IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TPECIBA® ®JIEKCTAY®

(TRESIBA® FLEXTOUCH®)

Cknao:
ditoya pevoB8uHa: iHCYIiH [erIoaek;
1 M7 po3uuny mictuts 100 Ol iHnCcyniny germonex* (ekBiBasieHTHO 3,66 MT iHCYJIiHY OETTIOREK).

1 momepenHbO HalOBHEHA LINPHUL-PYYKa MICTUTH 3 MJI pO3uuHy, 0 ekBiBameHTHO 300 Ol inCyminy
[eTTII0fEK;

0ONnoMmidicHI peyo8uHU: TTIilepUH; MeTaKpe30J1; GeHOJ; UMHKY aleTaT, OUTiApaT; KUCIoTa
XJIOPUCTOBOOHEBa (m1st Kopekilili pH); HaTpito rimpokcup (ams kopekiril pH); Boma mis iH’exii.

*BupoOnenuit 3a Texuonorieo pIHK B Saccharomyces cerevisiae.

JlikapcbKka popma. Po3uuH a7is iH' €Ki,

OcHogHi ¢i3uko-ximiyHi 81acmueocmi: mpo3opa piguHa, 6e3 KanamyTi, MPaKTUYHO He MiCTUTh
MEXaHIYHUX BKIIIOYEHb.

dapMakoTepaneBTHYHA rpyna. 3acobu, 110 BIJIMBAIOTh Ha TPaBHUI TPAKT i MeTab0Ii3M.
[TpemapaTH, 1110 BAKOPUCTOBYIOTLCS IIPH IIyKPOBOMY HiabeTi. [HCYIiHK Ta aHaNOry A il eKIiH
tpuBasoi fii. Kog ATX A10A E06.

Papmakono2iuHi e1acmusocmi.

Mexani3M mii

[HCymiH mermofex cnenudpivyHo 3B A3YETHCA 3 PELEITOPOM JIIOOCHKOTO0 HCYIIiHY Ta IPU3BOTUTD O
TOT0 XK (H)apMaKOJIOTiUHOT0 edeKTy, 110 ¥ JIIOACHKUM 1HCYIIiH.

Lykpo3HuXKyBaNbHUN €DEKT iHCYIiHY MONATAE B CIPUSHHI MOTIMHAHHIO TTIFOKO3U TKaHWHAMM IIiCTIsS
3B’sI3yBaHH IHCYJIIHY 3 peLenTopaMyu M’ I30BUX 1 ZKUPOBUX KIIITHH, @ TAKOX B OHHOYACHOMY
IIPUTHIYEeHH] BUOIIEHHS TTTIOKO3HU 3 IIEYiHKH.

®apmakoduHamika.



Tpeci6a® ®nexcTau® - Le Ga3aabHUi iHCYIiH, KU MiCIA MiAMKIPHOI il €Kil yTBOPIOE PO3YMHHMIIM
MYJIbTUTEeKCaMep, B pe3yabTaTi 4oro (OpPMyeThCS AEMo, 3 IKOTO iHCYIiH AerIiofeK 0e3nepepBHO i
IIOBiIbHO BCMOKTYETHCS B KPOBOTIK, 110 CIPUYUHSE PIBHUY Ta CTiMKUM e(DeKT 3HUKEHHS PiBHSA
I'JIIOKO3H B KPOBi. [IpoTsarom 24 ropuH IyKpo3HUKyBanbHui edekT npenaparty Tpecita® ®nekcTag®
IIpY BBeJIeHHi oguH pa3 Ha mo0y, Ha BigMiHy Bif iHCYiHY T'/TapriH, piBHOMIPHO MPOSBISETHCS B IMEPIIi
1@ Apyri 12 romut (AUCugr o121, pk / AUCusr, scroropx = 0,5).

TpuBanicts fii npenapary Tpecifa® ®nekcTau® nepesuilye 42 TOMUHA B MeXax TePAIeBTUYHOIO
fiama3oHy [03.

PiBHOBakHa KOHIIEHTpAaIlil B KPOBi JOCATAETHCA IiCg 2-3 OHIB IPUKAOMY IIpenapary.

[ITomenHa 3MiHHICTE, BUpaXkeHa K KoedillieHT Bapiallil HyKpOo3HUKYBaIbHOI Ail MPOTATOM OIHOTO
inTepsany no3yBaHHs 0-24 roguau (AUC . px) B PIBHOBaXKHIN KOHIEHTpalil, cTaHOBUTh 20 % A
iHCY/iHY JeTNniofieK, 0 3HaYHO HUXK4Ye, HiXK Oy iHcyniny riaaprid (100 O/mm).

3araJbHUI IyKPO3HUAKYBaIbHUM edekT npemnapary Tpeci6a® ®nekcTau® miHiiHO 3pocTae 3i
36inbIIeHHAM 003K, CepeHii yKpO3HUKYBaabHul ebeKT npenapartis Tpeci6a® ®nekcTau”
100 OI/mn Ta Tpeci6a® ®nekcTau® 200 OJI/MJI IOPiBHAHHUIL IPX BBeNEHHI 0MHAKOBOI L0331
IIpenaparis.

He Oymo BusiBneHo BigMiHHOCTeH ¥ hapMaKoguHaMigHOMY eeKTi mpenapaTy y JOPOCUX MallieHTiB
MOJIOAOTO Ta JIITHLOTO BIKY.

Krigiyda eeKTUBHICTE Ta Oe3meka

[lopmo 3acTocyBaHHA IIpernapaTy Tpeci6a® ®nekcTau® Oy70 MpoBeOeHO OOUHAMLSTh
OaraToHalliOHAIbHUX, KOHTPOILOBAHUX, PAHIOMi30BaHUX, BIIKPUTHX, 3 KOHIIEIIII€I0 MOCITHEHHS
I[iTbOBOT0 ITOKA3HNUKA KIIHIYHUX AOCIIIXKEeHb TPUBAIICTIO 26 TUXKHIB 1 52 TUXKHI i3 3a/Iy4eHHAM
3arasom 4275 nauienTiB (1102 mauieHTH 3 1yKpoBuM fiabetom 1-ro tumy Ta 3173 mauieHTa 3
IIYKPOBUM [1iabeTOM 2-T0 THILY).

Y BigkpuTHX OOCTifXKEHHAX edEKT IperapaTy BUBUABCS y MAIliEHTIB 3 IyKPOBUM AiabeToM 1-ro Tuy,
y HalLli€eHTiB, 10 paHillle He 3aCTOCOBYBaJIX iHCYJIiH (T0YaTOK 3aCTOCYBaHHS iHCYIiHY y XBOPUX Ha
IIyKpoBuii miabeT 2-ro TUMY), i y mallieHTiB, SIKi paHille 3aCTOCOBYBajIu iHCYIiH (iHTeHCUbiKaIlis
iHCyniHOTepamil y XBopux Ha LyKpoBUM AiabeT 2-ro TUmy), mpu GiKCOBAHOMY Ta THYYKOMY PeXUMi
mo3yBaHHS. Byso migTBepaXKeHo, 110 3a epekToM 3HUKEeHHS piBHA HbA, (3 modaTKy [0 KiHIA
BUIIPOOYBaHHS) IpelapaT He IMOCTYIaeThCs BCIM iHIIMM ITperiapaTaM MOPiBHAHHS (iHCYiH meTeMip i
incynin rnapris (100 O1/mn)).

B Toit ke gac edekT npenapaty Tpeci6a® ®nexcTau® momo 3HUKeHHS HbA,, B IOpIBHAHHI i3
CUTArTiOTHHOM OYB CTAaTHCTHYHO JOCTOBIPHO BHIIUM.

Y IpOCIeKTUBHO 3allJlaHOBAHOMY MeTaaHalli3i ceMu BifKpUTUX MiATBEPAXKYBalbHUX BUNIPOOyBaHb 3
KOHIIETIITi€I0 TOCATHEHH IIiIbOBOTO IT0OKa3HUKA Y MAaIi€HTIB 3 I[yKPOBUM [fiabeToM 1-ro Ta 2-TO TUIY

TIpY 3aCTOCyBaHHi mpenapaTy Tpecifa® ®nexcTau® cnocrepiranacs MeHIIa KilbKiCTh HEBIAK/IaHOTO
JiKyBaHHS MiATBEPHXKEHUX BUIIAAKIB TimoriikeMmil (px 3acToCyBaHHI IpenapaTy XBOPUM Ha
IIyKpOBUii fiabeT 2-r0 TUMY) i MiATBEpAKEHNX BUIAMKIB HIYHOI TiNoriikeMil B TOPiBHSIHHI 3 iHCyTiHOM
rnapria (100 OJI/mn) (1o 3aCTOCOBYBaBCS BiATOBIIHO OO iHCTPYKIil). 3HUXKEHHS KiTbKOCTi BUIIAQMIKiB
rinornikeMii mocsranocs npu 6inbIl HU3BKOMY CepeIHbOMY PiBHI I'/TIOKO3H B IJIa3Mi KPOBi HaTIle IIpU
3acTocyBaHHi npenapaty Tpecifa® ®nexcTay® HOPIBHSAHO i3 3aCTOCYBaHHSAM iHCYIIiHY IJIapriH.



BipcyTHi maHi 000 KTIHIYHO 3HAYYIIOT0 YTBOPEHHS aHTUTLI [0 iHCYJIiHY IPU TPUBaJIOMY JIiKyBaHHI
npenapatoM Tpecifa® ®nekcTau®.

Y kriHivHOMY gocnigkeHHi TpuBanicTio 104 TuxkHI 57 % MallieHTiB 3 IyKPOBUM AiabeToM 2-r0 THUILLY,
sIKi npuitManu npenapat Tpeciba® ®nekcTau® (iHCyniH mermonek) y KoMmGiHalii 3 MeThopMiHOM,
pmocarnu ninboBoro piBHSA HbA,, < 7,0 %. PemTa nanieHTiB IPOJOBXKUIN YUaCTh ¥ 26-TUKHEBOMY
BiIKpUTOMY JOCIifKeHHi Ta Oynu BigibpaHi y rpymy momaBaHHS JTiparayTuny abo iHCyIiHy acmapT (3
HalbibIIUM IPUMOMOM 1XKi) OOUH pa3 Ha [o0y. Y rpyIi nali€eHTiB, AKi NpuiiMany iHCYJiH OerTiofeK
miparayTumd, mo3y iHcymiHy Oyno 3MeHIneHo Ha 20 %, 100 3MEeHIIUTH PU3HK Trinormikemii. [lomaBaHHS
JiparayTUay MPU3BesIo OO0 CTaTUCTUYHO 3HAYHO OinbiIoro 3HuKeHHS piBHS HbA,, (-0,73 % upu
3aCTOCyBaHHI niparnytuny nopiBHgHO 3 -0,40 % npu 3acTOCyBaHHI IIpeliapaTy MOPiBHSAHHS, 3a
OIIIHKOIO CepefHixX 3HayeHb) Ta Macu Tina -3,03 kr nopiBHAHO 3 0,72 KT, 3a OI[IHKOIO0 CEpedHix
3HayeHb). YacToTa emizonis rinornikemii (Ha nauieHTo-pik ekcrno3utlii) 6yna CTaTUCTUYHO 3HAYHO
HUZKYOIO ITPU NOHOaBaHHi IiparayTHOY MOPiBHSHO 3 OOAaBaHHSM iHCYIiHY acliapT OOUH pa3 Ha mo0y
(1,0 mopiBusino 3 8,15; cniBBimHOmeHH:: 0,13; 95 % HOI: 0,08-0,21).

