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JATBEP/UKEHO
Haxka3s MinicTepersa 0XOpOHH
30poB’a YKpaiHu
21.06.2018 Ne 1187
Pecerpauiiine nocBiI4eHHs
NeUA/16775/01/01

3MIHU BHECEHO
Haxka3s MinicrepcTBa 0XOpOHH
snopon’s Yipainn

F3/0.AR0 N L1E

IHCTPYKIISA
15 METHUHOTO 33CTOCY BAHHS! JTIKapebKoro 3acody

COJIIKBA
(SOLIQUA)

Ckrao:
diloua pevosuna: iHCYNiH riapriu, JIIKCUCEHATHL
1 M2 po3unHY /IS iH €KUM MICTHTH 100 oAMHMI IHCYiHY FIapriHy Ta 33 MKr TiKcHCeHaTHAY:
| wnpuu-pyyYKa MiCTHTb 3 MJ pO3uMHY NS inekuiii, wo exeipanentHo 300 Ox. incymiHy
raapriny Ta 100 MKr JiKCHCEHATHIY;
| noginka go3yBaHHs Bianosizae 1 On. incyniny raapriny Ta 0,33 MKr JiKCHCEHATHILY.
donomiocni pevoeunu: riinepun (85%): METIOHIH; METaKpe30.]; LMHKY XJOpHJ: KHCIOT

XJI0PMCTOBO/IHEBA, KOHLIEHTPOBaHa: HATPIIO ripOKCH; BOAA 114 iH" eKLis.

Jlikapcbka dopma. Po3ums 118 iH'eKuif.
Ocnoeni @izuxo-ximiuni eracmusocmi: Ge30apermil abo maiize Oe30apBHHIt PO3UHH.

MdapmakoTepaneBTHYHA Tpyna. Jlikapcbki 3aco0M, 110 3aCTOCOBYIOTHCS MPH 1LyKpOBOMY
niaberi, iHCY TiHM Ta TXHi aHAI0TH TPUBAIOT Al 1714 iH" eKI[IIHHOTO BBECHHS.
Kon ATX: A10AE34.

@Dapmakonoziuni e1acmusocmi.

DapmMakoOuHamixa.

Mexaniam _aii. Tlpemapar Conikea — ue KombiHauwis ABOX AiIOYUMX  PEHOBHH i3
B32€MOJI0MOBHIOIOYMMH MEXaHi3MaMH il 15l NOKPAMIEHHA KOHTPOIO rAiKeMii, a came iHCYJIiHY
rnaprisy (ananor 6a3anbHOrO iHCYIIHY, FOJOBHOIO METOK AKOTO € KOHTPOJIb PIBHIB TIIOKO3H B
nnasMi KpoBi HaTine) Ta JIKCHCEHATHIy (aromict peuentopis mo I'TII-1, ronoBHOKO MeTOO
SKOIO € KOHTPOJIb MOCTNpaHAiaNbHUX PiBHIB FIOKO3H).

Iicyin raprin. HailBakauBiliow Ji€ko IHCYIiHY, B TOMY yyci iHCyiHy raprify, € perynsuis
meTabonisMy rmoKo3W. IHCyniH Ta HOro aHanord 3HHAKYIOTb piBeHb [JIOKO3M B KpOBi 3a
paxyHOK CTUMYIsuii ii 3aXOrjeHHs nepuepu4HUMH TKAHHHAMM, 30KpeMa CKCEJCTHHMH
M’ S3aMH T4 KMPOBOIO TKAHUHOIO, & TAKOXK MPUTHIYEHHS YTBOPEHHS TIIOKO3H ¥ nevinui. [HeyniH
NpUrHiYye Ninomis Ta MpOTEO0i3, @ TAKOK CTUMYJIIOE CHHTE3 OinKiB.

Jlikeucenaruj1. JIIKCHCEHaTHl € aroHICTOM peLenTopiB A0 FIIOKaroHonoAioHoro nentuay-1
(TTII1-1). Peuentopu po ITIII-1 € MimeHHIO MPHPOAHOTO I'TII1-1 — eHAOreHHOro TOPMOHY
IHKpETHHY, AKHil MOTEHLIIOE ITIHOK0303a1eXKHY cexpellilo iHCyniHYy B-KaiTHHAMK Ta MpUTHIYYE
CeKpELilo IJIIOKaroHy a-KIiTHHaAMH MiAUUTY HKOBOT 3a/103M.

JIIKCHCEHATH CTHMYIIOE CEKpPEUito ?Hcy_niny npu NiIBUILEHHI PIBHIB IIHOKO3H E}pomkuc
BILUIMBAIOYM MPH 1ILOMY Ha CEKpEUIK0 I1HCYIIHY TpH HOPMOTJIiKEMIT, 10 OQMEKYE. PUSHK:.
BUHMKHEHHS Trimoraikemii. IlapaneibHO TNPUIHIMYETBCA CeKpellia TIoKaro, _gf{,Sf BHNAIKY”, "
BHHHKHEHHS MMOrikeMii pATYBalbHUH MEXaHI3M y BUIIAI ceKpelli raoKa ,{?}' %@;p‘-i_{@‘f%ﬂ. NG\
[MocrnpanaiaibHe BBEACHHS JIKCHMCEHATHAY TaKOXK CMOBIIBHIOE  CTIOPO} 'g;léHHﬂ'_f‘ lﬂﬁymgi 15
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3HUZKYIOUM TaKkHM UYHHOM {IBMAKiCT, abcopOuii Ta HAAXOMKEHHA B CHCTEMY KpOBOODITY
FIIOKO3H, 10 MICTHTBCA B TKI.

DapmMakoOUHAMIKa..

KomGinaiis iHCy/TiHy rapriHy Ta JiKCHCEHAaTHIy HC BILIMBAC HA (hapMaKoMHAMIKY HCYIIHY
rnapriny. Brume komGinauii iHCy/iHy Trhaprigy Ta JIKCHCEHaTHIY Ha dapmakoaHaMIKy
NIKCHCEHATHLY He BMBYABCA B paMKax nocaimkens 1 dasu.

BpaxoBylouu BiIHOCHO MOCTIMHMH npodiab «KOHLEHTpaLiA/4acy iHCYJIiHY 10dpriny BHPOAOBIK
24 roguH 6e3 BUP@KEHHMX MiKIB TPH 3aCTOCYBaHHI HOTO OKPEMO, npodhinb «BHAKICTH
yrunizauii rmokosu/yacy OyB NoAIGHMM NpH 3acTocyBaHHi KomOinauii iHCy1iHy rhaprivy Ta
NMIKCHCEHATHAY.

Ilepio Aii 1HCYNIHIB, B TOMY YMCII Npernapaty Conikea, MOKe BiapisHaTHCh Y pisHux ocib i
HaBiTH GYTH pi3HUM B OHIET i Ti€l 7 ocobu.

[Heynin raaprii. 3a pe3yabTaTaMi KIiHIYHHX 0CAiIKEHD 13 3aCTOCY BAHHAM iHCYyliHy rmapridy
(100 0/M1) LLYKPO3HMKYIOUHI eheKT Ha MonspHiit ocHOBI (TOOTO NpH 3aCTOCYBaHH1 OJIHAKOBUX
7103) iHCYIiHy TIapriHy TpH foro BHYTPIIHbOBEHHOMY BBeACHHI € NPUOIN3HO TAKUM CAMHUM, K
JHOACHKOTO THCYITIHY.

JlikcucenaTHa. 3a pesyabratamu 28-aeHHOrO n1a1e60-KOHTPOIBOBAHOTO JIOCITIIKECHHA Cepell
naicHTiB 3 LYKpoBMM Jiabetom 2 THNY 3acTOCYBaHH: nikcuceHatHay B 1031 5-20 MKr
[PH3BOAMIO 0 CTATHCTHYHO 3HAYYIIOTO 3HMKEHHA MOCTIPAHAIAIBHUX PIBHIB FIFOKO3M [1ics
cHifaHKy, 00iay Ta Beuepi.

Cnoposkenns maynky. [licas BxuBaHHs CTAHJAPTHOI MiYEHOT J0CITILKYBAHOT TKI B paMKax
3a3HAYEHOr0 BHINE JOCTIUKEeHHs OyJ0 MiATBEPIKEHO, IO NKCHCEHATH  CHOBIIBHIOE
CTMOPOKHEHHS ILIUTYHKY. 3HHIKYIOUM TakKHM HHHOM WIBMAKICTS NOCTTpaHiiansHoi abcopOuil
rmoko3n. Edext CropilbHEHHS CHOPOKHCHHA ULTYHKY MIATPUMYBABCS [0 3aBEpLIEHHA
AOCTIKEHHS.

Kniniuna edbektuBHicTh Ta Oe3nexa. besneka Ta e(heKTHBHICTL Mpenapary ConikBa CTOCOBHO
KOHTPOJIIO TJIiKeMii OULIHIOBANMCh Yy TPbOX PaHI0Mi30BaHMX KIIHIYHUX JAOCHIKEHHAX cepej
MAIieHTiB 3 LYKPOBUM JiabeTom 2 THITY:

« Jlonasauus 10 MeTOpMiHy (Y NALIEHTIB, L0 HE OTPHMYBATH iHCyniH).

IMepexin Bia GazanbHOTO iHCYNIHY.

« Tlepexin Bin aronicty peuenrropis I'THI-1

V KOXHOMY 3 JOCIUKEHb 3 aKTHBHHM KOHTPOJIEM NiKyBaHHS JKapChKUM 3aC000M Conixksa
NPU3BOAMAO [0 KIIHIYHO Ta CTaTMCTHYHO 3HAHYLLOTO MOKpalleHHsi PIBHIB [JIKOBAHOTO
remornobiny (HbAlc).

JlocsarneHns Huxkuux pisHie HbAlc ta n0carHeHHs Ginbi 3Ha4yHoro 3umkenHs piBHis HbAlc
HE MPM3BOAHIO 10 30iMbIICHHA 4YacTOTH BHHWKHEHHI rinormikemii npu kKomOiHOBaHOMY
NiKyBaHHi MOPIBHAHO 3 MOHOTEPATIEIO iHCy 1iHOM TI1aprinoM (JMB. po3ai «IToGiuni peakuii»).

B pamkax KJiHI4HOTO IOCHIUKCHHsA 3 JI0[1aBaHHAM Mpernapary A0 meThopMiny iKyBaHHS
posnoumunanocs 3 10 nojinox po3yBaHH (10 omMHMLL iHCYAiHYy Tnapriny Ta 3 MKr
nikcuceHaTHay). B pamMkax KiiHIYHOrO JOCHIDKCHHA 3 MEPEX0AOM Bia GasanbHOro iHCyniHy
oyaTKOBa 103a cTaHoBmia 20 noainok AosysanHs (20 oaMHMLE incyniny raapriny Ta 10 Mxr
nikcucenatuay) abo 30 moainoK 103yBaHHA (30 oamumuup iHcyniHy rnapriny Ta 10 mMKr
nikencenatay) (mawB. posmin  «Cnocid 3acTocyBaHHs Ta 103W»), B 3ANEKHOCTI Bij
[ONIEPEIHBOr0  J03yBaHHs  IHCYiHY. B 000X J0OCHIJUKEHHAX THTpYBaHHA J03yBaHHA
371 ICHIOBAIOCH OJIMH Pa3 Ha THXK/EHb, BPAXOBYIOUH piBHi I7IIOKO3M B MIa3MI KpOBi HaTLIE, 110
BM3HAYAJIUCh CAMOCTIIMHO.

TlopapanHs 10 MeTdOpMiHy (Y NALIEHTIB, 110 HE OTPUMYBATH IHCYIH).

