IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

PAM3OEI® ®JIEKCTAY®

(RYZODEG® FLEXTOUCH®)

CKn1ao:
Oitoui peyoguHU: IHCYJIiH JeT/II0feK, iHCYIIiH acnapT;

1 M po3uuny Mictuth 100 O] iHCymiHYy merntomek/iHCymiH acnapT*, skuil MicTuTh 70 % iHCYIiHY
permonek (ekBiBaneHTHO 2,56 mr) Ta 30 % iHcyniny acnapt (ekBiBanmeHTHO 1,05 mr).

1 monepenHbO HANIOBHEHA IINIPUL-PYYKa MICTUTEL 3 MJI pO34uHY, 110 ekBiBasieHTHO 300 O]l iHCYyiHY
LeTIIIoNEeK/IHCYIIIHY acnapT;

0ONoMIdCHI peyo8uHU: TIlepUH; MeTaKpe30J1; (eHOJI; HaTpilo XJIOpU[; UMHKY aleTaT, AUTifpaT;
KHMCJIOTA XJIOPUCTOBOIHEBA (I Kopekilil pH); HaTpito rimpokcup (mis Kopekiiil pH); Boma st

in’exmin.

*BupoOneHnuii 3a TexHonorieo p[IHK B Saccharomyces cerevisiae.

JIikapcbka ¢opma. Po3uuH 11 iH'eKIin.

OcHosHi (pi3uko-xiMiyHi 81acmueocmi: IPo3opa pifrHa 6e3 KanaMyTi, TPaKTUYHO HE MICTUTD
MeXaHIYHUX BKJIIOYEHb.

dapMakoTepaneBTHYHA rpymna. TpaBHuit TpakT i Merabomi3m. [IpemnapaTy, 1110 BUKOPUCTOBYIOTHCS
Ipu uyKpoBoMy miabeTi. [HCyniHM Ta aHanoru mis in’exkuiit, KombiHauii iHCyiHiB KOPOTKOI il 3
iHcyniHamu cepengHbol Ta TpuBanol gil. Kog ATX A10A DO6.

dPapmakono2iuHi e1acmueocmi.

MexaHi3M mii

[HCymNiH mermiomek Ta iHCYIiH acnapT cuenu(iyHo 3B’I3yI0ThCS 3 PEIeNTOPOM JTIOACHKOTO iHCYIIiHY Ta
IIPU3BOIATE OO TAKOTO XK (hapMaKOJIOTivHOT0 e(eKTy, 110 i TIOAChKUY iHCYIIiH.

LlyKpo3HUKyBanbHUY e(DEeKT iHCYTiHY NOIATa€ B COPUSIHHI IOTJIMHAHHIO TTII0KO3U
TKaHUHAMH IIICIIA 3B’I3yBaHHA IHCYIIHY 3 PeLenTopaMy M 30BUX 1 XKUPOBUX KIITHH, a
TaK0X B OJHOYaCHOMY IIPUTHIYEHH] BUAIIEHHSA ITII0OKO3H 3 [IeYiHKHU.



®apmakoOuHamika.

dapmakonuHaMiuHui epekt nmpenapaty Paizomer® ®nekcTau® uiTko chopMoBaHuMil IBOMa
KOMIIOHEHTaMH, i oTpuMaHuii podins #oro fii BigoOpaxkae Aif0 OKPEMUX KOMIIOHEHTIB -
IIBUIKO/Mi0YOTO iHCYMiHY acnapT i 6a3aJbHOTO iHCYIiHY [ETTIofEK.

BazanbHUl KOMIOHEHT NpenapaTy (IHCYJIiH AermofeK) micis MmiAmKipHol il €Kil yTBOpIOE
PO3UMHHUYN MYyJIbTUTEKCaMeD, B pe3ybTaTi 4oro GopMyeThCs Oemo, 3 IKOTO0 iHCYIIiH OerToaeK
Oe3nepepBHO i MOBITBHO BCMOKTYEThCST B KPOBOTIK, 1110 3a0e3meuye piBHOMIpHE Ta CTiliKe 3HUKEHHS
PiBHS T'/TI0K0O3M B KpOBi. L5 BnacTuBicTh 30epiraeThcss B KOMOIHOBaHOMY IIperapari, 0 MiCTHUTh
IHCYJIIHM [eTIIIofieK 1 acnapT, 1 He IepellKoXXae BCMOKTYBaHHI0O MOHOMEPIB IIBUAKOLII0YOTr0 IHCYIIiH
acmapr.

ITouatox fii mpenapaty Paitzomer® ®nexcTau® HacTae MBUAKO, He3a6apoM Iicid il €Ki, 10
3abesmneyye notpedy B iHCYMiHi i Yac mpuiioMy iXi, Tofi Ik 0a3anbHUN KOMIIOHEHT Mae
piBHOMipHUI i cTilikui npodink Oil Ta 3a0e3neyye NOCTiHe OKPUTTS IOTPebu B 6a3anbHOMY
incyniHi. TpuBamicTs [il OfHi€l 403U penapaTy CTaHOBUTH OHAA 24 TOOUHU.

3arajnpbHUN MaKCUMAaJbHUN LyKPO3HUKYBaIbHUM e(eKT IpenapaTy JiHiHO 3pocTae 3i 30iIblIeHHAM
no3u. PiBHOBaXXKHa KOHIIEHTpaALlisd B KPOBIL AOCATAETHCS Mics 2-3 OHIB BBeIeHHd IIpenapary.

He 6y710 BUsBIE€HO BigMiHHOCTel y GpapMakonuHaMidyHOMy edekTi npemnapary Paiizomer® ®nekcTay®
[ Talli€eHTiB MOIOAOr0 Ta MiTHBOTO BiKY.

Krigiuyda eeKTUBHICTE Ta Oe3meka

Illono 3acTocyBanHs npemnapaty Paiizoger® ®nekcTau® 6ymo mpoBemeHo ciM GaraToOHAIiOHANBHHUX,
paHIoMi30BaHUX, KOHTPOIbOBAHUX, BITKPUTHX, 3 KOHIIEMNIII€I0 «TOCATHEHHS I[iTbOBOT0 TOKa3HUKa»
KJIIHIYHUX OOCIIIXXEeHb TPUBAJIICTIO Bif 26 0O 52 TUXKHIB i3 3ay4eHHAM 3arajoM 1761 mauienTa 3
IIyKpoBuM fiabeToM (1 mocmimkeHHS i3 3amyueHHSIM 362 MAIliEHTIB 3 IYKPOBUM fiabeToM 1-r0 THILY
Ta 6 DOoCTigXKeHs i3 3anydeHHsaM 1399 naiieHTiB 3 yKpoBUM Aia0eToM 2-To TUIY). Y IBOX
IOCTiIKEHHSX 3a Y4acTIO XBOPUX Ha LyKPOBUY AiabeT 2-To TUIY 3aCTOCYBaHHS IIpernapaTry
Paitzomer® ®nexcTau"® ogun pa3 Ha 106y IOPIBHIOBAIOCS i3 3aCTOCYBAHHSAM iHCYIiHY riapril (100
OJl/mn) opuH pa3 Ha o0y. 3aCToCyBaHHS JIiKapchkoro 3acoby Paiizomer® ®nekcTau® gBa pasu Ha
o0y OpiBHIOBAJIM Y OBOX JOCIXKEHHSIX 3a Y4acTIO XBOPUX Ha I[yKPOBUi fAiabeT 2-To TUImy i3
3aCTOCYBaHHSIM OBO¢a3Horo iHcyminy acmapT 30 gBa pa3u Ha go0y i B OMHOMY JOCITiIXKeHHi 3a
y4acCTIO XBOPUX Ha LYKPOBUY mia0eT 2-ro TUITY 3 3aCTOCYBaHHSIM iHCYIiHY OEerIiofeK ONUH pa3 Ha
noOy B koMOiHallii 3 iHCy/TiHOM acmapT Biff IBOX IO YOTUPHOX pa3iB Ha #o0y. B ogHOMY mocmimxkeHHI
3a y4acTIO XBOPYX Ha IyKPOBHUI miabeT 2-To TUIly 3aCTOCyBaHHs npenaparty Paiizomer” ®nekcTau®
OJ¥H pa3 Ha mo0y MOPiBHSAJH i3 3aCTOCYBAHHSAM iHCYJIiHY I'J1aprid oguH pa3 Ha mo0y y KoMOiHarii 3
incyninoM acmapt. ITicns 26 THXHIB TiKyBaHHS JTiKapChKUM 3aco6oM Paiizomer® ®nexcTau® go3y
MO2KHa OyJI0 pO3[inuTH Ha iBa BBeEHHsS Ha [00y. Y BCiX JOCTiIXKeHHIX 3a Y4acTi0 XBOPUX Ha
IIyKpOBUH fiabeT 2-ro Tumy 6yyo [03BOJEHO 3aCTOCYBaHHS IepopalbHUX LyKPO3HUKYBAIbHUX
JiKapChKUX 3ac00iB.

V malieHTiB 3 IyKpoBUM AiaGeToM 1-ro THIy 3acTOCyBaHHs mpenapaty Paitsomer® ®nexcTau® ogus
pa3 Ha moOy B KoMOiHallii 3 iHCy/TiHOM acmapT IOPiBHIOBAJIOCH i3 3aCTOCYBAHHSAM iHCYITiHY meTeMip
onuH abo [Ba pa3u Ha fo0y B KoMOiHaIllil 3 iHCYyJiHOM acmapT.

Y 6 i3 7 mocnigxkens Oyio minTBepAKeHo He MeHIny epeKTuBHICTh y 3MiHi HbA, . Big moyaTkoBoro
PiBHSA [0 3aKiHYEHHS JOCIIIAXKEHHS NIPOTHU BCiX IIpenaparTiB MOPIBHAHHS [IPU JIIKyBaHHI XBOPUX 0
IOCSATHEHHS I[iTbOBOTO ITOKa3HMKA, TOMi K B OMHOMY [OCIiAKEHHI y MallieHTiB 3 IIyKPOBUM fiabeToM



2-To TuNYy (IIOPiBHIOBABCS iHCYIIiH IeTTIofeK/iHCyIiH actnapT [ABa pa3u Ha mo0y 3 iHCYIiHOM HeTIoieK
OIMH pa3 Ha mo0y y koMmbiHarii 3 iHcymiHOM acnapT 2-4 pa3u Ha go0y) He OyJ10 MiaTBepaKeHo He
MeHIy e(eKTHUBHICTb.

BipcyTHi maHi 000 KIIHIYHO 3HAYYIIOT0 YTBOPEHHS aHTUTLI JO0 IHCYJIiHY IPU TPUBAJIOMY JIiIKyBaHHI
npenapaTtoM Paiizomer® ®nekcTau®.

ITauienmu 3 uykposum diabemom 2-20 muny

Y mBOX mOCTifmKeHHIX 3aCTOCYBaHHA KOMOiHalil iHCyIiHy Ta IepopabHUX YKPO3HUKYBAJIbHUX
3ac00iB y maIieHTiB 3 I[yKPOBUM HiabeToM 2-TO THILY, Cepef sSKuX Oy/IM Halli€HTH, IKi paHile He
3aCTOCOBYBa/IM iHCYJIiH, i TaLli€eHTH, Y IKUX IPOBONUIIACH iHTEHCU(DIKAIliS IHCYIiHOTepaIllil, Ipemnapar
Paitsoger” ®nexcTau® B 703i oguH pa3 Ha g00y IPOLEMOHCTPYBaB aHAIOTiYHUA KOHTPOJIb TTIiKeMil
(HbA,.) y nopiBHSIHHI 3 iHCYJIIHOM I'J1apriH (IIJ0 3aCTOCOBYBABCS BiATIOBIAHO A0 iHCTPYKIIil). Y 3B’S3Ky
3 TUM, 1o npenapart Paitzomer® ®nexcTayu® MiCTUTh MIBUAKOMIIOYMH iHCYIiH, SKMI 3aCTOCOBYIOTH Hif
Yyac npuroMy 1xki (iHCymIiH acnapT), KOHTPOJIb TTIiKeMil if Yac IpUHoMy 1XKi TOKPaIIXBCS B
TIOPiBHSAHHI 3 BBeIEHHAM Nuile 6a3anbHoro iHcyminy. IIpu 3acTocyBaHHi npenapaty Paiizomer®
®nekcTau® crocTepirasacs HUX4Ya YacTOTa emi30/iB HiYHOI rimormikemii (BU3HAYAETHCS, SIK
emni3on B IPOMIiXKKY 4acy 3 OIiBHOYI 0 6 TOOUHYU PaHKY, 110 MiATBEPOKYETHCSA PIBHEM
TJIIOKO3U B I1a3Mi KpoBi < 3,1 MMOIb/1 94¥ HEeOOXigHICTIO IOITOMOTH TallieHTy 3 00Ky TPEThOl
CTOPOHU) TIOPIiBHSHO i3 3aCTOCYBaHHSAM iHCYJIiHY raprid. Y malii€eHTiB 3 IyKpoBUM fiabeToM
2-TO TWIy 3aCTOCyBaHHs mpemnapary Paizomer” ®nekcTau® asivi Ha 706y IPOIEMOHCTPYBAIO
aHasoriyHu KOHTpob riaikeMil (HbA,.) y mopiBHSHHI i3 3acTOCyBaHHSIM ABO(}A3HOI0 iHCYIiHY

acmapt 30 mBiui Ha 1o6y. [Ipu 3acTocyBarHi npemnapaty Paiizoger” ®nekcTau® cnoctepiramocs
IIOKpallleHHs KOHTPOJIO PiBHA I'JIFOKO3U B I1JIa3Mi KPOBI HaTILe ITOPIBHAHO 3 TAKUM IIPY 3aCTOCYBaHHI
neodasHoro incynminy acnapt 30. IIpemapar Paizoger® ®nekcTau® 3HHXKYE piBeHb 3aranabHOI Ta
HiYHOI rimormikemii.