Kpim Toro, 6yo mpoBemeHo aBa 64-TUKHEBi KOHTPOJIbOBAHI, MOABIMHO CIIilli, paHIOMi30BaHi,
IIlepexpecHi JOCIiXKeHH 3 IU3alHOM JIiKyBaHHS [0 JOCATHEHHS LiJi y IMallieHTiB 3 IyKPOBUM
niaberom 1 tumy (501 namieHT) i ykpoBum miabeToM 2 tumy (721 maifieHT) 3i MI0HaWMeHIIIe OQHUM
(hakKTopoM pHU3UKY PO3BUTKY rinoriikeMii. [TanienTu 6ynu paHmoMi3oBaHi 4y 3aCTOCYyBaHHS
npenapaty Tpeci6a® ®nekcTau® abo incyniny rmaprin (100 OJI/Mi1) 3a IepexpecHo CXeMow. Y
MOCTIIXEeHH] OIiHIOBa/IM YacTOTY TiloriikeMil IpH JiKyBaHHI npenapatoM Tpecifa® ®nexcTau”
TOPiBHSHO 3 iHCymiHoM rmaprid (100 OII/min) (muB. Tabmuio 1).

Tabmuus 1. Pe3ynbTaTi MOABIMHO CIIINOT0, IEPEXPECHOTO KITIHIYHOTO HOCTIIKEHHS 3a Y4acCTIo
TallieHTiB i3 mykpoBuM miabetom 1 i 2 Tumy

IlykpoBu# giadery 1 Tumy IlykpoBu# miadet 2 THIy

IToxa3HHUK e o1 Incynin rinaprin . ®2 Incynin rinaprin
Tpeciba (100 OI/»m)’ Tpecida (100 OII/»1)’

N 501 721

I'nikoBanuu remo06r100in, HbA, , (%)

[ToyaTkoBuUii piBeHs 7,6 7,6

Kineup nmikyBanss 6,9 6,9 7,1 7,0

PiBeHb I 1I0K03H4 B IJTa3Mi KPOBi HaTIe (MMOJIIb/M)

[ToyaTkoBu# piBeHp 9,4 7,6

Kineup nikyBaHHS 7,5 8,4 6,0 6,1

YacToTa TAKKOI rimoriikemii’

[Tepion 306epexenus 0,69 0,92 0,05 0,09

no3u’ CnissioHoweHHs: 0,65 [0,48; 0,89] CnisgioHoweHHA: 0,54 [0,21; 1,42]

YacToTa TAXKKOI a00 CHMITOMAaTHYHOI rinmorjikemii, mo migTBepakKeHo BUMipIOBaHHSAM
piBHS I'/II0KO3H B KpoBi™’

[Tepiom 306epexenus 22,01 24,63 1,86 2,65

no3u’ CnisgioHoweHHs: 0,89 [0,85; 0,94] CnisgioHoweHHs: 0,70 [0,61; 0,80]
YacToTa TAKKOI a00 CHMITOMAaTHYHOl HiUYHOI rimorxikemii, mo migTBepaxkeHo
BHMipIOBAaHHAM PiBHS I'TIOKO3H B KpOBi *’

[Tepion 36epexenus 2,77 4,29 0,55 0,94

no3u* CnigsioHoweHHA: 0,64 [0,56; 0,73]  CnissioHoweHHs: 0,58 [0,46; 0,74]



'TIpu 3acTocyBanHi 1 pa3 Ha go0y iHCYy/iH acHapT A/ MOKPUTTS HOTpeOH B iHCYIiHi TpH HpHIOMi
1Xi.

*IIpu 3acTocyBaHHi 1 pa3 Ha 00y + mepopabHi IyKpO3HUKYBaIbHi IpenapaTy (Oymb-sKa
koMbiHanisg MeThopMiny, iHribiTopy gUNENnTUANINeNnTHRa3u-4, iHribiTopy anbda-rioKo3unasy,
Tia30MigUHIIOHIB Ta iHTiI6iTOPY HATPili3ameKHOT0 KOTPAHCIIOPTepa TJII0K03H -2).

’Ha marjieHTo-piK eKCIo3uIii.
*Enizonu, 3apeecTpoBaHi 3 16 THXHS KOKHOTO NIEePiofy NiKyBaHHS.

* CUMIITOMaTHYHA TillOTIKEeMis, MiATBEPAXKEeHa BUMIPIOBAHHAM PiBHSA T'JIIOKO3U KPOBI, - 1€ emi3of,
IiATBEpAXKEHNN PiBHEM TJIIOKO3Y B IJIa3Mi KpoBi MeH1Ie 3,1 MMOJIb/NT 3 CUMIITOMaMU TiloTJIiKeMil.
Hiyna migTBepaXKeHa rinoriaikeMis - Lie emni3o4u y IPOMiKOK 4acy Mix 12 roguHO HOYi Ta 6
TOOUHOI PAHKY.

O1iHKa BIIWBY Ha CEPIIEBO-CYOWHHI momii

Hocnipxenuss DEVOTE 6yno paHmoMi3oBaHUM, ITOABIMHO CIIIMAM KITiHIYHUM OOCTiIXKEeHHAM,
TPUBAMICTh SKOT0 BU3HaYanacs HaCTaHHSAM OLIIHIOBaHHUX ITOMiM, 3 Me[liaHOI TPUBAJIOCTi 2 POKH, B
SIKOMY TIOPiBHIOBA/IM CEpPLEeBO-CyIUHHY Oe3neky npenapaty Tpecifa® ®nekcTau® Ta iHCyIiHY rhaprig
(100 O[l/mmn) y 7637 malieHTiB 3 MyKPOBUM Hia0eTOM 2 THUITY i BUCOKMM PU3UKOM CEPIeBO-CYOTUHHUX
IO,

Y ocHOBHOMY aHai3i OlLiHIOBABCA Yac 3 MOMEHTY paHAoMi3allil 0 IepIIoro BUHUKHEHHS OfHi€El 3 3
cepiio3uux HebaxKaHUX cepleBo-cyauHHUX mopaiit (MACE): cMmepTi i3 ceplieBo-CyIMHHUX ITPUYHH,
HeJleTaJbHOTO iHGapKTy MioKapaa abo HejeTanbHOro iHCYbTY. Lle mocmimkeHHS Oyyo clilaHOBaHe
K OCIi[I>KeHHS MiATBEepAKeHHS He Oi/IbIIoro pU3uKy 3 ypaxyBaHHSM IIOIlepPefHb0 BU3HAYEHOT0
TpaHuYyHOro piBHA pu3uKky 1,3 ong cnisBigHOoweHHS pu3ukisB (HR) po3sutky MACE npenapaty
Tpeci6a® ®nexcTau® y MOpiBHAHHI 3 iHCYIIiHOM IIaprid. By/a migTBepaXeHa CeprieBo-CyIHHHA
Gesneka npenapaty Tpeci6a® ®nekcTau® y mopiBHsAHHI 3 iHcynigoM rnapridg (HR 0,91 [0,78; 1,06])
(muB. TabOMHUIIO 2).

Pe3ynpTaTu aHanisiB y migrpynax (Hampukiaf, 3a CTaTTIO, TPUBAJIICTIO I[yKPOBOTO giabeTy, ceplieBo-
CYOVUHHHUM PU3UKOM Ta MOIEePenHiM pexXuMoM iHCy iHoTepatnii) 6yiu MOPiBHIHHUMU 3 Pe3yabTaTaMu
OCHOBHOTO aHaJi3y.

Tabmu1sg 2. Pe3ynbTaTu aHami3zy KOMOiHOBAaHOTO 3-KOMIIOHEHTHOT0 oKa3Huka MACE Ta okpeMux
CepLeBO-CYAUHHUX KiHI[eBUX TOYOK Yy mochnigxeHHI DEVOTE

CuiBBinHomen-usfTpecioa® [lucynin
PU3HUKIB dnexcTau®|riaprin
(95% [I1) N (%) N (%)




OcHoOBHUY aHai3 (3-

KOMIIOHEHTHHUH 0,91 (0,78-1,06) 325 (8,51) 356 (9,32)
nmoxka3Huk MACE)
CMepTh 3 C-C IPUYHH 0,96 (0,76-1,21 136 (3,56) 142 (3,72)

( )
Hedaransauii iHCyIIbT | ] 0,90 (0,65-1,23) 71 (1,86) 79 (2,07)
Hedaranpuuit IM 0,85 (0,68-1,06) 144 (3,77) 169 (4,43)
CMEDTE 3 Gy b-AKIX 0,91 (0,76-1,11)  |[202 (5,29) |21 (5,79)
[IPHYKMH
0,7 09 11,1 1,3

Ha xopucts Ha KopHCTD

rpenapaty IHCYIIiHY

Tpecita’ rnay rin

OnexcTau® p

N - KiIbKiCTb MaIfi€HTIiB 3 MEPINOI0 MOfi€l0, minTBepaKeHo0 EAC, sKa BUHHMKIIA ITifl YacC JOCHigXKeHHS.

% - BIICOTOK MAIi€HTIB 3 IIePIIO0 NOAi€l0, miaTBepaxeHo EAC, Bif 3aranbHOI KiTbKOCTI
PaHOOMi30BaHUX IAIliEHTIB.

EAC - KOMITET 3 eKCIIEPTHOI OI[iHKH.
C-c - CepLeBO-CYOUHHUM.
IM - iHpapKT MioKappa.

11 - 95% moBipuui iHTEpBAI.

Ha mouatky mocnimxkeHHs piBeHb HbA, . ctanoBuB 8,4% B 000X rpymax JiKyBaHHS, a 4epe3 2 POKU
HbA,, cTanoBuB 7,5% $IK B IpyIi 3acTocyBaHHs npenapaty Tpeciba® ®nekcTau®, Tak i B rpymi
3aCTOCYBaHHS 1HCYJIIHY IJIapriH.

I[Ipenapat Tpeci6a® ®nexcTau® mepeBakaB iHCYTIiH IJIapriH 3a HUXYO0I0 4aCTOTO TSXKKHUX €Mi30fiB
rinormikeMil Ta MEHINOK0 KiTbKICTIO MAIi€HTIB, Y IKUX BUHUKA/IN TAXKKIi eNi300U TinoriikeMil.
YacToTa HiYHKX TSXKKHX eMi30fiB rimorikeMmii mpu 3acTocyBaHHi npenapaty Tpecita® ®nekcTag®
Oyna CTaTUCTUYHO 3HAUYIIO HUKYOIO ¥ MTOPiBHSAHHI 3 TaKOI0 IIPX 3aCTOCYBaHHI iHCYJIiHY raprin
(muB. Tabnuio 3).

Tabmuig 3. PesynbraTtu mociipxenuss DEVOTE

Tpecita® [HCy/TiH IIaprin
®nexcTau®' (100 OII/mn)!
N 3818 3819
YacToTa BUHHKHEHHs rimoriikemii (#a 100 mamieHTo-poKiB
CIIOCTEePEXKEHHS)
TsKKi enmizonu 3,70 6,25
Yacmoma noodit: 0,60 [0,48; 0,76]
Hivni TsxKi enizonu’ 0,65 [1,40
Yacmoma nooiu: 0,47 [0,31; 0,73]




YacTKa mami€HTiB, y IKMX BUHHKaJIa rinorjaikeMis (BifCOTOK Malli€HTIB)
TsKKi enizonu 4,9 6,6
CnisgioHOwWeHHA UmosipHocmi: 0,73 [0,60;
0,89]

1 . . .
HpI/IBHa‘{aHI/ICH OOOAaTKOBO OO CTaHOAPTHOTI'O JIIKYBaHHSA LYKPOBOI'O maGeTy 1 CepueBo-CyIMHHUX 3aXBOPIOBAHE.

* Hiuni TsXkKi enmisony rinornikeMii BU3HaYanucs SK emi3ony, 110 BUHUKAIK y IIPOMiXKKY 4acy Bif
MiBHOYi OO 6 TOOUHU PAHKY.