Kriniune Oocaiovcennsn ceped nayicumis 3 yykposum oiabemom 2 muny, 6 AKkux Ha oni
AiKYBAHHA NEPOPATLHUM NpOmMudiabemuynum  npenapamom . He 6I03HAYANOCH HANCHCHOZO
koumponio 3axéopioéannsn. Beporo B pamkax BiakpuToro, 30-THKHEBOTO JOCHIIKEHHS 3
AKTMBHUM KOHTposieMm Gyno panzomizosaro 1170 nalieHTiB 3 LyKpoBMM jiaGetom 2 THITy A0s
ouinky edeKTHBHOCTI Ta Ge3neKkH npenapary ComniKBa MOPIiBHAHO 3 OKPEMUMH KOMIOHCHTANMM"" s

s

incystinom raapriom (100 01/m) Ta JIIKCHCCHATHIOM (20 Mmkr). Fror B * A
. - . . . N . W, TR
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npenaparom, SKMM Mir OyTH npenapar cy1bpoHiIceHOBHHH, FAIHIA, THFIBITOP HATPIA3ANEAKHOTO
koTpaHcnoprepa rmokosu-2 (H3KI-2) abo inribitop munentuauanentaasu-4 (JII11-4), ta vy
SKMX HE BiA3HAYAN0CH HAJCKHOIO KOHTPOINO 3aXBOPIOBaHHA Ha (OHI JaHOro NiKYBaHHS (PiBHI
HbAlc konuBanuch B Mexkax Bia 7.5% no 10.0% y nauientiB, aKi paHiie OTpHMYBajin
MeTOpMiH Y BUrIAAi MoHoTepanii, Ta B Mexkax Bin 7.0% a0 9,0% y nauieHTis, sKi paHile
OTPUMYBANM NiKyBaHHs MeTGOpMiHOM B KOMOiHAWIT 3 IHIIMM NepopasibHUM ﬂpDTHIllaGeTHLiHHM
npcnaparom), OyaM BKIOYEHI Y m.rymmu nepion BupoavsK 4 tmmnis. Bupososx uied
BcTynHOT (a3 3jiiicHioBanach ONTHMizauis nikyBauHs MeTOpMiHOM, a TNpHIAOM IHIKX
MepopanbHMX NpOTHAiaGeTHUHNX mpenapariB npumuHascs. B Kiuui BeTynmHoro nepiody
NaLieHTH, B SKUX MPOJOBKYBABCA BiJ3HAYaTHCh HEHANEKHHH KOHTPOJb 3aXBOPIOBaHHSA (piBHI
HbAlc xonuBanuck B Mexkax Big 7% 10 10%), Oyin paHaoMi30BaHi B Ipynu, sSKi OTPHMYBaIH
npenapar Coniksa, iHcy in rnaprin a6o nikcucenatua. 3 1479 nauientis, aki Gy/m BKIOYEHi y
BeTynHy (aszy jpochimkenus, 1170 Gyam pangomizopani. I'ONOBHMMH NpUYMHAMM, AKi He
JI03BOJISTIH BKJIIOYMTH MAlicHTIB y panaoMmizauiiiny dasy aociaimkents, Oynu piBHi MOKO3M B
nnasmi kposi Hatme > 13,9 mmoss/a Ta pisni HbAle < 7% abo > 10% B kinui BetynHoi dasu
JIOCHIKEHHS.

XapakTepHCTHKH MOMYAUIT PaHAOMi30BaHMX MNallieHTiB 3 LYKpoBMM jiaGetom 2 Tumy Oy
nactynuaumu: Cepenniii Bik cranosus 58,4 pokis, npu ubomy Bik Gimbocti nauientie (57,1%)
craHoBuB Bix 50 10 64 pokie, 50,6% nauientis 6yan vonosikamu. CepenHiil iHaeKe MacH Tina
(IMT) Ha BMXigHOMY piBHi cTaHOBHB 31,7 Kkr/M%, npu ubomy y 63.4% nauientiB IMT craHoBMB
>30 kr/M?. Cepeans TpMBanicTh LyKpoBoro JaiabeTy craHoBuna npuGausHo 9 poOKis.
Merdopmin Oye 06GoB’s3koBoio ¢onOoBOIO Tepanicio, a 58% nauieHTiE OTPUMYBAIM Ha
CKPMHIHTY TaKOX iHIMil nepopanbHMii npornaiaberHyunuii npenapat, Akum y 54% nauieHTis
6yB npenapat cy1b(OHiICEYOBHHH.

Ha tuxui 30 nikyeanns npenapatroM CozlikBa NPU3BOAMIO 0 CTaTHCTUYHO 3HAYyLIOro
nokpateHns piedis HbAlc (p-3navenns < 0,0001) nopiBHAHO 3 OKPEMUMM KOMIOHEHTaMH. 3a
pe3yabTaTaMH MONEPEeAHbO BH3HAYEHOrO aHajisy Ui€i NepBHHHOT KiHUEBOT TOUKM Bil3HaYeHi
BiZIMIHHOCTI y3ro/KyBanuch cTocoBHo Buxizumx pieHie HbAlc (<8% abo >8%) abo
MepopaibHOro NPOTHAIa0eTHYHOrO JTiKYBAaHHSA Ha BMXiZHOMY piBHi (MeTdopmiH y BHrisi
MoHoTepanii aGo Merdopmin y komOiHaiii 3 iHIIMM nEpopaTbHUM MPOTHAIA0ETHYHHM
MpenapaTom).

Indopmanis moao0 iHIMX KiHUEBHX TOYOK AOC/TIUKEHHS HaBeleHa Hwkye B Tabauui Ta Ha
300paKeHHi.

PesyabTaTi KAIHIYHOTO J0CTIUKEHHS 3 10JaBaHHsAM npenapaty 10 merdopminy Ha Tuakni
30 (nonyasiisi NANICHTIB, IKI OTPHMAJIH NIKYBAHHSA)

Ilpenapar Incyain JlikcucenaTua
CoJaikBa raapriu

KinbkicTs nagieHTiB, sIKi oTpHManu 468 466 233
JIKYBAHHS

Pisens HbAlc (%)

BuxiaHunii piBeHb (CepejHe 3HAYEHHA, 8.1 8.1 8.1
nicjist BCTYNHOT aszm)

3aBeplueHHs JOCHLKEHHS (cepelHe 6.5 6.8 7.3
3HAYEHH )

3MiHa MOPIBHAHO 3 BHMXIJIHHM PpiBHEM, -1.6 -1.3 -0.9
BU3HAYEHA  METOJAOM  HaiiMEHILUX
KBapaTie (cepe/iHe 3HAYEHHS)

BigMiHHICTE TMOPIBHAHO 3 IHCYIIHOM -0.3

raaprinom [-0.4; -0,2]
[95% noBipunii iHTepran] (< 0.0001)
(p-3Ha4eHHs)

Biaminnictsb NOPIBHAHO 3 ’
AKCHUCEHATHIOM / -0

[95% noBipuwnii inTepsai] of {(<¢ 0 0001) o
(p-3HAaYCHHA) | & F L b AR
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Kinekicts nauicarie (%). y skux Oynu
pocsruyTi pipni HbAle < 7% na Tukni
30*

345 (74%)

277 (59%)

77 (33%)

PiBeHb rI0KO3M B NJa3Mi KpPOBi HaTiue
(MMOJIB/1)

Buxiauuii piseHb (cepeiHe 3HaueHHs)

9.88

9.75

9.9

3aBepluieHHA JOCHIUKEHHA (CepeaHe
3IHAYCHHA)

6,32

6.53

8,27

3MiHa TOPIBHSAHO 3 BHXiAHMUM DiBHEM,
BU3HAYEHA MeTO10M HaiMEHIINX
KBaApaTiB (CepeaAHe 3HaYeHHA)

-3.46

-3,27

-1,50

3miHa  MOpIBHAHO 3 IHCYJIHOM
raapriHom, BU3HA4YeHa METO/10M
HalMEHIIHUX KBajpaTiB (cepenne
3HA4YCHHA)

[95% nosipunii inTeppan]

(p-3HaYeHHs)

20,19
[-0,420; 0,038]
(0,1017)

3MiHa TMOPIBHSHO 3 JIIKCMCEHATHIOM,
BH3Ha4eHa METO10M HalUMEHLIHUX
KBaJpaTiB (CepeHE 3HaYCHHs )

[95% noeipumii inTepBa]

(p-3HayeHH:)

1,96
[-2,246; -1,682]
(< 0,0001)

IocTnpangiaibHuii  piBeHb  IJIIOKO3H
yepes 2 roAMHH micas npuiiomy ixi
(MMoab/m)**

BuxiaHuii piBeHs (cepeiHe 3HaUYeHH )

15.19

14,61

14,72

3aBeplieHHs JOCHIUKEHHS  (cepeaHe
3HA4YEeHHs)

9,15

11,35

9.99

3MiHa MOPIBHAHO 3 BHXIAHWUM piBHEM.
BH3HAUeHa  METOJIOM HalMEeHIIHX
KBaJpaTiB

-5,68

-3,31

-4,58

3MiHa  TOpPiBHAHO 3
rnapriHom, BU3HaYeHa
HaHMeHIIHUX KBajpaTiB
3HaYeHHA)

[95% noBipuuii iHTepBan]

IHCYJTIHOM
METOIOM
(cepenHe

-2.38
[-2,79: -1,96]

3MiHa TMOpPIBHAHO 3 JIKCHCEHATHIOM,
BH3HA4YEHd  METOAOM  HalMEHILMX
KBaJIpaTiB (Cepe/iHE 3HAYEHHS)

[95% noBipuwmii iHTepBa]

-1,10
[-1,63; -0.57]

Cepeansn maca Tina (Kr)

BuxiaHuii piBeHb (cepeaHe 3Ha4eHH:A)

89.8

90,8

3MiHa MOPIBHSHO 3 BMXIJIHUM piBHEM,
BH3HA4YeHa  METOJOM  HaMMEHILIMX
KBaAparTiB (cepeHe 3Ha4YeHHA)

1,

2,3

TMopiBHAHHS 3 IHCYJIIHOM T1apriHoM
[95% noeipuwmii inTepran]
(p-3HayeHHs)

1.3
[-1.9; -0.9]
(< 0,0001)

TTopiBHAHHSA 3 TIKCHCEHATUOM
[95% nosipumii inTepsan]*

JOCATHYTI

Kiabkicrs naunieutis (%), y sskux Oyan
pieui HbAle <7,0% G6e3
npupocty macu Tiia Ha Tuzkni 30

202
(43,2%)

117
(25,1%)

[TponopuiitHa BiZAMIHHICTE NMOPiBHAHO 3
1HCYJIIHOM IapriHoM

18.1
[12.2; 24.0]
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[95% nosipumii inTeppan] (<0.0001)

(p-3HaueHHS)

[MponopuiiiHa BiAMIHHICTh NOPIBHAHO 3 15,2
JIKCHCEHATHIOM [8.1:22.4]

[95% nosipunii inTepsan]*
JloGora /1032 iHCYAIHY I1apriny

Jlo3a incyniny Ha Tuxkni 30, BusHaueHa 39.8 40.5 He
METOJIOM  TIAFMeNiiX  KRnajpaTin 3aCTOCOBAHO
(cepeiHe 3HAUEHHA) )

* He BKJIIOYEHO B MOMEPEAHbO BU3HAYEHIH MPOLELYpl AOCHIUKEHHS MOCTYNOBOrO 3HHKCHHA

PiBHIB

** [JocTnpaniianbHUii piBeHb TMIOKO3H 4Yepe3 2 TOAMHH NICas MPUAOMY iK1 MIHYC pIBEHb

IIOKO3H Tepe/i NPUHoMOM TKi

3o6pasennsi — Cepeani pisni HbAle (%) na Bisutax nporsrom 30 THKHIB JTiIKYyBaHHSA
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Trxaens

V nauientie rpynu npenapary Coniksa BiA3HAauYeHO CTATMCTHYHO 3Hauylle GiNbile 3HUKEHHA
cepeboro mpodimo piBHIB [MIIOKO3M B Nia3Mi KPOBi, 1O BU3HAYaiMCh CaMOCTIHHO Ha 7
YACOBMX TOYKAX, Bi BHXigHOro piHs A0 Twkus 30 (3,35 MMOJIB//1) NOPIBHAHO 3 NALIEHTAMH
rpynu iHcyniny raapridy (-2.66 Mmonb/n; BiaMiHHiCTb -0,69 MMOIIB/NT) Ta 3 NALICHTAMH IpynH
nikcucenatuay (-1.95 mmone/n; Biamingicts -1,40 mmoe/n) (p <0,0001 ans 060X NOpIBHAHE).
Ha Bcix yacosux Toukax Ha Twkni 30 cepeani piBHi I7IFOKO3M B Mia3Mi KpoBi Oy HUKYMMH B
rpymi npenapaty ConikBa MOPIiBHSHO SK 3 TPYNOK iHCYMiHY rnapriHy. Tak i 3 rpymnoio
JKCHCEHATHILY, 33 BUHATKOM Ti/IbKHM PIiBHIB IJIIOKO3M Mepe/l CHilaHKOM, sKi Oynu nofiGHuMu B
rpyni fikapeskoro 3aco6y Coiksa Ta B rpyni iHCyJliHy rapridy.

