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Cknao:

diloya peyosuHa: 1HCYIIH TJIapTiH;

1 M pozunny Mictuth 3,6378 mr iHcyminy rnapriny (JJHK-pekomOiHaHTHOTO), IO €KBiBaJIEHTHO
100 onuHUIAM 1HCYIHY TJIAPTiHY;

1 KapTpHUIK MICTHTD 3 MJT pO3YUHY IS 1H €KIIH, 1m0 BiamoBigae 300 oIMHUIAM 1HCYIIHY TJIAPTiHY;

1 pnmakon mictuts 10 M1 po3unHy 171 1H’ €Ki, mo Bignosigae 1000 oguHULB 1HCYIIHY TIapriHY;
00NOMIJICHI peuosunu: MeTaKpe3od, TiinepuH (85 %), MUHKY XJIOPHUA, KHCIOTa XJIOPHCTOBOJIHEBA
po3BeieHa ab0 PO3UMH HATPIIO TAPOKCUIY, BOJA AJIS 1H €KITIH.

Jlikapcbka dopma. Po3unH 1iis i’ €KITIH.
OcHosHi izuko-ximiuni eracmueocmi: Ipo30pui 6€30apBHUM POZUHH.

dapmakoTepaneBTHYHA rpyna. [HCy/IiHU Ta aHAJIOTH TPUBAJIOT i1 71 1H €KIIIH.
Kox ATX A10A E04.

Dapmakonoziuni e1acmueocmi.

Dapmaxoounamixa.

[HcyniH rnaprin po3poOieHui SK aHajJor 1HCYNIHY JIIOJUHU, SKUM Ma€ HU3bKY PO3YMHHICTH Yy
HEUTpalbHOMY cepefoBUIll. Y JiKapChKOMY 3ac00i BiH € MOBHICTIO PO3YMHHHUM 3aBISKU KHCIOMY
cepenoBuily po3uuny s iH’ekuii (pH 4). Ilicng BBeaeHHS y MIAMIKIPHI TKAHUHU KUCIUM pO3YMH
HEUTpai3yeThes, 110 CIPUYMHSAE BUHUKHEHHS MIKPONPEIMITITATIB, 3 SKUX TMOCTIHO BUBIIbHIETHCS
HEeBEeJIMKa KUIBKICTh 1HCYJIHY riapriny. lle 3a0esneuye nnaBHuii (6e3 MiKiB) Ta nependadyBaHUI
npodiib KPUBOI 3aI€KHOCTI «KOHILIEHTPALlil — Yacy», a TAKOXK OLIbILI TpUBaITy JAil0 Mpenapary.

Incynin rnaprin metaOomi3yeTbcsi A0 2 akTUBHUX MerabomiTiB — M1 Tta M2 (nuB. po3ain
«DPapMaKOKIHETHKAY).

3B’s3yBaHHS 3 IHCYJIHOBHM PELENTOPOM: pe3yJibTaTH IOCTIDKEHb IN VItro cBim4ath mpo Te, IO
adiHHICTD 1HCYINIHY TJapriny ta ioro merabomniTiB M1 i M2 10 iHCYHniHOBOrO penenTtopa JHOJAUHU
noaiOHa 10 aiHHOCTI JIFOACHKOTO 1HCYITIHY.

3B’s3yBanHs 3 penentopom IDP-1 (incymiHomoniOHoro ¢akropa pocty 1): adiHHICTH IHCYTIHY
rinapriny o peuenropa I®P-1 npubausHo y 5—8 pasiB Bulla 3a aQiHHICTb JIIOJACHKOTO THCYIIHY (aje
npubimzno y 70—80 pasiB HIKYa, HiX adiHHicTb IOP-1 10 1boro penenropa), y Toi yac ik MeTaboIiTH
M1 1 M2 3B’s3y10Thes 3 perientopoM [OP-1 3 adiHHICTIO, A0 HIKYOIO 32 apiHHICTH JIFOJCHKOTO
IHCYITIHY.

3aranbHa TepaneBTUYHA KOHIEHTpalis 1HCYNIHY (IHCYNIHY IJIapriHy Ta ioro MeTalosiTiB), IO
BU3HAYajacd y Mali€HTIB 3 LYKpoBUM JiabetoM I Tumy, Oyna 3Ha4HO HMXKUOIO 3a Ty, Aka Oyna O
HEoOX1/THOIO JJIs1 HalliBMaKCUMAaJIbHOTO 3B’ A3yBaHHs 3 peuentopom IOP-1 Ta 115 HacTynHOI akTUBAIi
MITOT€HHO-TIPOTi(epaTUBHOTO MEXaHi3My, SKMH 3amyckaeTbcs peuentopom IOP-1. Enporennuit



I®P-1 y }i3ionoriyHUX KOHLEHTPAIISX MOXE aKTUBYBATH MITOTCHHO-TIPOJi(EpaTUBHUA MEXaHi3M;
MpPOTE TEepamneBTUYHI KOHIEHTpAIlli 1HCYJIHY, SIKI BUKOPUCTOBYIOTHCS MPHU 1HCYNIHOTEparii, B TOMY
YUCIIl MPU Teparnii iHCYIIHOM TJapriHoM, 3HAUHO HMXY1 3a (papMaKoJIoriuHi KOHIIEHTpallii, HeoOXiaHi
11 aktuBariii [OP-1-omocepeakoBaHoro MexaHizmy.

HaﬁBa)KHHBiMOIO J€r0 1HCYIIHY, Y TOMy YUCII IHCYNIHY rnapriHy, € PEryJISAList MeTa0oi3My TITFOKO3H.
nepuepuYHUMU TKaHWHAMH, 30KpEMa CKEIeTHUMH M S3aMH Ta XHPOBOIO TKAHWHOIO, a TaKOX
MPUTHIYCHHS YTBOPEHHS ITFOKO3H Yy MEUiHIIl. [HCYIIIH IPUTHIYYE JIIMOJi3 B aAUIONMTAX Ta MPOTEOJIi3,
OJTHOYACHO MOCHITIOIOYH CHHTE3 OlIKa.

JloBeZICHO EKBIBAICHTHICTh OJHAKOBHX JI03 IHCYNIHY TJIApTiHy Ta IHCYJiHY JIFOJUHU IiCIIs
BHYTPIIITHLOBEHHOTO BBEJICHHS IUX TpemapariB. Sk 1 mpu 3acTocyBaHHI OyAb-SKHX IHCYJiHIB, Ha
XapakTep Aii iHCYJiHY TJapriHy y 4aci MOXKYTh BIUTUBATH (Di3MYHA aKTUBHICTH Ta 1HIII YAHHHUKH.
JocmipkeHHs i3 3aCTOCyBaHHSAM MeToy (hikcallii eyriikeMiYHOTO CTaHy, SIKi POBOIMIINCS 32 Y4aCTIO
3I0POBHUX JOOPOBOJIBIIB 1 XBOPUX HA IYKpoBHUH miaber I Tuiy, mpoaeMOHCTpyBajy, 110, HA BIAMIHY
Big HIIX (HeiiTpampHOro mpoTaminy XarenopHa) — iHCYJiHY JIFOJUHH, TOYATOK il iHCYNIHY TJIapriHy
MicyIsl MAMKIPHOTO BBEACHHS HACTA€E Ii3HIIIE, Mperapar Ji€ IJIaBHO, He BUKJIMKAIOUW TOSBH ITIKiB
KOHIICHTpALii TIIFOKO3H Y KPOBI, a TPUBATICTH HOTO J/ii MPOJIOHTOBaHA.

Pe3ynbraty 01HOTO 3 AOCIHIKEHb Cepe/l MAIliEHTIB HaBeleHi1 Ha rpadiKy HIKYE.

[Ipo¢ine akTUBHOCTI Y XBOpHUX Ha IIyKpoBuil niader I tumy
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* Bu3HaueHa sk KUTbKICTb TIIFOKO3H, BBEICHOT ISl ITPUMKH TIOCTIHHOTO PIBHS TJIFOKO3H Y T1a3Mi KPOBi (IIIOTOTHHHI
cepe/Hi MOKa3HUKH).

LsnaxkicTb* 3acBotoBaHHA r1OKO3U (Mr/Kr/xs)

binpma TpuBamicTh Iii MIAMIKIPHO BBEIEHOrO 1HCYNIHY TIJIapriny Oe3mocepelHbO TMOB’s3aHa 13
MOBUIBHINIO a0CcopOIli€ro, IO J03BOJSE 3aCTOCOBYBATH JIKApCHKHA 3aci0 OauH pa3 Ha A00Yy.
XapakTep nii y yaci IHCYJIHY Ta HOTO aHaJOriB, TaKUX SK 1HCYJIH IJIapTiH, MOXE MaTH 3Ha4yHy
1HAMBIlyaJbHY BapiaOeIbHICTb.

[Ticst BHYTPIIIHOBEHHOT'O BBEJICHHS 1HCYIIIHY TJIapriHy Ta 1HCYJIIHY JIIOAUMHA CUMITOMH T1MMOTIIIKeMIi
a00 KOHTppEerysslii ropMOHAIbHOI BIAMOBiAI OyJlM aHAJOTIYHUMH Yy 3/J0pOBUX JOOPOBOJIBLIB Ta
XBOpUX Ha IyKpoBui miader | tumy.

BrnuB iHcyniHy riapriny (skuit BBogwiu 1 pa3 Ha m00y) Ha mepeGir aiaGeTyHOi peTHHomatii
OLIIHIOBABCA 1] Yac BIAKPUTOTO I’ ITUPIYHOTO BUNIPOOYBaHHs, MpenapaToM MOPIBHSIHHS Y IKOMY OyB
HITX-incynin (BBoawin 2 pa3u Ha 100y). Y BunpoOyBaHHi Opanu ydacts 1024 mauieHTH 3 IyKPOBUM
niadberom Il Tumy, y SIKMX crocTepiranocsi IporpecyBaHHs peTHHomaTii Ha 3 1 Oiablle MyHKTH 3a
IKAJIOK0, 10 3aCTOCOBYBAjacs y JOCHIKeHHI «PaHHe JikyBaHHS Jia0eTu4yHOi peruHomnatii» [Early



Treatment Diabetic Retinopathy Study (ETDRS)]. IlporpecyBaHHs OILiHIOBAJIOCS 3a JIOINOMOTOO
dotorpadyBanHs o4yHOro gHa. CTaTUCTUYHO 3HAYYIIOI PI3HUIN MK MPOTPECYBAHHIM H1a0ETUYHOI
peTuHomnartii mpu BBeeHHI iHCyniHy rnapriny Ta HIIX-incyniny He Oyno BUSBICHO.

