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30poB’a Y Kpainu
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IMIIIA BIECEIO
Haka3z MinicTrepcTBa OXOPOHH
310poB’s Y KpaiHu

A3 LD 2o Ne L1/

THCTPYKIIIA
1151 MEAHYHOIO 3aCTOCYBaHHS JIKapCLKOro 3aco0y

COJIIKBA
(SOLIQUA)

Crrao:
diloua pevosuHa: THCYiH rNaprit, JiKCHCCHATHA
| M1 po3umHy Ans in’ekuiit micturs 100 oMHuub iHcyainy raapriny Ta 50 MKr JiKCHCEHATHAY:
| wnpHu-pydKa MICTUTb 3 MJ PO3YMHY IS iH'ekuiii, wo exsianentHo 300 On. iHcyniny
rnapriny Ta 150 MKr JikcHCeHATHY:
| moztinka no3ysawus ianoeigae 1 On. incyniHy rnaprity Ta 0,5 MK JIIKCHCCHATHALY .
donomidicni  pevosunu: riinepun (85%); METIOHIH; METaKpe30J; LMHKY XJOpHI: KHCI0Ta
XJIOPUCTOBO/IHEBA, KOHLIEHTPOBAHA: HATPIIO MiAPOKCHL; BOJIA A 1H’ €KL

Jlikapebka dopma. Po3uns ans in’ €Ki,
OcHoeni (hizuxo-ximiuni eracmueocmi; de3dapeHui abo Maitke Oe30apBHUI PO3UMH.

@dapmakoTepaneBTHYHA TIpyna. Jlikapcbki 3aco0mn, 1O 3aCTOCOBYIOThCS NpH LYKPOBOMY
aiaberTi, iHCY/IiHM Ta IXHI aHaJoTH TpHBAJION il A1 iH €KL HOr0 BBEACHHS.
Koa ATX: A10AES54.

Dapmaronoziuni enacmugocmi.

Dapmaroounamixa.

Mexaniam __aii. Ilpenapar Conikea — ue komOiHauis JaBOX AIOYMX  PEHOBHH i3
B32€MO/10TOBHIOIOYHMHM MeXaHi3MaMH Jii 115 MOKpaleHHA KOHTPOITO raikeMmii, a came iHCYJIiHY
rnapriny (asanor 6azanbHOro iHCY1iHY, TOJIOBHOIO METOIO SIKOTO € KOHTPOJIb piBHIB INIIOKO3H B
nna3Mi KpoBi HaTiNE) Ta JIKCHCEHATHIY (aronict peuentopis ao I'TIII-1, rosioBHOK METOKO
KOO € KOHTPOIb MOCTNPAHAIaTbHUX PIBHIB MIIOKO3H).

Incyain raaprin. HafiBaxkmusimoro Ai€to iHCyniny, B TOMY 4HCII iHCy liHy r/1apriny, € perynsuis
metaboniaMy rmoko3u. IHeynid Ta HOro aHanoru 3HWKYIOTh piBeHb TMIOKO3W B KPOBi 3a
PAaXyHOK CTHMYJALii 1T 3aXOIVICHHA nepudpepuyHIMH TKaHHHAMM, 30KpEMa CKEICTHHMH
M’S3aMH Ta JKHPOBOKO TKAHMHOIO, @ TAKOXK MPUIHIYEHHsA YTBOPEHHS MIKOKO3M Y neuinui. IHcynin
NPUrHIYYE AiN0i3 Ta NPOTE0i3, a TAKOXK CTUMYJIIOE CUHTE3 Binkis.

Jlikcucenatu. JIIKCHCEHATH] € ArOHICTOM peLenTopiB J0 raokarononoaibHoro nentuay-1
(T'TI-1). Peuentopu ao I'TIM-1 € mimexHiO npHPOAHOro [TI[1-1 — eHJ0reHHOro ropMOHY
iHKpeTHHY, KW MOTEHLIOE IOK0303a0E/KHY CeKpeLiio iHCyiHy P-KNiTHHAMM Ta MPUIrHiYYye
CEKpELLIO [IOKAroHy 0-KJIITHHAMH MIILLTY HKOBOT 3aJ103H.

JIIKCHCEHATH CTHMYIOE CEKpelilo iHCYJiHy TpH MiZBUILEHHI PiBHIB MIIOKO3M B}EHQBJ“HE
BIUIMBAIOYM TIPH LLOMY HA CEKpewilo iHCYMiHY TNpH HOPMOTJiKeMii, 1o oOME: e~ PH3NK
BUHMKHCHHS rinordikemii. TlapanenbHo NpHrHIUYEThCS CeKpellis FIIOKAroHy. Y Bunaixy
BUHWKHEHHS TiNoraikemii pATYBalIbHMIA MEXaHI3M Y BHIJIAAl CEKPELIT MIFOKAro I,
[MocTnpanaianbHe BBEJEHHA IKCHCCHATUIY TAKOK CMOBINBHIOE  CTIOPOK E’ﬁ
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SHIKYIOYH TAKMUM UWHOM mBMAKicTh abcopOuii Ta HAAXO/UKEHHA B CHCTEMY KpOBOODITY
FIOKO3M. 110 MICTHTBCS B TKi.

DapMarkoouHamixa..
KomGinatiis iHCy/iHy riapridy Ta JiKCHCeHaTHIy He BIUIMBAC HA hapMaKOMHAMIKY IHCYIIHY
raapriny. Brume komGiHauii iHcy/iHy TnapriHy Ta JiKCHCEHaTHay Ha (hapmMakoAHMHAMIKY
" JIKCHCEHaTH/ly He BUBUABCS B pamKax J0C/iIKEHb 1 hasn. :

BpaxoBylo4H BiIHOCHO NOCTIHHUHA npodink «KOHLEHTPaLL/4ac, HCYJHY THapriHy BIPUAVEA
24 roguH Ge3 BUpaKeHMX TMKIB NpH 3acTocyBaHHi #HOro okpemo, npodinb «LIBHAKICTh
yTUizalii rmoko3u/yac» OyB noaiGHMM Tp 3acTocyBanHi KomGiHaii iHCY/iHY TIapriiy Ta
JKCUCEHATHILY.

Ilepioa Ail IHCYMIHIB, B TOMY yueni npenapaty Conikea, MOKe Bi/Pi3HATHCH Y Pi3HHX 0CID
HaBiTh GYTH Pi3HUM B OAHIET | TIET K 0COOH.

Incynin raaprid. 3a pesyabTaTamu KIIHIYHMX 0CTiKeHD 13 3aCTOCYBaHHAM iHCYJIiHY THapriny
(100 0a/M71) Ly KPOBHIKYIOUUi eeKT Ha MOJIipHiit OCHOBI (TOOTO NpH 3aCTOCYBaHHI OJIHAKOBMX
7103) iHCYTiHY TapriHy NpH HOro BHYTPILIHOBEHHOMY BBE/ICHHI € NpnOIU3HO TAKUM CaMUM, sIK
MOJICHKOTO THCYIIHY.

Jlikcucenati. 3a pesyjbTaramu 28-JCHHOTO M1aued0-KOHTPOILOBAHOTO JI0CITIIKEHHS cepell
NalieHTiB 3 LYKpoBuMm AiaGeTom 2 THMY 3acTOCYBaHHA nikcuceHatuay B 1031 5-20 MKT
MPU3BOAMIIO 0 CTATUCTHYHO 3HAYYLIOTO 3HHIKCHHA MOCTNPaHiaNbHUX PIBHIB TTOKO3H nicas
CHigaHKy, 00iay Ta Beyepi.

CriopokHeHHs WLTYHKY. TTics BKMBaHHA CTAHApTHOT MiY€HOI pocniKyBaHoi TKi B pamkax
3a3Ha4YeHOr0 BHMINE JAOCHIKEHHs Oyno MiATBEPAKEHO, MO JIKCHCEHATHA  CMOBIIBHIOE
CMIOPOKHEHHS ILTYHKY, 3HWKYIOUM TakWM YHHOM WBMIKICTH MOCTTIpanianbHOT abcopOuii
rmoko3d. EdeKT ChoBiTbHEHHS CMOPOKHEHHS UITYHKY MiATPUMYBABCs 10  3aBEPLICHHS
JAOCTIKEHHS.

Krniniuna edekTiBHicTh Ta Oesneka. besneka Ta eeKTHBHICTH npenapary ConikBa CTOCOBHO
KOHTPO/MIO TIIiKeMii OliHIOBAIMCE Y TPBHOX PaHIOMi30BaHUX KIiHIYHUX JOCITIKEHHSAX CepelL
NALGEHTIB 3 LyKpoBMM aiabeTom 2 THIY:

« Jloaasanus 10 MeTGOpMiHy (y NALIEHTIB, 1110 HE OTPHMYBAIH iHCYTiH).

« Tlepexina Bia GazanbHOTO iHCYTIHY.

« Tlepexin ein aronicty peuenropis ITIT-1

V KOXHOMY 3 J0CJiJKEHb 3 aKTHBHUM KOHTPOJEM niKyBaHHS JTiKapcChKUM 3aco00M Coniksa
MPU3BOAMIO [0 KIiHIYHO Ta CTATUCTHYHO 3HAYYLIOro MOKpAlleHHs PiBHIB [JIKOBAHOTO
remornobiny (HbAlc).

Jlocsirnenns Hwk4nx pieHis HbAlc Ta nocarHeHHs Ginbw 3nayHoro 3HwkeHHs pienie HbAlc

HE NpU3BOAWIO A0 30iAblIeHHA 4YacTOTH BHHUKHEHHA rinormikemii npu KoMOiHOBaHOMY
NiKyBaHHi MOPIBHSHO 3 MOHOTEPATIIEIO IHCYIIHOM rnapriom (aue. po3in «IToGiuni peakitii»).

B pamkax KIiHI4HOTO JOCHIUKCHHS 3 JIO[aBAHHAM Mpenapary Ao meThopmiHy NiKyBaHHSA
posnounsanock 3 10 moninok aosyeaums ( 10 OAMHMUb IHCYAiHY Tiapriny Ta 5 MKT
nikcucenathay). B paMkax KIiHIYHOrO AOCHIKEHHA 3 MEPEX0A0M Bif Oa3anbHOrO IHCYNIHY
royaTKoBa 103a cTaHoBuna 20 noainok ao3ysaHHs (20 oaMHMLL incysiny raapriny ta 10 Mxr
nikeucenatuay) a6o 30 mominok nosysanns (30 oamHMUb incyniny raapriny Ta 10 Mkr
nikeucenatuay) (ame. posmin  «Crnocib 3acTocyBaHHsd Ta n03u»), B 3aNEKHOCTI Bl
MonepeaAHbOro  A03yBaHHs iHcyniny. B obox JAOCHIKEHHAX THUTPYBAaHHS  J103YBaHHA

A 7iCHIOBANOCH OJIMH Pa3 Ha THKAEHb, BPAXOBYIOUYM PiBHI ITIIOKO3H B naa3Mi KpoBi Hate, 1o
BM3HAYAIUCh CAMOCTIHHO.

Tonapanus 10 MeTdopMiHy (V NMAUIEHTIB. 110 HE OTPUMYBAIN 1HCYJIIH).

Kniniune Oocnioxcenns ceped nayieHmie 3 yYKpPOGUM diabemom 2 muny, 6 akux Ha oni
MIKVGAHHA  NEPOPAibHUM npomudiabemuynum npenapamom  He BIO3HAYANOCL  HA Qxﬂaé&’
KoHmpono 3axeopiosanns. Beporo B pamKax BiAKpUTOro, 30-THKHEBOrO J0GH1A efing 3% %
AKTUBHUM KOHTpOseM Oyno panaomizoeano 1170 NaLi€HTIB 3 LYKPOBUM JiadeT
ouinku edekTHBHOCTI Ta Oe3neKkn npenapary ConiKBa NOPIBHAHO 3 OKPEMHUMH KO
incyninom raaprinom (100 oa/mu) Ta nikcuceHaTuaoM (20 mMxr).
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[MauienTyn 3 1UYKpoBUM AiaGeToMm 2 THIY, SKI OTPUMYBAIH niKyBaHHSA MeT(OPMIHOM Y BUTIAAI
monoTepanii abo meTdopmiHOM B KOMGIHAIT 3 THIAM TIEpOpaThHUAM  TIPOTHIA0ETHYHUM
HPEHAPATOM, AKMM Mit" OyTH HIpelapar CyibQOHLICEHOBHHH, FiHILL THEAGITOP HATPIM3aNEKHOTO
koTpaHcnoprepa rarokosu-2 (H3KTI'-2) abo inri6itop aunentuaunnentuaasu-4 (AII1-4), ra'y
GKWX HE Bi3HAYAJI0Ch HAJEKHOTO KOHTPOIN 3aXBOPIOBAHHA HA (bomi aaHorO NiKyBaHHs (PiBHI
HbAlc KonuBanich B Mexax Bia 7.5% o 10,0% y nauientie, sKi paHime OTpHMYBaiu
meTdopMiH y BATIAAI MOHOTepanii, Ta B Mexkax Bia 7.0% 1o 9.0% y nauieHTiB, sKi paHiue
O1puMyBaan Jikysar meropmiHom B KoMOiHauT 3 IHIWMAM 1EpOpaIbHUM PO THATL0C THYHIM
npenaparom), OyaM BKIIOYEHI Y BCTYMHHMIA nepiof BNpoJoBK 4 THKHIB. Brpoaosix uiet
BeTynHOT (hasu 3aiiicHIOBANach onTHMisauis JiKyBaHHs MeTQOPMIHOM, a TPHUHOM IHIIMX
nMepopanbHUX MPOTHAIa0ETHYHUX MpenapaTis NPUIHHABCH. B KkiHUI BCTYMHOro nepioay
NALiEHTH, B SKMX TIPOJIOBKYBABCS BiI3HAYATHCh HEHANCKHMH KOHTPOIb 3aXBOPIOBANHS (piBHi
HbAlc KoauBanuch B Mexkax Bia 7% 10 10%), Gyau paHaoMizoBaHi B rpyinu, sKi OTpUMyBaiu
npenapat ConikBsa, iHCYJIiH I1aprid ado JiKcHCeHATHIL. 3 1479 nauieHTiB, 9Ki Oy BKIIOHEHI Y
gerynuy ¢asy aociimkenns, 1170 Oyam panaoMizoBaHi. ['ONOBHMMH TpHYHHAMH, sKi He
NO3BOJISIN BKJIOUMTH MALIEHTIB Y panaoMizauiiiny asy aocnikens, Oyau piBHI IIIOKO3H B
naasmi kposi Hariue > 13,9 mmonn/n1 Ta piedi HbAlc < 7% abo > 10% B KiHui BeTynHOI dasn
J0CTIIKEHHS.
XapakTepucTHKA MOMyNslii paHIoMi3oBaHHX falieHTiB 3 UyKpoBuM Aiabetom 2 Tumy Oynu
nactynuumu: Cepe/Hiii Bik cTaHoBMB 58,4 POKiB, NPH LLOMY BiK GinbwocTi nauientie (57,1%)
cranosue Big 50 10 64 pokis, 50,6% nauieHTiB Oy1M YONOBIKAMH. Cepenniil iHaeKe MacH Tina
(IMT) na uxiaHomy pieni ctanoBus 31,7 kr/m%, npu usomy y 63.4% nauientis IMT cTanosus
>30 kr/m®. CepeaHs TpuBajicTh LykpoBoro miaGery craHoBHna npuOIM3HO 9 pokis.
Merdopmin GyB 060B’#3k0BOIO (JOHOBOKO Tepamnicio, a 58% mallieHTiB OTPUMYBAJIH Ha
CKPUHIHTY TaKOX iHIIMIA nepopaibHUH npotuaiabeTuyHnii npenapar, Akum y 54% nauieHTiB
Gye npenapat cy1b}HOHIICEHOBHHH.
Ha tuxni 30 nikysauns npenaparom Conika NpH3BOAMJIO 10 CTaTMCTHYHO 3HAYYIOrO
nokpatmenns pisnis HbAlc (p-3Hadenns < 0,0001) nopiBHAHO 3 OKPEMHUMH KOMIIOHEHTAMH. 3a
pe3y/IbTaTaMu MOTEPeHbO BU3HAYEHOrO aHamisy wiei mepBMHHOI KiHUEBOT TOUKM Bill3HAYeHi
BiIMIHHOCTI y3ro[ukyBanuch crocoBHo Buxiaumx pisnie HbAlc (< 8% abo >8%) abo
NepopanbHOro NpOTHAIAGETHYHOrO NiKYBaHHS Ha BHXiAHOMY piBHI (MeTdoOpMiH y BHrIAd
moHoTepanii abo merdopmin y KomBiHauii 3 iHUIHM NepOpaibHHM npoTuaiabeTHYHUM
npenaparom).
IndopMmanis 1WOAO iHIIKMX KIHUEBMX TOYOK JOCHIUKCHHA HaBeACHa HMAK4YC B Tabnuui Ta Ha
306paskeHHi.
PesyabTaTH KAIHIYHOIO A0CTIIZKeHHS 3 101aBAHHAM Npenapary 10 merdopminy na Tumni
30 (nony.asinis nAUiCHTIB, IKi OTPHMAJIH JIKYBAHHS)

IIpenapat Incynin JlikencenaTua
CoaikBa rJaprid

Kiabkicrs naumieHTiB, $IKi 0TpHMAaIH 468 466 233
JiKYBaHHA
Pisenn HbAlc (%)

Buxignuii piBeHb (cepeaHe 3HAYCHHA, 8.1 8.1 8.1

mics BCTYNHOT Ga3u)

3aBepiieHHs J0CHiUKeHHs  (cepedHe 6,5 6.8 7,3

3HA4YCHHS)

3Mina MOPIBHAHO 3 BUXIAHHM piBHEM, -1,6 -1.3 -0,9

BU3HA4YeHa METOA0M HailMEHIINX

KBa/paTiB (cepe/IHE 3HaYEHHs)

BisMiHHicTs MOPIBHAHO 3 IHCYJIHOM -0.3

rinapriHom [-0.4: -0.2]

[95% noripumnii inTepran] (<0,0001)

(p-3HauyeHHA)