Iepexio 6i0 6azaibHo20 iHCYRIHY

Kniniune O0ochioxcenis ceped nayicumie 3 yykpoeum oOiabemom 2 muny, 6 AKux Ha goni
niKyeanHs 6azanbHuM IHCYIIHOM He BI03HAYWIOCH HATEMHCHO20 KOHMPOIIO 3AX60PIOBAHHA
3aranom 736 nauicHTIE 3 LYKPOBUM JiaGeTom 2 THIY B3sJM y4acTh B paHaOMi3oBaHoMYy, 30-
TH/KHEBOMY, 3 aKTHBHHM KOHTpONEM, BIAKPHTOMY, 3 2 rpynamu JiKyBaHHS, B MapalelbHuX
rpynax, 6araToLeHTPOBOMY AOCJIIKEHHI 3 OUIHKOI e(peKTHBHOCTI Ta Oe3nekd I efapaTy = _

w ki

Coniksa nopiBHaHO 3 iHcyaiHom raaprisom (100 on/mn). Frs 7 PR

: . . . g N20h
CKpMHOBAaHI NALIEHTH 3 ILYKPOBUM niaberoM 2 THIY OTPUMYBaJIM meBaHij" "ﬁ%a{ip_uﬂm i oAl
iHCYiHOM BMOZIORK MOHafiMeHIIe 6 Micsuie B cTaGinbHil 10GoBiH n03i Bix 19 50 0 MOy~ Va0

. - ana a F FIBITANE e 3
BHIAAAI MOHOTepanii abo B KoMOiHawiT 3 01HMM abo ABOMA NepopanbHUMH NPOT “gﬁemgﬂump-g_.. i

nperapatami (MeThopMin, npenapar cyab(OHINICEUOBMHM, TiHiA, iHriGITOp 3KT-2860 " % /=
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inrioitop JITMI1-4), npu usomy pisai HbAlc y nux cranoeuau Big 7.5% 10 10% (cepcnnm
pieerr HbAlc Ha ckpuuinry craxopue 8.5%), a piBHI TIOKO3H B nnasMi KpoBl HaTie
cranopunM < 10.0 wmmons/n abo < 11,1 mMMoab/l, B 3aieAKHOCIT  ELL HONEPCUAHBOIO
npnn{ﬂmﬁﬂwnmrn meBaHHH

[Ticns CKpHHiHry l'[aLllE'HTH AKi 6\-’;’]5‘1 BliBHa“ICHI NpHAaTHUMH A1 \"-laCTl B H.OCTIID.H\'EHH'I
(n = 1018), BKMoOYaauCh B 6-TikHEeBY BCTYNHY (asy. BNPOAOBK AKOT MAUWEHTH MPOJOBIKYBATH
OIpUMyBatH iHCydin ruaprin aGo Gynu nepeBeleHi Ha JiKyBaHHS iHCYNiHOM rIapriHom y
BMMAJKY, SKUIO BOHM OTPMMYBanM iHWmil GasanbHuil iHCyniH; npu UBOMY 3IifiCHIOBaNOCH
TUTpYBaHHs/cTabinizauis 103K iHCyniHy Ha QoHi npD)lOB}I\EHHH Tepanii MeThopMiHOM (SKILO
BiH  npuiiMaBcs g0  uporo). JlikyBaHHs  Oyab-AKMMH  IHIOIHMH  NEpPOPanbHUMH
nporuaiabeTHyHMMM npenapatamu Oyj0 NpHITHHEHE.

ITicns 3aBepIIEHHs BCTYIHOLO Hepiogy tauienty, y skux pisni HbATc cranosmum sia 7 a0 10%
piBHI TOKO3M B niasMi KpoBi HaTuie cTaHOBWIM <7.77 mmonw/s, a AoGoea j03a iHCYNiHy
raapriny cranoeuna Bin 20 10 50 oauHkue, Gyau pangomizosani B rpyny npenapary Conikea
(n=367) aGo B rpymny iHcyniHy raapriny (n = 369).

XapakTepucTHKH MOMY sl JaHHX NAaUieHTIB 3 LYKPOBHM Aiaberom 2 Tuiy Oyau HACTYNTHUMM:
Cepenaniii Bik cranoeus 60,0 pm(ia npu upoMy Bik GinbwocTi nauienTis (56,3%) cTaHOBME Bij
50 no 64 pOKlB. 53,3% nauicHris Oy JKiHOYOI cTaTi. CEpem{m innekc macu tina (IMT) Ha
BUXiZIHOMY piBHi cTaHoBuMB 31,1 Kr/M?, npy ubomy y 57,3% nauientis IMT cranosus > 30 Kr/m?,
CepesHs TpUBACTh LYKPOBOTO AiabeTy ctaHoBmiaa npubiusHo 12 pokie, a cepeHs TpUBATICTb
nonepeaHBLOro JiKyBaHHs GasanbHUM iHCYJTiHOM — MpubausHo 3 poku. Ha ckpuHinry 64.4%
NaLieHTIE B SKOCTI Ga3ansHOrO iHCYJNiHY OTPUMYBANW iHCYNiH raaprid, a 95.0% orpumyeanu
NpUHAMHI 0IMH NlepopanbHUi NpoTHAiadeTHyHMIt npenapart.

Ha Twxni 30 nikyeanns npenapatom ConikBa TIPM3BOAMIO 0 CTaTHCTHYHO 3HAYYLIOTO
nokpaieHns pienis HbAlc (p-3nayenns < 0,0001) nopiBHAHO 3 iHCYIIHOM IIAPTTHOM.
Inpopmauis WOAO iHIWMX KiHUEBMX TOYOK JOC/I[UKEHHS HaBeJeHa Huk4e B Tadauui Ta Ha
300paskeHHI.

PesyabTaTH KJIIHIMHOrO A0CIUIKeHHs cepel NMamicHTiB 3 uykposum aiaberom 2 Tumy, B
SIKHX He BiI3HAYaBCA HAJEAKHHII KOHTPO/Ib 3aXBopoBaHus Ha Qoni JikyBanns 6a3ajlbHuM
incyninom, na Tuxkni 30 (monyasiuist NauieHTIB, AKI OTPHMAJIH JiKYBAHHSA

ITpenapar Incynin
Coaiksa rJaapriu
KinbKicTh nanicHTIB, AKI OTPHMAJIH JiIKYBaHHSA 366 365
Pisens HbAlc (%)
Buxinuuii pieHs (cepeaHe 3HaYeHHA., MicIs BCTYMHOT 8.1 8.1
thazu)
3aBeplieHHs JiKyBaHHs (cepeaHe 3Ha4eHH ) 6.9 1,9
3MiHa TOPIBHAHO 3 BUXIJHUM pIBHEM, BHU3HA4YeHa -1.1 -0.6
METOJIOM HaliMEHLIMX KBaJIpaTiB (Cepe/iHe 3HaAUeHHs)
BiaMiHHICTB NOPIBHSAHO 3 IHCYJIIHOM TJIApPriHOM -0,5
[95% noBipumii iHTepBan] [-0.6: -0.4]
(p-3HaueHHs) (< 0.0001)
Kinekicte mauientie [n (%)], y saxux 6ynu pocarnyti | 201 (54,9%) 108 (29,6%)
pisni HbAlc < 7% na Twxkni 30*
PiBeHb I/TIOKO3H B MJ1a3Mi KpPoOBi HaTIe (MMO.1b/J1)
Buxignuii piBeHs (cepeiHe 3Ha4YeHHA) 7.33 132
3aBepuieHHs J0cHiIKeHHA (CepeIHE 3HAUYCHHSA) 6.78 6,69
3MiHa MOPIBHAHO 3 BHXIJHHM piBHEM. BH3HaueHa -0,35 -0,46
MEeTOJIOM HaliMeHIIMX KBaJApaTiB (CepeaHe 3HauYeHHs)
BiZAMiHHICTB NOPIBHAHO 3 IHCYJIIHOM TJIAPriHOM
[95% noeipuwmii inTepran]
IMocTnpanaiansbHiii piBeHb IIIOKO3H Yepe3 2 roJAHHN
nicas npuiiomy ixi (MMoab/a)**
Buxianuii pipeHs (cepeiHe 3HAYEHHS) 14,85
3aBepieHHA A0CiIKEHHA (CepeIHE 3HAYCHHS) 9,91 713,41 cosnifii
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3MiHa NOPIBHAHO 3 BUXiZHMM piBHEM. BH3HAUCHA
METO/10M HailMEHILUMX KBA/PaTIiB (CEpPeIHE 3HA4YEHHA)

-4.72

am |

3MiHd HOPIBHAHO 3 THCYIIHOM r1apriHoM, BU3HAUCHA
METOJ0M HAiMEHILIMX KBaJpaTiB (cepeine 3HAYCHHA)
[95% aoBipumii inTepBa]

-3.33
[-3,89: -2.77)

Cepeansi maca Tizaa (Kr)

160

Buxianuil piBeHb (cepeHe 3Ha4CHHA)

87.8

87.1

IMina NOPIBIANG 3 BHXiZHUM PIBHCM, BH3HA4CHA
METO/10M HaiiMEHIIMX KBa/PaTiB (CepeHe 3HAUCHHS)
TTopiBHAHHS 3 IHCYTIHOM raapriHom

[95% noeipunii inTepsan]

(p-3HauEHHA)

-0,7

[-1
[é

0.7

-14
,8:-0.9]
0,0001)

Kiabkicrs nauicntis (%), y sikux Oy.am OCATHYTI
pieni HbAle <7,0% Ge3 npmpocTy MacH Tiia Ha
Tuxni 30

125

(34,2%) (

49
13.4%)

TponopuiiiHa BiIMIHHICTb TMOPIBHAHO 3 iHCyniHOM
raaprinom

[95% nosipuwuii inTepsan]

(p-3Ha4YeHHs)

20,8
[15,0;26,7]
(< 0,0001)

Jlo6oBa 1032 iHCYdiHY rIApPriny

Buxiauuii piBeHb (cepe/iHe 3HaYeHHs)

35.0

35,2

Kinnesa Touka (cepeste 3Ha4YCHHA)

46.7

46,7

3mina no03u iHcyniny Ha Twkui 30, Bu3HaueHa
METOIOM HaiiMeHILMX KBaJpaTiB (Cepe/He 3HAYCHHA)

10.6

10,9

* He BKJIIOYEHO B MoTepeHbO BH3HaueHiil Mpoueaypi AOCTLUKEHHS MOCTYNOBOrO 3HHKEHHA

PiBHIB

#* [locTrpaHliaibHUi PiBEHb TIIIOKO3H “4epes 2 roAMHM Mic

[TIOKO3M Tiepe/l IPHHoMOM ki

ns npuiiomy ki MiHyc piBeHb

3o6pamxenns — Cepeani pisni HbAlc (%) na Bizurax nporsirom 30 THAHIB JIKyBaHHS
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Kniniune docnidycenns ceped NAyicHmis 3 YyKpOGUM diabemom 2 muny, 6 AKUX Ha (owi
AIKY8aHHA — @2OHICIMOM peyenmopie [TI[I-] we 6i03HAYAIOCH HAIEHCHO2O  KOHMPOTIO
3aX60PIOGAHHA ‘
EdexrupHicTs Ta Oesnexka npenapary Conika B TOPIBHAHHI 3 HE3MIHHUM TMOMEPE/HIM
AiKyBAaHHSIM AroHICTOM PELENTOPIB [TI[-1 Gyau BuBUEHi B 26-TUKHEBOMY PaHIOMI30BaHOMY
BiIKPUTOMY JOCII/UKCHHI. V jochiaenni npuitmano yuacts 514 NalieHTiB i3 1YKPOBHM
niabeTom 2 THIY, B SIKMX HE BiA3HA'AN0CS HANEHKIIONO konrpomo (pisen HbAlc nin 7% no 9%
BKJIIOYHO) 3aXBOPIOBaHHs, Ta sKi OTPUMYBaIH NiKYBaHHA NIpariyTHAOM a00 eKCeHATHIOM
npoTAroM He Menwe 4 micsuiep abo aynarmyTHIOM, anbirmyTuaom abo eKceHaTHIOM 3
NPONUHIVBAHMM BUBLIBHCHHAM 1IPOTHIOM HE MEHLIE 6 micsuis (yci mpenapaTH BBOAMIHCA B
MUKCUMAIBHO TIepeHOCHMIR 1031), i MeThopMinom y BUrIAAI MOHOTepanii aGo B noeaHaHHi 3
[iOr1iTa30HOM, iHFIGITOPOM HATpPi-rIIOKO3HOTO koTpaHcnoprepy-2 abo 2 ofoma. BiaiGpani
nauientu Gy panaomizopani abo Juis NpuHOMY npernapary Conikea, abo ans NPOJOBKEHHS
npuiloMy MONepeaHLOro aronicra peuentopis  I'TIII-1 na zaopatok 10 TorepeiHbLOro
MepopaibHOro NpoTHAIadeTHYHOro NIKYBaHHS.

