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PeecTpamniiine nocBinuenns
NeUA/16775/01/01
IHCTPYKIIA
IJI MEAHYHOTO 3ACTOCYBAHHA JIIKAPCHLKOIO 3ac00y
COJIIKBA
(SOLIQUA)

Cknao:

0iloua pevosuHa: IHCYJIiH IJ1apriH, TiIKCUCEHATH;

1 M1 po3uuHy Ass iH’ekuii MicTuth 100 oquHKBLE iHCYiHY I1apriHy Ta 33 MKT JTiKCHCEHATHIY;

1 mnpui-py4yKa MiCTUTh 3 MJ1 pO34MHY IJIs iH’ekuil, mo exBiBaeHTHO 300 Ox. iHCYiHY rapriHy
ta 100 MKT JIIKCHCEHATHAY;

1 moxinka mo3ysaHHs Bianoigae 1 On. iHcymiHy rnapridy Ta 0,33 MKr JTiKCHCEHATHY

Oonomiocni pevogunu: THilepuH (85 %); MeTiOHIH; MeTakpe3os, LMHKY XJIOpPUI;, KHCIOTa
XJIOPMCTOBOHEBA, KOHIIEHTPOBAHA; HATPIIO MAPOKCUA; BOAA IS iH €KL,

Jlikapcoka ¢popma. Po3uuH s iH’ ekiifi.
Ocnoeni Qizuxo-ximiuni enacmusocmi: 6e36apBHuii abo Maiixe 6e36apBHUH pO3YHH.

@apmakoTepaneBTHYHA rpyna. Jlikapchki 3acobu, 10 3aCTOCOBYIOThCA IIPU LYKPOBOMY AiaGeTi,
iHcyJiHM Ta TXHi aHANOTH TPUBAIOT 1ii A/ iH’ eKUiHHOTO BBEICHHA.
Koxg ATX: A10AE54.

DapMaKoa02iuHi 61ACMUECOCHII.

Dapmaxoounamixa.

Mexanism aii. ITpenapar ConikBa — e koMOiHaLlis ABOX AiIOUMX PEYOBUH i3 B3aEMOONOBHIOYHUMHU
MexaHisMaMH il OIS TOKpAaIleHHS KOHTPOJIO IilikeMii, a caMme iHCydiHy miapriHy (aHanor
fa3saIbHOro IHCYJIiHY, TOJIOBHOK (PYHKIIi€l0 SKOTO € KOHTPOJb PiBHIB ITHOKO3H B IUIa3Mi KpOBI
HaTIle) Ta JikcuceHatuny (aroHict peuentopie ['TIII-1, rosoBHOIO QYHKILEI AKOTO € KOHTPOJIb
MOCTIIPAHAIATBHUX PiBHIB IJIIOKO3H).

Incyain rnaprin. HaliBaxvBimoro ai€ro iHCyJliHy, B TOMY YHMCIIi iHCYJiHY IiapriHy, € perynsiis
MeTabonisMy DIoko3M. [HCYIiH Ta HOTO aHANOrW 3HWXKYIOTH piBeHBb ITIIOKO3W B KPOBi 332 paxyHOK

TKaHMHOIO, a TaKOK MPUTHIYE€HHS YTBOPEHHH TNIOKO3M y MediHui. IHCyniH npurHidye jinonis Ta
NpOTEOJIi3, a TAKOXK CTUMYJIFOE CUHTE3 OLIKIB.

JlikcucenaTua. JlikcuceHaTHA € aroHiCTOM pelenTopiB rimokaroHononionoro nenrumy-1 (I'TII-1).
Peuenropu I'TITI-1 € mimennio npupoanoro ITII-1 — eHAOreHHOT0 TOpPMOHY IHKPETHHY, SKHH
MOTEHIIOE TFOKO303aNIeKHY CeKpeLito 1HCYJIiHY B-KIiTHHAMHU Ta NMPUTHIYYE CEKPELiio ITIKaroHy
O-KJITITHHAMH 11Ty HKOBOI 3aJ103H.

JlikcuceHaTH CTHMYJIIOE CeKpellilo iHCYNiHy Npd MiJBWIICHHI PiBHIB TJIOKO3U B KpPOBi, HE
BIUIMBAIOYH TIPH LIbOMY Ha CEKPELlito iHCYJIiHY MpH HOPMOTJiKeMiT, 110 00MexXy€e pU3UK BUHUKHEHHS
rinorsaikemii. TTapanenpHO MPUTHIMYETHCA CEKPELisl MIIOKAaroHy. Y pasi BUHHKHEHHS TiloriikeMil
pATYBaNbHUI MeXaHi3M y BUITIALI cekpelii riurokarony 36epiraerscs. IIpenpanniaibHe BBeAEHHA
JIIKCUCEHATUAY TaKOX CIIOBINILHIOE CIIOPOKHEHHS LUTYHKA, 3HIKYIOYM TaKHM YHMHOM IIBHIKICTH
a6copOuii Ta HAXOLKEHHS B CMCTEMY KpOBOOOIry ITIIOKO3H, IO MiCTHTBECS B IKi.
DapmakoOuHamiuni epexmu. p
Kom6iHauis iHCyaiHy rnapriHy Ta JIKCHCEHATHUAY HE BIUIMBaE Ha (l]ﬁpMﬂKOﬂ,kj-ﬁlf
rnapridy. Brnms kom6iHauii iHCYTiHy rjapriHy Ta JKCUCEHaTHAy Ha A&
JiKCHCEeHATHAY He BUBYABCS B paMKax IOCIHiKeHb 1 ¢a3un. if )




BpaxoByioud BiTHOCHO MOCTilHUIN Mpodiab «KOHUEHTpALis/4ac» iHCYJIiHy IIapriHy BIPOJOBXK 24
rogvH Ge3 BHpaXXCHUX IIiKiB MPH 3aCTOCYBaHHI ioro okpemMo, mpodinb «MBHAKICT yTWiizauii
IIIOKO34/yac» OyB MOAiOHMM TpH 3acTocyBaHHI koMOiHallii iHCYJIiHY TIapriHy Ta JIIKCUCEHATHITY.
Iepion aii iHCYMiHiB, B TOMy 4ucii npenapaty CollikBa, MOXe BIAPI3HATHCH y pi3HUX 0ci0 i1 HABITh
OyTH pisHUM B OfHI€T i Ti€el %k ocobu.

Incyaid raapriy. 3a pe3yipTaTaMy KIiHIYHHX JOCHiIKEHB i3 3aCTOCYBaHHAM iHCyiny rnapriny (100
0JI/MJT) IYKPO3HIKY BaTbHUI eeKT Ha MOJISIPHii OCHOBI (TOOTO MpH 3aCTOCYBaHHI OJIHAKOBHX /103)
iHCyJNiHY TJapriHy mpud HOro BHYTpPILIHbOBEHHOMY BBEACHHI € NpHOJIIM3HO TaKUM CaMuM, SK
JIOACBKOTO THCYJIiHY.

Jlikcucenarua. 3a pe3yabTaTaMu 28-1€HHOTO 11a11e00-KOHTPOJIBEOBAHOTO NOCIIPKEHHS Y TIAIIEHTIB
3 IyKpOBUM JiabeToM 2 THITy 3acTOCYBaHHS JIIKCHCEHATHAY B H03i 5-20 MK mpHM3BOIMIO 1O
CTATUCTHYHO 3HAYYIIOTO 3HM)KEHHS MOCTHpaHAIAbHUX PIBHIB MNIIOKO3M MIC/A CHIZAaHKY, 0bimy Ta
Beuepi.

Crioposknenns nutyHka. [licas B)kuBaHHS cTaHAApTHOI MideHOi AOCHIIKyBaHOi ki B pamkax
3a3HAYEHOro BUIIE AOCiMKEHHS OYI0 MIATBEPIKEHO, 11O JIIKCUCEHATH/ CIIOBIJIBHIOE CIIOPOXKHEHHS
IIJIYHKA, 3HIKYIOMM TakuM YMHOM IMIBHIKICTH HNocTHpaHAiansHOi abcopbuii rmokosu. Edekr
CIOBINIBHEHHS CIIOPOXKHEHHS ILTYHKA MiATPUMYBaBCs [0 3aBEPLICHHS AOCITiIKEHHS.

Kniniuna edexrnBHicTs Ta Oesneka. besneka ta edbekTHBHICTD 3acTocyBaHHA npemnapaty CoJiikea
CTOCOBHO KOHTPOJTIO TJIiKeMil OLiHIOBANHCE ¥ TPhOX PaHIOMI30BaHMX KIIiHIYHMX AOCIHIPKEHHAX 33
Y4YacTIO MALieHTIB 3 IYKPOBUM AiabeToM 2 THITY:

e JlozapaHHa a0 MeTdopMiHy (maiieHTaM, IO HE OTPUMYBAIH iHCYIIiH).

» Tlepexin Big 6a3anbHOTrO iHCYJIiHY.

» Tlepexin Bixg aronicta peuenrtopis ['TII-1.

V KOXXHOMY 3 HOCHI/DKEHh 3 aKTHMBHHMM KOHTpOJIEM JIiKyBaHHS JikapcbkuM 3acobom Couikea
TIPU3BOIMIIO 10 KJIiHIYHO Ta CTATUCTUYHO 3HAYYLIOro MOKPALCHHS PiBHIB [NIIKOBAHOr0 reMornobiny
(HbAlc).

Jocsaraenns Hwxuux piBHiB HbAlc Ta nocsarHeHHs 6inbin 3Ha4HOro 3HuKeHHS piBHiB HbAlc He
OPU3BOIWIO A0 30UIBLIICHHS YacTOTH BMHHMKHEHHS TiMorilikeMii nmpu KoMOiHOBaHOMY JIiKyBaHHI
MOPIBHSHO 3 MOHOTEpAMI€I0 1HCYIIHOM IapriHoM (auB. po3ain «I1o6iuni peakuii»).

B paMkax KIiHIYHOrO [OCHiIKeHHS 3 JOJABaHHAM IIpernapary OO0 MeT(OpMiHy JiKyBaHHS
PO3MOYHHANIOCH 3 A03H, 10 AopisHIOBa1a 10 noainkam go3yBaHus (10 oaMHMLE iHCYNIHY Iiapriny
Ta 5 MKT JIiKCHCEHATHAY ). B paMkax KJIiHI9HOro JOCTiKEHHS 3 IepeXo0oM Bif 6a3ansHOro iHCYiHY
rouaTkoBa Jo3a craHoBmwia 20 moainok mo3yBaHHS (20 oAMHHUIE iHCYJiHY rnapriny Ta 10 MKr
nikcucedaruay) abo 30 mopminoxk posysaHHd (30 oguHMUE iHCYTiHY rmapriny Ta 10 Mkr
nixcucenatuay) (muB. posfin «Cnoci® 3actocyBaHHS Ta AO3M») 3&IEKHO BiJl MOMEPEAHBOTO
J03YBaHHA iHCYyiHy. B 060X gocnigkeHHAIX TUTPYBaHHA NO3YBaHHA 3AiHCHIOBAIOCH OOWH pa3 Ha
THK/IEHD 3 YPaXyBaHHSM PiBHIB [NIIOKO3H B IUIa3Mi KPOBi HAaTILE, IO BU3HAYAIMCH CAMOCTIHHO.
JogasanHg 10 MeThopMiny (NalieHTam, o HE OTPHMYBAIHN iHCYIIIH)

Kniniune docnidocenns 3a yuwacmio nayienmie 3 yykpogum Oiabemom 2 muny, 8 SKux Ha owi
NIKYBAHHS NEPOPANBHUM NPOMUOIAbeMULHUM NPenapamom He 8I03HAYANOC HANEHCHOZ0 KOHMPONIO
3axeoprosanns. Bcboro B paMkax Biikputoro 30-THXKHEBOrO JOCHIIKEHHS 3 aKTHBHHM KOHTpPOJIEM
Oyso panmomizoBano 1170 mamieHTiB 3 mykpoBUM AiabeToM 2 Tumy A4 OUiHKHM €)eKTHBHOCTI Ta
Oe3NekH 3acTOCYBaHHA mpenapary CoiikBa MOPiBHAHO 3 OKPEMHMH KOMIIOHEHTAMH — iHCYTiHOM
raapridom (100 on/mi) Ta nikcuceHaTUAOM (20 MKT).

IMamienT! 3 LYKpOBUM Jiaberom 2 THIy, siKi OTpUMYBaTd MeTHOpPMiH sk MOHOTepamiio abo B
koMOiHamii 3 iHIIUM TMEepPOpaJbHUM MpPOTHAIa0ETUYHUM TpenapaToM, SKUM Mir OyTH mpemnapar
cyabdoHiceyoBUHY, TMiHiA, iHribiTop HarpifizanexHoro korpancnoprepa rmokozu-2 (H3KTT-2)
abo inri6irop munentuaunnentuaazu-4 (JI1I1-4), Ta y Sxux He Bil3HA4aJI0Ch HATIEKHOTO KOHTPOITIO
3axBOPIOBaHHA Ha QoHi Takoro jikysaHHs (piBHI HbAlc xonuBanucek B Mexax Bia 7,5 % no 10,0 %
y NALEHTIB, 9Ki paHille oTpUuMyBaId MeTGHOPMIH K MOHOTEpaIilo, Ta B Mexax Bif 7,0 % no 9 0 %
y Malli€HTIB, IKi paHille OTPUMYBAIIH JIiKyBaHHSA MeT(GOpMiHOM B KOMOIHALIiT 3 IHIIUM repoparEHi
npotuaiabeTHuHuM TpernapatoM), OynM BKIIOYEHi y BCTYNMHHUH INepiof TpIIBa.I'IlC"I
Bnponos;x i€l BcTymHOL ¢1a31/1 31iHCHIOBANACH OHTI/IMISaHI}I JIiKYBaHHS MCTQ)opm




HbAlc xonuBanuce B Mexax Bift 7 % no 10 %), Oynu paHIoMi3oBaHi B TPYMH, SKi OTPUMYBATH
npenapar ConikBa, iHCYJiH miapriH abo mikcuceHarua. 3 1479 mauieHTiB, ski OynM BKIIOUYCHI y
BCTynHY a3y mpociimxenHs, 1170 6yan pannoMizoBani. ['0J0BHUMH NpUYHHAMH, SKi HE J03BOJIAIU
BKJIIOYMTH TIALIEHTIB y paHAOMIzalifiHy ¢as3y mociifykeHHs, OyJu piBHI IIFOKO3M B IIa3Mi KpOBi
Hatuie > 13,9 mmosb/it Ta pieHi HbAlc <7 % a6o > 10 % B kiHILi BcTynHOI hazm J0CITiKEHHS.
XapakTepucTHKY MONMYIALIT paHA0Mi30BaHMX MALIEHTIB 3 LYKPOBUM AiabeToM 2 TuIity OyJIH TAKUMHU:
cepeHil Bik cTaHOBUB 58,4 poKy, IpH 1IboMy Bik 6inbinocti nauieHTis (57,1 %) cranosus Bin 50 mo
64 pokiB; 50,6 % nauientis Oy1H 4OJOBiIKaMH; cepeaHiii inaekc macu tina (IMT) Ha BuximHOMY piBHI
cranoBuB 31,7 kr/M?, ipu npomy y 63,4 % nautientis IMT cTaHoBuB > 30 Kr/M?; cepeIHA TPUBATICT
IyKpoBoro niabery craHoBusa NpuOMM3HO 9 pokiB. Merdopmin O6yB 060B’s13k0BOIO (HOHOBOIO
Tepami€lo, a 58 % nmalieHTIB OTPUMYBalM Ha CKPUHIHTY TaKOX IHIIWH TepopaibHHiA
npoTuaiabeTHUHMI Tpenapat, SkuM y 54 % nauieHTiB OyB npenapat cynbGOHIICEYOBHHH.
Ha Tmxui 30 nikyBanHs npenaparoM CollikBa crocTepiranocs CTaTUCTHYHO 3HAYYyIle MOKpallcHHA
piaie HbAlc (p-3HauenHs < 0,0001) nopiBHSHO 3 TakuM y pa3i 3aCTOCYBaHHS OKpPEMHX
KOMIIOHEHTIB. 3a pe3yJibTaTaMy MONepeqHh0 BU3HAYSHOr0 aHali3y 1€l NepBHHHOI KiHIIEBOT TOYKH
BiJ3HAYeH] BIAMIHHOCTI Y3TrOoKyBaJliCh CTOCOBHO BUXimHMX piBHiIB HbAlc (< 8 % abo > 8 %) abo
MEPOPATILHOTO MPOTHAIabETHYHOrO JIKyBaHHA Ha BUXiAHOMY DiBHI (MeTQOpMiH sSK MOHOTeparis
a6o y koMOiHallii 3 IHIIKM TepOopaIbHIM NPOTUAIa0ETUUHHM NPENapaToM).
Indopmaris womo iHIMX KiHIEBUX TOYOK AOCIiAXKEHHS HaBeJeHa HUXKYE B TaOMULI 1 Ta Ha pUCYHKY
1.

