHHS,
JIOKH JHYMWJIBHUK JIO3H TIOBEPHETHCA JI0
no3Hauku «0». «0» moBHHEH 30iraTHcsa 3
MOKKYMKOM J103M, 1 Bu Moxkere mouytn
KJIaIlaHHS.

lonky cnig yrpumyBaTH MiA IMIKIpOO HeE
MeHme 6 cexynia. Lle 3abesneuye BBeneHHs
MOBHOI JIO3M TIpenapary.
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Puc. B. BuiiMiTe ronky 3-mija MIKipyA i1 (B |
MIPSIMUM KyTOM.

Sxmo y micti 16’ €Kil 3’sIBUJIach KPOB, TPOXHU
MPUTHCHITP 1€ Miclle BATHUM TaMIloHoM. He
pO3TUpANTE MiCIe iH €KIIii.

T T —

[HKOM MOKHA MOOAYUTH KPAILIIO 1HCYJIIHY Ha KIHUMKY TOJKHU micis i ekii. L{e mpurmyctumo 1
HisIK HE BIUTMBAE HA JO3YBaHHS.

A 3aBXKIU CTEXKTE 32 JTIUUILHUKOM JI03U AJI1 KOHTPOJIIO 32 KUTbKICTIO BBEIEHUX OJUHUIIb.
JiYUIBEHUK J03M MMOKA3y€e TOYHY KUTbKICTh OJIMHUII.

He paxyiite kiananHsi MIPUI-PYIKH JUTsI BUSHAYCHHS KUTbKOCTI OJIMHHMIIB.

YTpuMyiTe KHOTKY 103U HATUCHYTOIO, MIOKH JIYMILHUK JTO3U HE TIOBEPHETHCS 10 TT03HAUKH «0»
micas 1H’ekiii. SIKIIo JIYMIBHUK 103U 3YMUHUTHCSA J0 To3HAyku «0», MOBHA j03a He Oyie
BBEJICHA, III0 MOYKE MTPU3BECTH JIO 3HAYHOTO MiABUIICHHS PIBHS IyKPY B KPOBI.

5. BunasnieHHs rojxku nicis 18’ €Kil

Puc. A. Ha mmackiii moBepxHi 00epekHO
3aKpUHUTE  TOJIKY  BEJIMKAM  30BHIIIHIM
KOBIIA4YKOM, HC TOpPKA4YUChb TOJKH YU
30BHIIITHBOTO KOBITAYKa.

Puc. B. Ilicns Toro, sk TOJKa 3aKpHTA,
00epe’kHO MPUTHCHITH 30BHINIHIN KOBIMAYOK
710 yTIOpPY, MOTIM BIIKPYTITh I'OJIKY.

Puc. C. Ilicns KOXHOrO BHUKOPUCTaHHS
OJAraiiTe KOBINA4YOK Ha IIIPHUI-PYUYKY UL
3aXUCTy Ipernapary BiJl CBITIIA.

J

3aBkau BUAAISHTE TOJKY MICHIsS KOXHOI 1H ekiii. Lle qacTh 3Mory 3HU3UTH PU3UK 1HGIKYBaHHS,
BUTOKY 1HCYJIHY, 3a1100IrTH OJIOKYBAaHHIO FOJIKM Ta HETOUHOMY J103yBaHHIO. BBeieHHS 1HCYIHY
HEMOXKITUBE, SIKIIO TOJIKa 3a0JI0KOBaHa.

Bukopucrany mnpui-pydky YTHII3yIOTh O€3 TOJKM 3a IHCTPYKLIEK JHKaps, MEICEeCTpH,
MIPOBI30pa YK MICHEBUX OPraHiB yNpaBiIiHHS.

A 11100 YHUKHYTH BHIIaJIKOBOTO YKOJy TOJIKOIO, HIKOJIM 3HOBY HE OJisiraiiTe Ha Hei Bxke 3HATUH
BHYTpILIHIN KOBIAYOK.