3acToCyBaHHS JIiKapCchKoro 3acoly Paiizomer” ®nexcTau® fBa pas3u Ha foOy HOPIBHAIHM i3
3aCTOCYBaHHSIM iHCYIIiHY HeriiofieK OnuH pa3 Ha Jo0y B KoMOiHallil 3 iHcymiHoM acmapT (2-4 iH’ekiril
Ha 700y) y mallieHTiB 3 IIyKPoBUM [fiabeToM 2-T0 TUILy, 5IKi TOTIepeHbO IpuiiManu 0a3anbHUM iHCYITiH
i noTpebyBanu inTeHcudikalii TiKyBaHHS NpaHAiaabHUM iHCYTiHOM. [11aH KIiHIYHOTO HOCTiIXKEeHHS
nepen0avaB CTaHOaPTHUY rpadik TiKyBaHHS, SKUM, OOHAK, OMYCKAIUCS IEBHi iHOUBiTyaIbHi
Kopekirii. O6uaBa MeTOOu JiKyBaHHS MOIMIINUIIA KOHTPOJIb TIiKeMii: po3paxyHKOBe CEpeHe
3HMKEHHS IIePBUHHOI KiHIIEBOI TOUYKM - 3MiHa HbA, . Bil mo4aTKOBOTO PiBHSA OO0 26 TUXKHS IPHU
3aCTOCyBaHHi JIiKapchkoro 3acoly Parizomer”® ®nekcTau® craHosuna -1,23 % npotu -1,42 % opu
3aCTOCYBaHHI iHCYJiHY mermonek y KombiHail 3 iHcyniHoM acnapT. Taka pi3Huls He BifmoBifana
BCTAHOBIIeHiN Mexi He MeHIo1 edpekTuBHOCTI 0,4 % [0,18 (-0,04; 0,41)]. He Oym0 CTaTHCTUYHO
3HAQYUMUX BIIMIiHHOCTEU MiX ABOMa I'pylaMU JIiKyBaHHS.

Y pamMKax omHOTO [OCIIIKEeHHS 3a y4acTIO XBOPUX Ha I[yKPOBUH fiabeT 2-ro TUNY, AKi IONeperHbOo
npuiiManu 6a3anbHUM iHCYIH i gKi moTpeOyBany iHTeHCcubiKallil TiKyBaHHS IpaHIiaTbHUM
iHCyMmiHOM, 3aCTOCYBaHHS JIiIKapChKOT0 3aC00y Paiizomer”® ®nekcTau® omuH pa3 Ha 100y IopiBHIOBAIU
i3 3acTOCyBaHHSM iHCYJiHY I'/IapriH oguH pa3 Ha fo0y B KoMOiHaIlil 3 iHCYyJIiHOM acllapT OOuH pa3 Ha
no6y mpoTaroM 26 THxHIB. ITicnsa 26 THXHIB TiKyBaHHS JNiKapChKUM 3aco6oM Paiizomer® ®mexcTay®
103y MoxkHa Oy/I0 PO3TiNuTH Ha [IBa BBeJEeHHS Ha A00y y IPyIIi alli€HTiB, SKi 3aCTOCOBYBaJIX
nikapceKuii 3aci6 Parizomer” ®nekcTau®, a MOAaTKOBI O3H iHCYIiHY acmapT MOXHa GyJI0 BBOIUTH
mip immi mpuiioMu iXi (Mo TphoxX pasiB Ha Jo0y) y TPYIIi MallieHTiB, SKi 3aCTOCOBYBaIM iHCYIIiH
rnaprifd. [1naH KiHIiYHOTO JOCHimXKeHHS nepen0faydaB cCTaHAapPTHUHM rpadik JTiKyBaHHS, SKUM, OOHAK,
IOITyCKaIuCs IeBHI iHOUBiAyanbHi KOPeKIlii. 3acToCyBaHHS JIiKapChbKOTO 3ac0o0y Paiizomer®



®nexcTau® oguH pa3s Ha go0y IPOAEMOHCTPYBAJIO aHAIOTiYHUI KOHTPOIb riikemii (HbA,,) y
TIOPiBHSIHHI i3 3aCTOCYBAHHSM iHCYJIiHY TJIapriH OfuH pa3 Ha 0o0y y KombiHallil 3 iHcyiHOM acmapT
OJMH pa3 Ha mo0y npoTsaroM 26 THXKHIB (po3paxyHKOBe CepefHe 3HUXKEHHS CTaHOBUTH -1,01 % mpoTtu
-1,09 %). 3acTocyBaHHs NiKapchKoro 3aco0y Paiizomer® ®nekcTau® opgus abo ABa pas3u Ha go0y
IIPOJIEMOHCTPYBAJIO aHAIOTiYHUN KOHTPOb riikeMii (HbA,,) y mopiBHSAHHI i3 3aCTOCYyBaHHAM iHCYIiHY
r7aprid oguH pas3 Ha moOy y koMOiHanii 3 incyninoM acnapt 1-3 pa3u Ha 0o0y mpoTsaroM 38 TUXKHIB
(po3paxyHKOBe CepefHe 3HUKEHHS CTaHOBUTH -1,17 % npotu -1,26 %). [1pu 3acTocyBaHHI
JIiKapChKOT0 3ac00y Paitzomer”® ®nekcTau® criocTepiranacs HMXK4Ya 9acTOTa emi30fliB HiYHOI
rinormikeMii y TOpiBHAHHI i3 3aCTOCYyBaHHSIM iHCYJiHY I'JIapriH OOKH pa3 Ha fo0y B KoMOiHalil 3
iHCyniHOM acnapt npotaroM 26 tuxHiB (0,42 npotu 0,76 po3paxyHKOBOr0 IOKa3HUKA Ha Nalli€HTO-
pik ekcno3unil) i 38 TuxwiB (0,51 npotu 0,83 po3paxyHKOBOro OKa3HUKA Ha NallieHTO-PiK
eKCIIO3MuIIil).

ITauienmu 3 uykposum diabemom 1-20 muny

Y marrieHTiB 3 I[yKpoBUM fia6eToM 1-ro THITy 3aCTOCYBaHHS IIperapaTy Paitzomer® ®nexkcTau® omun
pa3 Ha o0y y KoMmOiHatii 3 iHcyniHoOM acnapT (A IOKpUTTS mOoTped B iHCYiHi i Yac HeOCHOBHUX
IPUHOMIB 1XKi) TPOAEMOHCTPYBaI0 aHaJOTiuHUM KOHTPOIb riaikeMil (HbA,. i rimoko3u B mia3mi
HaTIe) 3 OiTbI HU3BKOIO YaCTOTOIO eMTi30/IiB HiYHOI rimoriikeMii mopiBHsHO 3 6a3aIbHO-00TI0CHUM
PexXUMOM BBeJIeHHS iHCYIiHY meTemip y KoMmOiHalii 3 iHCymiHOM acmapT ([ IOKPUTTS I0oTpebu B
iHCymiHi mig 9ac BCix mpuiioMiB ixi).

BiacyTHi maHi O[O0 KITiHIYHO 3HAYYILOr0 YTBOPEHHS aHTUTILI 4O IHCYJIIHY [IPY TPUBaJIOMY JIiKyBaHHI
npenapaToM Paiizoner”® ®nexcTau®.

CeplieBo-cynuHHa Ge3meka

Hocnipxenns DEVOTE - pangoMizoBaHe, MOABIMHO CIlille Ta KepOBaHe MOAIAMHU KITiHIYHE
MOCIIi[?KeHHs iHCYIIiHY [IerTIofieK, KOMIIOHEeHTa JOBroTpUBaJoi fil miKapchKoro 3acoby Paisomer®
®nekcTau®. KiiniuHe fOCITigKEeHHS 3 MeiaHOK TPUBAIOCTI 2 POKH, B SKOMY IIODPIBHIOBAJIM CEPLEBO-
cymuHHY 6e3meKy iHCYMiHy mermiofek Ta iHcymniny riaaprid (100 OII/Mm) y 7637 malfieHTiB 3 IIyKPOBUM
niabeToM 2-r0 TUNY i BUCOKMM PU3UKOM CEPIEBO-CYOUHHUX TIOMiH.

Y ocHOBHOMY aHaJIi3i OlliHI0OBaBCS Yac 3 MOMEHTY paHfoMi3allil 10 IepIIoro BUHUKHEHHS OfiHi€el 3 3
cepiio3uux HebaxKaHUX cepleBo-cyauHHUX nopiit (MACE): cMepTi i3 ceplieBo-CyIMHHUX ITPUYHH,
HeJleTaJIbHOTO iHQapKTy MioKapaa abo HeleTanbHOro iHCYNbTY. Lle mocmigkeHHs OyI0 CIITaHOBaHE
SIK IOCIIiIKeHHS MiATBepOKeHHS He Oi/IbIIOro pU3KNKY 3 YPaxyBaHHSIM IIOMePeNHbO BU3HAYEHOT0
TPaHUYHOrO piBHSA pu3uKy 1,3 mna coieigHomeHHS pu3ukiB (HR) po3sutky MACE nng iHCymiHy
IerIiofeK y MOpiBHSHHI 3 iHCyniHOM rnaprid. Byna nigTBepaxkeHa ceplieBo-CyAuHHa Oe3meKa
iHCyTiHy fernmofek y nopiBHgHHi 3 iHcyninom riapria (HR 0,91 [0,78; 1,06]) (guB. Tabnuino 1).

Pe3ynpTaTu aHamisiB y migrpymnax (Hampukiaf, 3a CTATTIO, TPUBAJIICTIO I[YyKPOBOTO fAiabeTy, ceplieBo-
CYOIMHHUM PU3UKOM Ta MOMEepefHiM pexXrMOM iHCyTiHOTepatil) O0yu MOPiBHAHHUME 3 Pe3yJibTaTaMu
OCHOBHOTO aHaJli3y.

Tabmuig 1. Pe3ynbraTu aHanizy KoMOiHOBaHOTO 3-KOMIIOHEHTHOT0 nokKa3Huka MACE Ta oKpeMux
CepIeBO-CYAMHHUX KiHIIeBUX TOYOK y mocinigxeHHi DEVOTE



[CniBBigHOmEH- [Tpecifa® ITHCYITiH
Hsl PU3HKIB |PrexcTau® [riaprin
(95 % OI) N (%) N (%)
OcHoBHUH aHai3 (3-
KOMIIOHEHTHHH 0,91 (0,78-1,06) [325 (8,51) 356 (9,32)
noka3HuK MACE)
CMepTh 3 C-C IPUYNH 0,96 (0,76-1,21) |136 (3,56) 142 (3,72)
HeneraneHuil iHCyneT || 0,90 (0,65-1,23) |71 (1,86) 79 (2,07)
Heneranpuuit IM 0,85 (0,68-1,06) |144 (3,77) 169 (4,43)
CMepTh 3 GyAb-AKKX 0,91 (0,76-1,11) [202(5,29)  [221 (5,79)
MTPUIH
0,7 09 111 1,3
Ha xopucte  |Ha KOpuUCTb
iHCYIiHYy iHCYIiHY
Herionex rJ1aprid

N - KinBKiCTh HAITi€HTIB 3 MEPINOI0 MOoi€lo, migTBepaxKeHo00 EAC, siKka BUHHMKIIA ITif YacC OOCTiIXKeHHS.

% - BiCOTOK MAli€HTiB 3 epPIIOoI0 Nogi€to, minTBepaxkenoo EAC, Big 3araibHOI KiTbKOCTL
PaHOOMi30BaHUX IAIiEHTIB.

EAC - KOMiTeT 3 eKCIIePTHOI OL[iHKH.
C-c - cep1eBO-CyIMHHUU.
IM - iHapKT MioKapaa.

OI - 95 % moBipuuii iHTEpBAT.