Himu

EdekTuBHICTL Ta 6e3MeKy 3acTocyBaHHA mpenapaTy Tpecifa® ®nexcTau® miTaM Ta HifmiTKaM 3
IIyKpoBUM [iabeToM 1-ro Tumy 6yi0 OOCigXKeHo y paHAoMi3oBaHOMY 1:1, KOHTPOIHOBAaHOMY
KJIIHIYHOMY [OCHiAKEeHH] TpUBaiCTI0 26 THXHIB (n = 350) 3 momanbIIuM MPOA0BXKEHHSIM TPUBAIIICTIO
26 TuxkHiB (n = 280). 'pyna nauieHTis, sKi npuiimany npenapat Tpeci6a® ®nekcTau®, HamivyBana 43
ouTUHY BiKOM Bif 1 70 5 pokis, 70 miter BikoM Bif 6 o 11 pokiB Ta 61 mimmiTka BikoM Big 12 mo 17
pokis. [Tpu nputiomi npenapary Tpeci6a® ®nekcTau® omguH pa3 Ha K00y 6yJI0 BUSIBIEHO TaKe caMe
3HMKeHHS piBHA HbA, Ha 52-My TUXKHI Ta Ginbllle 3HUKEHHS PiBHS TJII0OKO3U B IJIa3Mi KPOBi HaTIIle
Bi] T0YATKOBOI'0 MOPIBHSHO 3 IIpernapaToM IIOPiBHAHHS - IHCY/IIHOM JeTeMip, SKUU 3aCTOCOBYBaJIU
onmuH abo [gBa pasu Ha fo06y. Lle 6y1o mocarayTo 3 mo60BoI0 103010 penapaty Tpecita® ®nexcTau®,
ska Oyna Ha 30 % HUKYOIO Bif m03M iHCYTiHYy meTeMip. HacToTa (BUMTa[OK/IAlLliEHTO-PiK eKCIIO3MIIii)
TSI2KKOI rimornikemil (3a BusHaueHHIM ISPAD; 0,51 mopiBasgHo 3 0,33), migTBepAKEHOI Tinmorimikemil
(57,71 mopiBusiHO 3 54,05) Ta HiYHOI MigTBEpHXKeHO]1 rinornikemii (6,03 mopiBHsHO 3 7,60) mpu
3acTocyBaHHi npenapaty Tpeciba® ®nekcTau® i iHCyiHY AeTeMip Oynia MOPiBHAHHOK. B 060X rpymax
JiKyBaHHS y AiTei BikoM Bim 6 mo 11 pokiB BimMidasnack BUllla YaCTOTa MiATBEPAXKEHO] Timoriikemil,
HiXK B iHIIKX BIKOBHUX TpymHax. Y IpyIi DalieHTiB, fKi npuiimany npenapat Tpecia® ®nekcTau®,
CIocTepiranaach Bullla YaCcTOTa TSAXKKOIL TinoriikeMil y gitTed BikoM Bif 6 mo 11 pokis. YacToTa emizonis
rinepriikeMil 3 KeTo3oM Oy7a 3HaYyHO HMXYO0I0 IIPK 3aCTOCYBaHHi npenapaty Tpecita® ®nexcTay®
TIOPiBHSHO 3 iHCymniHOM meTtemip: 0,68 Ta 1,09 BigmoBimHO. YacToTa, THI i CTYIIiHD TSIXKKOCTI IOOIYHUX
peaxliiil y miTell He Bigpi3HAMMUCH Bifl TAaKUX Y 3araibHill MOMysALii XBOPUX Ha LIyKPOBUY HialberT.
YTBOpeHHS aHTHMTIN BigMidasnocs BKpal PiiKo i He MaJjio KJIiHiYHOTO BIIUBY. [laHi Mpo eheKTUBHICTh
Ta 6e3meKy OIS MiAiTKiB 3 HyKPOoBUM HiabeToM 2-T0 TUMy OyJI0 BUBEOEHO Ha OCHOBI JAHUX OJIS
HiITITKIB Ta JOPOCIIKX MAIiE€HTIB 3 IYyKPOBUM fiabeToM 1-ro THUITY Ta JOPOCIIUX MAIi€HTIB 3 IIYKPOBUM
miabeToM 2-To THIy. Pe3ynbTaTi mifTBEpAXKYyOTh MOKIABICTE 3aCTOCYBaHHsA npenapaty Tpecifa®
®nexkcTau® migmiTKaM i3 1yKpoBuM fAiabeToM 2-TO THIL.

dapmakokiHemuxka.

AGcopOuis.

[Ticns migmkipHOI iH'€K1il po34nHHI Ta cTabibHI MyTbTUT€KCaMePH iHCYJIIiHY OeTJII0eK CTBOPIOIOThH
[ero iHCyIiHy B NiAKIpHiA TKaHUHU. MOHOMEeDPU iHCYIIiHY OerIiofeK I0CTYII0BO BiTOKPEMIIIOITECI
Bifl MyJIbTUT€KCaMePiB, 1[0 IPU3BOAUTH [0 MTOBIIBHOTO 1 IOCTIMHOTO HAAXOAXKEHHS iHCYIiHY
LETJII0NEK Y KPOB'dHE PyCIIo.

PiBHOBakHa KOHIIEHTpAaLlid IHCYJIiHY JerIgeK B CUPOBaTLi KPOBi JOCATA€EThCA Iicasa 2-3 OHIB
IIOOEeHHOTO NIPUMOMY IIpernapary.

Ilykpo3uuxyBansHuil epexT npenapaty Tpeciba® ®nekcTau® mpoTarom 24 romuH Ipy BBe[eHH]
Of¥H pa3 Ha o0y, Ha BimMiHy Bif iHCYMiHY I'Taprid, piBHOMIPHO MPOSBISETLCS B IepIi Ta apyri 12
ropuH (AUC e o101, px / AUCger, scsoropx = 0,9).



Posmopin
CropifHeHiCTb iHCYiHYy OerTofeK 3 alb0yMiHOM IIJTa3MU JIIONUHU CTAHOBUTE > 99 %.
Mertabonizm

Ierpapartisi iHCymiHy mermiofek nonibHa [0 Takol y TI0ACHKOTO iHCYTiHY; XK0/ieH 3 MeTaboiTiB, 110
YTBOPIOETHCS, HEe Ma€ 0i00TiyHOI aKTUBHOCTI.

BuBenenus

[Ticns nigImKipHOTro BBEAEHH IIpenaparTy Iepiof HaliBBUBEAEeHHS BU3HAYAETHCS IBUAKICTIO
BCMOKTYBaHHS 3 IiIIKiPHOI TKaHWHY. [Iepiof HaniBBuBeeHHs npenapaTy Tpeci6a® ®mexcTay®
CTAHOBHUTH MPUONMU3HO 25 TOOWH, He3aJIeKHO Bifl M03MH.

JIiHIRHICTD

[TpomopuiiHiCTh H03 CIIOCTEpiragach B 3arajibHill €KCIIO3UIIil MiC/s MigIIKipHOr0 BBEIEeHHS B
Miama3oHi TepaneBTUYHUX A03. [Ipy npsMoMy OPiBHSHHI BUMOTHY 10 6i0€KBiBaJI€eHTHOCTI JOTPHUMaHi
mopo npenapartis Tpeci6a® ®nekcTau® 100 OI/mn i Tpeciba® ®nekcTau® 200 OJI/mMn (Ha ocHOBi AUC

IHer, T, PK 1 Cmax' IIer, PK)'

Crath

He Oyso BUsiBIIeHO BimMiHHOCTeH y hapMaKOKiHETUUHHMX BJIACTUBOCTSX IIpelapaTy 3ajie’kHo Bif
cTarTi.

Bik, pacoBa IpuHaeXHIiCTh, HUPKOBA i TeYiHKOBa HEIOCTATHICTh

He Oymo BusiBneHo BimMiHHOCTeH y hapMaKOKiHETHIIl iHCYIiHY AerIiofeK MiX TOPOCIUMU
nalieHTaMH JIiTHBOTO i MOJIOOTO BiKy, MiXK TallieHTaMH Pi3HOI pacoBOl IPUHAJIEXKHOCTI, @ TAKOXK MikK
300POBUMU HOOPOBOJIBLISIMYU Ta TalliEeHTaMHU 3 HUPKOBOIO a00 NMeYiHKOBOl HEJOCTATHICTIO.

it
dapMaKOKiHETHYHI BJIaCTUBOCTI iHCYJIiHY Aermoaek y gitel (Bikom Big 1 mo 11 pokiB) Ta migmiTKiB
(Bixom Bif 12 mo 18 pokiB) mpu cTabinbHil 7031 OyIu MOPiIBHSAHHI 3 TAKUMU ¥ OPOCIHUX 3 IIyKPOBUM

miabetoM 1-ro Tumy. 3arajabHa eKCIIO3UIIis Mic/Is BBeIeHHS OMHOKPATHOI 03U Oyila BUIIOK0 V OiTel Ta
IifTiTKIB, HiXK Yy JOPOCNKX 3 IIYKPOBUM fiabeToM 1-ro Tumy.

KniniyHi xapaKTepHCTHKH.
Iloka3aHnHs.

JIikyBaHHS IyKPOBOTO fiabeTy y JOPOCIUX, MiAJIiTKIB Ta fiTel BikoM Bif 1 poky.

IIpomunoka3aHHs.



[TinBuIeHa YyTNIMBICTD [0 iHCYIiHY mermongek abo mo 0yab-sIKOi OMOMIKHOI PEYOBHHH, II0 BXOIUTh
IO CKJIafdy Iperapary.

B3aemodin 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.
4K Bimomo, psif nmikapchKux 3aco6iB BIJIMBaE Ha 0OMiH T'TIOKO3H.

JIikapchKi 3ac00M, 1110 MOXKYTh 3HUKYBATH IOTPeOY B iHCYTiHi

[TepopanbHi IIyKPO3HUXKYBaIbHi 3aco6u, aroxictu penentopis I'TIII-1, iHri6iTopy MOHOAMiHOKCHUTA3U
(MAO), b-appenobnokaTopH, iHTi6iTOPU aHTiOTEH3WHIIEPETBOPIOI0YOT0 pepMeHTy (ATID),
casinumaTy, aHaboiyHi cTepoigu Ta cynbdaHinaminy.

JIikapchKi 3ac00M, 1110 MOXKYTh MiIBUINYBATU MOTPeOy B iHCymiHi

[TepopanbHi KOHTPALENTHBY, Tia3UAH, TTIIOKOKOPTUKOIM, TUPEOigHI TOPMOHH, CUMIIaTOMIMETHKH,
TOPMOH POCTY i faHa3071.

b-ampeHo610KaTOPU MOXKYTh MaCKyBaTH CUMIITOMU TilOTJIiKeMii.
OKTpeoTHO/TaHPeOTH MOXKe SIK 3HUKYBATH, TaK i MigBUIIYBaTH I0TPeby B iHCYITiHi.

AnKOroJib MOXKe ITOCUJIIOBaTH ab0 3HUXKYBATH TiNOTTiKeMiuHNUME eeKT iHCYiHY.

Oco6.1ueocmi 3acmocyeaHHsi.
linornikeMis

[Tpomyck mpuiiomy ixi abo HenepepbadeHe iHTeHCHUBHe ¢i3nyHe HaBaHTaXKEHHS MOXKYTh IPU3BECTU
[0 TimoriikeMil.

linornmikeMist MoXke BUHUKHYTH, SKIIIO [[03a iHCY/TiHY 3aHATO BUCOKA BiTHOCHO MMOTPeOu B iHCYITiHi.

[Tpu 3acToCyBaHHi HiTAM CIlifi 3BePHYTH 0COOIMBY yBary Ha BifIOBigHICTE 03 iHCYMiHY (0COGIMBO B
6a3abHO-00/II0CHOMY PeKUMi) KiTbKOCTI iXKi, 1110 CITOKUBAETHCS, Ta Qi3MYHIN aKTUBHOCTI IS
3MEHILIeHHSI PU3UKY Tilormikemil.

XBOpi, B IKMX 3aBASKY iIHTEHCHUBHIN iHCYIiHOTEpAIil iCTOTHO MOMINIINBCSI KOHTPOJIb 3a PiBHEM
TJIIOKO3U B KPOBi, MOXKYTh Bil3HaYaTU 3MiHy 3BUYHUX CUMIITOMIB-IIPOBICHUKIB Timormikemii, mpo 1o ix
CJIi[l 3aBYACHO [IOIIePEeUTH. 3JBUYHI CUMITOMU-IIPOBICHUKY MOXYTh 3HUKHYTHU y TALIEHTIB 3
NOBTOTPUBANIUM IIYKPOBUM HiabeToM.