A Tlicast KOXKHOI 1H €Kil 3aBX/IM BUAAISINTE TOJKY Ta 30epiraiite pyuky Oe3 roiku. Lle gactsb
3MOT'Y 3HM3UTH PU3UK 1H(IKYBaHHS Ta 3aro0IrTH BUTIKAHHIO 1HCYJiHY, OJOKYBAaHHIO TOJIKH Ta
HEKOPEKTHOMY JI03YBaHHIO Ipenapary.

6. BusHadyeHHs KUIBKOCTI 1HCYIIHY B IIIIPUL-PYYIIi.
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Puc. A. Illkama KiJIBKOCTI 1HCYJIHY JIHIIIE
npuOIM3HO  TOKa3ye, CKUIbKM  IHCYJIHY
3aJIMIIUIOCS B IITPHII-PYYILL.

Puc. B. [Ilo6 BHU3HAYMTH CKIIBKH I1HCYJIHY
3aIUIINIIOCH y HITIPHULL-PYYIIL,
BUKOPHUCTOBYHTE JTYAITBHUK JIO3H:
MOBEPTANTE CENEKTOP 03U, JOKU JIUMIbHUK
JI03M HE 3YIHHUTHCS. SIKIIO JIYMIBHUK J03U
BKa3ye Ha 80 — y HIMPUI-PYYI 3aTHIIAIOCS
He MeHII HiX 80 onuHMIG 1HCYNIHY. SKIIO
JTYMIBHUK JIO3M TIOKa3ye MeHIm HiK 80 —
KUIBKICTh OJWHHIL BIAIIOBIZAE 3aJIUIIKOBII
KUTBKOCTI 1HCYITIHY Y IITPHI-PYYLI.
OOepraiiTe CEJICKTOpP 103U Y 3BOPOTHOMY
HaMpPSIMKY, JOKH JIYHILHUK JO3H HE BKaXKe Ha
«O».

Sxmo ToTpiOHO BBECTH  OUIBIIYy  J03Y
IHCYTiHY, HDK 3aJUIIWIOCh OJUHHUIL Y
IITPUI-PYYIli, MOKHA YaCTUHY JI03H, SIKOI HE

IMpu6an3na
3aJMIIKOBA
KiJIbKICTH
iHCyJIiHYy

/w [

Ipuxknan ‘

JIIYHIbHAK
1031
3yNMHUBCS:
3AJIMIINIOCH
k52 OTHHMIII.

BHCTa4da€, BBECTH 3 I[per.l. HIMPpUI-pYYKH.

A YBaXXHO NiipaxoByHTe 103y NPH BUKOPUCTAHHI ABOX LIIPUI-PYUOK. SIKIIO € CyMHIBH, Kpallle
BBEITHh MOBHY 03y 3 HOBOI HIMPHI-PYYKH. SIKIIO BM MOMWJINTECH Y PO3PAaXyHKY 03U TpU
BUKOPHUCTAaHHI JBOX MINPHII-PYUOK, BU MOKETE BBECTHU 3aHAATO HU3bKY a00 BEJIUKY /103y 1HCYIIIHY,
110 MO’KE€ MPU3BECTH JI0 3HAUHOTO MiIBUILIEHHS a00 3HMKEHHS PIBHS LIYKPY B KPOBI.

A THma BaxxiuBa iH(opmartis:

3aBKaM TpUMaTe pyuKy IpHu coOi.

3aBxaM MaiiTe npu coOi 3anacHy MINPHUI-PYUKY Ta HOBI MOJIKH Ha BUIAJOK MOLIKOKEHHS
a00 BTpaTH MINPUL-PYYUKH.

3aBKaM TpUMaiiTe IWIPUL-PYUKY Ta FOJIKU Y HEJJOCTYITHOMY JUIsl 1HIIUX JIt0J1ei, 0cOOIMBO
IiTel, MicIi.

TFonku Ta mmpun-pyuka @nexkcTau® npusHadeHi jume us  iHAMBITyaabHOro
BUKOpHUCTaHHA. Hikonu He mo3uyaiiTe cBOIO pydyky a0o rojiku 1HIIUM JiroasaM. Lle moxe
IPU3BECTH J0 NEepeXpecHoro iHgikyBaHHs. Bari ik MOXXyTb OyTH HIKIATUBUMM IS 1X
3710pOB’sl.

