SATBEPIKEHO
Haxka3s MinicTepcTBa 0XOpoHH
300pOB’A YKpaiuu

10.02.2023 Ne 270
PeecTpaniiine nocBinuenns
NeUA/16774/01/01
IHCTPYKLIA
JJISI MeXHYHOTIO 32CTOCYBAHHA JIiIKAPCHLKOro 3ac00y
COJIIKBA
(SOLIQUA)

Cknao:

Oioua pewoguHa: IHCYIIH IMapriH, JIIKCHCEHAaTUI;

1 M1 posunHy Ajs iH’exuii Mictute 100 ouHMILEL iHCYJIiHY raapriHy Ta 50 MKT JliKCHCEHATHY;

1 WNpHU-pyYKa MICTUTB 3 MJI PO3UHMHY JUIA iH’€KLiH, Wo exsiBaaeHTHO 300 O. iHCY/iHY rapridy Ta
150 MKT JliKCHCEHaTHAY;

1 noxinka gosysanHs Bianosigae 1 On. iHcyniHy rnapridy Ta 0,5 MKr jJikcuceHaTuny;

Oonomixcni  peuwosunu: TiinepuH (85 %); MeTiOHIH; METaKpes3oN; LMHKY XJIOPHUI; KHCJIOTa
XJIOPUCTOBO/IHEBA, KOHIEHTPOBAHA; HATPIIO MAPOKCU; BOJA V1A iH’ €KUM,

Jlikapcoka gopma. Po3zdun Juid i’ €Ki,
OcHosni gizuxo-ximiuni enacmugocmi: 6e36apsHuil a60 Maiixe 6e36apBHUI pO34KH.

®dapmakoTepaneBTHIHA rpyna. Jlikapceki 3acobH, 0 3aCTOCOBYIOTECS NpPH LYKPOBOMY Aiaberi,
iHCYJIiHM Ta IXHi aHaJIOrH TPUBANoi Aii And iH’eKUiiiHOro BBEAEHHS.
Kon ATX: A10AE54.

DapMaKoNozZiuni 61acMUEOCHII.

Dapmarxodunamixa.

MexanisM aii. [Ipenapat ConikBa — 1ie KoMOiHallig ABOX AiFOYUX PEYOBHH i3 B3aEMOAONOBHIOIOYUMHU
MeXaHi3MaMH il Aj18 IoKpalleHHs KOHTPOJIIO TITiKeMil, a came iHCyJTiHy TiapriHy (aHanor 6a3albHOrO
iHCYJIiHY, TOJOBHOIO (YHKIIEIO SIKOTO € KOHTPOJIb PIiBHIB IVIIOKO3M B IUIa3Mi KpOBi HaTile) Ta
nikcucenaruny (aronict peuentopiB  I[TIII-1, romoBHOWO (QyHKLiEO AKOrO € KOHTPOJb
MOCTIPAHAIAIBHUX PiBHIB TJIIOKO3M).

Incyain rnaprig. HaiiBaxinpiinow Ii€r0 iHCYJiHy, B TOMY YHCIHi IHCYJiHY TNIapriHy, € peryJuiiisa
MeTabonisMy rimoko3u. IHCYJiH Ta HOro aHalord 3HMKYIOTH PiBEHb IMIOKO3U B KpOBIi 3a PaxyHOK

TKAHMHOM, 4 TAKOX IPUTHIYeHHS YTBOPEHHA IJIFOKO3M y mediHui. IHCYJiH DpurHidye mimonmiz ta
MIPOTEOJTi3, & TAKOXK CTUMYJIIOE CUHTE3 OiJIKiB.

Jlikcucenarun. JIIKCHMCEHAaTH]I € arOHICTOM pELENTOpiB rmokaroHonogibHoro nentumy-1 (I'TITT-1).
Peuentopu I'TIII-1 e mimennio npupoasoro I'TIII-1 — eHJOreHHOro ropMoHy iHKPETUHY, SKHif
MOTEHLIOE ITIOKO303aIEXKHY CEeKpelilo IHCYJIiHY B-KIITHHAMH Ta MPUTHIYY€e CEKPEIio TIOKAaroHy o-
KTITHHAMM MiIILTY HKOBOT 3aJI03H.

JlikcuceHaTu CTHUMYJIIOE CEKpelilo IHCYJiHy NP MiJBMINEHHI pIBHIB TITIOKO3M B KPOBi, He
BIJIMBAIOYH TIPH UBOMY Ha CEKpeLilo iHCyJIiHy IPY HOPMOTJIikeMil, 1o oOMexye pU3HK BUHHKHEHHS
rinormikemii. IlapajieqbHO MPUTHIHY€EThCA CEKpPelLis INMIOKAroHy. Y pa3i BUHMKHEHHS TIinoriikemil
pATYBaJIbHUM MEXaHi3M Yy BHIVIAAI cexpeuii rirokaroHy 36epiraetecd. [IpenpaHnianbHe BBEAEHHS
JIKCUCEHATUAY TAKOX CIOBINBHIOE CIIOPOXKHEHHA LUIYHKA, 3HWKYIOUH TaKUM YHHOM ILIBUAKICTH
abcopOLii Ta HAAXOKEHHS B CUCTEMY KPOBOOOIry INIIOKO3H, IO MICTHTBCA B DXKI.
DPapmaxoOuHamiuni egpexmu. :;w Mg

KomGidauis iHCynmiHy rnapriHy Ta JIKCUCEHaTMAY HE BIUIMBAE Ha qaap:uaxnm;;ﬁ{mi«'?"“i'ﬁéy“muy_
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BpaxoByroud BiTHOCHO MOCTiliHMHA NMpodifb «KOHLEHTpauis/yac» iHCYNiHy raapridy BOpOAoBxk 24
rogud 6e3 BHpaXEHWX [MiKiB MPU 3aCTOCYBaHHI Horo okpemo, mpodilik «WBHAKICTH YyTH/Ii3auUii
FIIIOKO3u/9ac» OyB MOAIOHUM MpU 3aCTOCYBaHHI KOMOiHAL{T iHCYIiHY IJ1apriHy Ta JTIKCHCEHATUY.
Iepioa aii iHcyniHiB, B ToMy uHci npenapaty CollikBa, MOJKE BiIpi3HATHCH Y Pi3HUX ocib i HaBiTh
6yTH pi3HUM B OAHiE€l i Tiel & ocobu.

IHCyJIiH raprid. 3a pe3yibTaTaMy KJIHIYHUX JOCIIIKEHD 13 3aCTOCYBaHHAM iHCYiHY riapriny (100
01/MJ1) LYKPO3HWKYBATbHUI edeKT Ha MOJIAPHiH OCHOBI (TOOTO NpH 3aCTOCYBaHHI OJHAKOBHX [03)
iHCyniHy miapriy mpu Horo BHYTPIIIHBOBEHHOMY BBEAEHHI € NPHOIM3HO TaKMM CaMHM, K
JIOJCHKOIO 1HCYITiHY.

JlikcuceHaTHA. 3a pe3ybTaTaMy 28-A¢HHOrO M1a1e60-KOHTPOJILOBAHOIO JOCHTIPKEHHS y MAaLli€HTIB 3
OyKpoBUM AiaGeToM 2 THIy 3acTOCYBaHHS JIKCHCEHATHAY B 1031 5-20 MKr NIpHU3BOAWIO [0
CTATMCTUYHO 3HAYYUIOTO 3HHMIKSHHS MOCTIPaHIiaTbHUX PIiBHIB IJIIOKO3M IMic/ns CHimaHKy, obimy Ta
Beuepi.

CrioposkHeHHsl minyHKa., ITicas BXKUBAaHHA CTaHAAPTHOI MideHOi NOCTiMKyBaHOI TKi B paMkax
3a3HAYEHOTO BMUIE JOCIIHKEHHS OyJI0 MATBepIKEHO, IO JTiKCHCEHATH]I CIIOBIIBHIOE CITOPOXKHEHHS
LWIyHKa, 3HIKYHOUYM TaKMM YHHOM LIBMAKICTE HOCTNpaHAianpHOi abcopOuii rmokosu. Edekr
CTMOBIJILHEHHS CIIOPOKHEHHS [IUTYHKA MIATPUMYBAaBCS 10 3aBEPLICHHS JOCTiIKEHHS.

Kniniana edekrupricts 1a Ge3neka. besneka Ta epekTUBHICTh 3acToCcyBaHHA Npenapary Conikea
CTOCOBHO KOHTPOJIIO TJTiKeMii OLIiHIOBAJIMCh Y TPbOX PaHAOMIi30BAaHMX KIIHIMHHX JOCHIIKEHHSX 32
YYacTIO MAIiEHTIB 3 LyKPOBUM JiabeToM 2 TuILy:

« JlogaBaHHs 10 MeTopMiHy (mamieHTaM, O HE OTPUMYBAIH IHCYJIiH).

 Tlepexin Bix 6a3anpHOTO iHCYJIiHY.

e TIlepexin Big aronicra peuentopis I'TII-1.

V KOXHOMY 3 JOCHi/UKeHb 3 aKTUBHUM KOHTPOJIEM JIiKyBaHHs JikapcbkuMm 3acobom Conikpa
NpHU3BOOMIIO 10 KIIHIYHO Ta CTATUCTHYHO 3HAYYIOTO MOKPALIEHHs PiBHIB IIIKOBAHOIO reMOrIobiHy
(HbAlc).

Jocsarnenns Hix4yux piBHiB HbAlc Ta mocarHeHHs Oinbll 3Ha4HOro 3HMKeHHs piBHiIB HbAlc He
NpU3BOAWIO 10 30iNbIIEHHS 4acTOTH BMHMKHEHHA TiNONIIKeMii Npu KoMOiHOBaHOMY JIIKyBaHHI
HOPIBHSAHO 3 MOHOTEPAITIEI0 iHCYJIIHOM Iy1apriHoM (auB. po3ain «[lobiuni peakwii»).

B pamkax KIiHIYHOTO HOCTIIUKEHHs 3 JO0JaBaHHAM INpenapary n0 MeTGOpMiHy JIiKyBaHH:
PO3MOYMHAIIOCH 3 103, 110 AopiHIoBana 10 noginkam mo3yBanns (10 OnMHULE IHCYITiHY IJIapriHy Ta
5 MKr sikcuceHaTHay). B paMkax KIiHIYHOrO ZOCHIIKEHHS 3 MEepexo[oM BiJ 0a3aJbHOro iHCYyJIiHY
rouatkoBa fo3a craHoBuna 20 moainok nozyBaHHs (20 ommHWUE iHCYJNiHY riapriny Tta 10 Mkr
nikcucenaruay) abo 30 moainok no3yeaHHs (30 oAMHULB iHCYTiHY I1apridy Ta 10 MK JliIKCHCEHATHITY )
(amB. po3ain «Crocib 3acTocyBaHHs Ta JO3HM») 3aJIEKHO Bill MONEPEAHbOro N03yBaHHA iHCyniHy. B
060X JOCHiIHKEHHAX TUTPYBaHHS A03yBaHHs 3IIMCHIOBAIOCH OJWH pa3 Ha THKIECHb 3 YpaxyBaHHIM
piBHIB IJIFOKO3H B IJIa3Mi KPOBi HaTIIIE, IO BU3HAYAIMCh CAMOCTIHHO.

Jonapanus 10 MeTopMiHy (MatieHTaM, 1o He OTPUMYBAJIH IHCYIIiH)

Kniniune docnidocens 3a ywacmoo nayicHmia 3 yykpogum oiabemom 2 muny, 8 Akux Ha poHi NikysanHs
nepopanbHuM NpomMudiabemuyHuM Npenapamom He  BiOSHAYANOCh  HANEMHCHO20  KOHMPOIIO
3axeopiosarts. Bcboro B paMkax BikpuTOro 30-TH:KHEBOrO MOCIIIKEHHS 3 aKTMBHUM KOHTPOJIEM
Oyno pangoMizoaHo 1170 mauieHTiB 3 1ykpoBHM AiabeTomM 2 Tumy [Jid OLIHKM €(pEKTUBHOCTI Ta
Oesmexn 3acTocyBaHHs mpenapaty CosikBa IOpPIBHSHO 3 OKPEMHMMH KOMIIOHEHTaMHU — iHCYJIiHOM
riaprinoM (100 og/min) Ta gikcuceHaTHAOM (20 MKT).

IMauieHTH 3 LYKpoBUM niabeToM 2 Tumy, SKi OTpUMyBanu MeTQOpMIH SK MOHOTepamito abo B
koMbiHalii 3 iHIIMM I[EPOPTLHAM MNPOTHUAIAOSTMYHMM TMpenaparoM, SIKUM Mir OyTH mpemnapar
cynb(OHIICEYOBHUHY, TIIiHIA, iHribiTOp HaTpi3anexHoro KoTpancnoprepa rmokosu-2 (H3KTI-2) abo
inribirop munentumwmentuaasu-4 (AII1-4), Ta y SKkMX HE BiA3BHA4YaNOCh HAJEKHOTO KOHTPOJIIO
3axBOproBaHHA Ha GoHi Takoro sikyBaHHA (piBHi HbAlc konueanucek B Mexax Bin 7,5 % no 10,0 % y
NALI€HTIB, 9Ki paHille OTPUMYBaId METQOPMIH SK MOHOTeparito, Ta B Mexax Bifg 7,0 % 100 9,0 % y
NALi€HTIB, AKi paHiule OTPUMYBaNH JKyBaHHA MeTPopMiHOM B KoMOiHaWii 3 iHLIMM NepopalbHUM
npotuaiabeTHMHUM npenapartoM), OylM BKIXOYCHI y BCTYNHMH INepiof TPHMBANCTIO 4. «PMiKHi;
Brnpoaosx wiei BCTymHoT ¢a3u 3aificHIOBaNachk ONTHMi3allid JIiKyBaHHA MeT(bopMmom..a npuno&r
IHIUMX NEepopaIbHUX NPOTHAIabeTHYHHUX MNpenapaTiB NpHNuHABCA. B KiHui BLT)’IIHDI‘B nepmﬂ}
MALi€HTH, B AKUX [IPOIOBXKYBABCS Bil3HAYATHCHh HEHAJISKHUH KOHTPOJIb 3aXBOPIOBAHHS (plﬁi—ll‘.HbAlew




KoJMBaIMch B Mexax Bifl 7 % mo 10 %), Oynu paHIOMI30BaHi B IPYNH, sIKi OTPUMYBAIH TpENapar
Couiksa, iHcyitin riaprin abo nikcucenarua. 3 1479 nauieHris, ki 6ynu BKIOUEH] y BCTynHY ¢asy
nociimkenHs, 1170 6ynu pangomizopadi. ['OTOBHUMM NPUYMHAMY, AKi HE O3BOJISLIM BIIIOUUTH
Nali€HTiB y paHaoMizauiiiHy ¢asy aocnifxeHHs, OyJd piBHI IIIOKO3M B IUIa3Mi KpOBi HaTIe
> 13,9 mMonb/n Ta pieHi HbAlc <7 % ab6o > 10 % B KiHLli BCTYIIHOI Qa3H AOCIiAKEHHA.
XapakTepUCTHKH MOIYJIALIT paHAOMI30BaHHX NALliEHTIB 3 LyKPOBUM AiabeToM 2 Tumy 6yJid TAKMMU:
cepenHiit Bik craHoBUB 58,4 poKy, Ipu LiboMy Bik 6inpmocTi nauientis (57,1 %) cranosus Bix 50 mo
64 pokis; 50,6 % nauieHTiB OyJIM 40JI0BiKaMH; cepeaHii iHaekc Macu Tina (IMT) Ha BUXigHOMY piBHI
crasoBuB 31,7 kr/m2, npu usoMy y 63,4 % nauientis IMT cranosus > 30 Kr/M%; cepeiHs TPUBATICTh
1ykpoBoro niabery craHoBuna npu6iusHo 9 pokiB. Merdopmin 6yB 060B’A3K0BOIO ()OHOBOK
Tepamicro, a 58 % TallieHTIB OTPUMYBAIM HA CKPUHIHTY TaKOX IHIMA nepopaibHuit
NpoTUAiabeTHYHUIA Tpenapar, SIkuM y 54 % nauieHTis 6yB npenapar cyJIb(OHIICEYOBHHH.
Ha tuxni 30 gikyeanHs npenaparoM CollikBa CHOCTEpIranocs CTaTUCTUYHO 3HAYYLIE [TOKPAIEHHS
pienis HbA1c (p-3HaueHHs < 0,0001) nopiBHAHO 3 TAKKAM Yy pa3i 3aCTOCYBaHHs OKPEMUX KOMITOHEHTIB,
3a pesy/nbTaTaMi TIONMEPENHBO BH3HAYEHOTO aHali3y 1€l MepBMHHOI KiHLEBOI TOYKM BiJ3Ha4eHi
BiZIMIHHOCTI y3ro XKy BaJTUCh cTOCOBHO BUXinHUX piBHiB HbAlc (< 8 % abo > 8 %) abo nepopanbHOro
npoTHAiaGeTHYHOrO JIIKYBaHHS Ha BUXiZHOMY piBHi (MeTopMiH Ak MOHOTepamnis abo y komOiHanii 3
{HIIMM MEPOPaTBHUM MPOTHAIA0€TUYHUM NPENAPaTOM).
Indopmaliis o0 iHIMX KiHIEBUX TOYOK JOCIiIKEHHs HaBeeHa HUKYe B Tabnuui 1 Ta Ha pUCYHKY
1.