BiaminHicTb MOPiBHAHO 3 w

JMKCHCEHATHIOM 3
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[95% noeipuwnit inTepsan] (< 0,0001)
(p-3HaueHH$)
Kinskicrs nauienris (%), y skux Oyiu 345 (74%) 277 (59%) 77 (33%)
pocsaruyTi pigti [IbAlc <7% na Twxkni
30*
PiBenb rI0KO3H B NJa3Mi KpoBi HaTuie B N
(MmoJb/a1) —~ il '
Buxianuii piseHs (cepeatc navenis) 9,88 9,75 9.79
3apepiueHHs JOCHIAKEHHA (CepelHe 6,32 6,53 8,27
3HAYEHH)
3MiHa MOPIBHAHO 3 BUXIIHUM piBHEM, -3.46 -3.27 -1.50
BM3HAUEHA  METOJOM  HalMEHUIHX
KBaJpaTie (cepeaHe 3HAYEHHS)
3MiHa  MOPIBHAHO 3 IHCYJIHOM -0.19
raaprisom, BU3HaYeHa METOOM (-0.420: 0.038]
HaHMeHIHX KBaapatiB  (cepeaHe (0,1017)
3HAYCHHA)
[95% noBipuwii inTeppai]
(p-3HayeHHA)
3MiHa MOPIBHAHO 3 JIIKCHCEHATHJOM, -1,96
BH3HauyeHa METOI0M HaHMEHIIHX [-2,246: -1,682]
KBaJApaTiB (Cepe/IHE 3HAYECHHA) (<0.,0001)
[95% noBipuwuii inTepBa]
(p-3HayeHHA)
Mocrnpangianbuuii  piBeHb  IVIKO3H
yepes 2 TOAMHM Nicas mpmiiomy TKi
(MMoab/a)**
Buxiauuii piseHs (cepeHe 3HaUeHHs ) 15,19 14,61 14,72
3aBepuieHHs JOCHIJKEHHA  (CepelHe 9.15 1135 9.99
3HA4YCHH:)
3MiHa MOPIBHAHO 3 BHUXIJAHMM piBHEM, -5.68 -3,31 -4,58
BM3HAYEHA  METOAOM  HaliMEeHIIMX
KBaJIpaTiB
3MiHa  NOPIBHAHO 3 IHCYJIHOM -2,38
raprinom, BH3HayeHa METOA0M [-2,79; -1,90]
HAMEHIIMX  KBaagpariB  (cepeiHe
3HAYEHHH)
[95% poBipumii inTeppan|
3MiHa MNOpPIBHAHO 3 JIKCHCEHATHIOM, -1,10
BU3HAYEHA  METOJOM  HaNMEHLIMX [-1,63: -0,57]
KBAQJpPaTiB (Cepe/HE 3HAYEHHS)
[95% nogipuwmii inTepran|
Cepeans maca Tiza (kr)
BuxijHuii piBeHb (CepeHE 3HAYEHHS) 89.4 89.8 90.8
3MiHa TOPIRHSAHO 3 BUXITHUM DiBHEM, -0.3 1.1 2.3
BU3HA4YeHAa  METOAOM  HaliMEHLIMX
KBaJpariB (CepeaHe 3Ha4eHHs)
[MopiBHAHHS 3 iHCYJIIHOM IIapriHOM -1.4
[95% noeipuwmii inTepran) [-1,9:-0,9]
(p-3HaueHHs) (<0,0001)
TTopiBHAHHSA 3 JIKCHCEHATHAOM 301 Ty
[95% nosipuwmii inTepsan]* Ao A 2,610
Kiabkicrs nanienris (%), y sknx Oyan 202 117 2/ R0 AR A
pocsrmyti  pisni HbAle <7,0% Ges (43.2%) (25,1%) 1 37.9%) o |}
npupocty macu Tizia a Tuani 30 A e AR




130

[TponopuiiiHa BIAMIHHICTE NMOPIBHAHO 3 18.1

iHCYJIIHOM TaapriHom [12,2; 24,0]

[95% poBipunid iHrepsa| (<0.0001)

(p-3HAYCHH)

IIponopuiitha BiAMIHHICTL MOPIBHSHO 3 15.2
JTIKCHCEHATHIOM [8.,1;22.4]

[95% posipunit intepsan]®
JloGoBa 103a iHCYaiHY 1Iapriny
Jo3a incyniny Ha Tuxni 30, Bu3Hauena 39.8 40,5 He
METOJIOM  HaMMEHIUMX  KBaJpaTiB 3aCTOCOBAHO
(cepeHe 3HAYeHHS)
* He Bxi1oYyeHO B monepeaHbO BU3HAUEHil mpoueaypi A0CHIAKEHHS MOCTYMOBONO 3HMIKEHHS
piBHIB
** TlocTnpanaianbHuii piBeHb IMIOKO3M 4epe3 2 TOAMHM Micias npuifoMy DKi MIHYC piBeHB
TIIOKO3M Nepej NpHHOMOM TKi
3o6paxenns — Cepeani pisni HbAlc (%) na Bisurax nporsirom 30 THAKHIB JiKyBaHHS

At 4 Jdikysanns

E &5 Comm
A& 4 IEcym rmeprix
* * % Niscecesano

]
Be

e

Cepeane 3nagenns +/-
cTangapTHA momiLaa (%)

B S —

sod

e

—ry——t

Tuagensn

YV nauienti rpynu npenapary Conikea BiA3HAa4€HO CTATHCTHYHO 3HaYyllue Oinblue 3HHMKEHHS
cepeidboro npodigo piBHIB IMIIOKO3M B MIa3Mi KPOBi, W10 BH3HAYAIMCE CAMOCTIHHO Ha 7
4acOBMX TOYKaX, BiJ BMXiaHOro piBHA 10 Tuxkus 30 (-3.35 MMoab/1) NOPiBHAHO 3 NalicHTaMM
rpynu iHCYNiHy raapriby (-2,66 MMoab/n; BiaMiHHiCTh -0.69 MMOIB/1) Ta 3 maUieHTaMH Tpynu
nikcucenatuay (-1,95 mmons/n; Biaminnicts -1,40 mmoaw/a) (p < 0,0001 aaa 0Gox nopiBHAHD).

Ha Bcix yacosux toukax Ha Twxkni 30 cepeani piBHi rIFOKO3M B na3mi kposi 6yau HUAKYMMH B
rpyni npenapaty CosikBa MOPIBHSHO $IK 3 TPYMOK iHCYJiHY TJapriHy. Tak i 3 Ipyrnowo
JIKCMCEHATH/Y, 33 BUHATKOM TiJIbKM PIBHIB IIIOKO3M Tepe] CHiZaHKoM, sKi Gy noaiGHuMH B
rpymi nikapcbkoro 3acoby Conikea Ta B rpyni iHcyliHy riapriny.

Iepexio 6i0 bazanvHo2o iHCYAIHY

Kniniune oocnioxcenns ceped nayicumic 3 yykposum oOiabemom 2 muny, 6 AKUX Ha (owi
NIKYBAHHA OA3QILHUM THCYITHOM HE BIOHAYANOCH HANEHCHO20 KOHMPOIIO 3AXE0PI0GAHHS

3aranoM 736 nauieHTiB 3 LyKpoBHM aiaGeTom 2 THIy B3siu yyacts B paHnomajaaHmvly., 30-..
THKHEBOMY., 3 aKTHBHUM KOHTpOIIEM, Bmxpmomy 3 2 rpynamu JikyBaHHs, y«' leJIE‘HHx 0,
rpynax, GaFaToueH‘rposomy AOCHIAAKCHHI 3 OUIHKOIO edeKTHBHOCTI Ta ﬁcaﬁ{ _ npeuapa:ry o
CounikBa MopiBHAHO 3 iHcyaiHOM raaprinom (100 oa/ma). % £ 5 4
CKpHMHOBaHI Nali€HTH 3 UYKpoBMM aiaberom 2 Tumy OTPUMYBAIU niKy e ﬁa bHHM -f- 5 3
IHCYJIIHOM BNPOJOBK LIOHaliMeHIIe 6 Micalie B ctabiabHiil n06oBiit 1031 Big\y '5\110 40 MO i

'3




ISl MoHOTepanii abo B kombinauii 3 oaHuM ab0 ABOMA MEPOPATLHIMH npoTHaiabeTHYHHMH
npenapatamu (MeTopMiH, Tpenapat cy b OHINCEUOBHHM, THIHIA, inri6itop H3KTI-2 abo
iuriGitop Jl111-4), npn usoMmy piBHI HDA lc v HMX cTanoBHIM BIA 7.5% 10 10% (cepeunii
pinciin HbAle 1a expuninry CTAHOBHE 8.5%), a piRHi TMOKO3IM B NJA3MI KPOBI HATIIC
cranouan <10.0 mmons/n abo <11,1 wmmomb/n, B 3a71e)KHOCTI  Bijl TONEPEAHBOTO
npoTHaiabeTHUHOro NIKYBaHH.

ITicha CKpMHIHTY NalieHTH, SKi Oy/lM BH3HAYCHI NMPUAATHUMH ANs yyacTi B JOCHIKEHH
(n=1018). BKMOYATHCH B 6-THKHEBY BCTYNHY a3y, BIPOAOBK AKOT MauieHTH NpoOBKYBalH

OTpUMYyBaTH iHCYJiH rmaprin abo OynM nepeBeicHl Ha NiKYBaHHS HCYNiHOM TJIapriHOM y
BUINA/KY, SKIIO BOHM OTPHMYBAIH iHIUHH GasanbHMil THCYJH; NPH LLOMY 37ifiCHIOBANOCH
TUTpyBaHHs/CcTabini3allis 103K IHCYIiHY Ha doni npoaoBKenHs Teparnii meThopMiHOM (FKILO
pin  npuitmascs 10 uporo).  JlikyeaHHs Gyab-9KMMH  IHIIMMH  MEPOPaTLHUMK
npoTHaiabeTHuHUMHU npenapaTami Oy10 NpHIMHEHE.

TMicns 3aBepLICHHs BCTYIHOTO Nepiojly MauieHTH, y SKUX pisui HbAlc crasosnam Bin 7 10 10%,
piBHI TJIIOKO3M B TIa3Mi KPOBI HATIIE CTAHOBHIH <7.77 mmonb/n, a a060Ba 103a IHCYNIHY
rnapriny craHouna Bia 20 10 50 oAMHMU, Gy paHaomizoBaHi B Ipyry npenapary Comnixsa
(n = 367) abo B rpymny iHcyniHy raapriby (n = 369).

XapaKTepUCTHKH MOMy LT 1aHUX nauienTie 3 1ykpoBum AiaGerom 2 THmy GyJM HACTYNHHMH:
Cepenniit ik cratous 60,0 poKkis, mpH HBOMY BiK GinbinocTi nauientis (56,3%) CTAHOBMB Bil
50 1o 64 pokie, 53,3% mauientis Gyan KiHOUOT crari. Cepenniii inaexc macu Tina (IMT) Ha
BHXiZHOMY piBHi cTaHoBuB 31,1 kr/M2, ripu bomy y 57,3% nauientis IMT cranoeus 2 30 kr/m%
CepeHs TPUBATICTh 1YKPOBOTO jiabeTy CTaHoBUIA npuGIM3HO 12 POKiB, @ cepets TPUBANICTh
MONEPeIHBOTO JiKyBaHHs Ga3aTbHUM IHCYTIHOM — npubausno 3 pokn. Ha ckpuHiHTy 64.,4%
NalieHTiB B SKOCTI 6a3a1bHOTO iHCYIiHY OTPMMYBaiM iHCyJiH raaprid, a 95,0% oTpumysain
npuHaiiMHi OIMH nepopanbHuii npoTuaiabeTnyHuii npenapar.

Ha Twkui 30 nikyeamms npenaparom Cojikea NpPHM3BOAMIO /0 CTaTHCTHYHO 3HAYYLLOTO
nokpaienns pisHis HbAlc (p-3nayenns < 0,0001) TNOPiBHAHO 3 IHCYIIHOM IJapriHOM.
Indopmanis mOAO iHIWMX KIHUEBHX TOYOK JIOC/TiKEHHS HaBeleHa HWKYe B Tabauui Ta Ha
300paxeHHi.

PesyabTaTi KJAIHIYHOTO A0CHIUIKEHHS cepen pauicHTiB 3 nykpoBum aiaberom 2 Tumy, B
SIKHX He BiI3HAYABCH HAJEKHHH KOHTPOIb 3aXBOPIOBAHHS HA doni AikyBanus 6azaabHum
incyainom, na Tuxni 30 (nonyasiuis NamicHTIB, AKI OTPHMAJIH JiKYBaHHS
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[Ipenapart Incynin
Coaiksa rjaapriu
KiapkicTh nanicuTie, IKi OTPHMA/IN TIKYBAHHS 366 365
Pisennr HbAlc (%)
BuxiHuii piBeHb (CEpeHE 3HAYCHHA, MiCs BCTYIHOT 8,1 8.1
thazm)
3apepiueHHs JiKyBaHHS (cepe/iHe 3HaYeHHS) 6.9 7.5
3MiHa NOPIBHAHO 3 BHMXiAHMM piBHEM, BH3HaueHa 1,1 -0.6
METO0M HaiiMEHIIMX KBaJpAaTiB (cepeHe 3HaYeHH)
BiaMiHHICTB MOPIBHAHO 3 IHCYJiHOM IJIapriHOM -0.5
[95% nosipumnii inTepsan] [-0.6: -0,4]
(p-3HaYECHHA) (<0.0001)

Kinekicts nauientis [n (%)]. y sxux 6yan gocarnyti | 201 (54,9%) 108 (29,6%)
pieai HbAlc < 7% na Tuxni 30*
PiBennb rJI0KO3H B MJa3Mi KPoBi HaTIIE (MMOJIL/JT)

Buxianuii pisens (cepeiHE 3HAYEHHs) 7.33 7.32
3aBeplICHHS JOCILKCHHS (CepeIHE 3HAUYCHH) 6,78 6.69
3MiHa MOPIBHAHO 3 BHMXIJHMM pIiBHEM, BH3Ha4YCHa -0.35 -0,46 ..

METO0/10M HaliMEHIIIMX KBA/PATiB (CepeIHE 3HAYEHHS) Pt

BiaMiHHICTb NOPIBHAHO 3 iHCYIIHOM [IapriHOM 0.1 1/’ *

[95% aoBipumii inTeppan] (-0.21; Q,tf}'{‘ " :
MocTupanaiajabHuil piBeHb IVIFOKO3H Yepes3 2 roAHHH N\;' e b
nicas npuiiomy ki (MMoab/m)* ¥ a!\
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Buxianuii piBeHb (cepeAHe 3Ha4eHH )

14.85 14,97

3apeplieHHs J0CITiZKEHHS (Cepe/IHE 3HA4YCHHA )

9,91 13.41

3MiHa TOpPIBHAHO 3 BUXIIHMM PpiBHeM, BU3HaucHa
METUAUM HAMMEHIINX KBaAPatis (CepeaHe SHAIEHHS)

-4.72 -1,39

3MiHa NOPIBHSHO 3 IHCYNIHOM TNApriHOM, BU3HAYCHA
_ MeTOJIOM HaifMeHIINX KBA/PATiB (CCPCAHE 3HAUCHHS)
[95% noeipuuii inTepsa)

-3.33
[-3.89:-2.77)

Cepeans maca 1iaa (kr)
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Buxianuii piseHb (cepeaHe 3Ha4€HHA)

87.8 87.1

3MiHa MOpPIBHAHO 3 BHXIJIHMM pIiBHEM. BH3Ha4eHa
METOI0M HaliMeHIIMX KBaJpaTiB (cepeaHe 3Ha4YeHHS)

-0,7 0.7

[TopiBHSHHS 3 IHCYTIHOM I1apriHOM
[95% noeipumii inTepsa]
(p-3HayeHHs)

1,4
[-1.8;-0.9]
(< 0,0001)

Kiapkicts nauicutis (%), y skux Oyam nocarnyTi
pisni HbAle <7,0% 6Ge3 npupocry macu Tila Ha
Tuxni 30

125 49
(34,2%) (13.4%)

[ponopuiiiHa BiAMiHHICTb TOPIBHAHO 3 IHCYJTiHOM
raaprinoM

[95% noeipunii inTepBan]

(p-3Ha4eHHA)

20.8
[15.0; 26.7]
(< 0,0001)

Jlo6oBa /1032 iHCY.liHY TIapriny

Buxiauui pieHb (cepeiHe 3HAYEHHS)

35.0 3572

Kinuesa Touka (cepeiHE 3HAYCHHS)

46,7 46.7

3miHa j03d iHcydiHy Ha Twkni 30, BM3HaveHa
METOJ0M HaliMEeHIIMX KBaJAPaTiB (cepe/lHe 3HAYEHH)

10,6 10,9

* He BKIIOYEHO B NMONEPEAHBO BU3HAYEHiH MpOLEaypi AOCTIKEHHS MOCTYNOBOrO 3HWKEHHA

piBHIB

** [ocTnpaHaianbHuil piBeHb IIIOKO3M Yepe3 2 TOJAMHHM TiCaA Npuiiomy ©Ki MIHYC piBeHb

IIOKO3M Niepel NPHIToMOM TikKi

3o6paxenns — Cepeani pisni HbAlc (%) na sizurax nporsirom 30 THAHIB JIKyBaHHS
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Iepexio 6io azonicmy peyenmopie I'TII-1




Kainiune Oocniovcenna ceped nayicumié 3 yykposum oOiabemom 2 muny, 6 sKux Ha owui
HIKVBUHHA  ACONICMOM  PCYCRMOpIG TTI-1  ne  giosnauaiocs  Naieoenoso  Konmpoiio
3AXROPINGAHHA

qucxmnmcrb ta Geaneunictr npenapaty CynikBa B nopiBnsiii 3 1E3MIIIIHM uom.pc,mm
JNIKYBAHHAM @10HICTOM pcucmuplu [TII1-1 Gysu BuBYEH] B 26-THRKHCBOMY PaHIOMI30BAHOMY
RifikpUTOMY IOCTiReHRT. V- A0CTIKeHHl npHiiMano yvacTs 514 maumieHTiB i3 UyKpOBUM
piaGeTom 2 THIY, B AKMX HE BiA3HAYanocs HanekHOro Koutpomo (pisers HbAlc Bin 7% no 9%
BKJIFOYHO) 3aXBOPIOBAHHA, Ta SKi OTPUMYBAIW JiKyBaHHs JiparnyTAoM abo eKCceHaTHaoM
npotarom He Menmwe 4 wmicsuis abo aynarmytiaom, anbirmytnaom abo ekceHarHaoM 3
MPOJOHIrOBAHMM BHBIbHEHHSIM TPOTATOM He MeHle 6 Micsuie (yci mpenapati BBOAMIMCA B
MAKCHMAJIbHO TIEpeHOCHMIH 103i), i MeTdopMiHOM y BUIIsAI MOHOTepanii abo B NOEIHAHHI 3
mioraiTas’oHoM, iHriGITOpPOM HaTpifi-rmoko3Horo korpancnoprepy-2 abo 3 oboma. BiniGpani
nauieHTn OyiH paHnomizoBani abo ans npuiiomy npenapary Couiksa, abo 4715 NPOJOBXKEHHA
npuiiomy monepeansoro arowicta peuentopie  [TII-1 Ha agoxaTok 0 NONEPEAHLOrO
MepopanbLHOro NpOTHAIabeTHYHOIO JIIKYBaHHS.