Ha ckpuninry 59.7% cyG'exTiB 0TpHMYBaIH aronict peuenropie TTII-1 oaun abo aBivi Ha
nens, a 40,3% OTpUMYyBaNH aroHiCT peuentopis I'TITI-1 oauH pa3 Ha THKICHD. [lin 4ac
cKpHHiHTy 6,6% CcyG'eKTiB OTPUMYBAIH niormitason, a 10,1% — iHTiGiTOp HATPIH-rIIOKO3HOTO
KOTpaHcrnoprepy 2-ro THIY B koMmOinauii 3 merdopmiHom. XapakTepUCTHKH nomy asuit
JOCTiKeHHs OyNM HACTYIHI: CepeaHiil BiK CTaHOBHMB 59,6 pokie, 52,5% cyG'ekrie Oy
yonosiku. Cepe/iHs TPUBAJICTH AiabeTy CTaHOBMIA 11 pokis, cepe/iHs TPUBATICTE NONEPEIHBOTO
JNiKyBaHHsA aroHiCTaMM peLenTopiB [TI-1 cranoeuiaa 1.9 poky. cepeaniii IMT cranoBue
npubansno 32,9 kr/m’, cepeans plIK® cranoBuia 87.3 mu/xe/1.73 M2 i 90.7% nauieHTiB Manu
pLLIK® >60 ma/xs.

Ha Twkni 26 nikysanus npenapatom CojiikBa MpHM3BOAMIO 10 CTaTHCTHHHO 3HAYYLIOro
nokpamenns pisxis HbAlc (p <0,0001). INonepeanso BU3HAYECHHH aHasi3 MiJITHITY aroHicTa
peuenropie I'TITI-1 (oann/aBa pasu Ha ACHE 460 MOTHKHA), BUKOPHCTAHOTO 111 Yac CKPHHIHTY.
nokazae. mo 3mina HbAlc na Twkui 26 Oyno AHATOMYHOK JUIS KOXKHOT MiArpynu i
V3rO/UKYEThCA 3 NIEPBHHHHUM anasizom ana Beiel monmyasuii. Cepenns a000Ba [03a npenapary
Conixea Ha Twxni 26 cTaHoBuna 43,5 NOAIOK 103yBaHHA.

Indopmaltis MOAO iHIWMX KiHUEBUX TOYOK JOC/iDKeHHs HaBEJAeHa HUK4e B Tabnouii Ta Ha
300paKeHHi.

Pe3yabTaTH KJAIHIMHOIO AOCTULAKEHHS cepel nauieHTiB i3 nykposum jiaGerom 2 Tumy, B
SKHX HE BiI3HAYABCH HAJEAKHHH KOHTPOJL 3aXBOPIOBAHHS HA doni nikyBaHHSA arOHICTAMH
penentopis ['TI[-1 na Tuxni 26 (nony.isinisi NAMICHTIB, SIKi OTPHMAIH JiKyBaHH#)

b

LY
"
v

Coaikpa ArosicT penenTopis
I'TII-1
]{-I.TII:KICTI: nagicHTiB, SIKi  OTPHMAJH 252 253
JIKYBaHHS
Pigenn HbAlc (%)
Buxiguuii piBeHb (cepelHE 3HA4EHHA, micns
- 7.8 7.8
BCTYNHOT (hasH)
JapepLIcHH NiKyBaHHs (Cepe/IHE 3HAUCHHA) 6,7 7.4
3MiHa TOPIBHAHO 3 BHXiAHMM piBHEM,
BH3HAYEHA METOAOM HaiiMEHIINX KBaJpaTiB =10 -0.4
(cepeHE 3HAYEHHs)
BigMiHHiCTb  TMOpIBHSHO 3  aroHICTOM
peuenTopis I'TII-1
[95% Al] —0.6 [-0.8; —0.5] -
(p-3HaucHHs) (<0,0001) A T mies o,
Kiapkicrs nauientie [n (%)], y skux Oyam i 7
noesirnyTi pini HbAle <7 % H}a Tuxui 26 156/ (61,%8) /ﬁlﬁy(is,?%l o A
TponopuiiiHa BiAMIHHICTb TOPIBHAHO 3 ed rmrriae YR
al"z)HiCTDM pelenTopiB ]TII'I-I(‘)SP% J11) 36,1% {28’]0/6{[{%09«.@' ;L ‘
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p-3HaueHHs < 0,0001
PiBenb TI/IOKO3HM B TNJaasMi KpPOBI HaTuie
(MMOJ1b/J1)
Ruxisiuii pireHs (cepenc 3nayeiing) 9.06 945
3aBepuIeHHS AOCITIKEHHs (cepenne 6.86 8.66
3HAYCHHA)
3MiHa MOpIBHAHO 3  BHXiAHMM  PIBHCM.
BHAHACHA METO/IOM TaiiMernmux  Knaapatin ~2,28 =0.60
(cepeHe 3HaUEHHS)
BiaMiHHICTb  TMOpIBHSAHO 3  AroHICTOM
peLenTopis I'TIi-1 =107
[95% 1] [-2.00; —1,34]
(p-3HauyeHHA) (<0,0001)
IMocTnpanaiaabHuii piBeHb IIIOKO3H Yepes 2
rOJAMHMN Nicas npuiiomy i (MMoab/1)*
BuxiaHuii piBeHb (Cepe/IHe 3Ha4EHHs) 13,60 13.78
3apepiuenHs JOCTIKEHHS (Cepe/He 3HAYECHHS) 9,68 12,59
3MiHa TOPIBHSHO 3  BHXIJIHMM  pIBHEM,
BH3HAUEHA METOJOM HaiMEHLIMX KBaapaTis -4,0 =1.11
(cepenHe 3HaYEHHA)
3MiHa TOPIBHAHO 3 ArOHICTOM peuenTopiB
[TIM-1, BM3HAYEHAa METOAOM HaWMEHIIMX
KBaJpaTiB (cepenHe 3HaYCHHA) ~2.9
[95% JI] [-3.42; —2,28]
(p-3HaueHHs) (<0,0001)
Cepeansi maca Tiaa (Kr)
BuxiaHuii piBeHb (cepeHe 3Ha4eHHA) 93.01 95.49
3MiHa TOpPIBHSHO 3  BHXiIHMM  piBHEM,
BM3HAYeHa METOJOM HalMeHIIMX KBajpaTis 1,89 -1.14
(cepeiHe 3HAYEHHHA)
Topisusiaus 3 aronicrom peuentopis  [TI-1 =303

[95% a1l
(p-3Ha4YeHHs)

[2.417; 3.643]

(<0,0001)

* TTocTnpaHaiajibHUi piBeHb TJIOKO3HM Yepes
P

[JIFOKO3M Tepe IPpHAoMOM TKi

2 rOAMHM Ticis TpuioMy TKI MiHYC piBEHb
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3o6paxenns — Cepeani pisui HbAle (%0) na BizuTax npoTsirom 26 THAKHIB J1IKYBaHHS

a5 Tlisveanes
8.4 B B Comsa
834 A4 Aromicn penenmopis TTI-1 L
024 ;:—_-Ctr. -
e
80 -
Te I
_— T‘ - e o
- E - .‘_""‘m
£ 1Y \‘\ e -
T % e
EE sl N " !
g B R \i‘"‘m—ﬁ.
i S 75 4 h —_— e
s 3 R ——
L] e L
s B %
g g T3 : "'“-.\
N
. T2+ ™ -
v e i
r
Sl 1 5 \‘\
704 \E £
69 e L
] .
65 \—iam_.
87 - \i -
48 -
% - o
1§ L] i L] T L T T L 1 i ] ¥ L] L 1 T i T T T L] f L L T ' L] i T L L] | L
s ] [l I " 22 20
Tmsaens

OnnoyacHe  3actocyBanHs  npenapary  Conikea 3 iHribiTopaMM  HATPiH-TIIOKO3HOTO
koTpancnoprepy 2-ro Tuny (inriGiropu H3KTI-2)

OpnnouacHe 3acTocyBaHHs npenapaty Conikea 3 iHriGiTopamu H3KTI-2 niareepmaxKyeTbes
aHATi30M THArpYN i3 TPLOX PaHAOMI30BAHUX KIiHIYHUX A0CTIKEHD daszu 3 (119 nauienTis, aKi
oTpiMyBaiM KOMOIHALLiIO iHCY/iHY riapriny/nikcuceHaTHiy 3 (ikCOBaHUM CIiBBIIHOWIEHHAM,
SIKI TaKOK OTpuMyBann inridiropu H3KTI-2).
Onue mocnimkenns, npopeaexe B €pponi i TliBniuniii AMepuui, BKIOYaIo B cebe nani 26
namientie  (10,1%), $Ki OJHOYACHO OTPUMYBAmH KOMGiHauilo IHCYNiHY raaprivy Ta
jiKcyceHaTHay 3 BiKCOBAHMM CiiBBiaHOWeHHAM, MeThopMin Ta inribitopu H3KTI-2. llle asa
gocnipkenns dasu 3 3i cneuianizopaHol ANOHCHKOT MPOrpamMu KJIHIYHOTO PO3BUTKY. BUKOHaHI
Ha nalleHTax, AK1 HE JOCHTIA AOCTATHBROI'O KOHTpPOJIIO raikemil  Ha nepopanbﬂux
npoTHaiabeTHIHUX TpernapaTtax, Hajaanu JaHi OO 59 nauientie (22,7%) i 34 nauieHTiB
(21,1%), BiAnoBiaHO. AKi oaHOYacHO oTpumyBann iHriGiropu H3KTI-2ii komOiHaLi0 1HCYTiHY
rapridy Ta JiKCHCeHaTHAY 3 hiKCOBaHUM CHiBBIAHOLICHHAM.
Jlani umx 3 gocnipkeHb NOKasyloTh, WO MOYaTOK 3aCTOCYBaHH npenapary Coniksa y nauiesTis
i3 HEJIOCTATHIM KOHTPOJIEM JiKyBaHHAM, SKi OTpHMYBau iHriGiTopH H3KTT-2, npu3soauTh 10
Ginpmn 3HayHoro mnokpauieHHs pienie HbAlc nopieHsHO 3 npenapatamu NopiBHAHHA. Y
nauienTis, sKi orpumysanu inriditopu H3KTI-2, ne Gysi0 miABMIIEHOTO PU3HKY rinoraikeMii i
3HAYyIIMX BiAMiHHOCTeH B 3aranbHOMy npodini Oesnekn B MOPiBHAHHI 3 THMM, XTO HE
orpumyBas inriditropn H3KTI-2.
JlocmiyKeHHs 3 BUBYEHHSAM BIIJIHBY Ha CepLeBO-CYAHHHI MOl
Beaneka iHCYyIiHy rIapriHy Ta JiKCHCEHaTH/y CTOCOBHO CEpUEBO-CYAMHHUX nojiit BUB4anach B
pamkax kainiunux pocnizkens ORIGIN ta ELIXA BiANoBiAHO. OKpemMoro AOCHIUKEHHS 3
BMBUCHHAM BIMBY npenapaty COMiKBa Ha CepLEBO-CYAMHHI MOAIT HE IPOBOAMIOCE.
Incynin  enapein. JIOCTIDKEHHS 3HMJKEHHS YacTOTH CEPLEBO-CYAMHHMX YCKIAIHEHbL TpH
iniuianbHOMy 3acTocyBammi iHCyniHy raapriny (aocaiwkxenns ORIGIN) 6yno BIARPHTHM -
paHIOMI30BaHMM JIOCTIUKeHHsIM, B sike Gy10 BKmoueHo 12 537 nauicHTiB Ta B pamxﬁf’ﬁﬁ}m“
i '{‘_ﬁa’ﬁ MOMEHT. .