Tabmuus 1
PesynbTaTH KJIIHITHOrO JOCTiIkeHHA 3 A0JABAHHAM Ipenapary a0 MeTdopminy Ha THxHi 30
(nonyjsuis nANi€HATIB, AKi OTPHMAJIA JiKYBaAHH)

Iloka3HHK l'ICpeu_apaT Incynin rnaprixJ Jikcncenarng
0JIiKBa
KinbkicTh mnanienTis, ski oTpuMann 468 466 233
JIKYBaHHA
Pisens HbAlc (%)
Buxiguuii piBeHb (cepeqHe 3HAYEHHH, 8,1 8,1 8,1
micis BCTynHOI (asn)
3aBepiieHHS OOCTIIKEHHA (CepelHe 6,5 6,8 7,3
3HAYEHHs)
3MiHa ITOPiBHAHO 3 BUXIOHUM piBHEM, -1,6 -1,3 -0,9
BHU3HA4YEHA METONOM HaWMEHIIUX
KBajpaTiB (cepeIHE 3HAUYCHHS)
BinMiHHICTH MHOpPIBHAHO 3 IHCYJIIHOM
rJ1apriHoM -0,3
[95 % nmoeipuwmii iHTepBa] [-0,4; -0,2]
(p-3Ha4Y€HHS) (<0,0001)
BigminHicTb MOPiBHSAHO 3
JIIKCUCEHATHUIOM -0,8
[95 % noripuwmii iHTepBan] [-0,9; -0,7]
(p-3HaueHHd) (< 0,0001)
Kinekicte mauientis (%), y skux Oynu 345 (74%) 277 (59%) 77 (33%)
pocarnyTi pisHi HbAlc <7 % Ha THXHI
30*
PiBenb I110K03H B MJa3Mi KpoBi Hatme (MMO0Jb/JT)
Buxiguuii piBeHb (cepenHe 3HaYCHH) 9,88 9,75 9,79
3aBepleHHS OOCHIIKEHHA (CepenHe 6,32 6,53 8,27
3HAYEHH)
3MiHa MOPIBHAHO 3 BUXIZHHMM piBHEM, -3,46 -3,27 D I
BU3HAYeHa  METOIOM  HaNMEHIUMX T A ~%
KBaapariB (cepeHE 3HAYEHHS) \i




3miga  MOpiBHAHO 3 iHCYJIIHOM
rJIapriHoMm, BU3HA4YCHa METOAOM
HaliMEHIINX KBaJIpaTiB (cepenne
3HAYeHH:) -0,19
[95 % noeipuwuii iHTepBa] [-0,420; 0,038]
(p-3HaueHHA) (0,1017)
3MmiHa TIOPIBHAHO 3 JIKCHCEHATHIOM,
BH3HAaU€HAa  METOJOM HalMEeHINX -1,96
KBajpariB (CepeHE 3HaYEHH) [-2,246; -1,682]
[95 % nmowipuuii iHTepBan] (<0,0001)
(p-3HaYEeHHS)
IMocTnpanaianbHEi piBeHb III0KO3H Yepe3 2 roAHHHA Nic/aa npuiiomy ki (Mmoan/m)**

Buxignuii piBeHb (cepeHE 3HAYEHHS) 15,19 14,61 14,72
3aBepiieHHS JOCTIIPKEHHS  (cepedHe 9,15 11,35 9,99
3HaYeHH:)

3MiHa TOPIBHAHO 3 BHUIXiOJHUM piBHEM, -5,68 -3,31 -4,58
BU3HAYEHA  METOIOM  HaiiMeHHMX

KBaJ[paTiB

3MiHa  MOpIBHSAHO 3 iHCYJIHOM

rJ1apriHOM, BHU3HAYeHa METO/IOM

HalMEHIINX KBaIpaTiB (cepenne

3HA4YEeHH:) -2,38

[95 % nomipunii iHTepBan] [-2,79; -1,96]

3MmiHa TOPIBHAHO 3 JIIKCHCEHATHOM,
BH3HAYe€Ha  METOIOM HaliMEeHIINX

KBaJIpariB (cepeaHe 3HAUECHH:) -1,10

[95 % poeipuuii iHTepBan] [-1,63; -0,57]
Cepeann Maca Tija (kr)

Buxingauii piBeds (cepeHe 3HAYEHHS) 894 89,8 90,8

3MiHA TMOpPIBHSAHO 3 BUXIOHUM piBHEM, -0,3 1,1 -2,3

BU3HAYE€HA  METOAOM  HaliMeHIIMX
KBagpaTiB (cepeqHe 3HaYSHHS)

ITopiBHAHHA 3 IHCYJIIHOM TJIapriHOM -14

[95 % moBipuwmii iHTepBaI] [-1,9; -0,9]

(p-3HaYeHHS) (< 0,0001)

ITopiBHAHHS 3 JIKCHCEHATHIOM 2,01

[95 % moipuumii iHTEepBaN]* [1,4;2,6]
Kinbkicrs manieHtis (%), y AkKBX 0yan 202 117 65
nocarnyti pisui HbAlc <7,0 % Ge3 (43,2%) (25,1%) (27,9%)

NPUPOCTY MACH Tina Ha THKHI 30
[TponopuiiiHa BiAMiHHICTE IOPIBHAHO 3

iHCYJIIHOM riapriHomM 18,1

[95 % nmoeipuwmii iHTEpBaI] [12,2; 24,0]

(p-3HauEHHA) (< 0,0001)

IponopuiiiHa BiIMIHHICTb MOPIBHAHO 3

JIIKCHCEHAaTHUAOM 15,2

[95 % nmosipuwmii iHTepBai]* [8,1; 22,4]
JloGoBa 1032 iHCYJiHY ryIapriny

Ho3za incyniny Ha THkHiI 30, BU3Ha4YeHa 39,8 40,5 He 3acTocoBano

METOJOM  HaliMEHIIMX  KBaJpaTiB
(cepenHe 3HAYCHHSA)

* He BKJIFOYEHO B MONEPEIHRO BU3HAYEHIH MPOLEAY Pl AOCITiAKEHHS MOCTYMOBOIO 3uﬁ"meﬁ+iﬂ pLB,_H]B
** TJocTnpaHaianbHUN piBeHb [VIIOKO3H 4€pe3 2 FOAUHHU MiC/sd MpuioMy ixKi Mll;yﬁ‘:lpigeﬂb rmoxdsu- :
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Pnc. 1. Cepenni piBai HbAlc (%) na BisHTax nporsarom 30 THKHIB JiKyBaHHS

V narnjentie rpynu npenapatry CojlikBa BiJ3HaY€HO CTATUCTUYHO 3HAYyIle OiNblle 3HWMKEHHA
cepeaHbpOro NMpo¢iTo piBHIB MIIOKO3W B IJIa3Mi KPOBi, 110 BU3HAYAJIMCH CaMOCTIi{HO Ha 7 4acOBHX
ToYKaX, BiJ BUXigHOro piBHs mo TkHs 30 (-3,35 MMOJIB/IT) IOPIBHAHO 3 MALlIEHTAMH IPYIH iHCYIIIHY
raapriny (-2,66 MMONB/JT; BiaMiHHICTE -0,69 MMOIB/NT) Ta 3 MallieHTaMK TpynH JikcuceHaTundy (-1,95
MMOJIB/T; BigMidHicTh -1,40 MmMoae/m) (p < 0,0001 mns o6ox nopiBHsAHB). Ha BCix 9acoBHX TOYKax Ha
TikHi 30 cepemHi piBHI DIIOKO3W B IuIa3sMi KpoBi Oynau HK4YMMM B rpyni npemnapary Comiksa
HOPIBHAHO SIK 3 TPYIIONO iHCYJIiHY IIapriHy, TaK i 3 IpyTo0 JiIKCUCEHATH/y, 32 BUHATKOM TiJIbKM PiBHIB
IVIIOKO3M IIepe]] CHiJaHKOM, sIKi Oyyin momibHuMH B rpymi jikapcekoro 3aco0y Cosiksa Ta B rpyni
iHCYIiHy raprify.

[epexio gid bazaibH020 IHCYATHY

Kniniune 0ocniodcenns 3a yHacmio nayicnmia 3 yykposum diabemom 2 muny, 8 AKUX Ha QOHI NIKYBAHHA
bazanvHuM IHCYIIHOM He GIO3HAUANOCH HANENHCHO20 KOHMPONIO 30X80PI0BAHHS

3aranoM 736 namieHTiB 3 ILYKpoBUM aiabeToM 2 THITy B3sJIM y4YacTb B paHaoMizoBaHoMy, 30-
THXHEBOMY, 3 aKTUBHUM KOHTPOJIEM, BiIKPHUTOMY, 3 2 'pyllaMHU JIiKyBaHH:, B MapajefbHUX rpymax,
0araToleHTpOBOMY OOCTiIKeHHI edexkTHBHOCTI Ta 6e3nekH 3actocyBaHHA npenapary Coiiksa
MOPiBHAHO 3 iHCYJ1iHOM rnaprinoM (100 on/mi).

CKpYHOBaHI Nal[ieHTH 3 LYKPOBMM JiabeToM 2 THITy OTpUMYBanu 6a3aibHHH iHCYJIIH BIIPOJOBIK
moHatiMeHnie 6 micauiB B cTabinbHiil goGoBiil mos3i Big 15 mo 40 MO sk MoHorepamito abo B
koMOiHamii 3 omgHMM abo ABOMa MEPOPaTbHUMHU IMpOTHAiabeTUYHUMHU MpenaparaMu (MeT(hOpMiH,
npenapar cyabdoHiicedoBUHY, riHig, iHribirop H3KTI-2 abo inri6itop JI1I1-4), npu upoMy piBHi
HbAlc y Hux cranoBwid Bif 7,5 % no 10 % (cepensiii piBens HbA 1c na ckpuHinry craHoBuB 8,5 %),
a piBHi IJIIOKO3M B IWIa3Mi KpoBi HaTiie cTaHoBHIM < 10,0 Mmoue/n a6o < 11,1 MMOJB/JT 3aJ1€2KHO Bif
NONePeAHBOro MPOTUAIabeTUIHOrO JIIKY BAHHS.

ITicns cKpUHIHTY TIALiEHTH, AKi OyIM BU3Ha4eHi MPUIATHUMU AJI8 Y4acTi B AocHimkeHHi (n = 1018),
BKJTIOYAJIUCh B O-TIXKHEBY BCTYNIHY (a3y, BIPOJIOBK SKOi BOHH MPOIOBKYBAIH OTPUMYBATH IHCYJIiH
rnaprin abo Oy nepeBedeHi Ha JiKyBaHHS iHCYJIIHOM IJIApTiHOM Y pasi, SKIIO BOHM OTPHMYBAU
iHWwMit 6a3anbHUN HCYIIIH; MPH LBOMY 3A4iHCHIOBAJIOCH THTPYBAaHHA/CTabLTi3allig 103U iHCYIIiHY Ha
doni iponoBxkeHHs Teparlii MeTGOpPMiHOM (AKLIO BiH mpuiiMaBcs A0 Uporo). JIikyBaHHSA OY ib- HP\HMN
IHIIMMH EPOPATLHUME NPOTHAIaGeTHYHUMH NpenapaTamMu OyJ10 MPUIMHEHE.

ITicns 3aBepuIeHHs BCTYTTHOTO Nepioay nauieHTH, y skux pieHi HbA 1c¢ cranoBmy Big 7 JI(] lﬁ %. p’JBH'F
[IIOKO3M B ILIa3Mi KpOBi HaTiie craHoBWIM < 7,77 MMmonb/n, a nobosa xo3a mcvay mapnuy




cranoruna Big 20 go 50 oguHuMue, Oy paHAOMI30BaHI B rpymny npenapary Coumiksa (n = 367) abo B
rpyiy iHcyJiHy raapridy (n = 369).
XapaKTepUCTUKHY MO LT paHAOMi30BaHKX MALEHTIB 3 LyKPOBMM AiabeToM 2 TUly Oy/Iv TAKUMM:
cepenHiii Bik craHoBuB 60,0 poky, Ipy 1IbOMY Bik 6inbmocTi nauienTis (56,3 %) ctaHoBus Bix 50 10
64 pokis; 53,3 % nauieHTiB Oyu xiHouoi cTaTi; cepeanii inaekc macu tina (IMT) Ha BuxiaHOMY piBHI
cranoBue 31,1 kr/m?, mpu ubomy y 57,3 % nauientis IMT craHoBuBs > 30 Kkr/m%; cepeHs TPUBAIICTH
yKpoBoro giabery cTaHOBHIA NPUOM3HO 12 POKiB, a Cepe/iHs TPMBANIICTD MOTEPEAHBOTO JIIKY BAHHS
6a3abHUM iHCYJIIHOM — npuGIu3HO 3 poku. Ha ckpuHiHry 64,4 % nauieHTiB Ak 6a3aJbHUI iHCYITIH
oTpuMyBan¥ iHCymiH rmaprid, a 950% oTpuMyBanM NpUHaAMHI OIMH  TEPOPATBHUM
MpOTHUAIa0e THUHWH ITpernapar.
Ha tuxni 30 nikyBanHsa npenapatoM CorikBa cHocTepirajocs CTATUCTUYHO 3HAYyINE MOKPaLEHHA
pienis HbA1c (p-3HaueHHs < 0,0001) NOPiBHAHO 3 TAKMM Y pa3i 3aCTOCYBaHHS iHCYJIiHY IJ1apriHy.
IHdopmalis mOAO IHUIKMX KiHLIEBUX TOYOK JOCITIKEHHS HaBeeHa HIKYe B TabIMLI 2 Ta HAa PUCYHKY
2.

Tabnumng 2
Pe3yabTaTH KJIIHIYHOIO JOCTi:KeHHS cepel NaNiCHTIB 3 MyKPOBAM JialeToM 2 THNY, B AKHX HE
BiI3HAYABCH HAJEXKHHA KOHTPOJIL 3aXBopIOBaHHA HA (oHi JikyBaHHA 0a3albLHHM iHCYyJiHOM,
Ha TIokni 30 (nonynsinis manicHTie, AKi OTPAMAJIH JIIKYBAHHA)

Moxasau Hpell.apaT Incynin rnaprin
CoJikBa
KinbkicTh HamieHTIB, AKi OTPUMAJIH JiKYBAHHA 366 365
Pisens HbAlc (%)
Buxinuuit piBeHp (cepenHe 3Ha4Y€HH:, INCIA BCTYNMHOT 8,1 8,1
dasu)
3aBepuieHHs JiKyBaHHs (cepeaHe 3HaYeHH:) 6,9 7.5
3MiHa TOpIBHAHO 3 BMXiAHUM piBHEM, BH3HAYeHA -1,1 -0,6
METOJIOM HaliMEeHITHX KBaJApaTiB (cepeHe 3HAYECHHSA)
BiamiHHiCTE MOPIBHAHO 3 1HCYJIIHOM ITIapriHOM -0,5
[95 % nowipuwmii inHTepBaI] [-0,6; -0,4]
(p-3Ha4YEHHA) (< 0,0001)

Kinekicts namientis [n (%)], y Skux Oyau JOCSTHYTI 201 (54,9 %) 108 (29,6 %)
pieHi HbAlc < 7 % Ha TrokHi 30*
PiBeHb III0KO3H B IU1a3Mi KPoBi HaTime (MMOJIL/T)

Buxinuuii piBeHs (cepeqHE 3HAYCHHS) 7,33 7,32
3aBeplUeHH JOCTIIKeHHS (CepeJHE 3HAYEHH) 6,78 6.69
3MiHa IMOpIBHAHO 3 BHXIiZHHUM piBHEM, BU3HA4Y€Ha -0,35 -0,46
METOJ0M HalIMEHIINX KBaJgpaTiB (CepeHe 3HAYeHH )
BiamiHHICTE IOPIBHAHO 3 IHCYNIIHOM TIapriHOM 0,11
[95 % noBipumii iHTepBaJI] (-0,21; 0,43)
IocTnpangialbHAl piBeHDb INIIOKO3H Yepes 2 rogdHd micjsa npuiiomy ki (MMoab/m)**
Buxinuuii piBeHs (cepeHe 3HAYEHHSA) 14,85 14,97
3aBepiueHHs JOCiIKeHH (cepeHe 3HAUeHH ) 9,91 13,41
3MiHA MOPIBHAHO 3 BHUXIAHUM piBHEM, BH3HAYeHA -4,72 -1,39
METOIOM HalMEeHIIUX KBaApaTiB (cepeIHE 3HAYESHHS)

3MiHa MOpIiBHAHO 3 iHCYJNIHOM TIJIapriHOM, BH3HaY€Ha

METOJOM HaMEHUIMX KBaJPaTiB (cepeqHe 3HAYEHHS) -3,33

[95 % noBipuuii iHTepBa] [-3,89; -2,77]
Cepenns Maca Tija (kr)

Buxiguuit piBeHb (cepeqHe 3HAUSHH) 87,8 87,1

3miHa IMOPIBHAHO 3 BHXIAHMM pIBHEM, BM3HauyeHa -0,7 0,7

METOHOM HaliMEHIIUX KBaApaTiB (cepeqHe 3HAYSHHS)

W

A

(p-3Ha4YeHHS) (< 0,00013%
_ ‘-:6..“_1.

Auphy

IMopiBHSHHS 3 iHCYJIIHOM IJ1apriHoM 14 g S
[95 % nmoipuwmii iHTEpBan] [-1,8; -0,9] O

¥
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Kinbkicrs nanieaTis (%), y AKX 6y/iH JOCATrHYTI piBHI 125 49
HbA1lc < 7,0 % 6e3 nupupocTy Mach Tijia Ha THkHi 30 (34,2 %) (13,4 %)
IMponopuiiiHa BiAMIHHICTE NOPIBHAHO 3 iHCYJiHOM
[JIapriHoM 20,8
[95 % nmoipuuit inTepBai] [15,0; 26,7]
(p-3Ha4YeHHH) (< 0,0001)
JloGoBa 1034 iHCy iRy raapriny
BuxinHuii pieHb (cepeHe 3Ha4EHH) 35,0 35,2
Kinnena Touka (cepeIHe 3HAUCHHS) 46,7 46,7
3mMiHa go3m iHCYNiHY Ha TxHi 30, BU3HaUeHa METOAOM 10,6 10,9
HalMEHIINX KBAApaTiB (CepeHE 3HaYEHHS)

* He BKJIIOYEHO B ITOTIEpEIHBO BU3HAUYCHIH MpoLeypi JOCiKeHHS IOCTYIOBOTO 3HIKEHHS PiBHIB.
** [TocTnpaHAiaIbHUIA PiBEHb ITIIOKO3H Yepe3 2 FOAMHU MiCJA MpuioMy iXi MiHYC piBEHB INIIOKO3H
nepes npuiioMoM DKi.
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Puc. 2. Cepenni piBai HbAlc (%) na Bizutax nporsarom 30 ThkuiB NikyBanHs

Hepexio sid aconicma peyenmopis I'T11T-1
Kniniune docnioxcenns 3a yuacmio nayieHmia 3 yykposum oiabemom 2 muny, 8 AKUX HA YOHI TIKYBAHHS.
azonicmom peyenmopig I'TIII-1 e 8i03HAYANOCL HANEICHO20 KOHMPOIO 3AX8OPIOBAHHS

EdekruBHicTh Ta Oe3neka 3acrocysanHs npenapaty Cosliksa B OpiBHAHHI 3 HE3MiHEHUM MOMNEpeIHIM
nikyBaHHsaM aroHictom peuenropie [I'TIIT-1 Oyau BHUBYEHi B 26-TIXKHEBOMY DPaHIOMi30BaHOMY
BiIKpUTOMY JOCITiIKEHHI. Y HociikeHHi 6pany ydacTh 514 narieHTis i3 yKkpoBuM giabeToM 2 THIy,
B SAKMX He BiJ3Hayajnocsd HajiexkHoro koHTpomro (piBeHp HbAlc Bim 7% nmo 9 % BKIOUYHO)
3aXBOPIOBAHHS T4 AKi OTPUMYBaJIH JIIKyBaHHA JIiparayTHI0OM ab0 eKCeHaTHIOM NPOTAroM He MeHIe 4
MicauiB abo oyaarnyTHOOM, anOirTyTHAOM abo €KCeHATUIOM 3 MPOJIOHrOBaHUM BHBINBHEHHSM
HpPOTAroM He MeHIle 6 MicdAliB (yci npenapaTd BBOAWJIMCA B MaKCHMalbHIii nepeHocuMil 103i) i
MeThopMiHOM y BUIJIALI MOHOTepamii a0 B MoOeJHAaHHi 3 MiOrNiTa30HOM, IHriGiTOpOM HaTpiii-
IJIIOKO3HOTO KoTpaHcnoprepa-2 abo 3 oboma. Binibpani nauwientu Oynm paHHOMI'}DBaHI abo_ans
npuiiomy npenapaty Cosikea, abo 1711 NPOJOBKEHHS NPUIHOMY NOMEPEIHbOro aromg:ra .pentm'gpza
['TIT-1 Ha AOAATOK A0 MONEPEAHBOrO NEPOPAIEHOTO NPOTHAIAOETHYHOTO MKy BAHHS,: & N
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Ha ckpuninry 59,7 % cy6’exTiB orpuMyBayiy arosict peuenropis ['TIIT-1 oaun pas abo ABidi Ha eHb,
a 40,3 % otpuMyBanu aroHict perenropis ['TIII-1 ogun pa3 Ha THxaeHb. [1in 4ac ckpuHinry 6,6 %
cy6’ eKTiB OTpUMYBAIH MioryiTaszoH, a 10,1 % — iHri6iTop HaTpil-IIIIOKO3HOTO KOTPaHCIOpTepa 2-ro
Tuny B koMOiHamii 3 MerdopmiHOM. XapakTepUCTMKM MOIMYNALii JOCHIKEHHs OyIM TakuMH:
cepeniii Bik craHOBHMB 59,6 poky, 52,5 % cy6’€KTiB CTaHOBHIIM YOJOBIKH, CEpeIHA TpI/IBaJIiCTB
LLyKPOBOI'O niabety craHoBuia 11 pokis, cepenHs TPUBAIICTE MONEPEAHBOTO JIIKyBaHHS aroHicTaMH
peuenTopis I'TII-1 cranosuna 1,9 poxy, cepenniit IMT cranoBuB npubnmsHo 32,9 kr/m?%, cepeas
plLIK® cranosuna 87,3 mi/xe/1,73 M i 90,7 % nauientis manu pLIIK® > 60 Mi/xB.
Ha mwxni 26 nikyBaHHs nperniapatoM CofikBa croctepiranocs CTaTHCTHYHO 3HAYyLle MMOKpalleHHA
pisHiB HbAlc (p < 0,0001). ITonepeaHso BU3HAYEHHMIA aHAMI3 MiATUITY aroHicta peuenTopis I'TIII-1
(onuH/gBa pasu Ha AeHb abo IIOTHXKHA), BUKOPHCTAHOTO IiJ 4ac CKPHMHIHTY, MOKa3aB, IIO 3MiHa
HbA 1c Ha TrokHI 26 6yJ10 aHATIOTTYHOIO )15 KOXKHOT HIATPYIIH i Y3roAXKYEThC 3 NEPBUHHUM aHAJIi30M
Juia Beieil momyssii. Cepenns no6osa no3a npenapaty CoJjiikea Ha THXHI 26 cTaHOoBMIA 43,5 NOAIKA
JIO3YBaHHS.
Indopmaris WORO {HIIKX KiHUEBUX TOYOK JOCIIKEHHA HABECHA HIDKYE B Tab/uLi 3 Ta Ha PUCYHKY
3.