Ha ckpuninry 59.7% cy6'exrin OTPHMYBaIH aronict peuentopie ITII-1 oaun abo agiui Ha
nens, a 40,3% orpumysanu aronict peuentopi I'TIII-1 onun pas Ha THKICHE. Ilin uac
CKpHHiHTY 6,6% cy6'ekTiB oTpiMyBann miornitasoH, a 10,1% — inriGiTop HaTpili-ril0KO3HOrO
KOTPaHCTIopTepy 2-ro iy B KomOiHawii 3 MEeTOPMIHOM. XapakTepHCTHKH nomny nauii
nocmn}xenﬂﬂ Oynn HacTynHi: cepeasiift Bik cranoBuB 59,6 pokis, 52,5% cyb'ekrie Oy
YOJIOBIKH. Ccpcnua TPHBANICTh maﬁery cranoBuna 11 pokie, cepeiHs TPMBATICTB MONEPEAHBOTO
JIKYBaHHA aromcramu peuentopis ITII-1 crasoBuma 1.9 poky, cepe,uﬂiﬁ IMT ctanoBue
npubansno 32,9 kr/M%, cepenns plLIK® cranosuna 87,3 mn/xe/1,73 M i 90.7% nauieHTis manu
plHK® >60 ma/xB.

Ha Twxni 26 nikyeanus npenapatom ConikBa TNPH3BOAMIO [0 CTaTMCTHYHO 3HAYYLLOro
nokpauenns piesis HbAlc (p <0.0001). TlonepeaHbo BU3HaueHMii aHalis MiATHIY aroxicra
peuentopie I'TITI-1 (oaun/aBa pasu Ha JeHb ab0 WOTHKHS), BAKOPHCTAHOTO Mijl Yac CKPUHIHTY,
moka3aB, mo 3miHa HbAlc Ha Twkni 26 OyJio aHaioriyHow Ads KOKHOT HiArpynu i
Y3roUKY€EThCA 3 NMEPBHHHMM aHantizoMm s Beiel nonynsuii. Cepenns noboea 103a npernapary
Coniksa Ha Tuxkni 26 craHoBuna 43,5 noainok 103y BaHHS.

Indopmantis 10A0 iHWHMX KIHUEBHX TOYOK JOCHIKEHHS HaBeAcHa HIK4Ye B Tadiuui Ta Ha
300pazeHHi.

Pe3yabTaTH KJAIHIMHOIO A0CAUIKEHHS cepel nmaunicHTiB i3 uykposum giaGerom 2 Tumy, B
SIKHX He BiA3HAYABCHA HAJIEKHHI KOHTPO.Ib 3aXBOPIOBaHHA HA (OHI JiKYBaHHS aroHicTamMu
penentopie I'IIII-1 na Tuzxni 26 (nony. isinisi nauicHTIB, AKI OTPHMAIH JIIKYBaHHSA)
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Coaniksa Aromnicr penenrtopis
I'TIII-1
K‘iﬂbKiCTb nagicHTiB, SKI  OTpHMAIH 257 253
JIKYBAHHS
Pisens HbAlc (%)
Buxiauuii piBeHb (cepeiHe 3HAYeHHs, Micas 738 78
BCTYNHOI ¢a3u) : 7
3apepiieHHs JIiKYBaHHs (CepeaHe 3HaYEeHHs) 6.7 7.4
3MiHa TOpIBHSHO 3 BHXIJHHM piBHEM,
BM3HAYEHA METOJOM HalMEHIUWX KBaJpaTiB -1.0 —0.4
(cepeaHe 3Ha4YeHHA)

BigMIiHHICTL  TIOPIBHAHO 3  AroHICTOM

pelenTopie 210 ['TI-1
[95% AT] =0,6 [-0.8; —0.3]
(p-3Ha4cHHA) (< 0.,0001)

Kiabkicts nauicurtis [n (%)], y sikux Oyan

0 "II..'
gocarnyTi pisai HbAlce <7 % ua Tuxknui 26 156 (61,9%) 65 ( i ’

IlponopuiiiHa BIAMIHHICTL TOPIBHSHO 3 36.1% (28.1%: 44,0%4° ‘\

s

~
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aronicrom peuentopis I'TITI-1(95% J1I)

p-3HauYeHHs <0,0001
Pigenb ra0OKo3H B IJa3Mi KpoOBi HaTme
(MMoOaB/T)
Buxijnui piBeHb (CEpeHE 3HAYEHHA) 9.06 9.45
3apepuieHHs  JIOCHIKEHHS (cepeaHe 686 - 8,66
3HAYeHHs)
3MiHa MOPIBHSHO 3  BHXIAHMM  pIBHEM,
BM3HA4Y€Ha METOJOM HaiMEHLIMX KBaJparTiB et —0,60
(cepeiHe 3HAYEHHS)
BiaMiHHiCTE ~ MOPIBHSHO 3 AroHICTOM
peuenTopis J0 I'TIII-1 -1,67
[95% Al] [-2.00; —1,34]
(p-3HAYCHHS) (<0.0001)
IMocrnpanaiaabunii piBeHb rI0K03H yepes 2
roAMHH mic/ast npuiiomy BKi (MMoab/m)*
Buxiaauii piseHb (cepeHe 3Ha4YeHHA) 13.60 13.78
3agepiieHHs JA0CIiUKEHHS (Cepe/iHE 3HAUYEHHS) 9.68 12,59
3MiHa MOPIBHAHO 3  BHXIJIHUM  piBHeM,
BH3HAYeHa METOJAOM HaHMEHIUMX KBajapaTiB -4,0 = 8
(cepeaHe 3HaueHHS)
3MiHa MOPiBHAHO 3 arOHICTOM PELENTOPIB 10
I'TITI-1, Bu3HAyeHa METOJOM HANMEHILIHUX
KBagpaTiB (cepenne 3HAYeHHs) —2.9
[95% OI] [-3.42; —2,28]
(p-3Ha4YeHH:) (<0,0001)
Cepeans maca Tina (kr)
Buxianuii pieeHb (cepeiHE 3HAUCHHS!) 93,01 95.49
3MiHa MOpPIBHAHO 3  BHXIAHHM  piBHEM,
BH3HA4YE€Ha METOAOM HaiMEHLIMX KBaapaTiB 1,89 —-1,14
(cepenHe 3HaYeHHA)
[Topieusnusa 3 arowicrom peuenrtopis [TII-1 -3.03
[95% JI] [2.417: 3,643]
(p-3Ha4yeHHs ) (<0,0001)

* TlocTnpaHaianbHUA PiBEHb TIKOKO3W 4yepe3 2 TOAMHH Iic/s MpUHOMY TKi MIHYC piBeHb

TITIOKO3M Nepe NpHHoMoM ki
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3o6paxenns — Cepenni pisni HbAlc (%) na Bizurax nporsrom 26 THKHIB JIIKYBaHHS
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OnpoyacHe  3acTOCYBAHHA  Iipenapary Conikpa 3 iHribiropamMu _ HaTpii-IIIOKO3HOIO
KoTpaHcnoprepy 2-ro THmy (iHridiropu H3KTI-2)

OnHouacHe 3actocyBanHs npenapary Conikea 3 inriditopamu H3KTI-2 niaTBepaKyeThes
aHani30M MiArpyn i3 TPHOX PAHIOMi30BAHUX KIIHIYHHX pocaikens Gasu 3 (119 nauienTis, sKi
OTpUMyBaiK KoMOiHallil0 iHCYIiHY raaprivy/1ikcuceHatMay 3 (QikcoBaHuM CIIBBIZHOLIEHHAM,
siKi Takok oTpumysainy inriGiropy H3KTI-2).

Oxne aochiaxkenns, nposeaene B €sponi ii ITiBuiuniii Amepuui, BKIiOHa€o B cebe nani 26
nauientis  (10,1%), sKxi oaHOYACHO OTPHMYBAIH komOiHALiIO IHCYNIHY Trhapriny Ta
nikcuceHaTHay 3 (BIKCOBAHMM CIiBBIAHOWEHHAM, METQOPMIH Ta inriditopu H3KTI'-2. Ille nsa
nocninkenns dasu 3 31 cneuianizoBaHOT ANOHCHKOI NMPOrpaMu KJIiHIYHOrO PO3BHTKY, BMKOHaHI
HA rnalieHTax, sfKi  He JIOCArIM  JIOCTATHBOIO KOHTPOMIO  IJIIKEMIl Ha  NeEpopajibHAX
npotumiaGeTMHMX TNpenapatax, HajanM JaHi WOAO 59 nauientie (22,7%) i 34 nauieHTis
(21,1%), BIANOBiHO, AKi OAHOYACHO OTPUMYBATH inribiropu H3KTI -2 it koMbiHalilo iHCYdiHY
raapridy Ta JiKCHCeHaTHy 3 QiKcOBaHNM CIiBBIIHOIIEHHAM.

Jlani umx 3 gociifkeHb NOKa3yroTh, IO MOYaTOK 3aCTOCYBAHHA Npenapary Cosniksa y naijicHTiB
i3 He/I0CTATHIM KOHTPOJIEM JiKyBAHHSAM, SIKi OTpHMYBaIH iHridiTopH H3KTI-2, npu3BoauTs 10
Ginplu 3HayHoro mokpawents pisHie HbAlc mnopiBHAHO 3 npenapaTamy nopigHsHHA. Y
nauieHTie, ki oTpumyBanu inriditopy H3KTI -2, He Gyio MiABMIIEHOTO PH3HKY rinormikemii 1
3HAuyIMX BiAMiHHOCTEH B 3araibHOMy npodini Oesneku B NOPIBHAHHI 3 THMH, XTO HE
orpumysas inriGitopu H3KTI-2.

TlocaiizKeHHs 3 BABYESHHAM BILTHBY HA CEPLIEBO-CYMHHI MOAIT

Beaneka iHCyJIiHY rIIapriHy Ta JiKCHCEHATHy CTOCOBHO CEpUEBO-CYAMHHHX nojiil BUBYAIACHL B
pamkax Kiiniysnx nociikeHs ORIGIN Ta ELIXA Bignosiano. OkpeMoro AOCHiUKEHHs 3
BUBYCHHAM BIIMBY npenapaty CoNiKBa Ha CepleBO-CYAMHHI NOJIT HE MPOBOAKIOCH.

Incynin  2napein. JIOCHiJUKEHHS 3HHKEHHS YacTOTH CepUEBO-CYAWHHMX YCKIAAHCHb IpH
iHiianbHOMy 3acTOCYBaHHI iHCYNiHY raapriny (10CaiKeHHs ORIGIN) Oyno BiaAKpHTHM
PaHIOMi30BaHUM IOCHIIKEHHAM, B sike OyJI0 BKIIOYECHO 12 537 nauieHTiB Ta B paMKax“fKOro-..
NOpiBHIORANOCH iKyBaHHS nperapatoM JlanTyc 3i CTaHIapTHHM NiKYBaHHAM fia 'MOMEHT. .’
NepuIoro BHHMKHEHHA cepilo3Horo HeGakaHoro seuma 3 GOKy cepueso-cynu_ﬁi_{&f/cwc-rgm11,
Cepiiosne neGakane sBuie 3 GOKY CepLEBO-CYAMHHOT CHCTEMH BKIIOHAO cméﬁﬁr&t;a'tﬁinoxfr
ceplieBO-CyAMHHOT NOAiT, HepaTanbHuii indapkT Miokapia Ta nedaranpHuit iu#yﬁkf. Meniana

\ C‘\ LS8 L
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TPUBANOCTI KOHTPOJLHOTO CHOCTEPEKECHHs B pAaMKax AOCIHIUKeHHS craHoBuia 6,2 pokis.
Yactora cepio3nux HebaxaHnmx sABMIL 3 OOKY CepUEBO-CYAHMHHOT CHCTEMH B paMKax
nocnigaenna ORIGIN Gyna noaibHoio Mixk rpynolo. mo orpumysana npenapat Jlantyc, 1a
rpYnolo. 1o OTpUMynana cranjaapTie gikynanng  (nijuomenng  pumkin [95% J11] mono
CeprO3HUX HeDAKAHMX aBuLL 3 BOKy cepleBo-cyauHHOT euctemu: 1,02 [0,94: 1,11]).

Jlikeucenamuo. Jlocnigxenns ELIXA Oyno pangomizoeanum, noasiitHo-cainuM, naanebo-
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KOHTPO/IbOBaHHM, DaraToHaLLIOHAIBHUM JOCHIKCHHAM, B paMKax AKOro 3iiCHIOBAIaCh OlliIHKA

CEpPLEBO-CYIMHHUX YCKIAAHCHb MiJl Yac NiKYBaHHS JIKCHCEHATHIOM Y MALLEHTIB 3 LKPOBHM
aiabetom 2 Tuny (n = 6068) nicis HelOAABHO NMEPEHECEHOrO FOCTPOrO KOPOHAPHOTO CHHAPOMY.
[lepBunHOIl0 KOMOIHOBaHOIO KiHLEBOIO TOYKOKW wWOA0 edekTHBHOCTI OyR uac 10 MepIoro
BHHUKHEHHs Oyb-AKOTO 3 HAaCTynmHUX HeDakaHMX SBHIL: CMEPTH BHACIIZIOK CEPLEBO-CYAMHHOT
noaii, Hedatanbuuii inpapkT miokapna. nedaranshnit iHcynbT aGo rocmitanizauis 3 NPUBOY
HecTablibHOT cTeHoKapail. Meaiana TpMBAanOCTI KOHTPOJNBHONO CrOCTEpPEXKEHHS B pamKax
AOCTIKEHHS craHoBuia 25,8 ta 25,7 micauie B rpyni jdikcucenatuay Ta B rpyni niane6o
BIAMOBIIHO.

Yactora nepeuHHOI KiHueBoi Touyku Oyna moaiGHOO Mix rpynoto nikcuceHatnay (13.4%) Ta
rpynoto niaunedo (13.2%): BIAHOMIEHHA PU3MKIB IS JIIKCMCEHATHAY MOPIBHAHO 3 nuauebo
craHoBuo 1,017 3 acouilioBanum 2-croponnim 95% nosipunm intepsanom (JI1) rin 0,886 a0
1.168.

Dapmarokinemuxa.

AOcopbuis. CniBBiIHOWEHHA iHCYNiH I7IapriH/1iKCHCEHAaTHA CYTTEBO He BIUIHBAE Ha
(hapmakokiHeTHKY iHCYJIiHy riapriy Ta nikcuceHatuay B npenapati Conikea.

[licis nigwkipHoro BpefeHHs KOMOIHAUIT iHCYNiH raapriu/TiKCHCEHATHA Yy mMalieHTIB 3
LlYKPOBUM JliabeToM | THmy iHCyniH raaprin He AeMOHCTPYBaB BHpaxeHOro miky. Excriosmuis
IHCYJIiHY r71apriy micas BBeAeHHA KOMGiHauil iHCYNiH raaprin / JiKcHceHaTHa cTaHOBMAa 86-
88% Bix excriosnuii, sika Bia3Hayanach MpU OKPEMHX OJHOYACHUX iHEKUIAX iHCYNiHy rnapriny
Ta jlikcuceHatuzy. Taka BIAMIHHICTb He BBAXKAETHCS KJIIHIYHO 3HAYY QK.

[Ticas mimwkipHoro BBeneHHs KomOiHalii iHCYNiH raaprin/iikcuceHaTHa y nauieHTiB 3
LyKpoBuM fiabetom | Tumy MeiaHa tmax JiKCHCEHATHAY 3HAX0AMach B AianasoHi Bix 2.5 10 3.0
roaud. AUC Oyna nopiBHAHHOI, B TOW Yac AK Bi3HA4al0Ch HE3HAYHE 3HMKEHHS Crax
nikcuceHaTHay Ha 22-34% nopiBHSHO 3 Crax, SIKA BiJ3HAYANach NMPH OKPEMHX OHOYACHMX
IH€KUISX IHCYNiHY rapriHy Ta JiKCHCEHATHIy: MpOTe, Take 3HHKEHHS MajJOHMOBIPHO MOJKe
OyTH KNiHIYHO 3HAYY LM,

Kniniuno 3navymi siaminHocTi B wenakocti abeopbuii nikcuceHaTnay npu Horo 3acTocyBaHHi
Y BHIIAZI MOHOTepanii micisi MiAWKIPHOrO BBEJEHHS B JITSHKY KMBOTA, JI€ILTONOXIGHOrO
M s3a abo crerta BiJCyTHI.

Posmogin. JlikcuceHatua XapaktepusyeTbess HM3bKUM (55 %) piBHeM 3B’S3yBaHHA 3 OGiakamu
naasmu momunn. Tlepeabauyeanmnii o6’em posmoainy nikeucenaTMay mnicis niamKipHOro
BBE/ICHHS KOMOIHAUIl iHCyniH riaprin/nikcuceHarna (Hess ssauuit 06°'em posmopiny, Vz/F)
ctaHoBuTh npubausHo 100 n. TlepenGauysanmii 06°em posmoainy iHcyainy raapriny micis
MiAWKIPHOTO  BBEACHHS KOMOiHaWil iHCyniH rnaprin/nikcucenatna (06’em posmoainy B
piBHOBaxXHOMY cTaHi, Vss/F) cranosuts npubauzuo 1700 1.

bioTpancdopmauis ta enmiminauis. Pesynbratm pocmimkeHHs 3 BUBYEHHAM MeTaGoi3My B
MALIEHTIB 3 LYKPOBHM 1iabeToM, fKi OTpUMyBanW iHCYMiH rnaprid y BHITAAI MOHOTeparii,
CBIZYATh MPO Te, IO iHCYJIiH IAPriH WBHAKO MeTabo.1i3y€eThCs Ha PiBHI KAPOOKCHIILHOTO KiHLIA
B-nanwiora 3 yTBOpeHHAM ABOX aKTMBHUX MeTaGonitie — M1 (21 A-rninuu-iHeynin) ta M2
(21A-rniunn-ne3-30B-Tpeonin-iHcynin). V nuasmi KpoBi roJloBHOIO LMPKY.IIOIOHOIO CHOJIYKOKO
€ metabonit M1. ®apmakokiHeTnuni Ta papMakoaMHaMiuHi AaHi cBiTYaTH PO Te, IO edexr
MIAWKIpHOT iH’€KUIT iHCYTiHY r1apriHy roJOBHUM YHHOM 3aJ1€KHTh Bij €KCrO3MLLT meTtabounity
MI1. -

S P
Ak i BCI nenTuaM, NiKCHCEHATHI BHBOAMTHLCS LIAXOM Ki1yGOYKOBOT binpTpauii 3 HacTyNHO -

L4

KaHaNbLEBOIO peabcopOuieio Ta MojanbuiMM  MeTabomiuHUM  posiienienHam 0. ‘MeHumx. -

MEenTH/IB Ta aMIHOKMCJOT, SKI 3HOBY BKIIOYAIOTBCA B OLIKOBMI  MeTabo 'ij;&li"._-.ﬂ-iéh-a
I e ¥

. . . £ L 0 o W gl
GaraToKpaTHOro BBEJCHHS Yy NALICHTIB 3 LYKPOBMM iaGeToM 2 THIY cepeaHiii T ]a\tll-la.IIhHHH
-] A
) )

o,
o
A,
y
\



197
yac HaniBBUBEICHHA CTaHOBMB NpuOIH3HO 3 roamumu, a cepeaniii yssumii kaipesc (CL/F)
cranoBuB npubansHo 35 a/rop.