Hocmimkenus ORIGIN (Outcome Reduction with Initial Glargine INtervention, «3HWKEHHS PU3UKY
HECTIPUATIMBUX  KITIHIYHUX HACHIIKIB M[pH NEPBUHHOMY NpPU3HAYECHHI TJapriny») Oyio
0araToneHTPOBUM, pPaHJAOMI30BaHUM JOCIIDKEHHSIM 3 (GaKTopiaJbHUM JU3aiiHOM 2 X 2, 110
npoBOIWIIOCS 3a y4yacTio 12 537 mamieHTiB 3 BUCOKUM cepreBo-CyaAuHHUM (CC) pU3UKOM, Yy SIKUX
crioctepiranacs nmopymena riaikemis Harme ([1I'H) abo mopymena TosnepantHicts A0 riaroko3u (ITTI)
(12 % yuacHukiB) uu 1ykpoBuii aiader Il Tumy, 3 NpUBOAY SKOTO BOHU OTPUMYBAIU OJIUH UM KiTbKa
nepopajgbHUX MpoTHaiadbeTnyHux mpernapatiB (88 % yd4acHHKIB). YYaCHUKH TOCITIDKEHHS OyJIu
pangomizoBani (1:1) ans orpumanns abo iHCymiHy Thapriny (n = 6264), 1o3a SKOro TUTpyBajacs /10
JIOCSTHEHHS PiBHS TIFOKO3H B TUIa3Mi KpoBi Hatie <95 mr/mt (5,3 MMOJIb/11), a0 CTaHaapTHOI Teparrii
(n=6273).

[TepmmM TMOKa3HMKOM Yy CKJIaJli KOMOIHOBAHOI INMEPBHUHHOI KIHIIEBOI TOYKH OyB dYac /10 MEPIIOTo
HactanHs cmepTi 3 CC npuuunH, HeneTanbHOro iHpapkTy Miokapaa (IM) abo HeneTanbHOTO 1HCYIIBTY,
a IpyruM IOKAa3HUKOM Y CKJIaJi KOMOIHOBaHOI EPBUHHOI KIHLIEBOI TOUYKH OyB 4ac J10 MEpIIOoi MOSIBU
OyAb-KOTO 3 IHX SIBHUI KOMOIHOBaHOi NMEPBMHHOI KiHIIEBOI TOYKM ab0 IMPOBEACHHS MPOLETYPH
peBacKynspu3alii (KOpOHAPHUX, COHHUX a00 mepudepuuHuX CyAuH), ab0o rocmitanizalii 3 NpuBOaY
CEpIIeBOI HEJTOCTATHOCTI.

Jlo BTOpMHHUX KIHIIEBUX TOYOK HaJIeKalld CMEPTHICTH 3 YCiX MPHUYMH 1 KOMOIHOBaHa KiHIIEBa TOYKa
MIKpPOBACKYJISIPHHUX SIBHILL.

IHchnH rjaprid He 3MiHioBaB BifHOocHUH pu3uk CC 3axBoproBansb 1 cmepTi 3 CC npuyuH y MOpiBHAHHI
31 cTaHmapTHOW Tepamiero. He Oyio BingmiueHO Pi3HUII MK IHCYTIHOM TJIapriHOM 1 CTaHAApPTHOIO
Tepari€ero 3a 000Ma MOKAa3HUKAMHU Y CKJaJll KOMOIHOBaHOI MEPBUHHOI KIHIIEBOI TOYKH; 32 >KOJIHOIO
CKJIaJIOBOIO KiHIIEBOI TOYKH, IO BKIIFOYAE IIi HECTIPUATIMBI KIIHIYHI HACIIAKH; 32 CMEPTHICTIO 3 YCiX
IPUYMH; 32 KOMOIHOBAHOKO KiHIIEBOIO TOYKOI MIKPOBACKYIISIPHUX SIBUILL.

Cepennst 103a 1HCYJNIHY THapriHy y KiHIl gocmipkeHHs ctaHoBuia 0,42 omunuui/kr. Ha mouatky
JOCHIJKeHHsT cepeHiid mokasHuk HbAlc B ydacHukiB cranoBuB 6,4 %, a Ha (oHI ITOCTiIKyBaHOTO
nikyBaHHs nokasHuku HbAlc BapitoBanu Bix 5,9 10 6,4 % B rpyni 3aCTOCyBaHHS 1HCYIIHY IVIApTiHY 1
Bim 6,2 % mo 6,6 % B Tpymi 3acTOCYBaHHS CTaHAAPTHOI Tepamii MPOTATOM YChOTO IEpioay
CIOCTEPE)KEHHS.

YactoTa BHMHMKHEHHS TSKKOI TiNMorjikemii (IpeJIcTaBi€Ha Yy BHIVISIAI KUIBKOCTI yYacHMKIB
JIOCIIJKEHHS, Y AKMX CIOCTepiraaucs Taki enizonu, Ha 100 nauieHTo-poKiB JiKyBaHHs) craHoBuia 1,05
B I'pyMi 3aCTOCyBaHHS 1HCYIIHY riapriny 1 0,30 B rpyni 3acTocyBaHHS CTaHJAapTHOI Teparlii, a YacToTa
HiATBEP/KEHUX €Mi30/1iB HETSHKKOI rimoriikemii craHoBuia 7,71 B rpymi 3aCTOCYBaHHS 1HCYJIIHY
rnapriny i 2,44 B rpymi 3acTOCyBaHHA CTaHapTHOI Tepartii. [[poTsarom mporo 6-piaHOTO AOCTIHKEHHS
y 42 % mnauieHTiB B Ipymi 3aCTOCYBaHHS 1HCYJIHY IJIapriHy B3arajli He CHOCTepirajgocs emnizofiB
TimoTrJiKeMii.

[Tig yac ocTaHHBOTO BI3UTY Ha (OHI JOCHIIKYBAHOTO JKYBAaHHS CHOCTEPIranocs MiABUIICHHS Mach
TiJa BiJ BUXIJHOTO PIBHS B TPyIi 3aCTOCYBaHHS 1HCYJiHY IJIapriHy B cepeiaHboMy Ha 1,4 kr i1 ii
3HIKEHHA B cepeiHboMy Ha 0,8 Kr B IpyIli 3aCTOCYBaHHS CTaHAAPTHOI Tepartii.

JliTH Ta miJUTITKH

[Tixg yac paHI0Mi30BaHOTO KOHTPOJIHOBAHOTO KIIIHIYHOTO IOCIHIIKEHHS JiTH (BiKOM Bif 6 10 15 pokiB),
XBOp1 Ha IykpoBuil aiadet I tuny (n = 349) ynponoBx 28 THXKHIB OTPUMYBAJIN 1HCYJIHOTEPAMIO Y
0a3apHO-00IIOCHOMY PEeXHMi, HpU SKOMY Iepel KOKHUM NpUHOMOM iXi BBOJMBCS 3BHUYANHHIA
MOACHKUHN 1HCYMIH. [HCYyiH riaprid BBoauwiu 1 pa3 Ha Hiu, a HIIX-iHCyniH BBOoIMBCA onuH abo /1Ba
pa3u Ha JieHb. Y 000X Ipynax BIUIMB Ha PiBEHb TIIKO3UJIHOBAHOTO TeMOINIO0iHYy Ta Ha 4YacTOTy
BUHUKHEHHS TINOTJIIKeMIi, III0 CYNpOBOJKYBajlacs KJIIHIYHUMH NposiBaMu, OyB aHAJOTIYHUM, IIPOTE
3HIKEHHS PiBHS [VIIOKO3H Y TU1a3Mi KPOB1 HATIIE MOPIBHSAHO 3 TOYaTKOBUM MOKa3HUKOM OYJ10 OLIBIINM
y Tpymi, sika OTpUMYyBajia 1HCYJIIH TJIapriH, MOPIBHSAHO 13 rpynoro, mo oTpumyBaia HIIX. Takox y
rpymi, 0 OTPUMYBaJIa IHCYJIH IJIApriH, TSHKKICTh rinoriikeMii Oyna MeHmor. 143 mamieHTu i3 THX,
AK1 OTPUMYBAJIM 1HCYJIIH TJApTiH MiJ 4ac LBOTO JOCTIIKEHHS, MPOJOBKHIIN JIIKYBaHHS 1HCYJIIHOM
[JIAPTiHOM y MeXKaX HEKOHTPOJBOBAHOTO MPOJIOBKEHHS IHOr0 JOCHIKEHHS, CEpelIHs TPHUBAIICTb
MOJIAJIbIIOT0 CIOCTEPEKEHHS Y IKOMY CTaHOBMIJIA 2 pokH. [Ipu mpoaoBKeHHI JIIKYBaHHS 1HCYJIIHOM
TJIAPTiHOM >KOJHHMX HOBHX CUTHANIB, sIKi O CBIIYWIN TIPO HeOe3meKy, He OyJIo OTpUMAaHO.




Takox Oyno TpPOBENEHO MEepeXpecHe MOPIBHAIbHE NOCTIKEHHS KOMOiIHalii 1HCYJIiHY TJapriHy 3
incyminom gicnpo i HITX-iHcymiHy 31 3BHYaHUM JIFOJACBKHAM iHCYIiHOM (KOXKEH BHJ JIIKYBaHHS
3aCTOCOBYBABCS BIPOAOBXK 16 TH)KHIB BHUIIAJKOBUM YHWHOM) 3a y4acTiO 26 MiATITKIB, XBOPUX Ha
niabet Il Tumy, Bikom Bix 12 1o 18 pokiB. SIk 1 B onMcaHOMY BHIIIE TOCTIKEHHI cepe AITeH, 3SHIKCHHS
PIBHS TIFOKO3U Y KPOB1 HATIIE MOPIBHSAHO 3 TOYATKOBUM PiBHEM OyJI0 BUILUM Y TPYIIi, IO OTPUMYBaJIa
IHCYJIIH TJIapriH, MOPIBHSAHO 13 TPymorw, y skiid BBoauBcs HIIX-iHcymiH / 3BHUYaliHUN JTHOJICHKHMA
iHCyniH. 3MiHU piBHs remoriio0iny HDALC mopiBHSHO 3 OYAaTKOBUM piBHEM OYJIM aHAJIOTIYHUMH B
000X Tpynax, MpoTe HiYHI IIIIKeMIYHI TOKa3HUKU OYyJIM JOCTOBIPHO BUIMMHU Y TPYIIi, III0 OTPUMYBaJIa
1HCYJIiH raprid / iHCyIiH Jicnpo, Hix y rpymni HITX-iHcyiniH / 3BU4aiiHuiA 1HCYIIIH, TIPH bOMY CEpe/IHi
HAWHIKYI MOKa3sHUKKA cTaHOBMWIM 5.4 MM Tta 4,1 MM. BinnoBigHo i yacToTa BHHUKHEHHS HiYHOI
rinoraikeMii craHoBuia 32 % y Tpyti, II0 OTpUMyBaja iHCYJIiH TJaprin / iHCyiH Jicnpo, 1a 52 % y
rpyti, mo otpumyBaiia HIIX-1HCymiH / 3BU4aitHui 1HCYITIH.