Tabmug 1
PesyabraTH KJIIHIMHOr0 Joc/IiIKeHHS 3 10JABAHHAM Npenapary /10 merdopminy Ha TH:kHI 30
(momyasigis NanienTiB, AKi oTpAMAIH JdiKyBanns)

Iloxazmmx l'[pen_apaT Iucynyl Jlikencenarupg
ConikBa rJaprin
KinbkicTh nmamientie, saxi oTpumasm 468 466 233
JiKyBaHHA
Pisenn HbAlc (%)
Buxigauif piBeHb (CepeHE 3HAYEHHS, 8,1 8,1 8,1
micig BerynHoi dazn)
3aBepiieHHs] JOCTiMKEHHS  (cepenHe 6,5 6,8 7,3
3HAYEHHA)
3miHa MOpiBHAHO 3 BUXIAHUM piBHEM, -1,6 -1,3 -0,9
BU3Ha4Y€Ha  METOAOM HalMeHIIuX
KBaJIpaTiB (cepeqHe 3HA4YEHH:)
BigMiHHICT MOPIBHSHO 3 iHCYJTiHOM
rapriHoM -0,3
[95 % moBipumii iHTepBa] [-0,4; -0,2]
(p-3HayYeHH!) (< 0,0001)
BiamiHHICTE MOPIBHSHO 3
JIIKCHCEHATHIOM -0,8
[95 % noBipuwnii iHTepBaI] [-0,9; -0,7]
(p-3HaueHHs) (< 0,0001)
Kinexicts nauientie (%), y saxux Oyiu 345 (74%) 277 (59%) 77 (33%)
nmocardyTi pieai HbAlc < 7 % Ha THXHI
30*
PiBeHb I110K03H B M1a3Mi KpoBi Harme (MMoJb/i)
BuxigHuii piBeHb (cepeiHe 3HAUYEHHS) 9,88 9,75 9,79
3aBeplIcHHA JOCHIIXEHHS (CepegHe 6,32 6,53 8,27
3HAYEHHSI)
3MiHa TMOPIBHAHO 3 BHXIIHUM PiBHEM, -3,46 -3,27 -1,50
BHM3HAYeHa  METOOOM  HafiMeRmux w Y¥Pelng T
KBa/IpaTiB (Cepe/iHE 3HAYCHHS) _ ‘i-‘,,/ T~ O\
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3miHa  TOpPIBHAHO 3 {HCYJdiHOM
rJTapriHoM, BHU3HAYECHA METOAOM
HalMEHILIHNX KBaJpaTiB (cepenne
3HAYEHHS) -0,19
[95 % noBipuwmii iHTEpBaN] [-0,420; 0,038]
(p-3Ha4EeHHS) (0,1017)
3MiHa TOPIBHAHO 3 JIIKCHCEHATHAOM,
BU3HAYCHA  METOJAOM HaWMEHIIUX -1,96
KBaJpaTiB (cepe/IHE 3HAYCHH) [-2,246; -1,682]
[95 % moBipuwmii iHTepBan] (< 0,0001)
(p-3HaYeHHs)
IMocTrupangiajbHuil piBeHb NIIOKO3H Yepe3 2 TOAHHHA micjsa npuiomy ki (MMoas/m)**

Buximauii piBeHb (cepeHe 3HAUCHHS) 15,19 14,61 14,72
3aBepiieHHs JOCHiAXkKeHHS (CepeaHe 9,15 11,35 9,99
3HAYEHHH )

3MiHa MOPIBHAHO 3 BUXIOHHM piBHEM, -5,68 -3,31 -4,58
BH3HAUEHa  METOAOM  HaliMeHIIHX

KBaJpariB

3MmiHa  TOpIBHAHO 3 iHCYJIIHOM

IJIapTriHoOM, BH3HaYCeHA METOIOM

HalMeHIIX KBaapariB (cepenne

3HAYEHHS) -2,38

[95 % moBipumii inTepBa] [-2,79; -1,96]

3MiHa TIOpIBHSHO 3 JIIKCHCEHATHIOM,
BH3HAYEHA  METOOAOM HaliMeHIIUX

KBaJIpaTiB (cepeHE 3HAYECHHS) -1,10

[95 % noBipuwmii iHTEpBaI] [-1,63; -0,57]
Cepennsa Maca Tijaa (kr)

Buxiguuii piBeHb (cepeIHe 3HaYEHHS) 89,4 89,8 90,8

3MiHa TOPIBHSHO 3 BUXiJHHUM piBHEM, -0,3 1,1 2,3

BH3HAUEHa  METOAOM HaliMEeHIINX
KBaaparTiB (cepeqHe 3HAUESHH)

ITopiBHAHHS 3 IHCYTIHOM TJIapriHOM -1,4

[95 % moBip4uii iHTEpBaN] (-1,9; -0,9]

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

IMopiBHAHHS 3 TIKCHCEHATHUAOM 2,01

[95 % moBipuwmii iHTepBaI]* [1.4;2.,6]
Kinekicts manientis (%), y AKHX 0yJn 202 117 65
pocarayti pieai HbAlc <7,0 % Ge3 (43,2 %) (25,1 %) (27,9%)

OPHPOCTY MacH Tina Ha THkHI 30
[MpomopuiiiHa BiIMiHHICTh MOPIBHIHO 3
iHCYJIIHOM TJ1apriHOM 18,1
[95 % nmosipuwii iHTEpBa] [12,2; 24,0]
(p-3HayeHHA) (< 0,0001)
IMpornopuiitHa BiqMiHHICTE MOPIBHAHO 3
JIIKCHCEHATHIOM 15,2
[95 % noBipuwuii inTepBan]* [8.1;22.,4]

J{oGoBa no03a iHCYJIiHY riIaprinmy
Jlo3a iHcymiHy Ha THXHI 30, BU3Ha4YeHa 39,8 40,5 He
METOIOM HallMEHINWUX  KBaJparTiB 3aCTOCOBAHO
(cepenHe 3HaYCHHS)

* He BKJIIOYEHO B MONEPEIHHO BU3HAYCHIH MPOLIeAYPi HOCTIIKEHHS MOCTYTIOBOIO 3HHKEHH S, pzamﬁ.

i HOCTHpaHIllaJILHI/IPI piBEHE TJIIOKO3M 4Yepe3 2 FOAMHY Ticis MpuifoMy iXi MiHyC plBEH‘h FAIOKO3H ':;"-:\-.
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Pnc. 1. Cepenni pisai HbAlc (%) na Bizurax nporarom 30 TH:KHIB JikyBaHHS

V mpaiientiB rpynu mpenapary CoJlikBa Bi3HAY€HO CTATHCTUYHO 3Hauyile Oiblle 3HMKEHHS
cepeaHbOro Mmpodimo piBHIB MIIOKO3H B IUIa3Mi KPOBi, IO BU3HAYAJIMCh CAaMOCTiHHO Ha 7 4acoBHX
TOYKAX, BiJ BUXigHOTO piBHA 10 THXHS 30 (-3,35 MMONB/T) OPiBHAHO 3 TIAl[iEHTAMU TPYTH iHCYJTIHY
riapridy (-2,66 MMoib/JT; BigMiHHICTb -0,69 MMob/1T) Ta 3 nalieHTaMH rpymnu jdikcuceHatuay (-1,95
MMOJIL/TT;, BiaminHicTs -1,40 Mmmouie/n) (p < 0,0001 ms o0ox mopiBHAHE). Ha Beix 4acoBMX TOUKax
Ha TikHi 30 cepeiHi piBHI IMTFOKO3M B IUTa3Mi KpoBi OyIM HIDKYMMH B rpyni npenapary Cojiksa
MOPIBHSAHO SIK 3 IPYNON0 iHCYJiHy I/IapriHy, Tak i 3 rpyrnoo JIIKCUCEHATHAY, 32 BUHATKOM TiJIbKH
piBHIB [IFOKO3W Nepel] CHiTaHKOM, AKi Oynu noAibHUMuU B rpymi Jikapcbkoro 3aco6y CoJtikBa Ta B
rpyni iHCYyJTiHy rJIapriHy.

Hepexio i) GazanbHozo IHCVITHY

Kniniune docnioxcenus 3a ywacmio nayienmie 3 yykposum Oiabemom 2 muny, 8 SKux Ha owi
RIKY8aHHA OAZANLHUM THCYNITHOM HE GIO3HAYALOCL HANEHCHO20 KOHMPOIO 3AX8OPIOBAHNS

3aranom 736 mnauieHTiB 3 IyKpOBUM AiabeToM 2 THIy B3SUIM Y4acTh B paHIOMizoBaHOMY, 30-
THKHEBOMY, 3 aKTMBHUM KOHTPOJIEM, BIIKPUTOMY, 3 2 rpyliaMHM JIIKyBaHH, B apalejibHUX rpymnax,
6araToLEHTPOBOMY [IOCJI/DKeHHI e(ekTHBHOCTi Ta Oe3rneku 3actocyBaHHs mperapary Costikea
nopiBHAHO 3 iHcyNiHOM rnaprinom (100 on/mm).

CKpHHOBaHI MAaIli€HTH 3 I[yKpOBUM AiabeToM 2 TUIy OTpUMYBaIM Oa3aibHUM iHCYTiH BIPOAOBK
monaiiMeHe 6 MicsauiB B crabineHill nobosiil mosi Big 15 mo 40 MO sx moHoTepaniro abo B
kxoMGinanii 3 ogHuM abo JBOMAa TEpPOPaIbHUMH NPOTHAIa0ETUYHUMM Npenapatamu (MeThOpMiH,
npenapar cynb¢GoHiIce40BHHHY, IIiHiA, iHribirop H3KTI-2 abo inri6irop JATII1-4), mpu LboMy piBHi
HbAlc y Hux craHoBund Bif 7,5 % no 10 % (cepenHiii piBeHp HbAlc Ha CKpUHIHTY CTaHOBHB
8,5%), a piBHI TIIOKO3W B MiasMi KkpoBi Harme craHoBwmun < 10,0 MMone/n  abo
< 11,1 MMOJIB/TT 3aJI€3KHO BiJl HOTIEPEAHBOTO NPOTUAIA0ETHIHOTO JMiKYyBaHHS.

IMicins cKpUHIHTY mauieHTH, Aki Oy/iM BU3HAa4YEHI NpUAATHUMM IJis1 Y4acTi B JociipkeHHi (n = 1018),
BKJIFOYATUCH B O-TH)KHEBY BCTYIHY ¢a3y, BIPOIOBK AKOI BOHM MPOJOBIKYBAIU OTPUMYBATH iHCYIIH
riaprii abo 6ynu nepeseneHi Ha JiKyBaHHS iHCYJIIHOM IJIapriHOM y pasi, SKIIO0 BOHH OTPHMYBAIH
iHIIMA 6a3anbHU 1HCYJIH;, IpU LBOMY 3AIHCHIOBAJIOCH TUTPYBaHHs/cTabinizanisa Ao3u iHCYAiHY Ha
¢oHi IpoRoBKEHHS Teparnii MeTOpMiHOM (SKWIO BiH NpHiiMaBcs A0 uboro). JlikyBaHHs Oy /‘gﬁmﬁi
IHIIMMH NepopaTbHUMU NMPOTHIIA0E TUIHHMY NpenapaTaMy Oyio IpUIMHEHE.
ITica 3aBeplieHHsS BCTYMHOTO Nepiofdy nauieHTd, y axux piHi HbAlc craHoBuaM a.fc(/g.f?,r,@@;.lp




cta"osuna Big 20 g0 50 oguHUUB, Oynu paHnoMizoBaHi B rpymy npenapary Coniksa (n = 367) abo B
rpymy iHcyniHy rnapridy (n = 369).
XapakTepuCTHKM MOMYJIALIT paHIOMI30BaHHX MALEHTIB 3 LyKPOBUM AiabeToM 2 TUIy OyJIM TaKUMU:
cepenuiii Bik cranoBuB 60,0 poky, npy uboMy Bik 6inbIIoCTi ManieHTiB (56,3 %) craHoBuUB Bif 50 10
64 pokis; 53,3 % nauieHTiB OyaM >kiHOYOi cTaTi; cepeHii inaexc macu Tina (IMT) Ha BuxigHOMY
pisui craHoBus 31,1 kr/mM?%, npu ubomy y 57,3 % nauienris IMT cranosus > 30 kr/m%; cepemHs
TPUBAJICT LYKpPOBOTro miabery crasoBwia npubau3Ho 12 pokiB, a cepeaHs TpMBAICTh
NONEPEHBOr0 JTiKyBaHHA Oa3abHUM iHCYJiHOM — mpubnusHo 3 poku. Ha ckpuninry 64,4 %
MAli€HTIB K OasaJbHMM 1HCYJIIH OTPUMYBAJH iHCYiH riaprid, a 95,0 % orpumyBanu npuHaiiMHI
OJIH MepopabHAN NpoTHAiabe THYHMI Npenapar.
Ha twxni 30 nikysanus npenapatoM ComlikBa CIIOCTEPIranocs CTaTUCTHYHO 3HAaYyIle IMOKPAIEeHHs
pieuie HbAlc (p-3HauenHs < 0,0001) nopiBHAHO 3 TAKUM Y pa3si 3aCTOCYBaHHA iHCYJIiHY INapriHy.
Indopmaltis moa0 iHIKMX KiHIEBUX TOYOK JOCIIiIKEHHS HaBeeHa HUK4e B TabNMLI 2 Ta HA PUCYHKY
2.

Tabnuig 2
PesynbTaTH KJAIHIYHOro AOCHiNKeHHS cepel NAaNli€HTIB 3 HYKPOBHM aiadeToM 2 THIY, B IKAX
He BiJ3HAYaBcH HAJEKHHA KOHTPOJL 3aXBOPIOBAHHA Ha ¢oHi JgikyBanHs 6a3zajbLHHM
incyminom, Ha TixkHi 30 (nonyasnis nanienTiB, AKi OTPHMAJH JIiIKyBaBH)

Tlokaznuk l'[pen.apaT Iﬂcyﬂiﬂ
CoJikBa rJ1aprin
KinpkicTs nanicHTiB, AKi OTpHMAIH JiKyBaHHSA 366 365
Pisens HbAlc (%)
Buxiguuii piBeHb (cepelHe 3HAYEHHS, IICIs BCTYIMHOI 8,1 8,1
dazn)
3aBeplueHH AiKyBaHHA (CEpeHE 3HAYCHHA) 6,9 7,5
3MiHa MOpIiBHAHO 3 BUXIDHUM piBHEM, BH3HAYeHA -1,1 -0,6
METOAOM HAMMEHIINX KBaJIpaTiB (CepeNHE 3HaYeHHS)
BinMiHHICTS NOPIBHAHO 3 IHCYJIIHOM IJIapriHOM -0,5
[95 % noBipuwmii iHTEpBaAN] [-0,6; -0,4]
(p-3HaueHHA) (< 0,0001)

Kinekicte nauientis [n (%)], y axux OynM OOCSATHYTI 201 (54,9 %) 108 (29,6 %)
pieHi HbAlc < 7 % Ha Txkni 30*
PiBenb IJII0KO3H B IIa3Mi KpoBi HaTIIe (MMOJIB/T)

Buxinauii piseHb (cepeHe 3HAUEHHS) 7,33 7.32
3aBeplleHHS JOCTiMKeHHS (cepeHe 3HAYCHHS) 6,78 6.69
3MiHa TMOPIBHAHO 3 BHUXIAHUM piBHEM, BH3HAaYeHa -0,35 -0,46
METOIOM HaliMEHIIMX KBaJpaTiB (cepeHE 3HAUECHHA)
BinMiHHicTh NOPIBHAHO 3 iHCYJI{HOM ITapriHOM 0,11
[95 % nowipuwii iHTepBAI] (-0,21; 0,43)
IMocTnpangiaJbHU piBeHDb INIIOKO3H Yepe3 2 FoAHHHA Micasa npuiioMy ki (MMoan/m)**
Buxinauii piBeHb (cepegHe 3HAYEHHS) 14,85 14,97
3aBeplUeHHS JOCHiHKeHHS (CEpeaHEe 3HAUSHH) 991 13,41
3MiHa I[OpIiBHAHO 3 BHXIIHUM PpiBHEM, BH3HAuUeHa -4,72 -1,39
METOIOM HaliMEHIINX KBagpaTiB (CepeIHE 3HAYEHHS )

3MiHa MOpPIBHSHO 3 iHCYJIIHOM IJIapriHOM, BH3HAYeHa

METOIOM HaMMEHIINX KBaJpaTiB (CepeRHe 3HAUECHHS) -3,33

[95 % nmosipumii inTepBa] [-3,89; -2,77]
Cepenns Maca Tija (Kr)

Buxiguuii piBeHs (cepeHe 3HAUCHHA) 87,8 87.1

3MiHa MOpIBHAHO 3 BUXiJHUM piBHEM, BH3Ha4YeHA -0,7

METOJOM HaliMEHIIMX KBaJpaTiB (CEPeIHE 3HAYEHHS)
ITopiBHAHHA 3 iHCYJIIHOM IJIapriHOM

[95 % nmomipumii iHTEpBa]

(D-3HaYeHHs)
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Kinpkicts namientiB (%), y sikax 0y/jam gocarayTi piBHi 125 49
HbA1lc < 7,0 % 6e3 npupocTy MacH Tiiia Ha THxKHI 30 (34.2 %) (13,4 %)
IMpomopiiifiHa BiAMIHHICTE TOPiBHAHO 3 iHCYJIIHOM
IJIapriHoM 20,8
[95 % pmomipumii iHTEpBaA] [15,0; 26,7]
(p-3HaueHHS) (< 0,0001)
JloGora 1o3a iHCY iRy rIapriny
Buxiguuii pieeHb (cepeqHe 3HA4YEHHS) 35,0 35,2
Kinnena Touka (cepeHE 3HAYCHHA) 46,7 46,7
3mina a03M iHcymiHy Ha THkHiI 30, BU3HaYeHa METOIOM 10,6 10,9
HalMEHIUMX KBaApaTiB (CepeqHe 3HAUYCHH)

* He BKIIOYEHO B MOMepeHBO BU3HAUEHIH mpolieaypi HOCHiKEHH IIOCTYIOBOTO 3HI)KEHHS PiBHIB.
** TJocTnpaHAiabHU piBeHb IMIOKO3H Yepes 2 FOAMHM IIici NpuioMy Ki MiHyC piBEHb ITIIOKO3U
nepe npuioMoM DKi.
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Puc. 2. Cepenni pieni HbAlc (%) na BisuTax nporsirom 30 THXxHiB NikyBaHHS

Iepexio sid azonicma peyermopia [TITT-1
Kniniune Oocnidoicenns 3a yuyacmio nayicnmis 3 yykpogum Oiabemom 2 muny, 6 sKuUX HA QOHI
nixyeanus azonicmom peyenmopis I'1III-1 ne 8i03Hauanocs HANEHICHO20 KOHMPONIO 3AXBOPIOBAHHSL
EdextuBnicte Ta Oe3nmeka 3acTocyBaHHA mpemapary Coilikea B IIOpiBHSHHI 3 HE3MiHEHHM
nonepenHiM JiKyBaHHSIM aroHictom peuenrtopis  I'TIII-1 6ynu BuBueHi B 26-TH)XKHEBOMY
paHIOMI30BAHOMY BiAKPUTOMY JAOCHIKEHHI. Y pocmimikeHHi Opan yuyacte 514 nauientis i3
LYKpPOBHM JiabeToM 2 THITy, B IKMX HE Bi/l3Ha4aI0Ccs HajleXHOro KOHTposo (piseHs HbAlc Bin 7 %

110 9 % BKIIOYHO) 3aXBOPIOBAHHA Ta AKi OTPUMYBAIU JIIKyBaHHA JiparayTHIOM abo eKCeHATHAOM
npoTsroM He MeHue 4 MicauiB abo aynarayTHaoM, anbirmyTuaoM abo eKceHaTHAOM 3
MpPOJIOHTOBAHUM BHUBIIBHEHHSM MPOTArOM He MeHme 6 MicauiB (yci npenapaTtd BBOJMIIMCA B
MaKCHMalbHIM nepeHocuMiit m03i) i MerdopmiHOM y BHMIAAI MOHOTepanii abo B MoeaHaHHi 3
[iOrmiTa30HOM, iHTiIGITOPOM HATPIii-IIOKO3HOTO KOTpaHcHoprepa-2 abo 3 oboma. BiniOpani
nauieHTd Oynu paHmoMmizoBaHi abo ans mpuiliomy npemnapatry Comikea, abo auns MPOAOBKEHHS, *
npuiioMy nonepeaHboro aronicra peuentopis I'TII-1 Ha 10AaTOK A0 MONEPEAHBOTO nepi:pag}mrd‘f‘nﬁ-i . "_';_
MPOTUAIA0ETUYHOTO JTIKyBaHH. 7 '
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Ha ckpuninry 59,7 % cy6’exriB orpuMyBanu arosict peuentopis ITIII-1 ogun pa3 abo aBidi Ha
Jenb, a 40,3 % otpuMyBanu arodict perenropis I'TIII-1 ogun pa3 Ha TwxaeHb. [lig yac ckpuHiHTY
6,6 % cy6’ekriB oTpuMyBaiM miorditazoH, a 10,1 % — iHribitop HaTpil-TIIOKO3HOIO
KOTpaHcIopTepa 2-ro TUIy B koM6iHawii 3 MeTgopMiHOM. XapaKkTepHUCTHKN NOMY ALl AOCIiIKESHHA
OyaM TakuMH: cepelHiil Bik ctaHOBHB 59,6 poky, 52,5 % cy6’eKTiB CTAHOBHIIM YOJIOBIKH, CepeIHs
TPHBAIICTh LIyKPOBOTO AiabeTy ctaHoBMNA 11 pokiB, cepenHs TPUBAIICTh NONEPEAHBOTO JIIKYyBaHHA
aronicramu peuentopis ['TITI-1 cranosuna 1,9 poxy, cepenniii IMT cranosuB npu6ausHo 32,9 kr/m?,
cepenns pLLIK® cranosuna 87,3 mi/xs/1,73 M i 90,7 % nauientis Manu plLIK® > 60 mi/xB.