Ocobnusl nony sl HateH s,

Hayicwmu 3 nopywennam @ywkyii nupox. Y nauieHTiB 3 Acrkum (KJIipeHe KpCATHHINY,
po3paxoBanuii 3a dopmynowo Kokpodra-I'onta, 60-90 ma/xs), nomipuum (KiaipeHe KpeaTHHiHY
30-60 ma/xe) Ta Bakkum (Kaipenc eraTmnu) 15-30 Mm’m) nopymenssm ¢ by mxui “Hupox AUC
nikcuceHatuay spocrana Ha 46%, 51% ta 87% eianoeiaHo.

3acTocyBaHHs iHCYNiHy TIJapriHy B MAalli€HTIB 3 MOPYMEHHAM (YHKIIT HUPOK He
aochifKyBanock. TuM He MeHle, y NawicHTiB 3 nopyweHHam Qyukuii HMpok moTtpeba B
IHCYJ1iHI MOsKke OyTH 3MeHIIeHa BHACTIZIOK 3HIKEeHHs MeTaboti3My iHCY iy,

Iayienmu 3 nopywennam gynxyii nevinxu. OCKiabKM NiKCMCEHATH] BHBOAMTBCS TOJOBHHM
YHHOM HHPKaMH, Y NaliCHTIB 3 TOCTPOIO ab0 XPOHIYHOKO NMEYiHKOBOIO HEAOCTATHICTIO JKOAHMX
(hapmakoKiHeTMUHMX JI0CiKEHb HE NPOBOAMIOCH. BNAMB nopyueHHs (yHKLIT neyiHku Ha
(hapmakoKiHeTHKY HiKcHCeHATHLY He NepeadayacThes.

3acTocyBaHHs! iHCYJNIHY IJIapriHy B NAUi€HTIB 3 LyKPOBMM AiabeToM Ta 3 nopyieHHaM hyHKiii
Me4iHKK He A0CHi/LKyBanock. Y nauieHTis 3 nopymwennsaM byHKiuii nedinkm norpe6a B iHcyniui
MOXKe OyTH 3MeHIIeHa y 3B’43KY 31 3HHKCHHSM 31aTHOCTI 10 MIIOKOHEOTeHe3y Ta 3HHKEeHHAM
meTaboi3My iHCYiHY.

Bik. pacoBa npHHaiexKHicTh, CTATh T4 MACa Tijia.

Incynin enapzin. Bnnus Biky, pacosoi HpHHa.TIE}KHOCTI Ta cTaTi Ha anpmaKomHeme IHCYJIIHY
rAapriHy He BHBYABCA. 3a pesy bTaTamMH aHalnisy MiArpyn, c)OpMOBaHMX 3a BIKOM, PACOBOIO
MPHHANEKHICTIO Ta CTATTIO, B PAMKAX KOHTPOIBOBAHMX KIIHIYHMX J0CIIKEHb Cepe/l J0POCIHX
MAU€eHTIB, AKi OTpUMyBanu iHcynid raaprin (100 oa/mn), KOAHMX BiAMiHHOCTElH CTOCOBHO
Gesneku Ta eeKTHBHOCTI BUABIEHO He Gy10.

Jlikcucenamuo. Bix He mae KIIHIYHO 3HAYYLIOTO BIJIMBY Ha cbapmaxonmemuy JIKCHCEHATHAY.
B pamkax nocnizkenns dapmaxokineTuku cepen oci6 noxmnoro Biky 6e3 mykposoro aiaGery
BBEJICHHA JIIKCMCEHaTHAy B 1031 20 MKr npu3BoAMIo 10 cepeanboro mniasumenus AUC
niKCHCeHATHAY B X ocib Ha 29% (11 yuacHuKiB gocnikenHs Gyam Bikom Bin 65 10 74 pokie i
7 y4acHHMKIB JOCIIKEHHS — BIKOM >75 pokiB) nopisHsaHO 3 18 ocobamu Bikom Bix 18 10 45
POKiB, 10, AMOBIPHO, NMOB’A3aHO 31 3HWKEHHAM (yHKUIT HUPOK y rpyni 0ci6 noxmuIoro BIKY.
ETHiuHa NpHHANEKHICTE He 3yMOBMOE KNiHIYHO 3HAYYLIOTO BIUIMBY Ha (apMaKOKiHETHKY
JKCUCEHATHLY, NMPO 110 CBiI4aTh Pe3y/bTaTH q;apmamkme'mqnux J0CTIKEHb, NPOBEACHHX 3
Y4aCTIO NaLi€HTIB €BPONEHCHKOT, IMOHCHKOT Ta KMTAHChKOT HALIOHAIBHOCTI.

Cratb He Ma€ KIiHIYHO 3HaYYIOTO BIIMBY Ha GapMakoKiHETHKY NIKCHCEHATHAY.

Maca Tina He mae KaiHiYHO 3HaYymoro nauBy Ha AUC nikcucenatuy.

IMyHoOreHHicTh. 3a HaABHOCTI @HTHTIN [0 JiKCHCEHATHAY HOTO eKCro3Wuist Ta BapiaGenbHicTh
HOro eKCro3uLIT CyTTEBO MiIBUILYIOTHCS, HE3aMeKHO B/l PiBHS 103yBaHHS.

Joxniniuni 1ani 3 6e3nexn.

Koauux jocnimkeHb Ha TBapuHax i3 3acTOCYBaHHAM KOMGiHawil iHCY7iHY raaprivy Tta
MIKCHCEHATHAY VI8 OUIHKH TOKCHYHOCTI NpH GaraToKpaTHOMY BBeAeHHi, KaHLeporeHesy,
I€HOTOKCHYHOCTI YU TOKCHYHOTO BILMBY Ha PENPOLYKTHBHY CHCTEMY HE NIPOBOJHIOCE.

IHeynin rnapriv. Jlokniviuxi gaui, orpumani y CTaHAAPTHHX AOCAIKEHHAX (apMakonoriyHof
Oesnexu, TOKCHYHOCTI NpH GaraToKpaTHOMY BBEJEHHI, IeHOTOKCHYHOCTI. KaHIEPOreHHOTr 0
MOTeHUiaTy Ta TOKCHYHOrO BIUIMBY Ha PENPOAYKTMBHY CMCTEMY, CBiI4aTh Mpo BiACYTHiCTH
Oyab-AKNX crieLndiYHUX PU3HKIB NS TIOMHM NPH 3aCTOCYBAHHI THCYTiHY raapriny.
Jlikcucenatua. B pamkax 2-piuHuX J0CHiIKeHb K&HLICpOFEHHDCTl npH NiALKIPHOMY BBE/ICHHI
npenapary y Urypie Ta Muieil criocrepiranucs Henetanbii C-KMiTHHHI MyXJIMEM WMTONOAiGHOT
3a034, AKi OyaM posUiHeHi AK TaKi, WO 3yMOBIEHI HEreHOTOKCHYHMM MeXaHi3MoM,
onocepeiKkoBaHuM peuentopamu 10 GLP-1, 10 skoro rpusysn oco61Bo qymum C- Km'ruuﬁa__
rinepniasis Ta ageHoma CIIOCTCpII‘a.I'IHCb y mypie Ha (oHi 3acTOCYBaHHS BCiX ,uocnmﬁcyaaﬁux* :
7103, @ MAKCUMATbHY /103y, NPH sKiii He BiA3Hayanuck HeGakaHi edeKkTH, BUHAUMT HE,B‘}]&'IOCB
Y Mueii i edekTi BUHUKAMH PH PiBHI eKcnosuuii, mo y 9,3 pasu nepesmuvaqz cdcnoaumm*
B JIOACH NP 3aCTOCYBaHHI TEPaneBTUMHMX 103 npenapaty. Y muineii He CHOdFSpIﬁ!hOCL C-
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KIITHHHUX KapLMHOM, a y LlypiB BOHH BUHHKAAM NMPH PiBHI eKcnosuuil. wo npudauzbo y 900
pasiB MepeBMILYBaB EKCIO3HUILIIO Y J110/1eH NPH 3aCTOCYBAHHI TepaneBTHYHUX 103.
B pamkax 2-piyHOro J0CTUKEHHS KaHLUEPOreHHOCTI NMPH MIALIKIPHOMY BBeIEHHI npenapary y
MHIIel Dinaveno 3 nunoH  0/1eNoKapIHIIOMH  CIJIOMCTPIIO 31 CTATHCTHYNO 3HAYYIIHM
HIABMILEHHAM 44CTOTH LBOIO 3aXBOPIOBAHHS B IPYMNi 3aCTOCYBAHHSA CepeHiX 103 mpenapary.
KI 3yMOBJIIOBaJIH piBeHb €KCMO3MLII. 10 NepeBMILlyBaB €KCHO3MUIK B jogeil y 97 pasis.
Koanux cdekTis, NOB A3aHNX 13 3aCTOCYBAHHAM NpCnapary. Bia3HaucHo He Gyro.
Pesynbrati 10CHi/KeHb Ha TBAPUHAX HE cBiA4aTh Npo Oyab-skuil Oe3mocepeaHiil WIKiLUTHBHIA
BIUIMB Mpenapary Ha (EepTHBHICTE caMmUiB Ta caMOK wypiB. Y co0ak, SKMM BBOJAMBCH
NKCHCEHATHL, CIOCTEPIraIuCh 3BOPOTHI NOPYIICHHS B A€YKaX Ta NMpUaTKax ac4ok. Y 310poBHX
YOJIOBIKIB HE BIJ3HAYEHO JKOAHOTO BIUIMBY Mpenapary Ha CHepMaroreHes, IOB'A3aHOrO i3
3aCTOCYBAHHAM Npenapary.
Y J0cHiKEeHHAX 3 BUBYEHHAM BIUIMBY Npenapaty Ha BHYTPIUIHBOYTPOGHHI PO3BMTOK y 1ypiB
Ha (OHI BCIX AOCHIKYBaHMX 7103 NiKCHCeHaTHay (MpW piBHAX ekcrnosuuii, mo y 5 pasis
NepeBHIILYBaIl €KCIO3HLIIO B JIO/ei) Ta Y KPOMiB NpH BBEACHHI BUCOKMX /103 npenapary (npH
PiBHAX eKenosuuii, wo y 32 pasu nepeBHILyBalu €KCMO3MLIK B I0ei) cnocTepirainch Baau
PO3BHTKY, CIIOBLIbHEHHS POCTY MJIOAa, 3aTpUMKa ocudikalii ta noGiuni edextu 3 GoKy ckenera.
B ofox momensx n0cnikKyBaHMX TBapMH BiJ3HAYANACh He3HAYHa TOKCMYHA Jid Ha
MaTePUHCHKMIH OpraHisM, W0 NPOSBAANACh Y BUTIIAAI 3MEHIICHHS CTIOKHMBAHHSA 1Ki Ta 3HH/KCHHSA
Macu Tina. PicT HOBOHapoaKeHUX LiypsaT OyB CHIOBIIbHEHHI cepe caMUiB, sKi MiIaBaInCh aii
BUCOKMX JI03 JIKCHCCHaTHAY BNPOAOBXK Mi3HBOTO recTauiiiHoro mepiosy Ta nakrauii, 3
HEBEJMKMM 3011bIIEHHAM CMEPTHOCTI LILypAT.

Koainiyni xapakrepucrurm.

Hoxkaszanna.

Jlns niKyBaHHA A0OPOCIMX MALIEHTIB i3 HEJOCTATHBO KOHTPOJILOBAHMM LIYKPOBHM diaGeTom 2
THITY 3 METOKO NMOKPAILCHHs KOHTPOJIO IIKEMIT K JI0NOBHEHHS [0 Ai€TH i BIIpaB Ha J01ATOK /10
MeTopMiHy 3 iHriGiTOpamMM HATPil-rIOKO3HOrO KoTpaHcnoprepy 2-ro Tumy abo 6Ge3 Hux.
(PesynbTat 10C/iKeHb 0/10 BIIMBY Ha KOHTPOIb IJiKeMii Ta A0CHimKeHi rpynu nauientis
auB. y posainax «OcobauBocti 3acTocyBanua» i «@apMakoanHamikay).

Ilpomunoxazanna.
linepuyTiuBicTe 10 All0YMX peyoBHH a60 10 GyAb-SKOT A0MOMIKHOT PEYOBHHH, IO BXOAMTH 10
CKJ1aay mpemnapary.

Bzaemooia 3 inwumu nikapces Kumu sacobamu ma inwi euou 63aemodiii.
JKoaHux JochijKeHb 3 BHBUYEHHSAM B3aeMOAii nikapcekoro 3acofy CosikBa 3 iHIIMMH
niKapchKMMM 3aco0amu He NpoBOAMAOCH. IHdopMalis, HaBeleHa HHKYE, TPYHTYETBCS Ha
pesy/bTaTax A0CHiKeHb, NPOBECHHX 3 OKPEMHMH KOMITOHEHTaMH Npenapary.
®apmakoMHaMiuHi B3aeMOJil. ICHY€ psil peyoBMH, SKi BIUIMBAIOTE HAa MeTaGOi3M FIIOKO3M, y
3B’3KY 3 UMM IXHE 3aCTOCYBAaHHA MOKe NPHU3BOAMTH A0 HeoOXiMHOCTI KOpeKwii 103yBaHHs
nikapebkoro 3acoby Conikea.
/10 petoBHH, SIKi MOKYTb MOCHIIIOBATH LyKPO3HIIKYIOUMIA eeKT Ta 36i/1bIIYBATH CXMIBHICTD 10
BUHUKHEHHS rinoriaikemii, HanexxarTs mnpoTuaiaberwuni mikapcbki  3acobm, iHridiTopu
aHTioTeH3MHNEpeTBopIolouoro  pepmenty (AIID), ausonipamin, ¢ibpartn, dayokcern,
inribitopu Monoaminokcuaasu (MAO), neHTokcudinin, nponokcudeH, camiumraTH Ta
Cy.?]bI:baHiJIaMillHi aHTHOI0THKH.
Jo peHOBHH, SIKI MOKYTb 10CTa0/MOBATH LYKPO3HHKYIOUHA eDeKT, HanexKaTh KOpT Mxocrepomu
JlaHa30l, Aia30KCU. AiyPEeTMKH, IUIIOKATOH, i30Hia3Wji, €CTPOTEHH Ta NPOreCTHHW, MOXiuHi
(peHOTiasuHy, CcOMATpOMiH. CMMMATOMiMETHKM (Manpukian, eniHedpun (anpenanm)
cansOyTamon, TepOyTanin), rOpMOHH M TONOAI0HOT 331031, aTHIOBI aHTancnxomqm J]lhap(:bl(l ES
3ac00M (HanpuKiaj, KI03aniH Ta oJaH3anin) Ta iHribitopu nporeas. 7o e T
bera-agpenoGnokaropu, KIoHiAMH, coai AiTi0 aG0 anKoronb MOXKYTH SK nocunﬁonam TaK v
nocnabuioBaTH - LYKpOsHWKYIOunii  edekt iHcyniy. Ilentamizue moxe anp '-IHHIOBaTH -; "
FiNoriKeMilo, nics AKoT iHKOIM MOXe PO3BHHYTHCH TiMepriikemis. .\j o J /
\"__':?' e
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KpiM TOro, i i€l cMMIaToniTHYHuX 3aco0iB, TAKHX AK Gera-apeHOOI0KATOPH, KJIOHLIMH,
ryaHeTHAMH Ta pe3epriii, 03HAKH aAPEHEPriuHOT KOHTPpEryasiii MosKyTh nocnabmosarues ado
30BCIM 3HUKATH.

dapmakokineTHuni pzaemoaii. JlikenccHaTH € MCNTHAOM Ta HE MCTABOIZYCTRCA 30 YYACTHO
uutoxpomy P450. 3a pesynbrataMu A0CHIAKEHb B YMOBAX in Vilro NiKCHCEHATH]1 He BIJIMBAB Ha
AKTMBHICT 0CILKYBaHKX i30hepmenTis uutoxpomy P450 ta TpancrnopTepis MOAMHM.

TIpo *oaHi hapMaKOKiHETHYHI B3a€MOZIT IHCY TiHY raapridy HEBIIOMO. '

Bnnug cnopodcHenHs wyHKY Ha NepopaibHi mikapcski 3acodu. CrOBLIHEHHA CMOPOKHEHHA
ITYHKY, 3yMOBJIEHE 3aCTOCYBAHHAM JIKCHCEHATHIY, MOXKE 3MEHIIYBaTH mBKAKICTb abcopOuil
TiKAPCHKMX 3ac06iB, 1O NPHIIMAIOTECA NMEPOPaIbHO. 3a MALICHTaMH, 1O OTPUMYIOTh JIKapCEKi
3aCO0M, SIKi MAIOTh BY3bKHil TEPANeBTHYHHIT iHAeKke a00 AKi BUMAraloTh PETEILHOTO KJIIHIYHOTO
MOHITOPHMHTY, TIOBMHEH 3i/iCHIOBATHCH PETEAbHUA Harisi, 0co0JMBO Ha NOYaTKy NiKyBaHHA
nikeucenatugom. 1li nikapepki 3aco0M MOBHHHI MPUIHMATHCE Y CTaHAaPTU30BAHOMY MOPAAKY
BiHOCHO MpHiiomy JikcuceHaTHay. Ko Taki nikapcbKi 3acodu NOBUHHI NPUAMATUCEH 3 TKEIO,
TO naiicHTaM MOTPIGHO PEKOMEHIYBaTH MO MOKIMBOCTI MpUAMATH IX 3 THM npuiiomom ixi,
KOJIM HE BUKOHYETBCS BBEACHHA JIKCHCEHATHILY .