Byno nposeneHo 24-TuyKHeBe TOCTIKEHHS Y TTApaJIeIbHUAX TPYIax, B AKOMY B3sUTH y4dacTh 125 niteit
3 IyKpoBHUM faiabeTom I Tumy Bikom Bijx 2 10 6 pOKiB, J€ 1HCYIIH TJIApriH, 0 MPU3HAYABCS OJUH pa3
Ha 100y BpaHili, nopiBHioBaBcs 13 HIIX-iHcyniHOM, 1110 TpU3HavYaBCsi OJUH a00 JBa pa3u Ha 100y K
0a3anpHUN 1HCYJIIH. YYaCHUKH 000X TPYIT AOCTIHKEHHS OTPUMYBAIH OOJIIOCH] 1H €KIIIT IHCYITIHY TIEpe/T
IpUHOMOM TKi.

['osioBHa MeTa JociikKeHHS — npojeMoHcTpyBaTH, mo HIIX-iHcyniH nmpuHaliMHI He Mae nepeBar
nepes iHCYJIHOM TJIapTiHOM CTOCOBHO CYKYITHOTO PH3HKY TIMOTITIKeMiid, — TOocSIrHyTa He Oyia, 1 Ha
doHi 3acTocyBaHHS 1HCYNIHY TJapriHy cHocTepirajgacsi TEHJACHLIS A0 30UIbIICHHS YacTOTH
TINOTTIKEMIYHHUX SBHII [CIIBBIAHOMICHHS YacTOTH B TpylaxX 3aCcTOCYBaHHS IHCYJIHY TJIApTiHY:
HITX [95 % moipuwuii intepsan (I1)] = 1,18 (0,97-1,44)].

3MiHa TOKAa3HUKIB PiBHIB TIIKO3MILOBAHOTO TEMOTJIO0IHY Ta TIFOKO3H B KPOBI B 000X JTOCTI/IKYBaHUX
rpynax Oyna nonioHow. JKoaHUX HOBUX JaHHMX IIOAO Oe3MeKu JOCHiIKYBaHUX IMpenapaTiB y [bOMY
JOCITIJIKEHH] HE CIIOCTEPIraaocs.

Dapmaxokinemuxa.

[TopiBHSIHHS KOHIIEHTpAIIil IHCYJIiHY B IUIa3Mi KPOB1 y 37J0pPOBHUX TOOPOBOJIBIIIB 1 Y XBOPUX HA IyKPOBUI
niabeT BKa3yBaJl0 Ha OUIBII MOBIIBHY Ta TPHBAIINTY aOCOPOIi0, a TaKOX IPOJEMOHCTPYBAJIO
BIJICYTHICTh TiKa KOHILIEHTpalii micis MiAMKipHOi 1H €Kil 1HCYNiHy riapriny, nopiBasHo 3 HITX-
IHCYITIHOM JTFOAMHU. TakuM YMHOM, OTPUMAaHi KOHIEHTpPAIii iHCYIIiHY TJIapTiHy MOBHICTIO BiAIOBIAAIH
npodimo (dapMakoAMHAMIYHOI AaKTUBHOCTI mpemnapary y uyaci. Ha rpadiky, HaBeaeHOMYy BHIIE,
POJEMOHCTPOBAHUHN Po(1ab aKTUBHOCTI 1HCY1HY rnapriny Ta HIIX-iHcyniny y gaci.

ITpu BBeeHHI 1HCYiHY rIapriny | pa3 Ha 100y piBHOBa)KHA KOHIEHTpallisl AOCSATaeThes uepes3 2—4 nHi
HICJIS IePIOT 1H €KIIiI.

[Tpu BHYTpITHOBEHHOMY BBEICHHI MEPi0 11 HANlIBBUBEIEHHS 1HCYJIIHY IJ1apriHy Ta IHCYIIHY JIOAUHU
OyiM MOPIBHIHHUMH.

[Ticns migmkipHOi 1H’€KIii y — TAIi€HTIB 3 IYKPOBHM [ia0eToM 1HCYJIIH TJapriH IIBHIKO
MeTaboI113y€eThCsl Ha KapOOKCUIILHOMY KiHI[l OeTa-TaHIfora 3 yTBOPEHHSIM IBOX aKTHUBHHUX META0OJITIB
— M1 (21A-rninus-iHcyniH) i M2 (21 A-rninus-nec-30B-TpeoniH-iHCyIiH). Y m1a3Mi KpOBi FOJIOBHOKO
LUPKYJIIOI0UO0I0 crionykoro € Merabomit M1. Excnosunis M1 3pocrae mpomnopiiiiHO BBeAEHIH 1031
IHCY/MiHY riapriny. ®@apMakoKiHETHYHI Ta (apMakoJWHAMIUHI JaHi CBiAYaTh Mpo Te, IO edeKT
HIJIIKIPHOT 1H €Ki 1HCYNIHY [VIapTiHy OB’ sI3aHUMN MepeBakHO 13 excro3uuieto M1. [HcyniH riaaprin
Ta MeTaboiT M2 y O11bIIOCTI YHACHUKIB JIOCIIPKEHb HE BUABIISUIMCS, @ KOJIH iXHIM BMICT MOXkHa OyI10
BHU3HAUUTH, IXHI KOHIIEHTpAIIll HE 3aJIeXaJIi BiJl BBEJCHOI JO3H 1HCYIIIHY TJIapriHy.

VY KIIHIYHUX JOCTIDKEHHAX MIPH aHalli31 miArpym, copMoBaHMX 3a BIKOM 1 CTAaTTIO, HE OyJI0 BUSBICHO
PI3HHULI y TOKa3HUKax Oe3MeyHOCTI Ta €(PEeKTHUBHOCTI MK Malll€eHTaMH, K1 OTPUMYBAJIN 1HCYJIH
TJIApTiH, Ta JTOCIIIKYBaHOIO MOMYIISIIEI0 Y ILIOMY.

JIiTH Ta iU TKA

dapmakoKiHETHKa Tpernapary y JiTeil BiKOM Bix 2 10 6 pokiB 3 LyKpoBUM miabetom | tumy
OI[IHIOBAJIACS Y OJTHOMY KJIIHIYHOMY JTOCJIKEHH] (IuB. po3aun «DapMakoauHaMiKay).

VY nitel, K1 OTPUMYBAIM IHCYJIIH TJIapriH, MPOBOAMUIIOCS BU3HAUEHHS MiHIMAIbHUX PIBHIB 1HCYIIHY
[JIapriny Ta Horo roioBHUX MerabomitiB (M1 1 M2) B mia3mi KpoBi, 3a pe3ysibTaTaMu SKOro Oyio
BCTaHOBJICHO, 1110 3aKOHOMIPHOCTI 3MiH KOHIIEHTpALii B M1a3Mi KpOBi MOII0HI /10 TAKUX Y TOPOCIHX, 1
He OyJi0 BUSBIIEHO OJHUX JI0Ka31B HA KOPUCTh KyMYJISLii 1HCYJIIHY TJapriny abo iloro meTadoiTiB
IpY TPUBAJIOMY 3aCTOCYBaHHI Ipenapary.




JoxtiHiuHi gaHi 3 6e3meKu

VY pamkax cTaHAapTHHUX AOCTIIHPKEHb 3 BUBUCHHS (DapMakoJIOTI4HOI O€3IeKH, TOKCHYHOCTI TpH
0araToOKpaTHOMY 3acTOCYBaHHI Ipernapary, TE€HOTOKCHYHOCTI, KaHLEPOTeHHOro MOTeHLialy 1
TOKCHYHOCTI JJISI pENPOTyKTUBHOI (DYHKIIIT HE BUSIBICHO OCOOJIMBOT HEOE3IEKH /IS JIIOINHHU.

KuainiuHi xapakTepucTukm.
Ilokazannusa.
JlikyBaHHS ITyKpOBOTO J11a0eTy Y AOPOCIIHX, MIUTITKIB Ta JITEH BIKOM BiJ] 2 POKIB.

Ilpomunokaszanus.
[TigBuIIeHa YyTIUBICTh J0 JIFOY0I peYOBHHH a00 10 OYyIb-AKOi JOMOMIXKHOT PEYOBUHH, IO BXOJIUTH
JI0 CKJIaJTy JIIKapChKOTO 3ac00y.

B3aemooia 3 inmumu nikapcokumu 3acodoamu ma inui 6UOU 63a€MOO0ii.

IcHye psig peuoBHH, SKi BIUTMBAIOTh HA META0O0II3M TIIIOKO3H, a OTXKE, iX 3aCTOCYBaHHS MOXKE BUMAraTH
KOPEKIIii I03M 1HCYIIIHY TJIapriny.

Jlo pedoBHH, SIKi MOXKYTh IIOCHIIIOBATH TIMOTIIIKEMIYHUN e(EeKT IHCYINiHY Ta 30UIbIIYBaTH CXMIBHICTD
JI0 BUHUKHEHHS TIMOTJIIKEeMii, HaJeKaTh MepopalibHI MPOTUIIa0CTHYHI JIIKApChKi 3aco0M, 1HTiOITOpH
AHT10TEH3UHIIEPETBOPIOBATBHOTO (epmeHTy (AIID), nu3omipamin, ¢idbparu, hiayokceTuH, iHTIOITOPH
moHoaminokcuaazu (MAO), mnenrokcudiniH, mponokcudeH, camiuiaTd Ta cylb(aHiniamMmigHi
IPOTHMIKPOOHi 3aCO0H.