Ha tuxni 26 nikyBaHHs npenapatoM CoikBa CHOCTEPIragocs CTATUCTHYHO 3HAYYIIC MOKPALIEHHS
pieniB HbAlc (p < 0,0001). ITonepeaHsO BU3HA4YEHMI aHali3 miaTHIy aroHicra peuenropis I'TIT-1
(omun/mBa pasu Ha JeHb ab0 LIOTHMXKHSA), BUKOPUCTAHOIO MifA 4ac CKpI/IHIHFy, 1oKa3aB, IO 3MiHa
HbAlc Ha TvxHi 26 Oyno aHAJOTIYHOI IS KOXKHOI MATPYIH i Y3TOMKY€ETBCA 3 TIEPBUHHHMM
aHaJizoM i Bciel monynsuii. Cepenns mo6opa no3a npenapary CollikBa Ha THXHI 26 cTaHOBHMIIA
43,5 momiiKH A03yBaHHS.

IHdopmawis momo0 iHIMKUX KIHIEBHX TOYOK AOCTIKEHHS HaBeIcHa HYDKYE B TaOJIHLI 3 Ta HA PUCYHKY

Tabmuus 3

Pe3yabTaTH KIIIHI9HOTO ZOCHiJkKeHHS 32 YYaCTIO HANi€HTIB i3 MykpoBAM AiabeTrom 2 THNy, B

SIKHX He Bi3HAYABCH HAJIEKHHI KOHTPOJb 3aXBOpPIOBaHHA HA ¢oHi JiKyBaHHA aromicrammu
enenropis I'TIM-1 na TaxkAi 26 (nony/Ianis nagieATiB, AKi OTPHMAIN JiKYBaAHH)

. AroHicT penenTopin
Iloxkaznank CoJuikBa [TIT-1
K.i.]'leiCTb nanieHTiB, #AKi oTpHMAJH 259 253
JiKYBaHHSA
Pipennr HbAlc (%)
Buxiguuii piBeHb (cepelHE 3HA4YEeHHs, Micas 78 73
BCTYMHOI dazu) ’ ’
3aBepiueHHs JIIKYBaHHA (CepeaHE 3HAYCHH:) 6,7 7.4
3MiHa TMOPIBHAHO 3 BHUXIOHUM DIBHEM,
BHM3HaUYeHa METOOOM HaWMEHIIMX KBaJpAaTiB -1,0 -04
(cepenHe 3HaYEHHA)

BigMiHHICTE  HOpiBHSHO 3  aroHicToM
peuentopis I'TIII-1
[95 % 1] -0,6 [-0.8; —0,5]
(p-3HaueHHs) (< 0,0001)
KinpkicTe namicuTtiB [n (%)), y akux Oyam
nocarnyri pieai HbAlc <7 % HZ THKHI 2)67 156 (61,9 %) 65 (25,7 %)
ITponopuiiiHa BiAMIHHICTE MOPIBHAHO 3 )
arrc))Hicfom peuenrtopip I'TITT-1(95 % JI) Sl Pl@8.1| fei-i0T )
D-3HA4YEHHA < 0,0001
PiBenn rI10K03H B IJ1a3Mi KpoBi HaTme (MMOJIB/J1)
Buxiguuii piBeHb (CepeIHE 3HAYCHHS ) 9,06 9,45
3aBepiIeHH JOCTimKeHHS (cepenHe 6.86 8.66
3HAYEHHA)
3MiHa MOpIBHAHO 3  BUXiAHMM  piBHeM,
BH3HAYeHA METOAOM HaWMEHIIMX KBaJpaTiB -2,28 -0,60
{cepenHe 3Ha4eHH:)
BigMminHicT,  MOPIBHSAHO 3 aroHICTOM

peuenTopis mo I'TIT-1 -1,67

[95 % AI] [-2,00; —1,34]

(p-3Ha4YeHHs) (< 0,0001)
Hocrnpangiannumii piBeHb IJIIOK03H Yepe3 2 rOAAHHA Hica npuiiomy ki (MMoaw/a)*
BuxinHuii piBeHb (CEpeHE 3HAYEHHS) 13,60 13,78

3apepiieHHs HOCIIKEHH (CepeIHE 3HAUeHH) 9,68 12 59.. e




3miHa MOpiBHAHO 3 BUXIOHHM  piBHEM,
BH3HAYEHA METOJOM HalWMEHIUMX KBaJparTiB —-4.0 -1,11
(cepenHe 3HAYEHHA)
3MiHa MOPIBHAHO 3 AroHICTOM pEeLENnTOpiB
I'TIII-1, BH3HaYeHa METOAOM HaNWMEHIIHX
KBaJ[paTiB (cepenne 3HAYCHHA) -2.9
[95 % OI] [-3,42; —2,28]
{p-3Ha4eHHs) (< 0,0001)
Cepeansa Maca Tiia (Kr)
BuxinHuii piBeHb (cepeaHe 3HAYECHH) 93,01 95,49
3MiHa TIOpiBHAHO 3 BHUXiJHUM DiBHeEM,
BM3HAUeHa METOJAOM HaMMEHIIHX KBaJpaTiB 1,89 -1,14
(cepeaHe 3HAUYEHH)
[MopiBuaHHA 3 aro”icroM peuentopis ITII-1 -3,03
[95 % 1) [2,417; 3,643]
(p-3Ha4eHHs) (<0,0001)

* [TocTpaHIialTbHUM piBEHE TTIOKO3M Yepe3 2 FOAUHH ITiciis NpuioMy ki MiHyC piBeHb ITIOKO3H
nepes NpuiioMoM Txki.
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Puc. 3. Cepenni pisni HbAlc (%) Ha BisHTaX NPOTAroM 26 THIKHIB JiKyBaHHA

OjHouacHe 3actocyBaHHs npernapaty Conikga 3 inridiTopamy HaTpiii-rIOKO3HOr0 KOTpaHcnoprepa
2-ro Tuny (ixridiTopn H3KTT-2)

OpnHouacHe 3acTocyBaHHs npenapaty Coniksa 3 iHriditopamu H3KTI'-2 ninTBepmkyeTbes aHaisoM
HiArpym i3 TphOX paHAOMi30BaHUX KIIIHIYHUX AocTikeHb dasH 3 (119 nauieHTis, sSki oTpUMyBaIu
koMOiHal0 iHCYNiHYy Diapriny/mikcuceHaTuqy 3 (iKCOBaHUM CHiBBiIHOIIEHHSIM, $Ki TaKOX
orpumyBanu iHridiropu H3KTT-2).

OnHe mociimKeHHs, mposeaeHe B €Bpori i [TiBHiuHINi AMepuLi, BKIIOYano B cebe faHi 26 naiieuTis
(10,1 %), axi ogHOYacHO OTpPUMYBIM KOMOIHALIIO iHCYNiHy IJapriHy Ta HiKCHUCEHATUay 3
(piKCOBaHHM CIiBBiTHOIICHHM, MeT(bopMiH Ta iHri6iropu H3KTI-2. e na mocnimkeHHA q)asn 3
3i crenianizoBaHoi MOHCHKOI IPOrpaMy KIIIHIMHOTO PO3BMTKY, BUKOHaHI 3a y4acTIO MaLicHTIB, Ki
HE AOCADINM HOCTATHBOTO KOHTPOJIO TIiKeMii 3aCTOCYBAHHAM [1EPOPATbHIX npommane'rnqmﬁx 2

npenapartis, Hagatu AaHi woao 59 nauieHTiB (22,7 %) i 34 nauienTis (21,1 %) amuem;fm’o aKi

oaHo4acHo otpumyBaiiy iHribitopn H3KTI-2 if kom6iHauito iHCy iHy riapriny Ta nmcuce"




¢bikcoBaHMM CIIBBIAHOILEHHSIM.

Iani upx 3 qochiKeHp OKa3yloTh, 10 N104aTOK 3aCTOCYBaHHA npenapary Collika y MalieHTIB i3
HE[IOCTATHIM KOHTpoJieM JikyBaHHsM iHribitopamu H3KTI-2 nemoHcTpye Oijibln  3HaYyHe
nokpaiteHHs piBHiB HbAlc nopiBHAHO 3 npenapaTaMu MOpiBHAHHS. Y Malli€HTIB, sIKi OTpUMYBaJIU
inricitopu H3KTI-2, He 6y/10 MiABMILEHOrO PU3UKY TiMoriikemii i 3Ha4ymMX BigMiHHOCTEH B
3aragpHOMy npodini 6e3neKy B MOPiBHAHHI 3 THMH, XTO HE OTpUMYBaB iHribiropu H3KTT-2.
JlocniuKeHHs BIUIMBY HA CePUEBO-CYIMHHI NOAlT

Besneka 3acTocyBaHHS iHCYJIiHY IJIapriHy Ta JIIKCHCEHATUAY CTOCOBHO CEpLEBO-CYIHHHHUX TOXiH
BUBYAJACh B pamkax KiiHiyHEX pochimkeHb ORIGIN Tta ELIXA BigmosimHo. Okxpemoro
JocHimKeHHs BILIMBY npernapaty CollikBa Ha ceplieBO-CYAWHHI MOAiT He MPOBOJUIIOCH.

Incynin  enapein.  JIocHmifXeHHS 3HIDKEHHS 4acTOTH CEpLEBO-CYAMHHUX YCKIagHEHb MpHU
ininjianeHOMy 3acTocyBaHHi iHCydiHy r©mapridy (mocnimxeHHs ORIGIN) 6yno Bigkputum
paHIOMi30BaHMM IOCIHIIDKEHHSM, B ke Oyso BkmodeHo 12 537 mauieHTiB Ta B paMKax SIKOTo
MOPiBHIOBAJIOCH JIiKyBaHHs npenaparoM JIaHTyc 3i cTaHOAPTHUM JIIKyBaHHSM Ha MOMEHT MEpIIOro
BUHMKHEHHA cepilozHoro HebakaHoro sBHIAa 3 OOKy cepleBo-cyauHHOI cucTemu. Cepiio3He
Hebakage gpuile 3 OOKy cepleBO-CYAMHHOI CHCTEMH BKIIIOYANO CMEPTh BHACTINOK CEpIeBO-
cyaMHHOI moaii, HeleTanpHUl iHGAapKT MioKapAa Ta HeJleTaIbHMI iHCYJIpT. MeniaHa TpUBaIOCTi
KOHTPOJILHOTO CIOCTEPEXKEeHHs B paMKaX AOCTIIKeHHs craHoBWia 6,2 poky. UactoTa cepitozHuX
HebakaHux fABUIN 3 OOKy CepIeBO-CYIHWHHOI cucteMu B pamkax aociimxeHHs ORIGIN 6Oyia
nofibHoo y rpymi, mo oTpuMyBana mpernapaT JlaHtyc, Ta rpymi, o OTpUMyBajla CTaHAApTHE
nikyBaHHs (BimHoOWwEHHS pu3ukiB [95 % JII] wono cepiiosHux HebaxkaHUX ABUIN 3 OOKY cepLeBo-
cyaunHHOi cuctemu: 1,02 [0,94; 1,11]).

Jtixcucenamuo. Hocnmimxenns ELIXA Oyno paHaoMmizoBaHHM, HOABIHHO cminmuM, mame0o-
KOHTpOJIbOBaHUM, OaraToHalliOHAJbHUM OOCIi/UKEHHSM, B paMKax SKOro 3iMCHIOBanach OIliHKa
CEepLEBO-CYAMHHUX YCKJIAJHeHb IIiJ 4ac JIIKyBaHHA JIIKCHCCHAaTHIOM Yy MNALi€EHTiB 3 LYyKPOBUM
niaberoM 2 tumy (n = 6068) micnsd HemOAaBHO MEPEHECEHOro TOCTPOro KOPOHAPHOIO CHHAPOMY.
[TepBuHHOIO KOMOIHOBAHOKO KiHLIEBOIO TOYKOK MIOAO €¢eKTUBHOCTI OyB 4ac A0 MepIIoro
BUHHMKHEHHS OYJb-SIKOTo 3 TakuX HeOakaHMX SBHIN: CMEPTb BHACHIJOK CEPLIEBO-CYIMHHOI MOJIT,
HeleTalbHHUi iHpapkT Miokapaa, HeleTaIbHUH iHCY BT abo rocmiTalizauis 3 NpUBOQY HecTabiNBHOT
cTeHoKapaii. MemiaHa TpHUB&IOCTI KOHTPOJIBHOIO CIIOCTEPEKEHHS B paMKax AOCHiIKEHHS
cTaHoBuna 25,8 Ta 25,7 Micsls B Tpymi JTIKCHCEHATHAY Ta B rpyIi maneto BiAMoBiaHO.

YacToTa MepBUHHOT KiHLEBOi Touku Oyna nozibHorw y rpymi JikcuceHarnay (13,4 %) Ta rpymi
miane6o (13,2 %): BiAHOIEHHS PU3KKIB JUIsl TiKCHCEHATU Ty TIOPiBHAHO 3 Tarne6o ctaHoBwio 1,017
3 acouiiioBaHuM 2-0iuHuM 95 % noeipuum inteppanom (I) Bix 0,886 no 1,168.

Dapmaroxinemuxa.

A6copbitis. CriBBiOHOIIEHHA IHCYJiIH Napriv/likCHCEeHaTHI CYTTEBO HE BIUIMBaE Ha
(apMaKoKiHeTHKY iHCYJIiHy IJIapriHy Ta JikcuceHaTHny B npenapari Cosliksa.

IMicna mignKipHOTo BBEJEHHA KOMOiHAL{l iHCYJIIH INIapril/MiKCUCEHAaTU y MALi€HTIB 3 LYKPOBUM
niaberom 1 THIy IHCYJIIH TJIapriH He JeMOHCTPYBaB BHpaXeHOro mika. Ekcrosuilis iHcysimy
raapridy micns BBedeHHs koMOiHauii iHCYNiH Iaprin/mikcuceHatus cTaHoBuiaa 86—88 % Bin
€KCMO3ULi, fAKa Big3Hayagach NP OKPEMHX OJHOYACHUX iH €KIISAX IHCYJIHY IJIapriHy Ta
mikcuceHaTuay. Taka BiIMiHHICTb He BBAXKAETHCS KIIHIYHO 3HAYYIIOIO.

ITicas migmkipHOTO BBEACHHA KOMGiHaUil iHCYJIIH IIapriH/MTiKCUCEHAaTH] Y MALEHTIB 3 LyKPOBUM
niaGetoM 1 THNY MeJliaHa tmax JTIKCHCEHATHY 3HAXOAUIACH B diana3oHi Bix 2,5 no 3,0 roaunu. AUC
OyJia TIOPiBHAHHOIO, TOAI sIK BiA3HayanoCh He3HauHe 3HMXeHHA Crnax JikcuceHaTtuay Ha 22-34 %
nopiBHAHO 3 Cnax, SKa BiJ3Ha4yanach NMPHU OKPEMHMX OJHOYACHHUX iH €KUIAX IHCYNiHY IJIapriHy Ta
JKCHCEHATHLY; TIPOTE MATOMMOBIPHO, IO TaKe 3HMKEHHS MOXe OYTH KITIHIYHO 3HAUYII[HAM.
KnigiyHo 3Hauyii BiAMIiHHOCTI B HIBUAKOCTI abcopOIlii JIiKcHCeHaTUIy NpH HOTO 3aCTOCYBAaHHI SK
MOHOTEpANii MIJISIXOM MiJAMKIPHOTo BBEAESHHS B AISHKY XKUBOTA, IeLTONOAIOHOrO M’s13a ab0 cTerHa
BIACYTHI.

Posnoain. JlikcrceHaTHI XapaKTepH3y €ThCS HU3BKUM (55 %) piBHeM 3B’ 43yBaHHS 3 OiIkaMU MIa3MH
moauau. TlepenbavyBannii 06°’eM po3NOMiTy JIKCHCEHATHAY MiC/i MiAWKIPHOTO BBEAEHHS
koMmbiHaLii iHCyJiH riaprid/aikcuceHaTHn (He3B’s3aHuil 06’eM posmopiny, Vz/F) ,gfqagqmyh

npubmusno 100 5. Ilepenbauysanuii 06’eM posnodiny iHCyJiHy MIapriHy mica ;f@aﬁﬁipmro“\f,
: %




BBeleHHd KOMOiHaLil IHCYJIiH InapriH/mikcuceHatun (06’eM po3mOAiny B PiBHOBa)KHOMY CTaHi,
Vss/F) cranoButs npubauzno 1700 a.

Biotpancdopmartig Ta eniminaiis, Pe3ynpratu mocitimkeHHs MeTaboi3My B MAaLi€HTIB 3 LyKPOBUM
niabeToM, SKi OTPUMYBaIH iHCYJiH TJIapriH K MOHOTEpamnilo, CBif4aTh Npo Te, WO {HCYJIiH Iaprid
LWIBUIKO META60JIi3y€eThCs Ha PiBHI KapOOKCHIIBHOTO KiHIS B-naHiora 3 yTROpeHHSIM IBOX aKTHBHUX
MeTabomitis — M1 (21 A-rininua-incynin) ta M2 (21 A-riuus-ae3-30B-TpeoniH-iHcyniH). ¥V mia3mi
KPOBI TOJIOBHOIO IMPKYJIIOIOUOIO CHogykoro € Merabonit M. @dapmakokiHeTHYHi Ta
¢dapmakoniHaMi4yHi JaHi CBiA4aTh NMpo Te, WO e(eKT MiAUKipHOi iH’eKuii IHCYJIHY riapriny
rOJIOBHUM YHMHOM 3JIeXKHTH BiZl eKcro3uuii merabostity M1.

Sk i BCl menTHAM, NIKCMCEHATHA BHMBOIUTHCS HIISAXOM KIyOodkoBoi ¢inpTpauii 3 moaaibLIow
KaHAIBLEBOIO peabcopOliiero Ta NOAANBIIMM METabO0iYHIM PO3IIEIVIEHHIM A0 MEHIINX NEeNTHIiB
Ta aMiHOKHCIIOT, AKi 3HOBY BKJIIO4AIOTECA B OinkoBuii MeTaboumizm. Ilicns GaraTokpaTHOro BBeIeHHS
y MALEHTIB 3 LyKpoBUM AiabeToM 2 Ty cepeiHili TepMiHaJIbHMI Yac HaliBBUBEACHHS CTAHOBHB
npu6ni3HO 3 roagvHy, a cepenHii yapuuii kiipenc (CL/F) cranosus npubnauzxo 35 n/rox.
Ocobausi nonyJALii nawieHTis

Iayienmu 3 nopyuwienHsm @yHukyii Hupok. Y Nali€HTIB 3 1erkuM (KJIipeHc KpeaTHHIHY, po3paxoBaHuii
3a popmyioro Kokpodra — onra, 60-90 ma/xB), moMipHuM (kJripeHc kpeatuHidy 30—60 Mi/xB) Ta
TshkKuM (KiipeHce kpeatnHiHy 15-30 mn/xB) nopymenHsam ¢yHkuii Hupok AUC nikcuceHatumy
3pocraia Ha 46 %, 51 % ta 87 % BiANOBiAHO.

3acTocyBaHHs iHCYJiHY [VIapriHy Nali€eHTaM 3 MOpyIIeHHAM (YHKUil HUPOK He AOCIiIXKyBaloch.
OnHak y mauieHTiB 3 NOpyIIeHHAM (yHKUil HUpOK moTpeba B iHCYJiHI MOXke OyTH 3MeEHIIEeHa
BHACJIIOK 3HHKEHHS MeTaboni3my iHCYTiHY.