CymyTHi 3aXxBOpIOBaHHS, 0COOIMBO iH(EKII] Ta TMXOMaHKa, 3a3BUYail 30iIbIIyI0Th TOTPeby XBOPOTO B
incynini. CynyTHi 3aXBOpIOBaHHS HUPOK, Me4iHKK a00 3aXBOPIOBaHHS HaJHUPKOBUX 3aj103, Tinmodiza
abo0 IMUTOBUIHOI 321031 MOXKe 3yMOBUTH HeOOXiOHICTh KOPEKIIil 103U iHCYIIiHY.

91K i Mmoo iHIKX Npenapartis 6a3albHOro IHCYIIiHY, IPOJIOHT0BaHa fid npenapaty Tpeci6a”
O®nexcTau® MoXkKe 3aTpUMaTH BiIHOBJIEHHS PiBHS IIIOKO3M B KPOBI MiCIIs Timorikemii.

limepriuikeMisg




Y pagi 3HauHOI rinepriikemil peKOMeHAYETLCS BBeIeHHS iHCYIIiHY KOPOTKOI Ail.

HesigmoBinHe mo3yBaHHS a00 NpUNMHEHHS JIIKyBaHHS MAI[iEHTIB, 10 MOTPEOYIOTh BBeIeHHS iHCYIIiHY,
MOXKYTh IPU3BECTHU IO TilepriikeMii Ta giabeTuyHOro KeToanupo3y. KpiM toro, cynyTHi
3aXBOPIOBaHHS, 0CO06IMBO iH(DeKIIil, MOXYTh MPU3BECTH [0 TimepriikeMil i, 0Txe, K0 MifBUIIEHO]
noTpebu B iHCYIiHi.

3a3Buyal neplli CUMITOMHU TinepriikeMii pO3BUBAIOTLCS IIOCTYIIOBO, IPOTSTOM KiJTbKOX TofuH abo
ni6. Bonu BKII0O4aloTh y cebe BiTUyTTS CIparu, YacTe CEYOBUIIYCKaHHS, HYOTY, OII0BaHHS,
COHJIUBICTH, IIOYEPBOHIHHS 1 CYXiCTh LIKIpU, CYyXICTh Y POTi, BTpATy alleTUTy, a TaKOXK 3allax alleTOHYy
y TIOBITpi, 110 BUAMXA€EThCS. [Ipu IyKpoBOoMYy fiabeTi 1-ro TuMy rimepriikeMis, 110 He JIKYETHCH,
IPU3BONUTH [0 Aia0eTUYHOTO KeTOalum03y, SKIi € CMepTeIbHO HeOe3eYHNM.

[lepeBeneHHS XBOPOI0 3 IHIIOr0 TUMY IHCYIIHY

[TepeBeneHHS XBOPOTO 3 iHIIOTO TUIY a00 MapKu iHCYIiHY 4¥ 3 iHCYTiHy iHIIOTO BUPOOHKKA Ma€
BimOyBaTHCS IiJ CYBOPUM MeIWYHUM KOHTPOJIEM, OCKiTbKM MOXKe BUHUKHYTH HEOOXiMHICTh KOPeKIIil
[03M iHCYIIiHY.

Po3nadu 3 60Ky wKipu ma niOwKipHOi KAiMKOBUHU

[TauieHTH MalOTh MPOUTH IHCTPYKTAXK IOA0 HeoOXiMHOCTI mOCTifHOI 3MiHM MicIs iH'eKIil [s
3MEHILIEeHHS PU3UKY PO3BUTKY JIimoaucTpodii Ta aMinoigo3y mwKipu. Y pasi 3gilicHeHHS iH' €Kil y
MiClIs 3 3a3HaYEeHUMHU PeaklisiMU iCHy€ IOTEHIIIMHNUY PU3UK BiICTPOYEHOr0 BCMOKTYBaHHS 1HCYIiHY
Ta MOTipIIEeHHS TIiKeMiYHOT0 KOHTPOII0. [10BifoMIa10Cs Ipo BUNAOKY TilOrIiKeMil Iicias panToBol
3MiHM TAKOr0 MiCIld iH €KIIil Ha iHIlle, He ypaXkeHe. PeKOMeHI0BaHO IPOBOAUTY MOHITOPUHT T'TIOKO3H
KPOBI ITicyig 3MiHU MicIld iH'€K1ii 3 ypaXKeHOoro Ha He ypazKeHe Ta KOPEKIIilo 03U MPoTUiabe THYHUX
JiKapChKUX 3aco0iB.

KowmGiHalis miornita3oHy 3 mpenapaTaMy iHCYIIiHY

[Tpu 3acToCyBaHHI MioTiTa30HY B KOMOiHallil 3 iHCY/TiHOM TpamnIsaucs BUMAAKUA PO3BUTKY 3aCTilHOI
CeplieBOi HeIOCTaTHOCTi, 0COOIMBO Yy XBOPUX 3 PaKTOpaMu PU3UKY PO3BUTKY 3aCTiiHOI CeplieBoi
HeJocTaTHOCTI. Lle BapTo BpaxoByBaTH, IpU3Hayal04y JTiKyBaHHS KOMOiHalli€l0 MiorIiTa3oHy 3
npenapaToM Tpecifa® ®nekcTau®. [Ipu KOMGIHOBAaHOMY 3aCTOCYBaHHI X IpeNapariB NalicHTH
TIOBUHHI 1IepeOyBaTH Mif] CIIOCTEPEeKEHHSIM JIiKaps OJIST CBOEYACHOTO BUSBIEHHS CHMIITOMIB 3aCTilHOI
CepleBOi HeIOCTAaTHOCTI, 30iNbIIEHHST MaCH Tijla Ta BUHUKHEHHS HaOpsKy. Y pasi 6yab-gKoro
IOTipIIeHHs (QYHKIIIl cepIsl TiKyBaHHS IMiOT/IiTa30HOM CJIiJ] IPUIUHUTH.

[TopyilleHHS 30pY

[aTeHcudikanis iHCyIiHOTEpalil 3 Pi3KUM MOKpAIeHHSIM KOHTPOJIIO TIiKeMil MOXKe TUMYacOoBO
TIOCUJTIOBATH Oia0eTUUHY PETUHOIATIIO, TOMI SIK MOBIOCTPOKOBE IOKPAIleHHST KOHTPOJIIO TTiKeMil
3HUKYE PU3UK IIPOrPeCYBaHHS AiabeTUYHOI peTUHOIATII.

3anobiragHyg BUOAOKOBUM IIOMHUJIKAM

[TarienTaM nOTPiOHO MOCTINHO MEPEBIPSATH €TUKETKY Ha iHCYJIiHI epen KOXKHOI0 iH’eK1i€to, 1100
BUIIa[KOBO HE CIUTyTaTH mpenapar Tpecifa® ®nekcTau® 3 iHIIMMH DpenapaTaMy iHCYIIiHY.

[TarieHTH MOBUHHI Bi3yasbHO MEePeBipUTH KiNbKicTh HaOpaHUX ONUHUID Ha JIIYUIBHUKY OO3U IIMPHUIL-
pyuku. Ciimni malfieHTH TH Mal[iEHTH 3 IIOTaHUM 30POM ITOBUHHI 3BEPHYTHUCS 3a JOIIOMOTOI0 [0 iHIIO1
JIFOOUHY, 110 Ma€ XOPOLIXU 3ip i 3Ha€, 9K BUKOPUCTOBYBATU IIPUCTPIN [OJI BBEAEHHS IHCYIIiHY.



Inst 3amobiranHs MOMUIIOK Y O3YBaHHI Ta MOTEHIIIMHOT0 IIepeN03yBaHHs MalliEHTH Ta JliKapi He
TIOBMHHI BUKOPHUCTOBYBATH LITPHI] A7 TOTO, 1106 HabpaTu mpemapaT 3 KapTPUAXKa IMomepenHbo
HAIlOBHEHOI IMNPUL-PYYKU. Y pa3i 6710KyBaHHS I'0JIOK NAIliEHTU IOBUHHI JOTPUMYBATUCS iHCTPYKILIH,
ONMCaHUX B IHCTPYKIIil i3 3aCTOCYyBaHHS Ipenapary Tpeci6a® ®nekcTau”® [ namieHTa (IUB.
[TpaBumna moOrnsfy Ta MOBOOXKEHHS 3i IIMPUI-PYUKOI0).

[IpooyKyBaHHS aHTUTII OO IHCYIIHY

BBenenHs iHCyiHYy MOXKe IPU3BECTU 0 IPONYKYBaHHS aHTUTLI 0 HBOTO. Y PiAKICHUX BUIIafKax
IIPUCYTHICTh TAKUX aHTUTIN MOXKe MOTPeO0yBaTH KOPEryBaHHS NO3HU iHCYIiHY, 1100 MomoIaTu
TeH[IEeHIIit0 0 Trinmepriikemil abo rimormikemii.

Tpeci6a® ®nekcTay® MiCTUTL MeHIIIe Hixk 1 MMOJIb HATPiO (23 Mr) TOMY JTiKapChKHi 3aci0 MOXKHa
BBaXKaTW TAKMWM, II[0 He MiCTHTh HaTpilo.

BiocmeoicysaHH s

3 MeTOI0 NOKpAIleHHs BifiCTeXKyBaHHS 0i0JIOriYHOr0 JTiKapChKOT0 3aco0y Ha3Ba Ta HOMep cepil
Ipernapary, 110 BBOUTLCS, MalOTh OyTH YiTKO 3a3Ha4y€eHi Ha YIIaKOBIIi.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyd0to.
BaritHicTb
He icHye KmiHiYHOTO OCBify 3acTocyBaHHs mpemnapaty Tpeciba® ®nekcTau® BariTHUM XKiHKaM.

IocmigXeHHS 100 BIJINBY Ha PENPOAYKTUBHY (QYHKIIIO ¥ TBAPHUH HE BUSBUIIU XKOTHUX
BiIMiHHOCTE! MiXK BIIMBOM iHCYJIiHY HET/IIOEK Ta JI0IChKOT0 iHCY iHy Ha eMOPiOTOKCUYHICTh Ta
TEPaATOTEHHICTb.

3araJowM, IiJl 4yac BariTHOCTI Ta IIJlTaHyBaHHS BariTHOCTI PEKOMEHYETHCS ITIOCUIEHUY KOHTPOJIb 3a
piBHEM TJIIOKO3U B KPOBi i MOHITOPHHT CTaHy BariTHUX XKiHOK 3 IyKpoBuM fiabeToM. [ToTpeba B
iHCyniHi 3a3BuyYal 3MeHIyeThCA B | TpuMecTpi i 30inburyetsea npotsarom I i IIT tpumectpis. [licns
noJioriB moTpeba B iHCYIIiHI 3a3BUYall IBUAKO IIOBEPTAETHCS OO PiBHS, SKUM OyB [0 BariTHOCTI.

TooyBaHHA IPyOaI0

He icHye KITiHIYHOr0 HOCBify 3acToCyBaHHs npenapaty Tpeci6a® ®nekcTau® mif 9ac romyBaHHs
TPyAmIo. Y TBApUH iHCYiH JerIiofeK IPOHUKAE Y IPyAHe MOJIOKO, OT0 KOHIIEHTpallis B MojoLi 6yra
HUXKYOM0, HiX y Ma3Mi.

HesigoMo, v npoHUKaE iHCYIIIH OeToeK Y IPyIHe MOJIOKO JIIONUHU. Y HOBOHAPOAKEHUX/HEMOBIIAT
Ha I'PYIHOMY BUTOLOBYBaHHI He 04iKylOThCs 00iYHi edekTu 3 60Ky 00MiHY PEYOBUH.