MOpiBHIOBAZIOCH JIIKYBaHHs npenapatom JIawTyc 3i CTaHJApPTHUM JIKYBaHHAM
NEepIIOro BHHHKHEHHS CepHO3HOro HebakaHOro sABMILA 3 OOKYy cepueao-cyﬂuﬁlfq"l‘ Qﬁt':'freim,,";
Cepiiosne HeGakane spuule 3 GOKY CepleBO-CYAMHHOI CHCTEMH BKITIOUANO cMepyh BHACHIAOK L
ceplieBo-cyIMHHOT noii, Hedaranbuuii indapkT Miokapaa Ta HedatanpHuii incyapT. Meniana * * 7
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TPHBATOCTI KOHTPOJBLHONO CIIOCTCPEKECHHA B paMKaX IOCHiIAKCHHA cTaHOBMAa 6.2 pOKiB.
Yacrora cepiiozuux HebaxaHux sAeuul 3 OOKY CEpLEBO-CYAMHHOI CHCTEMH B pamKax
nocaikenHs ORIGIN Oyna noapiGHo Mik rpynow, mo orpumyeana npenapar Jlaurtyc, Tta
rpynol. 110 OTpUMYBala CTaHJapTHE MiKyBaHHS (BiAHOWeHHs pusukie [95% [I] woxpo
cepiozHux HebakaHMX sBMLL 3 DOKY cepuero-cyanHHOl cuctemu: 1,02 [0.94: 1,11]).
Jikcucenamuo. Jlocnimxenns ELIXA Gyno panaomizoBaHuM, noasiiiHo-cainuM, niaueo-
KOHTPOILOBAHMM, 6araToHallioHaNBHUM JIOCTIAKECHHAM, B paMKax SKOTO 3AiHCHIOBANACh OLIHKA
CEPUERO-CYTHHHUX YCKNaTHEHK MiJl YAC NIKYRAHHS MIKCHCEHATHIOM Y NATIFHTIR 3 IYKPORKM
aiadetom 2 Tumy (n = 6068) nicns HENO1aBHO NMEPEHECEHOr0 rOCTPOro KOPOHAPHOr0 CHHAPOMY.
ITeperHHOIO KOMOIHOBAHOIO KIHLUEBOK TOYKOW MI0OA0 e(eKTHBHOCTI OyB 4ac 10 Neploro
BHHHUKHEHHS Oy/b-KOT0O 3 HACTYNHHMX HeDaKaHMX ABUIL: CMEPTh BHACHIIOK CEPLIEBO-CYAMHHOT
noxii, nedaransumii indapkr Miokapaa, HedaransHuii iHcyabT abo rocmiTanizauis 3 npusoay
HecTabibHOT cTeHokapaii. MeaiaHa TPHMBANOCTi KOHTPOJIBHOTO CHOCTEPEXKEHHS B paMKax
AocakeHHs ctaHoBuna 25,8 Tta 25,7 micauie B rpymi JiKCHMCEHaTHAY Ta B rpyni niauebo
BiIMOBITHO.
Hacrora nepeuHHOT KiHLEBOT ToykH Oyna noaibHOKW Mixk rpynoro nikcucenatuay (13.4%) Tta
rpynoio mnauebo (13,2%): BiaHOWEHHS PHU3UKIB AN JNiKCHCEHATHAY NMOPIBHAHO 3 miaue6o
cranoeuno 1,017 3 acouiiioanum 2-croponHim 95% poeipuyum intepsanom (1) sia 0,886 no
1,168.
DapmakoxiHemuka.
Abcopbuis. CniBBifHOMWEHHS iHCYNiH TIIapriH/IiKCHCEHaTHA CYTTEBO He BIJAMBAC Ha
(apmakokineTHKy iHcyiHy raapridy Ta JikcuceHatuay B npenapari Coikea.
Ilicns nimwkipuoro BeejeHHs KOMGiHaWil iHCYJiH rIApriH/IiKCHCEHATHA Yy NallieHTIB 3
LyKpoBHM iabeTom 1 THIy iHCYJiH raapriH He AeMOHCTPYBaB BHpakeHOro miky. Excriosuuis
iHCYJIiHY rnapriHy micis BBeJAeHHs KOMOiHAUii iHCYNiH raaprid / miKcMceHaTHa cTaHOBMIa 86-
88% Bia ekcniosuuii, sKa Bil3HAYanack NPH OKPEMUX OJHOYACHUX iH €KLIAX iHCYNiHY raapriy
Ta nikcuceHatuay. Taka BiAMIHHICTb He BBAXKAETHCA KITHIYHO 3HAYY IO,
[licns migmwkipHoro BeeaeHHs komOiHauwii iHCYJIH Traaprid/ITiKCHCEHATHA Y TAUiEHTIE 3
LyKpoBHMM AiabeToM | THIY MeaiaHa tmax JIKCHCEHATH/LY 3HAXOAMIACh B Aiana3oHi Bia 2.5 10 3.0
rogud. AUC Oyna nopiBHSHHOIO, B TOH 4Yac SK BiJ3HA4ajJoch HE3HAyHE 3HWKEHHS Cmax
nikcuceHatuay Ha 22-34% nopiBHSHO 3 Cmay. SIKA Bif3HAYanach NpPH OKPEMHX OHOYACHMX
iH’€KUiAX iHCYNiHy raapriny Ta JiKCHCEHATHy; NpOTe, TaKe 3HMKCHHA MaloiMOBIPHO MOJKeE
OyTH KJIHIYHO 3HAYYLIMM.
Kniniyno 3nauynli BiAMiHHOCTI B mBKHAKocTi abcopOuii likcuceHaTHIy NpH HOro 3acTOCYBaHHI
Y BHIZIAAI MOHOTepanii micns MiAKIPHOro BBEAEHHS B JUISHKY KMBOTA. AEILTONOXIOHOro
M’s13a ado cTerHa BifICyTHI.
Posnozin. Jlikcucenarua XapakTepusyeTbes HU3bKkuM (55 %) piBHeM 3B’s3yBaHHA 3 Oijkamu
naasmu  moannu. Tlepeabauyesanmuii 00’em posnoainy jiKcuceHaTHAY micns NiAWKIPHOrO
BBEJCHHA KoMOiHauii iHcyniH rrnaprid/mikcuceHaTHa (Hess s3ammii 06’em posnoainy, Vz/F)
cTaHoBUTh MpuOan3Ho 100 n. Tlepenbauyeanmii 06’em posnoainy iucynimy rnaprimy micns
MiAWKIpHOro BBeieHHs KomGiHauii iHcynin raaprin/mikcucenatua (o6'em posmominy B
piBHOBaxHOMY ctaHi, Vss/F) cranoButs npubansuo 1700 a.
biorpancdopmauis Ta enimisaiis. Pesynbratd A0ChifkeHHA 3 BHMBYEHHSM MeTabonismy B
MALIEHTIB 3 LYKPOBAM JiaGeToM, fKi OTpMMYyBanM iHCYJiH NapriH y BHIISAI MOHOTeparii,
CBi4aTh NpO Te, WO iHCYIiH Iaprii WBKWIAKO MeTaboi3yeThes Ha PiBHI KapOOKCHIIBHOTO KiHILs
B-nanigora 3 yTBOpeHHsM ABOX akTHBHMX MeTaGomitie — M1 (21A-raiumb-incynin) Ta M2
(21A-rniunn-ae3-30B-Tpeonin-incynin). V naasmi KpoBi roJ0BHOIO LMPKYIOIOHOI0 CHIOTYKOKO
€ merabonit M1. ®apmakokiHeTHyHi Ta (apMakoAMHAaMIYHI AaHi CBiAYaTL Mpo Te, WO ehekT
MiZAUKIPHOT iH' €KL iHCYTiHY r1apriny roJOBHHM YHHOM 3a/I€KHTh BiJl €KCNIO3MLLT MeTabomiTy
M1.

KaHanbueBoro peabcopbuicio Ta nogaabmuM  MeTaboJiYHMM  PO3LIETICHHAM
NCNTHAIB Ta aMiHOKMCJIOT, $Ki 3HOBY BKJIIOYAKOTHCS B OiNKOBWIT MeTato
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4ac HaniBBUBEJCHHSA CTAHOBMB MpPHUOIM3HO 3 roaMHM, a cepeaHiii yseuuit Kaipenc (CL/F)
CTaHOBUB npuOanu3HO 35 a/roa.

OcobnuBi nonynauii naieHTIB.

Hayichmu 3 nopyuwennam @yuxyil nupox. Y NAUIEHTIE 3 JerkuM (KJIpeHC KpPEaTHHIHY,
po3paxopanii 3a opmynoio Kokpodra-I'onra, 60-90 ma/xB), noMipHum (KJ1ipeHC KpeaTHHiHY
30-60 mn/xB) Ta BaxkkuM (KnipeHc kpeaTuHiHy 15-30 Ma/xe) nopywennsam dyHkuii Hupoxk AUC
nikcuceHaTHAy 3pocTana Ha 46%. 51% ta 87% BianosiaHo.

3acTocyBaHHsl IHCYNiIHY Trhapriny B nauicnTie 3 nopywennaM  Qynkuii - nMpok e
aocniazKyBanock. THM He MeHLIe, Y NAUieHTIB 3 nopylieHHsM (QYHKUIT HMpOK notpeba B
iHCY1iHI MOKe OyTH 3MEHLIECHA BHACII0K 3HM/KEHHA MeTa0omi3My iHCYIiHY.

Iayicumu 3 nopywiennam @yuxyii nevinky. OCKINBKM TiKCUCEHATH BMBOJIMTHCS TOJOBHHM
YUHOM HUPKAMM, Y NALIEHTIB 3 rOCTPOIO aB0 XPOHIUYHOK NEUYIHKOBOIO HEAOCTATHICTIO MOAHMUX
(papMaKkoKIiHETHYHHUX JOCTIAKEHb HEe NMPOBOAMIOCH. Brnnue nopywenns ¢yHKuii neyiHkH Ha
(apMaKOKiHETHKY JIIKCHCEHATHY He nepeabaqacTbes.

3acTocyBaHHA IHCYJIIHY IMIapriHy B NAlEHTIB 3 IYKPOBUM JiabeTom Ta 3 nopylieHHsIM QyHKIiT
NeYiHKK He J0CHiKyBanoch. Y nauieHTiB 3 nopyweHHsIM QyHKUIT neyinku notpeda B iHCYTiHi
MOKe OyTH 3MEHIIEHA Y 3B’A3KY 3i 3HWIKEHHSAM 3JaTHOCTI J0 FMOKOHEOreHe3y Ta 3HMIKEHHAM
mMeTaboni3My IHCYIHY.

Bik. pacoBa npHHaneKHICTb. CTATH TA MACa TiJja.

Incynin 2napein. Bniue BiKy, pacoBoi NpMHANe)KHOCTI Ta cTaTi HA GapMaKOKIHETHKY IHCYIiHY
riapridy He BMBYaBCs. 3a pe3yibTaTamMM aHanisy ninrpyn copmMOBaHMX 33 BIKOM, pacoBOIO
npnnanemmcm Ta CTaTTIO, B PAMKaX KOHTPO/IbOBAHHX KJIIHIYHMX JOC/TIDKeHb Cepell J0POCIHX
NalieHTIB, AKI oTpuMmyBanu iHcyaiH raaprin (100 om/mn), KoaHuMX BiAMiHHOCTEH CTOCOBHO
Oe3nexu Ta epeKTUBHOCTI BUSBIEHO He Oy0.