Jlo pedoBuH, SKi MOXYTh MOCTA0IIOBAaTH TIMOTNIKeMIYHUNH eQdeKT 1HCYyINiHy, HaJeXarb
KOPTHKOCTEPOi v, JaHa30J, Jia30KCHJ, CEYOTIHHI 3aco0W, TJIIOKArOH, 130HIa3Wa, €CTPOTCHH Ta
NPOreCTUHU, TMOXiAHI (EHOTIa3uHy, COMATpPONiH, MpenapaTu-CUMIATOMIMETHKU (emiHeppuH
(ampenanin), caipOyTamon, TepOyTaiaiH), TOPMOHU IIUTOBHUIHOI 3aJI03U, ATHUIIOBI aHTHIICHXOTHYHI
JiKapChKi 3aco0M (HaMpUKIIal, KJI03alliH, OJIaH3alliH) Ta iHri0iTOpU mpoTeas.

bera-6mokaTopu, KIOHIAWH, COMl JiTii0 a00 aJKOToIb MOXKYTh SK IMOCHIIOBATH, TaK 1 MOCIa0II0BaTH
rinornikeMiyanid edekt iHCymiHy. [leHTaMiguH MOXe BUKIMKATH TiNOTIIIKEMIlO, IICHs SKOi 1HOII
HAaCTae Timepriikemis.

KpiMm Toro, mij Ji€0 CHMITaTOJIITUYHHUX 3ac001B, TAKHMX K OeTa-0JOKaTOPH, KIIOHIWH, TYaHETHIMH Ta
pe3epIiH, 03HaKHU aJIpeHePridHOl KOHTPPETYJIALIl MOXKYTh c1a0IIaTi abo 30BCiM 3HUKATH.

Ocoonueocmi 3acmocyganns.

Aiinap® He € npenaparom BUGOpY JUIs JIiKyBaHHS JiabETHYHOTO KETOAIMI03Y. 3aMicTh HHOTO Y TAKUX
BUIA/IKaX PEKOMEH/YEThCS BHYTPIIIHEOBEHHE BBEACHHS 3BUYAWHOTO (PErysp) IHCYIiHY.

SIKmIo y pe3ynbTaTi JIKyBaHHS HE BIAETHCS JIOCSTTH JIOCTaTHHOT'O KOHTPOJIIO PIBHS TIIIOKO3H 200
CIIOCTEPIraeThCsl TEHAEHIIIS 10 30UIbIIEHHS eMi30/iB Tio- Y TNepriiikeMii, mepes TUM SIK 3MiHIOBaTH
JIO3YBaHHSI TIperapary, Ciij MepeBipUTH, YU TOTPUMYETHCS XBOPHHA PEKOMEHMAIIN OO0 PEXUMY
JKyBaHHS, MICIISl BBEJICHHS MpemnapaTy, HaleKHOT TEXHIKH 1H €KI[ITHOTO BBEICHHS, a TAKOXK OI[IHUTH
1HII1 BaXJIUBI ()aKTOPHU, SIK1 BIUTMBAIOTh HA €(PEKTUBHICTD JIKYBaHHS.

[TepeBeneHHs nmarieHTa Ha IHIIMN TUI 00 MapKy 1HCYJIiHY Ma€ BiZIOyBaTHUCS M1/l pETEIbHUM METUYHUM
HarasoM. Y pasi 3MiHM CUJIU Aii, Mapku (BUpoOHuKa), Tuny (peryisp, HIIX, nenre, Tpusaioi aiii T.
1H.), TOXO/KEHHS (TBapUHHUH, TIOJCHKUH, aHAJIOT JIFOJICKKOTO 1HCYIiHY) Ta/ab0 MeTO Iy BUPOOHHUIITBA
MO>K€ BUHUKHYTH HEOOXIHICTh 3MIHUTHU JI03Y IHCYIIHY.

BBenennst mpemnapatiB iHCYJIHY MOXE BHUKIMKATH YTBOPEHHS aHTHTUI OO HBOrO. Y TMOOJUHOKUX
BUITQJIKAX Yepe3 HasABHICTh AHTUTUI JO IHCYJIHY MOXKE€ BHHHKATH TOTpeba y KOPEKIii 03U IS
npodiakTUKH Tino- abo rinepraikemii (auB. po3ain «[1o6iuHI peakiii).

[noraikemis

Yac, dyepe3 sKUM pPO3BHUBAETHCA TINMOTJIIKEMIs, 3al€XUTh Bif MNpoduIo Ail 1HCYMIHIB, IO
3aCTOCOBYIOTBCS, 1 TOMY MOKE 3MIHIOBATUCS MPU 3MiHI PeXUMY JiKyBaHHS. Uepe3 Ouibil cTalOiabHE
HaJXOKEHH B OPraHi3M 0a3aJbHOr0 iHCYJiHy HpU 3acTOCYBaHHi JiKapchkoro 3aco0y Aiinap®
IMOBIPHICTh BUHHKHEHHS TINOIJIIKeMil y HIYHUI 4Yac MEHIIa, TOAl SK Yy PaHHI PaHKOBI T'OJUHU
rinoriikeMisi € Oi7bII IMOBIPHOIO.

JotpumyBartucs 0co0JMBOi 0OEPEKHOCTI 1 MOCHUIEHO KOHTPOJIIOBAaTH pPiBEHb TIJIIOKO3U Yy KPOBI
HEOOX1THO MaIieHTaM, Y SKHX Hala/y TinoriaikeMii MoXyTh OyTH 0COOIMBO HEOE3NEUHUMH 3 KIITHIYHOT



TOYKH 30py, 30KpeMa Malll€eHTaM 3 BUPaKEHHUM CTEHO30M KOPOHApPHHMX apTepiii abo KPOBOHOCHHX
CYIVH, L0 IOCTayalOTh KPOB’I0 TOJOBHUI MO30K (pU3MK CEpPLEBUX YU MO3KOBUX YCKJIAIHECHb
rinoriaikeMii), a TakoX Mali€HTaM 3 MpoipepaTUBHOIO PETHHOMATIEIO, SKUM HE MPOBOIMIACS
dboTokoarysis (pU3UK BAHUKHEHHS TPAH3UTOPHOT MOCTTIMOTIIKEMIYHOT CIIIITOTH).
[TamieHTH MOBUHHI 3HATH PO T€, IO 32 MEBHUX OOCTABUH MEPIli CUMIITOMH PO3BUTKY TiMOTIIKEeMIi
MOXYTh OyTH MeHII MOMITHUMU. CHUMITOMH, IO BKa3ylOTh Ha PO3BUTOK TIMOTJIKEMii, MOXYTb
3MIHIOBATHUCS, CTABATU MEHIII BUPAKEHUMH a00 OyTH B3aralii BiICyTHIMH y HAIi€HTIB, 0 HAJEKATh 10
NEBHUX Ipyl pu3uky. Cepen HUX XBOPI:

-y SKHX CIIOCTEPIraeThcs 3HaYHE MOKPAIICHHS IITIKEMIYHOTO KOHTPOJIIO;

- Yy AKHUX TIMOTIIKEeMisl PO3BUBAETHCS MTOCTYIIOBO;

- JITHBOTO BIKY;

- 10 NMepEeHIIN 3 IHCYIIIHY TBAPUHHOTO TIOXO/KCHHSI Ha JIFOJICBKUI 1HCYIIIH,

- 3 aBTOHOMHOIO (BET€TaTUBHOIO) HEHPOMATI€I0;

- SIK1 XBOPIIOTh HA J[1a0eT BIIPOJIOBK TPUBAJIOTO MEPIOAY Yacy;

- 3 IICHXIYHUMH PO3JIaJIaMU;

- SKI OJIHOYACHO OTPUMYIOTH TEpaIlil0 JASSIKHUMH IHITUMHU JIIKAPCHbKUMHU 3ac00aMu (JIUB. PO3LIT

«B3aemMois 3 IHIIUMU JTIKAPCHKAUMH 3aCO0aMH Ta 1HIII BHJIA B3aEMOJIII).

VY TakuxX CUTyalisX MOKE€ BUHUKATU TSKKA TIMOrIiKeMiss (MOXKIIMBO, 13 BTPATOK CBIJOMOCTI) IIE 10
TOTO, SIK TAIIEHT 3p0O3yMi€, III0 Y HHOTO 3HU3MUBCS PIBEHB TIIOKO3U Y KPOBI.
OCKUIBKH 1HCYIIH THapriH MpH MiAMKIPHOMY BBEIEHHI Jli€ BIIPOJIOBXK TPUBAJIOrO MEpioay vacy, Ie
MOY€E MPU3BECTH 10 TOTO, IO JAJISi HOpMai3allil ITiKeMidHOTO CTaHy BUMaraTuMeThcs OUTbIIE Yacy.
SIK1110 y XBOPOTO CIIOCTEPIraeThCsl HOPMAIbHUM UM 3HM)KEHUH PiBEHb IIIIKO3WIIBOBAHOI'O FeMOIJI001HY,
[Ie MOKE BKa3yBaTW Ha BUHUKHEHHS y HHOTO TEPIOJUYHUX HEAIarHOCTOBAHUX (OCOOIMBO HIUHHX)
€mni30/1B rinoriikemii.
J51s 3MEHIICHHST PU3UKY BUHUKHEHHS TIMOTIIIKeMii Ty)Ke BaKJIMBUMH € TOTPHUMAHHS MAI[lEHTOM JIO3H
npenapary, peKUMy XapuyBaHHS, MPaBUJIbHE BBEAEHHS IHCYJIHY, a TaKoX IpOiH(OPMOBAHICTb
XBOpPOTO CTOCOBHO CHUMNTOMIB rinoriikemii. IcHye psig gaxTopiB, SKi MiABUIIYIOTH CXHIBHICTH /0
BUHUKHEHHS TIiNOTJIIKEMii Ta BUMAraroTh PETEIbHOTO CIIOCTEPEKEHHS 32 CTAHOM XBOPOTO, a 1HOI 1
KOPEKIIii 03U JiKapchbKoro 3aco0y. Jlo HUX HaleKaTh:

- 3MiHa MICIIS BBEJICHHS 1HCYIIIHY;

- NIJABMILEHHS YYTJIMBOCTI JI0 1HCYNIHY (HApUKJIa/, P YCYHEHHI CTPECOBUX (aKTOpiB);

- HE3BUYHE, HaJMipHE a00 TpuBaje (pi3UYHE HABAHTAXKCHHS;

- CYIIyTHE 3aXBOPIOBaHHS (HaIlpUKJIaJ, OJIOBAaHHS, TOHOC);

- HepallloHaJbHE Xap4yyBaHHS,

- IpOIYCK npuiioMy xi;

- BXKMBAHHS aJKOTOJIO;

- JIesKi TOpYIIEHHS €HJOKPUHHOI cucTeMH (HOpYLIeHHs (YHKII] IIWTOBUJIHOI 3aJ03H,

HEJOCTaTHICTh aJieHoTinodi3a 41 KOpH HaJHUPKOBUX 3aJ103) Y CTall I€KOMIIEHCAIlil;