Ocobu, sIKi HaJalTh JOIIOMOT'Y XBOPOMY, MalOTh 3 BEIMKOI 00EPEKHICTIO TIOBOJAUTHUCS 3
BUKOPUCTAaHUMHU T'OJIKAMH, 11100 3MEHIIIUTH PU3HK ITOPAaHEHb Ta 1H(IKyBaHHS.

HDaBI/IJ'Ia JOTJIAAY Ta MOBOKCHHA 31 IIMTPUI-PYYIKOHO.

Kopucryiitech cBoero pyudkor nabaitnmuBo. HeoOepexxHe moBOMKEeHHS ab0 HENMpaBHIbHE
BUKOPUCTAHHS MOJKE CIPUYMHUTH HETOYHE JI03yBaHHS, SIKE MOXKE IMPHU3BECTH O 3HAYHOTO
HiABUILIEHHS a00 3HM)KEHHS PiBHS IIYKPY B KPOBI.

He 3amumaiite mmpun-pydyky B MaliuHi, 11100
IIepEOX0JIOHKEHHIO IIpenapary.

3ano0biraiiTe KOHTAKTy MINPHUI-PYIKH 3 TUIIOM, OpPYI0OM YH PiAMHOIO.

He muiiTe, He MOUITh, HE 3MAllyWTEe ONI€I0 MIMPHI-PYUKY. SIKIIO0 HEOOXiTHO, MIMPHIL-
pyuky ®nexcTau® MOXkHA MOYMCTHTH, MPOTUPAKOYH 1i BOJOIOK TKAHUHOIO 3i CIAOKHM

JICTEPreHTOM.

3armo0IrTi  MeperpiBaHHIO YU
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e 3anobiraiiTe najiHHIO IMPUL-pyUKU. He cTykaiiTe mmpHi-py4Koro o TBepAiil MoBEpXHi.
[Ticns magiHHSA WNPUI-PYYKH a00 MpH MiJ03pi HA SKYCh MpoOieMy MpUEIHANUTE HOBY
rOJIKY Ta Iepe]] BBEICHHAM IIpenapary nepeBipTe TOK 1HCYIIHY.

e He npoOyiiTe MOBTOPHO 3alIOBHIOBATH IIIPUI-PYUKY. SIKIIIO BOHA MOPOXKHS, 11 MOTPiOHO
yTUITI3yBaTH.

e He npoOyiiTe BiIpeMOHTYBATH IIITPHUI-PYUIKY YK pO3i0OpaTH il HA YaCTHHH.

imu.

Hemae kI1iHIYHOTO JOCBIY 3aCTOCYBaHHS JIIKAPCHKOTO 3aCO0Y MIITSIM BIKOM JI0 2 POKIB.

Lleit nmikapchkuii 3acib MOKHA 3aCTOCOBYBATH ITi/ITTIITKAM Ta JIITSIM BiKOM BiJl 2 POKIB (IUB. PO3JIiI
«®DapmakomuHamikay). IIpu mepexosi 3 iHmoOro pexxumy iHcyainom Ha Paiizomer® ®mexcTau®
HEOOXiJJTHO BpaxOBYBaTH IHAMBiNyaJdbHY MoTpeOy Mali€HTa B 3HWKCHHI JO3M 1HCYINiHY, 1100
MIHIMI3YBaTH PU3HK TinmormikeMii (1uB. po3ain «OcoOIuBOCTI 3aCTOCYBAHHS).

Paiizoner® ®nexcTau® HeoOXiTHO 3 0COOIMBOIO OOEPEKHICTIO 32CTOCOBYBATH JiTAM BiKOM Bifl 2
JI0 5 pOKiB, TOMY IO JIaHi KJIIHIYHUX JOCTIIKEHb BKa3ylOTh Ha Te, IO JITH I1i€i BIKOBOI IpyIu
MarOTh INJBUIICHUH PU3UK PO3BUTKY TSDKKOI Timoriikemii (muB. posnimn «OcobmuBoCTi
3acTocyBaHHA», «[lo0iuHi peakuii» Ta «@apMakoJuHAMIKAY).