[1lo cTOCYEThCS MEpOpaibHUX TiKapehKUX 3ac00iB, eheKTHBHICTb SKMX 0COGIHBO 3a/ICKHTH Bill
MOPOrOBMX KOHLEHTpALiii, HANpHKJaj, aHTHOIOTHKIB, TO MALIEHTaM NOTPIOHO PeKOMEHAyBaTH
npriMaTH Taki Jikapcbki 3aco0u npuHaiiMBi 3a 1 roauny Ao abo yepes 4 rosMHu micas iH exuii
JKCHUCEHATHY .

KHWKOBOPO3UMEHI NiKapchKi (OpMH, sKi MICTATH PEYOBMHH, UYT/IMBI A0 PO3IICHICHHA B
WIYHKY, TOBMHHI npuiivatuch 3a | roamdy 1o aGo uepes 4 roamuu micis iH exuii
NIKCUCEHATULY.

[apayemanon. Tlapauetamon BHKOPHCTOBYBABCA y AKOCTI MO JiKapchbKOro sacoby and
OLHKM BIUIMBY JIKCHCEHATHWIy HA CMOpPOXKHeHHs wuIyHKy. Ilicns oaHOKpaTHOro npuitomy
napateramony B 203i 1000 mr AUC Ta ty2 napaueramosny 3aIHIIanucs He3MiHHUMH, HE3aJICKHO
Big wacy npuiiomy npenapary (10 aGo nicas iw'exuii nikcucenarniy). Ilpu 3aCTOCYBaHHI
npemnapaty uepes | rogusy abo yepes 4 roauHu micns BeeaeHHA 10 MKr mikcHceHaTHIy Conax
napaueTamMony 3MeHiyBsanach Ha 29% i 31% BianosinHo, a MeaiaHa tmax 30inbiyBanach Ha 2,0 i
1,75 roauuu BianoBimHo. ITporHo3yeThCs, WO MPH BBEAEHHI JIKCHCEHATHIY B MiATPUMYIOU1H
103i 20 Mkr Gyje crioctepiraTies mie Gisblue 3pOCTaHHsA tmax | 3HWKEHHS Cmax NApaleTamMoty.
ITpu npuitomi napatieTamorny 3a | roauHy 10 BBeJIeHHS JikeuceHaTHay Cmax 1 tmax TIAPALIETAMOITY
HE 3MiHIOBAJIMCh.

3 orusidy Ha HaBeJeHi pe3yabTaTH HeoOXiAHICTh Y KOPEKIIT 103yBaHHA napaleTamMoy BiACY TH,
ane MoAOBKEHHS tmax, SK€ CIOCTEPIranoch. KOJW Napaneramos npuiiMaBcs uyepes |-4 roaunu
nicas BBeJIeHHS JiKCHCEHATHIy, MOTPiOHO BPaxoBYBAaTH, KOJW s eDEKTHBHOCTI HEOOXiaHHi
WBHAKHH MOYATOK Ji.

Hepopanvni  koumpayenmusy.  OJHOKpaTHWH  NPHIAOM  NEPOPATLHOTO  KOHTPALENTHUBY
(etuninectpaniony 0,03 mr / nesoHoprectpeny 0,15 wmr) 3a 1 roausy ao abo 4epes 11 roaun
micns sBeaeHns 10 MKr nikcuceHaTHay He BMIMBaB HA Cmax, AUC, ti2 1 tmax €THHINECTpaniony
Ta JIeBOHOprecTpeny.

[Mpuitom nepopaibHOro KOHTpauenTHBy uepe3 | rojuHy abo yepes 4 rOJAMHU MIC/s BBEICHHS
nikeucenatuay ne srmeas Ha AUC i ti2 eTuHinecTpagiony ta jnesoHoprectpeiy, Xo4a Cmax
eTHHinecTpadiony 3HWKyBanack Ha 52% i 39% BianoeiaHo, Cmax JIGBOHOpPrecTpelny
3HMKYyBanach Ha 46% i 20% BiANOBiAHO, @ Me/iaHa tmax 30inblIyBanace Ha 1-3 roanHu. Take
3amkeHHs Cmax Mac oOMekeHy KAiHiuHY 3Ha4YywlicTh i HeoOXiAHIiCTH y KOpeKuil 103yBaHHs
rnepopaibHUX KOHTPALENTHBIB BIACY THA.

Amopeacmamun. Tlpn cynyTHBOMY 3acTocyBaHHi jikcucenaruay B no3i 20 mxr Ta
aroppactaTMHy B 1031 40 Mr, sKki npuiiManuce BpaHUi BNPOJOBK 6 [HIB, EKCIO3MLs
aTopBacTaTHHY He 3MiHIOBasacs, B TOH 4Yac AK Cmax 3HHKYBanach Ha 31%, a tmax MOLOBKYBABCS
Ha 3,25 roguHu.

Takoro 36iNbIEHHS tmax HE CIIOCTEPIrANOCh Y BUMAAKY, KOJIH aTOPBACTATHH NpHitMaECs BBeuepi;
a nikcucenarna BoauBes Bpanit, ane AUC i Cmax aTopBactatiny npu ubomy 36iisiuyeanmcs

. . - e s
Ha 27% 1 66% BiANOBIIHO. G aptiis



LLi 3MinM He € KIIHIYHO 3HAYYLIMMH, TOMY HEOGXiAHOCTI Y KOpeKuUil 103yBaHHS aropBacTaTHHY
NpH HOro CynmyTHLOMY 3aCTOCYBaHHI 3 JIKCHCEHATHAOM HEMac.,

Baphapun ma inwi noxioni Kymapury. 11pn OQHOMACHOMY 3acTocyBaHHI Baphapuuy B 1031 25
MI Ta BaraTOKpaTHOMY BBCACHHI JIIKCHCCHATHY B 1031 20 MKI HC BiAMIYAN0CA KOAHOTO BILTHBY
Ha AUC abo MHB (mixunaponne HopMmanisopaHe BigHOWEHHS), B TOM 4ac 9K Cpax 3HHKYBaNACh
Ha 19A:,  tmax MOAOBKY BaBCS Ha 7 TOAMH.

3aCTOCYBaHHI 3 NIKCHCCHATHIOM HEMac: THM HE MEHIIE, Ha TI0YaTKY Td TPH 3aBepIIEHHi
NIKYBaHHA JIKCHCEHATHMIOM Yy TMALi€HTiB, AKi npuiimaote Bapdapun i/a6o iHmi noxiwi
KYyMapHHy, PEKOMEHIYEThCS 3/11HCHIOBATH YacTHii MOHITopuHr MHB.

Hueoxcun. Tlpn cynyTHbOMY 3acTOCYBaHHI JiKcuceHaTHIy B 1031 20 MKr Ta JMrOKCHMHY B 403i
0.25 mr y pisHosaxHomy ctani AUC aMrokCHHY He 3MiHIOBanach. I1pu LBOMY tmax AMTOKCHHY
30inbmMBCeA Ha 1,5 roguHu, a Crax 3MeHIIWAACh Ha 26%.

3 orasay Ha ui aani HeoOXiaHOCTI y KOpekuil Z03yBaHHs JAMrOKCHHY MpH HOTO CYMyTHBHOMY
3aCTOCYBAHHI 3 NIKCHCEHATH/IOM HEMae.

Paminpun. Tlpu cynyTtHpoMmy 3acTocyBaHHi nikcuceHaTHay B 1031 20 Mkr i paminpuay B 103i 5
mr Brpoaosx 6 anis AUC paminpuiy 30inbmmaace Ha 21%, B To# yac K Cnax 3MEHILMIACH HA
63%. Ilpn ubomy AUC i Cpax aKTHBHOro MetaboniTy (paminpuaary) He 3MiHIOBATHC.
3HaueHHs tmax PAMINpuIY i paminpunaty 36inbuwmnock Npuban3Ho Ha 2.5 roguHu.

3 ornsay Ha Ui JaHi HeOOXIiAHOCTI y KOpekuil J03yBaHHs paminpuiy npu HOro cyryTHbOMY
3aCTOCYBaHHI 3 JIIKCHCEHATHIOM HeMae.

Ocobausocmi 3acmocyeanns.

[Ipenapar CosikBa He MOBMHEH 3aCTOCOBYBATHCH Y MALLEHTIB 3 LyKpoBuM aiabetom | Tuny aGo

AJ15 NIKYBaHHA AiabeTHYHOro KeToaMao3sy.

[inornikemis.

inoraikemis Gyna nebakaHolO peakilicio, Npo AKy MOBIAOMISIOCH HAyacTille Npy JiKyBaHHi

npenapatom Coinikea (amB. po3ain «lloGiuni peakuii»). [inoraikeMis Moke BHHHKATH, SKIIO

Ao3a npenapaty Conikea € BULILOIO, HIX HeoOXiaHa.

®akTopu, AKi MiABHULYIOTH CXHJBHICTb [0 BHHMKHEHHS TiMOrIiKeMii, BMMaraiotb OCOGIHBO

PETEILHOTO MOHITOPUHTY Ta MOXYTbh TPH3BOAMTH A0 HeoOXiAHOCTI B Kopekuii 103yBaHHs

npenapaty. /1o Takux GakTopiB HanekKarh HACTYIIHI:

- 3MiHa AiNSHKM 10 ekl

- 30iiblIeHHs YYTIMBOCTI 40 iHCYNiHY (HANPHKIIAL, MPH YCYHEHHI CTPecoBUX GaKkTopis)

- HE3BM4YHE, HaaMipHe abo TpuBaie (izuyHe HABAHTAKEHHS

- CYNYTHE 3aXBOPIOBAHHs (HANPHUKJIa, TaKe, 110 CYNPOBOIKYETHCS OIIOBAHHAM, Jiapecio)

- HeaJeKBaTHUI npuiiom ixi

- MporlycK npuiiomy i

- BKMBAHHS aJKOTOJIIO

- JIesiKi HEKOMINEHCOBaHi €HJOKPHHHI po3naau (HanpuKiaj, rinoTHMpeo3s Ta HeAOCTAaTHICTH
nepe/IHbOi YacTKH rinodiza 4u Kopu HaJHUPKOBHX 3aJ103)

= OJHOYACHE 3aCTOCYBaHHA JEAKHMX IHIIHX JiKapchbKUX 3acobiB (auB. posain «Bszaemonis 3
IHIIMMH JTIKapCBKUMHM 3ac00aMu Ta iHLII BHAK B3aEMOIi»)

- Np¥  3acTocyBaHHI Jikcucenatuay i/aGo iHcyniny B komGiHauii 3 mnpenapatamu
CynbOHINCEHOBMHM MOKE MiIBUIIYBATHCH PH3MK BUHHKHEHHS TiMOrIiKeMil, y 38's3Ky 3
uuM npenapat CollikBa He TOBMHEH 3acTOCOBYBaTHCh B KomOiHauii 3 mnpenaparamu
Cyab(oHiICeYOBUHM.
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JlozyBanns npenapaty CoslikBa NOBHHHO NiaGMpaTHCh IHAMBIAYaNbHO 3 ypaxyBaHHAM KIiHIYHOT

BIAMOBIZI, & HOro THTPYBaHHA 3JiHCHIOETLCS BIANOBIAHO 110 NOTpe6M malieHTa B IHCYNiHI (1HB.
po3nin «Cnoci6 3acTocyBaHHs Ta 103M»).
I"ocTpuii naHKpeaTHT. A

3acTocyBaHHs aroHicTiB pelenTopiB 10 raokaroHonoaidHoro nentuay-1 (GLP- 1) acomrombca',"*

3 PU3UKOM PO3BHMTKY FOCTPOro NMaHKpPEaTHTy. TloBinomnsanoce Npo HEBEITHUKY K!bel(l Th BHI'[a,B,KlB =

FOCTPOro NaHKpeaTHTy Ha doni 3acTocyBaHHs JKCHCEHATMy, Xoua HaHBthI‘be n,ﬁnquﬂuo- L

HaCNiIKOBOTO 3B’ A3KY 3 ﬂpliMDMO]\i npenapary BCTAaHOBIIEHA He ovna IMauie MHOBHHHI GYTH

l-‘.‘ L
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npoiHdopMOBaHi MPO XapakTEPHi CHMNTOMM TFOCTPOro MAaHKPEATHTY. Taki $K MOCTIHHMIA
cuabHMI 611k B KMBOTI. YV BHNAAKY MiZ03pH HAa NMaHKpeaTHT 3actocyBanHs npenapaty Cosiksa
HeOOXIAHO TNPHNMHHUTH, AKIIO TOCTPHI MAHKPEATHT MiATBEPUKYETbCA, JIKCHCCHATH]
npuinauath Ginnime ne Mok, Y naigcnTin 1 magniicTio nankpeaTuTy noanamiesi norpitio
JNOTPUMYBATHUCh 00EPEKHOCTI NPHU NPU3HAYCHHI Npenapary.

Baxike 3aXBOpIOBAHHA LITYHKOBO-KHIIKOBOTO TPAKTY.
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3actocyBaHHs aroHicTie peucntopis ao GLP-1 moxke Gytu acouiiosanc 3 ncbamkaHuMH
peakuiaMu 3 OOKY LUITYHKOBO-KHILIKOBOTO TPakTy. 3actocyBaHHs npemapaty Colikea He
JOCHIKYBANOCh Yy MNAWIEHTIB 3 BAKKMMM  LIJIYHKOBO-KMIIKOBHMH  3aXBOPHOBAHHAMH,
BKJIIOYAIOYH BaXKKMH racTponapes, y 3B A3Ky 3 UMM 3acTOCYBaHHA Jiikapcbkoro 3acody Couniksa
Y TaKMX MaLi€HTIB HE PEKOMEHAYEThCA.
Baxke nopyurenns GpyHkUii HUPOK.
TepaneBTHYHMIA JOCBIA 3aCTOCYBaHHS Mpenapary B MALEHTIB 3 BaXKUM NOpYIEHHIM QYHKLT
HUPOK (KaipeHc KpeaTHHiHy MeHme 30 MJI/XB) Ta NpM TepMiHambHi cTaaii XBOpoOH HUPOK
BIJICYTHIH. 3acTOCYBaHHA Npenapary y NauieHTIB 3 BAXKKUM NOPYIIECHHSIM QYHKUIT HUPOK Ta npH
TepMIHaIBHIHA cTanil XBOPOOH HMPOK HE pekoMeHayeThes (AMB. po3ainu «Cnocié 3acTocyBanHs
Ta 1031» i «@apMaKonorivyHi B1acTUBOCTI. @apMaKoKiHETHKAY).
OaHoyacHe 3aCTOCYBAHHS IHUIMX JiKapCbKUX 3aco0iB.
CroBifIbHEHHS CIOPOKHEHHS WINYHKY, 3YMOBJIEHE 3aCTOCYBAHHAM JIIKCHCEHAaTHAY, MOKe
3MCHIIYBAaTH IMBMAKICTE abcopOuii mikapchkux 3acofiB, 1O MPHIAMAIOTECS MEPOPAIbLHO.
[Ipenapat ConikBa MOBMHEH 3aCTOCOBYBATHUCH 3 OOEPEKHICTIO Y MALIEHTIB, 1O OTPUMYIOTH
JiKapceKi 3acobu, s AKX € HeoOXiaHOoIO mBKAKa abcopOLlis B LITYyHKOBO-KHILKOBOMY TPaKTi,
AKI BUMAraloTh PeTeibHOro KIiHiYHOro MOHITOpMHrY aGo siki MaloTh BY3bKHil TepaneBTHYHMIT
iHaeke. KoHKpeTHI pekoMeHJalii CTOCOBHO NMPHIAOMY TAaKHX JIIKApChbKHX 3aco0iB HapeleHi B
po3aini «B3aemois 3 IHIIMMH NiKapCcbKMMH 3aco0aMH Ta iHII BUAH B3aEMOii».

erijiparauis.
IMauienram, mwo orpumyroTh npenapar Cosikea. HEOOXiZAHO MOBIAOMIATH NPO MOTEHUIHHMIT
PpHM3MK Jeriapatauii, noe’s3aHdii 3 HeOakKaHMMHM peakuismMu 3 OOKY ULITYHKOBO-KHMUIKOBOI'O
TPAKTY, | Y TAKMX NALI€HTIB MOBHHHI BKHBATHCH 3aX0AH /18 3anobiraHHs rinosonemii.
YTBOpEHHS aHTHTLIL.
3actocyBanHs npenapaty Conikea MoO)ke NPH3BOJMTH IO YTBOPEHHS AHTHTIN 0 iHCYJiHY
rnaprigy i/abo nikcuceHaruay. Y PpiAKICHMX BHMMAAKAX HAABHICTE TaKMX AHTHUTI MOXKe
3yMOBJIIOBATH HEOOXiHICTE B Kopekiii ao3yBaHHs mpenapaty CojlikBa 3 METOK YCYHEHHs
CXMJIBHOCTI 10 PO3BUTKY rinep- abo rinoraikemit,
YHHMKHEHH NIOMMJIOK B 3aCTOCYBAHHI JiKapchKOro 3acofy.
[TauienTy noeumui OyTM mnpoOiHCTPYKTOBaHi 1040 HeoOXiaHOCcTi 06OB’A3KOBOI nepeBipku
MapKyBaHHs WINPHL-PYYKH Iepejl KOXKHOIO iH €KICIO A1 YHUKHEHHS BUIAJKOBOI TLUTYTAHMHH
MDXK JIBOMa Pi3HUMHM [103yBaHHAMM npenapaty Conikea Ta MIyTAHHHH 3 IHINUMM iH’ €KUIHHUMY
npoTuaiade THYHUMM JIiIKapCbKMMH 3ac00aMu.
Jlns yHMKHEHHs NOMHIOK B JO03YBaHHI Ta MNOTEHUIAHOrO mepeao3yBaHHs Hi NaliCHTH, Hi
MEMYHI NPAaliBHUKK HIKOJM HE NMOBHHHI BUKOPUCTOBYBATH ILMpPHUIL A8 3a60py NiKapchKoro
3ac00y 3 KapTpHIKa LWNPUL-PYYKH.
Curyauii, y SKMX 3aCTOCYBaHHS JiKapChKOro 3aco0y He I0C/iIKyBaIOCh.
3acrocysanns npenapary ComikBa He JocnikyBanoch B KomGiHauii 3  iHriGitopammu
munentuauianentanasu-4 - (JIM11-4). npenapatamu  cynbdoHiICEYOBMHM. rJiHIAaMM  Ta
MIOrTTA30HOM.
JlonoMmizkHi peyoBHHH.
Leit nikapebkuii 3aci® mMicTuTe MeHme 1 Mmone Hatpito (23 Mr) Ha oaHy 103y, TOOTO MOXKHA
BBa/KaTH, L0 BiH NPAKTHYHO HE MiCTUTB HATPIIO.
Lleii nikapcbkuii 3aci6 MICTHTE METAKPE301, SKMIi MOXKe CIPHYMHUTH alepriuni peakii.
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3acmocyeanns y nepiod eazimmocmi abo 200yeéanns 2pydoio. -
[Ipenapar Conikea He PEKOMEH/IYETHCA 3aCTOCOBYBATH KIHKaM penpoaykT B}mm,mlcy AKi He

BHKOPHCTOBYIOTb 3aC00M KOHTpaLELiT. L&t Ve
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Bazimuicmp. He icHye KIIHIYHOTO JIOCBIAY 3aCTOCYBaHHS npenapary ConikBa BariTHUMH
sinkamu. He icHye KIiHiYHMX AaHHMX, OTPMMaHMX Y XOIi KOHTPOIbOBAHMX KITIHIYHHX
NOCTIKEHHSIX, CTOCOBHO 3actocyBadHs mpenapaty Conikea, IHCYIIHY raaprigy  abo
wu_mmmru,n} y nepm,r[ naritiocti. Renminii ofcar Aanux W00 38CTOCYRANINA IHCYIiHY
raapriny arithumu kinkamu (Ginbwe 1000 sunaakie BAMTHOCTI) BKa3sye Ha Te. W0 1HCYJiH
rjaaprin He Mae cneundnmﬂm HeDakaHWX BIUIMBIB Ha nepeﬁlr BAriTHOCTI, @ TaKOX He
CMIPUUMHIOE aHi BaJ PO3BMTKY Y MI0aa/HOBOHAPOJUKCHOTO. aHi TOKCHYHOTO BIUIMBY Ha HBOTO.
Jlocnijkenns Ha nabOpaTOPHUX TBAapMHAX HC BWABHUIM O3HAK BILIMBY iHCYJiHY raapriny Ha
penpoyKTHBHY CHCTEMY.