- OJIHOYACHE 3aCTOCYBAHHS JEAKMX 1HIIHNX JIKapChKUX 3aCO01B.
[TamieHTiB MOTPIOHO MONEPEIUTH MPO HEOOXIAHICTH IMOCTIMHO 3MIHIOBATH MiclLE 1H €Ki, 100
3MEHIINTH PU3UK PO3BUTKY JiNOAUCTPpOo(dii Ta amisioino3y mKipH. IcHye MOTeHUIHHUI PU3HK 3aTPUMKH
abcopOI1ii 1HCYTIHY Ta MOTIPIICHHS TIIKEMIYHOTO KOHTPOJIIO MICIs 1H €KIIM THCYJIHY B MICISX IHX
peakuiii. [ToBimomiseTbCs, 10 3MiHA MICIS 1H €Ki Ha HEypakeHy IUISHKY HIKIpU MPHU3BOJIUTH J10
rinoriikemii. PekoMeHlyeTbCs MPOBOJUTH MOHITOPUHT PIBHS IJIFOKO3U B KpPOBI HICJIS 3MIHH MICIIS
BBEJICHHS, 1 MO’KHA BpaxyBaTH KOPUT'YBaHHS /103U aHTUA1a0€TUYHHX Mpenaparis.
CynyTHI 3aXBOpIOBaHHS
HasBHICTH CymyTHBOTO 3aXBOPIOBAHHS BHMMAarae IIOCHUJICHHS KOHTPOJIO 3a METa0OoIiuHUMH
MOKa3HWKaMH. Y 0araTbOX BHIIaJKaxX MOKa3aHe MPOBEIEHHS aHali3y cedl Ha MPUCYTHICTh KETOHOBUX
T, 1 YaCTO BMHUKA€e HEOOXIIHICTh y KOpekuii g10o3u iHcyniHy. [loTpeba B iHCYJiHI HEPIIKO MOXKE
3pocrtaru. [lamieHtaM, XBOpUM Ha IYKpoBHUiIl niabeT | Tumy, HEOOXITHO MPOJOBXKYBATH PETYISIPHO
CIIOKMBAaTH XO4a O HEBEIHMKY KIIbKICTh BYIJIEBOMAIB, HaBiTh SKIIO BOHU 3[aTHI NMpPHUIMATH JIWIIIE
HE3Ha4yHy KUIBKICTh 1K1 YM 30BCIM HE MOXYTh IpUMaTH 1Ky a00 y HUX BUHUKae OitoBaHHsS. BoHu
HIKOJIM HE TOBUHHI MPUIMHATH 3aCTOCYBAaHHS 1HCYJIiHY OBHICTIO.
AHTHATUIA 10 IHCYIIHY




BBenenss mpenapariB iHCYNiHY MOKE 3yMOBHUTH YTBOPEHHS aHTHTLI 10 HOTO. Y PIIKICHUX BUIAIKaX
4yepe3 HasBHICTh aHTHUTUI JI0 1HCYJIHY MOXE BHUHHKATH MOTpeda y KOPEeKIli 103U, mo0 monepeauTH
BUHHUKHEHHS Ti0- a0 rinepriikemii (AuB. po3ain «DapMakoIorivyHi BIaCTUBOCTI»).

KopucTyBaHHS MIIPUI-PYYKOIO

Ilepes BUKOPUCTAHHSAM IITIPHI-PYYKH CIiJ] yBaXKHO HPOYMTATH iHCTPYKIIiIO 3 1i 3acTocyBanus. Aiinap®
MOTPiOHO BUKOPUCTOBYBATH BIJIMTOBITHO 10 IHCTPYKIILii.

[TomMuIIKOBE BBEJICHHS 1HIIIOTO IPErapary

Hanxonumm moBiqoOMIICHHSI TIPO IMTOMUJIKOBE BBEJCHHS IpEIapaTiB, KOJW 3aMICTh 1HCYJIIHY TJapTiHy
BUIIAJIKOBO BBOJWJIM 1HIII 1HCYJIIHH, 30KpeMa 1HCYJIiHA KOPOTKOI ii. [lepen K0KHOI iH’ €KIIEI0 CITiJT
MePEBIPATH €TUKETKY Ha 1HCYJIIHI, 00 YHUKHYTH MTOMHUJIKOBOTO BBEJICHHS 3aMICTh 1HCYJIIHY TJIApTiHy
IHIINX IHCYITiHIB.

Kowm6inaris srikapcbkoro 3acoby Aiinap® 3 miornirazoHom

[Tpo BUMaAKK CeprieBOT HEIOCTATHOCTI MOBITOMIISUIOCS TIPH 3aCTOCYBaHHI MIOTJIITA30HY B TOEHAHHI 3
IHCYJIIHOM, OCOOJIMBO Yy MAIIEHTIB 3 PU3UKOM PO3BUTKY CEpIIeBOi HemocTaTHOCTI. Le i BpaxoByBaTH,
PO3IIIANAIOYN MOKIIUBICTh JiKyBaHHS KoMOiHalli€ro miormitazony Ta npemapaTy Aiinap®. Ilpu
3aCTOCYBaHHI Ii€l KOMOiIHaIlIi MamieHTH MarTh OyTH i HATJISIOM 4Yepe3 MOXKJIMBICTh BUHHUKHEHHS
CHMIITOMIB CEpIIEBOi HEJJOCTATHOCTI, 301IbIIEHHS MacH Tijia 1 HAOpsKy. Y pa3i Oyab-sIKOTO MOTipIICHHS
KapA10JOTIYHUX CUMIITOMIB 3aCTOCYBaHHS MIOTITa30HY HEOOX1IHO MPUITUHUTH.

Lleit nikapchkuit 3acid6 MicTUTh MeHIe | MMOJIB/03y HaTpito (23 Mr), TOOTO MPAKTUYHO BIBHUH Bif
HaTpilo.

3acmocysannus y nepiod eazimnocmi abo 200y6ants epyooo.

Baritaicte. He icHye AaHWX KOHTPOJBOBAaHHMX KIIHIYHUX JOCHIIKEHb CTOCOBHO 3aCTOCYBAaHHS
IHCYJiHY TTIApTiHY Yy epioj BariTHOCTi. J{aHi, OTprUMaHi i/l 4aC MOCTMapKETUHTOBOT'O CIIOCTEPEKEHHS,
IO/I0 3aCTOCYBAaHHS LBOTO TIpemnapaTry BariTHUM XiHkam (maHi npo Oinpm Hix 1000 Bunanmkis
BariTHOCTI) BKa3yIOTh Ha T€, 10 1HCYJIiH TJapriH He Ma€ MIKiAJIMBOTO BIUIMBY Ha MepeOdir BariTHOCTI, a
TaKO’K HE CIIPUUYMHSE aH1 BaJl PO3BUTKY Yy IU10/1a/HOBOHAPOKEHOT' 0, aH1 TOKCUYHOTO BIUIMBY Ha HHOTO.
He BUABJIEHO O3HAK PENMPOAYKTHBHOI TOKCHYHOCTI y TBapuH. IIpemapar Aiinap® MoXHA HpU3HAYATH
MiJ] Yac BariTHOCTI, SAKIIO Y I[bOMY € MOTpeoa.

[TamieHTKaM, XBOPUM Ha IYKpOBHI diabeT, M0 BUHUK JO BariTHOCTI, Ta MAalliEHTKAaM 3 TeCTalliiHuM
nia0eToM YOpOJOBX YChOTO MEpioAy BariTHOCTI JAY)K€ BaXJIMBO MIJITPUMYBATH HAJEKHUI
MeTaboIIuYHUN KOHTPOJIb, 1100 3a100IrTH PO3BUTKY HEOAKaHUX KIIIHIYHUX HACIIJKIB, aCOLIIOBAaHUX 3
rinepriikemiero. [Torpeda B iHCYJIiHI MOXKE 3MEHILIYBATUCS MPOTATOM | TpuMecTpy BariTHOCTI Ta, K
npasuiio, 3poctatu npotsaroM Il Ta Il tpumectpis. Oapasy miciis moJsioriB notpeda B 1HCYMIHI CTPIMKO
3HWXKYETbCS (301IbIIYETHCS PU3UK BUHUKHEHHS rimoriikemii). Tomy qyke BelMKe 3HAYEHHS Mae
peTeNbHUN KOHTPOJIb PIBHS TJIFOKO3H Y KPOBI.

lonyBanHg rpyuto. [Toku 1o HEBAOMO, UM BUAUISETHCS 1HCYIIH TMIaprid y rpyAHe MoJoko. JKoaHux
MeTaboMmuHuX  €(eKTiB, CIHPUYMHEHUX [POHUKHEHHSM IHCYJIHY T[JIApriHy B  OpraHizm
HOBOHApOJKEHOTO/HEMOBJIATU 13 TPYJHUM MOJIOKOM, HE OYIKYETHCS, OCKIJIBKM IHCYJIH TJapriH €
HENTHIOM, SIKUH Y IUTYHKOBO-KHUIIIKOBOMY TPAKTi JIFOJIMHH PO3IIEILUTIOETHCS Ha aMiHOKUCIOTH. OTHaK
MKIHKH T11]] 4ac TPYAHOT0 roJJyBaHHS MOXYTb MOTpeOyBaTH KOPEKLii J03U npenapaTy Ta J1€Tu.
PenponykruBHa dyHKIUA.

He BusBneHo 6e3mocepeiHbOr0 MIKiJTMBOTO BIUIMBY HA PEMPOAYKTUBHY (DYHKIIIIO Y TBApHUH.

30amuicmy  énausamu Ha WEUOKICMb peakyii npu KepyeanHi a8MOMpPAHCNOpmMom abo [HWUMU
MEXAHIZMAMU.

31aTHICTh Malli€eHTa 10 KOHIEHTpallii yBard Ta IMIBHJAKICTh HOTO peakilii MOXYTh MOPYIIyBaTHCS
BHACJIIJTOK BHHUKHEHHS TIMOTIIKEMIi 4 Tinepriikemii abo, HalpuKJIIaJ, YHACTIIOK 30pOBUX PO3JIAIiB.
[le Moxe OyTH HEOE3MEeYHUM Yy THX CHUTYaIlisIX, KOIHU IIi SIKOCTI € OCOONMBO BaKIUBUMH (i 4ac
KepyBaHHsI TPAaHCIIOPTHUMHU 3aco0aMu abo poOOTH 3 MEXaHi3MaMHu).