Ta6bnumg 3
Pe3y1bTaTH KJIHIYHOro JOC]IikeHHS 32 y9acTIO NaNieHTIB i3 mykpoBHm giaGerom 2 Tamy, B
fAKHX He BiI3HAYaBCA HAJNEKHHIA KOHTPOJb 3aXBOPIOBaHHA Ha (¢oHi JdikyBaHHSI aroHicramm

enentopis I'IIT-1 Ha TuskHi 26 (monyaanis nauieuTis, AKi OTpHMAINR JiKYBAHHA)

. Aromnict penenrtopis
Hoka3uuk ConikBa Fl'II)H-l p

K'i.]'leiCTb nANiCHTIB, fAKI OTPHMAJIH 259 253
JKyBaHHSA
Pisenn HbAlc (%)
Buxinuuii piBeHb (cepelHe 3HA4YEHHA, MIC/IA 78 78
BcTyIHOI (hasu) ’ ?

3aBepineHHs JiKyBaHHS (cepefHe 3HAYCHHs) 6.7 7.4

3MiHA TMOPIBHAHO 3 BHUXIIHUM DiBHEM,

BM3HAYEHA METOJOM HaliMEHIIMX KBaJparTiB -1,0 -0.4

(cepenHe 3HaYECHHA)

BigMiHHICTE  TOpPIBHAHO 3  arOHICTOM
peuenropis I TIT1-1
(95 % 1] —0,6 [-0.8; —0,5]
(p-3Ha4eHH:) (< 0,0001)
Kinbkicre mamienriB [n (%)], y axux Oyan 156 (61.9 %) 65 (257 %)
nocaruyti pisai HbAlc <7 % ua ThHxni 26 ’ ’
ITponopuiitHa BiAMIHHICTE MOpPIBHSHO 3
arIc))Hicfom peuernrropie I'TITT-1(95 % JII) 36:1.501(28.1 s S101%)
p-3HaYEHH < 0,0001
PiBeHb III0K03H B IJIa3Mi KpoBi HaTIe (MMOJIL/JT)
Buxinuuii piBeds (cepeaHe 3HAUCHHA) 9,06 9,45
3aBepieHHA JOCIIIKeHHS (cepenHe 6.86 8.66
3HAYEHHA)
3MiHa TNOpIBHSHO 3 BHUXIJHUM DpIiBHEM,
BHU3HA4Y€HA METOAOM HaWMEHIUMX KBaApaTiB -2,28 -0,60
(cepenHe 3HAYESHHSI)
BigMinpicTe  mOpiBHAHO 3 aroHICTOM

peuenropis no ['TII-1 -1,67

[95 % ] [-2,00; —-1,34]

(p-3HauYeHH:) (< 0,0001)
Mocrnpanaiaabuuil piBeHb ITI0K03H Yepes 2 TOAHHH Nicas npaiomy ixi (MMoan/n)*
Buxinnuii piBeHs (cepeqHe 3HaYCHHS) 13,60 13,78, »aie
3aBeplieHHs OCHIIKEeHHA (CepeHE 3HAaUCHHS) 9,68 12,59 A N
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3MiHa MOPIiBHAHO 3 BUXiAHUM piBHEM, BU3HaUeHa
METONOM HaliMeHIIWX KBaapaTiB (CepemHe -4,0 -1.11
3HAYEHHS)
3MiHa TIOpiBHSHO 3 AaroHICTOM peUENnTopiB
I'TITI-1, Bu3HayeHa METOAOM HaMMEHIIINX
KBaJIpaTiB (cepenne 3HAYEHHA) -2,9
[95 % Al [-3,42; —2,28]
(p-3Ha4YeHHs!) (< 0,0001)
Cepenns Maca Tija (kr)
Buxinnuii piseHs (cepelHE 3HAYSHHS) 93,01 95,49
3MiHa OPiBHAHO 3 BUXiAHUM piBHEM, BU3HaUCHA
METOJOM HalMEHINWX KBaJApaTiB (cepemHe 1,89 -1,14
3HAYEHHA)
IopisusiHus 3 aroHicToM perentopis ['TIT-1 [95 -3,03
% 1] [2,417; 3,643]
(p-3HaYeHHS) (< 0,0001)

* TTocTrpauJiaIbHUH piBEHb [IIOKO3U Yepe3 2 TOJUHM ITiciis npuiioMy Dki MiHYC piBeHB TIIOKO3H
repes NpuitoMoM TKi.
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Puc. 3. Cepenni pisui HbAlc (%) Ha BisuTax npoTarom 26 THKHIB JiKyBaHHSI

OnHovacHe 3acrocyBanng npenapaty Cosikea 3 iHTiGiTOpaMu HATPIH-IIOKO3HONO KOTpaHcopTepa
2-ro tuny (inridiropn HIKTI-2)

OnHouacHe 3acTocyBaHHs npenapaty Comnikea 3 inriditopamu H3KTI -2 migTBepmKyeTbes aHATI3OM
MiArpyn i3 TpeOX paHOOMi30BaHMX KIiHIYHHX AocaimxeHb da3u 3 (119 nauieHTiB, ki OTpUMyBaIu
KoMmOiHaljio 1HCYNiIHY TiapriHy/likcuceHaTuxy 3 (¢IKCOBaHWM CIBBiIHOIIEHHSM, SKi TaKOXK
orpuMmyBany inridiropu H3KTI-2).

OnHe nociimkeHHs, nposeaeHe B €sponi i [liBHivHIM AMepui, Bkitogano B cebe naHi 26 nali€enTiB
(10,1 %), sxi omHOYAcHO OTpUMyBanM KoMmOiHallifo iHCYNiHY TNapriHy Ta JIKCHCeHaTHAY 3
dbikcoBaHMM ciBBiIHOLIEHHAM, MeT(dopMiH Ta iHribitopu H3KTI-2. 1lle nBa nocnimkeHHs dasu 3 3i
crelianizoBaHol AMOHCHKOT MPOrpaMH KIiHIYHOTO PO3BUTKY, BUKOHAHI 33 YYaCTIO MALIEHTIB, AKi He
AOCATIH OCTATHBOTO ~ KOHTPOJIO rmiKkeMii 3aCTOCYBaHHAM  MEPOPATIEHUX npommauemqmm
npenaparis, Hagatd AaHi woAo 59 mauieHtiB (22,7 %) i 34 nauieHTiB (21 1 %) BignosigHo, ‘m,gr-,
OJIHO4ACHO OTPUMYBAJIH inribitopu H3KTT-2 it xombiHaLlit0 iHCYNiHY INTapriHy Ta chnceHaTugy T \
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Jlani nux 3 JOCTiDKeHb [MOKa3y0Th, 10 MOYaTOK 3aCTOCYBaHHA npenapary CojlikBa y Malli€eHTIB i3
HEJOCTAaTHIM KOHTpoJjieM JjikyBaHHaM iHriGitopamu H3KTI-2 pemoHctpye O6inpm  3Ha4He
nokpawents piBHiB HbAlc mopiBHAHO 3 mpenaparaMy NOPIBHAHHA. Y MAUI€HTIB, AKi OTPUMYBAIA
inri6itopy H3KTI-2, He 6yno NiABMILEHOTO PHM3UKY FiMOTJIKEMIi i 3HaYyMMX BIAMIHHOCTEH B
3araibHoMy npodii 6e3neku B MOPiBHAHHI 3 THMH, XTO He OTpuMYyBaB iHri6iropu H3KTI-2.
JocniuKeHHs BIUIMBY HA CEPUEBO-CYAMHHI NOAIT

Besnexa 3acToCyBaHHA iHCYJNiHy IJIapriHy Ta JiKCUCEHATHUAY CTOCOBHO CEPLEBO-CYyJWHHUX MOMiH
BUBYAIack B paMKax kiiHivHux gocuimkeHs ORIGIN ta ELIXA BianosiaHo. OkpeMoro 1ociikeHH
srmBy npenapary CoulikBa Ha cepLieBO-Cy IMHHI MOAii He MPOBOAMIIOCK.

Incynin znapein. JJocnimkeHHs 3HIDKEHHS YaCTOTH CEPUEBO-CYAMHHUX YCKIAJHEHD IIPH iHiLlia/IbHOMY
3acTocyBaHHi iHCYNiHy riapridy (mocaimxenHs ORIGIN) Oyo BiOkpuTHM pPaHIOMi30BaHHM
IOCHiIKEHHAM, B AKe 6yJ10 BKodeHo 12 537 mauieHTiB Ta B paMKax SKOT'0 MOPiBHIOBAIOCH JIIKyBaHH:
npenaparoM JIaHTyC 3i CTaHAApTHUM JIKyBaHHAM Ha MOMEHT IIEpIIOTO BUHHUKHEHHA CEPHO3HOIO
HebaXkaHoTo ABUINA 3 OOKY ceplieBo-cyIuHHOI cucteMu. Cepiio3He HebaxaHe sBUILE 3 OOKY cepLeBo-
CYJMHHOI CHCTEMHM BKJIOYAJI0 CMEPTh BHACHINOK CEPLEBO-CYAMHHOI MOiil, HeNeTaubHuiA iHdapKT
Miokapja Ta HejeTaabHHUI iHCYIbT. Melliana TPUBAIOCTI KOHTPOJILHOIO CIOCTEPEXEHHA B paMKax
MOCiKEHHS cTaHOBMIA 6,2 poky. YacToTa cepiiozHMX HebaKaHMX ABULY 3 OGOKY CepLEeBO-CYAMHHOL
cuctemH B pamkax gociikeHHss ORIGIN 6yna moaibHoro y rpyni, o oTpuMyBaiia npenapar JIanTtyc,
Ta IpyIii, 110 OTPHMYBala CTaHAApTHE JIiKyBaHHA (BiHOEHHs pusHKiB [95 % [II] mono cepiiosHux
HebakaHUX ABUI 3 60Ky cepleBo-cyauHHOI cuctemu: 1,02 [0,94; 1,11]).

Jixcucenamuo. JHocnimxenns ELIXA 6yno panmomizoBaHuMM, MNOABIHHO cninumM, miauebo-
KOHTPOJILOBAHMM, OaraTOHALliOH&IBHAM JOCII[UKEHHAM, B PaMKax SKOro 3/iliCHIOBaachk OLIHKA
CepleBO-CyIMHHMX YCKJIaJHeHb MiJ Yac JiKyBaHHS JIIKCHCEHATHAOM Yy IAlli€HTiB 3 IyKPOBUM
niaberom 2 Ty (n = 6068) micas HEUOAaBHO NEPEHECEHOT0 TOCTPOro KOPOHAPHOTO CHHAPOMY.
[NepBHHHOI KOMOIHOBAHOO KiHLIEBOIO TOYKOIO 00 €PEKTUBHOCTI OyB Yac 10 NepIIoro BMHUKHEHHS
Oy ab-IKOro 3 TakMX HeGaKaHUX SBHUIIL CMEPTh BHACIIJOK CEPLEBO-CYANHHOI MOAii, HEMETAIBHUH
indapkt Miokapna, HeneTanbHUM iHCYIBT ab0 rocmirajizainid 3 MPUBOAY HECTAOLIBHOI CTEHOKApii.
Meniana TpMBAJIOCTi KOHTPOJIBHOT'O CIIOCTEPEKEHH B paMKax AOCTiIkeHHs cranosuina 25,8 ta 25,7
MicsLs B IpyMi JIIKCHCEHATHAY Ta B TPy maue6o BiamoBigHo.

YacTtoTa nepBUHHOI KiHIeBoi Touku Oyna momibHoro y rpyni sikcuceHatuay (13,4 %) Tta rpymi
mnane6o (13,2 %): BigHOMIEHHS PU3MKIB T JTiIKCUCEHaTUAY MOPIBHAHO 3 IU1anebo craHosuio 1,017
3 acouiiioBaHuM 2-6iunuM 95 % nosipuum inrepeaiiom (J1I) Big 0,886 mo 1,168.

Dapmaxoxinemuxa.

A6copbiis. CroiBBigHOmIEHHA IHCYJNiH  Ijaprid/miKcuceHaTH[ CyTTEBO HE BIUIMBAE Ha
(apMaKOKiHETHKY iHCYJIiHy IJIapriHy Ta JikcuceHaTuay B npenapati Corniksa.

MMicna mimmkipHOro BBeIeHHSA kOMOiHaWii iHCYTiH rapriH/ITiKCHCEHATH y MALi€HTIB 3 LyKPOBHUM
miaberoM 1 THIy iHCYJiH MIapriH He IEMOHCTPYBaB BUPa)KeHOTO Mika. Ekcriosuuis iHCy1iHy riapriny
micyis BBeAEHHS KoMOiHawii iHCY/IiH raapris/iikcuceHaTu craHoBwia 86—88 % Bim excrosuuii, sika
Bif3Ha4anach NMpU OKPEMHUX OJHOYACHHMX iH €KUiAX IHCYNiHy IJIapriHy Ta JikcuceHatuny. Taka
BiAMIHHICTE He BBaXKA€ThCA KIIIHITHO 3HAUYIIO0.

IMicna mimukipHOro BBedeHHs KOMOiHaUil iHCYNiH rIapriH/NiKCUCEHAaTH] Y MALi€HTIB 3 I[yKpOBHM
niaberom 1 THITYy MeiaHa tmax JIIKCHCEHATHAY 3HAaXOAWIIACh B JianasoHi Big 2,5 no 3,0 roqunn. AUC
Oyna MOpPIBHAHHOIO, TOMAI K BiA3HAYAIOCH HE3HAYHE 3HMKEHHA Cmax JKCHCeHaTHOy Ha 22-34 %
nopiBHAHO 3 Cmax, fKa BiI3Ha4Yauach NpPH OKPEMUX OJHOYACHMX iH’€KLIAX iHCYJiHy IJIapriHy Ta
JiKCHCEeHAaTHY; OPOTE MATOUMOBIPHO, 110 TaKe 3HMXKEHHS Moxe Oy TH KIiHIYHO 3HA1yINUM.
KniniuHo 3Hauymii BigMiHHOCTI B miBHAKOCTI abcopOuii JikcuceHaTHay MpH HOro 3acTOCyBaHHI SIK
MOHOTEpATIii IIAXOM MiAMKipPHOro BBEJEHH B AISTHKY KHBOTA, JEAbTONOAIOHOro M’ 43a abo cTerna
BiJICYTHI.

Poznogin. JlikcMceHATHH XapaKTepH3yeThCsl HU3bKUM (55 %) piBHeM 3B’a3yBaHHS 3 Oijlkamy [11a3MHu
moaunu. IlepenbauyBaHuii 00°€M pO3MOAINY JiKCMCEHATHAY MiCisd MiAWIKIPHOrO BBEJEHH:
KoMOGiHauil iHCyiH riaprin/nikcuceHaTHs (He3B’a3aHuii 0o6’em posmoainy, Vz/BEX#CTaHosuTH
npubmsHo 100 n. IlepenGadysanmii 06’eM po3noainy iHCYMiHY riaapriny migh *'uiaﬁmi;')ﬁom
BBeJICHHA KoMOiHaLiT iHCYJIiH rnaprin/nikcuceHaTH (06’ €M po3noaily B piBHOBa My crati, Vss7F]__' T
cTaHoBUTh npubmzHO 1700 1.
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BioTpaHchopmauis Ta enimidauis. Pe3ynbraTi ROCTiIKeHHS MeTaboli3My B HALIEHTIB 3 LYKPOBUM
niabeToM, siKi OTPUMYBAJIM iHCYJIH IJ1apriH sk MOHOTEpaIlilo, CBigYaTh Mpo Te, MO iHCYJiH rIaprin
IHBHAKO MeTa00J1i3y€ThCS Ha PiBHI KapOOKCHIBHOTO KiHIA B-naHIora 3 yTBOpEeHHAM JABOX AKTHBHHUX
MeTabonitiB — M1 (21 A-rmiumH-iHcyaiH) Ta M2 (21 A-raiuus-ne3-30B-Tpeonin-iHeynin). ¥V mnasmi
KPOBi TOJIOBHOIO IIMPKYJIIOIOYOIO Cronykorw € merabomit MI.  ®apmakokiHETHYHI Ta
dapmakoguHaMiuHi AaHi CBigYaTh po Te, 110 ePEKT MiAMKIPHOT iH’ €KL iHCYTiHY [IAPTriHY TOJOBHUM
YMHOM 3JIEKUTH BijJ ekcrnozuuii Metabonity M1.

Ak 1 Bci menTHAM, JIKCHCEHATHA BHBOAMTHCS IIISXOM KiyOoukoBoi (inbTpauii 3 moaamsuion
KaHanbLEBOI peabcopOLiero Ta MogaIbIUM MeTaboIiuHUM PO3ILEIIEHHAM 10 MEHIIMX NENTULIB Ta
aMiHOKMCIIOT, SKi 3HOBY BKJIIOHYAIOThCH B OinkoBuii MetabonizM. Ilicns 6araTokpaTHOro BBEACHHS Y
NALEHTIB 3 LYKPOBUM [IiabeToM 2 THIly cepeiHiil TepMiHalbHUI 4ac HaNiBBUBEICHHSI CTaHOBUB
npubim3HO 3 rouHH, a cepenHii yapnui knipenc (CL/F) ctaHoBuB npubamsHo 35 a/rox.