IHayienmu 3 nopywiennsm @ynxyii newinky. OCKIIBKA TIKCUCEHATU BUBOANUTHCSA FOJOBHUM YHHOM
HUPKaMH, 3a Y4acTIO MALi€HTiB 3 rOCTPor0 a0 XPOHIYHOIO MNEYiHKOBOIO HEAOCTATHICTIO JKOOHUX
(bapMaKoKiHETUYHHX JOCIHi/KEHh He MpOBOAMIOCH. BrummBy mnopymenHs ¢yHKUii Ne4iHKH Ha
dbapMakoKiHETHKY JIiIKCUCEHaTHUy He nependaqacThes.

3acTocyBaHHs iHCYJiHY TNIapriHy Nali€HTaM 3 I[yKpOBMM AiabeToM Ta 3 MOpYLIEHHSIM QyHKLIT
MEYiHKU HE JOCIMKYBAIOCK. Y MALliEHTIB 3 MopyweHHIM GYHKIIT nedidku motpeba B iHCYTiHI MOXXe
Oy TH 3MeHIIEHA y 3B’A3KY 31 3HHKEHHSAM 3aTHOCTI 10 ITIOKOHEOTEHE3Y Ta 3HHKEHHAM METab0Ti3My
iHCYJTiHY.

Bik, pacoBa NPUHAIEKHICTE, CTATh TA MACA TLI14A MALEHTA

Incynin anapein. BriiuB BiKy, pacoBOi NPHUHANEKHOCTI Ta CTaTi mallieHTa Ha ()apMaKOKiHETHKY
iHCyNiHy rJlapriny He BHBYaBCs. 3a pesy/lbTaTaMU aHajlisy MiArpyn, copMOBAaHHX 3a BIiKOM,
PacoBOI0 MPHHANIEKHICTIO Ta CTATTIO, B paMKaX KOHTPOJNLOBAHUX KIIHIYHUX JOCHIIKEHb CEPEN
JOPOCITHX MAL€HTIB, AKi OTPUMYBaIH iHCYiH raaprid (100 ox/min), X0aHUX BIAMiHHOCTEH CTOCOBHO
Oes3nexy Ta epeKTMBHOCTI 3aCTOCYBAHHS iHCYJIiHY IIapriny BHABJIEHO He OyJo.

Jixcucenamud. BIK TallieHTa He Mae€ KIHIYHO 3HA4YyHIOro BIUIMBY Ha (apMakoKiHETHKY
gikcuceHatuny. B pamkax jgocrnimxeHHs (apMakOKIHETHKM 3a y4acTio oci® moxuioro Biky 6e3
LYKpOBOro JiabeTy BBEACHHS JIIKCUCEHATHAY B 1031 20 MKT IPU3BOIMUIIO JI0 CEPEIHBOTO MiABUIICHHS
AUC nikcucenaruny Ha 29 % (11 y4acHukiB mocii/pkeHHs Oynau BikoMm Bifg 65 mo 74 pokiB i 7
YYACHMKIB JOCTIKEHHS — BIKOM >75 pokiB) NopiBHAHO 3 18 ocobamu BikoM Bif 18 10 45 pokis, o,
HAMOBIpHO, OB’ 13aHO 31 3HMKEHHAM QYHKLIT HUPOK y 0ci6 MMOXWIOro BiKy.

ETHiuHa NprHaNeXHICTh NallieHTa He 3yMOBJIKOE KIIIHIYHO 3Ha4YyINOro BIUIMBY Ha GapMaKOKiHETHKY
JIKCMCEHATUAY, TPO IO CBigYaTh pe3yabTaTd (apMaKkOKiHETHYHUX AOCTIIKEHb, NPOBEICHHX 3
Y4acTiO MPeACTABHUKIB €BPONEHCHKOI, ATOHCHKOT Ta KUTAHCHKOI HALIIOHATBHOCTI.

Crath nanjieHTa He Ma€ KJIiHIYHO 3Ha4y1IOT0 BIUIMBY Ha (hapMaKOKiHETHKY JIIKCHCEHATHY.

Maca Tina nauieHTa He Ma€ KJIiHigHOo 3Hauymoro BBy Ha AUC JikcuceHaTHay.

IMyHOreHHiCTh. 3a HAasABHOCTI aHTUTIJ IO JTIKCHCEHAaTHAY HOro €KCro3ulis Ta BapiabenbHicTh Horo
€KCITO3MIIil CYTTEBO MiIBULILYOTHCS HE3AIEKHO Bifl piBHS HO3YBaHHS.

Hoxiniuni 1ani 3 Gesnexn
Komnux gochifKeHb Ha TBAapUHaX i3 3acTOCYBAaHHAM KOMOiHauii iﬂcyﬂiﬂy/ PPy - Ta

MIKCHCEHAaTUAY JUIA OWIHKK TOKCHYHOCTI TpW GaraTOKpaTHOMY BBe[eHHI, /KaifieporeHesy,

reHOTOKCUYHOCTI Y¥ TOKCHYHOIO BILUIMBY Ha PENPOLYKTHBHY CHUCTEMY HE MPOBO 1l .b'l:.ﬁ K \{:_-
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Incynin rnaprid. JoxiiHiuHi gaHi, oTpuMaHi y CcTaHIAPTHUX AOCITIIKEHHSIX (apmakosoriyHol
6e3MeKr, TOKCHYHOCTI mpu 0araToKpaTHOMY BBEIEHHi, TIEHOTOKCHYHOCTi, KaHLIEPOT€HHOTO
TIOTeHIia)ly Ta TOKCHYHOIO BIUIMBY Ha PENMpOJYKTUBHY CHCTEMY, CBiA4aTh MpPO BiACYTHICTH OyIb-
AkMX creudiyHUX PU3KKIB A JTIOJUHH NP 3aCTOCYBAaHHI iHCYJIIHY IVIapridy.

Jlikcucenatua., B pamkax 2-piuHHMX JOCHiIKeHb KaHIIEPOTeHHOCTI MpU MiJIIKIpHOMY BBEAEHHI
npenapary y uypiB Ta Mulel crmocTepiranucs HeaeTanbHi C-KIITHHHI IMyXJIMHHM IMTONOAIOHOI
3a1034, fAKi OyaM po3UiHeHi fAK Taki, IO 3YMOBJEHI HETEHOTOKCHMYHMM MeXaHi3MOM,
ornocepeaxkosanuM petenropamu [TII-1, mo sxoro rpusyHu ocobnueo uyTnusi. C-KIiTHHHA
rimepriasis Ta aeHoOMa CriocTepiranuck y mypis Ha GoHi 3aCTOCYBaHHs BCiX JOCIIKYBaHHX /103, 2
MaKCHUMAJIbHY 103y, TIPH SAKiii He Bia3Havaluch HebakaHi epeKTH, BA3HAYUTH HE BJANIOCh. Y MHIIEH
Ui eeKTH BUHHKAIW IMpU excrnosuuii, mo y 9,3 pasa nepesullyBaia eKCIO3HMLI0 B JIIOJEH MpH
3aCTOCYBaHHi TEPANeBTUYHHUX JI03 Ipenapary. ¥ MuLIel He criocTepiranoch C-KIITHHHIX KapLUHOM,
a 'y uypiB BOHA BHHHKAIX TIPY eKCIO3HLIT, o npubmusno y 900 pasis nepeBHiIyBala €KCIIO3HULIIIO
y JIOJIeH NP 3aCTOCYBaHHI TEPareBTUYHMX J03.

B pamkax 2-pigyHOro AOCTi/KEHHA KaHLEPOI€HHOCTI NpH MiJUWIKIpHOMY BBEICHHI Ipernapary y
MUIUEH Big3HauYeHO 3 BUNAIAKM aJcHOKApLUHOMH €HIOOMETPII0 31 CTATUCTHYHO 3HAUYYIIUM
MiIBHMILIEHHAM YaCTOTH IOTO 3aXBOPIOBAHHS B IPYIIl 3aCTOCYBaHH: cepelHiX 03 mpenapary, AKi
3yMOBJIIOBAJIH €KCIO3MLIIIO, IO NepeBHULIyBaja eKCIo3MLIIo B moaeH y 97 pasis. XKoaHux edekTis,
OB’ A3aHUX i3 3aCTOCYBaHHSIM Ipenapary, Bii3HadeHo He 6yno.

PesynbTaTi JOCIiKEHb Ha TBAPHHAX HE CBi4aTh Mpo Oy Ab-sikuii 6e3nocepeHiH MIKiAIMBUI BIUIUB
npenapary Ha (GEepTUIBHICTH CAMIIB Ta CaMOK INypiB. ¥V cobak, AKAM BBOIMUBCS JIKCHCEHATHUI,
CIIOCTEPIrauch 0OOPOTHI MOPYIIEHHS B S€4KaX Ta NPUJATKaX A€4oK. Y 3J0pPOBHMX YOJIOBIKiB He
BiZI3HAYEHO >KOAHOrO BIUIMBY TMpenapary Ha cIepMaToreHes, OB A3aHOTO i3 3aCTOCYBaHHSIM
rpemnapary.

V pochimxeHHAX BIUIMBY Mpenapaty Ha BHYTPIIIHbOYTPOOHUH pO3BUTOK Y INypiB Ha ¢oHI Beix
JOCIiKyBaHUX [03 JIIKCUCEHATUAY (MPH eKCHO3UL{i, o Yy 5 pa3siB MepeBHllyBana eKCIO3HLII B
Jqrofied) Ta y KpOJIiB MPH BBEJEHHI BHUCOKMX J03 MpenapaTy (IpH eKCcHosuuii, mo y 32 pasm
NepeBHlyBaia eKCIO3HULII0 B JII0/IeH) CIIOCTEPIraliCh BaJd PO3BUTKY, CIIOBUILHEHHS POCTY IJI0AA,
3arpumKa ocudikauii Ta nobiyHi edekty 3 60Ky ckenera. B 060x Mozenax ROCHiKYBaHUX TBAPUH
BiJ3HaYagach HE3HAUYHA TOKCHYHA Jis HA MaTepUHCHKHWI1 OpraHi3M, L0 MPOSBILIACH 3MEHIIEHHAM
CITOKUBAHHA DKi Ta 3HIDKEHHSAM MacH Tina, CriocTepiranocs CoBUIBHEHHS POCTY HOBOHAPOKEHUX
Iy pAT-caMUiB, AKi MiAgaBaIuCh Aii BUCOKHX 103 JIKCUCEHATHIY BIPOIOBK Mi3HBOTO recTallifHoro
nepiody Ta Iifl 4ac IpyJHOTO BUTOJOBYBaHHs, Ta HEBEJIUKE 301IbIIEHHS iX CMEPTHOCTI.

Krainiuni xapakTepucTHKH.

Ilokazanna.

Jlna nikyBaHHSA JOPOCIIMX MALIiEHTIB i3 HEIOCTATHBO KOHTPOJIOBAHMM LIYKPOBHM AiabeToM 2 Tury 3
METOI0 IMOKpAIleHHs KOHTPOMIO [IiikeMii SK [JONMOBHEHHA A0 MAi€TH i BINpaB Ha OOJATOK [0
MmeThopMiHy 3 iHriGiTopaMu HaTpili-TIIOKO3HOTO KOTpaHcmoprepa 2-ro Tumy abo 6e3 HuX.
(Pe3yabTaTi JOCIIIKEHB 1IO/I0 BIUIMBY Ha KOHTPOJIb IIiKeMii Ta AOCTIKEeHI rpyny NaLli€HTIB AMB.
y posainax «Oco6IUBOCTI 3acTOCYBaHHA» 1 «DapMaKkoIUHAMIKA»).

IIpomunoxazanna.
linep4yTnMBIiCTh A0 AitOUMX peyoBUH abo0 10 OyAb-AKOi HOMOMIKHOI PeHOBHHH, IO BXOAHTH 0
CKJIagy Tperapary.

B3aemooia 3 inwumu Aikapcokumu 3acobamu ma inuwii euou 63aemooii.

XKomHux mochiKkeHb B3aeMoii Jikapcskoro 3aco0y CoutikBa 3 iHINMMM JNiKapChbKUMHU 3acO0aMH He
npoBogwiock. IHdopMmalis, HaBeAeHa HUKYE, TIPYHTYeTbCS Ha pe3ynbTaTaX AOCIiJXeHb,
MPOBEICHHX 3 OKPEMHMH KOMIIOHEHTaMH Ipenapary.

dapmakoauHaMiudi B3aeMomiil. ICHye psan pedoBHH, SKi BIUTMBAIOTHE HA MeTabOIi3M TIIIOKO3H, Y
383Ky 3 UMM iXHE 3aCTOCYBaHHA MOXe IPU3BOIMTH A0 HEOOXiAHOCTI KOpeKuil no3yBaHHs
nikapeekoro 3acody Couiksa.
JIo pedyoBMH, SIKi MOXYTh MOCHIIOBATH Ly KPO3HIDKY BATbHHIH edeKT Ta 301b1yBaTH C?\]IﬂbHICTb 10

BMHUKHEHHs TiNoONMiKeMmil, Hanexarp mNpoTHAiabeTH4Hi Jikapceki  3aco0w, 1m101'r0€m )¢ sf
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aHrioTeH3uHInepeTBopoBaibHOrO  depmenty (AIlD), nusomipamin, ¢ibpatn, dutyokceTu,
iHribiropy MoHoamiHokcupazn (MAO), mneHrokcudinin, mnporokcHden, caliluIaTH Ta
cyabbaninaminHi aHTHOI0TUKH.

JIo pe4oBHH, SKi MOKYTh NMOCIa6JIIOBATH Ly KPO3HHKYBATbHMI €EKT, HallekKaTh KOPTUKOCTEPOi Iy,
JNaHAa307, Jia30KCH[, OiypeTHKH, TJIIOKaroH, i30Hia3ul, EeCTpOreHd Ta IIPOreCTMHH, MNOXiAHi
deHoTIasHHy, COMATPOIiH, CUMNIATOMIMETHKH (HanpHKiIaj eniHedpuH (agpenanin), canbbyTtamorn,
tepOyTajiH), TOPMOHM ILIMTOMOAIOHOI 3a/03M, AaTMMOBI AHTUIICHXOTHYHI JiKapchkki 3acobu
(HanpuKJIa[ KJIO3aIliH Ta OJ1aH3aMiH) Ta iHribiropu nporeas.

Bera-anpeHo6I0KaTOPY, KIIOHIAMH, COMi JITiI0 abo ajlKorojb MOXKYTh fK [OCWIIOBAaTH, TaK I
nociabmoBaTH  IyKPO3HIKYBaTbHUN edekT iHCyNiHy. IleHTaMigMH MOXE CHPUYHHIOBATH
rinorsmikeMiro, mic/sa SKOi IHKOJIM MO>KE PO3BUHYTHUCH TilepriikeMis.

KpiM Toro, mix Hi€l0 CHMMATONITHYHMX 3aco0iB, TakMX K OeTa-anpeHOOIOKAaTOpH, KJIOHIAKH,
ryaHeTHOMH Ta pe3epIliH, O3HAKHM aJpEeHepriyHoi KOHTPPEryssuil MOXKyTh NocnabaroBaTHCh abo
30BCIiM 3HHUKATH.

dapmaxokineTHuni B3acmomiil. JlikcHceHaTH]] € MENTUAOM Ta He MeTaboNi3yeThCs 3a YHaCTHO
muroxpoMy P450. 3a pesyssraTaMu AOCHIZKEHb B YMOBaX in Vvitro MKCUCEHATU], HE BIUIMBAB Ha
AKTUBHICTh JOCHIKYBaHUX i30(epMeHTiB uuToXpomy P450 Ta TpancnoprepiB MOAUHU.

IMpo xoaHi hapMaKOKiHETUYHI B3a€EMOZIT IHCYIiHY IVIapriHy HEBiJJOMO.

Bnnus cnopooiHenHA WIIYHKA HA nepopanvhi dikapcvki 3acobu. CIOBIIBHEHHSA CIIOPO>KHEHHS
IIUTyHKa, 3YMOBJIEHE 3aCTOCYBaHHSIM JIIKCHCEHATHAY, MOXKE€ 3MEHIIYBaTH IIBMAKICTb abcopbuii
JiKapChKHX 3ac06iB, 110 NPHUHMAIOTECA NePOPaTEHO. 32 CTAHOM MALIEHTIB, IO OTPUMYIOTB JIiKapChKi
3aco0M, sIKi MarOTh BY3bKMil TepaneBTHYHMI iHAeKc abo sKi BUMAararoTh PETENBHOTO KIiHIYHOTO
MOHITOPHHTY, TOBHHEH 3[iHCHIOBATHChH pETeIbHMH Harjad, ocobIMBO Ha MOYATKY JIIKYBaHHS
nikcuceHatugoM. 1li nikapceki 3acobM NMOBMHHI NPUMMATHUCL Y CTaHAAPTH30BAHOMY MOPSIKY
BiZIHOCHO IpuifoMy JlikcHceHaTHay. SKIIo TaKi JTikapchki 3aco6U MOBUHHI NPUHMATHUCH 3 TKeEl0, TO
ralieHTaM MoTpibHO PeKOMEHAYBaTH 10 MOAUTUBOCTI MPHIIMATH iX 3 TUM NMPUHOMOM IXi, KOIU He
BHUKOHYETBCS BBEIEHHS JIIKCUCEHATHIY.

Ilo cTocyeThcs MEpOpabHUX JIKAPCHKUX 3ac00iB, €PEKTHBHICTh AKUX OCOOIMBO 3aJICHKHMTh Bif
NOpPOrOBUX KOHLEHTpALii, Hanpuiian aHTUOIOTMKIB, TO MallieHTaM MNOTPiOHO pEKOMEHAyBaTH
npuiiMaTH Taki JlikapceKi 3acob6u nmpuHakimMHi 3a 1 roauny a0 abo yepes 4 roauHM Micisd in’exuii
JiKCHUCEHATHY.

KuIxoBopo34KHHI JiKapchki GOPMHU, SIKi MICTATh PEYOBUHH, YYT/IMBI 10 PO3LICIIEHHA B HIIYHKY,
NOBUHHI NpUiMaTHCh 3a 1 TomuHy 0 a0 Yepe3 4 roAUHU MicIIA iH eKUii JIiIKCHCEeHATH Y.
Ilapayemamon. TlapalieTaMosl BHKOPHCTOBYBABCH SIK MOJZENb JIIKAPCBKOro 3aco0y s OLiHKH
BILIMBY JIIKCHCEHAaTHIy Ha CNIOPOXKHEHHs HuTyHKa. Ilicisa ogHokpaTHOro rpuifoMy rnapaueTamolny B
n03i 1000 mr AUC Ta ti napaneTamosty 3aIUIIaIics HE3MIHEHUMH HE3aJIEXKHO Bifl 4acy HpHuiioMy
npenapaty (no abo mics in’ekuii gikcucenaruay). Ilpu 3actocysanHi npenapary 4epes 1 roguHy 1o
a6o 4epe3 4 rogunu micisg BeeAeHHA 10 MKr smikcuceHaTuay Cmax apaleTaMoily 3MEHUIYBalach Ha
29 % i 31 % BignoBigHO, a MefiaHa tmax 30iMbmyBanack Ha 2,0 i 1,75 roguHM BiANOBIgHO.
IMporHo3yerbes, WO IpH BBEAEHHI JIKCHCEHaTHMAy B miaTpuMyrouii mo3i 20 Mkr Oygne
CIIOCTEPIraTUCh e OibINe 3POCTAHHA tmax 1 3HHMKEHHS Crax TIApaLeTaMOoy.