PepTUIBHICTD
HocnifKeHHS peIPOAYKTUBHOI (DYHKII1 y TBAapUH IiC/IS 3aCTOCYBaHHS 1HCYJIIHY OETTIONEK He
BUSIBIIA He0akaHOTO BIIJIUBY Ha (PEePTUNILHICTE.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMamu.

Peaxi1ist XBoporo Ta #0ro 37aTHICTh KOHLIEHTPYBATH yBary MOXyTb OyTH IOPYIIeH] Py rinormikeMii.
Lle Mmoxe cTatu paKTOPOM PU3UKY, HAIIPUKIIAM, IIPK KepyBaHHI aBToMO0bieM abo iHImMMuU
MeXaHi3MaMHu.

XBOpPUM CITifT BXXMBATH 3aX0fIiB I070 MpodiaKTUKY TiMoriikeMil mepen TUM, K CimaTu 3a KepMmo. Lle
0C00/IMBO BaXKJIUBO I XBOPUX, V AKUX 0CJIa0eHi YX BifCyTHI CUMITOMU-IIPOBICHUKHM TiMormiKeMmil
abo emizonu rimormikeMii BUHMKAIOTh YacTO. 3a TaKMX 00CTaBUH BapTO 3BAXKUTHU [OIIIbHICTh
KepyBaHHS aBTOMOOiIEeM.

Cnoci6 3acmocyeaHHss ma do3u.

o3 YBAHHA

Tpeci6a® ®nexcTau” - npenapaT 6a3albHOro iHCYIIIHY YIBTPATPUBAIOL Ail [/ HigIIKipHOTO
BBE[IeHHS OOUH pa3 Ha [o0y mpoTsaroM gHs, 6axkKaHo B ONUH i TOHM Ke Yac.

Curna fil aHanoriB iHCYTiHY, BKIIOYal04YHd iHCYJIiH OeTofeK, BU3HavaeThcs B ogununsax (Ol). OnHa
(1) opunug (O[1) iHCcymiHy mermiofek gopiBHioe 1 MixkHapopaHii oguHuti (MO) moaceKoro iHcyminy, 1
opuHULI iHcyniny rnapria (100 OII/mn) a6o 1 omuHUILI iHCYIiHY HeTeMip.

[TamieHTaM 3 IyKPOBUM [iabeToM 2-T0 THIIY ITperapaT MOXXHa BBOOUTH OKpPeMo a0o B OyOb-sIKiit
kKoMOiHallii 3 mepopaJbHUMHU yKPO3HUKYBaTbHUMU 3aco0aMu, aroHicTamu penentopis I'TITI-1 Ta B
kKoMOiHatii 3 6omtocHUM iHCyMiHOM (IUB. po3ain «dapMakofrHaMiKa»).

[MTamieHTaM 3 IIyKpoBUM [fiabeToM 1-ro TUIly IIpenapaT 3acTOCOBYIOTh Y KoMOiHallil 3 iHCymiHOM
KOPOTKOI [iii /151 MOKPUTTS MOoTpeOu B iHCYIIiHI Mig Yac mpuitoMiB ixi.

[lo3yBaHH4 IIpernapaTy Tpeci6a® ®nekcTauy® BU3HAYAETLCS BiNIOBIIHO 0 inguBimyanbHUX TOTPEO
naiieHTa. PeKOMEHIY€EThCS ONTHMI3yBaTH KOHTPOJIb Hafl TJIiKEMI€l0 IMIJITXOM KOPEKIIil 1031
0a3anbHOTO iHCYIiHY 3a1e2KHO Bif PiBHA TJII0OKO3U B IJIa3Mi HaTIIE.

4K i y pasi 3acTocyBaHHS iHIIKX IIpelapaTiB iHCYJIiHYy, KOPeKIis 1031 MOXKe TaKoX OyTHu moTpidHa
pu 3MiHi (i3nyHOI aKTUBHOCTI ab0 3BUYaWHOT0 PallioHy XapuyBaHHS MallieHTa Ta IIPU CYMyTHIX
3aXBOPIOBaAHHIX.

Heo0xifHa m03a BU3HAYa€ThCs 3 ypaXyBaHHSAM OfuHHUIE Ail. [llnpuin-pydka npenapaty Tpecita®
®nexcTau® 100 OII/M1 fae 3MOTy BBOGUTH 03y Bif 1 10 80 oAMHMIIL Ha iH’€KIIiI0 3 KPOKOM B 1
OIMHHUITIO.

JIiYnIbHUK 03U MOKa3ye YUCII0 ONUHUIL He3alekHO Biff CUIM [il, He CIIif lepepaxoByBaTH NO3Yy
iHCYyTiHy IpU IepeBefieHHi MallieHTa Ha IpelapaTé 3 HOBOIO CHJIO0 [il.



T'Hyykicmb vy 8ubopi yacy esedeHHa npenapamy

Y Tux BUIlafikax, KOIM BBEJEeHHS B ONUH i TOM caMui 4ac 1061 HEMOXK/INBE, MOXKJIIMBE BBEJIEHHS B
iHImM Yac, aje iHTEepBaI MiHIMyM 8 TOOWH MiX iH €KI[iIMU OBUHEH OyTH 3aBXKOY BUTPHMaHUMU.
HeMae KITiHIYHOr0 7OCBify BapiaGenbHOCTI 4acy BBeneHHs npemnapaty Tpeci6a® ®nekcTau® miTaM Ta
mifgIiTKaMm.

[MarmienTamM, 110 3a6y1u CBOEUACHO BBECTH [I03Y iHCYIiHY, peKOMEHYEThCS BBECTH ii 0pa3y, K BOHU
PO Iie 3rafia/iy, a MOTiM IIOBEPHYTUCS [0 3BUYAUHOTO PeXKUMY BBEJIEHHS - OUH pa3 Ha #o0y.

Ilouamok 3dCMOCYBAHHA

ITauienmu 3 uykposum diabemom 2-20 muny

PexomMeH0BaHa II0YaTKOBA [103a CTaHOBUTL 10 OMMHUIL OOUH pa3 Ha [0o0y 3 MOJasbIIoio
iHOMBiAyaTbHOIO KOPEKIIiE€0 AO3M.

ITauieHmu 3 yykpogum diabemom 1-20 muny

[Tpemapart cJ1if 3aCTOCOBYBaTH OOMH pa3 Ha 00y B KoMOiHaIlil 3 iHCY iHOM, SIKHW 3aCTOCOBYETHLCS TS
IOKPHUTTS MOTPeO B iHCYIIiHI Iif Yac iau, 3 MOAabIIo iHAUBIAyaIbHOI KOPEKINEIO T03M.

ITepexid 3 iHWUX npenapamia iHCYyAiHY

PeTenbHUI MOHITOPUHT PiBHS T'JIIOKO3U Y KPOBI peKOMEH0BAHO y IIepiof epeBeieHHS Ha Ipemapar
Tpeci6a® ®nexcTad®, a TAKOX y HepIli THXKHI TiKyBaHHA. M0XIuBO, Oye NOTpibHa KOPEKIlid HO3H i
yacy BBe[leHHS iHCYJIiHy KOPOTKOI1 Ail ab0 iHIMX IyKPO3HUKYBAIbHUX 3aC00iB.

ITauieHmu 3 yykpogum diabemom 2-20 muny

[TamieHTaM, SKi OTpUMYBaIu OOUH pa3 Ha AeHb Oa3anbHUl iHCYIiH, 6a3ambHO-00TI0CHY

iHcyniHOTepamiio abo BUKOPUCTOBYBAJIX MTONEPEIHbO 3MilllaHi iHCYTiHM YU CaMOCTIMHO 3MillTyBaIu
iHCcyminy, mepexin Ha npenapat Tpeci6a® ®nekcTau® MoXHa IPOBOAUTH Y CIIBBifHONIIEHH] 703 1:1
CTOCOBHO IIOTIEPENHbLO]1 103U 6a3aIbHOTO iHCYJiHY 3 OAAJIBIIO0 iIHANBIAYaTbHOIO KOPEKITIEID TO3H.

Crnip 3BakuTU HEOOXigHICTh 3HUXKEHHS 103U Ha 20% Bif m03u nonepegHboro 6a3aabHOTO iHCYIIIHY 3
MIOMaJIbIINM iHAUBIIYyaIbHUM MMiI00POM HO3MU:

e TIpu mepexofi Ha npenapart Tpecifa® ®nexcTau® 3 6a3anbHOrO iHCYIIHY, SIKKH 3aCTOCOBYBaBCA
2 pa3y Ha [eHb;
* 1Ipu mepexofi Ha npenapart Tpeci6a® ®nekcTau® 3 incyniny riaprin (300 OJI/m).

ITauieHmu 3 yykpogum diabemom 1-20 muny

II71g nalieHTiB 3 HyKpoBUM OiabeToM 1-ro Ty HEOOXigHO PO3TISHYTH 3HUKEHHS no3u Ha 20% Bif
[03U MoTepeIHbOro Oa3asbHOro iHCYMiHYy a00 6a3aIbHOr0 KOMIIOHEHTa peXuMy 6e3nepepBHOi
nigmKipHol iHdy3il iHCYIiHY 3 TofaIbIIo0 IHAUBIAyaTbHOI0 KOPEKIIE€I0 J03H 3aIeKHO Bif
iHOUBiTyaIbHOI TIiKEMiYHOI BiMOBifi.

3acmocysanHs npenapamy Tpeciba® ®aexcTau® y kombiHauii 3 aeonicmamu peuenmopie I'TIIT-1
nauieHmam i3 yykposum diabemom 2-20 muny

IIpu nomaBaHHi npemnapaty Tpeci6a® ®nekcTau® mo aroxicTis penentopis I'TIII-1 peKoMeHmOBaHa



IIOYATKOBA [03a CTaHOBUTEL 10 OOMHUIIL OOUH Pa3 Ha Mo0y 3 MOJAJBIINM iHAWBIIyaTbHUM Mig00poOM
IO3M.

IIpu nomaBaHHi aronicris penentopis I'TIII-1 go npenapaty Tpecifa® ®nexcTau® peKoMeHA0BaHO
3MeHImuUTH f03y npenapaty Tpeciba® ®nekcTau® Ha 20 % [/ 3MeHIIEHHS PU3UKY TillorIikeMii.
Hapani mo3y cnip KoperysaTtu iHOUBinyanbHO.

Oco06nuBi nomyngaIrii

Iauienmu aimHv020 8iky (= 65 pokis)

[TpemapaT MOXkKHa 3aCTOCOBYBaTH MallieHTaM JiTHLOTO BiKy. Cifi mpoBoOuTH OiNbII PETENbHUM
MOHITOPUHT PiBHSA I'JIIOKO3U B KPOBI 1 KOPEKIIilo 03U BUKOHYBaTHU iHAUBIAyalbHO (OUB. PO3MiN
«PapMaKOKiHETHUKA»).

T[opyweHHA GYHKUIT nevyiHKu md HUpPOK

IIpenapat Tpeci6a® ®nexcTay® MOKHa 3aCTOCOBYBATH MAIlieHTaM 3 IOPYIIEHHAM QyHKIIil HeYiHKH
Ta HUPOK. CIlig TpoBOAUTH OifbI peTeNbHKY MOHITOPUHT PiBHS I'IIOKO3HU B KPOBI i KOPEKIIilo 0031
BUKOHYBaTH iHOMBiAyanbHO (OUB. Po3ain «®apMaKOKiHETHKA»).

Himu

IIpenapat Tpeci6a® ®nexcTay® MoXHa 3aCTOCOBYBATH HifJIiTKaM Ta AiTSIM BiKOM Bif 1 POKY (IuB.
po3fin «dapmakomuHaMika»). IIpu mepexoni 3 6a3anbHOro iHCYIiHY Ha npenapaT Tpecita®
®nexcTau® go3y 6a3anbHOro Ta GOMIOCHOTrO iHCYIiHy HeoOXiJHO PO3paxoByBaTH Ha iHAMBINyaNbHik
OCHOBI [IJIs1 3MEHIIIeHHS PU3UKY Tinoriikemil (IuB. po3min «Oco0IUBOCTI 3aCTOCYBAHHS»).