OcoOnuBi ronyJisuii namieHTiB

IHayienmu 3 nopyuwiennam Gyuxyii Hupox. Y NaLli€HTIB 3 JIETKMM (KJIIpeHC KpeaTHHIHY, PO3paxOoBaHHi
3a popmyoro Kokpodra — INonra, 60-90 mi/xB), nomipHum (knipeHc kpearudiny 30—60 mi/xB) Ta
TsoxkkAM (Kipenc kpeatudiny 15-30 mi/xB) mopymeHHsM QyHkuii Hupok AUC jikcuceHaTHIy
3pocrasia Ha 46 %, 51 % Ta 87 % BiANOBIAHO.

3acTocyBaHHs iHCYJIiHY IiapriHy nalieHTaM 3 MopylmeHHAM (yHKIil HUpPOK He JOCIiIXKyBaloCh.
OnHak y mauieHTiB 3 nopymeHHAM ¢(yHkUii HUpok moTpeba B iHCyNiHI Moxe OyTH 3MEHIIEHa
BHACIIIIOK 3HMXKEHHS MeTabos1i3My IHCYITiHY .

Iayienmu 3 nopywennam @ynxyii nevinku. OCKIJIBKY JIIKCHCEHATH/, BUBOAUTHCS IOJJIOBHMM YMHOM
HHMpPKaMH, 3a YYacTIO MAli€HTiB 3 TOCTPOI0 ab0 XPOHIYHOKI MEYiHKOBOK HEMOCTATHICTIO MKOMHMX
(bapMaKoKiHETHYHUX [OCTiIKEHb HE MNPOBOAMIOCh. BrnnMBy mopymeHHs QyHKUii MediHKu Ha
¢bapMakoKiHETHKY JIIKCHCEHATHy HE epeadayacThes.

3acTocyBaHHs IHCYJIIHY [NapriHy HallieHTaM 3 LyKpoBMM [JiabeToM Ta 3 MOpYMIEHHSAM QyHKIil
MeYiHKK He JOCIKYBaNoch, Y NAliEHTIB 3 TOpyIIeHHIM (yHKUIT nediHky rnotpeda B iHCYNiHi MOXe
OyTH 3MEHIUEHA Y 3B’I3KY 31 3HI)KEHHSAM 3/1aTHOCTI O IIIOKOHEOr€HE3y Ta 3HHKEHHAM METab0Ii3My
iHCYTiHY.

Bik, pacoBa NprHANeKHICTb, €TaTh T MACa Tija nauieHTa

Incynin 2napein. BrinuB BiKy, pacoBoi NpPHHANEXHOCTI Ta CTaTi NauieHTa Ha (papMaKOKiHETHKY
iHCyMiHy rjapriny He BUBYaBcs. 3a pe3yJIbTaTaMt aHaji3y MiArpyn, cpopMOBaHUX 32 BIKOM, pPaCOBOIO
NPUHAIEKHICTIO Ta CTATTIO, B PaMKax KOHTPOJILOBAHMX KIIHIMHMX AOCHIDKEHb Cepell MOPOCIIUX
NAaLi€eHTIB, IKi OTpUMYBAaIH iHCYNiH raaprid (100 oa/mi), X&0OAHUX BiAMIHHOCTEH CTOCOBHO 6€3MEKH Ta
e(heKTUBHOCTI 3aCTOCYBaHHS iHCYJIiHY IapriHy BUABIEHO He OyJo.

Jixcucenamuo. Bik mnalieHTa He Ma€ KIIHIYHO 3HA4YyIIOro BIUIMBY Ha (GapMaKOKiHETHKY
JikcuceHatuay. B paMkax mocnimkeHHS ¢apMaKOKiHETUKH 3a y4yacTiO Oci6 moxmiioro Biky 6e3
LYKpOBOro aiabeTy BBeeHH JIikcHceHaTUAY B 1031 20 MKI NPH3BOAMIIO [0 CEPEIHBOTO MiBUIICHHS
AUC nikcucenatuay Ha 29 % (11 yuyacHUKiB mociifkeHHs Oynu BikoM Bin 65 mo 74 pokis i 7
y4JacHUKIB JOCITi/KEHHs — BikoM >75 pokiB) nopiBHAHO 3 18 ocobamu BikoM Bia 18 mo 45 pokis, 1o,
IMOBIipHO, MOB’13aHO 3i 3HWKEHHAM QYHKLiT HUPOK y 0Ci0 MOXUIIOro BiKy.

ETHiYHa NpUHAIIE)KHICT NAaLlieHTa He 3yMOBIIIOE KJIiHIYHO 3HAYyIIOro BILIMBY Ha (apMAaKOKIHETHKY
JiKCHCEHATUAY, MpO LIO CBiAYaTh pe3yJbTaTd (apMakOKiHETMYHUX AOCIIIKEHb, MPOBEACHUX 3
y4acTIO NPEICTABHUKIB €BPOIEHCHKOT, AMOHCHKOT Ta KUTAHCHKO] HAlliOHATBHOCTI.

CtaTh NawieHTa HE Ma€ KIiHI9HO 3HAYYNIOTO BIUIMBY Ha apMaKOKiHETHKY JIKCHCCHATHIY.

Maca Tija manieHTa He Mac KJiHiyHO 3Havymoro BBy Ha AUC mikcuceHaTHay.

IMYHOTeHHicTh. 3a HassBHOCTI aHTHTIN [0 JIIKCHCEHATHIy HOro eKCro3Miis Ta BapiabenbHicTh Horo
€KCIMO3MLI CYTTEBO MiABHILYIOTHCSI HE3AIEAKHO Bil PIBHS 103yBaHHs.

Hoxkniniuni gani 3 6e3nexu

KoaHux mocniJKeHs Ha TBAPHHAX i3 3acTOCY BaHHSAM KoMOiHALi1 iHCY/IiHy [J1apriHy Ta JiKCHCEeHATUay
U1 OLIIHKM TOKCHYHOCTI Mpu 0araTOKpaTHOMY BBEHCHHi, KaHLEPOreHe3y, MeHOTOKCHYHOCTI 4M
TOKCMYHOTO BIUIMBY Ha penpoAyKTHBHY CUCTEMY HE NPOBOAWIOCK. sedo- S,
Iucynid raaprin. JIOKIiHIYHI [JaHi, oTpyMaHi y CTaHAAPTHUX JOCHIHKEHHIX qmap}\‘iakénoriqﬁr&[ 4

Oe3nekd, TOKCUYHOCTI IpH 6araToKpaTHOMY BBEJIEHHi, T'€HOTOKCHYHOCTI, mﬁ-uaporgﬁquu‘._
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NOTEHLiaTy Ta TOKCHYHOTO BIUIUBY Ha PENPOAYKTHBHY CHCTEMY, CBiYaTh MPO BifICy THICTh Oy Ab-AKHX
crienudiYHUX PU3MKIB A7 JIFOAMHH TIPY 33CTOCYBaHHI iHCYJIiHY TJIAPriHY.

Jlikcucenatua. B pamkax 2-pidHMX HOCIiUKEHb KAHLIEPOTEHHOCTI MpPH MiALIKIPHOMY BBEAEHHI
npemapary y LiypiB Ta Muleil crnoctepiranucs HeneTaibHi C-KIITHHHI MyXJIMHH IMTONOAIGHOT
3aJ103H, AKi OyJIM PO3LiHEeHi K TaKi, 10 3yMOBJIEHI HETEHOTOKCUYHHM MEXaHi3MOM, OMOCEPEAKOBAHNUM
peuenropamu [TIII-1, g0 sikoro rpusyHM ocobnuBo 4yTiuBi. C-KIITHHHA Tinepruiasis Ta ajeHoMa
criocTepiranuck y mypiB Ha GoHi 3aCTOCYBaHHs BCIX AOCIIIKYBaHMX 03, & MAKCUMAJIbHY J03Y, IIpU
AKiii He BifzHavanuch HebakaHi eekTH, BU3HAYUTH HE BAAIOCh. Y MUILEH 11i eeKTH BUHHMKAIU [IPU
eKcHo3uLii, mo y 9,3 pasa rnepeBHIlyBana eKCHO3HULIIO B JIIOJCH NPH 3aCTOCYBaHHI TEPANEBTUUHUX
103 npenapary. Y Muieit He crioctepiranoch C-KITHHHAX KapIIMHOM, a y IlyPiB BOHY BUHHKAJIM IIPH
eKcno3uuii, mo npubnuszHo y 900 pasiB nepeBHIlyBajla €KCIO3ULIIO Yy JIOACH NPH 3aCTOCYBaHHI
TepaneBTHYHUX H03.

B pamkax 2-pi4HOTr0 JOCIiXKEHHs KaHIIEPOreHHOCTI MPH MiAIKIPHOMY BBEJICHHI ITpenapary y MULIEH
Bi[3HAUEHO 3 BHIIAJKHM aJeHOKAPIIMHOMH CHAOMETPII0 31 CTATUCTUYHO 3HAYYIIMM IIiABUILEHHAM
YAaCTOTH LIbOTO 3aXBOPIOBAHHS B IPYMi 3aCTOCYBaHHS CepelHiX 103 Iperapary, SIKi 3yMOBIIIOBAIU
eKCTIO3HLIIIO, 110 MEpEBULIYBalla eKCo3MLio B moaeit y 97 pasiB. XKogHux edekTiB, MOB’13aHHX i3
3acTOCYBaHHAM Tpenapary, BiJ3HaueHo He Oyo.

Pe3yneTaTH JOCITI/KEHb HAa TBAPUHAX HE CBiaYaTh Npo Oynb-AKui Oe3rocepeaHii IKiATMBMIA BIJIUB
npenapary Ha (GepTHIBHICTE CaMLiB Ta caMOK IypiB. ¥V co0ak, SKAM BBOJMBCSH JIIKCUCEHATH[,
crocTepiranick 0GOPOTHI MOPYIIEHHSA B sl€UKax Ta NMpHAATKaX €YoK. Y 310pOBHX YOIOBIKIB He
Bi3HAUEHO >KOJHOrO BIUIMBY TpenapaTy Ha CIEepPMAaToreHe3, MOB’A3aHOrO i3 3aCTOCYBAaHHIM
npemnapary.

V [mociijokeHHSX BILIMBY MpENapary Ha BHYTPIlIHbOYTPOOHHWII pO3BHTOK Yy LiypiB Ha QoHi Beix
JOCHIKYBaHUX 103 JIKCUCeHAaTHAY (IPH EKCNO3MIi, Mo y 5 pa3iB mepeBHLlyBala €KCIO3HLIIO B
arofed) Ta y KpoOJiB Mpd BBEACHHI BUCOKMX 03 Hpenapary (Mpu eKcrosuuii, mo y 32 pasu
NEPEeBHUILYBATA eKCIIO3HIIII0 B JIOMEH) COCTEPIrauchk BaJu PO3BUTKY, CIIOBIIbLHEHHS POCTY ILIOAA,
3aTpuMka ocudikaunii Ta mo6iuni edekru 3 Goky ckenera. B 060x Mojensax J0ocimiixyBaHMX TBapHH
Big3Hauasack He3HAYHA TOKCHYHA Jis HA MaTEepPUHCHKUI OpraHisM, L0 MPOSBAAIACH 3MEHINEHHAM
CTIOKUMBAHHA ii Ta 3HIDKEHHAM Macu Tija. Crioctepirajiocs CMOBUIBHEHHS POCTY HOBOHAPODKEHUX
Ly pAT-CaMIIiB, SIKi HigaaBajuch Aii BACOKUX 03 MKCHUCEHATHUIY BIPOIOBX Mi3HBOIO IeCTaliHHOro
nepiomy Ta Mia 4ac rpyJHOro BUroJ0BYBaHHS, TA HEBEIMKE 30iIbIIEHHS IX CMEPTHOCTI.

Kiiniuni xapakTepHCTHKH.

Ilokaszaunan.

Jlns mikyBaHHS OPOCIMX TMAL[€HTIB i3 HEJIOCTATHHO KOHTPOJIBOBAHUM LYKPOBUM [IiabeToM 2 Ty 3
METOXO IIOKpaleHHs: KOHTPOJIFO TIiKeMil IK JOTOBHEHHS JI0 Ji€TH i BIIPaB Ha I0JATOK 0 METGOPMiHY
3 iHriGiTOpaMy HAaTPil-TIIFOKO3HOTO KOTpaHCHopTepa 2-ro Tully abo 6e3 HuX. (Pe3ysbTaTH A0CHTIIKEHD
100 BIUIMBY Ha KOHTPOJIb IITiKeMil Ta JOC/ifxKeHi TpyNH NalieHTiB AuB. y po3aiiax «OcobauBocTi
3acTocyBaHHD» i «DapMaKoAHHAMIKa»).

IIpomunokasannsa.
linepyyTauBicTh KO AiIOYMX peYOBUH ab0 10 Oyab-fAKOi JMONMOMDKHOI PEYOBMHM, IIO BXOIHMTH JO

CKJIagy Mpernapary.

B3aemodia 3 inuiumu JIKapcoKUMU 3ac00amMu ma inuii 6uou 63aemMo0iil.

JKomHux OocHimkeHs B3aeMOJil likapebkoro 3aco0y CollikBa 3 iHIINMU JIIKAPCHKUMH 3aC00aMH He
npoBoauiock. [HpopMallis, HaBeeHa HIKYE, IPYHTYETLCS HA PE3YJIbTaTax JNOCHiIXKEHb, IPOBEAECHAX
3 OKpEMHMH KOMIIOHEHTaMH [TIpenapary.

dapmakogHHaMiuHi B3aemoil. ICHye psa pe4oBHH, SAKi BITIMBAIOTH HAa METab0JTi3M IIIOKO3H, Y 3B’ A3KY
3 YuM iXHE 3aCTOCYBaHHS MOXE NPH3BOJUTH IO HEOOXiAHOCTI KOpeKuUii A03yBaHHS JiKapChKOTo
3aco0y Cortikea.

JIo pe4oBHH, AKi MOXKYTh MOCHIIOBaTH LyKPO3HMKYBaNbHUI e(eKT Ta 30UIbUIyBaTH CXUILHICTH 10
BUHHKHEHHS  TiloriikeMii, HanexaTb NpoTHAiaOeTHYHI  JiKapchbKi  3aCO0M, g "'_i,uriﬁ'i'n")pu
aHTiOTeH3UHIEpeTBOpIOBaNIbHOTO hepmeHTy (AIID), nusonipamin, ¢pibpary, d);qu;{tet'i{i‘{, iHriﬁiﬁii;gft.
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MoHoaMmiHokcuaasu (MAO), nenTokcudini, mpomokcudeH, caniuuiaatd Ta cyhasbaHinaminHi
aHTUOI0THKH.

Jlo peyoBHH, SIKi MOXKYTh MOCJIA0JIFOBATH L KPO3SHIKYBAJIbHUM e(eKT, HalleaTh KOPTUKOCTEPOIIH,
aHasosd, Jia30KCHMI, JiypeTHKW, TJIFOKaroH, i30Hia3sWj, eCTPOreHd Ta IPOTreCTHUHH, MOXigHi
(eHoTia3uHy, COMATPOIiH, CUMIIATOMIMETHKHM (HanpHKiaj eninedpun (aapeHaniH), caas0yTamor,
Tep6yTajiH), FOPMOHH IMTONOAIOHOT 3271031, aTHIIOBI AHTUIICHMXOTHYHI JIIKAPCHKi 3aC00U (HanpHKIan
KJIO3aIlid Ta 0JiaH3alliH) Ta iHribiTopyu mporeas.

Bera-anpeHoOI0KaTOpH, KIOHIAMH, CONi JIiTiF0 ab0 ajJKorojab MOXKYTh SK TOCWIOBATH, TaK I
nocnabmoBaTd  LyKPO3HIKYBaIbHUM ebexkT iHCyniHy. [leHTaMmianH MOXe CHpUYMHIOBAaTH
FiMOTITKEMII0, MICIIST AKOI IHKOIM MOXKE PO3BHHYTHCH TineprilikeMis.

KpiM TOro, mim Ai€l0 CHUMIATOMITHYHMX 3ac00iB, TakuxX sk OeTa-afpeHOOJOKATOpM, KIOHIiAMH,
TyaHETHIUH Ta PEe3epIliH, 03HAKM aApEHEPriuHOi KOHTPPEryauii MOXKyTh MocnabioBaTuck abo
30BCIM 3HHKATH.

dapMakokiHeTHudi B3aemonii. JIiKCHceHAaTHA € TEeNTHOOM Ta He MeTa0oMi3yeThCs 32 Y4YacTio
uuroxpomy P450. 3a pesynbTaTaMH JOCIIIKEHb B YMOBaxX in vitro JIKCHCEHATH[ He BIUIMBAaB Ha
AKTHUBHICTB AOCIIKyBaHUX i30epMeHTiB uToxpomy P450 Ta TpaHCcmopTepiB JIIOAUHM.

ITpo xkomaHi papMakoKiHETHYHI B3a€MOJii iHCYTiHy INIapriHy HEBiIOMO.

Bnnug cnoposicHeH s WLYHKA HA Nepopanvii nikapcvii 3acobu. CTIOBIbBHEHHS CIIOPOXKHEHHS 1Ty HKa,
3yMOBJIEHE 3aCTOCYBAHHSAM J1iKCHCEHATUIY, MOXKE 3MEHINYBAaTH IUBMAKICTH abcopbuii sikapCeKux
3aco6iB, IO NPUAMAIOTECS MEPOPATBEHO. 3a CTAHOM MNALi€HTIB, 1O OTPUMYIOTH JIiKapchKi 3ac00H, fKi
MaroTh BY3bKHil TepaneBTHYHUI iHAeKC abo sAKi BUMAararoTh pETENbHOro KJIiHi4YHOIO MOHITOPHHTY,
MOBUHEH 3/iHCHIOBATHCEH PETENIbHUI HAris, ocoOONMMBO Ha NOYATKy JlikyBaHHS JikcuceHaTHAOM. Lii
nikapceki 3aco6M TOBHMHHI TNpUAMAaTHCh Yy CTaHOAPTH30BAHOMY IIOPAAKY BiJHOCHO NpHHOMY
nikcucenatumy. Skino Taki nikapcski 3aco06M MOBMHHI MpUAMATHCH 3 KEIO, TO MallieHTaM NOTpi6HO
PEKOMEH/TYBATH 110 MOXUIMBOCTI NPUAMATH iX 3 TUM NPUHOMOM iXi, KOJIM HE BUKOHYEThCH BBECHHS
JIIKCHCEHATHULY.

Ilo cTocyeThcs MepOpabHUX JiKApCBKUX 3aco0iB, ePEeKTUBHICTh SKMX OCOONMBO 3al€KHTH Bij
NOPOrOBUX KOHILEHTpaliii, HanpuKiaj AHTUOIOTHMKIB, TO MAILli€EHTaM MNOTPIOHO PEKOMEHIyBAaTH
npuiiMati Taki Jlikapckki 3aco6H NpuHaiiMHi 3a 1 roguHy mo abo 4yepes 4 roJMHH MICHA iH’eKuii
JIIKCHUCEHATHUY.