IMpu npuiioMi napaueTamMoity 3a 1 roquny 1o BBeAeHH: MiKCUCEHATHAY Cmax i tmax MTapalieTaMoIly He
3MIiHIOBAITUCE.

3 oriAdy Ha HaBeZleHi pe3ynbTaTH HeoOXiIHICTh y KOpEeKLii J03yBaHHs NapaleTaMoJly BiICyTHS, ale
MOJOBXEHHSA tmax, SKE CIIOCTEpIralioch, KOJIHW IIapalieTaMoi mpuiiMaBcs depe3 1-4 roavHM micis
BBEJCHHS JTIKCHUCEHATHAY, TOTPiOHO BpaxoBYBATH, KOJIM AJIs1 €(PEKTHBHOCTI HEOOXiMHUI LUBUIKHUIA
MOYATOK [ii.

Hepopaneni  kowmpayenmueu.  ONHOKPaTHUH  NPUHOM  NEPOPAILHOTO  KOHTPALCNTHUBY
(etuninectpamiony 0,03 mr / nepoHoprectpeny 0,15 mr) 3a 1 roauny no abo yepes 11 roaus micns
BBefeHHa 10 MKr JnikcuceHaTuay He BIUIMBaB Ha Cmax, AUC, tin 1 tmax €THHINECTpamiony Ta
JIEBOHOPTECTPEIY.

IIpuifoM MNepopabHOTO KOHTpalenTvsy 3a 1 roaudy abo 4epe3 4 TrOAMHM TCIs BBEACHWs.,
nikcuceHatuay He BrumBaB Ha AUC i ti, eTuHinecTpamiosly Ta JeBOHOprecTpen _;’;},koiijé":@m&\éf‘
eTHHiNeCTpaiony 3HMKyBatack Ha 52 % i 39 % BianoBigHO, Cmax NeBOHOprecTpeny’ 31 {5ky Banacs

Ha 46 % i 20 % BiAMOBiZHO, a MefliaHa tmax 361y BaIach Ha 1-3 roaunu. Take 31—11pk§ﬁﬁ§%§%»§ﬁ‘a@l—
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obMexeHy KIIHIYHY 3Ha4YyINicTh, i HEOOXigHICTE Yy KOpeKUil [O3yBaHHSA TNepopalibHUX
KOHTPALeNTHUBIB BiACYTHS.

Amopsacmamun. [Ipu cyllyTHBOMY 3aCTOCYBaHHI JlikCHCceHaTHAYy B 1031 20 MKT Ta aTOpBacTaTUHY B
1031 40 Mr, gki mpUiiManycek BpaHLi BOPOJOBK O JHIB, EKCIIO3MLIS AaTOPBACTATHHY HE 3MiHIOBamnacs,
Togi K Cmax 3HMKYBas1ach Ha 31 %, a tmax MOAOBXKYBaBCs Ha 3,25 roAUHHU.

Taxoro 36inbIIEHHS tmax HE CIIOCTEPIrajiock y pasi, KOJIM aTopBacTaTHH MpuiiMaBca BBedepi, a
nikcuceHaru seoauscs BpaHii, ane AUC i Cmax aTOpBacTaTHHY ITPH LIbOMY 30inb1ryBainch Ha 27 %
i 66 % BignOBiAHO.

Lli 3MiHH He € KJIIHIYHO 3HAYYLIUMH, TOMY HEOOXiTHOCTI Y KOPEKLil J03yBaHHS aTOPBAaCTATUHY MPH
HOro CynyTHbOMY 3aCTOCYBaHHI 3 TiKCHUCEHATUIOM HEMAE.

Bapgapun ma inwi noxioni xymapuny. Ilpu oAHOYaCHOMY 3aCTOCYBaHHI BapdapHHy B 103i 25 Mr Ta
GaraTokpaTHOMY BBEAEHHI JikcuceHaTUay B A03i 20 MKI He BiaMidanocs ;koqHoro BBy Ha AUC
a6o MHB (MixkHapoJHe HOpMaii3oBaHe BigHOIIEHH:), ToAi K Crax 3HIKYBanack Ha 19 %, a tmax
MOJIOBXYBaBCs Ha 7 TOAMH.

3 ormmamy Ha 1 AaHi HeoOXigHOCTi y KOpekUii Ao3yBaHHA BapdapuHy HpU HOro CYMyTHBOMY
3aCTOCYBaHHI 3 JIIKCHCEHAaTMIAOM HeMae; OJHAaK Ha IoYaTKy Ta IIpU 3aBepIIEeHHI JiKyBaHHA
JIKCHCEHATHIOM Y TIAUEHTIB, ki mpuiiMaroTh BapdapuH i/abo iHIII TOXimHI KyMapuHy,
PEeKOMEHIY€EThCs 31iHicHIOBaTH YacTHit MoHiTopuHr MHB.

Juzoxcun. TIpy cymyTHROMY 3aCTOCYBaHHI JIikcUceHATUAY B 11031 20 MKr Ta JUrokcuHy B a03i 0,25
Mr y pieHoBaxHoMmy craHi AUC pgurokcuHy He 3MiHIOBaiach. IIpH LBOMY tmax JUTOKCHHY
36inpmuBes Ha 1,5 romuHy, a Crax 3MEHIITHIACK Ha 26 %.

3 ornsay Ha Lii JaHI HeoOXimHOCTI y Kopekuii JO3yBaHHA JUTOKCHMHY NpH HOro CyHmyTHBOMY
3aCTOCYBaHHI 3 JTIKCUCEHATUAOM HEMaE.

Paminpun. TIpy cymmyTHEOMY 3aCTOCYBaHHI JIIKCHCEHATHUAY B A03i 20 MKr i paMinpuiy B J03i 5 Mr
srpoaoBx 6 auie AUC paminpuiny 36insmmnace Ha 21 %, Toai 1k Crax 3MeHIuMach Ha 63 %. Ilpu
oMy AUC i Crax aKTHBHOTO MeTabonitTy (paMinmpuiary) He 3MIHIOBATMCE. 3HAYEHHS tmax
paminpuiy i paminpuaaty 36i1pIuaock Npu6IU3HO Ha 2,5 TOAHHHU.

3 ommgmy Ha 1 JaHi HeoOXimHOCTI y Kopekuii A03yBaHHA paMminpuily Npd HOro CymyTHbhOMY
3aCTOCYBaHHI 3 JTIKCUCEHATHIOM HEMae.

Ocob1usocmi 3acmocyeantA.
IIpocTexyBaHHS

3 MeTO¥O [TOKpalleHHS MPOCTEXKy BaHHS 010J0rUHMX JTiKapcbKHX 3acobiB ciif 4iTKo (ikcyBaTH Ha3By
Ta HOMep cepii BBEACHOTO JIiIkapchKoro 3aco0y B MeAMYHil JOKyMeHTallil naLieHTa.

Llykpoeuii giaber 1 THOY

IMpeniapar ConikBa He CIiJ 3aCTOCOBYBaTH MALliEHTaM 3 IYKpoBuM Oiaberom 1 Tumy abo Ams
JIiIKyBaHHS 1iaDeTUIHOro KETOALMI03Y.

3miHa Micus i’ eKLil

IManyiedTiB HEOOXiAHO MOMEPETUTH MPO HEOOXimHICTh MOCTIMHO 3MIHIOBATH Miclle iH’€KLii, mo6
3MEHIIUTH PU3WK PO3BUTKY Jinoauctpodii Ta aminoino3y wkipd. IcHye moTeHUiliHMI pPHU3MK
3aTpUMKU abcopOuil iHCYJIiHY Ta NOTipIieHHs MMiKeMiYHOI0 KOHTPOJIIO Micis iH’eKUill iHCYyNiHY B
Micigx mux peakiliii. [ToigoMnsieTses, Wo 3MiHa MICLIS iH’ €KLl HA HOBY aHATOMIYHY AISHKY UIKipH
NPU3BOAMTH 110 rinmoriikeMii. PekoMeHay€eThCs MPOBOAUTH MOHITOPUHT PiBHS MIOKO3U B KPOBi MicIIsA
3MiHH MiCIisl BBEJICHHS, i MO>KHA BpaxyBaTH KOpUIyBaHHS 103U aHTUia0eTUIHHX Mpernaparis.
[inornikemis

I'imornixkemis Oyna He®axaHOIO peakuiclo, Mpo sKy MOBIAOMIIUIOCH HaldacTille MpH JIiKyBaHHI
npenaparoM Conikea (auB. po3aia «Ilo6iuHi peakuii»). I'inorikeMis Moke BUHMKATH, AKIIO 0032
npenapaty CoJlikBa € BULIOK, Hi>k HEOOXiHA.

aktop, fAKi MiABUIIYIOTh CXWJBHICTE OO BHUHHKHEHHS TiNOTIiKeMii, BHMaraioTb 0COGJIMBO
peTeNbHOr0 MOHITOPHUHIY Ta MOXKYTb HPU3BOAMTH 1O HEOOXiJHOCTI B KOpeKWil Ho3yBaHHS
npenapaty. J[o Takux (pakTopiB HaleKaTh:

- 3MiHa OiNSHKY I8’ €Kil, P
- 36iNbUIEHHs 9YTNMBOCTI IO 1HCYJNiHY (HANPUKIAL, TPH YCYHEHHI CTPECOBHX (baKTOpIH)J' =L
- He3BHYHe, HamMipHe ab0 TpuBaie ¢i3uyHe HABAHTAKEHHH, : :

- CyMNYyTHE 3aXBOPIOBaHHA (HAaNPUKJIaj TaKe, IO CYNPOBOMKYEThCA GIIOBAHHAM, mapecm_}, Fl’:fh-;% 3.
‘l,p-u
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- HEeJOCTATHE Xap4yyBaHHA,

- IpoMycK mpHuioMmy ixi,

- BXKMBaHH$ aJIKOI'0JNO,

- Jeski HEKOMIIEHCOBaHI €HIOKPHHHI po3Nnagu (Hanpukial TCiMOTHpeo3 Ta HEemOCTAaTHICTh
nepeHBOT HacTKH rinodisa Yu KOpu HaAHUPKOBHX 3aJ103),

- OJHOYACHE 3aCTOCYBaHHSA ACAKHX IiHIIMX JliKapchkuX 3acobiB (OuB. po3nin «Bzaemomis 3
IHIIMMM JTIKAPCHKAMH 3aco0aMH Ta iHIII BUOU B3a€MOii»),

- mpM 3acTOCYBaHHI JiKkcMceHaTHAy 1/abo imcymiHy B KoM6iHalii 3 npenapaTamu
CYJIbOHIICEYOBUHN MOXKE MiABUILYBATUCh PU3HK BUHUKHEHHS TIMOTIKeMil, y 3B 43Ky 3 4UM
npenapat CoJtikBa He CIlifi 3aCTOCOBYBaTH B KOMOiHallil 3 IpenaparaMu Cy1bGOHIICEUOBUHH.

Jlosysanus npenapaty Comiksa moTpiOHO miabUpaTy iHAMBIAYAIBHO, 3 ypaXyBaHHAM KJIiHi4HOT

BIJITOBIZi, a HOro TUTpyBaHHS 3MOIMCHIOBATH BIAMOBiAHO A0 mOTpedW MallieHTa B iHCYNiHI (AMB.

po3zfin «Cnocib 3acTocyBaHHS Ta JO3U»).

FocTpuii naHKpeaTuT

3acTocyBaHHs aroHICTIB pelenTopiB Ao rmokaroHonoAibHoro nentugy-1 (I'TIII-1) acouiroeTses 3

PHU3HKOM PO3BUTKY FOCTPOTrO MHaHKpeaTHTy. [IoBiZOMIIAIOCE MPO HEBENUKY KiJIbKiCTh BHMAJAKIiB

roCTpOro MaHKPeaTHTy Ha (OHI 3aCTOCYBaHHs JIKCHCEHATUIy, X04a TPHYMHHO-HACTIAKOBOIO

3B’43KY 3 IPUIfOMOM IIpenapary BcTaHoBIeHO He Oyno. IlanienTiB notpibHo nmpoindopmyBatu npo

XapaKTepHi CUMIITOMH TOCTPOTO MAHKPEAaTHTY, TaKi AK MOCTIHHMHA cUIbHMH 6inb B KMBOTI. ¥V pasi

mi03py Ha MaHKPEaTUT 3aCTOCyBaHHA npenapary CosikBa HeoOXiqHO NPUIMHUTH; SKLIO FOCTPUil

MaHKpPeaTUT MiATBEPUKY€EThCS, JIKCUCEHATHJ TMpHM3HavyaTH Oineme He MoxHa. IlotpibHo

JOTPUMYBATUCH OOEPENKHOCTI MPY MPU3HAYEHH] [TPenapaTy NalieHTaM 3 HafABHICTIO NAaHKPEaTUTy B

aHaMHe3i.

Tsoxke 3aXBOPIOBAHHA LLITYHKOBO-KHIIKOBOr0 TPAKTY

3acTocyBaHHs aroHictiB petenTtopis go I'TIIT-1 moxe 6yTu acouiiioBaHe 3 HEOKAHUMH PEAKLiIMH

3 GOKY IIJTYHKOBO-KHMIIKOBOTO Tpakry. He docii/ukyBanock 3acTtocyBaHHA mpenapary Cotiksa

manjeHTaM i3 TOKKHMH  IIUTYHKOBO-KHIIKOBUMH — 3aXBOPIOBAHHAMHM, BKJTIOYAIOYM  TSKKHIA

racTponapes, y 3B’3Ky 3 UMM 3aCTOCYBaHHA Jiikapchkoro 3acoby CojikBa TakUM Malli€HTaMm He
peKOMeH/Ty €ThCS.

Tspxke nopyuieHHs QYHKIIT HUPOK

TepaneBTHYHMN OOCBIA 3aCTOCYBaHHS IpenapaTy Mali€eHTaM i3 TSKKUM MOPYIIEHHAM QYHKLI{

HHpOK (KIipeHc KpeaTuHiHy MeHule 30 MJ/XB) Ta NpU TepMiHaIbHIM cTagii XBOpoOM HHUpOK

BIZCYTHIl. 3acTocyBaHHS Mpenapary MNalieHTaM i3 TSDKKUM MOpYIUEHHAM (YHKLil HHUPOK Ta NpH

TepMiHaBHIN cTanii XBOpoOU HHPOK HE PEKOMEHIYEThCS (OMB. po3aiin «Crnocib 3acTocyBaHHS Ta

003u» i «Dapmakomoriudi BiacTiBocTi. @apMaKoKiHETHKa»).

QOHOYACHE 3aCTOCYBaHHS iHINKUX JiKAPChKHX 3ac00iB

CHoBiNbHEHHS CIIOPOXKHEHHA NUTYHKA, 3YMOBJIEHE 3aCTOCYBAHHSAM JIIKCHUCEHATHAY, MOJKE

3MEHINYBaTH IBHAKICTH abcopbuii nikapchkux 3aco0iB, 1O NpuiiMaloTbea nepopaibHo. IIpenapar

Coniksa noTpibHO 3aCTOCOBYBATH 3 00EPEIKHICTIO MALIIEHTaM, 10 OTPUMYIOTH JIIKApCHKi 3ac0o0H, Ans

AKUX € HEOOXITHOXO MIBHAKA a6copOLiist B IUTYHKOBO-KHIIIKOBOMY TPaKTi, IKi BAMAraroTh PEeTEIBHOTO

KJIIHiYHOTO MOHITOPUHTY abo0 fKi MaroTh By3bKUH TepaneBTH4HUH iHAekc. KOHKpeTHI pexoMeHaamii

CTOCOBHO TNpUMOMY TakuX JIIKapchbKuX 3acobiB HaBeAeHO B posdini «Bzaemoais 3 iHmUMHM

JTiKApCHKMMU 3ac00aMH Ta iHIIi BUAN B3aEMOiH».

Acnipauis B NoeaHAHHI i3 3arajibHOK aHacTesieo ado riudoKo cenalieio

TToBigomiia0Ccs PO BUMAIKH JISF€HEBOT acmipawii y matieHTiB, Ki OTPUMYBaIH arOHICTH PELENTOPIB

T'TIII-1 mig 3araasHOKO aHecTesielo abo rmuboKor0 cepaiiero. TakuM YHMHOM, Tiepe]l BUKOHAHHAM

MpOLEAYp i3 3arajIbHOIO aHecTesielo abo IMOOKOIO Cealliero CIlijl BpaxoByBaTH MiABUILEHUH PU3HK

3QTUIIKOBOrO BMICTY LTy HKA BHACITIIOK CMIOBITEHEHHS CIIOPOKHEHHSA LIUTYHKA (IMB. po3aii «[1o6iuHi

peaxirii»).

Herinpatartis

[ManieHTaM, MO OTPUMYIOTH npenapar Conikea, HEOOXiTHO MOBIJOMIIATH MPO MOTEHUIHHUI PH3HK.

Jerifparaiii, mop’s3anuii 3 HeOaKaHUMH peakuismMu 3 OOKY UITYHKOBO-KMIIKOBOIO  FRAKTY; 1\ B,

CTOCOBHO TAKMX MAI[iEHTIB MOTPiOHO BXXUBATH 3aXO0/iB A1 3anobiraHHs rinososemii. ol

Y TBOpEHHS AHTUTL




3actocyranHs npenapaty CollikBa MOYKE IPU3BOAMTH 10 YTBOPEHHS aHTUTLN JI0 iHCYJIIHY riapriny
i/abo mixcuceHatumy. Y PpIOKICHUX BUMAAKaX HASIBHICTh TAKUX AHTHTII MOXKE 3YMOBIIOBATH
HeOoOXiIHICTh B KOPEKILii 103yBaHHA npeniapaty CoJlikBa 3 METOI0 YCYHEHHS CXHJIBHOCTI 10 PO3BUTKY
rimep- abo rinormnikemii.

VHHKHEHHS MOMHIOK B 34CTOCYBAHHI JIKAPCLKOro 3acoby

IMaientn moBUHHI OyTW MpPOiHCTPYKTOBaHI IOJO HEoOXimHOCTI 000B’A3KOBOI MEpeBipKu
MapKyBaHHs IIMPUL-PYYKU Nepe]] KOXKHOIO 1H’ EKIIEIO 1 YHUKHEHHS BUIIAKOBOI IUTy TAHMHHU MK
JBOMa pi3HUMH A03yBaHHAMH npenapary CojikBa Ta IUTyTaHUHM 3 IHUIMMH IH €KUiHAMHU
NpOTHAIa0E THIHUMM JTiIKapCBKUMH 3ac00aMU.

JIna yHUKHEHHS TIOMWJIOK B JO3YBaHHI Ta MOTEHLIMHOIO Nepefo3yBaHHA Hi MAllieHTH, HI MEAWYHI
IpaliBHUKU HIKOJIM HE IOBUHHI BHKOPHCTOBYBATH INIIPULL Ajs 3a00py JIiKapchKOro 3acoby 3
KapTpWKa IIMPHL-PYYKH.

IMpoTuniabeTuyHi JiKapchbKi 3aco0H, 3aCcTOCYBaHHA SKWUX v KoMOiHauii 3 npenapatoM CoJlikBa He
A0CNi Ky BaTOCh

3actocyBanusa npenapary CormikBa He JOCHiIKyBajlock B KoMOiHaulii 3 iHribitropamu
munentuammentagasu-4 - (AI01-4), npemapatamMu  cynbQOHUICEYOBHHM, INiHiZaMH Ta
MIOTITITA30HOM.