Ha mouatky mocnimxkenHs piBeHb HbA, . ctanoBuB 8,4 % B 000X rpyrax JiKyBaHHS, a 4epes3 2 POKHU
HbA,, cTranoBuB 7,5 % 4K B Tpymi 3aCTOCYBaHHA iHCYJIiHY JeTJI0AeK, TakK i B IPyIli 3aCTOCyBaHHS
IHCyJIiHYy T'JIapriH.

it

EdexTuBHICTh Ta 0e3IeKy 3aCTOCYBaHHS mpemnapary Paiizomer® ®nekcTau® Gyio HOCIIIXKEHO ¥
PaHAOMi30BaHOMY KIIIHIYHOMY JOCHTiAKeHHi TpuBasicTio 16 TuxHiB (n = 362) 3a y4acTIo OiTel Ta
IiTiTKiB, XBOPUX Ha LyKpoBu# miabet 1-ro tumy. Y gocnigkeHHi 6panu yuacTs 40 giTedt BikoM Bif 2
oo 5 pokiB, 61 muTuHa BikoM Bim 6 0o 11 pokis Ta 80 migmiTkiB BikoM Big 12 mo 17 pokis. Paitzomer”
®nekcTau®, SKUi BBOOUBCS ONUH pa3 Ha JieHb 3 OCHOBHUM IIPUMOMOM 1Xi, IIJIFOC iHCYJIiH acmapT 3
iHImMMMY TpUoMaMH iKi MOKa3alu CX0xXke 3HWXKEHHS TJIiKOBAHOTro reMorao0iny Ha 16 TuxHi Ta
BiACYTHICTh BIIMIHHOCTEH Yy piBHI I/IFOKO3H B I1J1a3Mi KPOBi HaTI[e Ta CAMOKOHTPOJIIO PiBHS TJIIOKO3U B
Tn71a3Mi KpOBi MOPiBHSIHO 3 iHCYJIiHOM feTeMip Ipu BBeleHHi ofuH abo0 OBa pa3u Ha Ho0y IUTOC iHCYTTiH
acmapT min yac mpuiiomis ixi. Ha 16 TuxkHI cepenus cyMapHa mo6oBa fo3a incyminy Paizomer®
®nekcTau® ta getemip cranoBuia 0,88 mpotu 1,01 OJl/xr Bigmosimuo. [Toka3uuky (mmomil Ha
MalliEHT-PiK eKCcro3ullil) migTBepaXKeHoi rimornikemii (Bu3HauenHs: ISPAD-2009: 46,23 npotu 49,55)
Ta MiATBePHXKEHOI HiuHOI rimormikemii (5,77 mpoTu 5,40) Oynu NOPiBHIHHUMU OJIS TPYII IIpenapary



Paiizomer® ®nekcTau® i iHCymiHy meTeMip, Tofi SK piBeHb TAXKOI rimormikemii (0,26 mpotu 0,07) 6yB
BUILVM y Ipymi npenaparty Paiizoger® ®nexcTau®, xoua pisHuI He Oyla CTaTUCTHYHO 3HAYMMOI0. Y
KOXKHiM rpymi 6yJ10 3apeecTpoBaHo AeKilbKa emi30diB TSXKKOi rinoraikeMii; 4yacToTa TAKKOi
rinoryikemii y rpymi npenapaty Paitzoner® ®nekcTau® Oyja BHIIOIO V IAI[iEHTIB BiIKOM 2-5 POKIB y
IIOPiBHSIHHI 3 malienTaMu BikoM 6-11 pokiB abo 12-17 pokis (0,42 mpotu 0,21 Ta 0,21
BigmoBimHO). OniHKa e(peKTUBHOCTI Ta 0€3MeKH 3aCTOCYBaHHS IiJIiTKaM i3 I[yKPOBUM
niabetoMm 2-ro Tumy Oyna mpoBefeHa 3 BUKOPUCTAHHSAM JaHUX AOCTiAKEHHS 3a y4acTio
iIUTITKIB Ta OPOCNNX i3 IyKPOBUM fiabeToM 1-To TUILY Ta HOPOCIUX MAIliEHTIB 3 I[yKPOBUM
miabetom 2-ro Tumy. LIs olliHKa migTpuMYy€ 3aCTOCYyBaHHS Ipemnaparty Paiizoner® dnekcTay®
nalieHTaM MifTiTKOBOTO BiKY i3 IyKPOBUM [1iabeToOM 2-T0 THITY.

dapmMaxkoKiHemuxka.

AGcopOrris.

[Ticns nipmkipHoi il €Kil GOpMyI0ThCS PO3YMHHI Ta cTabibHI MyIbTUTEKCaMePH iHCYTiHY
Oeranek, sKi yTBOPIOWTE [ell0 iHCYIiHY B MiAIKIPHIY TKaHWH], 1110 He 3aBaXKa€ WBUIKOMY
BUBIJIbHEHHIO MOHOMEDIB IHCYJIIHY acnapT Y KpoB'siHe pyclio. MOHOMePH IHCYIIiHY AerIioaeK
TIOCTYIIOBO BiJOKPEMITIOIOTHCS Bifl MyJIbTUTeKCaMepiB, 1110 3abe3meuye NOBiNIbHE i MOoCTiiiHe
HaOXOOKeHHS iHCYJIiHY [eTJiofeK y KpoB'gHe pycio. PiBHOBaXHa KOHIIeHTpalisg 6a3a1bHOT0
KOMITOHEHTa (IHCYIIiH AeriofeK) B CUPOBaTIIi KPOBi JOCATAETHCS Micid 2-3 AHIB MIOOEHHOr0 IPUNOMY

npenapary Paiizomer® ®nekcTaq®.

[IIBupka abcopOiisi, ssKa BlIaCcTUBa IJIsT HOOPe BUBUEHOTO iHCYIIiHY acmapT, 30epiraeThCs y mpemnapari
Paiizomer® ®nekcTau®. PapMaKoKiHeTHUHNH IPOdib iHCYIiHy acnapT MposBIIeThCA yepes 14
XBUJIMH ITiCNS iH’€K1il, miK KOHIIEHTPallil B IIJTa3Mi KPOBi [OCATAETLCS Yepe3 72 XBUIUHU.

Po3mopin

CnopigHeHicTh iHCYTIiHY mermonek 3 aab0yMiHOM IJTa3MU JIIOOWHYU CKiIamae > 99%. [Hcymin acmapT
Mae HU3bKe 3B’s3yBaHHs 3 Oinkamu maas3mu (<10%), mogibHe [0 TOTO, 110 CIIOCTEPIraETHCS Y
3BUYAWHOTO JIIOACHKOTO iHCYIIiHY.

Mertabonizm

Ierpapartist iHCyJIiHYy OeTIOfeK Ta iHCYITiHy acmapT nogiOHa MO TaKol ¥ JI0ACHKOT0 iHCYITiHY; KOMIeH 3
MeTaboIiTiB, 1110 YTBOPIOIOTHCS, HE Ma€ 6i0JIOTiYHOI aKTUBHOCTI.

BuBenenusa

ITicna migmKipHOro BBeeHHs mpenapaTy Paiizomer® ®nexcTau® mepiof HaliBBUBENECHHS
BM3HAQYaA€EThCS IMIBUAKICTIO BCMOKTYBaHHS 3 MiAIIKIPHOL TKaHWHMU. [lepion HamiBBUBEIEHHS
6a3ambHOT0 KOMIIOHEHTa (iHCYJIiH meriiofeK) B PiBHOBaXKHilM KOHIIEHTPAIlll CTaHOBUTD 25 TOAMH,
He3aJIe2KHO Bill Jo3u.

JIiHIRHICTD

3araibHa eKCIo3ullia npenapaTy Paizomer® ®nekcTau® 3pocTa€e MpOMOPIiAHO 36iIBIIEHHIO 03K
6a3ambHOT0 KOMIIOHEHTa (iHCYJIiH AeriiofeK) i mpaHaiaTbHOTO KOMIIOHEeHTa (iHCYJIiH acmapT) mpu
IIyKpoBoMYy miabeTi 1-ro Ta 2-ro THIy.



Cratp

He Oymo BUsiBIeHO BigMiHHOCTeH y (apMaKOKiHETUYHHMX BJIACTUBOCTSX IIpelapaTy 3aJie’kHo Bifi cTaTi
MaIlie’Ta.

Bik, paca, HUPKOBa i NeYiHKOBA HEOOCTATHICTh

He Oyso BUsIBIIeHO KJIiHIYHO 3HAYYIIUX BiMiHHOCTEM y apMaKOKiHETHUIII ITperapaTy Paiizomer”®
®nekcTau® mix NOPOC/IMMH ITallieHTaMU JIITHBOI'0 1 MOJIOOT0 BiKy, MiXK NallieHTaMU Pi3HUX pac, a
TAKOXK MiX 3[I0pOBUMHU JOOPOBOIBIIMY Ta MalliEHTaMK 3 HUPKOBOI ab0 MeYiHKOBOIO HEIOCTATHICTIO.

it

dapMaKOKiHeTHKa npenapaty Paitzomer® ®nexcTau® mpu nykKpoBoMmy miabeti 1-ro Tumy
gochigkyBasacs y miteu (6-11 pokiB) Ta migmiTkiB (12-18 pokiB) i mopiBHIOBaIacs 3 TaK0I y
IOPOCIIUX TIiC/ISI OMHOPA30BOT0 BBefeHHS f03u. CTabinibHa hapMaKOKiHETHKA iHCYIIiHY OeTTI0fEK, 110
BXOJHUTH [I0 CKJIAOy Ipemapary Paitzomer® ®mekcTau®, MOCITiIXyBaaach 3a HOIIOMOT0I0
NONyIAIIMHOIO aHai3y (papMakKOKIHETHUKY Yy OiTel BiKOM 10 1 poKy.

3aranbHa eKCIO3Wllid Ta MiKoBa KOHILIEHTPallid iHCYJIiHy acnapT y fiTe# Oynu BUILIKMHU, HiX Y
NOpOoCHuX, i Oynu MogiOHMMY y TiATITKIB Ta JOPOCIIUX.

dapmakOKiHETUYHI BJIaCTUBOCTI iHCYMiHY mermtofek y mitei (1-11 poki) Ta mipmiTkiB (12-18 pokis) y
cTabinmpHOMY CTaHi Oy/iv MOPiBHAHHI 3 TAKUMH y JOPOCTIUX i3 I[yKPOBUM fiabeToM 1-ro THIy.

3arasibHa eKCII03ullis iHCYIiHy JerofieK Iicisg oMHOpa30Bol 703U Oyiia, OgHaK, BUIIOK y OiTEH Ta
IiTiTKiB, HiXK Yy JOPOCNHUX i3 IyKpoBUM fiabeToM 1-ro Tumy.

KniniuyHi xapaKTepHCTHKH.
Iloka3aHnHs.

JIikyBaHHS LIyKPOBOTO fiabeTy y JOPOCIUX, MiMJIiTKIB Ta [miTel BikKOM Bif 2 pOKiB.

IIpomunoka3aHHs.

[TigBuIleHa YyTIMUBICTh [0 iHCYIiHY AeTofek, iHCyiHy acapT abo 4o Oyab-KO01 JOIOMiKHOI
PEUYOBUHY, 1110 BXOOUTH OO0 CKJIady mpemapary.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
fK BimoMo, psif JTiKapchKuxX 3ac00iB BIIMBA€ Ha OOMiH T'TFOKO3H.

Jlikapceki 3aco6u, 1110 MOXKYTh 3HUKYBATH MOTPeOY B iHCYITiHi

[TepopanbHi IIyKpo3HUKYBanbHi 3acobu (I1113), aronictu petuentopis ['TITI-1, inribiTopu
MoHoaMiHokcumasu (MAQ), b-agpeHo6nokaTopy, iHTri0iTOPH aHTi0TEH3MHIEPETBOPIOIYOTO
dbepmenTy (AIID), canminunaTty, aHabomiyHi cTepoingu Ta cynbdaHimamingy.



JIikapchKi 3ac00M, 1110 MOXKYTh MiIBUINYBATU MOTPeOy B iHCymiHi

[TepopanbHi KOHTPALIENTUBY, Tia3UOH, TTIOKOKOPTUKOIIY, TUPEOIAHI TOPMOHM, CUMIIAaTOMiIMETHUKH,
TOPMOH POCTY i faHa3071.

b-agpeH00I0KaTOPU MOXKYTh MAaCKyBaTH CUMIITOMHU TillOTTiKeMil.
OKTpeoTH[/maHPEOTU ] MOXKe SIK 3HUKYBATH, TaK i MigBUITYBaTH MOTPEOY B iHCYMiHI.

AnKOroJib MOXe TOCUJTIoBaTH ab0 3HUXKYBATH TiNOTJIiKeMiYHUN e(eKT iHCYiHYy.

Oco06.1ueocmi 3acmocyeaHHs1.
lioormikeMis

[Tpomyck mpuitoMy iXi abo iHTeHCUBHE (pi3uyHe HaBaHTaXKEHHS MOXKYTh IIPU3BECTHU [0
rimormikemil.

l'imornikemis MoXe BUHUKHYTH, SIKIIO O03a iHCYJIiHy 3aHaATO BUCOKA BiZHOCHO OTPeD B
IHCYyIIiHI.

3acTocyBaHHS AiTSM oTpedye 0co6MMBOiI 06ePeKHOCTI: JO3M iHCYTiHY TOBUHHI BignoBigaTu
mpuiioMaM 1xi Ta (pisMYHMM HaBaHTaXXKEHHSAM IJIg MiHiMi3allil pU3uKYy TiloTrIiKeMil.
Paitzoger® ®mexcTau’ MoxKe CIPUSATH OiNbII YaCTOMY BUHMKHEHHIO TSXKOI TilormiKeMi
TIOPiBHSHO 3 6@3UCHO-00/IIOCHUM PEeXUMOM BBeIeHHS iHCYTIiHY y [iTel, 0COOMIMBO Y Billi Bif 2
1o 5 pokiB (guB. po3min «PapMakoguHamika»). 1714 11i€l BiIKOBOI TPYIIX OOIITbHICTD
3acToCcyBaHHA Ipenapaty Pazomer® ®nekcTau® ciiif BUpIlIyBaTH iHIUBiAyasbHO.