KumkoBopo3urHHi jiikapchki GopMH, SKi MIiCTATE pe4OBMHHM, YYT/IMBI IO PO3IUEIUIEHHS B LITYHKY,
MOBMHHI MpuiiMaTyck 3a 1 roauHy 1o abo yepes 4 roAMHH mic/s iH’€KUii JiIKCUCEHAaTUY.
Iapayemamon. TlapalieTaMosT BUKOPHCTOBYBABCA AK MOJENb JIKapChKOro 3aco0y i OLIHKH BILIMBY
JKCHCEHATHY Ha CITOpOXHEHHS nuTyHKa. [licis onHOKpaTHOro npuifoMy napaneramoty B 103i 1000
mr AUC Ta ti mapaueraMmosly 3aluluagycs He3MiIHEHMMHU HE3aJIeXHO BiJ Yacy npuifomy npenapaty
(no abo micng iH’exuii nikcuceHatuny). [Ipu 3actocyBanHi npenapary yepes 1 roauHy o abo uepes 4
roaviHy micid BBeaeHH 10 MKr jgikcuceHaTuay Cmax HapalleTaMoNy 3MeHIyBaiack Ha 29 % i 31 %
BiAMOBIgHO, a MeIiaHAa tmax 30LIbIIYBaTack Ha 2,0 i 1,75 ronunu BianoeinHo. [IporHo3yeTscs, mo npu
BBEJICHHI JIIKCHCEHATHAY B MiATpUMYIodiid 1031 20 Mkr OyIe crocTepirarvch me 0Oinbllie 3pocTaHHSA
tmax 1 3HIKEHHA Crpax MApaLETaAMOILy.

IMpu mpuitomi mapaueTamMoly 3a 1 roquHy 10 BBEJEHHA JIKCHCEHATUAY Crmax 1 tmax NApALIETAMOTy He
3MiHIOBAIMCH.

3 orssAy Ha HaBeEH] pe3yNnbTaTH HeOOXiAHICTE y KOpeKNLii J03yBaHHs MapaueTaMoly BiCyTHs, aje
TIOZIOBKEHHS tmax, AK€ CIOCTEPIraJioch, KOJM IapaueTaMols NpuiiMaBca depe3 1-4 roguHu micng
BBEIEHHA JIKCHCEHATH/IY, TOTPiOHO BpaxoBYBaTH, KOJM A €deKTHBHOCTI HEOOXimHMH LIBMAKUM
MOYAaTOK Ail.

Ilepopanvni  xonmpayenmugu.  OQHOKPATHUA  IPUHAOM  MEPOPATBHOTO  KOHTPALENTHBY
(etuninecrpaniony 0,03 mr / nepoHoprectpeny 0,15 mr) 3a 1 roauny g0 abo yepes 11 roaun micis
BBefieHHA 10 wmkr JikcuceHatuay He BruiMBaB Ha Cmax, AUC, ti2 1 tmax €THHiNECTpaniony Ta
JIEBOHOPTeCTpety.

[IpuitoM NepoOpaTbHOr0 KOHTpAaUeNnTHBy 3a 1 roamHy abo 4epes 4 TOOMHM IiC/A BBEACHHA
nikcuceHatugy He BrummeaB Ha AUC 1 ti2 eTuHiTecTpaiony Ta JieBOHOprectpeny, XoHa  Crmax
ETHHINECTPaioNy 3HIKYBanach Ha 52 % i 39 % BianoBiaHO, Cmax IEBOHOPIrECTPENLY 3_;11.\13@33:@5{'1;-?#? K

46 % i 20 % BiANMOBIOHO, a MEeMiaHAa tmax 30iMbIIyBanack Ha 1-3 romuun. Take 3uHUHKERHS Cmax MaE
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obMeKeHy KIiHIYHY 3Ha4YIiCTh, i HEOOXIAHICTh Y KOpeKil J03YBaHHs IepOpaJIbHAX KOHTPALETITHBIB
BiACYTHS.

Amopsacmamun. T1pu CyTTyTHbOMY 3aCTOCYBaHHI JIIKCHCEHATHAY B 703i 20 MKI Ta aTOpBAacTaTHHY B
J031 40 Mr, SKi NpuiiManuch BpaHL BIPOJOBX 6 OHIB, €KCIIO3HLII aTOpBacTaTMHY He 3MiHIOBaiacd,
ToAi 9K Cmax 3HHXKYBaJack Ha 31 %, a tmax IOAOBAKYBABCA Ha 3,25 roauHH.

Takoro 36inbleHHs tmax HE CIIOCTEPIraioch y pasi, KOJM aTOpBAacTaTHMH IpHilMaBcid BBeudepi, a
aixcucedaruz BBoausces Bpani, ane AUC i Cpax aTopBacTaTHHY [IpY UbOMY 30ibinyBasiuch Ha 27 %
i 66 % BinmoBiAHO.

L1i 3MiHM He € KIiHIYHO 3HAYYIIHMMHU, TOMY HEOOXiIHOCTI y KOpEKUii Z03yBaHHS aTOpBacTaTUHY MpH
HOro cymyTHbOMY 3aCTOCYBaHHI 3 JIKCHCEHAaTUAOM HEMAE.

Bappapun ma inui noxioni kymapury. I1pu oqHOYacHOMY 3acTocyBaHHiI BapdapuHy B 103i 25 Mr 1a
faraTokpaTHOMY BBeJEHHI JlikcHceHaTHAy B 1031 20 MK He BigMiuanocs xoaHoro BmimBy Ha AUC
a6o MHB (MikHapogHe HOPMaTi30BaHe BiJHOWIEHHA), TOAI K Cmax 3HWXKYyBanach Ha 19 %, a tmax
[10I0BKYBaBCs HA 7 TOAUH.

3 ormagy Ha I AaHi HeoOXigHOCTi y Kopekuii Ao3yBaHHs BapdapuHy NpH HOro cymyTHbOMY
3aCTOCYBaHHI 3 JIIKCHCEHaTHIOM HEMae, OJHAK Ha TMOYaTKy Ta NpH 3aBepIIeHHi JiKyBaHHS
JIKCUCEHATHIOM Yy TIAIliEHTIB, fAKi mNOpuiiMaioTh BapdapuH i/abo iHIII NOXiZHI KymapuHy,
pEKOMEeHTYEeThCA 3AIHCHIOBATH 9acTuii MoHiTopuHr MHB.

Huzoxcun. Tlpu cynyTHBOMY 3aCTOCYBaHHI TiKCUceHAaTHIy B 1031 20 MKT Ta AUrOKCHHY B 103i 0,25 Mr
y piBHoBaxkHOMY cTaHi AUC IMrokcuHy He 3MiHIOBasach. IIpy LIbOMY tmax JUFOKCHHY 30i7BIIMBCS Ha
1,5 roguu, a Cmax 3MEHIIIIIACE Ha 26 %.

3 omigAmy Ha wi AaHi HeoOXigHOCTI y KOpekuii J03yBaHHS OWIOKCUHY HpPH HOTO CYIMyTHBOMY
3aCTOCYBAHHI 3 TIKCHCEHATUAOM HEMAE.

Paminpun. Ilpy CyIyTHBOMY 3aCTOCYBaHHI JikcMceHaTuay B 1031 20 MKT i paminpuiny B 103i 5 Mr
srpoaoBx 6 nHiB AUC paminpuiy 36imemmnace Ha 21 %, Toai 9K Cmax 3MeHIMNIack Ha 63 %. Ilpu
1boMy AUC i Crax aKTHBHOTO MeTab0iTy (paMillpUiaTy) He 3MiHIOBAINCH. 3HAYEHHS tmax paMinpuiy
i paminpunary 30iTbIIWIOCE NPUONN3HO Ha 2,5 TOIMHU.

3 ormagy Ha Ui gaHi HeOOXiNHOCTI y KOpeKuii A03yBaHHS paMilpwily NpH HOro CymyTHBOMY
3aCTOCYBaHHi 3 JIKCMCEHATHAOM HEMAE.

Ocobusocmi 3acmocyeana.

HpocTexyBaHHs

3 METOXO NOKPAIEHHS MPOCTEXyBaHHA 0i0JOTiYHUX JIIKApCbKUX 3ac006iB CJIifl 4iTKO (ikCcyBaTH Ha3BY
Ta HOMep cepil BBEACHOTO JIIKapChKOro 3acofy B MeAM4HiN JOKyMeHTalil nalieHTa.

Llykposuii giaber 1 TNy

[Ipenapar ComnikBa He CJiJ 3aCTOCOBYBAaTH NAllieHTaM 3 LYKpPoBHM aiabetom 1 Tumy abo mns
JIiKyBaHHsI 1iaDeTUYHOTO KETOALHUI03Y.

3mina Micus iH’exuii

MauieHTiB HEOOXIAHO IMONMEPEAUTH MPO HEOOXiAHICTH TMOCTIHHO 3MiHIOBAaTH Micle iH’ekuil, 1wob
3MEHLIMTH PU3KK PO3BUTKY JIITOAUCTpodii Ta aMinoino3y mkipu. IcHye noTeHUiHHUI pU3KK 3aTpUMKH
abcop6buii iHCYJiHY Ta MOTripIIeHHs IIKEMIYHOro KOHTPOJIIO Michd iH €Kil iHCyIiHy B MicusX LUX
peakuiit. [loBizoMiseThCs, IO 3MiHa Miclld iH’ €KLii Ha HOBY AaHATOMIYHY AUISHKY LIKipH IPU3BOAUTH
Jio rinornikeMii. PekoMeHay€eThCs TPOBOAUTH MOHITOPUHT PiBHA TIIOKO3U B KPOBI IMiciid 3MiHK Miclis
BBEJCHHS, i MOKHA BpaxXyBaTy KOPUIYBaHHS 1031 aHTHAia0eTUYHHX Npenaparis.

linormikeMig

Inornikemia Oyna HebakaHOK peakilielo, Mpo SKy NOBIIOMIUIOCH HalWyacTimie NpH JIiKyBaHHI
npenapatoM CosnikBa (auB. po3ain «Ilo6iuni peaxuii»). I'inoryiikemis Mo)xe BUHMKATH, SKIIO 1032
npernapaty Cojtika € BUILOIO, HXK HeoOXiaHa.

MakTopy, fAKi MIABULIYIOTH CXWIBHICTh [O BHHUKHCHHS TilOMIiKEeMil, BHMararoTh OCOOJHBO
PETENILHOrO MOHITOPHHTY Ta MOXYTh NPU3BOAUTY A0 HEOOXITHOCTI B KOpeKLii Z103yBaHH Mpenapary.

Jlo Takux $HakTOpiB HAJIEKATh! e
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- HeIOCTAaTHE XapyyBaHHS,

- mpomyck mpuioMy ixi,

- BXHBaHHS AJKOTOJIIO,

- JesKi HEKOMIIEHCOBaHI EHHOKPUHHI po3iaaud (Hamnpukiad TCiNOTHPeo3 Ta HEHNOCTaTHICTh
nepeiHbOol YacTKM rinodiza uu KOpH HAHUPKOBUX 34J103),

- 0JHOYACHE 3aCTOCYBaHHS HAEAKHX iHIUMX JiKapChKUX 3aco0iB (AMB. po3ain «B3aeMomnis 3 iHIUAMH
AikapchkuMH 3aco6aMU Ta iHIII BUOY B3a€MOAIN»),

- [pu 3acTOCYBaHHi JlikcHceHaTHny i/abo iHcyniHy B komOiHamii 3  npenaparamu
CyJIb(hOHIICEYOBUHN MOJKE MiABHILYBATHCh PU3UK BUHUKHEHHS TiNOMIIKEMii, y 3B’A3Ky 3 4UM
npenapat CoJlikBa HE CJIill 3aCTOCOBYBaTH B KOMOiHaWil 3 npenapaTaMy CyJIbGOHIICEYOBUHH.

Josysanns mnpenapary CoiikBa MoTpiOHO MiaOupaTH iHAMBiZYyalbHO, 3 YpaXyBaHHsM KJIiHiuHOT

BiATIOBiAl, a HOro TUTPYBAHHS 3A1RCHIOBATH BiANOBiHO A0 NOTpeOH NAaLi€HTa B IHCYJIiHI (IMB. po3din

«Criocifb 3acTOCYBAaHHS Ta JO3W»).

["ocTpuii NaHKpeaTuT

3acTOoCyBaHHS aroHIiCcTiB penentopiB mo rimokaroHononi6Horo nmentuay-1 (I'TIII-1) acouitoeTses 3

PU3MKOM DPO3BHUTKY TOCTpOro MnaHkpeaTury. I[IoBiZOMJIAIOCE MpO HEBENMKY KiIbKiCTH BMNAAKiB

rOCTPOro NaHKpeaTuTy Ha GoHi 3acTOCyBaHHS JIIKCHCEHATUY, X04a IPUYMHHO-HACIIJKOBOTO 3B’ 3Ky

3 IPUIOMOM TIpenapary BCTaHOBJIEHO He Oyno. [lanienTis notpibHo npoiHdopMyBaTH Npo XapaKTepHi

CHMNTOMH TOCTPOTO MAHKPEaTHTY, Taki AK MOCTIHHMNA CHIBHUI OUTh B JKHBOTL. Y pasi Mifo3pu Ha

NaHKpeaTuT 3acTocyBaHHs npenapaTy CollikBa HEOOXiTHO MPUNMHUTH; SKIIO FOCTPUH MAHKPEATHT

HiATBEPUKYETHCS, JIIKCHCEHATHI MNpu3HayaTH Oinemie He MoxkHa. IloTpibHO JdOTpMMyBaTHCh

00epeKHOCTI NpY MPU3HAYSHHI Npenapary NalieHTaM 3 HasgBHICTIO TAHKPEATUTY B aHAMHES3I.

TsKKE 3aXBOPHOBAHHS IIUTYHKOBO-KUIIKOBOIO TPAKTY.

3actocyBanHs aroHictis perientopis o I'TIII-1 moxe 6yTu acouilioBaHe 3 HebaKaHMMH PeaKLIisIMH 3

60Ky IIYHKOBO-KHMIIKOBOro TpakTy. He pocmimxkysanoce 3acTocyBaHHA mpemnapaty Coniksa

NaLi€HTaM i3 TSHKKHUMH LTy HKOBO-KUIIKOBUMH 3aXBOPIOBAaHHAMH, BKIIIOYAIOUH TSDKKHI ractTponapes,

y 3B 3Ky 3 YMM 3aCTOCYBaHHS Jlikapchkoro 3acoby CoJlikBa TaAKKUM Malli€eHTaM HE PEKOMEHIYETECH.

Tspkxe nopynieHHs GYHKUIT HUPOK

TepaneBTHYHUIT OCBI/ 3aCTOCYBaHHS Npenapary nauicHTaM i3 TAKKMM NOPYIIEHHAIM (yHKUii HUPOK

(xtipeHc KpeaTuHiHy MeHume 30 MJI/XB) Ta NpHM TEPMIHANBHIH cTajii XBOpOOM HMPOK BiACYTHIH.

3acTocyBaHHS Ipenapary mauieHTaM i3 TSHXKKUM NOpYyLIeHHIM QYHKUIT HUPOK Ta NpH TepMiHaIbHIi

crazii XBOpoOM HHPOK He PEKOMEHAyeTbcs (auB. po3linu «Cnoci® 3acTocyBaHHS Ta JO3M» i

«MapMakoJIoriyti BIacTUBOCTi. @apMaKOKiHETHKa»).

OaHOYACHe 3aCTOCYBAHHS iHIINX JiKapcbKnX 3ac0biB

CHoBiIbHEHHA CITOPOXKHEHHS IUTyHKA, 3yMOBJIEHE 3aCTOCYBAaHHAM JIIKCUCEHATHIY, MOXKE

3MEHIIYBAaTH WBHAKICTH abcopbuii nikapchkyux 3acobiB, WO NpHUiMarOTeCa nepopaibHo. Ilpemapat

Conikea noTpibHO 3aCTOCOBYBATH 3 00EPEKHICTIO Malli€HTaM, IO OTPUMYIOTh JIiKapchKi 3acobH, s

AKHX € HeOOXIJHOIO MIBKHIKA abcopbilid B LITYHKOBO-KUIIKOBOMY TPakKTi, IKi BAMAratoTh PETEbHOIO

KJIIHIYHOTO MOHITOPHHTY ab0 sKi MaloTh By3bKWH TepaneBTH4HUH iHAekc. KoHKkpeTHI pexoMeHaawii

CTOCOBHO MNpPMIfOMY TaKMX JIIKapchKUMX 3aco0iB HaBeleHO B po3aini «Bzaemopnis 3 iHIIUMHK

JKApCHKUMH 3ac00aMH Ta iHIIi BUAM B3a€MOIIN».

Acrniipallis B noe/HaHHI i3 3aranbHOI0 aHacTesieto abo rMudOKOK cenallie

TNoBigoMsIOC TIPO BUNMAAKHM JIeT€HEeRO1 acmipauii y nauieHTiB, ki OTpUMyBalll arOHICTH PELeNTOpiB

I'TITI-1 mim saranbHOIO aHecTesielo abo riMbokoro cenauiero. TakuM YHMHOM, neped BHKOHAHHSIM

npouUeyp i3 3arajIbHOI0 aHecTe3icro abo MTMOOKOK0 CENALIiEr0 CITil BpaxOBYBATH MiBUILEHHH PH3NK

3aJIMIIKOBOTO BMICTY IIUTyHKA BHACTIIOK CHIOBiNbHEHHS CIIOPOKHEHHS IUTyHKa (IuB. po3ain «ITobiuni
peaxiii»).

Herinpatauis

TMauieHTam, O OTPUMYHOTH mpemnapatr CosikBa, HE00XiAHO MOBIZOMIIATH TIPO MOTEHLIMHUI pHU3MK

Jerigpatalii, roe’s3aHuii 3 HeOaKaHUMHU peaklisMM 3 00Ky UIITyHKOBO-KMILIKOBOTO TpaKTy, i

CTOCOBHO TaKHX IALIEHTIB IOTPIOHO BXKMBATH 3aX0AiB A 3a1100iraHHs rinoBoyeMii,

VTBOpEHHS aHTHUTI $a L

3acrocysanHs npenapary CollikBa MOXke MTPU3BOJUTU 0 YTBOPEHHS aHTHUTIN A0 ?{c.y:nny mapr'ihy,.

i/abo nikcuceHatumy. Y PpiOKICHMX BHMIIaJKaX HASABHICTh TaKWUX AHTHUTIN MC};K‘% i%@bgmoaa;m !
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HeoOXigHICTh B KOpeKIlii Jo3yBaHHs npenapaTy CoJlikBa 3 METOK YCYHEHHS CXHIIBHOCTI JI0 PO3BHTKY
rinep- abo rimormikemii.

Y HUKHEHHS TIOMMJIOK B 3aCTOCYBAHHI JIIKAPCBKOro 3acoly

IMauieHTH NOBUHHI OyTH MPOiHCTPYKTOBaHI 1100 HEOOXiAHOCTI 060B’I3KOBOT MEPEBIPKH MapKyBaHHS
IINPHII-PY KK TIepe]] KOXKHOIO 1H’ €KLI€I0 /11 YHUKHEHHS BUIIaJKOBOI [LTyTAHWHH MiX JBOMa Pi3HUMH
Jo3yBaHHAMH mipenapary CojikBa Ta IUIyTaHUHM 3 IHIIMMH iH €KUIHHUMH NHpOTUAIa0eTHYHUMH
JKapChKUMH 3ac00aMHu.

Jlna YHUKHEHHSI TIOMHJIOK B JO3YyBaHHI Ta NOTEHLIMHOIO Iepeqo3yBaHHA Hi NalieHTH, Hi MeIH4Hi
NpauiBHMUKY HIKOJIM HE TOBUHHI BUKOPHCTOBYBAaTH ILMpUL] i 3abopy JIikapchkoro 3acoby 3
KapTpUIKa MIPHUL-PyYKH.