Ionopox

I1]06 YHUKHYTH TOMUJIOK Y JO3YBaHHi Ta MOKJIMBHX IT€pe03yBaHb [1PY NIEPEX0/i Ha IHIIHI YaCOBHI
T05C, MAL[JEHTY MepeN MOI3IKOK0 CITi MPOKOHCYIBTYBATHCA 3 JTIKapeM.

HonomiskHi peyoBHHH

Lle#t Jyrikapcbkuii 3aci0 micTuTh MeHme 1 MMousib Harpito (23 Mr) Ha ofHy HO3Y, TOOTO MOXKHA
BBAKATH, [0 BiH MPAKTHYHO HE MICTUTH HATPilo.

ITeit mikapchkuii 3aci® MiCTUTL METAKPE30J1, SIKAH MOXKE CIIPHUYMHHTY ajlepriyHi peakii.

3acmocysanna y nepioo gazimuocmi abo 200y8aHHs cpyooio.

Ipenapatr ConikBa He PEKOMEHIYETHCS 3aCTOCOBYBATH KiHKaM PeNpogyKTHBHOIO BiKy, SKi He
BHKOPUCTOBYIOTb 3aCO0M KOHTpaLeNLii.

Bazimnicme. He icHye KJ1iHiYHOro AOCBiAy 3acTocyBaHHs npenapaty CollikBa BATiTHUMH >KiHKaAMU.
He icHy€ KJIIHIYHUX JaHUX, OTPUMAHUX Y X0Jli KOHTPOJILOBAHHX KJTIHIYHUX JOCTiIKEHHIX, CTOCOBHO
3acrocyBaHHs npenapaty CoiikBa, iHCydiHy riapriHy abo NikcHceHaTWay Yy Mepioj BAriTHOCTI.
Benukuii o6¢ar gaHux OO0 3aCTOCYBaHHS iHCYJIIHY TJIapTiHy BariTHMMH >KiHkamu (6inemie 1000
BUIAJKIB BariTHOCTi) BKa3ye Ha Te, IO iHCYJIiH IV1apriH He Mae crelMiyHUX HeOa)KaHHX BILIHBIB
Ha repedir BariTHOCTI, a TaKOX HEe CIPUYMUHIOE aHi BaJl pO3BUTKY Yy IUIOAa/HOBOHAPOMIKEHOTO, aHi
TOKCHYHOI0 BITUBY Ha HBOTO. J{ocHimKeHHs Ha 1abopaTOpHUX TBApHHAX HE BUABUIIH O3HAK BIUIUBY
IHCYJIiHY TTIapriHy Ha PenpOgyKTUBHY CUCTEMY .

He icHye HanexHUX OAHWX IIOJO 3aCTOCYBaHHS JIIKCHCEHaTUAy BariTHUM J>KiHKam. PezynbTatn
IOCHIKEHh HAa TBapUHAX CBiAYaTb MpPO HASIBHICTh TOKCHYHOTO BIUIHBY JIIKCHCEHATHAY Ha
PENpOaYKTHUBHY CUCTEMY (AUB. po3ail «DapMaKoIOriyHi B1acTUBOCTI. JIoKIIiHIuHI faHi 3 6e3neku»).
[Mpenapat CoJikBa HE CTiJ 3aCTOCOBYBATH IIiA Yac BariTHOCTI. SKIIO marieHTKa IUIaHye BariTHiCTh
afo BariTHICTH BXKe HacTaa, JikyBaHHs rpernaparoM ColikBa HEOOXiIHO IPHIIMHKTH.

T'odysanns epyooro. HeBigomo, uM iHCYNiH rnapriH abo JikcHCeHaTHIl eKCKPETYETbCS B IpyJHe
Mouoko y moauHu. [Ipenapat ConikBa He ciifi 3aCTOCOBYBATH MiJ 9ac roAyBaHHS TPYIRIO.
Penpodyxmuena ¢ynxyis. JlocnixeHHs Ha TabOpaTOpPHUX TBapHHAaX He BISABHIM Oe3nocepeJHBOro
IKiJUTMBOrO BINIUBY JIIKCHCEHATHY YW IHCYJiHY IJIapriHy Ha PErpoayKTHBHY QYHKLIiIO.

30amuicme ennusamu Ha weuoxicmv peaxyii npu KepysawHi ABMOMPAHCROPMOM abO IHWUMU
MEXaHIZMaMU.

Ipenapaty ConikBa He BrMBae abo Mae He3HAUHUH BIUIMB Ha 34aTHICTh KEPYBAaTH TPAHCIIOPTHUMH
3acobamMM ab0 MpalfoBaTH 3 iHIIMMH MeXaHi3MaMH. 3/1aTHICTh MallieHTa 0O KOHLEHTpallil YBaru ta
WBHAKICTE Horo peakuii MOXKyTh TOPYINYBAaTHUCh BHACTIAOK BHHUKHEHHS TilOrikeMii uu
rinepriikemii abo, HampUKIa[, BHACIIZOK 30poBHX po3nafiB. lle mMoxe Oyt HeDesneymum -y
CHUTYyAITisIX, KOJNU 1i AKOCTi € 0cO00IMBO BXIMBUMH (HAIIPUKIa/, MMijJ Yac KepyBaHHS TpchnopTHnM 2
3aco6oM ab0 poOOTH 3 IHUIMMH MEXaHi3MaMH). -




[MauieHTaM HeOOXiAHO MOPAAUTH BXKUBATH HEOOXiAHHMX 3amoOiKHMX 3aXOMAIB 3 METOH) YHWUKHEHHS
rimormikeMii Mif Yyac KepyBaHHS TPAHCMOPTHUM 3acobom abo poboTi 3 iHIKMMHI MeXaHizmamMu. e €
0COOJIMBO BaXUTMBHM IS TMX MALiEHTIB, Y AKUX Teplli 03HAKU PO3BUTKY Timorjiikemii € caadko
BUpaXKeHUMHU ab0 B3arali BiACYTHI, a TAKOXK [UTA TUX XBOPHX, Y SKHMX 4aCTO BUHHKAE CiNOTNIiKeMis.
Heo6xigHo peTenbHO 3BaXKyBaTH, 44 BAPTO CiJaTy 3a KEPMO ab0 [paLioBaTH 3 IHIIHMH MeXaHi3MaMHu
y TaKOMY CTaHi.

Cnocid 3acmocysants ma 003u.

[Tpenapar ConikBa AOCTYITHHUIT y IBOX THUMNAX LWINPHI-PYYOK 3 PI3HUMH ONLIAMHU 103yBaHHH, a came

wnpui-pyuxa Comiksa (10-40) ta wnpuu-pyqka Conikea (30-60). BigMiHHICTE MK 103yBaHHAMH

UIMPULI-PYYOK MOB’ 3aHa 3 IXHIMHU [iana3oHaMy J103yBaHHS.

= Counixsa 100 Ox./ma + 50 MKr/MJ1 y TIOTIEpeJHBO HATIOBHEHIH WIPUI-PYYLli — Aiara3oH T03yBaHHS
ctaHoBUTh 10-40 opeuHNb iHCY/1iHY r1apriny B KoMOiHauii 3 5-20 Mkr jiikcceHATH Y (LUMPHLI-
pyuka Coniksa (10-40))

e Comniksa 100 Oa./M1 + 33 MKI/MJ y MONepeaHbO HAMMOBHEHIH WIMPULL-pYYLi — Aiara30H A03YBaHHS
craHoBuTh 30-60 ogumumb iHCyNiHY riapriny B komOiHauii 3 10-20 MKr nikcuceHaTHIy
(mnpui-pyuka Coniksa (30-60))

JIna yHMKHEHHS TIOMMJOK B 3acTOCYBaHHI IpenapaTy Jikap, 10 HOro Mpu3Havae, MOBHHEH

BIIEBHUTUCH, 110 B PELENTi 3a3HAYEHO NpPaBWJILHE [103YBaHHS Ta [iana3oH NOMINOK J03YBaHHA

UINPHIT-PYUKH.

ZlosyBanus

JlosyBaHHg moTpibHO NiAGHpaTH iHANBINYyalbHO, 3 ypaXyBaHHAM IHAMBIAYyaJIbHOT BiANOBIAI XBOPOTO,

a HOro TUTPYBaHHA 3AiliCHIOBATH BIANOBIAHO A0 NOTPeOH MalieHTa B iHCyJiHI. Jlo3yBaHHS

JIKCUCEHATHAY IMiABWILYEThCA ab0 3HIKYETBCS pa3oM 3 JO3YBAHHAM I[HCYNiHY Iyiapriny i Takoxk

3aJ1€XKUTH BiJ] TOTO, KA IIMPHL-PYYKAa BUKOPUCTOBYETHCS.

Houamrosa 0o3a. Tepanito 6azaabHUM iHCYNIHOM ad0 aroHICTOM pPeLenTopPiB NIIOKArOHONOAIOHOTO

nentuay-1 (I'TIT-1), abo nepopaibHUM LyKPO3HHXYBAIBHHM JIIKAPCHKUM 3aCO00M, 338 BHHITKOM

MeThOpMiHy Ta iHriOITOpiB HATpii-IIIOKO3HONO KOTpaHcHnoprepa 2-ro THIy, Nepej TOYaTKOM

3acTocyBanHs npernaparty Cofikea cilil IPUIHHUTH.

IMouyatkosa go3a npenapaty CosikBa BU3HAYAETHCs HA MiACTABI NONEPEAHBOr0 NPOTHAIa0ETHUHOTO

JiKyBaHHs, NPH IbOMY peKOMEHI0BaHa NNOYaTKOBA 1034 JIIKCUCEHATHly HE TOBHHHA MEPEBHLLYBATH

10 Mkr (auB. Tabauuto 4).

Tabnuus 4

ITonepenns repanis
MMauieaTn, Axi panime
He OTPHMYBAJIH iHCYyJiH
(nepopanbhi
npornjaiabeTH4Hi
npenapartu abo arogict
penentopa I'TITI-1)

Incynin raaprin | IHcyJiH raaprin
(100 Oa./mm)** (100 On./mnm)**
>20 10 <30 On. > 30 o <60 On.

Mapun- 10 noginok A03yBaHHS 20 noainox
py4Ka (10 On./5 mkr) J103yBaHHS
ITouaTkoBa Couaiksa (20 On./10 mxkr)*
go3a 1 Tun | (10-40)
WnpHI- Hnpun- 30 noxainok
PYUKH PYyuKa JI03YBaHHSA
Coniksa (30 On./10 mMkr)*
(30-60)

* OpuHKLE iHCyNiHy rinapriny (100 Og./mn) / Mikporpam JikcHCeHaTHTy.

** ko 3acTocoBYBaBcs inmuii 6azanbHuii iHcyiH:

 Ilpu 3acTocyBaHHi 6a3anbHOrO iHCYJIiHY ABa pa3u Ha go0y abo incyniHy rnapriny (300.04:/ma) -
nomnepeIHs 3araibHa 1060Ba 103a IOBHHHA Gy TH 3HitKeHa Ha 20 % nipu BHOOPI NOYATKOBOT ,qoéh\—;s \.
npenapary CoJliksa. : il (O A
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» IlIpu 3actocyBaHHi Oyap-AKOro iHmoro 6asajJpHOro iHCYJiHy MOTPiGHO 3aCTOCOBYBATH TaKe XK
npaBuiIo, K IS iHcyniHy rnapriny (100 Oa./mm).

MaxkcumaibHa 1000Ba 103a CTAHOBHTE 60 OMHUILIB iHCYJIiHY rimapriHy Ta 20 MKT JIikCUCeHaTHY, 10
Bignogimae 60 moxinkaM n03yBaHHA.
In’exuiro npenapary CosikBa NoTpiOHO 3AIHCHIOBATH OOWH pa3 Ha A00y B MeXax OAHIEl FOAMHH
nepea imoro. Bakano, mo0 mnpaHaianbHa iH’ €K1 BUKOHYBajach Iepesl OJHHMM 1 THM CaMHUM
NpHHOMOM DKI IOHA MiCTIA TOTO, K MalieHT obepe HAHOLIBI 3pyyHMi Q1A cebe npuiioM ixi.
Tumpyeanns 0o3zysanns. Ilpenapar CosnikBa MOTpiOHO BBOAMTHM BiINOBIAHO A0 iHAMBITYaJTBHUX
norpe6 maiieHta B iHcyIiHi. KoHTponp riikemil peKOMeHAyeThCA ONTHMI3yBaTH MUIAXOM KOPEKIi
JI03yBaHHS Ha Mi/JCTaBi PiBHIB IVIIOKO3M B IJ1a3Mi KpOBi HaTule (auB. po3ain «DapMakoavHaMiKa»).
ITix yac mepeBeAcHHS Ha Liel npenapar Ta BIPOAOBK MepIINX THXKHIB MiC/II LIbOTO PEKOMEHYE€ThCS
3MIACHIOBATH PETENLHUI MOHITOPHHT PiBHIB ITIIOKO3H.
e SxiNo MALi€EHT MMOYMHAE 3acTOCOBYyBaTH mmpuL-pydky Comiksa (10-40), Toni mo3zyBaHHA
Moke 6yTH TiuTpoBaHe 10 40 MoaijIoK J03yBaHHA.
e JIng gozyeaHHs > 40 noAuIok O03yBaHHA Ha A00y TUTpPYBaHHS NMOTPiOHO MPOAOBXKYBAaTH 3
BUKOpHCTaHHAM mmpu-pyuku Codiiksa (30-60).
e SKu0 MAali€eHT MoYMHae 3acTocoByBatd mmnpui-pydky Conikea (30-60), Toni mo3yBaHHA
Mozxe OyTu TuTpoBaHe 10 60 NoiNoK A03yBaHHS.
» Jlng 3aranpHOro nobosoro go3yBaHHs > 60 nmoxinok no3yBaHHs npenapar CoslikBa He CIIif
3aCTOCOBYBATH.
INawieHTH, SKi KOPUTYIOTH KiNbKicTh 60 Yac BBEACHHS Npenapary, IOBUHHI 3A1HCHIOBATH Lie TUIbKU
i MEAWYHHM HAIJIII0M 3 BiTIOBiTHAM MOHITOPHHIOM PiBHIB IITFOKO3U (IMB. po34in «OcoOnuBOCTi
3aCTOCYBaHH»).
OcoGnuBi kareropii NalieHTIB
Hayienmu noxunozo gixy (= 65 pokis)
[Ipemapar CouslikBa MOXKHA 3aCTOCOBYBaTH MalliEHTaM Ioxwinoro Biky. Jlo3yBaHHA moTpiOHO
nigbupaty iHOUBiIYyanlbHO, 3 ypaxXyBaHHSAM pe3yJIbTaTiB MOHITOPHHTY PiBHIB IIIOKO3M. Y Nalli€HTiB
HOXMJIOrO BIKYy Iporpecyiode mnoripmeHHs (QyHKIil HAPOK MOXe CTaTH HPUYMHOIO MOCTIHHOTrO
3MEHIIeHHs moTpebu B iHCyniHi. Kopekuis no3u jikcuceHaTHAy 3ajleXHO BiA Biky INalli€HTa He
notpi6Ha. J[0CBiA TepaneBTUYHOTrO 3acTocyBaHHs npenapary Conikpa Nalli€HTaM BikoM > 75 pokis
€ 0OMeNKEHUM.
Iayienmu 3 nopyuienHam QyHKyii Hupox
IMpenapat CosikBa He peKOMEHY€ThCS 3aCTOCOBYBATH Malli€HTaM 3 TSKKHM MOPYIISHHAM yHKUIT
HMPOK Ta [pH TepMiHaIBHIH cTajil XBopoOH HUPOK, OCKITBKH JOCBi TEpaneBTHYHOTO 3aCTOCYBAHHA
JIKCHCEHATHIY B TAKUX BHNAAKAX € HEAOCTATHIM.
JIn4 nauieHTiB 3 JierkuM abo IOMipHHM MOpPYIIEHHAM (YHKLII HUPOK KOPEKLis I03yBaHHI
JIKCHCEHATHAY He MoTpiOHa.
V nauieHTiB 3 opyieHHAM GYHKUIT HUPOK moTpeba B iHCYNiHi Moxe OyTH 3MEHIIeHa y 3B’ 3Ky 3i
3HIKEHHAM MeTaboMi3My iHCYITiHY.
V nauieHTiB 3 JerkuM abo MOMIPHHUM MOPYIIEHHAM (yHKUIi HUPOK, IO 3aCTOCOBYIOTH IpernapaT
ConikBa, MO>KE€ BUHHUKATH HEOOXiHICTh Y 4aCTOMY MOHITOPHMHTY PiBHIB INIFOKO3U Ta Y BinmoBimHilH
KOpeKUii 103yBaHH4.
Hayienmu 3 nopyuiennam QyHkyii newinku
Jns mauieHTiB 3 MOPYIIEHHSAM (QYHKIIT MeYiHKY KOPEKLis J03yBaHHA JIIKCHCEHAaTHAY HE MOTpiGHa
(auB. po3ain «DapMakoKiHETHKA»). Y Nali€HTiB 3 NOpyeHHAM (yHKLIi nedinky noTpeda B iHCYiHi
Moke OyTH 3MEHIIEeHa Yy 3B’S3KY 3i 3HM)KEGHHSM 3[aTHOCTI OO IJIIOKOHEOreHe3y Ta 3HIKEHHAM
MeTaboIi3My iHCYJTiHY. ¥V MauieHTiB 3 nopymeHHAM GYHKIIT NeYiHKM MOXKe BUHHKAaTH HEoOXiaHiCTh
y 4acTOMY MOHITOPHHTY piBHIB IUIIOKO3U Ta y BiANOBiAHIM Kopekuii no3ysaHHs mpenapaty Cosiksa.
Himu i nionimxu
I[Tpenapar Conixkea He nepeabaveHuit g 3aCTOCYBaHHA JITAM.
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Crioci6 seenenns. Ipenapar Collikea CIii BBOAWUTH IUTXOM ITAMIKIPHOT {6 €Ki B ALISHKY KABOTA: <

nenpronoaioHoro M’s3a abo crerHa.




Micus i ig’ekUiii morpiGHO 3MiHIOBATM B Me)kax OJHi€l aHATOMiYHOI AUIIHKM (KHMBOTa,
NeNbTOMoAIOHOro M’s3a abo cTerHa) Bin opHiel iH ekwii A0 iHIUOT 3 METOK 3MEHILEHHS PH3HKY
BHHUKHEHHA JinoaucTtpodii Ta/abo wmkipHOro aminoigozy (muB. po3gin  «OcobnuBocTi
3acTocyBanHsa» Ta «[1o6iuHi peaxuii»).

TTarieHTH MOBMHHI OYTH MPOIHCTPYKTOBaHI PO NMOCTiiiHy HEOOXiAHICTE BUKOPHCTAHHSA HOBOT MOJIKH.
IToBTOpHE BUKOPHCTAHHS TOJIKM iHCYJiHOBOI HINMPUL-PYYKH 30iIbLIy€e pU3MK ii OJIOKyBaHH#A, IO
MOYKE IPU3BOUTH [0 BBEJCHHA HEAOCTATHBOI a00 HaJMIPHOI 03U Npenaparty.

IMpenapar CosikBa He XO3BOJETHCS BiAOMpATH 3 KapTPUIXKA MONEPEAHBO HAMOBHEHOI INMPHIL-
PYYKH Y WIPHL, OCKIIBKY Lie MOXKeE TIPU3BECTH IO THKKOTO NMepeno3yBaHHs (auB. po3ain «Ocobmusi
3aCTEPEKeHHs IIPH BUKOPUCTAHHI IpenaparTy»).