XBOpi, B IKUX 3aBASKM iHTEHCUBHIN iHCYiHOTEpAaIil iCTOTHO IOJIMIINBCS KOHTPOJIb PiBHS I'JIIOKO3H B
KPOBi, MOXKYTb Bil3HAYUTH 3MiHy 3BUYHUX CHMIITOMiB-IPOBICHHUKIB TinorIikeMii, Ipo 1o IX CItif
3aBYaCHO MOMNEPEIUTH. 3BUYHI CUMIITOMU-TIPOBICHUKY MOXKYTh 3HUKHYTH y IAlli€HTIB 3
MOBrOTPUBAJIUM IIYKPOBHUM MiabeToM.

CymyTHi 3axBOpIOBaHHS, 0cOONMMBO iH(EKLii Ta TMX0MaHKa, 3a3Budall 36inblIyI0TE TOTPEOY XBOPOTO B
incynini. CynyTHi 3aXBOpIOBaHHS HUPOK, NTe4iHKK a00 3aXBOPIOBaHHS HaJlHUPKOBUX 3aJ103, rinodisza
ab0 IIMTOBUAHOI 3aJ1031 MOXKYTh 3yMOBUTH HEOOXigHICTh KOpPEeKIii 403U iHCYiHY.

4K i momo 3acToCyBaHHS iHINMX IpenapaTiB 6a3abHOr0 IHCYIIHY UM iHCYiHIB, 10 MICTATH
Ga3aabHMM KOMIIOHEHT, IPOJIOHI0BaHa [is npenapaty Paizoger® ®nekcTau® Moxe 3aTpuMaTu
BiTHOBJIEHHS PiBHS I'TIOKO3M B KPOBI Micys rimoriikemii.

linepruikeMis
BBeneHHS iHCyTiHY MIBUIKOI [il PEKOMEHAYETHCS Y pa3i TAXKKOIL rinepriikemil.

HesigmoBinHe mo3yBaHHS a00 MpUNMHEHHS JIIKYBaHHS V HALi€HTIB, 110 MOTPeO0YyIOTh BBEOEHHS
iHCYyMiHy, MOXKYTb ITPU3BECTH M0 Tinepriikemii Ta giabeTuyHoro keroanumosy. Kpim toro, cymyTHi
3axBOPIOBaHHS, 0COGIMBO iHGEKII], MOXKYTb IPU3BECTH M0 Timepriikemil i, TMUM caMuM, f0
IifgBHUIIEeHOl MOTPedu B iHCYIIiHi.



3a3BMYail MEePIIi CUMIITOMY TillepriiikeMii pO3BHBaIOTHCS IIOCTYIIOBO, IPOTSATOM KiJTbKOX rOfiuH abo
mi6. BoHu BKTI04Ya0Th y ce0e BiquyTTs CIIparu, 4acTe CeYOBUIYCKAHHS, HYMOTY, OII0BaHHS,
COHJIUBICTB, IOYEPBOHIHHS 1 CYXIiCTh LIKIpH, CYXICTh y POTi, BTPATy alleTUTY, a TakKOX 3allaxX aleTOHY
y TOBiTpi, 110 BuauxaeThes. [pu giabeti 1-ro Tumy rimepriikemis, 110 He TiKYETHCS, TPU3BOTUTD OO
niabeTHYHOTO KETOALU03y, KA € CMEPTENIbHO HeOe3MeYHUM.

Posaadu 3 60Ky wkipu ma nidwkKipHoi KaimkKo8uHu

[TamieHTH MalOTh MPOUTH IHCTPYKTAXK IOM0 HeoOXimHOCTI moCTifHOI 3MiHM MicHs iH €Kil [
3MEeHIIIeHHSI PU3UKY PO3BUTKY JIMOAUCTPOGil Ta aMiioifo3y mKipu. Y pa3si 3AiliCHEeHHS iH' €Kil ¥
Miclid i3 3a3HaYE€HUMH peaklisiMU iCHy€ OTEHIIMHUY PU3UK BiICTPOYEHOI0 BCMOKTYBaHHS 1HCYITiHY
Ta MOTipIIeHHS TIiKeMiYHOT0 KOHTPOII0. [10BifoMIsI0Cs po BUNAAKY TiloraikeMil micis panToBol
3MiHU TaKOro Micllg iH’€KIIil Ha iHIlle, He ypaXXeHe. PeKOMeHI0BaHO IPOBOAUTY MOHITOPUHT PiBHSI
TJIIOKO3Y KPOBI ITiCTIg 3MIiHU MiCIg iH'€KIIil 3 ypakeHOoro Ha He ypaXKeHe Ta KOPeKIilo fo3U
IPOTUAia0e THYHMX JTiKapChKUX 3aC00iB.

[IepeBeneHHS XBOPOrO 3 iHIIOr0 TUMY IHCYIIHY

[TepeBeqieHHS XBOPOTO Ha iHIKY TN a00 MapKy iHCYIiHY 4M Ha iHCYiH iHIIIOr0 BUPpOOHMKA Ma€
BimOyBaTUCS Ml CYBOPUM MEOUYHUM KOHTPOJIEM i MOXKe 3yMOBUTH HEOOXiHICTh KOPEKIIil o3u
iHCyliHY.

Komb6iHallig miorniTa3oHy 3 nmpemapaTaMy iHCYIIiHY

[Ipu 3acToCcyBaHHI mioriiTa3oHy B KOMOiHallil 3 iHCYIiHOM PeeCTpPyBaIuCs BUIagKU PO3BUTKY
3aCTiifHOI CceplieBOi HeIOCTATHOCTI, 0COOMMBO Y XBOPHUX 3 (paKTOpaMu PU3UKY PO3BUTKY
3aCTilHOI cepleBol HefocTaTHOCTI. Lle BapTo MaTy Ha yBasi, IpU3HavYaloyy JIiKyBaHHS
KoMOiHalli€lo miorIiTa30Hy 3 mpemnapaToM Paizoner® ®nekcTau”. [Tpy KOMGiHOBAaHOMY
3aCTOCYBaHHI I[UX IpenapariB MallieHTH [TOBUHHI TepeGyBaTH Iifl CIIOCTEPeXEeHHSIM JIiKaps AJis
CBOEYACHOT'0 BUSBJIEHHS CUMIITOMIB 3aCTiMHOI CepIieBoi HEOOCTATHOCTI, 30i/IbIIIeHHs MacH Tijla Ta
BUHUKHEHHS HaOpPSKYy. Y pa3i 6yab-SKoro noripineHHs GyHKIIIi ceplis JiKyBaHHS MiOTIiTa30HOM CITif
IIPUIINHUTH.

[IopyiieHHd 30pY

IaTeHCu(DiKalia iHCyTiHOTEepatil 3 Pi3KUM MOKpallleHHSIM KOHTPOJIIO TJIiKeMil MOKe TUMYacOBO
TIOCUJTIOBATH OiabeTUUHY PETHHOIATIIO, TOAI SIK JOBIOCTPOKOBE IIOKpAIlleHHSI KOHTPOJIIO TTiKeMil
3HUKYE PU3UK IIPOrpeCcyBaHHs gia0eTUYHOI peTUHOMATIl.

3amobiranHs BHUIIQJKOBHUM ITOMUIIKAM

Cnip indopMyBaTH malieHTiB IPo HeOOXiAHICTL MEPEBIPKY eTUKETKY Ha iHCYIIiHi mepef KOXKHOI0
in’eKirielo, 1100 BUMIQIKOBO HE CILIyTaTH IIperapar Paiizomer”® ®mekcTay® 3 iHIIUMHE npemnapaTaMu
IHCYIMiHY.

[TaiieHTH TOBUHHI Bi3yaJIbHO IE€PEBIPUTH KiNIbKiCTh HAOpaHUX OOUHULL Ha JTIYUIIbHUKY 03U IIIPHUL-
pyuku. Crini namieHTH Ta MalieHTH 3 TIOTaHUM 30pOM IIOBUHHI 3BEPHYTHUCS 3a HOIIOMOTOI0 0 iHIIIO1
JIFOOWHY, 1110 Ma€ XOPOLIUY 3ip i 3Hae, IK BUKOPUCTOBYBaTHU IIPUCTPIYU [Ji BBEIEHHS IHCYIIiHY.

[ITo6 YHUKHYTH IOMUJIOK Y HO3YBaHHI Ta MOTEHLINHOTO Tepe03yBaHHs, MalliEeHTaM Ta JIiKapsaM
HiKOJIM He CJIiJ] BUKOPUCTOBYBATH LIMPHII [AJIs 3a00py JTiIKapChKOI0 Iperapary 3 KapTpuaxa
TIOTIePEIHBO HAITOBHEHOI IIMPUL-PYYKH.



Y pasi 6710KyBaHHS T'OJIOK MalliEHTU MAIOTh JOTPUMYyBATHUCS PeKOMeHalliil, OnucaHuX B iHCTPYKIIil 3
BUKOPUCTAHHS LWINPUL-PYYKYU (OUB. «I[IpaBuna gOT/IALY Ta MOBOAKEHHS 3i MINPUL-PYYKOI0»).

[IpooyKyBaHHSA aHTUTII OO IHCYIIHY

BBenenHsd IHCYIiHY MOXKe IIPU3BECTU [0 IPOAYKYBaHHA aHTUTLI 0 IHCYJIiHY. Y PifKICHUX BUNagKax
IIPUCYTHICTh TAKUX aHTUTIN MOXKe OTPeOyBaTH KOpPeryBaHHS 03U iHCYIiHY, 11100 BUIPAaBUTH
TEeH[IEHIIi0 [0 Tinmepriikemil abo rimormikemii.

Lleit mikapchbKu# 3acib MiCTUTh MeHIIe Hik 1 MMoIb HaTpito (23 Mr), ToMy JliKapChKui 3acib MoxKHa
BBaXKaTH TaKWM, I1I0 He MICTUTh HATPito.

BigcTrexxeHHS

3 MeTO10 MOKpaIlleHHs BifcTexKeHHs 6i070TivHOT0 IiKapchKoro 3aco0y Ha3Ba Ta HOMEP cepii
Ipernapary, 1[0 BBOOUTLCS, MaloTh OyTH YiTKO 3a3HadeHi Ha yIaKOoBIIi.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BariTHicTb
He icHye KmiHiYHOTO [OCBify 3acTocyBaHHA mpenaparty Paisomer® ®nekcTau® BariTHUM XiHKaM.

HocnifKeHHS BIJIMBY HAa PENPOAYKTUBHY (DYHKI[iI0 TBAPUH HE BUSIBUJIU JKOOHUX BiAMIHHOCTEU MiX
BILINBOM iHCYJIiHY [eTJIIofeK Ta iHCYIiHY JIIOACHKOTO IIOXO[KEeHHS Ha eMOPiOTOKCHYHICTh Ta
TEPATOTEHHICTb.

3araowM, IiJ 4ac BariTHOCTI Ta IIJlTaHyBaHHS BariTHOCTI PEKOMEHOYEThCS ITIOCUIEHUY KOHTPOJIb PiBHSA
TJII0KO3H B KPOBi i MOHITOPHHT CTaHY BaTriTHUX XKiHOK 3 yKpoBUM OiabeToM. [ToTpeba B iHCYTiHi
3a3Buy4ay 3MeHIIyeThCA B | TpuMecTpi i 36inmbimyeTbesa npotsarom II i III tpuMectpis. ITicns momoris
noTpeba B iHCYIiHI 3a3BUYail MIBUAKO TOBEPTAETHLCS [0 PiBHS, L0 CIIOCTEPiraBCcs [0 BariTHOCTI.

l'ogyBaHHd TpyANI0

He icHye kIIiHIYHOTO OOCBiy 3aCTOCYBaHHS IIpenapary Paitzomer”® ®mekcTau® mig yac rofyBaHHS
Tpynnio. Y TBApUH iHCYIIiH [ernofeK MIPOHUKaB y TPyHe MOJIOKO, KOHI[eHTpallisl B MoJIo1li Oya
HUXYOM0, HiXK V I1a3Mi.

HesBigoMo, 4u IpOHUKAIOTE IHCYJIIH JETJI0feK, IHCYIIiH acnapT y IPyLHe MOJIOKO JIIOOUHU. Y
HOBOHapPOOKEHNX/HEeMOBJIAT Ha TPYIHOMY BUTOOBYBaHHI He 04iKylOThCS M0GiuHI e(eKTH 3 OOKY
00MiHy PEeYOBUH.

DepTUNLHICThL

HocninXkeHHS penpOAyKTUBHOL GYHKIII y TBAPUH MiCJIA 3aCTOCYBaHHS 1HCYiHY JeTrIiofeK He
BUSIBUIIA He0akaHOTO BIIJIUBY Ha (PEPTUNIBHICTE.



30amHicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

Lle#t nikapcbkui 3aci6 He ByiuBae ab0 Ma€ He3HAUHUM BIIJIUB Ha 3[ATHICTH KepyBaTU
aBTOTPAHCIOPTOM a00 iHIIMMH MeXaHi3MaMHu.

[TpoTe peaxiist XBOPOTro Ta ¥OT0 3MaTHICTh KOHI[EHTPYBATH YBary MOXYTh OyTU MOPYILIEHi IpU
rinormikeMii. [le Moxe cTatu pakKTOpPOM PU3UKY, HAIIPUKJIIAM, IpX KepyBaHHI aBToMO0OineM abo
po0OTi 3 iIHIIMMY MeXaHi3MaMHu.

XBOPUM CITi[T BXUTHU 3aX0fIiB I0JI0 MPOo(]iNaKTUKY TiMOTrIiKeMil mepeqn TUM, K cimaTu 3a Kepmo. Lle
0Cc0o0/IMBO BazXKJIMBO [IJIT XBOPUX, V AKUX 0CJIabeHi YX BifCyTHI CUMITOMU-IIPOBICHUKHM TiMormiKeMil
abo emizonu rimormikeMii BUHMKAIOTh YacTO. 3a TaKUX 00CTaBUH BapTO 3BaXKUTHU [OIIIbHICTh
KepyBaHHS aBTOMOOiIEM.

Cnoci6 3acmocyeaHHss ma do3u.

Hos3 YBAHHA

IIpenapat Paitzomer® ®nexcTau® - po3yMHHMI IpenapaT iHCYIIHY, [0 CKIafacThcs 3 6a3anbHOr0
iHCYyTiHy yIbTpaTpHBaol Ail - Aer/I0feK Ta IpaHaiabHOTO iHCYITiHY MBUAKOIL Ail - acmapr.

Cura fii aHaIOTiB iHCYIIiHY, B TOMy 9KCTI TiKapchKoro 3aco0y Paiizomer® ®nekcTau®, BU3HAYa€THCSA
B oguHULAX Oil. OpgHa (1) omuHuLS iHCyMiHY Bignosigae 1 MO miopceKoro iHcynminy, 1 oguHuUL mii
iHcymniny rimapriun, 1 oguHuLi fii iHcyniny metemip abo 1 omuHuMLi fii ABoGA3HOTO iHCYIiHY acmapr.

Io3yBaHHS JiKapChKOro 3acoby Paiizomer® ®nekcTau® Ma€ BifoBimaTH iHOWBigyambHi#k moTpeoi
narfieHTa. [HmuBimyanbHUM migbop 03U peKOMEeHJ0BaHUYM Ha OCHOBI BUMipIOBAHHS TJIIOKO3U
B IIJIa3Mi HaTIIe.

HeobxigHicTh migbopy 0031 MOXKe BUHUKHYTH IIPU IiIBUILIEHH] (i3NYHNX HaBaHTaXKeHb, 3MiHi
3BUYHOTO PEXKUMY Xap4yyBaHHS Ta Iif YaC CyIyTHIX 3aXBOPIOBaHb.

[TamieHTaM 3 IyKPOBUM [iabeToM 2-T0 THUIIY IIperapaT MOXKHa BBOOUTH OOUH abo gBa pa3u Ha go0y 3
OCHOBHUM IIPUIOMOM iXKi 0KpeMo abo B koMOiHallil 3 mepopalbHUMHU IYKPO3HUKYBATbHUMU
3acobamMu yu B KOMOGiHallii 3 60/1I0CHUM iHCYJTiHOM (OuB. po3nin «®apMakoauHaMika»). [1pu
3aCTOCyBaHHi JIiKapchkoro 3acoly Paiizomer”® ®nekcTau® ofuH pa3 Ha 100y, y pasi Ko HeoOXigHi
Oi7IbIN BUCOKI 403 iHCYIiHY, HAIPUKJIaf, 00 YHUKHYTHU TilOTTiKeMil, Cllifg IepeiTy Ha
3aCTOCYBaHHS [iBa pa3u Ha fo0y. Heo6xigHO po3minuTy mo3y 3ajekHo Bif moTpeb nalieHTa Ta
BBOAUTHU Pa30M i3 OCHOBHUMHY IIPHUOMaMHU 1Xi.

[TamieHTaM 3 IyKpoBUM fiabeToM 1-ro THUIIY IpemapaTr 3aCcTOCOBYIOTh OOUH pPa3u Ha M00y 3 OCHOBHUM
npuioMoM ixi y komOiHarii 3 iHCy/miHOM KOPOTKOI/IBUAKOI il i Yac OOaTKOBUX IPUUOMIB 1XKi.

'Hyukicmb y 8ubopi Yacy eeedeHHs

IIpemapat Paiizomer® ®nekcTau® mo3Bossie THY4KO 3MiHIOBATH YacC BBEEHHS iHCYIIHY, 38 YMOBH



IO BiH 3aCTOCOBYETHCS Pa30M 3 OCHOBHUM ITPUHAOMOM 1XKi.
Y pasi AK110 IpUoM IIpenapaTty IPONyIleH!], IalieHT MOXe IIPUUHATY IPONYIIeHy 003V 3
HaCTyIIHUM OCHOBHUM IIPUMOMOM IXi y IIeli cCaMU¥ IeHb, a Hafasll BITHOBUTU 3BUYHE 3aCTOCYyBaHHS

3a rpadikom. INamieHTam He citig TPUAMATH JOJATKOBY 03y, 1100 KOMIIEHCYBATH IIPOIMYILIEHY H03Y.

Iloyamok 3acmocyB8aHHA

ITauieHmu 3 yykpogum diabemom 2-20 muny

PexomeHfoBaHa 3arajibHa 1060Ba MoYaTKOBA f03a CTAHOBUTH 10 OOMHUIID TIif Yac MpuitoMy ixi 3
IIOJAJIBIIO0 IHAVBINYaIbHOK KOPEKIE TO3U.

ITauieHmu 3 yykpogum diabemom 1-20 muny

PekoMmeH0BaHa MoYyaTKOBa [103a Ipernapary Paitzomer® ®nekcTau® cranoButs 60-70% Bim
3arabHOol 10060BO1 TOTpeOu B iHCYiHi.

[Tpemapart cJIif 3aCTOCOBYBaTH OAMH pa3 Ha [0o0y B KoMOiHaIlil 3 iHCYIiHOM KOPOTKOI/IIBAAKOI il mif
Yyac MOOAaTKOBUX IIPHUMOMIB 1XKi 3 MOAABIIOI0 iHAUBIOyaTbHOI0 KOPEKINEIO MO3M.

Ilepexio 3 iHWUX npenapamis iHCYAiHY

PexoMeHOyeThCS peTebHUM KOHTPOJIb PiBHS TJIIOKO3U Y KPOBi y IIepiof epeBefieHHs Ha Ipenapar
Paitzomer”® ®mekcTau®, a TaKOXK y TepIlli TUXKHi 3acToCyBaHHSI. M0XIHBO, Oyfie moTpiOHa KOpeKLis
IOo3H4 i 4acy BBeIeHHS iHCYIIiHY KOPOTKOI/MIBUOKOIL Iii ab0 iHIMX IyKPO3HUKYBaIbHUX 3aC00iB.

ITayieHmu 3 yykpogum diabemom 2-20 muny

[TamieHTaM, 1110 IepexofaTh 3 6a3aabHOT0 abo MMonepeHbO 3MIIIaHOTO iHCYIIiHY 3 3aCTOCYBaHHAM
iHcyniHy oguH abo gBa pa3u Ha Jo0y, Jo3a IpemnapaTy Paitzomer” ®mekcTay” (mpu 3acToCyBaHHI
OIVH pa3 Ha mo0y) Moxke OyTH IlepepaxoBaHa K ONUHUIISA 00 ONUHUIN Bifl 4O3U MOMEPEHbOT0
iHCYJTiHY 3a Ti€l K CyMapHOI [J03U iHCYJiHy, 10 MAI[iEHT OTPUMYBaB PaHilIle.

[NTamieHTaM, 110 IepexofaTh 3 6a3aabHOT0 abo MonepeHbO 3MIIIaHOTO iHCYIIiHY 3 3aCTOCYBaHHAM
iHCyniHy onuH abo mBa pa3u Ha oGy, Mo3a mpemnapary Paizomer” ®nekcTau® (py 3aCTOCYBaHHI Ba
pa3u Ha 0o0y) Moxe OyTH mepepaxoBaHa SIK ONMHUIIA 10 OOUHUIIL Bifl 03U MOTIEPENHBOT0 iHCYIiHY 3a
Ti€l K CyMapHOl JO3M iHCYJIiHy, [0 MAI[ieHT OTPUMYBaB PaHiIIle.

[TamieHTaM, 1110 IepexoasTh 3 6a3ambHO-00/TI0CHOI iHCYMTiHOTeparil Ha 3aCTOCYBaHHS IIpenapaTy
Paitsoger”® ®nekcTau®, HeoOXifHO mepepaxyBaTH f03y 3 ypaxyBaHHAM iHIUBiNyanbHOI HOTPEOH.
3arajoM, MMOYKMHAIOTh TEpaIriio 3 Tiel XK KiTbKOCTi oguHuUIlb 6a3anbHOTO iHCYITiHY.

ITauienmu 3 uykposum diabemom 1-20 muny
PexomMeH0BaHa MOYaTKOBa [I03a IpenapaTty cTaHoBUTh 60-70 % Bim 3aranmbHOI [060BOI TOTPEOU B
iHCymiHi, SKy BBOOSTH B KOMOiHaIii 3 iHCY/TiIHOM KOPOTKOI/IIIBUAKOI [ii ITifg Yac JOJaTKOBUX IPUAOMIB

1Xi, 3 MOaIBIIOI IHAUBIAYaTbHOIO KOPEKIIEIO TO3H.

Oco06nuBi momyisarii




IauieHmu aAimHbo20 8iky (= 65 pokis)

IIpenapat Paiizomer”® ®nmekcTau® MOXKHA 3aCTOCOBYBATH MallieHTaM JIiTHLOTO BiKy. CIIifl IPOBOAUTHU
OinbII peTeNbHUM KOHTPOJIb PiBHA TJII0KO3U B KPOBI i KOPEKIIiIo 1031 BUKOHYBATH iHAWBiTyaIbHO
(muB. po3pin «®apmMakOKiHETHKA»).

TIopyweHHA GYHKUIT nevyiHKu md HUpPOK

[TpemapaT MOXKHa 3aCTOCOBYBaTH NallieHTaM 3 IOPYIIeHHAM QYHKIIil IediHKK Ta HUPOK. Crif
IIPOBOAMTH OiNbIN peTeNTbHUY MOHITOPUHT PiBHS I'JIIOKO3HU B KPOBi i KOPEKIIil0 031 BUKOHYBAaTH
iHauBinyanbHO (DUB. Po3min «dapMaKOKiHETHUKAE ).

BsedenHsa npenapamy

[Ipenapat Paiizomer”® ®mekcTau® BBOOATH TilbKH MigMKipHO, IUISXOM iH €KII1 B [iNITHKY ITepenHbOol
4yepeBHOI CTiHKH, IIJleda abo cTerHa. 3 MeTOI0 3HUXKEHHS PU3UKY PO3BUTKY HinogucTpodii Ta
aMinoifo3y IIKipy MicCIld iH’€KIi# CITiJ 3aBXKAY 3MIiHIOBATH B MeXKaX OfHIEl OiMIHKY (OUB.
po3minu «Ocob6muBOCTI 3acToCyBaHHS» Ta «I106iuHi peakirii»).

[IpemapaT He MOXKHa BBOJUTH:

- BHYTPIIIHOBEHHO, OCKIJIBKY Ile MOXKe IIPU3BECTH [0 PO3BUTKY TSIKKOI TiOTIiKeMil;
- BHYTPIIITHBOM S130BO, OCKiJTBKH 1€ MOXKe IIPU3BECTH [0 3MiHU LMIBUAKOCTI abcopOiii;
- B iHQy3iltHOMY iHCY/TIHOBOMY HacOCi.

I[Ipenapar Paitzoger”® ®nekcTau® He MoxHa HaOUpaTH IITIPHUIOM 3 KapTPUAXKa IOIepPegHb0
HaIOBHEHOI MNPHUI-PYUYKH (AUB. po3ain «OcobIUBOCTI 3aCTOCYBAHHS»).

[TanieHT MaloTh OYTH MPOIHCTPYKTOBaHi 3aBKM BUKOPHUCTOBYBATH HOBY T'OJIKY IS iH'€KIIii.
[ToBTOpPHE BUKOPUCTAHHA T'OJIOK [JIs1 BBEJEHHS IHCYIIHY 31 WINPUI-PYUYKHU MiABUIINYE PUIUK
6710KyBaHHS T'OJIOK, 1110 MOXKe IPU3BECTH [0 BBeIEHHS HEJOCTaTHHOI ab0 3aHAATO BEJIUKOI HO3U
incymniny. ¥V pasi 6;10KyBaHHS I'0OJIOK NALiEHTH MaOTh JOTPUMYBATHUCS PEKOMEHMAIlM, OIMCAHUX B
iHCTPYKIIil 3 BUKOPUCTAHHS LINPUL-PYYKHU (OUB. po3ain «[IpaBuia HOrIAny Ta MOBOAXKEHHS 3i MIMPUII-
PYYKOI0»).