[Iporuaiabernudi jikapebKi 3aco0u, 3acTOCYBaHHA AKMX Y KoMOiHauii 3 npenapatoM Comnikpa He
JOCIi 1KY Banoch

3actocyBanHs nmpenapaty ConikBa He [HOCHiKyBaJock B KoMOiHauii 3  iHribitopamu
punenmuaunnentunaazu-4 (JIII1-4), npenaparamu cyibGOHIJICEYOBHHY, TiHIAAMH Ta [MIOTTITA30HOM.
Tlonmopox

11{06 yHMKHYTH MIOMUJIOK Y 103yBaHHI Ta MOXJIMBUX NEpPeN03yBaHb NpH MEPEX0/i Ha iHIIMH YacoBMit
T105C, TALEHTY Tepe/ MOi3AK00 CliJ] MPOKOHCYJIBETYBATHCS 3 JTiKapeM.

JonomizkHi peuoBHHI

Ieit nikapcbkuii 3acib MicTUTE MeHIIe 1 MMOJIb HaTpiro (23 Mr) Ha OAHY A03Y, TOOTO MOJKHA BBAXKATH,
110 BiH MPaKTHYHO HE MICTHThH HATPIIO.

et mikapcbkuii 3aci0 MICTUTH METaKpe30J1, AKUH MOKe CIIPUYMHUTH aJiepridHi peakuii.

3acmocysanns y nepiod sazimuocmi abo 200y8auHs cpyooio.

[Mpenapar CojlikBa He PEKOMEHIYEThCS 3aCTOCOBYBAaTH KiHKaM pENPOAYKTHBHOIO BiKy, sKi He
BHKOPUCTORBYIOTH 3aCOOM KOHTpAaLeMIIii.

Bazimuicme. He icHye KIiHI9YHOTO JOCBiXy 3acTocyBaHHs mpenapary CoJlikBa BariTHUMH JXKiHKaMH.
He icHye KJITIHIYHHMX JAHUX, OTPUMAHHUX Y XOZi KOHTPOJIBOBAHUX KITiHIYHUX JOCIiKEHHIX, CTOCOBHO
sacTocyBanHsa mpernapaty CollikBa, iHCyniHy riapriHy abo jikcuceHaTHH@y Yy MepioJ BariTHOCTI.
Benukunit obcar maHMX IOAO 3aCTOCYBaHHA iHCYJIIHY IJIApriHy BariTHHMM iHkamu (Oineme 1000
BUIAJKIB BariTHOCTI) BKa3ye Ha Te, IO iHCYJIiH TIapriH He Mae crieludiunux HeOakaHUX BILIMBIB Ha
nepebir BariTHOCTI, a TakoX HE CIIPMYMHIOE aHi BaJ PO3BHTKY Y IUI0[a/HOBOHApOKEHOTO, aHi
TOKCHYHOTO BIUTUBY Ha HBOTO. JlochifKeHHs Ha 1abopaTOpHUX TBapUHAX HE BUSBUIIM O3HAK BILIUBY
iHCYJTiHY rapriHy Ha penpomyKTHUBHY CHUCTEMY.

He icHye HaneXHMX MaHWX IIOAO 3aCTOCYBaHHS JIIKCUCEHaTHAY BariTHUM KiHKaM. Pesymbratu
JOCHiIKeHh Ha TBAapWHAaX CBiA4aTh MPO HASBHICTE TOKCHUYHOTO BIUIMBY JIIKCMCEHATHIY Ha
pENpOaYKTHBHY cucTeMy (auB. po3ain «®apmakonoriuti Biactusocti. JloxniHiuHi qaHi 3 6e3neku»).
Ipenapatr CoiikBa He CJiJ 3aCTOCOBYBATH IiJ 4ac BariTHOCTi. SIKIO Malli€eHTKa IUIaHye BariTHICTh
ab0 BariTHICTE BXKe HacTajia, JJikyBaHHs nperiaparoM CoJlikBa HeoOXigqHO MPUIIMHHTH.

Tooysanns epyoorw. Hepimomo, uu iHCYiH rnapriH abo JiKCHCEHATH] eKCKPETYETbCS B IpYJHe
Monoko y moauHu. Tpenapatr ComnikBa He C/TijJ] 3aCTOCOBYBATH ITiJ] Yac TOAYBaHHS TPy AIHO.
Penpooykmuena ¢ynxyis. JlocmikeHHs Ha 1abopaTOpHUX TBAPUHAX HE BUSBHIIN 6e3M0CepeaHbOro
[IKiAJUBOrO BILTUBY JIIKCUCEHATHAY M iHCYJIiHY INIapriHy Ha penpoayKTUBHY (QYHKIIiO.

30amuicme emusamu HA WEUOKICMb peaxyii nMpu Kepysanmi asMoOmpaHcnopmom abo Huumu
MexauizMamu.

INpenapary ConikBa He BIUTMBaE ab0 Mac He3HAYHHUH BIUIMB Ha 3[aTHICTh KEPyBaTH TPAHCIIOPTHUMH
3aco0amu abo MpalroBaTH 3 IHIIMMHM MeXaHi3MaMW. 3JaTHICTh NallieHTa 40 KOHUEHTpalii yBard Ta
MIBMIKICTP MOro peakilii MOXYTb MOpPYIIYBATUCH BHACHIJOK BHHHKHEHHS TiMOTMiKeMil YH
rinepriiikemii abo, Hampukiaj, BHacligok 30poBHX po3naniB. Lle moxke Oyt HebesneyHuUM y
CHUTYyallifX, KOJHU LI SKOCTI € 0coOAMBO BaXKIMBUMH (HAlpPHKIIAZ, Iil 4ac KepyBaHHI TPAHCIOPTHUM
3ac060M ab0 po6OTH 3 IHLIIMMHU MEXaHi3MaMu).

[MauieHTaM HEoOXiHO MOPaJUTH BXKUBATH HEOOXIMHMX 3aMOOLKHMX 3aXOMB 3 METOHK), VHMKHEHHS
rinomikeMii i 4yac KepyBaHHS TPaHCIOPTHHUM 3acoboM abo pobori 3 iHIIMMU Me\aﬁ;lsmamt ;L[qm .
0COOIHBO BaXIMBHUM /JJIS THX MAli€HTIB, ¥ SKUX TEpIli O3HAKH PO3BHUTKY FII'IOFIIi‘KEMII € cnadko:-,
BUpaKeHUMH ab0 B3arajii BiCYTHI, a TAKOX AJIA THUX XBOPHX, y SKHX 4acTo B:mlan‘gae rmormkcmm
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HeoOxiaHO peTesbHO 3BayKyBaTH, 4H BapTO CidaTH 3a kepMo abo MpalioBaTH 3 IHIIMMH MexaHi3Mamu
y TaKOMY CTaHi.

Cnocit 3acmocyeanHa ma 0o3u.

ITpenapat CoJlikBa ZOCTYIMHUIL y 1BOX TUMAX LUNPULU-PYUOK 3 PISHUMH OMUISIMU J03yBaHHS, a came

wmpu-pyuka Costiksa (10—40) Ta mnpuu-pyuka Cosmiksa (30-60). BiaMiHHICTE MDK 103YBaHHSIMU

[IPUI-PYHYOK NOB’s13aHa 3 IXHIMU Jiana30HaMU 403yBaHHA.

e Comniksa 100 Oa./Ma + 50 MKI/MJ1 y HIOTIepEAHBO HAMIOBHEHIH INMPHI-PYULli — JialTa3oH 103yBaHHS
ctanoBuTh 10—40 oguHHUL iHCYJiHY rTapriHy B koMOiHauil 3 5—20 MKr nikcuceHaTHAY (ILMpPUL-
pyuka Coniksa (10—40))

e Comnixsa 100 On./mMa + 33 MKI/MI y TIOITlepeAHbO HAMOBHEHiH WpuIl-py4ili — giarna3oH 103YBaHHs
cranoBuTh 30-60 oqununk iHCyNiHY riapriny B komOinauii 3 10-20 MKr nikcuceHaruay (tmnpuu-
pyuka Comikea (30-60))

Jlns yHHKHEHHs NOMMJIOK B 3aCTOCYBaHHi Nperapary Jikap, 10 #oro mnpu3Ha4ae, MOBHHEH

BIIEBHUTHCE, HIO B PELIENTi 3a3Ha4eHO NMpaBUIbHE A03yBaHHS Ta [iarna3oH NOAUTOK 103y BaHHS LUIPULL-

pY4KU.

QO3YBaHH51

JosyBaHHs mMoTpiOHO NixOMpaTH iHAUBIAYaJIbHO, 3 YpaxyBaHHSAM iHOMBIAYyalibHOI BIONIOBiAi XBOPOTO,
a Horo TUTPYBaHHS 3MIMCHIOBATH BIAMOBIZHO [0 MNOTpeOM maiieHTa B iHCYJiHI. Jlo3yBaHH:A
JiKCMCeHaTUay MiABULIYEThCS ad0 3HIKYETHCA pa3oM 3 JIO3YBAHHAM IHCYJIIHY TJapriHy i Takox
3aEKUTD BiJl TOrO, AKa LINPHI-PYYKa BUKOPHUCTOBYETHCS.

Iouamrosa 0oza. Tepaniro GazanbHUM IHCYJIIHOM a00 aroHiCTOM pelenTOpPiB IFOKAroHON01i0HOro
nentuay-1 (I'TIT-1), abo nmepopa’ibHHM LyKPO3HHKYBAIbHHUM JiKapcbKUM 33cO0OM, 32 BHHATKOM
MeT(OpMiHy Ta iHTiOITOpiB HATPifi-IIFOKO3HOrO KOTpPaHCHoprepa 2-ro TUIy, Mepel Mo4aTKOM
3acTocyBaHHs niperniapaTy ColikBa cliJ MPUITHHWTH.

IMouaTkoBa mo3a npenapary CosikBa BU3HAYA€TbCSA Ha MiACTaBi MOMEPEAHBOr0 MPOTHAIA0ETHUHOTO
JIKYBaHHS, PH [BOMY PEKOMEHJOBaHa 1104aTKOBA /032 JIIKCHCEHATHAY HE NMOBHHHA IepeBULLYBaTH
10 Mkr (auB. TadnuLro 4).

Tabnmug 4

Ilonepeaus Tepanin
IManienTn, axi paniume
He OTPHMYBAJIH iHCYJIIH
(nepopanbhi
nporuaiadeTH4Hi
npenapaTh afo aroHict
penentopa I'TITI-1)

Incyanin raaprin | Incyain rnaprin
(100 Og./m)** (100 Oa./ma)**
>20130<300a. | >30n0<600n.

Hupun- 10 noAiNiok A03yBaHHS 20 moainox
py4Ka (10 On./5 mxr) J103YBaHHA
IToyaTkoBa CoJikBa (20 Op./10 Mkr)*
mo3a i Ttumn| (10-40)
INpPHI- MInpun- 30 noxinok
PY4YKH pyuka JIO3YBaHHS
CoJikBa (30 On./10 Mkr)*
(30—60)

* Oguuanip iHcyiHy raaprigy (100 On./mi) / Mikporpam fnikcHceHaTuay.

** flkmo 3acTocoByBaBcs iHwnii 6a3anbHuii iHCy/IiH:

 [lIpu 3acTocyBaHHi 6a3albHOrO IHCYJIiHY ABa pa3u Ha 100y abo iHcynaiHy raapriny (300 On./mn)
foTiepeiHs 3arajbHa 1000Ba 1032 NOBUHHA OyTH 3HMkeHa Ha 20 % npu BUOOpi MOYaTKoOBOI 103M
npenapary CoJniksa.

» Tlpu 3actocyBaHHi OyIb-KOTO IHIIOrO 6a3anbHOr0 iHCYJHY MOTPIOHO 3aCTOCOBYBATH TaKe X
NpaBUIIO, SIK AJ1 iHcyniny rnapriny (100 On./mn). - '




MakcumalibHa 1060Ba /103a cTaHOBUTH 60 OAUHULIL iHCYJIiHY I1apriHy Ta 20 MKT JIIKCUCEHATHTY, 110
Bigmogigae 60 moAinkaM AO3yBaHHS.
In’ exuito npenapaty Coniksa noTpi6HO 3ailicCHIOBATH OAMH pa3 Ha K00y B MeXax OJIHi€l rOAMHHM nepen
igoro. BaxkaHo, 106 nMpaHAiaibHA iH’ €Ki BUKOHYBAJIach Mepei OOHUM i TUM caMuUM IpuioMoM ki
ILIOAHA MiC/s TOro, SK MauieHT obepe HalOinbI 3pyyHuUii 11 cebe mpuiioM ixi.
Tumpyeanns 0o3ysanns. Ilpenapar CosikBa NMOTPiOHO BBOAUTM BIINIOBIOHO IO iHAMBIIYaJbHHUX
notpeb nauieHTa B iHCyJiHi. KoHTpone riikeMii peKOMEHAY€ETbC ONTHMi3yBaTH LUIIXOM KOPEKIii
J03yBaHHs Ha MiJCTaBi piBHIB [VIIOKO3M B IUIa3Mi KpOBi HaTuie (OMB. po3ain «DapMakoauHaMiKa»).
I1in yac nepeBeieHHs HA Ll TTpenapaT Ta BIPOAOBK MEPLIMX THXKHIB IMIiC/Is LIbOTO PEKOMEH/TY €ThCs
3IIACHIOBATH peTebHUN MOHITOPHUHT PiBHIB [NIIOKO3Y.
¢ SIKuIO MaIli€HT HOYHHAE 3aCTOCOBYBAaTH mmpuULl-pydky Comnikea (10—40), Toai 03yBaHHA MOKE
6yTu TuTpoBaHe 10 40 noainok 103yBaHHA.
e Jlna mo3ysanHS > 40 moaiiok AO3yBaHHA Ha 100y TUTpyBaHHA NOTPiOHO MpOJOBXKYBaTH 3
BUKOpUCTaHHAM mnpuu-pyuku Coniksa (30-60).
e SIKiIo NalieHT NOYMHAE 3acTOCOBYBaTH IpUL-pydKy Comikea (30-60), To/i 103y BaHHI MOKE
6yTu TuTpoBaHe 10 60 MoaiIoK 103yBaHHA.
e Jlng 3aranbHoro go6osoro mosyBaHHS > 60 moainok no3yeaHHs npenapaT CojiikBa He CITifg
3aCTOCOBYBATH.
INauieHTH, AKi KOPUTYIOTH KUTBbKIiCTE aD0 yac BBEACHHS NpeNapary, NOBUHHI 3MilICHIOBATH L€ TLUTBKH
IiJ MEJUYHMM HATIAIOM 3 BiAMOBIMHAM MOHITOPHHIOM DiBHIB ITIOKO3H (IUB. po3ain «OcoOMHBOCTI
3aCTOCYBaHHS»).
OcobuuBi KaTeropii naLiEHTIB
Hayienmu noxunozo 8iky (= 65 poxis)
IMpenapat CoJtikBa MOKHa 3aCTOCOBYBATH MaLliEHTaM MOXMJIOro BiKy. Jlo3yBaHHs NOTpiOHO minbuparu
iHAHUBiAYaNBHO, 3 ypaXyBaHHSAM pPe3yJIbTaTiB MOHITOPUHIY piBHIB IVIIOKO3U. Y MAL[i€EHTIB MOXUIIOTO
BiKy mporpecyiode mnoripueHHs (GyHKUil HUPOK MOXeE CTATH MPUYMHOIO TMOCTIHHOrO 3MEHIIEHHS
notpe6H B iHcyniHi. Kopekuis no3u gikcHceHATUAY 3a/1€KHO Bif BiKy nauieHTta He noTpibHa. Jocsin
TepaneBTHYHOrO 3acTOCYBaHH Npenapary CoJlikBa Malli€HTaM BiKOM > 75 pokiB € 0OMexXeHUM.
Hayicumu 3 nopyueHHam QYHKYIT HUpOK
Ipemapat CoiikBa He peKOMEHAY€EThCS 3aCTOCOBYBATH MAallicHTaM 3 TSXKKHM MOpPYIIEeHHAM (yHKil
HHMPOK Ta NPHU TePMiHAIBHIN cTafii XBOpoOU HUPOK, OCKUIBKY AOCBIJ TEPANEBTHMYHOIO 3aCTOCYBaHHS
JIKCHCEHATH/y B TAKHX BUMAJKAX € HEAOCTATHIM.
JIng mnaiienTiB 3 JerkuM abo MNOMIpHUM HOpPYIIeHHAM OYHKUii HUPOK KOpPEKIis J03yBaHHS
JiKCMCeHaTHay He MoTpibHa.
V nauieHTiB 3 nopyuieHHsM GYyHKIIT HIpoK noTpeda B iHCYIiHI Moxe OyTH 3MeHIlIeHa Y 3B’ 3Ky 3i
SHIDKEHHAM MeTaboIi3My iHCYJIiHY.
V mnauieHTiB 3 jerkuM abo MOMipHUM MOpYIIEHHAM (PYyHKUii HUPOK, IO 3aCTOCOBYIOTH IIpenapar
CoJiikBa, MOKe BUHUKATH HEOOXiOHICTh Y YaCTOMY MOHITOPUHIY piBHIB IIIOKO3H Ta 'y BiMOBIIHIM
KOpeKilil 03yBaHHs.
Hayienmu 3 nopyuiennam Qynxyii newinku
Jlnga manieHTiE 3 nMOpyLIeHHAM (GYHKUIT Ne4iHKH KOPeKLis J03YyBaHHS JIIKCUCEHATUAy He moTpibHa
(ouB. po3ain «@apMakoKiHETHKa»). Y MAlli€HTIB 3 MOpYLIEHHAM QYHKIil NediHku roTpeba B iHCYMiHI
Moke OYTH 3MEHIIEHa y 3B’A3KYy 31 3HMKCHHSAM 3IAaTHOCTI IO IVIIOKOHEOTeHe3y Ta 3HIKEHHSIM
MeTaboj1i3My IHCYJIiHY. Y MalieHTiB 3 MOPYMEHHIM (PYHKLUIT rIe4iHk1 MO>ke€ BUHUKATH HeOOXiAHICTh
y 4acTOMY MOHITOPHHTY PiBHIB IVIFOKO3H Ta Y BiANOBiJHiH Kopekuii fo3yBaHHs npenapary Comikga.
Jlimu i nionimxu
I[Npenapar ConikBa He nependaueHut AJ1s 3aCTOCY BAHHS JITSIM.

Crnoci6 seenenns. [Ipenapar Comikga cii BBOAUTH UTSIXOM I JUIKIPHOT iH’ €Ki B AIJITHKY XKHBOTA,
Jenpronoaionoro M’s3a abo crerHa.

Micug s iH’ekiiif moTpiOHO 3MiHIOBAaTM B MeXaX OMAHiel aHaTOMIiYHOI AUNAHKM (KMBOTA,
AenbTonoAi6HOro M’s3a abo crerHa) Bif oAHiel iH’ekuii A0 iHIOI 3 METOI 3MEHIIEHHS PH3UKY
BHHHKHEHHA JinoAucTpodii Ta/a6o mkipHoro aminoinosy (aus. po3ain «OcobaUBOCTI 3a¢TOCY Baniis»

ta «[To6iyni peaxiii»). o N3y




TNaiienT! MOBHUHHI OYTH MPOIHCTPYKTOBAHI NMPO NMOCTiHHY HEOOXiAHICTh BUKOPUCTAHHS HOBOI TOJKMU.
IToBTOpHE BUKOPUCTAHHS I'OJIKH iHCYJIIHOBOI INNPHL-PYyYKH 301/1b11y€e PU3HK il 6/10KyBaHHS, IO MOXeE
NPU3BOJMTH IO BBEAEHHS HEJOCTaTHHOI 00 HaZMipHOT 103U Mpemnapary.