BsedenHsa npenapamy

Tpeciﬁa® ®nekcTau® BBOIATD TiIbKH MigIIKIPHO, LIIAXOM iH €Kil B JiITHKY IepefHbOl YePEeBHOI
CTiHKH, TI7IeYa abo cTeTHa. 3 METOI0 3HUKEHHS PU3UKY PO3BUTKY JimopucTpodii Ta aMinoigo3y mKipu
MicIs iH’ €Kil CIif 3aBXKOW 3MiHIOBATH B MexXXaX ONHIEl minsHKM (OuB. po3minu «Ocob6IuBOCTi
3acTocyBaHHs» Ta «[1o0iuHi peakii»).

[IpenapaT He MOXKHa BBOOUTHU:

- BHYTPIIIHHOBEHHO, OCKIJIbKY Ile MOXKe IIPU3BECTH 10 PO3BUTKY TSKKOI Tilormikemil;
- BHYTPIIIHHOM I30BO, OCKIiJIbKH 1€ MOXKe IIPU3BECTH 0 3MiHM IBUAKOCTI abcopoiii;
- B iH(y3iiHOMY iHCYTiHOBOMY HacOCi.

Tpeci6a® ®nekcTay® He MOXKHA HAaOUPATH LIIPULOM 3 KapPTPU/IXKa I0IepefHb0 HallOBHEHO] IIIIPHII-
PYYKH.

[MarienTN MaloTh OYTH MIPOIHCTPYKTOBaHI 3aBXKAM BUKOPUCTOBYBATH HOBY T'OJIKY [JI iH'€KIIi.
[ToBTOpHE BUKOPUCTAHHS I'OJIOK [JI1 BBEAEHHS IHCYIIHY 31 IINPUL-PYYKH IIIBUIIYE PUSUK
6710KyBaHHS TOJIOK, 1110 MOXKe ITPHU3BECTH [0 BBefleHHs 3aMasioi abo 3aHaATO BEJIMKOL No3U iHCymiHy. ¥
pasi 6710KyBaHHS T'OJIOK IAlliEHTH MaloTh JOTPUMYBATUCS iHCTPYKIIiH, ONMCAaHUX B iIHCTPYKIIII i3
3aCTOCYBaHH4 IIpernaparTy Tpeci6a® ®nexcTau® nns namiesTa (ous. [IpaBuna OOTJIANY Ta
IIOBOMXKEHHS 31 IMIIPUL-PYYKOI0).



H_[HpI/II_I-py‘-IKa IIpU3HA4Y€Ha JIKIIEe OJId iHJII/IBiJIyaHBHOFO BUKOPUCTAHHSA. KaprI/I)I}K HE MOXHa
HAIIOBHIOBATH ITIOBTOPHO.

Jlikapcekuii 3aci6 Tpeci6a® ®nexcTau® He MOXKHA BUKOPHCTOBYBATH, SKIIO PO3YMH HE €
6e30apBHUM Ta ITPO30PUM.

Jlikapcekuii 3aci6 Tpeci6a® ®nexcTau® He MOKHA BUKOPHCTOBYBATH, SKIIO IIpenapaT OyB
3aMOPOKEHUN.

[Tepen KOXKHUM 3aCTOCYBaHHSIM HEOOXiHO IIPUETHYBATH HOBY I'OJIKY. ['0JTKM He MOXKHa
BUKOPHUCTOBYBATH IIOBTOPHO. [TallieHT MOBUHEH YTUIIi3yBaTH T'OJIKY IIiC/IsT KOXKHOI iH'€KIIii.

Y pasi 6710KyBaHHS TONKHU MAI[iEHTHA MalOTh JOTPUMYBATHUCS iHCTPYKIiN, HaBeOeHUX B IHCTPyKii
i3 3acTocyBanHs npenapaty Tpeciba® ®nekcTau® s nauieHTa.

Bukopucrasi npucTpoi MaioTs OyTH YTHJIi30BaHi 3rifHO 3 BUMOTaM{ MiClleBOTO 3aKOHOaBCTBa.

IIpenapat Tpecifa® ®nexcTauy® mocTayaoTs y NONEPefHbO HAOBHEHiH IIPUI-PydIi
(«®nekcTau®»), o Ipu3HadeHa g BUKOPUCTAHHA 3 iH’eKIliitHuMu ronkamu «Hoso®aiu"» abo
«HoBOTBiCcT®» MOBKUHOIO O 8 MM. [TomiepenHbO HallOBHEHA IIMPHUI-pPyUKa 3a0e3meuye BBeleHHS Bifl
1 go 80 oguHULB iHCYJiHY 3 KPOKOM B 1 OAUHULIIO.

IncTpykmii i3 3acrocyBanns npenaparty Tpecioa® ®rexcTau® aisa nmanienra

[TepuI HiX BUKOPUCTOBYBATH IINpPUI-PydKy Tpecifa® ®dnekcTau®, HeoOXimHO yBaKHO IPOYUTATH L0
IHCTPYKLIi1O.

He BUKOPHUCTOBYHTE HIMPHUI-PYUKy 0€3 MPOXOMKEHHS iHCTPYKTaxXYy Bifl ikaps abo MefcecTpH.

CroyaTKy IepeBipTe 3a eTUKETKOI, 110 B INPUI-py4li MicTuThes Tpecifa® dnekcTau® 100 OJI/m,
a MOTiM IPOJIMBITHCS iMIOCTpAIllil, HaBeJeHi HuXKYe, 00 OTpUMaTH iHGOPMAIIiio 00 Pi3HUX YaCTHH
IIIPUL-PYYKH Ta TOJIKH.

Crimi naiieHTy TU NalleHTH 3 IOTaHUM 30pOM, SIKi He MOXKYTh Bi3yaJIbHO II€PEBIPUTH KiJIbKICTh
HaOpaHUX OOUHUIL Ha JIIYUIbHUKY J03U IIMPHUI-PYUKHY, He TIOBUHHI BUKOPUCTOBYBATH IINIPUL-PYUKY
0e3 moIIoOMOTHY iHIIOI TIONWHHU. 3BEPHITHCS 3a HOTIOMOI0I0 [I0 iHIIOI IIOAWHY, SKa Ma€ XOpOoIui 3ip i
3Ha€, IK BUKOPHUCTOBYBATHU MPUCTPiN OJId BBEJEHHS 1HCYIIiHY.

TTonepeaHLO HaMOBHEHA MMpHUI-pydka Mictuth 300 O]l incyniny. lInpun-pydyka npenapaty Tpecifa®
®nexcTau® 100 OII/MI1 fae 3MOTYy BBOGUTH 03y Bif 1 0 80 0AMHMIL Ha iH’€KIIiI0 3 KPOKOM B 1
OIUHUIIO.

I[Ipenapar Tpeci6a® ®nexcTau® npu3HaueHui [ BUKOPUCTAHHS 3 iH’€KI[IHUMHY TOJIKaMU
HoBo®aitun® a6o HoBoTBicT® moBxuHOI [0 8 MM. ['0NIKY [0 KOMIIJIEKTY VIIAKOBKY HE BXOIATE.

! BaxuBa iHopmanis.

YBaXHO MPOYMUTAUTE 1[I0 iIHCTPYKIIiI0, OCKIJTbKY 11e BaXKJIUBO IJ1s1 6€3MeYHOr0 BUKOPHUCTAHHS IITIPHULI-
PYYKH.



Tpeci6a® ®nexcTa4®: monepeaHLO HAOBHEHA MIMpHUI-pydka («PrnekcTau®») Ta ronka (3pa3ok).

(=[]

1. TligroToBKa IMIpUL-PYYKY 3 IpenapaToM Tpecifa® ®nekcTau® mo in’ekii
EIp

[TepeBipTe Ha3By iHCYyNiHY Ta CUIy [il 3a
€THKETKOIO Ha Ballill mMnpui-pyuti, mob 6yTu
BIIEBHEHHUM, I1I0 BOHA MIiCTUTH IIpemnapaT
Tpeci6a® ®nekcTau® 100 OM/m. 1le oco6muBO
HeoOXifIHO, SIKIII0 BU 3aCTOCOBY€ETE OiNbII HixXK
O[IMH THII IHCYJIHY.

Puc. A. 3HiIMiTh KOBIIQUOK 31 WINPUL-PYUKH.

Puc. B. BreBHiTbC4, 1110 iHCYITiH Y mnpnu—pyquiE
npo3opuii i 6e3bapBHUN. [ToguBITHCS KPi3b
KapTPULXK IHCYIIHY: AKIIO IHCYJIIH BUTIANAE
HeIIPO30pUM, He BUKOPUCTOBYHUTE L0 LINPULI-
PYUKY.

Puc. C. Bi3pMiTh HOBY T'OJIKY Ta 3HIMITh 3 Hel
TallepoBy MeMOpaHYy. E

Puc. D. HarsBuHTITh rOJIKY Ha IIIPUL-PYYKY. [x]
[ToBepTaiiTe TONKY OOTH, DOKH BOHA He Oy[e
TPUMAaTHUCh LIIBHO.

Puc. E. 3HIMiTh BeNUKHIT 30BHILIHIH KOBIAYOK |*]
ronku. He BUKuganTe #oro: BiH 3HagOOUTLCS
micys iH’ex1ii, o6 6e3MeYHo 3HATH TONKY 3i
MIIPUL-PYYKH.



Puc. F. 3HiMIiTh BHYTPIiIlIHi} KOBIAYOK I'OJIKA Ta|E|
BUKUHBTE MOT0: IpU CIpobi OASATHYTH HOTO
3HOBY, MOXKHA BUIIaIKOBO BKOJIOTH cebe.

Kpamnnsg iHcyniHy MoXe 3’IBUTBECS Ha KIHYUKY
ronku. lle HOpMaIbHO, OGHAK OTPiOHO

BUKOHATH IIePEBIPKY TOKY IHCYIIiHY.

! [Inst KoKHOI iH'€KIIil 3aBXKIY BUKOPUCTOBYHUTE HOBY T'OJIKY, 11100 3amo0irTi 6J10KyBaHHIO TOJIKH,
iHpikyBaHHIO a00 HEKOPEKTHOMY NO3yBaHHIO iHCYIIiHY.

! Hixonu He BUKOPUCTOBYUTE 3IrHYTY YU IOIIKOJXKEHY I'OJIKY.

2. [1epeBipKa TOKY IHCYIIiHY

3aBXK[IU IepeBipsAUTe TOK IHCYIIIHY Nepen (2]
in’ekiriero. Lle momomozxke OyTH ITEBHUM, III0
BBeIeHO IIOBHY [03y IIpemnapary.

Puc. A. TloBepHiTh ceneKTOp [03U TakK, 11100
BUCTaBUTH 2 oguHUL. [IepekoHauTecy, 110
JIIYUIBHUK [03U IIOKa3ye 2.

Puc. B. YTpumywouu mnpun-pyuxy (]
BEPTUKAJIBHO T'OJIKO0 JOTOPH, OeKilbKa pa3iB
00epexkKHO IOCTYKauTe MajbIeM 110

KapTPUAXKYy, 00 IyxXupli NoBiTps 3i0panucs y
BEPXHIM 4aCTUHI KapTpUgxKa.

Puc. C. HaTuCHITh Ta yTPUMYyUTE KHONKY (]
N03yBaHHS, NOKU JIiYUIbHUK 03U He
IIOBEPHETHCS [0 ITO3HAYKU «0».

[To3nauka «0» MoBMHHa 30iraTucs 3
IIOKaXX4YUKOM [I03H.

Ha xiH4uKYy ronku Mae€ 3'SBUTUCS KPaIlid
iHCYyMiHY.

MarneHbKUY TyXUpPeIb IOBITPS MOXKe 3aIUIIaTHCh Ha KiHUMKY TOJNKHU, aje Horo He Oyne BBe[EHO IIif
yac iH’'exiil.