3acmepediceHHA u,000 NOBOONHCEHHA 3 NPenapamom ma ymuaidayii

Lleit mikapchbKu# 3acib y momepenHbO HAIOBHEHIN MIMIPUIL-PYYIli TPU3HAUYEeHUH OJIs1 BUKOPUCTAHHS
nutie ogHieo ocoboto. [Inmpuil-pyyky He MOXKHa 3all0BHIOBATH 3aHOBO.

Paiizomer”® ®nekcTau® He MOXHA 3aCTOCOBYBATH, SKIO PO3YKH He € IPO30PHM Ta 6e30apBHAM.
Paitsomer” ®nekcTau®, skuii 6yB 3aMOPOXKEHHI, 3aCTOCOBYBATH HE MOXHA.

[Tepen KOXXKHUM BUKOPUCTAHHSIM HEOOXiqHO MPHUETHATH HOBY T'OJIKY. ['0JIKM He MOXKHA ITOBTOPHO
BUKOPUCTOBYBATHU. [1allieHTH MalOTh 3HIMATH TOJIKY MiCJIs KOXKHOTO0 BUKOPHUCTaHHS.



Y pasi 610KyBaHHS T'OJIOK MalliEHTH MaloTh JOTPUMYBATUCS PEKOMEHallill, O1CcaHuX B
iHCTPYKIIil 3 BUKOPUCTAHHS IIMPUI-PYUKHU.

Bynp-siki Bigxomu moTpiOHO yTUIYBaTH BiAIOBIIHO OO MiCII€BUX BUMOT.

IIpenapat Paitzomer® ®nexcTau® mocTagaoTs y IONepefHLO HAIOBHEHiH IIIPHL-PY4Ii
(«®nekcTau®»), o Ipu3HadeHa [ BUKOPUCTAHHA 3 iH’eKIiitHuMu ronkamu «Hoso®aiH"» abo
«HoBoTBicT®» MOBXKUHOIO 0 8 MM. [TomepenHbO HallOBHEHA IIMPHUI-pPyYKa 3abe3meuye BBeleHHS Bifi
1 go 80 oguHULB iHCYJIHY 3 KPOKOM B 1 OAUHULIIO.

BinbIn getansHy iHpopMalio AUBiTECA B IHCTPYKIIi i3 3acTocyBaHHs npenapary Paiizoger®
®nekcTau® ns mamieHTa.

IncmpyKuii i3 3acmocysanHsa npenapamy Paiizooe2” ®aexcTau® 045 nauienma

IlepIu HiXX BUKOPUCTOBYBATH IIPHUL-PY4Ky OnekcTad®, He0OXifHO yBaXKHO IPOYUTATH IO
iHCTpyKIIifo. AKI0 BU He OyfeTe TOUHO HOTPUMYBATUCH ITi€]l iIHCTPYKILii, BU MOXKeTe OTPUMaTH 3aMally
abo 3aBeNKKY J03Y iHCYJIiHY, 1[0 MOXKe IIPU3BECTH [0 3HAYHOT0 MigBUIIEeHHS a00 3HUKEeHHS PiBHSA

IIyKpPYy B KPOBI.
He BUKOPUCTOBYNTE IINPHUI-PYUKy 0€3 MPOXOMKEHHS iHCTPYKTaxXKy Bif Tikaps abo MefcecTpH.

Crouatky IepesBipTe 3a eTUKETKOIO, 110 B LINPUIL-PYYLl MICTUTLCA IIpernapaT Paitzomer”® ®mekcTay®,
100 OII/mn, a mOTiM MPOOUBITRECS iMrOCTpallil, SIKi HaBefeHi HUXK4e, 1100 oTpUMaTH iH(opMaIrito oI0
Pi3HUX YaCTHH MIIPUL-PYYKHU Ta TOIKHU.

Crini maIfieHTH Ta NalieHTH 3 IOTaHUM 30POM, I1I0 He MOXKYTh Bi3yasIbHO IIePEeBIpUTH KiIbKIiCTh
HaOpaHUX OOWHUIL Ha JIIYUIbHUKY JO3U IINPUI-PYUKY, He TIOBUHHI BUKOPUCTOBYBATH IINPUL-PYIKY
0e3 JOmoMOry iHIIOL JTIOAWHU. 3BEPHITHCS 3a HOMOMOT0I0 [I0 iHIOI JTIOAUHY, 1110 Ma€ XOPOIIHi 3ip i
3HA€, K BUKOPUCTOBYBATU IIPUCTPIiHl [JIs BBEEHHs IHCYIIiHY.

[TonmepenHbO HAlOBHEHa INNpPHI-pydka Mictute 300 O]l incyminy. lInpun-pydka ®nekcTag®, 100
O[/mn, gae 3mory BBoguTH 0o3y Bif 1 go 80 oguHULb Ha iH'€KIIiI0 3 KPDOKOM B 1 OOUHUIIIO.

I[Ipenapart Paitzoger® ®nexcTau® npu3HaueHWH [JiS BUKOPHCTAHHS 3 ONHOPA30BUMH iH €KIIHHUMU
ronkamu «HoBoTBicT®» a6o «HoBo®aiH"» [OBXUHOIO 70 8 MM. ['ONIKH 10 KOMILIEKTY YIAKOBKH HE
BXO[STh.

(%] Baxnusa indopmarris.

YBaXXHO MPOYHUTANTE 110 iIHCTPYKIIi0, OCKIJIbKY 1Ie BaXKJIUBO OJIS1 TPABUIIbHOTO0 BUKOPHUCTAHHS IIMTPHUII-
PYYKH.

(x]



1. [TinroToBKa MOPUL-PYYKX 00 iH'€KIIil

[TepeBipTe Ha3BY iHCYIiHY Ta cuUIy [ii 3a (%]
€TUKETKOIO Ha Ballliil IIpHUI-pyulli, 1100 O0yTH
BIIEBHEHUM, 1[0 BOHA MIiCTUTH IIpenapar
Pamtzomer”® ®mexcTau®, 100 OI/mn. 1le

0C00IMBO BaXKJIMBO, SIKIIIO BU 3aCTOCOBYETE

OinbII HiXK OUH TUN iHCYNiHY. AKIIO BU

obepeTe He TOM THUII iHCYiHY, piBEHb LIYKPY Y
Ballli#f KPOBi MOXKe CTATH 3aHAATO BUCOKUM abo
3aHA[TO HU3bKUM.

Puc. A. 3HiMiTh KOBIIAYOK 31 LINPUL-PYYKH.

Puc. B. BrieBHiTbhC4, 1110 iHCYIIIH ¥ mnpnu-pyquiE
npo3opuii i 6e3bapBHMN. [IogUBITHECS KPi3b
KapTPUAXK IHCYIIHY: AKIIO IHCYJIIH BUTTIANAE
HEIIPO30pUM, HEe BUKOPUCTOBYHUTE L0 LIIPHUL-
PY4KYy.

Puc. C. Bi3pMiTh HOBy TONKy Ta 3HiMiTh 3 Hei  [¥]
narnepoBy MeMOpaHy.

Puc. D. HarsuHTIT rOJIKy Ha IIIPUAL-PYYKY. %]
[ToBepTaiiTe TONKY OOTH, DOKU BOHA He Oyfie
TPUMAaTUCh IIIJIHHO.

Puc. E. 3HiMiTh BeNUKHil 30BHIMIHIH KOBIAY0K |*]
ronku. He BUKugaiiTe 10T0: BiH 3HaHOOUTHCS
micys iH’ex1il, o6 MpaBUILHO 3HATU TONIKY 3i
MIIPUL-PYYKH.

Puc. F. 3HiMIiTh BHYTPIiIlIHi} KOBIAYOK T'OJIKA Ta|E|
BUKUHBbTE MOT0: IpU cIpobi OAATHYTH HOTO

3HOBY MOXKHa BUIIaIKOBO BKOJIOTH cebe.

Kpamnnsg iHcyniHy MoxXe 3’IBUTBECS Ha KIHYUKY
ronku. lle HopMaibHO, aje BCEOLHO OTPiOHO
BUKOHATH IIePEBIPKY TOKY IHCYIIiHY.

=] I7s1 KOXKHOI iH'€K11il 3aBKOY BUKOPUCTOBYUTE HOBY I'OJIKY, 1100 3MEHIIUTH PU3UK iH(DIKyBaHHS,
3ano0irTy¥ BUTIKAHHIO iHCYIiHY, 67I0KYBaHHIO TONKK a00 HEKOPEKTHOMY [NO3YBaHHIO iHCYIIiHY.

| Hikonu e BUKOPUCTOBYHTE 3iTHYTY UM MOIMIKOKEHY TOJIKY.



2. [lepeBipKa TOKY iHCYIIiHY

3aBXK[U IepeBipsAUTe TOK IHCYIIIHY epen
in’ekiriero. Lle momomozxke OyTH BIIEBHEHUM, IO
BBeIeHO IIOBHY 03y IIpemnapary.

Puc. A. TIoBepHITh CEIEKTOP H03H TaK, 1100
BUCTABUTH 2 OOWHUIN. [lepeKOHANTECE, IO
JIIYUIBHUK [03U IIOKa3ye 2.

Puc. B. Yrpumytoun mnpun-pyuky [x]
BEPTUKAJIBHO T'OJIKO0 OOTOPH, OeKilbKa pa3iB
00epekKHO IOCTYKalTe MaibleM 110

KapTpUOXKYy, 1100 MyXupli noBiTps 3i6panucs y
BEePXHIM 4aCTUHI KapTpUgxKa.

Puc. C. HaTuCHITh Ta yTPUMYyUTE KHONIKY B
N03yBaHHS, NOKU JIYUJIbHUK 03U He
IIOBEPHETHCS [0 MO3HA4YKU «0».

[To3nauka «0» moBuHHa 30iraTucs 3
IIOKAXX4YUKOM [I03H.

Ha xiH4uKYy oKy Ma€ 3'SBUTUCS KPaIlid
iHCYyMinHY.

ManeHbKUY TyXUpPeLb IOBITPS MOXKe 3alUIIaTHCh Ha KiHUMKY TOJNKHU, aje Horo He Oyne BBe[EeHO i
yac iH’'exiil.

AK110 Kpanms iHCylIiHy He 3’IBUTHCS, IIOBTOPITh KPOK 3a KPOKOM (3 puc. A o puc. C) nepesipKy mo0 6
pasiB. AK11o Kpamis iHCy/TiHy 3HOBY He 3’SIBUTHCS, 3MiHiTh I'0JIKY Ta IIOBTOPITh KPOKH 3 PUC. A [0
puc. C 1e oguH pas.

AKI1I0 Kpars iHCyTiHy BCe X TaKu He 3'SIBJITETHCS, BUKUHBTE ITI0 LITTPUL-PYUYKY Ta Bi3bMITh HOBY.

=] 3aBXKOu 1epeBipsiiTe, 1100 epes BBeIeHHSIM IIpenapaTy Kparis iHCyJIiHy 3'sBUjlach Ha KiHYUKY
ronku. lle rapanTye, 110 IHCYJIiH IIOCTyIIa€. AKIO Kparis He 3'IBISEThCS, He MOXKHA BBOOUTHU
iHCYITiH, HaBiTh AKIIO JTIYUIBHUK N03U 00epTaeThCs. Lle MoxKe cBimunTH Ipo 3a610K0BaHy abo
IOIIKOAXKEHY TOJIKY.

[x] 3aBXKM IepeBipsarTe HaAXOAXKEHHS 1HCYTiHY Yepes TOJIKY Iepeq iH'ekiieto. AKIo BU He

TIepeBipuTE HAOXOMXKEHHS iHCYIiHY, TO MOXKETe OTPUMATH 3aHA[TO HU3BKY 03y iHCYmIiHy ab0 30BCiM
He oTpuMartH ii. Lle MoKe IPU3BECTH 10 3HAYHOTO MiABUILEHHS PiBHS I[YKPY B KPOBi.

3. BucTaBiaeHHS O03HU




Puc. A. Tlepen BBemeHHSIM IIePEKOHAUTECS, 1110 (2]
JTIYUIBPHUK M031 BCTAHOBJIEHO HA IIO3HAYIIl
«0». ITo3nauka «0» moBMHHA 30iraTuca 3
IIOKaKYNKOM HO3H.

[ToBEpHITH CEeNEKTOP 03U TaK, 100 BUCTABUTHU
HeoOXiIHy [71g BBEJIEHHS 03y 3a
[IPU3HAYEHHAM MIiKaps.

BucraBneHa go3a Moxe OyTH BifKOpHUTOBaHa
gK y 6iK 30i/bIIIeHHS, TaK i 3MeHIIeHHS
o0epTaHHAM CeJIeKTopa HO3HU V BifMoBigHOMY
HaNPSAMKY.

[Inpun-py4ka 3abe3nedye BBeAEHHS
OIHOKpPATHOI 103 00 80 OouHUIIb.

CenexTop [03U 3MIHIOE YMCJIO OAVHUIG. JIXIe JTIYUIPHUK Ta MOKaX4YUK 03U II0Ka3yI0Th, CKIJIbKU
OIWHUIL BUOPAHO [ BBEIEHHS.