Oco0mBi 3acTepeskeHHs NPN BUKOPUCTAHHI Mperapary

Ilepen nepiivM 3acTOCYBaHHAM LIMPHL-PYyYIKY MOTPiOHO BUTATHYTH 3 XOJNOAUIBHUKA Ta IOTPUMATH
npu Temmneparypi He Buie 25 °C Bnpoaosx 1-2 roaux.

Ilepen BUKOPUCTAHHSAM MEPEBipAIOTh KAPTPHJLK INIPUU-PYYKH. Horo MoxHa BHKOPHCTOBYBATH
JULIE TOAI, KOJMM B HBOMY MICTHTHCS Mpo3opuil Oe30apBHUiI PO3uMH, KM 32 KOHCHCTEHLIEIO
Haragye Bojy, 6€3 BUANMUX TBEPAUX YaCTHHOK.

IMpenapar ConikBa He MOXHA 3MillyBaTH 3 OyAb-ixuM iHIMM iHCyniHOM a6o posBoauTH. Ilpu
3MimyBaHHi a6o0 po3BeleHHI MoOXe 3MiHMTHCH Npodinp Aii npemapaTy B 4Yaci; KpiM LBOroO,
3MIlIYBaHHA 3 {HIIMMH [IpeTapaTaMy MOKe IIPU3BECTH [0 YTBOPEHHS OCajly.

Ilepen KOXKHOKO iH'€KLi€l0 3aBXAM HEOOXiIHO Mix’€QHYBaTH HOBY ToJky. IloBTOpHO
BUKOPHCTOBYBATH IOJIKM He MOHa. [1auieHT NOBUHEH YTHI1i30BYBATH rOAKY Mic/ia KOKHOT i’ eKuii.
V Bunmagxy 6JIOKyBaHHS TOJIKM Mal[ieHTaM HEOOXiIHO JOTPHMYyBAaTHCh PEKOMEHAALlil, ONHCaHUX Y
KPOLII 3 IHcTpyKui#i 3 BUKOPUCTaHHS (OUB. HAXKYE).

IToposHi WMNpPUL-PYYKH B KOJHOMY pa3i HE MOXKHA BUKODHCTOBYBAaTHM IIOBTOPHO, BOHH NOBMHHI
OyTH HaJEeKHUM YHHOM yTHJIi30BaHi.

ko Bam 31aeThbes, WO MITPUI-PYYKa MOMIKO/KEHa, He BUKOPUCTOBYMHTe ii. BispMiTe HOBY. He
HaMaraiitecs CaMOCTiifHO MOJTarOAMTH LINPHUL-PYUKY.

Jina samoOiraHHs MOMUIMBOI Mepefadi  3aXBOPIOBaHb KOXKHA  INNPMI-Py4Ka IIOBMHHA
BUKOPHCTOBY BATHCH TiJIbKM OJHHUM MALi€EHTOM.

IMepen KOKHOKO iH’€KLIE0 NOTPIOHO 3aBXK/IM NEPEBIPATH ETHKETKY, 100 YHUKHYTH IUTy TAHMHH MiX
npenaparom CojikBa Ta iHIIMMH iH €KUiHHMMM NpPOTHAIa0eTHIHMMH JTiKapCHKHMM 3aco0amH,
BKJIIOYAIOYM [BA Pi3Hi THUOM IUOpHL-pYYOK 3 mpernaparoM Cosmikea (auB. po3ain «Oco6auBOCTi
3aCTOCYBaHHS» ).

Ilepen 3acrocyBaHHsMm mpenapary ColnikBa CIif yBaXHO NPOYMTaTH po3aul «IHCTpykuis 3
BUKOPUCTaHHS WNPUL-py4ky ComtikBa».

BaswinBa indopmMallis 1oA0 BUKOPHCTaHHS winpui-pyyukn Conikea

» Ilnpuu-pydka npusHayeHa ocobucto BaMm i He ciij nepenasaTy ii iHmMM ocobam.

» He MoxHa BUKOPUCTOBYBATH WINMPHUI-PYUKy y pa3i if MOMKokeHHs a60 NMpU HAsABHOCTI CyMHIBY
010 TIPAaBUIBHOCTI il (yHKIIOHYBaHHA.

» 3aBKIH CJIiJ MPOBOAUTH TECT Ha Oe3MeKy.

e 3apaM HeoOXigHO MaTH 3amacHy IMINPHUN-PYHYKY i 3amacHi roflkM HAa BUMNAAOK BTpatd abo
TNOILKO/PKEHHS OCHOBHOTO Habopy.

11lo moTpibHo 3HATH N4 MPOBEAEHH IH EKLLT

* Tlepex BUKOPUCTAHHSM LUMPHI-PYUKH CJIiJ 3aIIUTaTH CBOTO JliKaps abo MEACECTPY, K POOUTHCA
AT

e Sxmo y Bac € ski-HeOyIb CKIaJHOWII 3 BUKOPMCTAHHAM INNpPUL-PYYKM, HANpUKIaj, 4epes
npo6ieMu 3 60Ky 30py, 3BEPHITECS 3a I0TIOMOTOKO.

 Tlepen BUKOPUCTaHHSAM LUTNPHI-PYYKH CJIifi IEPEUMTATH IO IHCTPYKUiKO. Y pa3i HEAOTPUMAHHA
LIMX HACTaHOB By MojkeTe OTpUMATH HaTO BUCOKY ab0 HU3BKY 103y Ipenapary.
JlogaTkosi peuyi. ki OVAYTH HOTPIOHI NPH BBENEHI [ILOTO NPEnapaTy:

» HoBa cTepwibHa rojika (auBitbesa KPOK 2);

* 3MOYEHMN CNIUPTOM TaMIIOH;

* CTilikMif I MPOKOJIKOBAHHA KOHTEHHEp /11 BUKOPHCTAHUX I'OJIOK Ta mnpnu-pyqox.{ ot

IHCTPYKI[IA




3 guxkopucmania wnpuy-pyuku Conixea

Tpumay ITopuens* lkama [Tokaxunk nosu
KapTpUIDKy

4

Conikea
048

Kognauo

K LIMpHL- ['ysosa Ixana Hassa Iepemukay s Kuorika aas

pyHKH repeMuuKa npenapary BHOODY 031 BUKOHAHHA
iH'eKLil

* [opiuens He Oyae BUAHO, 10KK Bu He BBeJeTe AeKipKa J103.

KPOK 1. IlepeBipTe CBOI0 INNPHI-PYYKY.
lonaiimenite 3a 1 roauHy 10 NpOBEAEHHs iH’ €KL BUAMITE HOBY LINIPULI-PYYKY 3 XOJIOAUILHHUKA.
BgefeHHs XOJM0QHOTO TpenapaTy € 0ijbsi 6oicHUM.
A. Ilepesipre Ha3By npenapary i JaTy 3aKiHYeHHH TepMiHy IPHAATHOCTI HA €ETAKETIi I PHI-
PYUKH.
. [NepekonaiiTecs B ToMy, 110 Bu B3siu notpi6Huil Bam npenapar. Lg wnpuu-py4ka
OJIMBKOBOTO KOJIbOPY, Ma€ KOPUYHEBY KHONKY ISl BUKOHAHHS 1H’ €KLIIT.
. He BUKOpPHCTORYIiTE IO LI PHII-PYIKY, AKIN0 Bam noTpidHa 1060Ba 1032 MeHIIe
Hixk 30 moginok go3yBanmsa aGo sikmo Bam motpiGno Ginbme Hix 60 moginok
posyBanHs. OOroBopiTh 3 Bamum gikapeM, sika WINPHO-PYy4YKa HaHKpaime
miaxoauTs A Bamux norpeob.
. He BUKOpHCTOBY#iTe MINPUL-PYYKY IiCIId 3aKiHUeHHs il TEpMiHy NPHAATHOCTI.

B. 3HiMiTh KOBHA40K 3i IINPHL-PYYKH.

=

C. BueBHiThCSl Y TOMY, 10 IPENApPAT € NPO30PUM.
e e BHMKOPHMCTOBYHTE LINPUL-PYYKY, SKIIO PO3YMH IMpenapary € MyTHHM Ha BHIJIAL,
3abapeiieHUM ab0 MiCTHTb YaCTOYKH.

KPOK 2. IIpueanaiiTe HOBY roJkKy.

J He BuHKOpHCTOBYiiTe TroJIKH NOBTOPHO. [N BHKOHAHHA KOXKHOI iH’€KWii 3aBXAW
BUKOPHMCTOBYHTE HOBY CTepuibHy rojiky. Lle momomarae 3anobiraté 6JIOKyBaHHIO TOJIKH,
3a0pyAHEHHIO Ta 3aHECEHHIO IH(EKILI. =

. 3apkaM BUKOPUCTOBYHTE TiNIbKH Taki FOJIKM, AKi € CYMICHUMHM [ BUKOPWCE )H‘ﬂ ok e L VY

npenapatoM Couikaa.
A. BisbMiTh HOBY TOJIKY Ta BiaK/leiiTe 3aXHCHY NUIiBKY.




B. Tpumaiite roJKy npsiMo i 3aKkpyTiTh ii Ha INpuN-pyuKy go 3axkpinienns. He zakpyuyiite
roJiKy 3aHaJTo CHJIbHO.
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D. 3uimiTh BHyTpilIHiH# KOBNAY0K I0JIKH Ta BHKHHBTE iioro.
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KopucTyBanHs roikamil
IToRoapTECS 3 TOIKaMM 3 OOepexHicTiO — e HeoOxigHo, mob 3amobirT ykKoJiaM TOJKOKO i

nepexpecHoMy iHGpiKyBaHHIO.

KPOK 3. BukonaiiTe TecT Ha 0e3meKy.

3aB/I1 BUKOHYHTE TecT Ha Oe3neKy nepes KOXKHOIO iH’ eKLi€lo — e HeobxiaHo, mob:

. nepeBipuTy, o Bamma mnpuiu-pydKa i rojika npamtoloTh IPaBUIbHO;

. BIIEBHUTHCSA Y TOMY, 110 B oTprMaeTte noTpibHy Bam no3y npenapary.

A. OGepiTh 2 moainKH 103yBaHHA, 00epPTal04H NePEeMHKAY AJIs BHOOPY A03H, MOKH MOKAKIHK
[A03H He Oyae BKa3yBaTH Ha PHCKY «2».

B. HaTucHiTh KHONKY [Isi BHKOHAHHSA iH’eRUii o ynmopy.
SAxo 3 KiHuMKa royiku 6yae BUXOAUTH PO3YMH Mpenapary, Baia mnpuu-pydka npawtoe NpaBuiLHO.
[Tepemukau i BUOOPY 03U MOBEPHETBCA Y TONOKEHHA «O».
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SIKII0 pO3YMH MPeNnapaTy He BHXOAUTh:

. Bam Moxe O6yTH MOTPiOHO NOBTOPUTH Ite Kpok A0 3 pasis, nepit Hik Bu 3mMoxkeTe mobaunTu
PO3YHH TIpenapary.
. SKmo po3uMH TIpernapary He BHUXOAWTHME i IICNIA TPEThOro pasy, rojika Moxke OyTH

3a6s10kOBaHa. SIKIIO TaKke CTAaHEeThCA:
— s3amidite ronky (aue. KPOK 6 i KPOK 2);
— micnas HpOro BUKOHakTe Tect Ha Oe3nexy mosropHo (KPOK 3).

. SIkiio i miciig 1BOTO PO3YHH MPENApaT He BUXOAUTHME 3 KiHUMKA IOJIKH, HE BUKOPHCTOBYMUTE
Bawy mmpun-pydky. Buxopucraiite HOBY IINPUL-PYYKY.

. He BukopHcTOBY#TE 1INpUL 17151 Bigbopy po3uuHy npenapary 3 Bamoi minpun-pyuxu.

SIxkmo Bu mo6auurte 6yan6amku noBiTps:

. Bu Moxete nobauuTH Oy ap0aIIKu MOBITPS B po34KHi npemnapary. lle HopMasHe siBHIIEe, BOHH

HE 3alIKOoaAThL BaM.

KPOK 4. O6epitnb 103y.

. BuxopucToByiiTe NI0 IINPHN-PYYKY JIMIIE /i BBeAeHHS] OAHOKPATHOI IIOJEHHOT 103H
06’emom Bia 30 no 60 moginok Jo3yBaHHS.
. Hikonu He obupaiite o3y abo He HaTHCKaiiTe Ha KHONKY ISl BUKOHaHHA iH ekuii 6e3

npueaHaHoi rojixd. Lle Moxe nomkoauTu Banry mmnpHi-py4xy.

A.BueBHiTLCS Y TOMY, {0 I'0JKA NPHEIHAHA X0 IMNPHI-PYYKH i [0 NOKAXKIHK 034 BKA3yE
Ha «0».
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B. OGepraiiTe mepeMHKa4 s BHOOPY J03H, OKH NMOKAXKYMK J03H He Oyde BKAa3yBaTH Ha

noTpiony Bam xo3sy.

. Sxio Bu nosepHete nepemukau aaii, Hik Bam moTpibHo, BH MoXeTe MOBEpHYTH HOTo y
3BOPOTHOMY HalpsMKy.

o Axmo y Bamiif mmpun-pydni 3amummunocs HEZOCTaTHBO OAMHMUIE s Bamoi nozm,

nepeMuKay 1ji BUOOpY HO3M 3yIHUHUTHCA Iicas Habopy Tiel KUTBKOCTI ONMHHULIB, IO 3THIIMINCS B
IITPUL-PY L.

. Sxino Bu He moxkeTe HabpaTu MOBHY A03Y, IIpU3HadeHy BaM, BUKopucTaiiTe HOBY IUNPHIL-
pyuKy ab0 BBEITh CTUIBKH ITOJIJIOK JO3yBaHHS, CKIJIbKY 3a/IMLIAJIOCA, 8 PELITY TO3M BBEIITh 3 HOBOT
MNPUI-pYYKH. B LBOMY i TiNbKH B 1IbOMY BHUIAJKY [JO3BOJISETHCA BBOJUTH YAaCTKOBY O3y MEHIIE
Hbk 30 momimoxk Ao3ysaHHA. Jlns Toro mio6 3aBepIIMTH OTpUMaHHA Baimoi 103, 3aBxkau
BUKOPHCTOBY#TE iHIIY WIMpUL-pydKy 3 npenaparoM Coniksa (30-60), a He 6yAb-sKy IHIIY IINPHUL-
PYUKY.

Sk 3unTYBATH JaHi y BikHi BinoO6paskennst 1031
e Tlapui yucna BimoOpaxKalOTECs MOPYY i3 NOKKYMKOM A03H, a HETIapHi — y BUIIIAII JIHIT MiX

MapHUMH YHCJIAMH.




BrOpano 39 0oIi10K J03yBaHHA
* He BHKOpUCTOBYITE WIMPHI-PYYKY, AKLIIO Bamla oJHOKpaTHa 034 CTaHOBHUTH MEHIIE
30 moAiioK J03yBaHHs — Ui HOIUTKH JO3yBaHHS MO3Ha4YeH] Oinumu mudpamMu Ha HOPHOMY
toni.

KiabKicTe ouHHNB Npenaparty y Bamii mmpun-pyqni
¢ Bama mmnpuil-pydyka mictuth 3aranoM 300 noainok mo3u. Bu moxere obuparu cBowo 03y 3
KpOKOM B 1 TIOMINKY A03YBaHHA.
e He BHKOPHCTORY#TE IO WIPHLI-PYUKY, sKiio Bam morpiOHa onHokpaTHa 1000Ba 1032 MEHILIE
Hik 30 noainok go3ysaHHsa abo Ko BaM moTpidHo Ginbine Hixk 60 MOiNOK J03yBaHHS.
¢ KoxHa mnpui-pyuka MicTUTB Oinbiue ofaHiel 1o60Boi no3u.

KPOK 5. Beenits HeoOxiany Bam go3y.
Axwo Bu BiguyeTe, 1m0 BaM BaXkko HATUCKATH Ha KHOTIKY AJISl BUKOHAHHA iH’€KLUil, He noKiajaiite
CUIy O 1 HATUCKAaHHS, OCKINIBKH LI MOJKe 3J1aMaTH Bally mmpui-pydky.
¢ 3aminiTe ronky (aue. KPOK 6 «Bin’ennaiite ronky» i KPOK 2 «lIpuennatite HOBY royiky»),
nicis yoro BukoHaiite tect 3 6esreku (que. KPOK 3).
e Sxuio Bam Bce Iile BaXXKO HATUCKATH Ha KHOIKY, Bi3bMITh HOBY PYUKY.
e He BukopHCcTOBYiiTe WINPHL )15 BigOopy po34uuHy npenaparty 3 Bauioi mnpun-pydku.

A. OGepiTh micue A5 BAKOHAHHS iH’ €KLl BiANMOBIZHO X0 PHCYHKA, HABCACHOTO HHKYE.
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B. Bgegairs roJky co6iy mkipy Tak, sk Bam nokazysae Bam nikap aGo meauuna cectpa.
e Ilpu pOMyY NOKH 110 HE TOPKaiTecs KHOIKHU JI1 BUKOHAHHA iH’ €KLl
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C. TloxkaaniTh BeJMKHMil mamenb PYKH Ha KHONKY AN BHKOBAHus in’exmii. ITiehs aboro N\ !
HATHCHITH i 10 ynopy i yrpumyiiTe B TAKOMY IOJIOKEHHI. 73 *CAro A\
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» He HaTucKaliTe Ha KHOMKY TiJ KyToM — Bain Benukuii naneup Moxke 3a010KyBaTH 00epTaHHS

nepeMHKaya A1s BUOopy JO3M.
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D. VYrpumyiiTe KHONKY 1/ BAKOHAHHS iH’€KIil B HATHCHYTOMY NOJI03KeHHI i micas Toro, ik

Bu no6aunte y BikHi Bito0paskenns 1o3u «0», nopisibHo nmopaxyiire go 10.
Lle HeoOXigHO A5 TOro, 100 BIEBHUTHUCSA B OTPUMAaHHI MOBHOI 03U Npernapary

E. IMicis yrpEMaHHA KHONKH i MOBiNBHOro paxyBaHunst Ao 10 BigmyctiTe kHonky auas

BUKOHAHHA in’eknii. [licig NbLOro BUTATHITL rogKy 3i MKipH.

KPOK 6. Bin’egnaiiTe rojky.
e [ToBoabTECA 3 FOJKAMH 3 OOEPEXHICTIO — Ie HeoOXiTHO, 100 3armobirTH YKoiaM rofIKOK i

nepexpecHoMy iHQiKyBaHHIO.
e He naggraiite 3HOBY BHYTpIllIHiii KOBITAYOK ['OJIKH.

A. Bi3pmiTh 30BHIIIHIH KOBMAYOK roJiKM 3a Horo Hanmupmy vacrtuny. Tpumaiite rojky
upaMo i BBeAITH 11 y 30BHIlNNIA KoBNa49oK roJiku. Ilicaa nporo MinHo NpATHCHITE X 01HH

10 OHOTO.
* Tonxa MOJKe MPOKOIOTH KOBIAYOK, AKIIO BiH HAAATAEThCS ITiJ KyTOM.

) = ~N
B. BisbMiTh 30BHIIIHIA KOBIAYOK IOJIKH 32 f0ro HalllIpmy 4acTHHY Ta CTHCHITHL Horo y
LoMy Micui. [HIIOIO PYKOIO MOBEpPHITh LINPHL-PYKY JeKibKa pa3iB AJis BiA’ €IHAHHS TOJIKM.

SIK110 roJika He Bil’€HANacs 3 MEPIIOTo pasy, CIpoOyHTe 3HOBY.