He icHye HaneXHMX JAaHHMX L1010 3aCTOCYBaHHs chuceHaTHny y BariTHUX *kiHok. Pesyabratn
JI0CHiIKEHb Ha TBapWHAX CBiJl4aTh npo HasiBHICTh TOKCHYHOTO BIAMBY NiKCHCEHATHIY Ha
penpoayKTHBHY cucTeMy (auB. posain «®apmakonoriymi snactusocti. JIOKIiHIUHI aaHi 3
Oe3nexn»).

ﬂpenapar ConikBa He NOBHHEH 3aCTOCOBYBATHCH Ml Yac BariTHOCTI. SIKIIO MALiEHTKA MjaHye
BariTHicTb ab0 BariTHICThL BiKE HacTala, .mx) panHa npenaparoM ConiKBa ¢J1i NPUITHHUTH.
Tooyeanna epyooio. HesiaoMo, 4n iHCyaiH raaprin abo JIKCHCEHaTHI CKCKPETYEThCA B Ipy/HE
mosnoko y moaunn. Ilpenapat CojikBa He NOBMHEH 3acCTOCOBYBATHCH Ml 4Yac TrojlyBaHHA
rpyaaio.

Penpodykmusna — ¢ynxyia. JlocnimkeHHs Ha 1abopaTOpHHX —TBApHMHAX HE  BHABHIN
Ge3nocepeIHbOro LIKIAMBOTO BIUIMBY JIKCHCEHATHLY UM iHCYiHY IMIapriHy Ha penpoiyKTHBHY
dbyHkui.

30amuicmep eniueamu Ha WEUOKICMb peaxyii npu Kepyeanni asmompancnopmom abo pobomi 3
THULHMU MEXAHIZMaMid.

INpenapary Conikea He npuTamaHHuii aG0 NpUTAMaHHMH HE3HAYHWI BIUIMB Ha 3/1aTHICTH
KepyBaTH TPaHCHOPTHUMM 3acobamu abo poBoTi 3 iHWMMK MeXaHi3sMamu. 3AaTHICTh nauieHra
70 KOHLEHTpalii yBar¥ Ta MWIBMIKICTH HOro peakuii MOXyTb MOPYUIYBaTHCh BHACTIOK
BUHHKHEHHs Tinornikemii un rinepriikemii abo, Hanpukiaj, BHACHINOK 30poBUX posnaiis. Lle
Moke GyTH HeGe3neunnM y CHTYallisX, KOJH L SKocTi € 0coBIMBO BaKIMBUMH (HANPUKIA/L, Mi
yac KepyBaHHs TPAHCTIOPTHUM 3aco00M a6o poGOTH 3 IHIIMMHK MEXaHIZMaMH).

[MauieHTaM HeOGXiZHO TIOPAAMTH BKHMBATH HEOOXiAHMX 3anobiAKHHMX 3aXO0/iB 3 METOIO
YHMKHEHHS TiMOrlikeMii Mia Yac KepyBaHHS TpaHCropTHMM 3acofom abo poboti 3 iHIIMMM
mexaHismMamu. Lle € 0co0aMBO BaXKIMBHM [T THX MALI€HTIB, Y AKUX Mepiui 03HAKA PO3BHTKY
rinornikemii ¢ cnabko BupaxkeHumu abo B3arani BiCYTHI, @ TaKOXK Il THX XBOPHX, Y SIKMX
yacTo BMHMKAE rinornikemis. HeoOXilIHO peTenbHO 3BaXKyBaTH. YM BapToO cizaT 3a Kepmo abo
MpaLioBaTH 3 IHLIMMH MEXaHI3MaMH y TAKOMY CTaHi.

Crocit 3acmocyeéanns ma 003u.

Mpenapar Conikpa AOCTYNHHIA Y JABOX THMAX INNPHL-PYYOK 3 PI3HUMH ONUISMH A03yBaHHs, a

came mmpui-pyuyka Cosiksa (10-40) Tta wmmpuu-pyuka Conikea (30-60)  BianosiaHo.

BiaMiHHICTE MiK 03YBaHHAMH LWINPHLI-PYYOK MOB’A3aHa 3 IXHIMH JlianazoHaMu J103yBaHHS.

« Conika 100 Oa./ma + 50 MKr/mMia y nonepeiHbO HAMOBHEHIN WIMPUL-pyulli — JAiana3oH
n03yBaHHs cTaHoBuTh 10-40 oammmub iHcyniny rnapriny B komOinawii 3 5-20 MKr
nikcucenaruay (mnpuu-pyyka Conikea (10-40))

e Conikpa 100 Oa./ma + 33 MKI/MJA y MonepeaHbO HAMOBHEHIH WMPHU-pYuli — Aiana3oH
703yBaHHA cTaHOBWTH 30-60 oamuuMub iHcyniHy rnapriny B KomOiHauii 3 10-20 Mkr
nikencenaruay (wnpuu-pyydka Coniksa (30-60))

Jlns yHUKHEHHs NMOMHJIOK B 3aCTOCYBaHHI Tpemapary Jikap, o Horo npusHayae, NOBHHEH

BINEBHMTHCH, L0 B PELIENTi 3a3HAa4€HO MPaBUJIbHE N03YBaHHA Ta Jiana3oH MOAINOK J103YBaHHs

INPHL-PYYKH.

JlozyBaHHs.

JlosyBaHHs TOBMHHO MiAGMPAaTHCh IHAMBIAYATBHO 3 ypaxyBaHHAM iHAMBILY aTbHOT Bianosiai

XBOpOro, a #0ro THTpyBaHHs 3AIHCHIOCTBCS BIANOBIAHO A0 noTpebM nauicura B 1Hcymm

Jlo3yBaHHS JiKCHCEHATHAY NiABMLIYCTbCs a00 3HMKYETbCS PasoM 3 JI03YBaHHAM iHCYJiHY

r1aprify i TaKox 3aneKUThb Bijl TOTO, AKa WIPHL-PYYKa BUKOPHCTOBYETHCA.
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ITovamrosa  Oosza.  Tepaniro  GasanbHuM  iHcyniHoM  abo  aroHicToM — peuenTtopis
rmokaronononiéuoro nentuay-1 (I'TITM-1) a6o nepopanbHUM 1y KPO3HHKYIOUHM JTIKAPCHKHM
3ac000M, 33 BMHATKOM MeTQOPMIHY Ta IHMIOITOPIB HATPHI-ITIIOKO3HOTO KOTPAHCNoprepy 2-10
TUTTY. TICPC/L NOYATKOM 3acToCy Banua npenapaty Conikea ¢/1ia NpHITHHHTH.
ITouatkoBa nmo3a npenapary ConikBa  BM3HAYacThCs Ha  NiZCTaBi  MomepeaHLOro
NIPOTHAIA0ETHYHOrO NiKYBaHHSA, TIPH LBOMY PEKOMEH/10BaHa N04ATKOBA /1034 JIKCHCEHATHY HE

 noBuWHHA nepesuiysath 10 Mkr:

Ilonepeans Tepanisi
IMauienTn, siki panime | Incynin raaprin | Iucyain raaprin

HEe OTPHMYBAJIH (100 Oa./mum)** (100 Oa./mun)**
incy.in (mepopaabni | =20 10 <30 Oa. | =30 10 <60 On.
nporuaiabernani

npenapartu abo aromicr
peuentopa I'TITI-1
Inpun- | 10 noainok no3ysauus 20 noainok
pyuKa (10 Op./5 mxr) JA03yBaHHA
Ilouarkosa | CoanikBa (20 Oa./10 mkr)*
mo3a i tan | (10-40)

30 noainok

I pHIL- I npuu-

PY4KH pyuka 03y BaHHA
Coniksa (30 On./10 mkr)*
(30-60)

* Oauunub iHcyniny raapriny (100 Oa./mn) / Mikporpam nikeucenaTuy

** $lkmo 3acTocoByBaBes iHIINIT GasanbHuil incyin:

* Ilpu 3acrocysanni GasanbHOro iHCylniHy aBa pasm Ha 00y aGo incynimy rmapriny (300
On./mn) nonepenns saranbha jo6oBa 103a noBuHHa GyTH 3HMkeHa na 20% npu BuGopi
NoYaTKOROI 103 npenapaty Coikea.

* Ilpu 3acTocyBanHi Gyb-9K0T0 iHIIOr0 6a3anbLHOrO iHCYTiHY MOBHHHO 3aCTOCOBYBATHCH TAKE
K NpaBuIo, AK Ans iHcyniny raapriny (100 Oa./mn).

Makcumanbia no6oBa n03a craHOBMTH 60 oaMHMUB iHCymiHy raapriny Ta 20 MKr
KCHCEHaTHy, 1O BiAnoBiaae 60 noainkam 103yBaHHs.
In’exuis npenapaty ConikBa MOBMHHA 3A1HCHIOBATHCH OXMH pa3 Ha 106y B Mexkax oaHiel
roauHu nepej ixeto. baxano, wo6 npannianbHa in’ekiis BMKOHyBanachk nepej OJHHM i THM
CaMHMM TIPHHOMOM i 1WOAHA, Ticas TOro, SIK mauieHT obepe HaiGinbW 3pyunmii ans cebe
NpHiioM i,
Tumpyeanna ooszyeanns. Tlpenapar ConikBa TNOBHHEH BBOJMTHCH BIANOBIAHO /10
IHAMBiAyanbHUX noTpeG mauieta B incymini. KouTposb riikemii  peKOMeHAyeTbeA
ONTHMI3YBATH IIISXOM KOPEKLii 103yBaHHA Ha MiACTaBi PIBHIB IIIOKO3M B MAa3Mi KpoBi HaTiie
(ame. posnin «Papmakoaunamikay). I1ix yac nepeBeJeHHs Ha L MpenapaT Ta BIPOJOBIK
NEPLIMX THKHIB MICAS LBOTO PEKOMEHIYEThCS 3IiHCHIOBATH peTeNbHMIl MOHITOPHHI pPiBHIB
FTIOKO3H.
* JIKuIo nauieHT noynnae sactocoByBat wnpuu-pyyky Coniksa (10-40), Toxni no3ysauns
moze OyTH TuTpoBaHe 10 40 NoAinoK A03yBaHHs.
* Jlna nosyeanns > 40 no1inok 103yBaHHS Ha 00y THTPYBaHHs MOTPiGHO MPOIOBIKYBATH
3 BUKOpHCTaHHAM mmnpui-pyuku Conikea (30-60).
* JIKIwo nauieHT nouuHae 3actocosysati wnpuu-pyuky Coniksa (30-60), Toai o3yBanns
Moske OyTH TuTpoBaHe 10 60 NoAINOK A03yBaHHA.
* Mas saranenoro noGosoro nosysanus > 60 noAinok A03yBaHHA npenapat
MOBHHEH 3aCTOCOBYBATHCh.
IMauienTn, gKi KOPUTYIOTH KinbKicTe abo uyac BBeAECHHS npenapary, nosuiHi 3
TUIBKH MiJl MEJMYHUM HArJISAOM 3 BIANOBIAHMM MOHITOPHHIOM DIBHIB IJIIOKOMR
«OcobaMBOCTI 3aCTOCYBAHHAY). :
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Oco6.iMBi KaTeropii naiicHTIB.

Iayienmu noxunozo 6iky (= 635 poKis).

| lpenapat CollKBa MOKE 3aCTOCOBYBATHCH Y TIALUCHTIB TOXHIAOTO BIKY. JlO3yBaHHS NOBUHHO
GyTn migipaHc B iHAMBIAYaTEHOMY MOPAAKY 3 ypaxyBaHHAM PC3Y/ILTATIB MOHITOPHHTY PIBHIB
FMOKO3H. Y NALICHTIE NOXMIOTO BiKy Nporpecyiode rnoripuieHHs dYHKLIT HUPOK MOZKE CTaTH
NPUYUHOIO TIOCTIAHOTO 3MEHUICHHA notpebu B incynini. Kopekuis 103m TiKCHCEHATHILY B
3A7EKHOCTI BiA BIKY HE BMMAracThesi. JOCBIA TepareBTHYHOTO 3aCTOCYBaHHS Tpenapary
Coniksa y naiieHTiB BiKOM > 75 POKiB € 0OMEKEHUM.

TMayicumu 3 nopyuieHHam QyHKyit HUPOK.

Ipenapar ConikBa He PEKOMEHIYETBCA 3aCTOCOBYBATH Y MALCHTIB 3 BAKKUM TOPYLICHHAM
(yHKuUiT HUPOK Ta NpH TepMiHaTbHIMA crazii XBopoGM HMPOK, OCKINBKH J0CBI] TEPaneBTHYHOro
3aCTOCYBAHHS JIKCHCEHATHY B TAKMX BUIMAAKaX € HEIOCTATHIM.

V nauieHTiB 3 JerkuM abo MOMIPHHM TOPYLICHHSM dyHKuii HUPOK KOpEKUis A03yBaHHA
JNIKCHCEHATH/ly HE BUMAra€ThbCs.

V nauienTis 3 nopymenHam QpyHKuii HUpoK rnorpeda B iHcyniHi Moxe GyTH 3MEHLIEHA Y 3B A3KY
31 3HWKEHHAM MeTabomi3My iHCYTiHY.

V nalieHTIiB 3 TerkuM ab0 MOMIpHMM MOpyLIeHHAM (yHKLIT HHPOK, 110 3aCTOCOBYIOTE Mpenapar
Coniksa, MO)Ke BMHHKATH HEOOXiaHicTh y 4acToMmy MOHITOPMHTY PpIBHIB TJIIOKO3M Ta Y
Bi/INOBiAHIM KOPEKLi 103yBaHHS.

ITayicumu 3 ROPYWEHHAM PYHKYIT neviHKu.

V npauieHtiB 3 nopyuweHHsM (QyHKil neviHku KOpeKLlis 03yBaHHs JIKCHCEHATULy He
BUMaracTbes (IMB. po3ain «DapMakoKiHeTHKa»). ¥ MaLi€HTIB 3 MOpYyWeHHsM (QyHKLIT NeviHKy
notpeba B iHcyniHi Moxe OyTH 3MEHIIEHA Y 383Ky 31 3HWKEHHSM 3J@THOCTI 10
FTIOKOHEOTEHEe3y Ta 3HIWKEHHSM MeTabomismy iHCyniHy. ¥ NAIEHTIB 3 MopyweHHsIM (yHKUi
MeuiHk{ MOJKe BMHMKATH HEOOXiAHiCTH Y 4YacToMy MOHITOPHHTY pIiBHIB TIJIIOKO3U Ta Y
BiZAMOBI NIl KopeKuil o3yBaHHs npenapaty Conikea.

Jimu i nionimxu.

Tpenapat Conikea He nepeaGaueHnii 118 3aCTOCYBAHHA Y AiTEH.

Crioci6_peesenns. Ilpenapar Conikpa ciiil BBOAWTH LLIAXOM migwkipHoi W exuii B AingHi
JKMBOTA, AeTHTONOAIOHOr0 M's13a abo cTerHa.

Micug ans in’ekuiii MOBMHHI 3MIHIOBATHCH B Mexax OJIHI€T aHATOMIYHOT JIISHKK (KHBOTA,
JenbTononiGHoro M’si3a abo cTerna) Bia oaHiel in'€KUiT 10 THIIOT 3 METOK0 3MEHUICHHS PH3HKY
BHHMKHEHHA ninoancTpodii Ta/aGo wkipHoro aminoino3y (aus. posain «ITobiuni peakuii»).
IMawicnts mopunumi GYTH NMPOIHCTPYKTORaHI MPO NOCTIHHY HEOOXIAHICTE BHKOPHCTAHHS HOBOIT
ronku. TIOBTOpHE BMKOPMCTAaHHS TONKH iHCYNiHOBOI IIMPHL-PYYKH 36inplIye pusMK il
GA0KyBaHHA, 1O MOKE NPH3BOJMTH JI0 BBE/ICHHS HeJ0CTaTHLOT a00 HaAMIPHOT J103M Npenapary.
Tpenapar Conikea He [103BOJAETHCA BIAOHPATH 3 KAPTPUIUKA MOMEPeaHbO HAIOBHEHOT 1INpPHII-
PYYKH y IINPUL, OCKIIBKM L€ MOMKE MPHU3BECTH A0 TAKKOrO nepe/osyBanti (auB. po3ain
«OcoBAMBOCTI 3acTepeKeHHs NIPH BUKOPHCTaHHi mpenapary»).