Ilepeoosysanns.

Xoua 1s1 iHCYJiHY crienrdiuHe MOHITTS Mepeao3yBaHHs He c(hOPMYIbOBAHO, MPOTE MicIs HOTO

BBEJICHHSI MO>K€ PO3BHBATHUCS TIMOTIIIKEMisl PI3HOTO CTYIEHS TSHKKOCTI, SKIIO 3aCTOCOBYIOTHCS

3aHAJITO BUCOKI, MOPIBHSHO 3 MOTPeOOIO Malli€HTa, J03H.

o Jlerky rinoriikeMito MOKHA JIIKYBaTH IEPOPATHLHIM MTPUHOMOM TITFOKO3H 200 POIYKTIB,
10 MICTATH I[yKOp. ToMy XBOpPHM Ha I[yKPOBHH J1ia0€T pEKOMEHIYIOTh IMOCTIHHO MaTH MPH
co01 IPOAYKTH, IO MICTITH TITIOKO3Y.

o VY pasi TSDKKOI TinoriikeMii, KO XBOPUI 3HAXOAUTHCSA Y HEIPUTOMHOMY CTaHi, 0COOH,
110 MPOWIUIM BiANOBIAHUNA 1HCTPYKTaXX, MalOTh BBECTH MOMY TIIOKAroH MiJIIKIpHO abo
BHYTpilTHHOM 5130B0 (0,5—1,0 Mr). Meauunuii npamiBHUK MOKE€ BBECTH XBOPOMY TJIFOKO3Y
BHYTPIIIHBOBEHHO. [JIIOKO3y Tako MOTPIOHO BBOJAWUTH BHYTPIIIHBOBEHHO Yy pasi, SKIIO
XBOpUH HE pearye Ha BBe/ICHHS Itokarony npotsromM 10—15 xsunus. Ilicng Toro, sik xBopuit
ONPUTOMHI€E, HOMY CIliJi TPUAHATH BHYTPILIHBO BYTJIEBOAM I 3aMOOIraHHS pEeLUIUBY
TimoTrJiKeMii.

Ilo6iuni peaxuii.

Haifuactimmm no6iyHuM eheKkToM, Mpo KUK MOBIIOMIISIIOCS M11J1 4ac JIIKYBaHHS, € TIOTIIKeMis
(uB. «Omnuc oKpeMHUX NOOIYHUX PEAKIIII»).

Huxde HaBezeHo mepenik MoOIYHUX peakilii, mo 0a3yeTbcs Ha JaHUX KIIHIYHUX JOCTiIKEHb.
[ToO1uH1 peakuii kiacu(}iKoBaHO 3a 4YaCTOTOIO Ta KJlacaMu cUcTeM oprasiB 3rigHo 3 MedDRA. 3a
YaCTOTOK BUHMKHEHHSI 11i peakilii Oysio po3MoiieHO Ha Ti, 10 BUHUKAIOTH Tyxe yacto (>1/10),
gacto (>1/100 mo <1/10), meuacto (>1/1000 mo <1/100), piako (>1/10000 mo <1/1000), myxe
piaxo (<1/10000), 3 HEeBITOMOIO YaCTOTOIO (HE MOKHA BUBHAYUTH Ha OCHOBI HAsIBHUX JIaHUX).

3 60Ky iMyHHOI cucmemu. PIAKO — PeaKIlii rinepuyTIuBOCT, KPOIUB’ SHKA.

3 60ky xapuysanus ma 0OMIHY peyoguH: IyXKe 9acTO — TIMOTTIKEeMIsl.

3 6oky wKipu i niOwKipHOi K1iMKO8UHU: HEBIIIOMA YacTOTa — JIMOAUCTPOdis.

T'enepanizoeani nopyuients i nopyuleHHs: 8 MiCYsx IH'€Kyili: 9acTO — Peakili B MICI[l BBEICHHS;
HEeYacTo — nepudepuiHuii HaOpsK.