[TarrieHTaM HEOOXiTHO TMOPAIUTH BXKUBATH HEOOXIMHUX 3aMOODKHUX 3aXOMIB 3 METOI YHUKHEHHS
rinoriikemii MiJ 4Yac KepyBaHHS TpPaHCHOPTHUM 3acoboM. lle € ocoOGnMBO BaJIMBUM Il THUX
HAIli€HTIB, Y SKUX HEpIll 03HAKW PO3BUTKY TIMOTJIiKeMIl € c1a0bKo BUpaXeHUMHU abo B3araji BiJCYTHI,
a TaKOX JIJISl TUX XBOPHUX, Y SIKUX TIMOTJIIKEMisl BHHUKAE JOCUTH 4acTo. Ciif peTenbHO 3BaXKUTH, YU
BapToO CiAaTH 3a KepMO a0 MpaIfOBaTH 3 MEXaHi3MaMH Y TAKOMY CTaHi.



Cnoci6 3acmocyeannsa ma 0o3u.

03YBaHHS
Aiinap® MicTHTB iHCYJIiH IJIApTiH — aHAJIOT iHCYITiHY TpUBaJIoi fii. [IpernapaT BBOAATH OMH pa3 Ha IeHb
y Oyab-skuii yac 106H, aje 1mopasy B OAuH 1 Toi camuil yac. [lnpuin-pyuka 103Bosisie BBOAUTH J103U
1HCYJIIHY 3 KPOKOM Y | OMHUIIIO.
PexxuM  103yBaHHA JKapchbkoro 3aco0y Afdimap® (moza Ta uac BBeJAEHHS) CJif MigOMpaTH
inauBinyaneHo. [lamienTam, xBopuM Ha IykpoBwid miaber II Twumy, Al?map® TakoXX MOXKHA
3aCTOCOBYBAaTH OJHOYACHO 3 NEPOPAJIbHUMH MPOTUAIA0ETUUHUMHU JiKapchbKUMHU 3acobamu. Cuna aii
[[LOTO JIIKAPCHKOTO 3aCO0y BUPAXKAEThCS B OMUHUIAX. L[i OMMHUII 3aCTOCOBYIOTHCS BHUHSITKOBO IS
npenapaty Aitnap® i BimpisHsoThca Bigx MO uM ONMHMIG, y SKHX BHPaKA€ThCS CHNIA il iHIINX
aHAaJIOTIB 1HCYIIHY.
Jimu i nionimxu
3aCcTOCOBYETHCS JTITSM BiKOM BiJI 2 POKIB.
be3neunicTh 1 eEeKTUBHICTD 1HCYIIHY TJapTiHy OyiH JOBEACHI NMPH HOT0 3aCTOCYBaHHI MiJIITKaM Ta
JITSIM BIKOM Bif 2 poKiB (IuB. po3ain «PapMakoIoTidHi BIACTUBOCTI»).
3acTocyBaHHsI IHCYJIIHY TJApTiHY JITSAM BIKOM J0 2 POKIB HE BUBUYAJIOCH.
Tayienmu nimnvoeo 6iky (8i0 65 pokis)
VY mrofeil MTHBOTO BIKY BIKOBE MpOrpecyroue MmoripuieHHs (QyHKIIT HUPOK MOXKE CTaTU MPUYHHOIO
MOCTIHHOTO 3MEHILIEHHSI TOTPeOr B 1HCYITiHI.
Hupkoea neoocmamuicmo
VY marmi€HTiB 3 HHUPKOBOK HEIOCTATHICTIO TOTpeda B 1HCYIiHI MOXe OyTH 3MEHIIeHa dYepe3
nocnabieHHs: MeTaboi3My 1HCYIIHY.
Ileuinkosa neoocmammuicmeo
VY marfieHTiB 3 MEYiHKOBOIO HEAOCTATHICTIO MOTpeOa B 1IHCYIIHI MOXKE 3MEHILIYBATHCS Yepe3 3HUKEHHS
3IaTHOCTI JI0 TJIFOKOHEOT€HEe3y Ta YMOBUIbHEHHS MeTa00i3My 1HCYIIiHY.
Iepexia Bif iHMMX iHCYIiHiB HA penapat Aiinap®
[Tpu mepexo/i BiA cXeM JIIKyBaHHS 1HCYJiHAMH CepelHbOT TPUBAIOCTI il a0o TpuBasoi Jii Ha cxemy
nikyBaHH# IpenapatoM Aiinap® Moke BUHHKHYTH HOTpe6a y 3MiHi 1031 6a3a1bHOTO0 iHCYIIiHY,  TAKOXK
y KOPEKIIil CyyTHhOI MpOoTHUIiadeTHuHOi Teparnii (103 1 4acy BBEJEHHS J0JIaTKOBO 3aCTOCOBYBaHHUX
3BHYAiHUX (perynsp) iHCymiHIB a00 aHaJioriB 1HCYJNiHY IIBHAKOI il YW 1103 TEpOpaTbHUX
OpOTHIIa0ETHYHUX JIKapChKUX 3ac00iB).
IepeBeieHHs 3 1Bopa3oBoro BeeienHs HITX-incyniny Ha npenapat Aiinap®
1100 3MEHIIUTH PU3MK PO3BUTKY TiNOIIIIKeMii y Hi4HI a00 y paHHI PaHKOBI FOJIMHU, MAlliEHTaM, SKi
3MIHIOIOTh PEXHUM 3aCTOCYBAaHHs 0a3aJbHOTO 1HCYNIHY 3 JiBopa3oBoro BBeneHHs HIIX-iHcyniHy Ha
o/HOpa3oBe BBeleHHA Ailnapy®, moTpibHO 3MeHmMTH 103y 6asambHOro iHcydiny Ha 20-30 %
MPOTATOM NEPIIUX TUKHIB JIIKYBaHHS.
[epeBenenns 3 incyniny raapriny 300 oAMHKIL/MI HA JTiKapchkuii 3aci6 Aitnap®
[I1o06 3HU3UTH PU3UK PO3BUTKY TIMOTJIKEMIi, Malll€HTaM, sKI 3MIHIOIOTh PEXHUM 3aCTOCYBaHHS
0a3aJpHOIO 1HCYIIHY 3 OJJHOPa30BOro BBeAEHH: (1HCyniHy riapriny 300 oAMHUIB/MIT) HA OTHOPA30BE
BBEJIEHHS JIIKapChKOro 3aco0y Aiinap®, moTpiGHo 3MeHIINTH 103y 6a3aIbHOTO iHCYIIiIHY IPUOIN3HO HA
20 %.
YIpoaoBx LbOro Mepiofy 3HM)KEHHS J03U Mae OyTH, NpUHANWMHI 4YacTKOBO, KOMIIEHCOBAHO
3011bIIEHHSIM JI03H 1HCYIIHY, BBEICHHSI SIKOTO MOB’s3aHe 13 mpuitMaHHaM Tki. [Ticns 3aBepiieHHs 1IbOro
nepioay peKuM J03YBaHHS CIIiJl KOPUTYBaTH 1HIUBITYaIbHO.
SIK 1 pM 3aCTOCYBaHHI HIIUX aHAJIOTIB 1HCYJIHY, Y MAlLli€HTIB, SIKI OTPUMYIOThH BEIHKI J03U IHCYIIHY
yepe3 HasBHICTh AHTHTLI 0 JIOACHKOrO iHCYJIiHy, IpH mepexofi Ha Alimap® Moke croctepiratucs
MOKpAIIIEHHS BIAMOBI/II OpraHi3My Ha BBE/ICHHS 1HCYIIIHY.
[Tig yac mepexoay Ha 1HIIMN Ipenapar Ta BIPOJOBK MEPIINX THUKHIB MICHS HBOTO PEKOMEHIYETHCS
peTeIbHO KOHTPOJIIOBATH META00I1UH1 TOKa3HUKH.
[ToxpamanHst MeTabOIIYHOTO KOHTPOJIO 1 MOB’Si3aHE 3 IIMM 30UIbIIEHHS YYTJIMBOCTI JIO 1HCYJIHY
MOXYTh TOTpeOyBaTH JO0JATKOBOI KOpEKIii pexumy ao3yBaHHs. Kopekmis m03u TakoX MoOxKe
noTpedyBaTucCs, HAPUKIIAJ, IPU 3MIHI MacH Tij1a XBOPOI'O UM 3MiHI Oro cnocoOy KUTTs, 3MiH1 Yacy
N00M, KOJIU 3/1IHCHIOETHCS BBEJICHHSI 1HCYITiHY, a00 NMPH BUHUKHEHHI 1HIIUX (aKTOpiB, SKI CIPHUSIIOTH
MIJBUIICHHIO CXWJIBHOCTI [0 PO3BHUTKY Trinmo- abo rimepriikemii (auB. po3aun «OcoOinBOCTI
3aCTOCYBAHHSA»).




Crioci0 BBeIeHHS

Afmap® CJIIT BBOJMUTH ITAMIKIPHO.

Aiinap® He MOXHa BBOJUTM BHYTpilIHbOBeHHO. TpuBama mis mpemapary Aitnap® 3ymMoBieHa Horo
BBEJICHHSM Y MIIIKIPHO-)KUPOBY TKaHUHY. BHYTpIIIHbOBEHHE BBEACHHS 3BUYAMHOT MIIIKIPHOT 103U
MO>K€ TIPU3BECTH 10 BAHUKHEHHS TSKKOI TIOTTIKeMil.

Hemae xJ1iHIYHO 3HAYYIIOi PI3HUIN Y PIBHAX 1HCYJIHY a00 TJIFOKO3M Y IIa3Mi KPOBI MICTIs BBEICHHS
1HCYIIHY TJapriHy B a0IOMIHATBHY AUISHKY, AUISTHKY JeIbTONoAI0HOro M s13a a0o crerHa. [1pu koxHii
HACTYMHIHN 1H’ €Ki MiCIIe YKOIY CIIiJI opa3y 3MiHIOBAaTH B M&XaX JUISHKH Tija, pEKOMEHIOBAHOT JIst
BBEJICHHS 1HCYNIHY, 00 3MEHIIUTH PU3MK PO3BHUTKY JINMOIUCTpodii Ta aMmijoigo3y MIKipH (IUB.
po3aiIH IHCTPYKIIii «Oco0IMBOCTI 3acToCyBaHH 1 «I10014HI peakIrii»).

Aiinap® He MOXHA 3MilIyBaTH 3 GyIb-KUM iHIIMM iHCYyTiHOM a60 poszsoauty. [Ipu 3MinTyBanHi a60
PO3BEIICHHI MOXKE 3MIHUTHCS Tpodiik aii mpemapaty y 4aci. KpiM 1mporo, 3milnyBaHHs 3 1HIIUMH
THCYJIIHAMH MOXe€ MPU3BECTH O YTBOPSHHS OCady.