IMpenapat CoslikBa He A03BOJIETECS BiAOMPaTH 3 KAPTPUIXKA MONEPEAHBO HATOBHEHOI LIMPULI-PY KU
y UIMpPHIL, OCKIITBKH L€ MOXe NPU3BECTH A0 THKKOro nepenosyBaHHs (auB. posain «Ocobnusi
3acTepeKeHHs [MPH BUKOPUCTAHHI [Ipenapary»).

OcobnuBi 3acTepeskeH s NPY BUKOPHCTAHHI Mpenapary

INepen nepiuvM 3acTOCyBaHHSAM LINPUL-PYYKY MOTPiOHO BUTATHYTH 3 XOJIOAMIBHHKA Ta MOTPUMATH
npy TeMnepatypi He Buue 25 °C Bnpoaosxk 1-2 roaux.

Tlepea BUKOPHCTAHHIM MEPEBIPAIOTH KAPTPHUIK IINPULL-PYHKH. Moro MoxHa BUKOPHCTOBYBATH JIMIIE
TOJ1, KOJIU B HBOMY MICTUTBCS NIPO30pHil Oe30apBHMIA pO3HHH, KW 32 KOHCHCTEHITIEK) HAray€e BOY,
6e3 BUAMMHUX TBEPIUX JACTHHOK.

IMpenapar ConikBa He MOXXHA 3MillyBaTH 3 Oy/b-KMM IHIUMM iHCYyJiHOM abo po3oauTu. [lpu
3MilryBaHHi 260 po3BeAEeHHI MOKe 3MiHUTHCH POk Aii npenapary B 4aci; KpiM LOT0, 3Millly BAHHA
3 {HIIMMH IIpenapaTaMy MOKe IIPU3BECTH 0 YTBOPEHHS OCazy.

IMepen KOXKHOIO iH'€KIi€l0 3aBXAM HeoOXiJHO Tix’eqHyBaTM HOBY roaky. IloBropHo
BUKOPHCTOBYBATH TOJIKM HE MOKHa. [1allieHT MOBMHEH YTUI30BYBATH FOJKY [IiC/8 KOKHOT iH’ KLl
V Bunmaaky GJOKYyBaHHS TOJIKM MallieHTaM HeoOXiTHO NOTPUMYBaTHCh PeKOMEHIAlii, ONHCaHUX Y
KPOLII 3 IacTpyKuiif 3 BHKOPUCTaHHS (MB. HHUKYE).

[ToposkHi WINPUI-PYYKH B 3KOJHOMY pasi He MO>KHA BUKOPHCTOBYBAaTH NOBTOPHO, BOHH IIOBUHHI 6yTH
HaJIEKHMM YHHOM YTHIII30BaHi.

Sxmio Bam 31aeThes, WO WINPHI-pyYKa MOIIKOIKEHA, HE BUKOPUCTOBYHTe ii. BizpmiTe HOBY. He
Hamaraiirecs CaMOCTIIiHO MOJIAroqUTH WINPUL-PYUKY.

Jna  samobiraHHs  MOXUIMBOI  Mepeladi  3aXBOPIOBaHb KOXHA  LUNPUI-PydKa TOBHHHA
BUKOPHCTOBYBATHCh TiIbKU OFAHHM MaLliEHTOM.

IMepen KOKHOKO iH’€KLIi€0 MOTPIOHO 3aBXKIM NMEPEBIPATH €TUKETKY, W00 YHUKHYTH TUTyTAHUHH MiX
npenapatoM CoslikBa Ta iHIIUMHU iH €KUiHHMMHM TNpOTHIAiaO€TMYHUMH JIKAPCBKHUMH 3acobamu,
BKJIIOYAKOYM ABAa Ppi3HI TUIMM wWnpui-py4yok 3 mpenaparoM CosikBa (muB. po3ain «OcobiauBocTi
3aCTOCYBaHHS»).

Tepen 3actocyBaHHAM npenapary CoslikBa CJli YBaKHO MPOYMTATH po3gin «[HCTpykuis 3
BUKOPHCTaHHS IWNPUL-py4uKn CoJlikBa».

Bayxnupa iHOopMaLLig 1110710 BUKOPHCTAHHS Winpuul-pyuku Conika

 IlInpuu-pyyka npusHadeHa ocobucTo BaM i He ciix nepenasaty ii iHmmM ocobam.

* He MoXHa BUKOPUCTOBYBATU LIMPULI-PYYKY Y pasi il MOLIKOIKEHHs abo NpH HAgBHOCTI CYMHIBY
OO0 TIPaBUJIBHOCTI 11 GYHKLIOHYBaHHA.

e 3aBaM Cli MPOBOJUTH TeCT Ha Oe3MeKy.

e 3apxau HeoOXIMHO MaTH 3aracHy IINPHI-pYyYKy i 3amMacHi TOJIKM Ha BUMAmOK BTpaTd abo
HOMIKOKEHHS OCHOBHOI'O Habopy.

I1lo noTpibHO 3HATH [7s NPOBeAeHHs iH' exitii

e Tlepen BUKOPUCTAHHAM IINMPHUL-PYYKH CIiJ 3alIUTATU CBOTO JiKapa abo MeacecTpy, K poOUThCA
iH’ €Ki

e Sxumto y Bac € saxi-HeOyap cxiamHoOLli 3 BUKOPUCTaHHSAM INIPHUL-PYYKH, HAIpUKIad, depes
npobieMu 3 60Ky 30Dy, 3BEPHIThCA 3a JOMOMOTOXO.

¢ Tlepen BUKOPUCTaHHAM IUNPUI-PYYKH CJIiJ IEPEUUTATH L0 IHCTPYKIitO. Y pa3i HEAOTPUMAHHA IHX
HacTaHOB Bu MoXkeTe OTpUMATH HaaTO BUCOKY ab0 HU3BKY 03y Mpernapary.

Jonarkosi peyi, ski 6vayTs NoTpidHiI Npy BBEEHI LILOTO MpPEnapary:

e HOBa cTepuibHa rojka (ausitbca KPOK 2);

e 3MOYECHHH COUPTOM TaMIIOH;

 CTiMKuMi )19 IPOKOJIIOBAHHS KOHTEIHED 1J11 BUKOPUCTAHUX I'OJIOK Ta IUNPHL-PYOK.

IHCTPYKI[IA
3 suxkopucmanna winpuu-pyuxu Conixea p

Tpumau Ilopens*
KapTpPUIXKY

Ikana




Tokancunk A03U
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Kosnavox ['ymona 1likana Hazpa Ilepemukay |Knonka ans
mmpuyi- rnepeMuika npenapaTty ans BUGOPY  BHKOHAHHA
PYUKU O3K  in’exuil

* [TopieHp He Oyzae BUOHO, 10KH Bu He BBezieTe AeKibKa 103.

KPOK 1. [IepeBipTe CBOI0 MINPHI-PYYKY.
IlonaiiMenIie 3a 1 roauHy 10 MPOBEAEHHS iH €KL BHIMITh HOBY IIMPUL-PYUKY 3 XOJOJUIbHUKA.
BeeneHHs X0NOAHOIO npenapaTy € 6uibi 60MicCHUM.
A. Ileperipte Ha3BYy npenapary i AaTy 3aKiH4YeHHS TePMiHy NPHIATHOCTI HA eTHKETH INNIPHII-
PYYKH.
. IMTepekonatitecs B ToMy, o Bu B3snu notpibnuii Bam npenapar. L mmpun-pyuxa
MEPCUKOBOIO KONBOPY, Ma€ IoMapaH4€By KHOIIKY /Ul BUKOHAHHS iH’ €Ki
. He BukopucTOBYyiiTE 10 MINPHN-PYYKY, AKI0 BaM moTpiOHa 1060Ba K032 MeHIIEe
ik 10 mogiox mo3yBanHs a6o sixmo Bam morpi6no 6inbmie Hik 40 mogisiox
nozysanus, OOroBopite 3 Bammm nikapeMm, fika IINPHI-PYy4YKAa Haiikpaige
miaxoauTh AJst Bamux norpes.
. He BuKOpHCTORYTE LINPUL-PYUKY IiCJIs 3aKiHUEHHS 11 TEpMiHYy IPUAATHOCTI.
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C. BneBHiThCcSl Y TOMY, III0 NIpEeNapar € Npo30OpHM.
e He BHUKOPHUCTOBYiiTE LWINMPHUL-PYYKY, SKIIO PO3YMH IMpernapaty € MYTHHM Ha BWITIIE,
3abapeieHUM abo MiCTUTh JaCTOYKH.

KPOK 2. IlpueanaiiTe HOBY IoJIKy.

. He BHKOpHCTOBYiiTe TroJKH NOBTOPHO. 19 BHKOHAaHHA KOXHOI iH €KUil 3aBxId
BHKOPHCTOBY#ITE HOBY cTepuipHYy ronky. lle momomarae 3anobiraru ONOKyBaHHIO TOJNKH,
3a0pyTHEHHIO Ta 3aHECEHHIO iH(eKILil.

. 3aBx/I1 BUKOPHUCTORYHTE TIIbKHU TaKi I'OJIKY, sIKi € CyMiCHUMMU /11 BUKOPUCTAaHHS 3 MpenapaTom
ComnikBa. o

A. BiseMiTh HOBY I'oJIKYy Ta Bigk/ielTe 3aXHCHY ILIiBKY. 2 Ty
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B. TpumajiTe rojiky npsiMo i 3akpyTitTe il Ha WNPHI-PY4Ky 10 3akpinjenns. He 3axpyuyiire
roJIKy 3aHAJTO CHJIBLHO.

R g

@ Ty

KopucTyBaHHs roaKaMu
IMoBonmpTecs 3 roikamu 3 oOepexkHicTIO — me HeoOXigHo, moeb 3amodirTh ykojam TONKOHK i

MepexXpecHOMY iHQIKyBaHHIO.

KPOK 3. BukoHnaiite Tect Ha fe3meKy.

3aBxk/IM BUKOHYMHTE TECT Ha Oe3neKy nepea KOXHOIO iH’ eKLiero — e HeobxinHo, mo6:

. nepeBipuTH, o Baia mmpun-py4ka i rojika npautolTh NpaBUIBHO;

. BIIEBHUTHCSA Y TOMY, 1110 Bu otpuMaeTte noTpidbHy Bam no3y npenapary.

A. OGepitb 2 moainku no3yBaHHsl, 00epTal0YH NepeMHKAad s BUOOPY J03H, IOKH HOKAXKIHK
1034 He OyJe BKa3yBaTH HA PHCKY «2».

S
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B. HarncHiTh KHONKY AJ5 BHKOHAHHSA iR’ eKuii 10 ynopy.
Sxuio 3 KiHuMKa royiki 0yJe BUXOAMTH PO34MH Mpenapary, Balua lnpuu-pyyka Npautoe MPaBUIIBHO.
IMepemukad a1 BUOOPY 03U HOBEPHETLCS Y MOJOMKEHHS «O».
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S0 po3YHH Npenapary He BUXOAUTE:

. Bam Moxke GyTH MOTPiOHO MOBTOPUTH Lieil Kpok [0 3 pa3iB, nepiu Hixk Bu 3Moxere nmobdauntu
PO34HMH Ipernapary.
. SIKO pO3YMH Mpenapary He BHXOAWTHME 1 IICIA TPEThOro pasy, rojka MoXe OyTH

3a0710KOBaHa. SIKIO Take CTAHETHCA:
—  saMiHith roaxy (mue. KPOK 6 i KPOK 2);
—  micaa nporo BUKOHakiTe TecT Ha Oe3neky noTopHo (KPOK 3).

. Skmo i mic/ig HpOro po3uHH MpenapaT He BUXOJATHME 3 KiHUMKa TOJIKH, He BUKOPHUCTOBYUTE
Banry mmpui-py4ky. Bukopucraiite HOBy IINPHLI-pYUKY.

. He BukopucToBy#TE IINPUL 4714 Bi6Opy po3urHy mpenapaTy 3 Baioi mnpun-pyyku.

SIxmo Bu no6aunTe 0y Ib0ALIKH NMOBITPS:

o Bu MoskeTe nobaunti 6ynp6aliky MOBITPS B PO34MHI Npenapary. Lle HopManbHe sBHILE, BOHH

He 3alIKoaITEL Bam.

KPOK 4. OGepitp n03y.

. BukopHcToByiiTe U0 INPHN-PYYKY JIHIIE 1Js BBeJeHHS OJHOKPATHOI IIOJEHHOI 103H
06’emom Bin 10 g0 40 noxinok no3yBaHHd.
. Hixonu He obupaiite no3y abo He HaTWcKaiiTe HAa KHOMKY /i1 BUKOHaHHS iH’ekuii 6e3

npueananoi rojxu. lle Mosxe nomkoauTi Baury mnpui-pyuKy.

A. BnesHiTbcs1 Y TOMY, IO I0JIKa NPHEAHAHA 10 INNPHLU-PYYKH i 0 NOKAXKYHK J03H BKA3y€ HA

«0».
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B. OGepraiiTe mepeMHKad AJd BHOOPY J03H, NOKH NOKAKYHK J03H He OyJde BKAa3yBaTH Ha

noTpiony Bam no3sy.

. Sxmo By moeepHeTe nepemukay aani, Hixk Bam notpibHo, Bu MoxkeTe MoBepHyTH foro y
3BOPOTHOMY HANPAMKY.

. SAxmo y Bainifi mmpui-pydini 3andinmmiocs HEAOCTaTHRO OAMHMLL 11 Bawoi mosm,

nepeMuKay A7 BUOOPY 03 3yNMHUTBCA Iic/s HabOpy Tiel KiMLKOCTI OJMHMIb, IO 3aIMLIAIHCS B
LIIPUL-PYYL.

. Sxano Bu ne Moxkere HabpaTu OBHY 103y, Npu3HaueHy Bam, BUkopucTaliTe HOBY ILUIIPHUII-
py4Ky abo BBEIiTh CTiJIbKM MOAUIOK JO3YBaHHs, CKUIbKM 3AJIMIIUIIOCS, @ PEIITY 03U BBEMITH 3 HOBOI
WIIPUI-PYYKA. B LI5OMY i TiNBbKU B LIbOMY BUIIAJKY J03BOJIA€ThCA BBOAUTH YaCTKOBY J03Y MEHILE HiX
10 noainok gozyeanHa. Jist Toro mob 3aBepmIUTH OTpUMaHHs Bamoi 1o3u, 3aBxa1 BUKOPUCTOBYIHTE
iHuIy mnprU-pyuKy 3 npernaparom Coiiksa (10-40), a He Oy ap-AKy iHITy IINPUL-PYUKY.

Sx 3uuTyBaTH AaHi y BikHi BixoOpaskeHHl X03H
e Tlapui ykcna Bigo6pakaroThes MOpYH i3 MOKAKYHKOM J03H, & HENapHi — Y BUIVIAAIL JiHiT Mix

NnapHUMH YHCJIaMH.




Bubpaso 29 noziiok Jo3yBanHA

e He BHKOpPHCTOBYiTe WINPUI-PYYKYy, AKUO0 Bama oxHokpaTHa [03a CTAHOBUTb MEHLIE
10 moainox a03yBaHHS — Ii HORIJKMA O3YBaHHA 03HauYeHi OiUMH 1MbpaMu Ha HOpPHOMY
doHi.

KinpkicTh ogaaaub npenapary y Bamii mnpan-py4ni
e Bama mwnpun-pyydka Mictuts 3arasiom 300 nozinok no3ysaHHs. Bu MoxkeTe 00MpaTH CBOIO 103y
3 KpokoM B 1 MOJIiNIKy 103yBaHHs.
¢ He BUKOPHCTOBYIiTE LIIO MINMPUI-PYUKY, AKIIO Bam notpibHa ogHokpaTHa 1000Ba 032 MEHIIE
Hix 10 moaiiok mo3yBaHHA abo skino Bam notpi6Ho Oinbwe Hix 40 MoAinoOK 03yBaHHS.
e KoHa mInpHI-py4Ka MicTuTh Ginbliie oHiel 7060BoT A03H.

KPOK 5. BBeaite HeoOxinny Bam xo3sy.
SAxmo Bu Biguyere, mo BaMm Ba)kko HATUCKATH Ha KHOMKY JUisd BUKOHAHHA iH’€Kii, He JoKiajaiite
cuiIy [Uis 1l HATHCKAHHA, OCKUIBKH Lie MOXe 371aMaTi Bamy mmpun-pyuxy.
e 3aminith roaxy (muB. KPOK 6 «Bin’ennaiire ronky» i KPOK 2 «IIpueanaiite HOBY rojky»),
micist 4oro BUKoHaiTe TecT 3 6e3nexu (mue. KPOK 3).
e Sximo Bam Bce Ie B&XKKO HATHCKATH HA KHOTIKY, Bi3bMITh HOBY PYUKY.
*  He BukopucToBYyiiTe WNpUL 11 Bigbopy po3uMHy npenapaty 3 Bamol mmpun-pyyky.

A. OGepith Micue 118 BHKOHAHHSA iR’ €knil BIIMOBIAHO 10 PHCYHKA, HaBe/lecHOTO HHXKTe.
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B. Bseexirs rojaxy co6iy mkipy Tak, ik Bam noxasysas Baw sikap a6o mennyHa cecrpa.
e TIpu ubOMY IOKH LIO HE TOpKalTecs KHONKH AJ1s1 BAKOHAHHS iH’ eKLii.
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HATHCHITS ii 10 ynopy i yTpnmynTe B TAKOMY MOJIOKEHHi.




« He HaTucKkaliTe Ha KHOMKY i KyToM — Bam Benukuii naneup Moxe 3ab10kyBaTv o0epTaHHsA
nepeMuKaya aias BUbopy A03H.
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D. ¥YrpumyiiTe KHONKY AAs BHKOHAHHA iH’€KNii B HATHCHYTOMY IOJIOJKEHHI i micjs Toro, sk
Bu noGaumure y BikHi Bitodpakenns q1o3u «0», noBiibHo mopaxyiire no 10.
Lle HeO6XinHO I TOTO, OO BIEBHUTUCS B OTPUMAaHHI MOBHOT 1034 Mpenapary
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E. Ilicas yrpMMaHHsS KHONKHM i moBinbHoro paxyeanHa Ao 10 BiamycTiTh KHODKY st
BUKonanHs in’eknil. Ilicas NbLOro BHTATHITE rogky 3i mkipu.

KPOK 6. Big’eanaiite roJjky.
* JJoBoabTECH 3 rOJIKAMU 3 OOEPEKHICTIO — L€ HEOOXiHO, MO0 3armodirT ykonaM rojikowo i
nepexpecHoMy iH(iKyBaHHIO.
e He HaggraiiTe 3HOBY BHYTPIllIHiil KOBIIa4OK TOJIKH.
A. Bisbmirs 30BHilUIHIA KOBHA4YOK rojkM 3a Horo Haiimupmy 4dactuny. Tpumaiite roaky
npsiMo i BBeaiTh 1T y 30BHIIUAIA KoBna4ok roJku. Iicjag nporo MinHo NPATHCHITE X 0AHH
JI0 OHOTO.
*  ToJika MOX€ MPOKOJIOTU KOBNAYOK, SKILO BiH HAAATa€ThCA Mif KyTOM.
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B. Bisbmire 30BHINIHIA KOBIA4YOK roJIKH 3a Horo HaHIHpIIY YacTHHY Ta CTHCHITHL fioro y
nLOMY Micui. [HIIO PYKOO MOBEPHITH IINMPHLI-PYUYKY AEKibKa Pa3iB [U1g BiJ’ € AHAHH: IOJIKH.