OcobnuBoCTi 3acTepeKeHHs IPY BUKOPUCTaHHI Npenapary.

[lepea nepmMM 3acTOCYBAHHSM WIMPHU-PYYKY MNOTPIOHO BHTATHYTH 3 XOJIOAM/IbHHKA T4
MOTPUMATH TIPH Temrepatypi He Buwe 25°C BIpoJoBXK 1-2 roaun.

[lepest BAKOPUCTAHHAM NEPEBIPAIOTE KAPTPHK IUNPHL-PY4KH. Moro MoxkHa BUKOPUCTOBYBATH
JMLIe TOAI, KOJM B HBOMY MIiCTHTBCS Tpo3opuit 6e30apsHnit po3umH, AKHi 32 KOHCHCTEHLI€0
Haraaye Boay, 0e3 BUAMMMUX TBEPAUX YaCTHHOK.

IIpenapar ConikBa He MOXKHa 3MilwyBaTh 3 OyAb-AKHM iHmMM incyninom abo po3poauT. [lpu
aMmimyBaHHi a0 po3BeseHHi MOKE 3MiHMUTHCH mpodink Aii npenapaTy B 4aci; KpiM LbOro,
3MillyBaHHs 3 (HIIMMH TPENapaTaMy MOJKe NPH3BECTH JI0 YTBOPEHHS OCay.

INepen KOKHOIO iH'EKIEW 3aBKAM HEOOXiAHO nip’eaHysath  HOBY ToaKy. IlesTopHO
BUKOPHCTOBYBaTH IOJKH HE MOHA. [lauicHT MOBMHEH YTUi30BYBATH I'OJIKY ﬂlﬁi}ia:'.xamﬂoi'_
iH’ €KL 4 :
V punajky GJ0KyBaHHS TOIKH NallicHTaMm HeoOXiAHO AOTPUMYBATUCEH IHCTPY ﬁﬁﬁ SAnuRy
Kpoky 3 IHCTpyK1iii 3 BUKOPHCTAHHS (1B, HWKYE). SRS TR '
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[TopoKHi INPHL-PYUKH B KOHOMY pasi He MOKHA BUKOPHCTOBYBATH IOBTOPHO, BOHH MOBUHHI
OyTH HANEKHUM YHHOM YTHII30BaHi.

KO BaM 3a€ThCA, 110 WNPUL-pYyYKa NMOLIKOIKSHA, He BUKOPUCTOBY#TE i, BispmiTh HOBy. He
HAMAraiTeeA CAMOCTIIHO MONAroANTH WNPHLU-PYYKY.

Jdns  3anobiraHHs  MOKIMBOL nepenaqi 3aXBOPIOBaHb KOJXKHAa  LINPHI-pYYKa MOBMHHA
BHKOPHCTOBYBATHCh TIJILKH OJIHAM MaLliEHTOM.

ﬂcpcn KOKHOIO 1H EKLIEK I'IGTpIGHO 3aBKIH rICpCBlpHTH CTHKETKY, 06 YHUKHYTH IUIyTaHHHN
Misk mpemapatoM Cofikea Ta iHWMMHM iH EKIIHHUMM NPOTHAIA0ETHYHAMHK JIKAPCHKHUMH
3ac00aMM, BKTIOYAIOUM J1BA Pi3Hi THIM Wnpuu-pydok 3 npenaparom Conikea (AMB. po3ain
«OcobnnBocTi 3aCTOCYBAHHAY ).

Ilepen 3actocyBanHam npenapary Coikea ciil yBakKHO NpouMTaTH po3iin «lHcTpykuis 3
BUKOpHCTaHHA npui-py4xu Cosikeay.

Baxaupa indopmallis 11010 BUKOPUCTaHHS winpuil-pyyku Conikea.

+ IlInpuu-pyyxa npusHayexa ocoducro Bam i He cnin nepenagar ii iHIMM ocodaM.

« He MoOXHA BHKOPHCTOBYBATH LINMPHL-PYYKYy y pasi ii MomKokKeHHA abo npu HASBHOCTI
CYMHIBY L1010 NMPaBHIBHOCTI 1T GYHKLIOHYBaHHA.

* 3apxaM CJiJ1 NPOBOAKTH TeCT Ha Oe3neky.

* 3apkau HeoOXiJHO MaTH 3amacHy WIMNPHL-PYYKY i 3aNacHi rojKM Ha BHIAZOK BTpaTH abo
MOIIKOZKeHHS OCHOBHOTO Habopy.

11lo noTpi6HO 3HATH As NPOBEACHHS iH €KLl

+ Ilepen BUKOpPMCTAHHAM INMPUL-PYYKM CJijJ 3amMTaTd cBOro Jikapa ado wmeacectpy. fK
poOuTLES iH EKLLiS.

+ Axwo y Bac e aki-neGyabp cKnagHouli 3 BUKOPUCTAHHAM LUNPHL-PYYKH, HANPHKIA, vepes
npobaemu 3 60Ky 30py, 3BEPHITECA 3a JONIOMOTOIO.

« Ilepen BMKOPHMCTAHHAM IUNPHU-PYYKHM COil  nepeyntatd w0 IHeTpykuito. VY pasi
HEI0TPUMAHHS LIMX HACTaHOB BM MOXKeTe OTpUMaTH HaJTo BUCOKY ab0 HU3bKY /103y Npernapary.
Jonartkosi peui. siki OyayTs noTpiOHi MpH BBEJAEHI 11bOr0 Npenapary:

* HOBa cTepuiIbHa roska (aueitees KPOK 2);

* 3MOYEHHH CIIMPTOM TaMIIOH;

* CTIMKWHA 1151 MPOKOIIOBAHHA KOHTEHHEP /11 BUKOPUCTAHHMX IOJIOK Ta WIPHLI-PYUOK.

IHCTPYKIIA
3 eukopucmarnua wnpuy-pyuxu Conirkea

[Mopiuens™*

Tpumay
KapTpHAKY

Hlkana TMokamuuk D034

¢ Knonka nns
Koenauo Hazea INepemukay
K WnpHL- I'ymoga OEEE niis pGopy ~ BMKOHAHHS
— nepemuuka  Llxana e foan M exil

* [Mopens He Oy/ae BUAHO, 10kM B He BBejeTe AeKinbKa 103.

KPOK 1. IlepeBipTe CBOI MINPHI-PYYKY.
IlloHaiiMeHue 3a 1 roauMHy [0 TNpPOBEACHHA IH €KW BHHMITD HOBY IWIMPHUL-PYYKY 3
X0JIOAWIbHHMKA. BBeIeHHA X0I0AHOro npenapary € 0inbi 60micHUM.
A. Ilepeipre Ha3By npenapary i JaTy 3aKiHYeHHS TepMiHy NPHAATHOCTI HA eTHKeTHI
N PHL-PYYKH.
. [lepexonaiitecss B Tomy, mo Bu B3aau norpibuuit Bam npenapar. 1la mnpnu-
pyuKa € EPCHKOBOTO KOMOPY, 3 KOPUYHEBOKO KHOMKOIO U1 BUKOHAHH: 1H'eKuli.
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. He BHKOPHCTOBY mre o0 INpHL- p\'-my., AKIL0 Bam n01‘plﬁua xﬁﬁona sza

niaxoauTs Aaa Bamnx norped. gl
. He BMKOPHCTOBYTE WUINPHL-PYYKY MiC/s 3aKiHYEHHS 11 TepMiHy ITPHJIaTHUCTl
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B+ 3nivMiTh KOBOAY0K 3i LINPHU-PYYKH. ——
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C. BrepHiTbesi y TOMY, 1110 NPENnapar € npo3opum.
e He BukopucTOBYHTE WIMPHU-PYYKY. AKWIO PO3YMH Mpenapary € MYTHMM Ha BT,
3abapBiennm abo MiCTHTB YaCTOYKH.

KPOK 2. llpueanaiite HOBY roaky

. He BukopucTOBYiiTe rosikH mnoBTopHO. JINs BHKOHaHHA KOKHOT iH'€KUil 3aBKIH
BMKOPMCTOBYHTE HOBY CTepHJbHY rofky. lle nonomarae 3anoGiratu 610KyBaHHIO TOJKH,
3abpyAHEHHIO Ta 3aHeCeHHIO iHdekuii.

. 3aBKA¥ BUKOPMCTOBYHTE TiJLKM TaKi rOJKM, Ki € CYMICHHMHM A5l BUKOPHUCTAHHA 3
npenapatom Coniksa.

A. Bi3bMiTh HOBY IoJIKY Ta BiAKJIeliTe 3aXHCHY ILJIIBKY.

£ 24

B. Tpumaiite roaxky upsmo i 3akpyrite W Ha WNPHU-PYYKY 10 3akpiniennsi. He
3aKpy4yiiTe ro/jiky 3aHajJTo CHILHO.

E

e
s

“""—-——-——"

C. 3niMiTh 30BHIMHII KOBNIAYOK 3 roJKu. 30epexiTh iHoro — Bin 3Ha100HTHLCS Ni3zHilIE.
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D. 3uimiThL BHYTPilIHIil KOBNAYOK roJIKKH Ta BHKHHBTE iforo.
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KopucTyBaHHA TOIKaMHA.
[ToBoAbTECS 3 FOJKAMHM 3 ODEPEKHICTIO — Le HeobXimHo, 1100 3an00irTH YKOIIB TOJIKOK 1
nepexpecHoro iHQikyBaHHs.

KPOK 3. Bukonaiite Tect Ha bHesnexy.

3aBK/aM BUKOHYHTE TeCT Ha Oe3neKy mepeil KOKHOK0 iH'eKuielo — e HeodxinHo, mob:

. neperipuTH, o Bawa mmnpui-pyyKa i roika npaoioTh npaBuibHO;

. BNIEBHUTHCS Y TOMY, 110 Bu orpumaere notpiGHy Bam 103y npenapary.

A. OGepith 2 KPOKH /103H, obepTaloun nepeMuKay 1is BHOOPY 103H, MOKH NOKAKYHK 103H
ne Oy/ie BKa3yBaTH Ha PHCKY «2».

e il e ;
s TR
2 L/

B. HaTHCHITL KHONIKY 151 BUKOHAHHS in'ekuii 10 ynopy.
Skmo 3 KiHuMka rojku OyJe BMXOAMTH pO34MH npenapary. Bama ummpui-pyuxa npaioe
npasuasHo. [Tepemukau s BUGOpPY 103U MOBEPHETHCA Y MONOKECHHA «0».

g/

b R 2

e

g
SIKIIO PO3YMH MpenapaTy He BHXOAHTH:
. Bam Moske 3HanoOMTHCS TOBTOPMTH ueil Kpok 10 3 pasis, mepw Hik Bu 3moiere
noGayMTH PO3YUH Npenapary.
. SIKIIO PO3YMH Npenapaty He BHXOAWTMME 1 [iCHs TPEThOro pasy. roika MOXe OyTH

3a0/10KOBaHa. SKIIO TaKe CTAHETLCA:
—3aminiTs rosky (aue. KPOK 6 i KPOK 2):
—micss UbOro BHKOHaiiTe Tect Ha Gesneky nosropHo (KPOK 3).

. SIkmo i micas UBOro PO3YMH MpEnapar He BHUXOAMTHME 3 KIHUMKA TOJIKH, He
BHKOPUCTOBY#iTe Baly mnpui-py4ky. BukopucTraiTe HOBY LUNPHL-PYHKY.

. He BuKOpHCTORYIiTE WINPHIL 715 BiAOOpY pO3uMHY npenapary 3 Bamoi mnpuu-pyyKu.

SIkumo Bu no6aunre Oyanbamkn nosiTps

. Bu moxere nobaunti Gynnbaliku nosiTps B po3uuHi npenapary. Lle Hopmanbhe sBULIE,

BOHH HE 3amKoaaTh Bam.

KPOK 4. O6epith 103y

. BuKopHCTOBYiiTe HI0 WNPHU-PYUKY JHIIE s BBeIeHHS OIHOKPaTHOI 0 1€HHOT
n03u 06'emom Bin 10 10 40 Kpokis 1031,
. Hikonm ne obupaiite a03y abo He HaTMCKalTe Ha KHOMKY /i BMKOHaHHA iH'exuii Oe3

npueaHanol ronku. lle moxke nowkoauTi Bamy mmpHU-py4Ky.

A. BneBHiTbCs yTOMY, IO TOJKa NPHCIHAHA 0 MNPHU-PYYKH i WO NOK Kani 1030
BKa3ye Ha «0». < f eCATIO oL,
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B. OGepraiiTe nepemukay st BHOOPY 1031, MOKH MOKAKYHK 1031 He Oy]1e BKa3yBaTH Ha
norpidny Bam no3y.

== Axuio Bu noeepHeTe nepemukart aani, Hix Bam notpibiio, Bi Mojkere nopepityTH HOro y
3BOPOTHOMY HalpAMKY.
. Axkwo y Bawiil wnpui-pyydili 3a1umunocs HeAOCTaTHRO OAMHMUL Ans Baiwoi no3m,

nepemukay ans BUOOpY A03M 3YNMUHHMTHLCA Tmicas Habopy Tiel KiNbKOCTI OAMHMIL, 11O
3QJIMILIAINCA B INNPUL-PYYL.

. SAxmo Bu He moxere HalpaTH NOBHY 403y, NpH3HadeHy Bam, BHKopucTaiite HOBY
WNpUL-PYYKy 200 BBEAITh CTUIBKH KPOKIB 103, CKIIbKM 3aMLINIIOCA, @ PEIITY /1031 BBEITh 3
HOBOT IINPUL-PYYKH. B 11bOMY 1 TiIbKM B ILOMY BMINAJAKY 103BOJISETHCS BBOAWTH YaCTKOBY /103y
menule HiK 10 kpoxie go3u. Jlns Toro mo6 3apepmnTd Bamy 103y, 3aBKAU BUKOPUCTOBYHTE
iHwWy wnpuu-pyyky 3 npenaparom Coaikea (10-40), a He Oyap-aKy 1HIIY WNPHL-PYYKY.

Sk 3unTyBaTH AaHi y BiKHI BL10OpameHHs 103H
* He BMKOpHUCTOBYiiTe LIMPHL-PYUKY, SKIIO Bala ojHOKpaTHa 1032 CTAHOBHTh MEHLIE
10 KpOKiB /1034 — 11i KPOKH 034 no3HayeHi Olmimu uudpamu Ha yopHoMy (oHi.

KinbkieTh oanaunb npenapaty y Bamiii mmpuu-pyyui
» Bama mmpuu-pyuka mictuts 3aranom 300 kpoki 103u. Bu moxere obuparu cBoto 103y 3
KpPOKOM B | KpOK 103H.
« He BMKOpHMCTOBYTE 11O WIMPHU-PYYKY. AKuo Bam notpibna oanokparHa nobosa no03a
menue Hix 10 kpokie 103u, abo sximo Bam notpidHo Oinbiue Hix 40 KpokiB 103M.
*  KoxHa WnpHL-pyYKa MiCTHTE OlibLIe OHIET 1000BOT J03H.

KPOK 5. Beeaite HeoOxiany Bam no3y
Sxkmwo Bu Biguyere, mo Bam Bakko HAaTUCKaTH Ha KHONKY JUls BMKOHaHHs iH'€Kwii, He
JIOKJIaiaiiTe Cuy Ans i HATUCKAHHA, OCKIJIBKH 1€ MOjke 31amMaTi Bamy mnpuu-pyuky.
* 3aminite roaxky (auB. KPOK 6 «Bin'eanaiite roaky» i KPOK 2 «Ilpueanaiite HoBy
roJIKy»), nmicisg yoro BukoHaiite tect 3 Oe3neku (aus. KPOK 3).
* Skuwo Bam Bce 111e Ba)KKO HATHCKATH Ha KHOMKY, Bi3bMiTh HOBY PYYKY.
* He BuxkopucTOByliTe npui A1s Biabopy po3unHy npenapaty 3 Bawol mnpuu-pyyxu.

A. OGepiTe Micue 1,151 BHKOHAHHS iH'CKUIT BIANOBIAHO 10 MATIOHKY, HABEICHOI0 HHAKYE.
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B. Bsenits roaky cobi y mkipy Tak, sik Bam nokasysas Bam aikap abo meanuna cecrpa.
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« TIpy LBOMY NOKH 110 He TOpKaiTecs KHOMKH JUTA BUKOHAHHS iH'€KLii.
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C. TokaaaiTh BeJHKHil najelb PYKH HA KHONKY /sl BHKOHAHHSA in'exnii. Ilieas usoro
HATHCHITD ¥ /10 YHOPY 1 YTpHMYHTE B TAKOMY MOJIOKEHHI.
« He HaTHCKaiiTe Ha KHOMKY mia Kyrom - Baw Benukui najeus Moxe 3a010KyBaTH
obepranHs nepeMuKaya s BUOopy 103H.

f
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D. VYrpumyiiTe KHONKY /A5l BHKOHAHHSA in' kUil B HATHCHEHOMY T10/107KeHHI 1 nicJist Toro,
sk Bu no6aunte y BikHi BizoGpamenus 1031 «0», NOBIILHO nopaxyiite a0 10.
[{e HeoOXiaHO /s TOro, 1100 BISBHUTHCS B OTpUMaHHI NOBHOT 1031 Npenapaty

E. Ilicasi yTpUMaHHs KHONKH i MOBLIBHOIO paxyBaHHs J10 10 BiANyCTiTH KHONKY I
pukonanns in'cxuii. ITicas HbOro BATArHITL FOKY 31 WIKIPH.

KPOK 6. Bin'eanaiiTe roixy
« [TOBOABTECS 3 FOJKAMH 3 00epekHicTIO — Lie HeoOXinHo, 1wob 3anodirTH YKOJIIB TOJIKOIO i
nepexpecHoro iHQikyBaHHs.
 He HajsraiTe 3HOBY BHY TPILLIHIA KOBINA4OK IOJKM.

A. BisbMmiTs 30BHiMii KOBIA4OK ro/IKH 3a iioro Haiimmpuy yactuny. Tpumaiite roaxy
npsmMo i BBeaiTh ii Ha3al, Y 30BHIIHIA KOBNAYOK TOJIKH. Micas uboro MiuHo
NPHTHCHITEH IX OAHH /10 0HOTO.