MoxHa HabpaTy 0o 80 oguHULb OJIs OfHi€l M03K. fAKIO MIIPUI-pydYKa MiCTUTh MeHIle 80 ONUHUII,
JIIYUJILHUK [03U 3yIUHUTHCSA Ha KiJIBKOCTI OOUHULB, 110 3aJIALINAIIACE.

CemneKTop 103U KJalla€e mo-pisHoMy pu obepTaHHi ¥ 6iK 3MeHIIeHHs1/306imbIIeHHS 103U ab0 KoMK Ha
HbOMY BHOpPaHO GijbIlle OOQUHUILb, HiXK 3a/IMIINAIIOCS B IINPUL-pyuli. He paxyiiTe KiallaHHS MITIPHUI-
PYUYKH 0151 BUOOPY [O3U iHCYIIiHY.

E| 3aBXKIM BUKOPUCTOBYUTE JIIUMIBHUK Ta ITOKAXKYUK NO3U [JIS IIePEBIPKK BUCTABIEHOI KiTbKOCTI
ONVHUIIL IIepeq BBeAeHHIM IIpenapary.

He paxy#iTe KiamaHHs IIMPUI-PYYKY A7 BUOOPY mo3u. Ko Bu o0epeTe Ta BBeeTe HEIPaBUIIbHY
Mo3y, Balll piBeHb IIYKPY Y KPOBi MOKe 3HAYHO MigBUIIUTUCH a00 3HU3UTHCE.

He BUKOPHUCTOBYITE IIKaIy KiTbKOCTI iHCYiHY, SIKa nullle MpuOIU3HO MOKa3ye, CKiTbKY iHCYTiHY
3aJIUIINUIIOCH Y IIITPUL-PYYILi.

4. BBeeHH4 iHCYIiHY



Puc. A. BeqniTs ronky mif mkipy. [x]
HoTpuMy#TECh TeXHIKM BUKOHAHHS iH'€KIIii,
sikoi Bac HaBuunu ytikap abo MeacecTpa.
YuesHiThCH, 1110 Bu OaunTe MiYUILHUK TO3H.
He TopkaiTecs miunabHUKA J03U HaTbI[IMU:
Ile MOXKe 3YIIMHUTY BBEEHHS iHCYIIiHY.
HaTucHiTh Ta yTpuMylTe KHOIKY 0O3YBaHHS,
OOKH TiYUIbHUK I03U IIOBEPHETHCS [0
mo3Hauku «0». «0» moBuHeH 306iraTucs 3
IIOKaK4YMKOM [03H, i Bu MoxeTe nmouytu
KJIaIlaHHS.

TFonky cnip yTpuMyBaTH IIif IIKIPOIO HE MEHIe
6 cekyHn. Lle 3a0e3neyye BBeOEHHS MTOBHOI
[03U IIpemnapary.

Puc. B. BunMiTs ronky 3-mif IWKipu mig [x]
IPSIMUM KYTOM.

Ao y Micti iH'€KIlil 3'IBUIaCh KPOB, TPOXU
IIPUTHUCHITE IIe MiCIle BaTHUM TaMIIOHOM. He
pO3THUpaNTe Miclle iH €eKIIil.

[HKOMM MOKHa M06aYUTH KPAIJIIo iHCYTiHY Ha KiHYUKY TOJIKY mmicid iH’ekuil. lle mpunyctumo i HiK
He BIUIMBA€ Ha JO3yYBaHHA.

E| 3aBX[OU CTEXKTe 3a JIIYUJIbHUKOM 03U [AJIs1 KOHTPOJIIO 3a KiIbKICTIO BBEOEHUX OJUHULIb.
JIIYUTIBHUK 03U [10Ka3y€ TOYHY KiIbKiCTh ONUHUII.
He paxyiiTe KnamaHHsa MINPUI-PYYKHU A7 BU3HAUYEHHS KiTbKOCTiI OQUHULID.

YTpuMyliTe KHONIKY 003U HAaTUCHYTOIO, TIOKU JTIYMIBHUK 003U He TIOBEPHETHCS OO0 M03HAUKU «0»
micrs i’ ekuil. AKIIo TiYUTbHUK J03U 3YyIUHUTHLCS OO Mo3Hayku «(0», TOBHA M03a He Oyne BBeleHa,
110 MOKe IIPU3BECTH A0 3HAYHOI'O MigBUIIIEHHS PiBHA I[YKPY B KPOBI.

5. BunaneHHS TONKY Oicnd iH'exiril

Puc. A. Ha nnackiit moBepxHi 06epexkHO (]
3aKpUiiTe rOJIKY BEJIMKUM 30BHIIIHIM

KOBIIAYKOM, HE TOPKAIOUUCh TOJIKA Y1
30BHIIIHBOTO KOBIIAYKaA.

Puc. B. Ilicng Toro, K rojika 3aKpuTa, (]
00epekKHO MPUTUCHITh 30BHIIIHINM KOBIAYOK [0
YIIOPY, IIOTiM BIIKPYTITE T'OJIKY.



Puc. C. ITicng K0XKHOTO BUKOPUCTAHHS [x]
ofsraiTe KOBIIQYOK Ha LINPUL-PYYKY OIS
3aXUCTy IIpenapary Bif CBITIIA.

3aBXKOM BUOAJISUTE TOJIKY IiCsg KOXKHOI iH'eK1lil. Lle gacTs 3MOTy 3HU3UTHU PU3UK
iHbiKyBaHHS, BUTOKY iHCYiHY, 3arm06irtv 6710KyBaHHIO T'OJIKM Ta HETOYHOMY NO3yBaHHIO.
BBegeHHs iHCYNTiHY HEMOXKIIKBE, SKIIIO T'OJiIKa 3a010KOBaHa.

BuUKoOpuUCTaHy WINPUL-PYUKY YTUIi3yI0Th O€3 TOJIKY 3a iHCTPYKIIi€lo JIikaps, MEeACEeCTpPH,
IIPOBi30pa YU MICII€BUX OPraHiB yIIpaBiIiHHA.

[x] [ITo6 yHUKHYTH BUIIAOKOBOTO YKOJIy TOJIKOIO, HIKOJIM 3HOBY He OfsiraiiTe Ha Hei BXKe 3HITUU
BHYTPIIIHIN KOBIIAYOK.

= Micns xoxwmoi in’eK1Iil 3aBXKOM BUMANSANWTe TONKY Ta 30epiraiite pyuky 0e3 ronku. Lle gacts 3Mory

3HU3UTHU PU3UK iH(DIKyBaHHS Ta 3an00irTH BUTIKAaHHIO iHCYIiHY, OJIOKyBaHHIO TOJIKH Ta
HEKOPEKTHOMY [03yBaHHIO IIpenapary.

6. Bu3HaueHHS KiTbKOCTI iHCYIiIHY B IITPUI-PYYITi.

Puc. A. IlIkana KifIbKOCTI IHCYJIiHY JIHIIIE
npubIKU3HO TOKa3ye, CKibKU iHCYIiHY
3aNIAIINIIOCS B IIIIPUI-PYYILi.

Puc. B. [1l06 BU3HAYUTH CKiJIbKH iHCYITiHY (2]

3a/IMIINIIOCH Y WINPUL-PYYLli, BAKOPUCTOBYUTE
JTYUIPHUK OO3U: IIOBEPTAUTE CEIEKTOP MO3H,
OOKHU JIIYUJIbHUK 03U He 3YIUHUTHCA. AKIIO0
JIIYUJIBHUK [034 BKa3ye Ha 80 - y mnpun-pyyni
3QJIMIIINIIOCS He MeHI Hixk 80 oguHUITb
iHCYyniHy. fKINO JTIYUIBHUK [O3U [10Ka3ye
MeHII HiXK 80 - KifbKiCTh OQUHULIb BiATIOBiga€e
3aJIMIIKOBIY KiJIbKOCTI IHCYIIiHY Y IIIPUL-
pyy4Li.

ObGepTaiiTe CeNeKTOpP OO3U Y 3BOPOTHOMY
HaNpsMKY, JOKU JIIYUIBHUK 003U He BKaxXe Ha
«0».

Ao noTpibHO BBeCTH OinblIry K03y iHCYIIiHY,
HiX 3aJIUIINAJIOCh OOUHULD Y LIIPUL-PYYLL,
MOXKHa YaCTHHY [03H, KOl He BUCTAYaE,
BBECTHU 3 IPYTOl LIMPUL-PYUKH.

(%] Veaxmo MigpaxoByWTe 403y IIpU BUKOPUCTAHHI ABOX IIMPUI-PYYOK. AKINO € CyMHiBH, Kpalle
BBE[IiTh ITOBHY 03y 3 HOBOI IINPUL-PYYKU. AKIIO BU IOMUJIUTECh Y PO3PAXyHKY 03U IIPU



BUKOPHUCTAHHI [IBOX IIMTPHUI-PYYOK, B MOXKETe BBECTH 3aHA[TO HU3bKY a00 BEJIUKY 03y iHCYIiHY, 110
MO2Ke TTPU3BECTH 10 3HAYHOTO MiABUILEHHS a00 3HUKEHHS PiBHS LYKPY B KPOBI.

| Inma BaxmuBa iH(popMarris:
3aBXKIU TPUMalTe PyUKy IIpu coOi.

3aBxkau MaliTe npu cobi 3amacHy IMNPUI-PYYKY Ta HOBi FOJIKM Ha BUMIAAOK IOMKOIXEHHS abo
BTPATH LWIIPUI-PYUKH.

3aBXKIU TPUMaMTE MIIPUI-PYUYKY Ta TOIKKU Y HEJOCTYIIHOMY IJIs1 iHIIUX JIIOel, 0COOIMBO HiTeH,
Mmicti.

Tonky Ta mmpun-pydka GnekcTay® npusHaveHi nuie [ys iHAMBINyalbHOr0 BUKOPUCTAHHS.
Hikomnu He mo3uvaiiTe CBOIO Py4YKy abo ronku iHmuM onsM. 1le Moxe MPHU3BECTH [0 ITepPeXpecHoro
inpikyBanHs. Baii jiku MoXKyTb OyTH IIKIIIUBUMHU IJI5 1X 3[0POB’.

Oco06u, siKi Haal0Th JOTIOMOT'Y XBOPOMY, MalOTh 3 BEJIMKOI0 00ePeXKHICTIO TOBOJUTHCS 3
BUKOPUCTAaHKWMHU TONIKaMH, 11100 3MEHIIUTH PU3UK ITOpaHeHb Ta iHPiKyBaHHS.

[IpaBuna OOTAANY Ta HOBOMXKEHHS 31 IIPUI-PYYKOR):

KopucryiiTech CBO€IO pyuKoio nbaiinuBo. HeobepexkHe MOBOMXKEHHS a00 HEIIpaBUJIbHE
BUKOPUCTAHHS MOXKe CIPUYMHUTU HETOUHE JO3YBaHHA, IKe MOXe [IPU3BECTHU N0 3HAYHOI'0
nifgBuUIeHHS a00 3HUKEHHS PiBHS LYKPY B KPOBI.

He 3anuimatite IMIPUI-PYYKY B MAIlUHi, 11100 3amo0irTy meperpiBaHHio 4u
TIEPEO0X0I0IKEeHHIO IIperapary.

3anobiraTe KOHTAKTY IIMPUL-PYUYKH 3 TUIIOM, OPYIOM YU PiIUHOIO.

He muiiTe, He MOUiTh, He 3MAIIYUTE OJIi€I0 MNPUI-PYUKY. AKII0 HeOOXioHO, MIIPUI-PYIKY
®nekcTau” MOXKHa IIOYMCTUTH, IPOTUPAIOYH 1 BOJIOrO0 TKAaHMHOI 3i CIa0KKUM [IEeTEePreHTOM.

3anobiraiiTe nmafiHHIO MNPUL-PYYKH. He cTyKalTe MIIPUI-PYYKOIO 110 TBEPAiN moBepxHi. ITicms
HaiHHS IITPUI-PYYKY a0o mpH migo3pi Ha SKych MpobieMy pHuegHaiTe HOBY I'OJIKY Ta Iepe[

BBE[IEHHSM IIperapaTy IepeBipTe TOK iHCYIIiHY.

He npo6yiiTe MOBTOPHO 3al0OBHIOBATH IIMIPUI-PYYKY. AKIO BOHA ITOPOXKHS, ii MOTPiOHO
YTUJi3yBaTH.

He npo6y#iTe BigpeMOHTYBATH IIIPUI-PYYKY YX po3ibpartu i Ha YaCTUHHU.

Himu.
HeMmae kTiHiYHOTO JOCBiY 3aCTOCYBaHHS JiKapChKOTr0 3aco0y HiTAM BiKOM [0 2 POKiB.

Lleit mikapchKu# 3acib MOXKHa 3aCTOCOBYBaTH IifJIiTKaM Ta AiTSM BiKOM Bifi 2 pOKiB (OUB. PO3Min
«DapMakofuHaMika»). IIpu mepexofi 3 iHIIOro pexuMy iHcyniHOM Ha Paiizomer® ®nekcTau®



HeoOXiTHO Bpax0OByBaTH iHAUBiAyalbHY N0TPely MallieHTa B 3HUKEHHI 103U iHCyiHY, 1100
MiHiMi3yBaTH pU3uK rinormikemii (quB. po3min «Oco6MMBOCTI 3aCTOCYBAHHS»).