Ormmc okpeMux MOOIYHUX peaKIiii

3 60Ky iMyHHOI cucmemu

[Tin yac 3acTocyBaHHS MpenapariB 1HCYJIIHY MOXYTb BHUHMKATH ajepriuHi peaxiii. Ayepriui
peakiiii HeraifHOro TUIy Ha 1HCYIiH a00 JONOMIXKHI peYOBUHHU MOXKYTb OyTH HEOe3MeUHUMH IS
KHUTTH.
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IIpu 3acTocysauni npenapary Paitsoner® ®nexcTau® pisko crmocTepiraloThes KpOIHUB'sSHKA Ta
peaxIii TinepyyTIUBOCTI, IO MPOSBIISIOTHCS HAOPSAKOM SI3UKa 1 TYO, Jliape€to, HyI0TOI0, BTOMOIO
1 cBepOexeM.

Linoenikemis
[Nnmoriikemiss MOke BHHHKHYTH, KOJI J103a 1HCYJIIHY 3HA4HO TEPEBHUINYE MOTPeOy XBOPOTO B
iHCymiHi. TspKKa rinoriikeMis MOXe IPU3BECTH JI0 BTPATH CBIOMOCTI Ta/ab00 BUHUKHEHHS CYI0M
3 TOAAJIBITUMH TUMYACOBUMH 200 MOCTIHHUMHU OPYIICHHIMH (PYHKITIi TOJIOBHOTO MO3KY 1 HaBITh
cMmepTio. CUMITOMH TIMOTITIKEMIl 3a3BUYaii BHHUKAIOTh PAaNTOBO. BOHM BKIFOYAIOTH XOJIOAHUN
miT, OJiIy XOJOAHY MIKiPYy, CTOMJIIOBaHHS, 3HEPBOBAHICTh a00 TPEMOpP, TPUBOXKHICTh, HE3BUYHY
BTOMY a00 ci1a0KiCTh, CIUTYTaHICTh CBIZJIOMOCTI, MOPYIICHHS KOHILIEHTpAIil yBaru, COHJIMBICTb,
HaJMIpHUHN TOJO], IOPYIICHHS 30PY, T'OJIOBHUH O/1b, HYJOTY Ta MPUCKOPEHE CEPLEOUTTS.
Jlinoducmpodis
JlimogucTpodisi, BKIFO4Yar4n Jinorineptpodito Ta minoarpodiro, MOKe PO3BUBATHCS B MICISAX
in’exiit. [TocrifiHa 3MiHa Micls 1H €Ki y MeXaX OJHIET AUISHKH TiJia 3HU3UTh PU3HK PO3BUTKY
IIUX PEaKITii.
Peakyii 6 micysx in’exuyiu
IIpu BBenenni npenapary Paitzoner® ®nexcTau® B MicLAX iH’ €Kil MOKYTh BUHMKHYTH IIKipHi
peaxiii, BKIIFOYalOYl reMaToMu, Oiflb, KPOBOTEUY, €pUTEMY, BY3JIMKH, HAOPSK, 3HECOAPBICHHSI,
cBepODK, BIAUYTTS TeIUIa Ta YUIUIbHEHHS y Micui iH’ekmii. Lli peakmii 3a3Buyaii moMipHi Ta
TUMYACOBI 1 IPOXOAATH IPH MPOJIOBKEHHI JIIKYBaHHS.