« ['oika MOKe MPOKOIOTH KOBMNAYOK, AKILIO BiH HAJATAEThCA ML KYTOM.
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B. BisbMiTh 30BHiIHIil KOBIAYOK TOJIKH 32 HOr0 HAMIIKPUIY YACTHHY TA CTHCHITH HOTO Y
UbOMY Micui. [HIIOK PYKOK MOBEPHITH WINPHL-PYUKY JeKinbKa pasiB Ans Bid'€JHAHHS

IOJIKH.
« Sxmo roJKa He Bia'cHANACS 3 MEPIIOro pasy, cnpodynTe 3HOBY.
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C. BuKHHBTEe BHKOPHCTAHY TOJKY Y CTiliKHii 0 TNpPOKO.IIOBaHbL KOHTeifHep ado
BiANOBIIHO 10 pexomenauiii Bauoro gikaps 1n Micuesoro YIIOBHOBAKEHOT0 OPTany.
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D, HaasrHiTh KOBNAYOK WINPHI-PYYKH HA32T HA WNPHL-PYUKY.
« He KnajiiTh WNPHI-PYYKY Ha3a1y XOMOAHIbHHK.

Incrpykuii moo 36epiranHs.

[lepes nepiiuM BUKOPUCTAHHSM LINPUIL-DYYKH 30epiraTi y XOJIOAHIBEHHKY NPH TeMMepatypi

+2 °C - +8 °C y 3axuuieHomy Biz ceiTia micui. He 3amopoxysary.

IMic/s nepLIoro BUKOPUCTAHHS WINPHUII-PYYKY C11ij 30epiraTh He Ginblue 28 JHIB NpU KiMHATHIM
Temneparypi Hikye 25 °C y 3aXuIIEHOMY Bijl cBiT/IA MiCLI.

He knaaite Bauy mwnpuu-py4Kky Ha3aay X0J0AHIbHHUK.

[Ticns KOXKHOI iH’€KLii HA IMTPHI-PYUKY CJiJ 3HOBY OAAraTH KOBMNAHOK 3 METOIO 3aXHCTY Bill
ceitna. He MoHa 36epiraTh WNpHI-PYUKY 3 NPHKPITIEHOKO 10 Hel roJIKolo.

Excnayartauis.

3i mWNpHL-PYyYKOLO CNijl MOBOAWTHCA 3 obepesknicTio. Skmo Bam 31a€Thes, WO WNPHL-PYHKY
MOMIKOIKEHO, HE HamaraiTecs 11 NoJaroA1TH, Bi3bMITH HOBY.

3axMCTUTH INPHL-PYYKY Bil muiay Ta Opyay: 30BHIIIHIO MOBEPXHIO WINPHI-PYYKH MOKHA
OYMIIATH, NPOTHPAIOUM ii BOJIOTOK) TKAHWHOIO (3MOYCHOK JHILE poa010). He 3anypioiire y
piauHy, He IpOMUBAiTE 1 HE 3MallyiiTe WNPHIE-PYUKY = 1Le MOZKeE 1T NOKOANTH.

Vrunizailis WnpHI-py4SKH: Mepea yTHAI3aliero IMNpHL-pyYKi 3HIMITh 3 HeT roiky. BukuaaiTe
WINPHIL-PYYKY TaK, AK PEKOMEHI0BAHO MICLIEBUMH PETyIATOPHAMH OpraHaMHu.

Jlimu. Besnexa Ta edpextupnicTs npenapary Conikpa ans nikyBaHHs aiTed Bikom 10 18 pokis e
peranosneni. JIani 3 bOro NpUBOY BiACYTHI.

Iepeoosysanna.

V BunajKky BBeAcHHS GinbIIOT 103M Mpenapary ConikBa, HI’K BUMarajaoch, MOXKYTh BUHHKHYTH
HeGaaHi peakilii y Burasi rinorsikemii Ta posnais 3 00Ky ULTYHKOBO-KHIIKOBOTO TPAKTy.
Enizoas rinorjikemii Jerkoro CTyneHs, SK NpaBUIO, MOKYTb OyTH yCYHEeHI nepopaibHAM
NPUHAOMOM BYIJICBOJIB. MOXKe BMHHKHYTH HeOOXIAHICTE y KOPEKLil J03YBaHHs JiKapchKOro
3acofy Ta y BHECEHHI 3MiH Yy PEKHM XapuyBaHH:A i ¢i3znyHOT aKTHBHOCTI.

Binem BaKKi emizoaM rinoraikemii, SKi  CyNpOBO/UKYIOTBCA — KOMOIO, CYJIOMaMmH abo
HEBPOJIOTTYHUMH TOPYUICHHAMH, BHMAraioTh BHYTPIlUIHBOM #30BOT0/MiAIIKIPHOTO  BBEACHHS
rmoKarody a6o BHYTPIlIHBOBEHHOTO BBEACHHS KOHLEHTPOBAHOTO PO3HHHY TIOKOSH. OcKinbku
rinoryikeMis Moke BMHMHKHYTH MOBTOPHO HABiTh MIC/si OYEBMIHOTO MOKpALICHHS KJIHIYHOTO
craHy naujeHTa, HeoOXiIHUMHM 3aX04aMH MOKYTh GyTH TpUBaiMii npuifoM BYIJIEBOAIB Ta
CTIOCTEPEIKEHHA 32 MALIEHTOM.

V Bunaaky HeGakaHux peakiiii 3 GOKy LITyHKOBO-KHIIKOBOTO TPakTy MOBHHHA OyTH po3moyara
Bi/MOBiZHA TMIATPUMYylOYa Teparis BIANOBIAHO 1O KMTiHIYHWX O03HAK Ta CHMNTOMIB, wLIO
Bi/13HAUAIOTHCS Y MallieHTa.

Iob6iuni peaxuyii. P
Mo6iuHKUMH peaKiisiMK, Npo siKi HaiyacTile NoBiAOMIAIOCH Mg Yac JiKyBaHH ‘upe’naPaTom
Coniksa, Oy rinornikemis Ta po3naau 3 OOKy WINYHKOBO-KHIIKOBOTO TPakKT

Bl Hrkue -
pozain «Onuc OKpeMHX HeOaKaHUX peaxuii»). i e g
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MoGiuni peakuil, nop’asani 13 3acTocyBaHHAM Tpenaparty. IO crnocTepiranucs Mij  4ac
KITIHIYHIX J10CTUKEHD, HABOAATBCS HInKue 3a Kateropismu «Cuctema-Opran-Knacy y nopsaky
AMCHILCHHS YaCTOTH BMHMKHCHHS (1yske uwacto: > 1/10; wacro: Bia = 1/100 po < 1/10: neuacTo:
pin > 1/1000 a0 < 1/100; piako: eia > 1/10 000 mo < 1/1000; ayxe piako: < 1/10 000, actoTa
HEBIZIOMA: HEMOKIMBO OLLIHHTH 3@ HASBHUMU JIaHUMM).

Kareropii Jy#e qacTo Yacto Henacto Yacrora
«Cucrema-Opran- HeBiiomMa
Kaac» MedDRA
Indexuinni T2 HazodapuHrit
napasuTapHi Indexitia BepxHix
3aXBOPIOBAHHSA AMXaNbHUX
IISIXIB
Posmagm 3 OGOky Kpornus’suka
iMyHHOT CHCTEMH
Merabonivni Ta | [Ninornikemis
ajJliMeHTapHi possiaau
Poznaam 3 OOKy 3anamopouerHs | I'onosnuii 6ink
HEpBOBOI CHCTEMH
Poznaam 3 OOKy Hynota Jucnencis
LY HKOBO- Jliapes Binb B 5KHBOTI
KHIIKOBOI'O TPaKTy batopaHHs
Poznaam 3 Ooky LIKipHuii
LKIpH Ta amiJ101103
NiALKIPHAX TKAHUH JlinoaucTpodis
3aranbHi po3naau Ta [Tiaeuinena
peakuii B Micui BTOMITIOBaHiCTh
BBE/ICHHs IIpenapary Peakuii B wmicli
i1’ ekuil

Onuc okpeMHX MOOIYHUX peaKiliid.

linoenixemin. B nactynmuiit Tabaumui HaBeAeHi JaHi Mo  ¥acToTy  3aJ0KYMEHTOBAHOL
CUMNTOMATHUHOT rinordikemii (<3.9 mMmoaw/a) Ta Bakkol rimoriikemii HpH 3acTOCYBaHHI
npenapary Conikea Ta npenapary nopiBHAHHS.

Mo6iuni peaxuii y BUFISAI 2010KYMEHTORAHOT CHMIOTOMATHUHOT rinoriikemii alo BakKkoi
rinorjikemii

MauicuTH, sIKi panime He Ilepexia Bia Iepexia Bia
OTPHMYBAJIH iHCY.IiH azanbHOrO aromicry
iHCY.TiHY peuentopie I'TI-
1
MNpenapart | Incyain | Jlikence | Ipenapar | Incy- | Ilpenma- | Aromicr
ConikBa | raaprin | -matua | Coaiksa JiH par peuen-
raap- | Coaik- | ToOpiB
TiH Ba I'TIII-1
N 469 467 233 365 365 255 256
3a10KyMeHTO-
BaHA
CHMITOMATHY
-Ha
rimoraikemisi*
[NauienTn, y 120 110 15 146 155 71 "G
aKHX (25,6%) | (23.6%) | (64%) | (40.0%) | (42,5%)| (27.8%)| (2.3%) .
BUHMKIA V™, ooarhrse :
noGiuna i.f_:; e L e b
peakuis. n I'L bW A Jall
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(%)
Kinbkicts 1.44 1,22 0.34 3.03 4,22 1,54 0.08
noGiuyHux
peakuiii 1a
nauicHo-
pIK.

| Baxkka
rinorjikemis*
*®

KinbkicTs 0 < 0,01 0 0.02 < 0,01 < 0,01 0
nobiuHux
peakuiii Ha
nawieHTo-
piK. n

* 3a10KyMEHTOBAHA CHMNTOMATHYHA TIMOTTIKEMis BH3HAYA1ACH K nojis, Nij 4ac 9Koi THUMOBI
CHUMITOMHM TiNOTJIIKEMIl CyNpOBOMKYBATHCH BH3HAYEHOIO KOHUEHTPAIICIO TIIOKO3W B naasmi
KpoBi < 3.9 MmMonb/1.

** Bajkka CHMIITOMATHYHA TiNOrIiKeMist BH3HAYANACE SIK SBULIE, 1110 BUMArasjo J0MOMOTH 1HILOT
0COGH JUIsi aKTHBHOTO BBEJCHHS! BYTJIBO/IB, IJIOKaroHy abo npopeaeHHs THUINX peaHiMauiiiHmux
3aX0/1iB.

Posznadu 3 6oxy wynkoeo-kuwrosozo mpaxmy. Posnanm 3 OOKY 1LTYHKOBO-KHIIKOBOTO TpakTy
(Hynota, GmoBanns Ta aiapes) Oymu noGiuHuMM peakuisMK, Npo AKi YacTo NoBiZOMISIOCH
BIIPOJIOBK Mepiojly MiKyBaHHA. VY nauieHTiB, sKi OTPHMYBAIM JiKyBaHHs npenapatom Conikpa,
4acToTa MoB’A3aHOi HYA0TH, Aiapei Ta GIIOBAHHS CTAHOBMIA 8.4%, 2.2% Ta 2.2% eignoeinno.
INo6iuni peakuii y Burasai posnamie 3 Goky LLIIYHKOBO-KHIIKOBOTO TPakTy nepeBaxHo Gyiu
JICTKOTO CTYMEHs Ta MaJM TPAH3UTOPHUIT XapakTep.
Posnaou 3 6oxy imynnoi cucmemu. Tpo anepriuni peakuii (KpOnMB’siHKa), MOKIMBO NOB’A3aHi i3
3actocyBannsm npenapaty Conikpa, Oyno nosizomaeno y 0,3% nauienris. [Ipo Bunamku
FCHEPANli30BaHUX  aleprivHUX  peakiiil, BKTOYAKOYH aHainakTHyHi  peakuii  Ta
aHrIOHEBPOTHYHMIE HaOpsK, MOBiZOMAAIOCH TPH MiCAAPEECTPAUIHOMY 3aCTOCY BaHHI IHCY iRy
rJapridy Ta niKCHceHaTHy.
Inynozennicms. 3actocysanns npenapary Coniksa moske NPH3BOJUTH JI0 YTBOPEHHS AHTUTIN 10
iHCynliHy raapriny i/aGo mikcuceHaTuay.
Y4acToTa BHMMNAIAKIB YTBOPEHHS AHTHUTIN 10 IHCyiHy raapriny cranosuna 21.0% Tta 26,2%.
lpnbansno y 93% nauientiB BixzHauanacsk TICPEXpECHa PEAKTHBHICTh AHTHTIA 10 iHCYIiHY
IIapriHy CTOCOBHO IIOACLKOTO iHCyminy. YacTora YTBOPEHHA aHTHTIA [0 JiKCHCEHaTHIy
CTaHoBMIa npubansno 43%. Hi craryc anrurin ao IHCYJIiHY TJapridy, Hi cTaTyc aHTHMTIN 10
JIKCHCEHATH/LY He MalH KIiHIYHO 3Ha4ylIOro BIUIMBY Ha Oe3rneKy 4u e)eKTHRHICTS npenapary.
Posnadu 3 boky wikipu ma niowkipnux mranun., Jlinoauctpodis i wkipHuii aminoigos MOXKYTb
BUHUKATH B MiCL iH €KWl iHCyniHiB i npusBoanTH 10 3aTpUMKH abcopbuii iHcyniHy 3 HEbOrO.
[ocriiine 3minioBanns Micus iH'ekwiT B Meskax oaHiel QiISHKH Tina Moske AONOMOTTH 3MEHLLIHUTH
abo 3anoGirTH KM peaxitiam.
Pearyii 6 micyi in’exyii. ¥ neskux nauientis (1,7%), mo OTPUMYBAJIM Teparniio, AKa BKIOYaia
BBCJCHHA iHCYJliHY, B TOMy uncni npenapary Comikpa, Bim3Hauamucs NOYEPBOHIHHA, MicleBe
HaOpsiKaHHs Ta cBepOiHHA B Micwi iH €Ki,
Hacmoma cepyeeux cropouens. Ilpu 3actocysanni aromicrie peuenrtopie 10 GLP-1
MOBIAOMIANOCHE Npo 30iNbIIEHHS YacToTH CEepLEBUX CKOPOYeHb; TPAH3UTOPHE 30iNbLUCHHS
HaCTOTH  CEPUCBHX CKOPOYEHb CHOCTEPIraqoCh TAKOXK 1 B PaMKaX AeSKMX J10C/IiUKeHb
3aCTOCYBAHHA JIKCHCEHATHAY. 3a pesyabTaTamu BeiX A0CHiTKeHb 3 ¢asn  3acTocysanHs
npenapary Conikpa He NPU3BOAMIIO 10 36iAbIIEHHS cepeaHbol YacToTH ccpuemyfi{oaposcﬂh. '
A ."J"”

IMoBigomaenns npo nigozpiopasi noGiuwi peaxiii
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[ToBizomenns npo nizospioBani nobiumi peakuii nic/is 3aTBEpPAKEHHA TIKapChKOTo 3acoly €
BKIMBOIO  mpoueayporo. lle  103BOsS€  NPOJOBKYBATH MOHITOPMHI  CHIBBiAHOLIEHHS
«KOPHCTB/PU3MK» 1A JIAHOTO  JiKapchKoro 3acody. MeanyHux NpauiBHHKIB  NpOCATHL
MOBIIOMISTH NPO YCi NiA02PrOBaHi noGivmi peakuii y Jlep:kapuuii exeneprimii nenrp MO3
VYKpaiHu.

Tepmin npuaarnoceri. 21 micsui
Tepmin npuaaTHocTi nicis NEPUIOro BUKOPHCTAHHS LINPHL-PYYKH: 28 IHIB.

30epirati npu Temneparypi Hiwkye 25 °C. He 3amopoxyeary. He oxonoaxysatu. He 36epirarn
3 MPUKPITLIEHOIO o ko1, 36epirath wWnpHU-pyuKy y Micui, 3aXHMLIEHOMY BiJl JKepes NnpsaMoro
Tenna Ta cBitna. IMicns koxknol iH'eKUil Ha WNPHI-PYYKY CHiA 3HOBY HajAraTH KOBNAYOK 3
METOIO 3aXHCTY Bijl CBiT/A.

YmoBHu 30epiranns.

30epizamu ¢ nedocmynnomy 0an dimeit micui.

[npuu-pyuku, mo He nepebyparoTh Y BHKOPHCTAHHI:

36epirati y X0n0AHIBHKKY (npu Temneparypi +2 °C - +8 )

He 3amopoxyBarm Ta He JOmycKat KOMTakTY 3 MOPO3HJIBHHM  BijjiieHHam abo
HaKOMHUYYBaYaMH X0J0/y.

36epiraTi WNPHI-PYUKY Y 30BHILIHIN KapTOHHIH YIaKOBUI 3 METOIO 3aXMCTY Bij CBiTJIA.
Lnpuu-pyyxs, nicis nepuoro BUKOPUCTAHHS:

Ymoewu 36epiranns auBiThes y posaini « TepMin npuaaTHoCTI».

Hecymicuicme.
Ueii nikapcekuii 3aciG ne MokHa 3amimyBath 3 Gyab-1KuM iHIMM iHCYTiHOM 60 PO3BOANTH.

Vnakoska.

Ne 3 aGo Ne5: o 3 My KapTpHIKi, BMOHTOBaHOMY B OJIHOPA30BY IMNPHL-PYYKY; 1o 3 a6o no 5
WINPHL-PYYOK B KApTOHHIi KopoOui. ['01k1 B YNakoBKY He BKITIOYEHI.

Kareropis Bianyeky. 3a peuentom.

Bupo6unk. Canodi-Agenric Jloiunang Mv6X.

Micuesnaxonzxenns BupoGunKa Ta iforo agpeca micus NpoOBa/KEeHH i IbHOCTI.
Inaycrpinapk Xpoxer-bproninrmrpacce 50, H500, H590, H600, H785, H790, ®pankdypr-Ha-
Maiini, I'eccen, 65926, Himeuunna.

3asiBHUK.
TOB «Canogi-Asentic Ykpaina», Ykpaina.

/laTa ocTannkoro neperasiay.