Inpui-pyyka juid iHCYIiHY

BBeneHHs TiKapchKoro 3aco0y Aiimap® y KapTpumkax mependadae HeoOXigHICTh BUKOPHUCTAHHS
BIJITIOBITHOTO JI03YI0YOI'0 NMPUCTPOIO — INIPUL-PYUKU. PEKOMEH1yeThCsl BUKOPUCTOBYBATH MPUCTPOI:
VitalPen (Copernicus Sp. z o. o., Iloasma), i-PEN (INSUPen) («Biocon Limited», Iunis) abo
AHAJIOT14HI.

HInpu-pydykd  CimiJl BHKOPHCTOBYBAaTH 3TiHO 3 PEKOMEHIAISIMH, HAJaHUMH BUPOOHHUKOM
1H’ €KIIITHOTO MPUCTPOIO.

Crhig 9iTKO JOTPUMYBATHCS IHCTPYKLIH BUPOOHWKA MIOAO BHUKOPHCTAHHS IIIPUI-PYYKH i Yac
3allpaBKH KapTpUIKa, IPUETHAHHS TOJIKM Ta BBEJICHHS 1HCYIIHY.

SIKIIo mmpuI-pydKa A BBEISHHs 1HCYITIHY MOIIKO/KeHa abo He MpaIloe HAJIG)KHUM YUHOM (4epes
MeXaHiuH1 AeQeKTH), ii CITiJ1 3SHUIUTH, a 3aMiCTh HEl BUKOPUCTOBYBATH HOBY IIMPHUI-PYUKY.

VY pa3i HecnpaBHOCTI HIMPHUI-PYYKH (AWB. IHCTPYKIIO 3 BUKOPUCTAHHS IIIPHUI-PYYKH) PO3UYHH 3
KapTpuka MOKHa HaOpaTu y mnpull (10 MiIXOAUTH JJI BBEJCHHS IHCYJIHY Ta pO3paxOBaHUN Ha
100 oguHUIE/MIT) 1 3pOOUTH 1H EKIIIFO.

Kaprpumx

ITepen TMM SIK BCTaBUTH KapTPHUJIXK Y IIIPULI-PYUKY, HOTO HEOOX1AHO BUTPUMATH BIPOAOBXK 1-2 ronux
npu KiMHATHiN TemnepaTypi. [10TpiGHO mepeBipuTH KapTPHIK Iepes HOro BUKOPUCTaHHSAM. Moro
MOYKHa 3aCTOCOBYBATH JIMIIE TOJI, KOJM PO3YUH y HbOMY € NMPO30pHM, 0e30apBHUM, 06€3 BUAUMUX
TBEpJUX YACTOUOK Ta Ma€ TaKy K KOHCHCTEHIiIo, Ik Bojga. Ockinbku Aiinap® € po3uMHOM, BiH He
BUMArae pecycreH/ IyBaHHs epejl 3aCTOCYBAHHSIM.

[lepen 1H’ekii€r0 Ciil BUAAIUTH 3 KapTpuka BcCl OynbOalmkyd MOBITPSA (OUB. IHCTPYKIIIO 3
BUKOPUCTAHHS IINPUL-pyukn). He 103BOJII€THCS HAIOBHIOBATH 3HOBY IMOPOXKHI KapTPHIXKI.

[lepen KOXKHOIO 1H’EKLIEIO CIIJ MEPEBIPIATH €TUKETKY Ha 1HCYJiHI, 1100 YHUKHYTH HOMMIIKOBOTO
BBEJICHHS 3aMICTbh 1HCYJIIHY TJIapriHy 1HIIUX 1HCYTiHIB (AUB. po3]i1 «OcoOIMBOCTI 3aCTOCYBAHHS).
PnakoH

TlepeBipuTn (hIaKOH Mepel HOro BUKOPHCTAHHAM. MO0 MOXKHA 3aCTOCOBYBATH JIHIIE TOMi, KON
pO3YMH y HBOMY € TpO30puM, Oe30apBHUM, 0€3 BUIMMHUX TBEPAMX UYACTOYOK Ta Ma€ TaKy X
KOHCHCTEHIII10, SIK BOJIA.

Ockinbku Aiinap® € po3uMHOM, BiH HE BUMArae pecycreHyBaHHs Mepe/l 3aCTOCYBaHHSM.

Jimu.

[Tpenapat 3acTOCOBYBATH JITSM BIKOM Bij 2 POKIB TiJIBKH IiJT pETEIbHUM MEAUYHUM HaTJIsI0M.

Ilepeoosysanns.

Cumnromu

[Tepeno3yBaHHs 1HCYTIHY MOXKE MPU3BECTU 0 TSHKKOT, @ 1HOJII TPUBAJIOL TIMOTIIKeMii, sika MOXKe OyTH
HEOE3MEeYHOIO JIJIS )KUTTSI XBOPOTO.

JlikyBaHHS

Hetspkky rinmoriikemiro 3a3BUyail MOJKHa CKOpPUTYBaTH IEpPOPATIbHUM 3aCTOCYBAHHSM BYTJIEBO/IIB.
Moxe nmoTpeOyBaTHCS TAKOXK KOPEKIis JO3H JIKapChbKOro MpenapaTy i BHECEHHS 3MIH y PEXHUM
XapyyBaHHS Y¥ (13MYHOI aKTUBHOCTI.



Binpm TsKKa TIMOTIIIKEMis, K4 CYNPOBOKYETHCS KOMOIO, CyloMaMu a0 HEBPOJIOTIYHUMHU
MOPYIICHHSIMHA, BUMAara€ BHYTPIITHBOM SI30BOTO/MIAMIKIDHOTO  BBEACHHS  TJIIOKaroHy  abo
BHYTPIITHBOBEHHOT'O BBEJCHHS KOHIIEHTPOBAHOT'O PO3UMHY IIIOKO3H. OCKUIBKU TiMOTIIIKEMisl MOXe
MOBTOPUTHCS HABITH MICJIS IBHOTO MOKPAIIAHHS KJIIHIYHOTO CTaHYy XBOPOI'0, HEOOX1THUMU 3aX0AaMHU €
TpUBaJe MPUIMaHHs BYTJICBO/IB 1 CIIOCTEPEIKEHHSI 32 MAI[IEHTOM.

Io6iuni peaxuii.

[Nnormikemisi, SK MpaBWJIO, € HANYACTIIIO TOOIYHOI PEAKINE€l0, IO CIHOCTEPIra€ThCsA IiJ Yac
iHCyniHOTeparnii. BoHa BUHMKAE TO/1, KOJIM 1032 BBEJCHOTO 1HCYIiHY HabaraTo mepeBHIye MoTpedy y
HbOMY.

Hebaxani peakiiii, moB’s3aHi i3 3aCTOCYBaHHIM IIperapary, o CIOCTEpiraiucs Mija 4ac KIIHIYHUX
JOCIIIKEHb, HABOJATHCS HIXKYE 3a cuUcTeMamu opradiB srizno 3 MedDRA Ta 3a yacToToro
BUHUKHEHHA. JTyxe dacTto (= 1/10); wacto (= 1/100 — < 1/10); nedacto (= 1/1 000 — < 1/100); piako
(> 1/10 000 — < 1/1 000); myxe pigko (< 1/10 000); HeBimOMO (HEMOXKIIMBO BU3HAYMTH 33 HASBHOIO
iHpopMari€ro).

3 60Ky imyHHOI cucmemu: PIAKO — alepridHi peaxirii.

Memaboniuni ma animenmapui po3naou’ Tye 9acTo — TIMOTTKeMis.

3 6oky Hepeosoi cucmemu’: Kyxe piaKo — AUCTEB3Is.

3 60Ky opeanis 30py: PIIKO — MOPYIIECHHS 30PY, PETHHOMATIS.

3 60Ky wKipu ma niOWKIpHUX MKAHUH. YaCTO — JINOTinepTpodist; HeYacTo — Jinoarpodis; HeBiAOMO —
amiJI0i103 IKipH.

3 6oky onopHo-pyx060i cucmemu ma cnoiyYyHoi MKAHUHU: TyKe PIAKO — Miaris.

Topywenns 3azanvro2o cmany ma peakyii y micyi 66edenHs. 4aCTO — PEaKIlii y MICI iH €KIIHHOTO
BBEJICHHS IIpenaparty; piIko — HaOpsIK.

MertaboJiuHi Ta agiMeHTapHi PO3aaan

Tsokkl emi30oAu TiMmoriikemii, 0cOONMBO SIKIIO BOHM BHUHUKAIOTh HEOJHOPA30BO, MOXKYTh CTaTH
IPUYMHOKO YpaXXeHHs HEPBOBOI ccTeMU. TpuBana abo TsXKKa IioriiKeMist MOKe CTAaHOBUTH 3arpo3y
JUTSL YKUTTS] XBOPOTO.

VY GaraThOX MAIli€EHTIB MOSBI CUMIITOMIB, IO CBiAYaTh IPO HEIOCTATHE HAIXOJKEHHS TIOKO3H 0
TKaHUH TOJIOBHOTO MO3KY (HEHpOTITIKOIIEHis ), IepeAyI0Th 03HAKU aIpeHEPTiYHOT KOHTpperysii. Sk
IpaBUJIO, YUM Oilble Ta IIBUALIE 3HWKYEThCS PIBEHb LIYKPY B KPOBi, TUM OUIBLI BUPAXEHOIO €
aJpeHepriyHa KOHTPPETYJIALlisl Ta IHTCHCUBHIIIE TIPOSBIISIIOTECA XapaKTEepHI CUMIITOMHU.

Po3nanu 3 60Ky iIMYHHOI CUCTEMHU

Peakuii rinepuyTauBOCTI HEralfHOTO TUITY HA 1HCYJIIH BUHUKAIOTh piako. [IposiBamu Takux peakiiii Ha
1HCYMIH (Y TOMY YHCIIi Ha 1HCYJIIH IJIapriH) ado JO0MOMIKHI PEYOBUHU MOXKYTh OyTH TeHepaii3oBaHi
peakuii 3 OOKy HIKipH, aHTIOHEBPOTHMYHUN HAOpSAK, OpoHXOcCHa3M, TiMOTEH3is 1 MIOK, SKI MOXYTb
CTaHOBUTH 3arpo3y AJIs )KUTTSI XBOPOTO.