Paiizomer® ®nexcTau® HeOOXiIHO 3 0COGNUBOX 06EPEKHICTIO 3aCTOCOBYBATH AiTAM BiKOM Bif 2 10 5
POKiB, TOMY 110 flaHi KIiHIYHUX AOCIiIXKEHb BKa3yIOTh Ha Te, 110 OiTH ITi€i BIKOBOI I'PYIIX MalOTh
IiABUINEHUN PU3UK PO3BUTKY TSAXKKOI rimormikeMil (quB. po3minu «Oco6IUBOCTI 3aCTOCYBaHHS»,
«ITobOiuHi peakiii» Ta «®apMakomHHAMIKA»).

Ilepedo3yeanHns.

Xoua [y iHCyniHy cnenudidyHe IOHATTS IIepego3yBaHHSI He COpMyIbOBaHO, IPOTE IiCJIg M0T0
BBE[€HHS MOXK€e PO3BUBATHUCS TIIOTJIIKEMis PI3HOT0 CTYIIEHS TAXKKOCTI, SKII0 3aCTOCOBYIOTHCS
3aHAJTO BHUCOKIi, TOPIiBHSIHO 3 IOTPE00I0 IalliEHTa, MO3H.

Jlerky rimormikeMito MOXHa JIiKyBaTH ITepOpaJbHUM IIPUIOMOM TJII0K034 a0 IMPOAYKTiB, 110
MiCTATH IIyKOp. TOMy XBOPUM Ha IIyKPOBUH fiabeT peKOMEHOYIOTh IIOCTIHHO MaTH IpU cO0i TPOAYKTH,
110 MICTATH IJIIOKO3Y.

Y pasi TsKKoi rinormikeMii, Koy XBOPUHM 3HAXOOUTHLCS Y HEIIPUTOMHOMY CTaHi, 0co0H, 1110
IIPOUIIIY BiATIOBiGHUY iHCTPYKTaXK, MalOTh BBECTH MOMY T'JIIOKaroH miAmKipHO abo
BHYTpPIHBEOM 13080 (0,5-1,0 Mr). MeguyHuy IpaliBHUK MOXe BBECTH XBOPOMY TJIFOKO3Y
BHYTPIIHEOBEHHO. [ TF0OK0O3Y TaK0XK MMOTPiOHO BBOOUTH BHYTPIITHROBEHHO Y Pa3i, SKIIO XBOPUY He
pearye Ha BBeleHHd I'JI0OKarony npotaroM 10-15 xsumnus. [licnsa Toro, K XBOPUU ONPUTOMHIE, HOMY
CJIil MPUUHSATYU BHYTPIIIHRO BYTJIEBOOY OJIS 3a00iraHHs PELUAUBY TillOTIIiKeMil.

ITo6iuni peakuii.

Haituacrimum no6iyHuM epeKToM, IIPo KU TOBiJOMIISIIOCS i Yac JIiKyBaHHS, € TimoriikeMis (Ous.
«Onuc oKpeMux MoGiYHUX peakirii»).

Huxxde HaBefeHO Mepertik no0iYHUX peakiliii, 1[0 0a3yeThCA Ha JaHUX KITiIHIYHUX [OCHiIKEHb.
[ToOiyHi peakii Knacru}ikoBaHO 3a YaCTOTOIO Ta KjlacaMU CHCTeM opraHiB 3rigHo 3 MedDRA. 3a
YaCTOTOI BUHUKHEHHS 1Ii peakilii 0y/10 PO3MOIieHo Ha Ti, 1[0 BUHKUKAIOTh AyXKe dacTo (=1/10),
yacTo (=1/100 go <1/10), HeuacTto (>1/1000 mo <1/100), pigko (>1/10000 mo <1/1000), myxe pigko
(<1/10000), 3 HEBIZOMOIO YaCTOTOIO (HEe MOXKHA BU3HAYHUTH Ha OCHOBI HasIBHUX JAaHUX).

3 6oky iMyHHOI cucmemu: PigKo - peakilil TrinepyyTIuBOCTi, KPOIIUB' THKA.
3 60Ky xap4uysaHHs ma 0b6MiHY peuos8uH: MOyxKe YacCTO - TimorIikeMis.
3 6oky wkKipu i nidwkipHoi KAimKosuHu: HEBiTOMa YacCToTa - JimoaucTpodis, aminoimos mkiput.

I'eHepanizosaHi nopyweHHA i NOpyweHHA 8 MicUuAX iH'€KUil: 4aCTO - peakliil B MiCIli BBeIeHHS;
HeYacTo - mepudepuyHuii HabpSK.

t IlTomo moGiyHMX peakxIlii, BimOMUX 3 TOCTMAPKETUHTOBOTO AOCBiNY, OUBIThCA Himpo3min «Omnuc
OKpeMUX MOOIiYHMX PeaKIfin».



Onuc okpeMux mo6iYHUX peakirin

3 60Ky iMYHHOI cucmemu

[Tig yac 3acTocyBaHHS IIpenaparTiB iHCYJIiHY MOXKYTh BUHUKATH ajepriyHi peakuii. Anepriuni peaxiiii
HeramHoro TUNY Ha iHCYJIiH a00 JOTOMiXKHI PEYOBUHU MOXKYTh OyTU HEOE3MEeUHUMU AJIS KUTTH.

IIpu 3acTocyBaHHi npenaparty Paiizomer® ®nekcTau® pifko CIOCTEPIralThCsl KPOIKB'SHKA Ta Peakiiil
TinepyyTIUBOCTI, 110 MPOSIBISAIOTHCS HAaOpSIKOM s3uKa i I'y0, miape€ro, HygOTO0, BTOMOIO i
cBepOexeM.

I'inoesikemis

l'mormikeMis Moxke BUHUKHYTH, KOJIH [03a iHCY/TiHYy 3HAYHO ITepeBUIIye MOTpeby XBOPOro B
iHcymini. TsXKKa TimormikeMiss Moxe IPU3BECTH 00 BTPATHU CBiOMOCTi Ta/ab0 BUHUKHEHHS
CYZOM 3 MOAaIbIIUMU TUMYaCOBUMHU ab0 IOCTIMHMUMY NOPYIIEeHHAME (GYHKIIil TOJIOBHOTO
MO3KY 1 HaBiTh CMepT0. CUMIITOMHU TilOTTiKeMil 3a3BU4Yall BUHUKAIOTh PANlTOBO. BOHU
BKJTIOHAIOTh XOJIOMHUM TiT, 6JTiMy XOJIOMHY IIKipy, CTOMIIOBAHHS, 3HEPBOBaHICTL ab0 Tpemop,
TPUBOXKHICTb, HE3BUUHY BTOMY a00 CIa0KiCTh, CIIJIyTaHICTh CBiIOMOCTI, TOPYILIEHHS
KOHIIEHTpAllil yBaru, COHIUBICTh, HAAMipHUY T'OJION, TIOPYIIEHHS 30PY, FOJIOBHUM 0ilb,
HYIOOTY Ta MPUCKOPEHE CepPIeOuTTS.

Peakuii wkipu ma niQwkipHoi KAiMKOBUHU

JlinopucTtpodis, BKII0Yaun JinorinepTpodito Ta ainoaTpodito, Ta aMiiolfo3 MIKiPH MOXKYTh
PO3BUBATHCS B MICIfIX iH €Kil TpenapaTy Ta BiACTPO4YyBaTU BCMOKTYBAaHHA iHCYIiHY 3 Micld iH'eKIIil.
[TocTiliHa 3MiHa MiCIIs iH'€K1il y MeXXaX IIeBHOI AiSHKYU Tijla MOXe 3HU3UTHU MposiB abo 3amnobirtu
PO3BUTKY IIi€l peakiiil.

Peaxkuii 8 Micusax iH’ekuil

IIpu BBefeHHi npenapaty Paitsomer® ®nexcTad® B MiCLsX iH'€KIIiii MOXYTh BAHHKHYTH IIKipHi
peakxiiii, BKIl04amuu reMaToMu, 6i/ib, KPOBOTEUY, EPUTEMY, BY3/IUKHU, HAOPSAK, 3HeOapBIeHHS,
cBepbix, BiTUyTTA TelJla Ta YIUIliibHeHHS Y Micti in’ekmii. i peakii 3a3Buyait moMipHi Ta TUM4acoOBi
1 IPOXOOATh IIPU MPOJOBXKEHH] JIiKyBaHHS.

imu

Paitsoger” ®nexcTau® BBOOWIM [OiTAM Ta HigJIiTKaM (BikKoM [0 18 POKiB) Aa JOCTimKeHHS
bapMakokineTUKY (OuB. po3nin «®apMakokiHeTuKa»). be3neka Ta epekTuBHICTb Oynu
IIPOJIEMOHCTPOBAHI Y [OCTiXKeHHi, B sKoMy Opanu y4acTs miTé Big 2 mo 18 pokiB. YacToTa, TUI Ta
TSKKICTh MOOIYHUX peaklilill y miTel He Bipi3HSIOTHCS Bifl TaKUX y 3arajIbHil MOMYJIAIil MaIlieHTiB 3
IIyKPOBUM [iiabeTOM, 3a BUHATKOM OiNIbIIl YACTOT'0 BUHUKHEHHS TAKKOI TilorikeMil mopiBHSHO 3
6a3ucHO-60/II0CHUM PeXKUMOM Tepallil y fiTe#, 0co6IMBO BikKOM Bif 2 10 5 pOKiB (OUB. PO3Oinu
«Cmocib 3acTocyBaHHS Ta K03u», «Oco0MMBOCTI 3aCTOCyBaHHS» Ta «®apMaKOHAMHAMIKa»).

Oco06auBi DomyagaIrii

3a maHUMH KITiHIYHUX OOCIigKeHb, YaCTOTa, THII i CTYIiHb TIKKOCTI MOOIiYHUX peakliii, 110
CIIOCTEPITanrCh y XBOPUX JIITHBOTO BiKYy Ta MAli€HTIB 3 MOPYIIeHHSIM (QYHKIII HUPOK Ta IEeYiHKHU, He



BiIPi3HAIOTHCS Bi TAKWX y 3arajibHil MOMYJIAIIil.

Tepmin npudamHocmi.
2,5 POKy.

[Ticns nepiioro BigkpuTTs abo y 3amacHiil MIMPUI-pydlli TikapchbKui 3acid MoxkHa 30epiratu He
Oinmbire 4 THXKHIB mpu Temnepatypi He Bute 30 °C. MoxnuBe 36epirants y X0JIOTUIBHUKY TTPU
teMmepatypi 2-8 °C. [I1s1 3aXuUCTy Bif Ail COHSIYHOTO CBiT/Ia 36epiraiTe MNPUL-PYUYKY 3 HAOITUM
KOBITQYKOM.

YMoBu 30epiranHsi.

30epiratu y X0JIOMUIIBHUKY IIPU TeMiiepaTypi 2-8 °C (He HaATO 6IM3BKO Bi MOPO3UILHOI KAMEDPH).
He 3amopoxyBaTu. [IJ1s1 3aXUCTY Bif Ail COHIYHOTO CBiT/Ia 30epiraiTe MNPUL-PyUKY 3 HaOiTUM
KOBITQYKOM.

HecymicHicmb.

[lomaBaHHS Pi3HUX PEYOBUH [0 IIpenapary Paiizomer”® ®mekcTay® Moxke IIPU3BECTH [0 Oerpapalii
iHcyniny mermiopmek Ta/abo iHCYIiHY acnapT.

I[Ipenapar Paitzoger® ®nexcTau® He ciif jomaBaTé g0 in¢y3iliiHNX PO3YUHIB Ta 3MilIyBaTH 3 Oy/Ib-
SIKUM IHIIIMM TIpernapaToM.

VYnaxoBka.

BbaraTtogo3oBa 0fjHOpa30Ba MONEepeaHb0 HAllOBHEHA IIMPUL-PYYKa MICTUTh KAPTPUAXK EMKICTIO 3 MIJI,
BUTOTOBJIEHUH 3i ckyta (Tum 1) i 3aKymopeHu# 3 OMHOro OOKY MOPIIHEM 3 Tano0yTUIIOBOL T'yMH, a 3
iHmmoro 60Ky - TaMiHOBaHOIO I'YMOBOIO ITPOKJIQMIKOIO 3 Taso0yTHUI0BOI/ToMii30npeHoBoi rymu. Inpui-
pyuka 3pobreHa 3 momninpomnineny. ITo 1 4u mo 5 mMNIpun-py4yox y KapTOHHIA KOpPOoOIIi.

Kareropis Bignmycky. 3a perenrtom.

BupoOHUK/3asiBHUK.

A/T Hoo Hoppmick/ Novo Nordisk A/S.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Micls MpoBaIXKeHHS HOT0
OisTILHOCTi/MicIIe3HAX0MKeHHSI 3asiBHHUKA.



Hoso Anne, barcsaepq, 2880, Hanis./

Novo Alle, Bagsvaerd, 2880, Denmark.