*  Skmo royika He Bifl’€{HanAcs 3 MEPLIOro pasy, COpoOyHTe 3HOBY.

C. BuKHHbLTE BHKOPHCTAHY IoJIKy y cTilikuii 10 NpoKoJ0BaHb KoHTeliHep abo BianoBinHo 10
pekoMeHaaniif Bauoro jJikaps 4H MiceBoro ynosHOBAaKEHOr0 Oprauy.
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D. Hagsrgirs KOBOAYOK HINPHI-PYYKH HA3aJ HA LI PHL-PYYKY.
e He wianith INMNPpUL-PYUKY Ha3a] Y XOJOAUIbHHUK. =
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Incrpyxnii mogo 36epiranus.

[Tepe/i NepLINM BHKOPUCTAHHAM LINPUL-PYYKH 30epiraTd y XOJIOJWIBHHAKY Npu TeMmepatypi +2 °C -
+8 °C y 3axuieHoMy Bix cBiTia micui. He 3aMopoxxyBartu.

[licns mepiuoro BUKOPUCTAHHSA WINPUL-PYYKY ciif 36epiratu He 6inbumie 28 QHIB NpH KiMHATHIH
Temneparypi Hiwkue 25 °C y 3axuIeHoMy BiJ CBiTJa MicCIIi.

He xnapnits Baury nmmmpuu-py4ky Hazal y XOJIOAUJIBHHK.

ITicng Ko>KHOT 1H’ €KIIiT Ha MIMPHUI-PYYKY CJI1iJf 3HOBY HAAATaTH KOBIIA4YOK 3 METOIO 3aXHUCTY BiJl CBIiTIIA.
He MoskHa 36epiraTl LINPUL-PYYKY 3 TPUKPIIUIEHOIO IO HET TOJIKOI0.

Excniyaranis.

3i WOpUL-pyYKoI0 clif nopoguthcs 3 obepexuicTio. SAxkmo Bam 3maeTbes, mo MNpHU-pYUKY
HOLIKOIYKEHO, HE Hamaraiitecs 11 TOJIarOAUTH, BI3bMITh HOBY.

3axHCT WINMPUL-PYUKH Bif MUy Ta Opydy: 30BHILIHIO MOBEPXHIO LIMPUL-PYYKH MOXHA OYHILATH,
npoTHpaodH i BOJIOrOK TKAHHHOK (3MOYEHOIO0 Jviue Bomowo). He saHyproiite y piguHy, He
npoMuBaiiTe i He 3MallyiiTe IMNPUL-PYYKy — L€ MOXKeE I TOIIKOJUTH.

Vrunisaumig LOOpHI-PYYKH: TEpeR YTU3aliclo MMPHL-PYYKH 3HIMITH 3 Hel rosiky. Bukupaiite
WINPHII-PYYKY TaK, 1K PEKOMEHIOBaHO MiCLIEBUMH PETYJIATOPHUMHU OpraHaMH.

Jimu. Besnexa Ta edekTUBHICTE mpenapary Cosnikea A JiKyBaHHA IiTeH (Bikom mo 18 pokie) He
BcTaHoBAeH]. JlaHi 3 1[bOT0 NIPUBOIY BiACYTHI.

Ilepedosyeanna.

V pasi BBeaenns 6inpIuoi qo3u npenapary Collikea, HiK BUMarajoch, MOKYTh BUHHKHYTH HeOaxaHi
peakuil y BUIJIsLAI TiNomIikeMii Ta po3aiB 3 60Ky LITyHKOBO-KHIIKOBOI'O TPAKTY.

Emnizoau rinorimikeMii 1erkoro CTyreHs, SK NMpaBuiIo, MOXKYTh OyTH YCYHEHi TepOpalbHAM MPUIOMOM
ByIJ1eBOIiB. MOke BUHMKHYTH HEOOXIHICTB Y KOpEKUil 103yBaHHS JTIKapChKOro 3acoby Ta y BHECEHHI
3MiH y peKUM XapayBaHHA 4 (Hi3U4HOT aKTUBHOCTI.

Bineln TSHKKI €130y TimormikeMmil, ki CynpOBOHKYIOTECS KOMOIO, cyAoMaMHi a0 HEeBPONOTIYHUMMU
NOpYLIEHHSMH, BHMAraloTb BBEAEHHsi IJIIOKaroHy abo BHYTDIIIHBOBEHHOI'O  BBEIEHHS
KOHLIEHTPOBAHOIO PO3YMHY TTIOKO3W. OCKiNIbKH TiMOIJIiKeMiss MO)ke BUHUKHYTH HOBTOPHO HAaBiTh
Mic/Is OYEBUIHOTO TOKpALeHHs KJIiHIYHOTO CTaHy Nali€eHTa, HeoOXiTHUMM 3aX0JaMH MOXYTh OyTH
TPUBAJIMIA IPUIIOM BYTJIEBOMIB Ta CIIOCTEPEKEHHA 32 CTAHOM MallieHTa.

V pazi BuHUKHEHHS HebaxaHMX peakuii 3 60Ky LIUTyHKOBO-KHIIKOBOIO TPAKTy MOTPi6GHO po3noyaTu
BiATIOBiIHY MiATPUMYIOUY TEPAIIilo BiANOBIAHO A0 KTIHIYHMX 03HAK T4 CUMIITOMIB, LII0 BiA3HAYAIOTHCS
y maIfienra.

Io6iuni pearyii.

IMo6iyHrMHU peakilissMH, PO AKi HalfyacTille MOBiAOMIIUIOCH MTiA Yac JiKyBaHHS npenapatoM Coikea,
Oyau rinoriikeMis Ta posnamu 3 60Ky LUTYHKOBO-KUIIKOBOTO TPaKTy (IWB. HIbKYE po3ain «Omuc
OKpeMHX MOOIYHUX peaKuiii»).

IMo6iuHi peakuii, MOB’43aHi i3 3aCTOCYBaHHAM IIpeMNapaTy, IO CHOCTEpiraavcs MiA Yac KIiHIYHHX
JOCJIIKeHb, HABOAAThLCS Y Tabnuili 5 3a kareropisamu «Cuctema-Opran-Knac» y nopsaky 3MeHIeHHs
YacTOTH BUHUKHeHHA (my>ke yacto: > 1/10; wacro: Bim > 1/100 no < 1/10; Hewacro: Big > 1/1000 o
< 1/100; piako: Big > 1/10 000 no < 1/1000; my>xe pinko: < 1/10 000; yacToTa HEBigoMa: HEMOKIIUBO
OLIHUTH 33 HASIBHUMM JIaHUMH). Y Mexkax KO>KHOI FPYINH YacToTH 1o0iYHi peakuii HapeJeHO B OPAAKY
3MEHIUEHHs CTyIeHs IXHbOT Cepiio3HOCTI.

TabARTH S
Kareropii Yacrora e s
«Cuerema- 7y ' -
Opran-Kaac»| yxe yacro Yacro Heuacro Pinko Heﬁm,{é}_irg*”
MedDRA =
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Indexuiitni Ta

Hasodapunrit

napasuTapHi Indekuis
3aXBOPHOBAHHA BEPXHIX
XalbHUX
LUJISIXiB
Poznanu 3 6oky Kponup’gHka
imyHHOT
CHCTEMH
MerabouniuHi [NmornikeMist
Ta aTiMEHTapHi
po3naau
Posmagy 3 6oky 3amamopoueHHs | ["onoBHuUi 6inb
HEPBOBOI Jucressisa
CHCTEMH
Poznanu 3 60Ky Hynora Hucrrercis CnoBinpHeHHs
[Ty HKOBO- Hiapes Bine B KUBOTI | COPOIKHEHHS
KHIITKOBOT'O bnroBaHHS UITYHKa
TPaKTy
I'enaTo6iniapHi XopuHi
TIOPY LLIEHHS KOHKpPEMEHTH
X0oNneuucTur
Posnany 3 60Ky IUkipHuit
HIKipH Ta amijioigos
HiAmKipHAX Jlinoaucrpodis
TKaHUH
3araianHI Peaxuil B micui | ITiaBuinena
posnaau Ta in’ exuil BTOMJIFOBAHICTb
peakuii B MicIi
BBeJICHHS
npenapary

Onuc oKpeMHX MOOIMHMUX peakiliii

Tinoznixemin. B Tabnmuui 6 HaBeacHO HaHi MPO HACTOTY 3aI0KYMEHTOBAHOI CUMITOMAaTHYHOL
rimormikemii (< 3,9 mMMone/n) Ta TSKKOI rimorikeMii mpu 3acrocysanHi npenapaty CosikBa Ta
mpenapaTy NopiBHAHHA.

Tabnuig 6
IloGigni peaxmil y BHIJISAI 3aJ0KyMEHTOBAaHOI CHMITOMATHYHOI rimorjikemii a6o TsKKoi
rimorJrikemii
IauienTn, siki paniue He Ilepexin Bia ITepexin Big aronicra
OTPHMYBAJIH iHCYJIiN 6a3anbHoro incyqiny| penentopis I'IINI-1***
Ilpenapar | Incyxin . IIpenapat | Incynin |IIpemapar AmHiCT.
ConikBa | raaprin Jlikcacenatia Coanikea | rnaprin | Conikpa penentopis
LTITI-1%***
N 469 467 233 365 365 255 256
3aJ0KyMEHTOBAHA CHAMOTOMATAYHA rinoriaikemia*®
[MauienTn, 120 110 15 146 155 71 6
y axkux | (25,6 %) | (23,6 %) (6,4 %) (40,0 %) | (42,5 %)| (27,8 %) (2,3 %)
BUHUKIIA
no6iuxa
peakilisi, n
(%)
KinpkicTs 1,44 1,22 0,34 3,03 4,22
no6iYHUX
peaxuii
Ha




Malie€HTO-
piK, n
Tsaxka rimorikemia™**
KinskicThb 0 < 0,01 0 0,02 < 0,01 <0,01 0
MOOIYHUX
peakuii
Ha
namieHTo-
pik, n

* 3a70KyMEHTOBaHA CHUMITOMATHYHA TiMOINiKeMis BHM3Hadalach K MOJiA, MiA 4Yac SKOi THIOBi
CHUMIITOMH TiIOIJIiKeMil CYMpOBOKYBATUCH BU3HAUEHOK KOHLIEHTPALIEIO IJIIOKO3M B IIa3Mi KPOBi
<3,9 MMOJIB/IL.

*% TyrKka CUMIITOMATUYHA TiNOINiKEMis BH3HAYalach K fABHINE, IO BUMaraao AOIOMOIM IHINOI
0coOU /1 aKTMBHOTO BBEJEHHS BYTJIEBO/IIB, TIIOKAaroHy ad0 MpOBEASHHSA IHUIMX peaHiMaliHHUX
3aXO/IiB.

**% JliparyyTH, eKCeHaTUI NBivi Ha 106y abo i3 MpONIOHroBaHMM BHBUIBHEHHAM, QyJarmyTus abo
anbirmyTun.

Poznadu 3 60Ky wIyHKOBO-KUuLk08020 mpaxmy. Poznagu 3 GOKy IUTYHKOBO-KHMIIKOBOIO TPAaKTy
(ayoTa, 6roBaHHS Ta Jiapes) GyJii MOGIYHUMH peaKuisMy, MPO AKi 4aCTO MOBiAOMIIIOCH BIPOIOBIK
nepiogy nikyBaHHA. Y mauUieHTiB, Axi oTpumyBanu npenapar CojikBa, 4acTOTa IIOB 43aHOI 3
JiKyBaHHAM HYHOTH, Riapeil Ta 6moBaHHs craHoBuna 8,4 %, 2,2 % ta 2,2 % sinnosigHo. IToGiuni
peakiii y BUIITAAI po3IafiB 3 60Ky 1Ty HKOBO-KHIIKOBOTO TPAKTY NMEPEBAKHO OyiM JIETKOTO CTYIIEHS
Ta MAIH TPaAH3UTOPHUH XapakTep.
Posznadu 3 6oxy imyHHoi cucmemu. Ilpo anepridsi peaxuii (KpomnuB’sHKa), MOIIMBO TIOB’A3aHi i3
3acTocyBaHHAM Tmpemnapaty CosikBa, O6yno nosimomneno y 0,3 % mnaunientiB. Ilpo Bunagkm
reHepali30BaHUX ANepriyHuX peakiili, BIIOYaO4YM aHAQimakTH4HI peakuii Ta aHriOHEBPOTUYHHI
HaOpsAK, MOBIZOMISIOCH MiJl Yac MiCASpeecTpauiiHOro 3acTOCYBaHHA IHCYyJIiHY TJIapriHy Ta
JIIKCHUCEHATUIY .
Imynozennicme. 3actocyBaHHs npenapary CoslikBa MOX€ NMPH3BOIOMTH IO YTBOPEHHS aHTHTIN [0
iHCyJ1iHy riapriny i/abo JikcHCeHaTHy.
YacToTa BUIIAZKIB YTBOPEHHS aHTHTIJI 10 iHCYNiHy Iy1apriHy craHoBwia 21,0 % 1a 26,2 %. I1pubausHo
y 93 % mauieHTIiB Bil3Ha4ajach NepeXpecHa PeaKTUBHICTh aHTUTLI O IHCYJIiHY IJIapriHy CTOCOBHO
JIOACHKOTO iHCYliHy. YacToTa yTBOPEHHS aHTUTLN J0 JTiKCUCEHATHAY CTaHOBMIIA MpubausHo 43 %. Hi
CTaTyc aHTHMTLN N0 iHCYJiHy IJIapriHy, Hi CTaTyC aHTUTIN A0 JIIKCHCEHATUIy He Maju KJIiHIYHO
3HAYYIOro BILUMBY Ha 6e3reKy UM e)eKTHBHICTh 3aCTOCYBaHHA [IPENapary.
Posnadu 3 boxy wxipu ma niowkipnux mxanun. Jlinonguctpodis i mKipHMi aminoinos MoxyTs
BHHHKATH B MicLi iB’ €KIIii iHCYJIiHiB i MPU3BOOUTH 110 3aTpUMKH abcopbuii incyJiiHy 3 Hporo. [TocTiiine
3MiHIOBaHHA MicLif 1H €K1l B MeKax o[Hi€el JiISHKH TiNa MOke JOTMOMOITH 3MEHIIMTH 11i peakilii abo
3ano6irtu iM (IuB. po3ain «OcobaMBOCTI 3aCTOCYBAHHA»).
Peaxyii 6 micyi in'exyii. Y neaxux nauientis (1,7 %), mo oTpuMyBalM Teparmilo, siKa BKJIHOUaia
BBEJCHHS iHCYJiHy, B TOMYy 4ucii mnpenapary Conikea, BiJ3Ha4aauCh IOYEPBOHIHHA, MiCLEBE
HabpsKaHHs Ta CBepOiHHS B MicHi iH’ €KILi.
Yacmoma cepyesux ckopoyens. [Ipu 3acTocyBaHHi aronictis peuentopis I'TIIT-1 noBinoMIAI0CE PO
36iBIIEHHS YaCTOTH CEPIIEBUX CKOPOYEHE; TPAH3UTOPHE 301IbIIEHHS YaCTOTHU CEPLIEBUX CKOPOYEHb
CIIOCTEPITAIOCH TaKOXX 1 B paMKax JEAKHX JOCHiMIKEHb 3aCTOCYBaHHA JIiKCHCEHAaTHOy. 3a
pesy/nbTaraMu BCIX JHocilifkeHb 3 ¢asu 3acTocyBaHHA mpenapaty CollikBa HE NPU3BOAWIO MO
36UIBIIEHHS CEPEeHBOT YaCTOTH CEPLEBUX CKOPOYEHE.
[TosigomieHHS PO MiA03POBaH] MOGIYHI peakiii
TMoBimoMyienHs npo moGiuHi peakiiii micyis1 peecTpauii Jikapcbkoro 3aco0y Mae BaxJivBe 3HaueHHs. Lle
A€ 3MOrY MPOBOJUTH MOHITOPHHI CIIBBiIHOIIEHHA KOPHCTB/PHU3HK IIpH 3aCTOCYBaHHi LBOTO
nikapepkoro 3acoby. MenyHuM Ta apMalleBTHMHUM MPAUiBHHKAM, a TaKOK nameuy@y ad0ixHimM
3aKOHHHUM TpeICcTaBHUKAaM Clijl MOBiIOMIISATU NPO YCi BUNAAKH Mil03PIOBaHUX noo peaxum‘m‘
ﬁff;&ag;emy 3‘ :
{ f"L, .

BiICYTHOCTI €(eKTHBHOCTI Jikapchkoro 3acofy uepe3 aBTOMATW30BaHy iH(GOPME
dapmakoHariagy 3a nocunaHHam: hitps://aisf.dec.gov.ua.
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Tepmin npugaTaocti. 36 MicsALiB.

TepMin MpUAATHOCTI Hic/i8 NEpUIOro BUKOPHCTAHHS WNPHLI-PYUKH: 28 1HIB.

36epiratu npu Temmneparypi Hkue 25 °C. He 3amopoxxyBatH. He oxonomxysaru. He 36epiratu 3
MPUKPITUICHOIO TonKoro. 36epiraTu WNpUL-PYYKY Yy MiCLi, 3aXMILEHOMY BiJl JXKEpe MPAMOro Temia
Ta cBiTna. ITicis KOKHOT iH’€KUil Ha IIMPUI-PYYKY CJiJl 3HOBY HaJsATraTH KOBITAYOK 3 METOIO 3aXHCTY
BiJ cBiTJIA.

YmoBH 36epiranas.

36epizamu ¢ HedocmynHoOMY 01a Oimeii micyi.

InpUL-pyYKH, 110 He nepedyBalOTh Y BUKOPUCTAHHI:

36epiraty y X0Ja0AWIbHUKY (TpH Temnepartypi +2 °C - +8 °C).

He 3amopo)kyBaTH Ta He AOMYCKAaTH KOHTAKTY 3 MOPO3WIBHUM BifAiaeHHSIM ab0 HakoNU4uyBadaMH
X0nomy.

36epiraTy IINPUL-PYYKY Y 30BHIIIHIA KapTOHHIH yNaKoBLi 3 METOIO 3aXUCTY Bif CBIiT/A.
LInpun-pyyuKH, micis neplioro BHKOPUCTaHHA:

YMoBH 36epiraHHs AUBITECA Y po3Aiii «TepMiH NpuaaTHOCTI».

Hecymichuicme.
Lleit nikapchkuii 3aci® He MOXHA 3MiLTYBaTH 3 OyIb-KUM iHIIUM iHCYJIHOM ab0 PO3BOAMTH.

YnakoBka.
Ne 3 a6o Ne5: mo 3 M y KapTpHIKi, BMOHTOBAHOMY B OJHOPA30BY WINPHUL-PYYKY; o 3 abo mo 5
IINPUI-PYIOK B KAPTOHHIH KOpoOLi. I'0NKkH B yIakoBKy He BKJIIOYEHi.

Kareropis Bignycky. 3a penientom.
Bupo6unk. Canogi-Asenric Joidnang I'm6X.

MicuesHaxo/axeHHs BHPOOHHKA Ta ioro aapeca Micusl NpoBaxeHHs XigIbHOCTI.
Bproninrmrpacce 50, Inayctpinapk Xpoxct, 65926 ®pankdypr-Ha-Maiini, Himeyunna.

3assBHHK.
TOB «Canodi-Apenric YkpaiHa», YkpaiHa.

JarTa ocTanBBROro Oepersiy. =
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