Jlikcucenamuo. Bik He Mae KJIiHIYHO 3HAUYYILOrO BILUIMBY Ha (papMaKOKiHETHKY JIKCHCEHATHAY.
B pamkax nocnimkeHHs dapMaKkoKiHeTHKH cepes ocib moxuioro Biky 6e3 uykposoro aiabery
BBEJECHHA JiKcHceHaTtHay B 4031 20 MKr npusBoauao A0 cepeanboro nigsumenuHs AUC
NiKcHceHaTHY B LMX oci® Ha 29% (11 yyacHMKiB AocniikeHHs Oyau BiKOM Bia 65 10 74 pokiB i
7 Y4YacHHKIB J0CIIUKEHHS — BikoM >75 pokiB) nopieHsHo 3 18 ocobamu Bikom Bia 18 no 45
POKIB, 10, iiMOBIPHO, NOB’SI3aHO 3i 3HMAKEHHAM QYHKLIT HUPOK Yy TPy 0cif MOXMIoro Biky.
ETHiuna npuHanexHicTh He 3yMOBMOE KIIHIYHO 3HAYYLIOTO BIUIMBY Ha ()apMakoKiHETHKY
JKCHCEHATH/LY, MPO 110 CBiAYaTh Pe3yibTaTH (hapMaKOKiHETHYHMX AOCHIAKCHb, POBEAEHHX 3
YYacTHO MaLi€HTIB €BPOINEHCHKOT, AMOHCHKOT Ta KHTANChKOT HALlIOHAIBHOCTI.

CraTh HEe Ma€ KiHIYHO 3HAYYLIOrO BILUIMBY Ha (JapMaKOKIHETHKY JIKCHCEHATHY.

Maca Tina He Mae Ki1iHiYHO 3Havyuoro nauey Ha AUC nikcuceHaTuay.

IMYHOreHHICTE. 32 HasIBHOCTI aHTHTIN JI0 NiKCMCEHATHY HOro eKCrnosuuis Ta BapiabenbHicTs
HOro eKcrnosuuii CyTTEBO MiABHILYIOTBCA, HE3a/I€XKHO Bijl PIBHA 103yBaHHS.

Joxkniniuni gani 3 Gesnexu.

Koauux JaocnipkeHb Ha TBapMHAX i3 3acTOCYBaHHAM KoMGiHalii iHCynmiHy rnapriny Ta
NIKCHCEHATHY IS OLIHKM TOKCHYHOCTI Tpu 0araToKpaTHOMY BBEAEHHI, KaHLEeporesesy,
FeHOTOKCHYHOCTI YH TOKCHYHOIO BIUIMBY Ha PENpOAyKTHBHY CHCTEMY HE NMPOBOAHIOCE.

Incynin raaprin. JIokniHiuni aaHi, OTpUMaHi y CTaHIAPTHHUX NOCHILKEHHSX (apMaKonoriyHoi
Oe3neku, TOKCHYHOCTI mpH ©araToKpaTHOMY BBEJACHHI, MEHOTOKCHYHOCTI, KaHLEPOreHHOro
MOTEHUiaTy Ta TOKCHYHOTO BIUIMBY Ha PENpOAYKTHBHY CHCTeMy, CBiI4aTh NMpO BiACYTHICThH
Oy Ab-AKKX cneundIYHUX PU3NKIB AN JIOAMHHM TIPH 3aCTOCYBAHHI IHCYIIHY r1apriny.
Jlikcucenatua. B pamkax 2-piuHMX JOCHIIKEHb KaHIEPOTEHHOCTI NP NiAIKIPHOMY BBEICHHI
npenapary y uiypiB Ta MUiei crioctepiranucs HeneranbHi C-KIITUHHI MYXJHHA LIMTONOAIOHOT
3an034, AKi OyaM  posiiHeHi $K Taki, IO 3YMOBJEHI HEreHOTOKCHMYHMM MEXaHi3MOM,
OMOCEPE/IKOBAHIM PeLenTopamMH 10 GLP-1. no skoro rpusyHu 0cobIuBO -iy"mnm. C-kniTHHHA
rinepniasis Ta ageHoma CI]OCTeplI‘aIIHCb y uiypiB Ha (OHi 3acTOCyBaHHA BCIX [ fﬁfnmyﬁaﬁnh
/103, 8 MaKCHMaIbHY /103y, NPH SKiil He Bil3Ha4yanuck HebakaHi eheKTH, BU3HAHT ¢ BAAJOCK.,
Y Muwiei i epeKTH BUHMKAIM NpU PiBHI eKCrnosuii, mo y 9,3 pasu nepeeu B cygno:mmm
B JIIOJell NPU 3aCTOCYBAaHHI TepaneBTHYHMX /103 mpenapary. Y Muliel He eﬁap" Paﬂocb C-,u
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KTITHHHMX KapLUMHOM. a Y WIYpPIB BOHW BUHWKATH TpH pirHi ekcnozuiii, mo npuémisso y 900
pasiB nepeBmiLyBaB eKCIO3ULIK0 Y M101eii NpH 3aCTOCYBaHHI TEPaneBTHYHHUX 103.
B pamkax 2-pi4HOro A0C/HIIKEHHS KaHLEepOreHHOCTi MPH MiALIKIPHOMY BBE/JICHHI Mmpenapary y
MUIICH BiA3HAYEHO 3 BHMAAKH aJEHOKaPIMHOMH EHAOMETPI0 Al CTATUCTMMHO 3HAMYLIHM
MiBMIIEHHAM YacTOTH LBOrO 3aXBOPIOBAHHA B IPYI 3aCTOCYBaHHS cepesIHiX J103 Mpenapary,
SIKi 3yMORJIOBAJM PIiBEHb €KCIO3WLIT, WO MEpPeBHITYBAB ekcnosuuito B mojei y 97 pasis.
JKoanux edexTis, NOB A3aHUX 13 3aC1OCY BAHHAM HpEHApaLy. Bi3HaueHo ne Oylo.
PeayhTaTi I0CTITKEHR HA TRAPHHAX HE CBIAYATH MpO Gyab-akuit Gesnocepenniil WKITHBHI
BIUIMB Mpenapaty Ha (epTHIbHICTh CaMIliB Ta Camok utypie. ¥ cobak. sIKMM BBOJIHBCA
MiKCHCEHATH L, CIIOCTEPIralIuch 3BOPOTHI NOPYIEHH:A B ACYKAX Ta NPHAATKAX ACHOK. V 310poBux
YOJIOBIKIB HE BiJ3HAYEHO JKOAHOTO BIUIMBY Npenapaty Ha cnepMaTorcHes, Mo’ A3aHoro i3
3aCTOCYBAHHAM Npenapary.
VY pocaiKeHHAX 3 BHBYCHHAM BILIMBY npenapaty Ha BHYTPIlIHBOYTPOOHMIT PO3BUTOK y LIYPIiB
Ha oHi BCiX AOCIILKYBAHMX 103 nikcucenaTHay (NpM piBHSX eKCNosuuii, wo y 5 pasis
MepeBMIILyBaTH EKCIIO3MIII0 B M0/eH) Ta y KpoJIiB TIPH BBEJACHHI BHCOKHMX /103 mpenapary (pH
piBHAX eKcro3ulii, 1o y 32 pasH nepesHLLyBaI eKCMO3MLII0 B JOjeil) crocTepiraluch Ban
PO3BMTKY, CIOBLIbHEHHA POCTY 1104, 3aTpHMKa ocudikauii Ta noGiuni edexTy 3 OOKy cKenera.
B 060X Mojaensx JOCTKYBaHMX TBApMH Bi3Hayalach HE3HaYHA TOKCHYHA Jig  Ha
MaTepHHCHLKHIT OpraHiaMm, 110 NPOSIBIANACh Y BUIIAI 3MEHIICHHA CTIOKHBAHHA K1 Ta 3HWIKEHHS
MacH Tia. PicT HOBOHAPOKEHUX LLyPAT OyB CTIOBIABHEHHH cepel caMmlliB, AKi Miaasanick aii
BHCOKMX /103 J1IKCHCEHATHIy BIPOJAOBK Mi3HBOrO IeCTauiifHOro mepiogy Ta JakTauii, 3
HEBEJMKUM 3011BIIEHHAM CMEPTHOCTI LILYPSIT.

Kainiuni XapakTepHCcTHKH.

IMokazanna.

As NiKyBaHHA AOPOC/IMX MAUIEHTIB i3 HENOCTATHRO KOHTPOIBLOBAHWUM LyKPOBHM niaGerom 2
THITY 3 METOIO MOKPAUICHHA KOHTPO/IIO IIIKeMiT K JOMOBHEHHS 10 Ni€TH i BNpaB Ha J0JaTOK J10
MeThopMiHy 3 iHriGiTopaMM HaTPiA-IJIIOKO3HOTO KOTpaHCrnopTepy 2-ro tuny abo 06e3 HuX.
(PesynbraTit 10CHIUKEHb 100 BIUIMBY Ha KOHTPOIb raikemii Ta A0CAimKEH] rpyMH MaLieHTIB
AMB. y po3ainax «OcoBaMBOCTI 3aCTOCYBAHHSY | «MapMaKoAMHAMIKaY).

Hpomunokaszanna.
inepuyTaMBicTb A0 AiloumX peuoBuH abo a0 Oyab-aKoi JI0TIOMIZKHOT PEUYOBHHH, 110 BXOAUTE 110
CKNaay npenapary.

B3acmodia 3 iHUUMU TIKAPCoKUMU 3aco0amu ma inwi 6uou 63acmodii.
JKOIHMX J0CTi/KEHb 3 BMBYCHHAM B3a€MOJl JikapchKoro 3acody ConikBa 3 IHIIAMH
niKapchKUMM  3aco0aMM  He  TIPOBOJMIOCK. Indopmallis, HaBeleHa HWIKYE, TPYHTYETBCA Ha
pe3ynbTaTax A0c/iKeHb, POBECHHX 3 OKPEMHMH KOMIIOHEHTaMH Npenapary.

dapmakoaMHaMiuHi B3aeMoii. ICHYe psAa pedoBMH, SKi BILUIMBAIOTH Ha meTabosi3M [IOKO3H, Y
3p’S3KYy 3 UMM IXHE 3aCTOCYBaHHS MOXKE NPHU3BOAMTH /10 HeoOXiAHOCTI KOpeKuii J03yBaHHs
nikapeskoro 3aco0y Comiksa.

J1o pedoBHH, AKI MOXKYTh MOCHIIIOBATH LYKPO3HMKYIOUMii eeKT Ta 301/1bLIYyBATH CXMJIBHICTB J10
BUHMKHEHHs TiNOrjiKemii, Hazexath npoTHaiaGerwuHi Jnikapcbki 3aco0M, iHTriOiTOpH
anrioteHsuHneperpoproiouoro  gepmenty  (AIID), ausonipamia, Gibpatu, dayokceTny,
inriGiropn monoaminokcupasn (MAO), neHTOKCHOINiH, nponokcugeH, caliluiaTtH Ta
cynbdaninamiani aHTHOI0THKH.