AK110 Kpanms iHCylIiHy He 3’IBUThCS, IIOBTOPITh KPOK 3a KPOKOM (3 puc. A o puc. C) nepesipKy mo0 6
pasiB. AK1I0 Kpamis iHCy/TiHy 3HOBY He 3’SIBUTHCS, 3MiHIiTh I'0JIKY Ta IIOBTOPITh KPOKH 3 PUC. A [0
puc. C 1e oguH pas.

AKII0 Kpars iHCyIiHy BCe XK TaKu He 3'SIBJITEThCS, BUKMHBTE 110 IIMPUL-PYUYKY Ta Bi3bMIiTh HOBY.

! 3aBXK[U epeKOHauTecCs, 1110 [lepe BBeNeHHAM IIpenapaTy Kpaljs iHCYJIiHY 3'gBUJIach Ha KiHYUKY
TOJIKU. AKIIO Kpalisl He 3'ABJISEThCS, He MOXKHA BBOAUTHU 1HCYJIIH, HABITh SAKILIO JIYUIbHUK JO3U
00epTaeThCS.



3. BuctaBueHHS go3u

Puc. A.

[Tepen BBeeHHSIM IEPEKOHAUTECS, IO
JIYUIPHUK OO3K BCTAHOBJIEHO Ha MIO3HAYIN
«0». ITo3Hauka «0» moBuHHA 30iraTucs 3
IIOKAXKYMKOM TO3H.

[ToBEpHITHL CeNEKTOP 03U TaK, 1100 BUCTABUTHU
HeoOXigHY {711 BBEOEeHHS 03y 3a
IPU3HAYEHHSIM JTiKaps.

BucraBneHa go3a Moxke OyTH BifKOpHUTOBaHa
SK y Oik 30i/bllIeHHS, TaK i 3MEHIIIeHHS
o0epTaHHAM CeJIeKTopa AO3HU V BiANOBiZHOMY
HaPSMKY.

[Impui-py4yka 3abe3nevyye BBeIeHHS
OHOKpaTHOI o3 0o 80 OouHULIb.

CenexTop [03U 3MIHIOE YUCJIO OAVHULG IHCYITiHY. JIUIle JTiYnIbHUK Ta IT0KaK4YMK N03U [10Ka3yl0Th,
CKiNTbKY OIMHUIIL BUOPAHO 71T BBEIEHHS.

MoxHa HabpaTy 0o 80 ogUHHULb OJIS OMHOT'0 BBEOEHHS. AKIIO MIpUI-pydKa MicTUTh MeHIIe 80
ONUVHUILIL IHCYJIIHY, JIIYUJILHUK 03U 3YIUHUTHCA Ha KiJIbKOCTI OOUHULD, 110 3aJIALINUIIACE.

CemneKTop 103U KJalla€e Mo-pisHoMy npu obepTaHHi ¥ 6iK 3MeHIIeHH1/30ibIeHHS f03K ab0 y pasi,
KOJIM Ha HbOMY BHCTAaBJIEHO OiflbIlle OOMHUIb, HiXK 3a/IMIINUIIOCS B MINPUI-pyulli. He paxyite
KJIallaHHS MITPUL-PYYKY O BUOOPY MO3U iHCYIIiHY.

! 3aBK M BUKOPUCTOBYUTE JTIUMIBHUK Ta MOKAXKYKUK NO3H 151 IePEBipKY BUCTABJIEHOI KiTbKOCTI
OIUHUII IIepe] BBeAEeHHSM IIpernapary.

He paxy#Te KalaHHs IINPUL-PYYKU [JIS BCTAHOBJIEHHS JO3MU.

He BUKOPHUCTOBYHMTE IIKAJy KiTbKOCTI iHCYMiHY, SiKa nuille MpubInu3HO MOKa3ye, CKiIbKY iHCYITiHY
3aJIUAILINIIOCH Y IIIPUL-PYYIH.

4. BBemeHHA IHCYIIHY



Puc. A. BeqniTs royky mif mkipy. [x]
HoTpuMy#TECh TeXHIKM BUKOHAHHS iH'€KIIii,
sikoi Bac HaBuuB mikap abo MemcecTpa.
YuesHiThCH, 1110 Bu OauuTe MiYUILHUK TO3H.
He TopkaiTecs miunabHUKA J03U HaTbIIMU:
Ile MOXKe 3YIIMHUTY BBEEHHS iHCYIIiHY.
HaTucHiTh Ta yTpuMyliTe KHONIKY AO3YBaHHS
OOKM TiYUIbHUK I03U IIOBEPHETHCS [0
nmo3Hauku «0». «0» moBuHeH 306iraTucs 3
[IOKaXK4YMKaMu 034, i Bu MoxeTe nouyTu
KJIaIlaHHS.

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

Puc. B. BunMiTs ronky 3-mif MmKipu mig [x]
IIPSIMUM KYTOM.

Ko y Micti iH'€KIlil 3'IBUIaCh KPOB, TPOXU
IIPUTHUCHITE IIe MiCIle BaTHUM TaMIIOHOM. He
pO3THpaNTe Miclle iH’eKIIil.

[HKONTM MOXKHa M0o0AYUTH KpaIlTio iHCYJiHY Ha KiHYMKY TONKY micns in’ekuii. Lle momyctumo i HifK He
BIIJIUBA€ Ha JO3yBaHHS.

! 3aBKOU CTEXKTE 3a JTIYUIBHUKOM HO3HU I KOHTPOJIIO 3a KiTbKiCTIO BBEJEHUX OOUHUIID.
JIiYMIBHUK 03U TOKA3y€ TOYHY KilTbKiCTh OMWHHUIIb.

He paxyuTe knallaHHs MIIPUL-PYYKH A1 BU3HAYEHHS KiIbKOCTi ONUHULb.

5. BuganeHHs TOIKHU Iicis iH’ €Kil

Puc. A. Ha myackiii moBepxHi 06epeKHO [x]
3aKpUITE TOJIKY BEJIUKAM 30BHIIIHIM

KOBIIAYKOM, HE TOPKAIOUUCh T'OJIKU Y1
30BHIIIHLOTO KOBIIAYKA.

Puc. B. Ilicns TOro K rojgkKa 3aKpuTa, (2]
00epeKHO MPUTHUCHITH 30BHIIITHINA KOBIAYOK 10
YIIOPY, IOTIM BiIKPYTiTh T'OJIKY.

Puc. C. [licis KOXKHOTO BUKOPHCTAHHS (2]
ofsiraliTe KOBIIAQYOK Ha LIMPUL-PYYKY OIS
3axXUCTy IIpenapary Bif CBiTa.

3aBXKIU BUIAJISNTE TONKY IIiC/s KOXKHOI iH'eK1ii mist 6e30051iCHOTO BBeIeHHS IIpenapaTy Ta
3anobiranHs 6;10KyBaHHIO TOJIKY. BBeeHHS iHCYIiHY HEMOXKIINBE, SKIIO rOIKa 3a0I0KOBaHa.



BukopucraHy MIpUI-py4dKy yTUIi3yioTs 63 TONKY 3a iHCTPYKILEIO TiKaps, MeACcecTpH, IpoBi3opa un
MiCLIeBUX OpraHiB yIpaBIliHHS.

! [Ilo6 yHUKHYTH BUIIAJKOBOI'O YKOJIY TOJIKOI0, HiKOJIM 3HOBY He OfsraiTe Ha Hel BXe 3HITUU
BHYTPIIIHIN KOBIIAYOK.

! [Ticna KOKHOI iH’€KIIi1 3aBXKOY BUANIIUTE TONKY AJS 3anobiranHs 67I0KyBaHHIO TONIKH,
iH(iKyBaHHIO YU BUTIKaHHIO iHCYJIiHY a60 HEKOPEKTHOMY [03yBaHHIO IIpenapary.

6. Bu3dHa4yeHHS KiNIbKOCTI iHCYJIiHY B IMIPUL-PYYIl

Puc. A. IlIkana KifbKOCTI IHCYJIiHY JTHIIIE [x]
npubIU3HO TOKa3ye, CKiMbKY iHCYIiHY
3aIUAIINIIOCS B MIIIPUI-PYYII.

Puc. B. IIlo6 BU3HAuUuUTH, CKiNbKYU iHCYTiHY
3aJIUIIUIIOCH Y LIIPUL-PYYIli, BUKOPUCTOBYUTE
JIYUJIBHUK [O3U: I0OBEPTAUTe CEJIEKTOP H03H,
OOKU JIYUJIbHUK [03U He 3YIUHUTHC. AKIIO0
JIIYUNIBHUK 0034 BKa3dye Ha 80, y mnpui-pyyii
3QJIMIINUIIOCS He MeHIN Hixk 80 oguHUITb
iHCyniHy. fKIO MIYUIBHUK J03U [I0Ka3ye Ha
MeHII Hixk 80, KiIbKICTh OQUHUIL BiNIIOBiNae
3aJIMIIKOBIY KiJIbKOCTI IHCYJIIHY Y IIIPUL-
pyy4lLi.

O0GepTaiiTe CENeKTOpP OO3U Y 3BOPOTHOMY
HaNpsMKY, JOKU JIIYUIBHUK 003U He BKaxXe Ha
«0».

Akmo moTpibHO BBeCTH Oinblry K03y iHCYIIiHY,
HiX 3aJIUIINAJIOCh OOUHULG Y IIIPUL-PYYIL,
MOXKHa YaCTHHY [03H, KOl He BUCTAYaE,
BBECTH 3 IPYTOl IMIPUL-PYIKH.

! YBaxXHO mifpaxoByiTe J03y MPYU BUKOPUCTAHHI OBOX IIMPHUI-PYYOK. AKIIO € CyMHiBH, Kpallle BBEMiTh
TIOBHY [103Y 3 HOBOI IIMTPHUI-PYYKHU.

! Inmra BaxkmvBa iHpopMallis:



3aBXKOU TpUMaliTe PyUKy Ipu coOi.

3aBKau MaliTe Ipu cobi 3amacHy INPUI-PYYKy Ta HOBi FOJIKM Ha BUIAAOK IOMKOIXeHHS abo
BTPaTH IINPUI-PYIKHU.

3aBXKOU TpPUMalTe MIIPUI-PYYKY Ta TOIKU Y HEJOCTYIIHOMY OJIs iHIIINX JIIOiel, 0COONIMBO OiTeH,
MicIti.

T'onKy Ta mMIpuiu-pydka 3 npenapatoM Tpecifa® ®nekcTau® npu3HadeHi nuie [s
IHOMBiNYyabHOTO BUKOPUCTaHHS.

Oco0u, gKi HagaloTh HOIIOMOT'Y XBOPOMY, MalOTh 3 BEJIMKOI0 00€PeXKHICTIO TTOBORUTHUCS 3
BUKOPUCTAHUMH T'OJIKaMH, 11100 YHUKHYTHU TIOPaHEeHb Ta iHQiKyBaHHS.

[IpaBuia JOrIdny Ta MOBOOXKEHHS 31 IIPUL-PYYKO:

He 3anumaiiTe MIIPUI-PYYKY B MalllKHi, 11100 3amo6irTy meperpiBaHHIO YX TePe0X0JI0KEHHIO
mpenapary.

3anofbiraiTe KOHTAKTY IIMIPUL-PYUYKH 3 TUIJIOM, OPYIOM YU PiIUHOIO.

He muiiTe, He MOUiTh, He 3MAIIyITE OJIi€I0 MIIPUI-PYYKY. AKIIO HeOOXiTHO, MIIPUI-PYUKY 3
npenapaToM Tpecifa® ®nekcTau® MoxkHa MOYUCTUTH, IPOTUPAIOYY 1i BOJIOT0K0 TKAHUHOIO 3i CIIabKUM
[ETEPreHTOM.

3anobiraiTe magiHHIO MNPUL-PYYKHU. He cTyKa#Te MIPHUI-PYYKOI0 110 TBePHil noBepxHi. [Ticns
nafgiHHS MIPUL-Py4YKy abo mpH migo3pi Ha SKych MpobiieMy IpHegHaiTe HOBY I'OJIKY Ta Iepef

BBE[IeHHAM IIpelapaTy IepeBipTe TOK 1HCYIIIHY.