BBenenHs npenapariB iHCYJIIHY MOKE€ 3yMOBUTH YTBOPEHHSI aHTUTLI A0 Hboro. Ilig yac kiaiHIYHKUX
BUNIPOOYBaHb y TIpyNax MalieHTIB, sfKI oTpuMyBaiu JikyBaHHsS HIIX-iHcyniHOM Ta iHCyJIiHOM
[JIapTiHOM, YTBOPEHHS aHTHUTLI, 110 IEPEXPECHO pearyBajiy 3 JIIOJCHKUM IHCYJIIHOM, CIIOCTEpIranocs 3
OJIHAKOBOIO YacTOTOI. Y MOOAMHOKUX BHIIJKaX 4epe3 HAasBHICTh AHTHUTIA JO I1HCYJIHY MOXe
BUHUKATU NOTpeda y KOpeKLii 103H, 00 MonepeluTH BUHUKHEHHS T'110- a00 TinepriikeMii.

Po3nanu 3 60Ky opraHiB 30py

3HayHa 3MiHa PIBHSA IJIIOKO3U Y KPOBI MOXE CIIPUYMHUTH THMYAacOBE MOPYLIEHHS 30py BHACIHIJOK
TUMYACOBOI 3MiHHM Typropy Ta HOpyIIeHHs pedpakiiii KpUIITaIuKa.

Pusuk mnporpecyBaHHs Aia0eTUYHOI pETUHOMATII 3MEHIIYEThCS TPU JOCATHEHHI TPHUBAJIOT
HOpMaJti3allii piBHA TJIIOKO3W Yy KpoBi. OnHak iHTeHcu@iKalis I1HCYTIHOTepamii 13 panToOBUM
MOKPAIICHHSM TJIIKEMIYHOTO KOHTPOIIO MOXE CYIPOBOKYBATHUCS THMYACOBUM TIOTipIICHHSIM
nepebiry aiabeTuuHoi peTHHoNatii. Y XBOpHUX Ha MpodidepaTUBHY pEeTHHOMNATIIO, OCOOIUBO Y THX,
AKUM He mpoBoauiacss (OTOKOAryJsIis, eMmi30Ad TKKOi TimoriikeMii MOXYyThb HPHU3BECTH 0
BUHUKHEHHS TUMYAcOBOI BTPaTH 30py.

Poznany 3 60Ky MIKipH Ta TIAMKIPHUX TKAaHUH

Sk 1 mpu 3acTocyBaHHI Oynb-fKMX 1HIIMX IpenapariB iHCYJiHY, Y Micli 1H €KIIITHOrO BBEJCHHS
MO’KYTh BUHHUKATH PO3JIaAH IIKIpU Ta MIAMIKIPHOT KIITKOBUHU — JIOAUCTpodis Ta aM10i103 HIKIPH,
BHACJIIZIOK YOTO MIBHJIKICTh BCMOKTYBAHHS 1HCYJIIHY y MicIli iH ekiii 3MeHIyeTses. [locrtiiiHa 3MiHa




MICIIS 1H €Ki B MeXaX JUISHKH 1H €KI[il MOKe JTOMOMOITH 3MEHIIUTH a00 3armobirTé UM PEeaKilisaM
(muB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHSY).

IMopyIeHHs 3araJbHOr0 CTaHyY Ta peakili y MicIi BBEAECHHS

Jlo peaxiiif, 10 BUHUKAIOTh Yy MICIIl BBEJCHHS, HAJIEKaTh IMOYECPBOHIHHS IIKipH, OUIb, CBEPOIXK,
KPOIHB’STHKA, IPUITYXJIICTh a00 3anaJieHHs. bibIIicTh HETSHKKUX PEeaKIliii Ha 1HCYIIiH, SKi BUHUKAIOTh
B MICIIi BBEJICHHSI Tperapary, 3a3BU4aii MUHAIOTh YIIPOJIOBXK IMEPIOAY BiJ KIIBKOX AHIB JO KIJIBKOX
THKHIB.

3pizKa 1HCYIJIIH MOK€ MPU3BOAUTH 10 3aTPUMKH B OpraHi3Mi HATpPitO Ta MOSIBU HAOPSAKIB, OCOOIMBO y
BUIAJKAX, KOJIM 3aBJSKUA TOCHJICHHIO IHTEHCHUBHOCTI IHCYIHOTEpamii BIAE€ThCS TMOKPAIIUTH
TJTIKeMIYHHUA KOHTPOJIb, SKUH 70 IIOT'0 HEe OyB aJICKBATHUM.

JliTH Ta ImiUTiTKU

3aranom npodinae Oe3neku npemnapary y aited (1o 18 pokiB) He BiAPIZHAETHCA BiJ Woro mpodimtro
0e3MneKn y JOPOCIUX Malli€HTIB.

Y 3BiTax mnpo MOOIYHI peakilii, OTPUMAHUX TIiJ] YaC IOCTMAPKETHHTOBOTO CIIOCTEPEKCHHS,
MOBIIOMJISUIOCS] TIPO YacTillle BUHMKHEHHS peakuiil y Miclli BBEACHHs NpenapaTy (Outb y Micmi
BBEJICHHS IIpenapary, peakilis y Miclli BBEJICHHS Mpenapary), a Takoxk peaxilii 3 00Ky mIkipu (BHCHII,
KPOIMB’sIHKA) y AiTed Ta miutiTKiB (< 18 pokiB) MOPIBHSAHO 13 JOPOCIUMH.

Jani nocnimpkeHb 3 0e3MeKd 3aCTOCYBaHHS JIIKapChKOro 3aco0y IITAM BIKOM J0 2 POKIB Hapasi
BiJICYTHI.

[ToBigOMJIEHHS PO Mi03PIOBaHi NOOIYHI peakKilii

[ToBiOMIICHHS ITPO TiO3PIOBaHI MOOIYHI PEaKIIiil MiCIIs CXBAJICHHS JIIKAPCHKOT0 3ac00Y JT03BUTLHUMU
OpraHaMl € BaXJIMBOK mporeaypor. lle mae 3mory 3ailiCHIOBaTH MOCTIHHHA MOHITOPHHT
CIIBBIIHOIICHHS KOPHCTI/PU3NKY 3aCTOCYBaHHS I[LOTO JIIKAPCHKOTO 3aco0y. MeawuHi MpariBHUKH
MOBUHHI MOBIIOMIIATH PO YCi MiI03pIOBaHi MOO1UH1 peakIlii uepe3 cucreMmy dpapMaKoHATISLY.

Tepmin npuoamnocmi.

Kaprpumxki — 2 poku.

OakoHH — 2 POKH.

TepMiH NpUAATHOCTI Micisl EPLIOr0 BUKOPUCTAHHS KapTpHDKa

TepmiH mpuAaTHOCTI IpenapaTy y KapTpHIKi Michs BIAKpUTTS — 28 1i0 32 yMOBH 30epiranHsi mpu
temmneparypi He Buie 25 °C. 3axuIaTti BiJl IeperpiBaHHs Ta NPSMUX COHSYHUX TPOMEHIB.
KapTpumxki, 1K1 BAKOPUCTOBYIOTHCSI, HE CJIIJI TPUMATH Y XOJIOJMIBHUKY.

TepMiH NpUAATHOCTI MiCHsl NEPLIOro BIAKPUTTS (iakoHa

TepMiH mpuaaTHOCTI mpenapary y (iaakoHi micis BIAKpUTTA — 28 110 3a yMOBH 30epiraHHsl IpH
temrneparypi He Bumie 25 °C. 3axuuiatu Biji neperpiBaHHs Ta NpSIMUX COHSYHUX MTPOMEHIB. 30epiraTu
(1aKoH y 30BHIIIHIA KAPTOHHIN yIaKOBIIl 3 METOIO 3aXHUCTY BiJ Aii CBITIA.

PexomeHyeThCs 3a3HaYaTH Ha €TUKETII JaTy MepIIOro BiIKPUTTA (IIakoHa.

YmoBu 30epiranns.

3b6epiecamu y neoocmynnomy ons oimetl micyi!

HeBiakpuTi KapTpuuKi

30epiratu npu temneparypi Bix +2 °C go +8 °C (y xononunbHuKy). He 3amoposxyBaTu!
He nomyckaTtu KOHTaKTy 3 MOPO3WJIBHUM BiIIUIEHHSAM a00 HAaKOMMUYyBayaMHU XOJIONY.
30epiratu KapTpu/K y 30BHIIIHIA KAPTOHHIN yIaKoBIIl 3 METOIO 3aXHUCTY BiJ J1i CBITJA.
Kaptpuxi micias nepuoro BUKOPUCTAHHS

YMoBU 30epiranHs AuB. y po3auii «TepMiH NpugaTHOCTI».

Hesiaxpuri duiakoHu

30epiratu npu temneparypi Bix +2 °C go +8 °C (y xonoauwibHuKy). He 3amoposxxyBaTu!
He nomyckaTu KOHTaKTy 3 MOPO3UJIBHUM BiJIUIEHHSAM a00 HAaKOMMMYyBa4aMHU XOJIOY.
30epiratu ¢1aKoH y 30BHIIIHIA KAPTOHHIN YIaKOBIIl 3 METOIO 3aXUCTY BiJ Jii CBITIA.
DrakoHM TicHs BIIKPUTTS

YMoBU 30epiranHs AuB. y po3auii «TepMiH NpugaTHOCTI».

Hecymicnicmo.
Lleit mikapcbkuii 3aci06 HEe MOXKHA 3MINIYBaTH 3 IHIIMMH JTIKAPCHKUMH 3ac00aMHu.



YnakoBka. 1o 3 mn y kaptpumki. [1o 5 kaptpumkiB y Oxicrepi, o 1 Gmictepy B madiii.
ITo 10 mn y dnakoHi. [To 1 ¢pmakony B maurii.

Kareropis Bizmycky. 3a perientom.

Bupoonuk.

biokon baiionomkuke Jlimiten.
Biocon Biologics Limited.

AT «Papmax».

Micue3naxonxeHHs1 BHPOOHHKA TA ajpeca Micls NPOBaKeHHs HOro AiJIbHOCTI.

biox Ne B1, B2, B3, Q13 od Q1 eng W20 Ta IOnit S18, ®sopct Pnoop, biaok B4, CnenianpHa
ekoHoMiuHa 30Ha, Jlinsaku Ne: 2, 3,4 ta 5, @aza |V, bommacanapa - [Ixirani Jlink Poyn, Bommacanapa
IToct, benranypy - 560 099, Iuais.

Block No. B1, B2, B3, Q13 of Q1 and W20 & Unit S18, 1st Floor, Block B4, Special Economic Zone,
Plot No: 2, 3, 4 & 5, Phase IV, Bommasandra - Jigani Link Road, Bommasandra Post, Bengaluru -
560 099, India.

VYxpaina, 04080, m. Kuis, Bysn. Kupunisceka, 74.

Jara octannboro neperisay. 20.06.2022.