J LE s e . -
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C. BuxHHbLTE BHKOPHCTAHY I0JIKY y cTilHKHI 10 IPOKO/JIIOBaHbL KOHTeHHep afo BianmoBiaHo xo

pexomeHnaaniii Bamoro ikaps 4yn MicieBOro ynoBHoBa:keHoro oprasy.

D. HaasaruiTh KOBONAYOK IIPHU-PYYKH HA3A] HA IINPHL-PYYKY. .
o/
1 B o

He xnanits InpHn-pyyuKy Hazal y XOJMOAWIbHHUK.




IncTpyxunii mono 30epiranns.

I[lepea nepiiMmM BUKOPHUCTAHHAM WITMTPHI-PYYKH 30epiraTu y X0J0AWIBHUKY NpH TemmnepaTypi +2 °C
- +8 °C y 3axmineHoMY Bij cBiTia micui. He 3aMopoxxyBaTH.

[Ticna nmepuioro BUKOPHCTAHHA LUMPUL-PYUKY ciix 36epirati He Oitbine 28 AHIB NpU KIMHATHIH
TeMrIepatypi Hikye 25 °C y 3aXUIIeHOMY Bif CBiT/a MiCLli.

He xmagite Baiy mnpui-py4Ky Hasaja y XOJOJWILHHK.

TTicns KOKHOT 1H’ €KIiT Ha HINTPUIT-PYYKY CJTiJI 3HOBY HaAAraTy KOBMAavoK 3 METOIO 3aXUCTY Bifl CBITJIA.
He mokHa 36epiraTi MNpHL-pyHKy 3 MPUKPIIJIEHOIO O HEl FOJNKOK0.

Excrnryaranis.

3i WNpUI-PYYKOIO Clif moBoAUTHCS 3 obepexHicTio. fkmo BaMm 3naeTees, WO LUNPHL-PYyUKY
MOILKOKEHO, He Hamaraiitecs ii moJaroJuTH, Bi3bMIiTh HOBY.

3axyCT WNPUI-PYYKH Bif NHIy Ta Opydy: 30BHILIHIO MOBEPXHIO WINPUL-PYYKA MOKHA OYMLIATH,
NPOTHpAIOYX ii BOJIOTOK TKAHMHOIO (3MOYEHOIO jHMile Bojow). He zaHyproiite y pinuHy, He
MIPOMUBANTE i HE 3MalllyHiTe MINPHLI-PYUKY — LI€ MOXKeE il TOMKOIUTH.

VTumizallis WIpUI-pydKd: Tepel YTHI3alicro IMIMpUL-pYYKy 3HIMITh 3 Hel rosiky. Buxupatite
LINPHII-PYYKY TaK, IK peKOMEHI0BAHO MiCUEBUMH PETYJISTOPHUMH OPraHaMHU.

Jimu. Besnieka Ta edextupHicTh npenapaty CoJtika 1Uid JliKyBaHHA AiTel (BikoM a0 18 pokie) He
BCTaHOBJIEHI. JlaHi 3 IbOro MPUBOAY BiACYTHI.

Ilepedo3ysanHa.

V pasi BBemeHHs 6inpioi 1031 npenapaty CoilikBa, Hik BAMAralioch, MOXyTh BAHUKHYTH HeOaxaHi
peakuil y BUIJIAZl TinorsikeMii Ta possiafie 3 60Ky OLTyHKOBO-KHIIKOBOIO TPAKTY.

Emizoqu rinormikemii Jerkoro CTyrneHs, SK MOpaBUIO, MOXYTh OyTH YCYHEHi NepopaibHUM
HNpHIfOMOM BYIJIEBOAIB. Mo)Ke BHHHUKHYTH HEOOXi/IHICTb y KOPEKIii JO3yBaHHs JIIKapChKOro 3aco0y
Ta y BHECEHHI 3MiH y PE&KMM Xap4yyBaHHA YM (i3HIHOT aKTUBHOCTI.

Binblo TAKKI €30/ rinoriikeMii, ki CyIpOBOKYIOTECS KOMOIO, CyZloMaMHi ab0o HEBPOIOTiUHUMH
NOpYIIEHHAMH, BHMAraioTh BBEJEHHS IVIIOKaroHy ab0 BHYTpIIIHEOBEHHOTO  BBEJCHHA
KOHILIEHTPOBAHOTO PO3YHHY IMOKO3HM. OCKITbKM TilOITIiKeMis MOXK€ BMHMKHYTH IOBTOPHO HaBiTh
MicJI OY4EBUAHOIO MOKpallleHHs KIIiHIYHOro cTaHy NalieHTa, HeoOXiTHUMH 3aX0aMH MOXYTb OyTH
TPUBAIHIA IPUIIOM BYTJIEBO/IIB Ta CTIOCTEPEKEHHS 3a CTAHOM IAL[iCHTA.

V pasi BUHHKHEHHs HebaXaHHMX peakuili 3 60Ky LTyHKOBO-KHIIKOBOIO TPAKTy MOTPiOHO po3noyaTH
BiANOBigHY WiATpUMYIOYy Tepamilo BiANOBIJHO [0 KIIHIYHMX O3HAK Ta CHUMITOMIB, LIO
BiJI3HAYAIOTHCH Y TAIlIEHTA.

Iobiuni peakuii.

[Mo6iYHMMHK peakiisiMH, MPO sKi HaiyacTille MOBiZOMIANIOCH MiA dYac JIKyBaHHS IpenapaTrom
Cosixsa, Oyyiu rinoriikeMis Ta po3siagy 3 OOKy IUTyHKOBO-KHUIKOBOIO TPakTy (IUB. HIDKYE PO3Min
«Onuc oKpeMHX MOOIYHUX peakLii»).

[Mo6iuni peakuii, OB’ s3aHi i3 3aCTOCYBaHHAM Ipenapary, O CIocTepiraavcs Mif 4ac KIHIYHNX
IOCTipkeHb, HaBomaTbea y Tabmuii 5 3a kareropiasmu «Cucrema-Opran-Knac» y mnopsgky
3MEHILEHHS YaCTOTH BHHUKHEHHS (Iy>ke dacto: > I/10; 1acto: Big > 1/100 no < 1/10; Heuacro: Big
> 1/1000 mo < 1/100; piaxko: Big > 1/10 000 mo < 1/1000; gyxe pigko: < 1/10 000; yactoTta HeBinomMa:
HEMO>JIMBO OLIHWUTH 3a HAABHUMH OAaHMMH). Y MeKaxX KOXHOI rpynmu 4acToTH MOOiuHi peakiiii
HABEJIEHO B MOPAIKY 3MEHILEHHS CTyTeHs iXHbOT Cepli03HOCTI.

Tabauug 5
Karteropii Yacrora .
«Cucrema- el 8
o Ayoxe Yacro Heuacro Pinko .| Herigomo 4"
pram- 4acTo

N




Kaac»
MedDRA
Indekuiitni Ta HasodapuHsrit
napasuTapHi Indekuis
3aXBOPIOBAHHA BEpXHix
JUXaIbHUX
IUTSAXiB
Po3nagu 3 Kponup’suka
6oky iMyHHOI
cucreMu
MeTaboniyHi Tinmornikemis
Ta aTiMeHTapH{
po3nanu
Poznaan 3 3anamopouenns | [onoBHuit 6inp
60Ky HEpBOBOL Jucressis
CUCTEMHU
Poznagu 3 Hynora Hucnencis CroBibHEHHA
Ooxy Hiapes Bine B ®KUBOTI | CIIOPOXKHEHHS
LLTYHKOBO- brroBanHA UITYHKA
KHIIIKOBOTO
TPAKTy
I'enatobiniapa JKoBuHi
i IOpYLIeHHS KOHKPEMEHTH
XoJeuucTuT
Po3nagu 3 HIxipHuit
Ooky IIKip¥ Ta aminoinos
MiJKipHUX Jlinoguctpodis
TKaHUH
3arajbHi Peakuii B micui | ITizBumena
poznaau Ta IH’ ekt BTOMJIIOBaHICTh
peakuii B Micui
BBEZICHHS
mpernapary

s

Omnuc okpeMHX MoOiuHMX peakiliii

Tinoznikemis. B tabmuii 6 HaBeaeHO HaHi PO YacTOTy 33J0KyMEHTOBAHOI CHMIITOMATHYHOI
rinornikemii (<3,9 mMMone/n) Ta TsOkkoi rinoriikemii npu 3actocyBaHHi npemapary Counikea Ta
npenapaty NOpiBHIHHA.

Tabnuus 6
IloGiumi peaxuii y BHIIsAli 3a10KyMeHTOBAHOI CHMHTOMATHYHOI rimorjmikemii a0o TsoxkKol
rinorJikemit

IManienTn, siki paniure He OTpnmyBamJ Iepexin Bin Ilepexia Big aronicra
iHcyTiH GasajbHoro incyainy| peuenrtopis I'TIII-1***
Hpenapat | Incyuin ] Ilpenapat | Incynin |IIpenapat AmHiCT.
ConixBa | rmaprin Jlixcucenatnn ConikBa | rnaprin | Coniksa peuerropis
IITT-1 %%
N 469 467 233 365 365 255 256
3af0KYMEHTOBaHA CHMITOMATHYHA rimoriikemis™
INauieHTn, 120 110 15 146 155 71 6
y akux | (25,6 %) | (23,6 %) 6,4 %) (40,0 %) | (42,5 %)| (27,8 %) 2,3 %)
BHHHKJIA
no6iuHa
peakilisi, n
(%)




Kinbkicts 1,44 1,22 0,34 3,03 4,22 1,54 0,08
MoOIYHUX
peaxuiii
Ha
naLieHTo-
piKk, n
Taxka rinoraikemin™
Kinekicte 0 < 0,01 0 0,02 < 0,01 < 0,01 0
MOOIIHMX
peaxuii
Ha
narieHTo-
piK, n

* 3aJOKyMEHTOBaHA CHMITOMATHYHA TiMOMJIiKeMis BU3HAdajach SK INOZis, MiX Yac SKOi THUIOBI
CUMIITOMH TiNOrJIiKeMii CyIIpOBO/IKY BAIUCH BU3HAYEHOW KOHIEHTPAIIE€I0 TIIIOKO3M B TUIa3Mi KpPoBi
< 3,9 MMOJIB/1.

** TgkKa CHUMIITOMATHYHA TiMNOIIiKeMid BH3HAYallach SK ABHIIE, [0 BUMAarajao JOMOMOTH iHuIoi
0cobM IS aKTUBHOTO BBEJEHHS BYTJICBOJIB, MIFOKAroHy a0o NMpOBeAEeHHS iHIINX peaHiMalifHuX
3aX0/IiB.

*%% JliparmyTHn, eKceHaTHa ABidi Ha o0y abo i3 IPOJIOHrOBaHUM BUBIJIBHEHHAM, AyJIarayTHa abo
anoirTyTHa,.

*

Poznadu 3 6oxy waynkogo-kuumkogozo mpaxmy. Posnagn 3 60Ky LIUIyHKOBO-KHIIKOBOTO TPaKTy
(uymorta, ©mroBaHHA Ta Oiapes) Oynum MOOGIYHMMH peakuisMH, NMPO fAKi 4acTO MOBIAOMJISIIOCH
BIIPOJOBXK Mepiony JliKyBaHHA. Y MaLi€eHTIB, ki oTpuMyBai nperapat CoJliksa, 4acTOTa 0B’ 13aHOT
3 JIIKyBaHHSM HYAO0TH, Aiapei Ta GiroBaHHs craHoeuna 8,4 %, 2,2 % ta 2,2 % sianosinHo. [ToGiunHi
peakiiil y BUIJISLAl po3iafiB 3 60Ky IUTyHKOBO-KHIIKOBOIO TPaKTy MePEeBasKHO OyJIH JIETKOro CTYIEHs
Ta MaJIi TPAaH3UTOPHUI XapakTep.

Posnaou 3 6oky imynnoi cucmemu. Ilpo anepriusi peaxuii (KponuB’sSHKa), MOMJIMBO TIOB’3aHi i3
sacTtocyBaHHaM mpernapaty ComikBa, 6yno mnoBimomieno y 0,3 % mnauientis. [lpo Bumagxu
reHepali3oBaHUX allepridHuX peakulili, BKIIOYarouu aHadinakTHU4UHi peaklii Ta aHriOHEBPOTHYHMIA
HaOpsiK, TMOBITOMIIANIOCH M 4Yac MiC/ApeecTpaliifHOro 3acTOCyBaHHA IHCYJIiHY TIJIapriHy Ta
JIIKCUCEHATUTY.

Imynozennicmo. 3actocyBaHHs npenapary CoslikBa MOXKe MPU3BOAMUTH IO YTBOPEHHS aHTUTLI O
iHCyJiiHy riapriny i/abo nikcuceHaTHAYy.

YacToTa BUMAAKIB YTBOPEHHS aHTUTIN MO iHCYdiHy rnapriny craHoBmwia 21,0 % Ta 26,2 %.
IpubnuzHo y 93 % nallieHTiB BiA3Ha4anack I€pexXpecHa peakTUBHICTh AHTUTLI A0 iHCYJIiHY IIapriny
CTOCOBHO JIIOJCBKOrO iHCYJdiHy. YacToTa yTBOpEHHS AaHTUTINl A0 JIIKCHCEHATHAY CTAaHOBMJIA
npubamzHo 43 %. Hi ctaTyc aHTUTIN [0 IHCYiHY IIapridy, Hi CTaTyC aHTHUTIN OO JIIKCUCEHATUIY He
MAaJTH KJIIHIYHO 3HAYy1Oro BIUIMBY Ha Oe3neKy YM e(eKTHBHICTb 3aCTOCYBAHHA MPETapaTy.
Posnaou 3 6oxy wxipu ma niowxipnux mxanun. Jlinogucrpodisa i mwkipHui aminoimno3 MoxyTb
BUHUKATH B Miclli iH’e€KUii IHCYNiHIB i NPU3BOAWUTH N0 3aTPUMKH abcopOLii iHCYNiHY 3 HbOTO.
IMocTifiHe 3MIHIOBaHHS MicIld 1H €Ki B MeXXKax OAHIE] AIISHKHY Tijla MOXE JIOIIOMOI'TH 3MEHIINTH Li
peaxuii abo 3ano6irty imM (auB. po3ain «Oco6IUBOCTI 3aCTOCYBaHHA»).

Pearyii ¢ micyi in’exyii. ¥ pesxux nauieHtiB (1,7 %), mo OTpUMYBaJId TEPAIilo, SKa BKIOYAsa
BBEJEHHS iHCYJNiIHYy, B ToMy uucii mpenapary CoJjlikBa, BiA3HaYalWCh IMOYEPBOHIHHA, MiCLEBE
HaOpsikaHH4 Ta cBepOiHHA B MicLli iH’ €KIi.

Yacmoma cepyesux cxopoyersv. [Ipu 3acTocyBaHHi arodicrtiB peuenrtopie I'TIII-1 moBigomisanoch
npo 30iNbIIEHHS YacTOTH CEPLEBHX CKOPOYEHb, TPaH3UTOPHE 30iIbIIEHHS YacTOTU CEpLEBHX
CKOPOYEHB CIIOCTEPIraoch TaKoX i B paMKax AeIKUX JOCTiDKeHb 3aCTOCYBaHHs JIIKCUCEHAaTHY. 3a
pesysnbTataMu Beix mocnimkeHb 3 dasu 3actocyBaHHa npenapary ColikBa He MPHU3BOINJIO-/0
36UIBLICHHS CepeiHbOT YACTOTH CEPLIEBUX CKOPOYEHb. I
IToBimomJieHHsl PO MiN03prOBaHi NO0IvHI peakLil o N,
IMoBigoMeHHs npo MoOiyHi peakuii nicns peeCTpauu JIiIKapchbKoro 3acoly Mae Ba}lm;iaeAZH

Lle mae 3MOry MpPOBOAHWTH MOHITOPHMHI CIiBBiJHOLIEHHS KOPUCTBH/PU3UK TIPH 3acmc3 qun %'{rﬁ'ﬂg
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JiKapchKoro 3aco0y. Meau4HUM Ta papMalleBTHMHUM NpaliBHUKAM, a TAKOX NaiieHTaM abo ixHiM
3aKOHHHM ITPEACTaBHUKAM CJIi[J TOBIAOMISTH NPO yCi BUMAKH MiJ03PIOBaHUX NOOIYHMX peakwiii Ta
BiACYTHOCTiI ed)eKTHBHOCTI JIIKapcHKOro 3aco0y depes aBTOMAaTH30BaBy iHQOpMaliiiHy cucteMy 3
¢apmakoHarnaay 3a nocwiaHusaM: hitps://aisf.dec.gov.ua.

Tepmin npuaaTHocTi. 36 MicsLiB.

Tepmin npUaaTHOCTI Micis NepIIOro BUKOPHCTAHHSA IHNPHL-PYUKHU: 28 OHIB.

36epiratu npu temneparypi Huxue 25 °C. He 3amopoxyBatu. He oxonomxysaru. He 36epiraru 3
NPUKPITUIEHOIO TOJIKO0. 36epiraTy MNpUL-pYdKy y MICLli, 3aXMILIEHOMY BiJl JXepeJl NpsMOro Tervia
Ta ceiTna. ITicis KoxKHOI iH’€KIiT HA IITIPUL-PYUKY CJIil 3HOBY HAISMTATH KOBIIA4YOK 3 METOIO 3aXHCTY
BiJ CBITJIa.

YmoBu 36epiranas.

36epizamu ¢ nedocmynnomy 0aa dimeit Micui.

[ npui-pyuki, 10 He nepedyBaloTh Y BHKOPUCTAHHI:

36epiratu y XonoauinbHUKY (npu Temmepatypi +2 °C - +8 °C).

He 3aMoposKyBaTH Ta HE JOIMyCKaTH KOHTAKTY 3 MOPO3WIBHHMM BiAAiNeHHAM ab0 HaKONMW4yBadyaMu
X0Jony.

36epiraTv INMPUIL-PYYKY Y 30BHILIHIM KapTOHHIHN yIIaKOBLi 3 METOK 3aXHCTY Bil CBIiT/IA.
LInpui-pyuky, micisl Nepuoro BUKOPUCTAHHS:

VMmoBH 36epiraHHs OMBIThCA Y PO3aiii « TepMiH IPHAATHOCTI».

Hecymicuicmeo.
Ileii stikapchkuii 3aci® He MOKHa 3MilllyBaTH 3 OyAb-SIKUM iHIUMM iHCY/liHOM ab0 po3BOAUTH.

Ynakoska.

Ne 3 abo Ne 5: mo 3 M y KapTpHIKi, BMOHTOBAHOMY B OJJHOPa30BY LINPHUL-PYUKY; 10 3 abo 1o 5
HIIPHL-PYYOK B KapTOHHIH kopobui. ['onku B ynakoBKy He BKJIIOUYEHI.

Kareropisi Bigmycky. 3a peLienToM.

Bupo6unk. Canodi-Apenric Hoiunang 'm6X.

Micne3naxoaxeHHsi BHPOOHHKA Ta HOro aapeca Micug NpoBaJyKeHHs JifAIbHOCTI
Bprouinrmrpacce 50, Ingycrpinapk Xboxct, 65926 ®pankdypr-Ha-Matini, Himeuunna.

3anBHHK.
TOB «Canodi-ABeHtic YkpaiHa», YkpaiHa.

Jlata OCTaHHGI:é];/B l;:}‘fr;';& 5 Wﬁﬂlﬂ/\/ WOC
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