imu
Paitzoner® ®nexcTau® BBOAMIM MTSIM Ta IUTITKAM (BikoM 10 18 poKiB) miIs MOCTiIKEHHS
dapmakokinetuku (auB. posnin «DapmakokiHeTuka»). besneka Ta edeKTUBHICTH Oynu
IIPOIEMOHCTPOBAHI Y AOCIHIKEHHI, B IKOMY Opayii ydactb IiTH Bix 2 1o 18 pokis. Yacrora, Tum
Ta TSOKKICTh MOOIYHMX peakiiil y JiTell He BIAPIZHSIIOTHCS BiJ TaKUX Y 3aralibHiid MOMYJISIil
MAIIEHTIB 3 IYKPOBUM Jia0eTOM, 32 BHHSATKOM OLIBIII YaCTOTO BUHUKHEHHS TSXKKOT TiMOTTiKeMiT
MOPIBHSIHO 3 0a3UCHO-0OIIOCHUM PEKUMOM Teparii y JiTeil, 0co0IrBO BIKOM Bia 2 10 5 pokiB
(muB. po3aum «Cnocid 3actocyBaHHd Ta J03W», «OcCOOIMBOCTI 3acTOCYBaHHS» Ta
«DapMaKoHINHAMIKAY).
Oc006JIMB1 TOMYJISAILT
3a nJaHUMM KITHIYHUX JTOCHIKeHb, 9acTOTa, TUIl 1 CTYIIHb TSKKOCTI MOOIYHUX peakiii, 110
CIIOCTEPITaJIiCh Y XBOPHX JIITHBOTO BIKY Ta MAIlIEHTIB 3 MOPYIIEHHAM (QYHKIIIT HUPOK Ta MEYIHKH,
HE BIAPI3HAIOTHCS BiJ] TAKUX y 3aralbHIi MOMYIAIi.

Tepmin npuoamnocmi.

2,5 poky.

[Ticns mepuioro BiAKpUTTA a00 y 3amacHiil MINpHL-pydili Jikapchbkuii 3aci0 Mo)kHa 30epiraTu He
oubie 4 TikHIB pu TeMiieparypi He Buie 30 °C. MoxiuBe 30epiraHts y X0J0AUIbHUKY NPy
temneparypi 2—8 °C. J[is 3axucty BiJ [ii COHSUHOTO CBiTJIa 30epiraifiTe MNpHI-PyUKy 3 HATJITHM
KOBIIAYKOM.

YmoBu 30epiranus.
30epiraTi y XOJOAWJIBHHUKY npu Temmeparypi 2—8 °C (He HaaTo OJU3BKO BiJ] MOPO3HIBHOI
kamepn). He 3amopoxxyBaTu. /[ 3aXucTy BiJ Aii COHSAYHOTO CBiTJIa 30epiraiite MMIPUI-PYUKY 3
HAITHM KOBITQYKOM.

Hecymicnicmo.
JlonaBaHHs pi3HEX peuoBHH J10 TIpenapaty Paitzoner® ®nexcTau® Moxe Ipu3BecTH 10 Aerpaiaii
IHCYIIHY JIETIIO/IEK Ta/a0o 1HCYIIIHY acmapr.
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Ipenapar Paitzoner® ®dnexcTau® He chix gonaaty 10 iH(Y3iHHEX PO3UMHIB Ta 3MilllyBaTH 3

Oy/Ib-SIKMM 1HIITUM TIPETIapaToM.

YnakoBka.

baratono30Ba o/1HOpa30Ba MOMEPEIHHO HAIOBHEHA MITPUII-PYIKA MICTUTh KapTPUDK EMKICTIO 3
MJI, BUTOTOBJICHHH 31 CKJjIa (Tum 1) 1 3aKynopeHuii 3 0JHOTr0 OOKY IMOPIITHEM 3 TATIOOYTHUIIOBOT TYMH,
a 3 IHIIOTO OOKY — JJaMiHOBAHOIO TYMOBOIO ITPOKJIAIKOIO 3 rasI00yTHUIIOBOT/TIOMi1301TPEHOBOT TYMH.
[npun-pyuka 3po6siena 3 nosinponiieHy. [1o 1 4yu mo 5 mmpuir-pydok y KapTOHHIH KOPOOITi.

Kareropis Bixmycky. 3a perientom.

BupooOHuk/3asiBHUK.
A/T Hoso Hopaick/ Novo Nordisk A/S.

Micue3Haxoa:KeHHs BHPOOHNKA Ta aapeca Micus
TiSTIBHOCTI/MicIIe3HAXOMKeHHS 3asiBHAKA.

Horo Anne, barcaepn, 2880, Hanis./

Novo Alle, Bagsvaerd, 2880, Denmark.

NMpoOBaI?KCHHA HOoro

20