Jlo peyoBHH, AKi MOXKYTh 110C1a0I0BATH LyKPOSHILKYIOUH edeKT, HaneKaTh KOPTUKOCTEPOIAH,
aHA3071. Jia30KCH, JiypeTHKH, IJIIOKAaroH, i30Hiasua, eCTPOreHH Ta nporecmﬂg(j"ﬁ‘éx" HIs S
denoTiasuny, COMAaTPONiH. CHMMMATOMIMETHKM  (Hanpukiaz, eniHepHH ?;aqpﬁ‘ﬂiaﬂin)?” <
canbGyTamos, TepOyTaniH), FOPMOHH LMTONOAIOHOT 371031, aTMNOBI AHTHIICHXOTHYIH jii KoL
3aco6M (HanmpUKIaz, K103aniH Ta o/1aH3aniH) Ta iHridiTopu nporeas. ‘j
Bera-aapeno610KaTopH, KJIOHIAMH, €Ol AiTii0 abo ankoroik MOXYTh sK MOC i.g : %
nocnabmoBaTH  LYKPO3HIKYIOuMiA edekT iHcyniny. [lentamians Moxe Clipﬁ-_‘lﬁfj}_{)ﬁil‘n.a{.
rinoraikeMilo, nicis SKoi iIHKOJIM MOYKE PO3BHHYTHCh FINEPriKeMId. N o
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Kpim Toro, mix aiero cumMnatoniTHuHiX 3aco0iB, Takux sk GeTa-aapeHo610KaTOPH, KIOHIAMH,
FYaHETHJIMH Ta Pe3epIliH, 03HAKM aApeHepriuHOi KOHTppery.isuii MoxkyTh nociabmoearuce abo
30BCIM 3HMKATH.
MapmakokineTnuni B3aemonii. JlikcuceHaTHa € menTHAOM Ta He MeTaboNi3YETBCA 3a YHACTIO
uuToxpomy P450. 3a pesynbratamu 40CITiIKEHb B yMOBAX i1 Vifro TiKCHCEHATH/1 He BIUIMBAB HA
aKTHBHICTB J10CIILIKY BAHUX i30(epmenTiB utoxpomy P450 ta TpancnopTepis moanum.
Ipo koaHi papmakokineTHuni B3aemoaii iHcyliHy raapriny Herizomo.
Braue cnoposcnenns waynry na nepopanni nivapexi sacofu. Crioninnuena CIIOPOIKIICIINA
ULTYHKY, 3yMOBJIEHE 3aCTOCYBAHHAM JIIKCHCEHATHAY, MOXE 3MEHIIYBATH LIBUJKICTD aGcopGuu
JMIKapCLKMX 3ac0BiB, 110 MPHAMAIOTLCSA NEPOpabHO. 3a MallieHTaMH, 1o OTPUMYIOTh ﬂll\apCbKl
3aC00M, 5IKi MAIOTh BY3bKHii TepaneBTHYHHIT iHeke abo K BUMAraloTh peTeibHOro KIiHI4HOTO
MUHITOpHHl"}’, NOBUHEH 3AiMCHIOBATHCE peTenhHuu Harnsa, ocoONMBO Ha MOYaTKy JIiKYBaHHA
nikeucenatuaom. Lli mikapebki 3aco6u moBuHHI npuiiMaTHch y CTaH1aPTH3OBAHOMY MOPSIKY
BIAHOCHO mpuifomy nikcucenaTnay. Ko Taki nikapcbki 3aco0M MOBHHHI NPMIMATHCE 3 TxKelo,
TO MallicHTaM MOTPIGHO PEKOMEH/YBAaTH 1O MOXKIMBOCTI MpUAMATH TX 3 THM TIpHilomMom i,
KOJIH He BUKOHYEThCS BBE/ICHHS JIIKCHCEHATHILY.
Ilo crocyeTbes nepopaibHUX JTiKapChbKHX 3ac00iB, ePeKTHBHICTD SKUX 0COBIMBO 3a1eXKUTh Bil
MOPOTrOBHX KOHLEHTpauUiii. Hanpukiai, aHTHOIOTHKIB, TO MalieHTaM noTpiGHO pPEKOMEH1YBaTH
NpuAMATH Taki JAikapchKi 3acobu npuHaiiMHi 3a | roauny 10 abo yepes 4 ronHM micas iH eKuii
NIKCHCEHATUILY.
KuuikoBoposunhni nikapcbki Gopmu, sKi MICTATH PEUOBMHM. HYTHMBI 10 PO3LIENIEHHS B

167

WYHKY, MOBMHHI npuiiMatuce 3a | roamHy o abo uepes 4 roauHM michs iH’eKuii

NiKCHCEHATHLY.
Ilapayemamon. Tlapaueramon BUKOPHCTOBYBABCS y AKOCTI MOJENi JHKapchKOTo 3acoby ans
OLLIHKY BIUIUBY JIIKCHCCH&TH,E[} Ha cnopoxHeHHs uwutyHKy. Ilicas oanokpatHoro mnpmiiomy
napaueramorny B nosi 1000 mr AUC Ta t12 napaueTamoy 3aIuiIaTucs HE3MIHHUMH, HE3aJIeXkKHO
BIZl yacy npuiiomy mnpemapary (10 abo micas iHexuii nikcucenatuay). Ilpu 3actocypanHi
npenapary 4epes 1 roauny abo yepe3 4 roauHn micns BeeaeHHs 10 Mkr nikcuceHatuay Coa
NapaLeTamMoy 3MeHILYBalach Ha 29% 1 31% BiaNOBiAHO, 2 MeJliaHa tmax 36inLIIyBanack Ha 2,0 i
1,75 roaunn BianosiaHo. IporHosyeTscs, mo npu BBeACHHI JIKCHCEHATHAY B MiATPUMYIOUi
J03i 20 MKr 6ync CHOCTEPIraTheh e OiNbIle 3POCTAHHS tmax | 3HMKEHHS Cmax MapaleTaMoy.
[1pu npuiiomi napaueramony 3a | roauHy 10 BBeACHHS JiKCHCEHATHAY Crax 1 tmax napaueTamoJy
HE 3MIHIOBAJIMCh.

3 oryiany Ha HaBEIEHI pe3y/IbTaTH HEOOXIAHICTL Y KOPEKLLT 103yBaHHs MapaleTamoy BIJICYTHS,
e NOMOBKEHHA tmax, SIKE CMOCTEPIrasoch, KOIM MapaueraMo npuiimasces depe3 1-4 roamnu
nicns BBeJeHHS mxcuceﬂamny noTpidHO BpaxoByBaTH, KOMH s epeKTHBHOCTI HeoOXiaHMil
WBHAKHI NOYaToK Aii.

[Tepopanvni  kouwmpayenmueu. — OnHOKpaTHMIL MPUIAOM  MEPOPanbHOr0  KOHTPAUEeNTHBY
(emmnecrpamony 0,03 mr / neponoprecrpeny 0,15 mr) 3a 1 roauny ao abo Hepes 11 roamu
micns BeeneHHa 10 Mkr nikcucenatuay ne BnamBaB Ha Crax, AUC. t15 1 tma ETHHIJICCTPAIiONy
Ta JIEBOHOPTECTpey.

[Ipuitom nepopansHoro KOHTPALENTHBY yepe3 | roauny abo uepes 4 roauHu micis BBEJIEHHs
J‘IIKCHCﬁHaTHﬂy He Bnumueas Ha AUC i tin emmnecrpamony Ta NnepoHoprectpeny, xoda Cpax
eTHHilecTpamiony 3HwKyBanack Ha 52% i 39% BianoBiaHo, Crax JIEBOHOprecTpeny
3HMKYyBanack Ha 46% i 20% BianoeiaHo, a MeiaHa tmax 36iabmyBanack Ha 1-3 rogunm. Take
3HHKCHHA Cmax Mac 0OMeKeHy KNiHIYHY 3HAYYLICTH | HeoOXiaMicTh y Kopekiii J103yBaHHs
NnepopaibHUX KOHTPALENTUBIB BiACYTHS.

Amopseacmamun. Tlpn cynmyTHbOMy 3acTocyBanHi Jikcucenatmay B a03i 20 MKr Ta
aropeactatiHy B 21031 40 mr, ski npuiiManuch BpaHii BNPOAOBK 6 IHIB, eKCMO3MLs
aTopBacTaTHHY HE 3MiHIOBa1acA, B TOH 4Yac K Cmax 3HWKYBANAch Ha 31%. a tmax nonoaxf:} BaBCS
Ha 3,25 roanHm.

Taxoro 30i1bIEHHS tmax HE cnocrep:rano»z:r) Y BUMAJIKy. KOH aTOPBACTATHH NpHil:
a JlikcuceHaTH]l BBoauBes BpaHil, ase AUC i Cpay aTopBacTaTHHY NpH LILOMY
Ha 27% 1 66% BiANOBIAHO.

(v SRS )‘K
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[1i 3MiHM He € KIIHIYHO 3HAYYIIMMH, TOMY HEOOXIZHOCTI Y KOPEKLil 103yBaHHA aTOPBACTATHHY
MpH HOTO CYNYTHLOMY 3aCTOCYBAHHI 3 TIKCHCEHATHIOM HEMAE.

Bap¢hapun ma inwi noxioni xymapuny. Ilpn oanodacHomy 3actocysansi saphapuny B 1031 25
mr Ta GaraToKpaTHOMY BBEACHHI JliKcHceHaTHay B 1031 20 MKT He BiAMIYANOCH KOAHOIO BIIIMBY
Ha AUC a6o MHB (MmikHapoaHe HOpMasli30BaHE BiHOWIEHH:), B TOH yac AK Cmax 3HMIKYBalach
Ha 19%, a tmax MOAOBKYBABCS HA 7 FOJUH.

3 orasay Ha Ui JaHi HeoOXiaHOCTI Y KOpekuil 103yBaHHS BapdapuHy MpU HOro CynyTHbOMY
3aCTOCYBaHHI 2 JIKCHCEHATHAOM HEMAc; THM HE Melwe, Ha To'arky Ta npH saseprienii
NiKyBaHHs JIIKCHMCEHATHAOM Yy TalieHTiB, AKi npuiimaioTs Bapdapun i/abo iHmwi noxiaHi
KyMapuHy, PeKOMEHY€EThCS 31iHCHIOBATH YacTHif MOHITOpuHT MHB.

Juzoxcun. Tlpu cynyTHLOMY 3aCTOCYBaHHI fikcuceHatuay B 7103 20 MKr Ta JMrOKCHHY B J103i
0,25 mi' y pisHoBakHOMY cradl AUC aurokeuny He smidtosanack. [Ipy HbOMY tmax TUTOKCHHY
3011bIMBed Ha 1.5 roguHM, a Chax 3MeHIIMIach Ha 26%.

3 ornsay Ha wi JaHi HeoOXiZHOCTI y KOpeKkuii A03yBaHHA AWNOKCHHY MPHU HOTO CYMyTHbOMY
3aCTOCYBAHHI 3 JTIKCHCEHATH0M HEMaE.

Paminpun. Tlpn cynyTHLOMY 3acTOCYBAaHHI JTiKcHceHaTHay B 103i 20 MKr i paminpuiy B 1031 5
mr Brpoaosk 6 aHie AUC paminpuiy 30iaemnnace Ha 21%, B Toi yac Ak Cpax 3MEHILWIACH HA
63%. Tlpu ubomy AUC i Cpax akTHBHOrO Metabonity (paminpunaty) He 3MiHIOBAINCH.
3HAYEHHS tmax PAMINPHIY | paMinpuiarty 301Ab1HI0CE NPUOAN3HO Ha 2.5 TOAHHH.

3 ornsay Ha wi AaHi HeoOXiZHOCTI Y KOpekuii A03yBaHHS paMmirpuiy IMpU HOro CynyTHbOMY
3aCTOCYBAHHI 3 JIIKCUCEHATHIOM HEMae.

Ocodausocni 3acmocysaniA.

IMpenapar Conika He MOBMHEH 3aCTOCOBYBATHCH Y MALLICHTIB 3 LYKpoBUM aiadetom | Thmy abo

2715 IKYBaHHA 11abeTHYHOTO KeTOalna03Yy.

I'inoraikemis.

Finornikemis Gyna HeGaxkaHOO peakuiero, Mpo AKY MOBIAOMIISAIOCH HaifyacTille NPH JiKyBaHHi

npenaparom ConikBa (auB. posain «[ToGiuni peakuii»). I'inornikemis MoXke BHHHKATH, SKILO

no3a npenapary Cojikea € BHINOI, HiX HeoOXiaHa.