He nipoGy#iTe MOBTOPHO 3aM0BHIOBAaTH KapTPUAK IIPUI-PYYKH. fAKINO BiH IOPOXKHIM, MITPHUIL-
PYUKy IOTPiOHO yTUIi3yBaTH.

He nipoGyiiTe BigpeMOHTYBaTH IIMIPUI-PYYKY Y4 po3iOpartu ii Ha YaCTUHH.

Himu.

EdekTuBHICTE i 6e3neky npenapaty Tpeci6a® ®nekcTau® mns mitei (BikoM Bim 1 mo 18 pokis) Gymo
MOBefieHo y TPUBAIoMy fociigxenHi. IIpenapar Tpeciba® ®nekcTau® MoXHa 3aCTOCOBYBaTH
MigJIiTKaM Ta OiTAM BiKOM Bif 1 poky.

Ilepedo3yeanHns.

Xoya [y iHCyniHy cnenudiyHe IOHATTS IIepeno3yBaHHSI He COpMyIbOBaHO, IPOTE IiCIIg M0T0
BBE[JeHHS MOXKe PO3BUBATHUCS TiIOTJIiKEeMisd PI3HOT0 CTYIIEHS TAKKOCTI, AKII0 3aCTOCOBYIOTHCS
3aHAJITO BUCOKIi, ITOPIiBHSIHO 3 MOTPE00I0 IalliEHTa, MO3H.

e Jlerky rimormikemiio MoxKHa JIiKyBaTH IlepOpaIbHUM IIPUAOMOM TJIIOKO3U ab0 IPOOYKTIB, AKi
MiCTATh IIyKop. ToMy XBOpMM Ha IyKPOBHUY OiabeT peKOMEeHIyI0Th MIOCTiMHO MaTH Ipu cobi



IIPOAYKTH, 10 MICTATh [JIFOKO3Y.

 V paai TKKOI rimoryikemii, Ko XBOpUM 3HAXOAUTLCS Y HETPUTOMHOMY CTaHi, 0co6H, sKi
IIPOMIIIIY BifTIOBiMHUM iHCTPYKTaXK, MalOTh BBECTU MOMY I'/IIOKAroH MiAIIKipHO abo
BHYTpimHBOM 130B0 (0,5-1,0 Mr). MeguyHu# IpaliBHUK MOXKe BBECTH XBOPOMY TJIIOKO3Y
BHYTPIIIHEOBEHHO. [ TI0K03Y TaK0XK MOTPiOHO BBOAUTU BHYTPIITHROBEHHO y Pa3i, SKII0 CTaH
XBOPOT0 He MOKpaLuBCs npoTaroM 10-15 XBUNIKH Micyig BBeAeHHS III0OKaroHy.

[Ticns Toro, K XBOPUil OMPUTOMHIE, IOMY CJIifi MPUUHATYA BHYTPIIIHBO BYTJIEBOOY AJIS 3arno0iraHHs
PELUOUBY TiMOTTiKeMil.

ITo6iuni peakuii.

Haituacrimum no0igHuM e(peKToM, PO AKUM MOBIJOMIISIIOCS Tif Yac JIiKyBaHHS, € TiloriaikeMis (Ous.
«Onuc oKpeMux NOOIYHUX peakiril»).

Huxxde HaBemeHO nepertik no0iYHUX peakilil, 10 0a3yeThCA Ha JaHUX KITiIHIYHUX JOCHiIXKEHb.
[To6iuHi peaxuil KmacudikoBaHO 3a YaCTOTOO Ta KJIacaMU CUCTeM opraHiB 3rigHo 3 MedDRA. 3a
YaCTOTOI0 BUHMKHEHHS 11i peakilii 0ys0 po3mofineHo Ha Ti, 1110 BUHUKAIOTh OyxKe dacTo (=1/10),
yacTo (=1/100 go <1/10), HeuacTto (>1/1000 mo <1/100), pigko (>1/10000 go <1/1000), myxe pigko
(<1/10000), 3 HEBimOMOIO YACTOTOIO (He MOXKHA BU3HAYUTH Ha OCHOBI HAsIBHUX JaHUX).

3 60Ky iMyHHOI cucmemu: PigKo - peakilil TrinepyyTIuBOCTi, KPOIIKUB' THKA.
3 60Ky xapuysaHHs ma 0bMiHYy peyosuH: IyXkKe YacCTo - TinmoraikeMis.

3 60Ky wkipu i nidwkKipHOi KAIMKOBUHU: HEYAaCTO - JlimogucTpodis, YyacToTa HEBigoMa - aMinoigo3
mKiput.

I'enepanizosaHi nopyweHHA i NOPyWeHHA 8 Micui iH’ ekuil: 9aCcTo - peakllil B MiCIli BBeOeHHS; HE4acTo -
nepudepuyHuil HabOpSK.

1ITo6iuHi peakii 3 MOCTMapPEeKTUHTOBOT'0 OOCBiNY AUBITHCS B PO3Aini «Omuc OKpeMux mobiuHux
peaxiriin».

Omnuc oKpeMux MobiYHNX peaklin

3 60Ky iMYHHOI cucmemu

[Tig yac 3acTocyBaHHS IIpenaparTiB iHCYJIiHY MOXKYTh BUHMKATH ajlepriyHi peakuii. Anepriyni peaxiiil
HErauHOTO THUIIY Ha iHCYJIiH a00 HOTOMiXHi PEYOBUHU MOXKYTh OyTH HEOE3MEYHUMU IS KUTTS.

IIpu 3acTocyBaHHi npemnapaty Tpeci6a® ®nekcTau® piIKo CIOCTEPiraThCs KPOIKUB SHKA Ta Peakilii
TinepyyT/INBOCTI, 110 IPOSBISAIOTHCSI HaOpIKOM g3UKa i I'y0, miape€ro, HygOTO, BTOMOIO i
cBepOexKeM.

TI'inoesikemis

TimormikeMist Mozke BUHUKHYTH, KOJIM [103a iHCYIIiHY 3HAaYHO ITePEBUIYE MOTPeOy XBOPOTO B iHCYIiHi.
TsKKa rimornikeMis MoXe MPU3BECTH [0 BTPATU CBiOMOCTi Ta/ab0 BUHUKHEHHS Cy[IOM 3
NOJAJbIIMMU TUMYACOBUMU a00 MOCTINHUMY MOPYLUIEHHIMH (QYHKIIiI FOJIOBHOTO MO3KY i HaBiTh
cMmepTio. CUMIITOMYU TiMoriikeMil 3a3BUYail BUHUKAIOTh PAlITOBO. BOHM BKITI0YAIOTh XOJIOOHUM IIiT,



OmigicTh i TOXONMOOHIHHS MIKipH, CTOM/TIOBAHHS, 3HEPBOBaHICTh a00 TpeMop, TPMBOXKHICTh, HE3BUYHY
BTOMY a60 ctabKicTh, CIITyTaHICTh CBiJOMOCTI, MOPYIIEHHS KOHIIEHTpALlil yBaru, COHJIUBICTE,
HaIMipHUY TOJION, TIOPYIIEHHS 30PYy, TOJIOBHUM 6iflb, HYZOTY Ta MPUCKOPEHe CepleOuTTs.

3 60Ky wkipu i nidwKipHOi KAIMKOBUHU

JlinogucTtpoddis, BKI0OYaun Ninorineptpodito, ninoarpodito Ta aMinoifo3 MKipyd, MOKYTh
PO3BUBATHUCS B MICLX iH €K1} IpenapaTy Ta BiICTPOYyBaTU BCMOKTYBaHHS iHCYIIIHY 3 MicLg
in’ekiii. TTocTifiHa 3MiHa Miclg iH €Kil y MexKaX MeBHOI TiNSHKY MOXKe 3HU3UTH MPOosiB abo 3amobirtu
PO3BHUTKY IIi€l peakKiiil.

Peaxkuii 8 micui iH’ €Kil

IIpu BBenerHi npenapaty Tpeci6a® ®nekcTay® B MicIi iH’ €Kil MOXYTh BAHUKHYTH IIKipHi peakuii,
BK/TIOUAIOYH reMaTOMH, 6islb, KDOBOTEUY, €PUTEMY, BY3IUKH, HAOPSK, 3MiHa 3a0apBieHHS, CBepOixk,
BiOUyTTA TelJla Ta YUIiIbHeHHd y Mici in’ekuil. i peakiii 3a3BM4al IOMipHi Ta TUMYacoOBi i
IIPOXOOATH IIPU IPOOBXKEHHI JIiIKyBaHHS.

it

YacToTa, TUIN i CTYMiHb TSIXKKOCTI MOGIYHUX peakIlill y miTel He Bipi3HSIOTLCS Bifl TAaKUX y 3arajbHIil
MOTIYJIAIII XBOPUX Ha IIyKPOBuUii miabeT (ouB. po3min «dapMakomuHaMika»).

Ocob6nuBi momynsiii

3a maHUMU KTiHIYHUX OOCIigXKeHb, YaCTOTA, THII i CTYIiHb TSIKKOCTI MOOIYHUX peakxlii, 110
CIIOCTepiranuch y Mali€HTiB JITHHOTO BiKY Ta MaLli€HTIB 3 MOPYIIEHHSIM (QYHKIIil HUPOK Ta IIeYiHKH,
He BiIpi3HAIOTHCSA Bifl TAKUX Y 3arayibHill MOMyIALii.

Tepmin npudamuocmi.

2,5 POKYy.

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 30epiraiiTe MNPUL-PyYKYy 3 HaOiTUM
KOBITQYKOM.

[Inpun-pyy4Ky micis mepiioro BUKOPUCTaHHS 30epiratu npu Temnepatypi He Buille 30 °C. MoxnuBe
30epiraHHg y X0IOOUIBHUKY IIpu TeMmnepatypi 2-8 °C. Bukopucratu npotsarom 8 TuxHis. [licis
KOJKHOI iH€KIIi] IPUI-PYUKY CIIif 3HOBY 3aKpXBaTy KOBIIAYKOM 3 METOI0 3aXUCTY Bif CBiT/a.

30epiraTv y HeIOCTYITHOMY [JISI OiTeH MicCIii.

HecymicHicmo.

IonaBaHHs Pi3HWX PEYOBMH [0 npenapaty Tpecifa® ®nekcTau” Moxe IPU3BECTH [0 Aerpafalii



IHCYTiHY Jermonex.

IIpenapat Tpe016a® ®nekcTau® He CTig MOTaBATH MO iHQy3iiiHNX PO3YUHIB Ta 3MilTyBaTH 3 Oy/b-
SIKAM iHIIKAM IIpernapaToM.

VYnaxoBka.

[TonepenHbO HammOBHEHA 6araTomo30Ba OJHOPA30Ba IIIIPUI-PYYKa MiCTUTh KapTPUIXK EMKICTIO 3 M,
BUTOTOBJIEHUH 3i cKyla (Tum 1) Ta 3aKymopeHu# 3 0qHOTO OOKY IOPIIHEM 3 Tajo0yTHUIOBOI I'YMH, a 3
npyroro 00Ky - IUCKOM 3 rajio0yTuiIoBoi/noii3onpernoBoi rymu. IlInpuil-pyydka 3pobieHa 3
nosinpomnineny. ITo 1 4u mo 5 MNpUL-py4oK y KAPTOHHIN KOPOOIIi.

Kareropis Bigmycky. 3a peLenTtom.

BupoOHuUKH
A/T Hoo Hoppaick/ Novo Nordisk A/S.
Hoso Hopmick ITpomtokcsorn CAC/

Novo Nordisk Production SAS

Micne3HaxomKeHHsI BUPOOHHKIB Ta aJpecH Miclisi IPOBadXKeHHsI iX Tisl/IbHOCTI
Hoso Anne, barcsaepq, 2880, HaHis./

Novo Alle, Bagsvaerd, 2880, Denmark.

45, aBeH1o f'Opmnean, 28000, MlapTp, Ppanmis./

45 avenue d'Orleans 28000 Chartres, France.