@akTopH, SKi MiABMUIYKOTH CXWJIBHICTH 10 BHHUKHEHHS Tinoriikemii, BMMaraioTh 0coOIMBO

PETEILHOTO MOHITOPHHIY Ta MOXYTh NPH3BOAMTH A0 HEOOXIZAHOCTI B KOpPeKLil A03YyBaHHA

npenaparty. JIo Takux GaKTopiB HajekKaTb HACTYIHI:

- 3MiHA AIJIAHKH 1H ekl

- 30inblIeHHS Yy TAUBOCTI 10 iHCYIHY (HanpuKIal, MpH YCyHeHHi cTpecoBUX GakTopis)

- He3BW4YHe, HagMipHe abo TpuBase Bi3HYHE HABAHTAKECHHS

- CyNYTHE 3aXBOPIOBAaHHA (HaNPHKIAJ, TaKe, IO CYPOBOIXKYETbCS OMOBaHHAM, Jiapecio)

- HeaJeKBaTHHH NMpHHOM TKi

- MPOIYCK NpUHOMY ki

- BIKUBAHHS AJIKOToJIIO

- JledKi HEKOMIIEHCOBaHi eHJOKPHHHI po3naau (Hanpukiaal, rinoTHpeo3 Ta HEAOCTATHICTh
nepeaHbOT YacTKH rinogisa 44 KOpH HaAHHUPKOBHX 3a103)

- OJHOYACHe 3aCTOCYBAaHHS ACSKMX IHIIMX JIIKApChbKMX 3aco0diB (auB. posain «Bsaemonis 3
IHIIMMHM JIiIKapCbKUMM 3ac00aMy Ta iHLI BUIM B3aEMOII»)

- TNpu 3acTocyBaHHI JikcuceHaTHay i/aGo iHcyniHy B komOiHauii 3 npenapatamu
CyJb()OHIJICEYOBMHM MOJXKE MiJBHIIYBaTHCh PH3HK BHHHKHEHHS TiMOrmiKeMmii, y 3B°A3Ky 3
yum npenapatr CojlikBa He [OBMHEH 3acTOCOBYBAaTHCh B KOMOiHalil 3 mnpenapatamu
CYb(OHIICEYOBHHH.

Hozyeanus npenapaty CoslikBa NOBUHHO niﬂ6upamcb IHAMBIAYAIbHO 3 YpaXyBaHHAM KJIIHIYHOT

BiAMOBI/I, @ ioro THTPYBaHHS 31iHCHIOETLCA BiANMOBIIHO 10 NMOoTpeOH nauieHTa B mcymm (,tmg
po3ain «Cnoci® 3acTocyBaHHA Ta 103M»).

["ocTpuii naHkpeaTuT.

3acTocyBaHHs aroHICTIB peuenTtopie A0 raokarodonoaidbnoro nentumay-1 (GLP
3 PU3HKOM PO3BHTKY rOCTPOTO NaHkpeaTUTy. IToBigoMasanocs npo HeBEIHKY Kil
FOCTPOro NAaHKpEaTUTy Ha doHI 3acTocyBaHHA NIKCHCEHATHAY, XO4a Hask :
HACIIIKOBOrO 3B'A3KY 3 NMPHIIOMOM npenapary BCTaHOBJIeHa He Oyna. I'Iau:c:rrq nonﬁnm ﬁym
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npoiH(opmMOBaHi MPO XapakTepHi CHMNTOMH TOCTPOr0 MAHKPEATHTY. Taki $K MOCTIHHMI]
CHIbHMIA Gib B )KMBOTI. ¥ BMNAjIKy MiZ03pH Ha NaHKpeaTuT 3acTocyBanHs npenapaty Conikea
HeODXIZHO  NIPUITMHMTH;  SKINO TOCTPHil  naHkpeaTHT MIATBEPAKYCTHCA, JIKCHCEHATH
npusHayati Ginblie He MOXKHA. Y MAlEHTIB 3 HAABHICTIO NAHKPEaTHTY B aHAMHe:i noTpidHo
AOTPUMYBATHUCh 0OEPEAKHOCTI NPH NPH3HAYEHHI Npenapary.
Baske 3aXBOPIOBAHHS LITYHKOBO-KMIIKOBOTO TPAKTY.
3actocyBanus arosictie peuentopiB 10 GLP-1 moxe GyTu acouiiioBase 3 HeOGamKaHHMH
peakuiamMu 2 GOKY WAyNKOBO-KHIIKOBOTO TpakTy. 3actocynanma npenapaty Comikna 1ie
AOCIIUKYBAIOCh Y  MALICHTIB 3  BakKKHMHM  LUTYHKOBO-KHIIKOBMMH  3aXBOPIOBAHHSMH,
BKJIOYAIOYH BaKKMHA ractpornapes, y 38°s3Ky 3 UMM 3aCTOCyBaHHs Jikapchkoro 3acoby Cosnika
Y TaKuX MaLi€HTIB HE PEKOMEH1YETHCA.
Baxike nopywenus hyHkuii HUpoK.
TepanesTnunmii 1ocein 3acTocyBanHA Npenapary B MamieHTIB 3 BAKKAM nopymeHHsM GyHkuii
HHUPOK (KzipeHe KpeaTwHiHy meHie 30 MJ/XB) Ta npu TepmiHanbHili craii XBOpPOOM HHMPOK
BIACYTHI1. 3acTOCYBaHHA Npenapary y NatieHTiB 3 BAKKHM MOPYILIEHHAM GyHKUil HUPOK Ta MpH
TepMiHabHii cTanii XBopoOu HUPOK He pekoMeHayeThes (auB. posainn «Crioci6 3aCTOCYBAHHS
Ta 103u» 1 «@apmakonoriyni Bnactueocti. PapmakokiHeTHKa» ).
OjHouacHe 3acTOCYBaHHA IHIIMX JiKAPCLKUX 3aCO0iB.
CrioBIIbHEHHS CTOPOKHEHHS ILIYHKY, 3YMOBJEHE 3aCTOCYBAHHSAM TIKCUCEHATHIY, MOXKe
3MCHUWYBAaTH WIBHAKICTE albcopbuii nikapcbkux 3acobiB, wo nNpuiiMaloThCS repopanbLHo.
[Npenapar ConikBa NnoBHHEH 3aCTOCOBYBATHCH 3 OGEPEKHICTIO Y MALEHTIB, WO OTPUMYIOTH
TKApCEKi 3ac00M, Ans SKMX € HeoOX1AHOIO wBMaKa abcopbiiis B LTy HKOBO-KHILIKOBOMY TpPaKTI,
SIKI BUMAraioTh PeTeJbHOr0 KAIHIYHOTO MOHITOPHHIY a60 sIKi MaloTh BY3bKWil TepaneBTHYHMIi
inaexe. KoHkpetHi pexoMeHzallii cTocoBHO npuiiomy Takmx JIKapchKUX 3aco0iB HaBeleHi B
po3aini «B3aemonis 3 iHmuMy nikapcsKuMH 3aco6aMu Ta iHIII BHAM B3aEMOiii».

eriaparaiis.
[Nauientam, mo orpumyiors npenapar ConikBa, HeOOXiTHO MOBIZOMISTH MPO MOTEHLiHHMI
PU3MK aeriapatauii, nop’ssanuii 3 HeGakaHMMHM peakUisMu 3 GOKY LLIYHKOBO-KMIIKOBOTO
TPAKTY, i y TaKMX Nalli€HTiB IOBMHHI BAKMBATUCH 3aXO0/M /15 3aM0GiraHus rinoBoieMii.
YTBOPEHHS aHTHTI.
3acrocyBanns npenapaty Coiksa MOkKe MPH3BOAMTH 10 YTBOPEHHA AHTHTIN 10 IHCYJiHy
raapriny i/abo nikcuceHatuay. YV piaKiCHMX BMNAakax HasBHICT TAKMX AHTHTL MOsKe
3yMOB/IIOBATH HEOOXIAHICTE B KOpeKUil no3yBaHHs npenapaty Conikea 3 MeTOO YCYHEHHS
CXMJIBHOCTI 10 PO3BUTKY rinep- abo rinoraikemii.
YHUKHEHHS IOMWJIOK B 38CTOCYBAHHI JIKAPCLKOro 3ac00y.
[auienty nosuuHi GyTH NPOIHCTPYKTOBaHI WWIOAO HeoOXiAHOCTI 06OB’S3KOBOT nepeBipKy
MAapKyBaHHS WUNPUL-PYYKH MEPe/l KOKHOK iH’€KUICI0 N8 YHUKHCHHS BUNAAKOBOI MIyTAHMHM
MiK ABOMa Pi3HHMH J103yBaHHAMM npenapaty Conikea Ta MIYTAHUHYU 3 HIIUMH iH eKUIHHUMHA
npoTuaiabeTHYHHUMH TiKapCcLKHMH 3acobaMH.
Jns YHUKHEHHS TOMMHIOK B JIO3YBaHHI Ta MOTEHUIHHOro MEPEAO3YyBAaHHS Hi MallieHTH, HI
MeMYHI MPAaUiBHHKH HIKOTM HE NOBMHHI BHKOPHUCTOBYBATH ILUMPHLL IS 3abopy JiKapcbKOro
3aco0y 3 KapTpuaKa WINPHL-PYYKH.
Curyauii. y SKMX 3aCTOCYBaHHS NiKapCHKOro 3ac06Y He A0CTiIKYBATOCE.
3actocyBanHs npenapary Conikea He JocnikyBanock B komGiHawii 3 inriGiropamu
aunentuaunnentuaasu-4 - (AII1-4), npenapatamu  cyavdonincedoBunn, raimizamm Ta
nioraiTazoHoM.
JonomixkHi pe4oBHHH.
Leii nikapcbkuii 3aci6 MictiTh Menme 1 Mmoo Hatpiro (23 MT) Ha OJHY 703y, TOOTO MOMKHa
BBA)XATH, L0 BiH NPaKTHYHO HE MICTHTB HATPIIO. _
Leit nikapepkuii 3acid MicTHTE MeTakpesos, AKHiT MOKeE CIPHHHHHTH alepriyni peaxuii

3acmocyeanus y nepioo éazimuocnmi a6o 200VBAHHA 2pyO0io.
Ipenapar Conikea He PeKOMEHIYETLCA 3aCTOCOBYBATH KiHKaM PernpoayKTHBH
BMKOPUCTOBYIOTH 3aCO0M KOHTpALIEILii.
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Bazimnicme. He icHye kaiWiuHoro mocsiny 3actocysauws npenapary ComikBa BaritHumu
Kinkamu. He icHye KIiHIYHMX JaHUX, OTpMMaHMX Y Xoai KOHTPOJLOBAHHUX KJIIHIYHHX
AOCHIDKEHHSIX,  CTOCOBHO — 3acTocysamns npenapaty Conikpa. iWcynimy raapriny  aGo
JIKCHCEHATHIy Yy nepioa BaritHocTi. Benukuii oficar gaHmx 1moa0 3aCTOCYBAHHA IHCYIiHY
riaprigy BariTHUMH Kinkamu (Ginewe 1000 sunaskis pariTHocT) BKa3ye Ha Te. IO iHCYJiH
raaprin He mae crneumdidHMx HeOGaKaHUX BIUIMBIB Ha nepedir BariTHOCTI, a TaKoXK He
CIPUYMHIOE aHi BaJ PO3BUTKY y MJOAA/HOBOHAPOIKEHOrO, aHi TOKCHUHOTO BIIMBY Ha HbOTO.
Hocnimxenns Ha naGopaTopHux TBAPMHAX HE BHABHAW OMMIAK BIUIHRY INCYNinmy raaprimy ma
PEnpoyKTHBHY CHCTEMY.
He icHye Hane)HuX [aHMX 110]0 3aCTOCYBaHHS JUKCHCEHATHIY y BariTHUX KiHOK. PesynbraTi
JOCHUKEHb HA TBApMHAX CBiAYaTh MPO HASABHICTE TOKCHYHOMO BIUIMBY JIKCHCCHATHIY Ha
PEHPOAYKIHBHY cuCiemy (auB. posain «@apmakonoriyni snactupocti. JloKniviuni nami 3
Oe3nexkun»).
[penapat ConikBa He NOBHHEH 3acTOCOBYBATHCH Mia 4ac BAFITHOCTI. SIKINO NalicHTKa nianye
BariTHicTh aGo BariTHiCTh BiKe HAcTana, NikyBaHHs npenapatoM CoJliKBa CliJi IPUMTUHUTH,
l'odysanns 2pyooro. Hepinomo, un incynin raaprii abo JiKCHCEHATHA eKCKPETYEThCS B IPYIHE
Monioko y moauuu. llpenapar Coniksa He NMOBHHEH 3aCTOCOBYBATHCH M 4ac rofyBaHHs
rpyALo.
Penpodykmuena  ynxyin.  JlocnizkeHHs Ha n1abopaTOpHUX  TBapMHaX HE BUSIBHIM
Ge3nocepeIHLOrO WIKiATHBOTO BIINRY NIKCHCEHATHIY UM iHCYTiHY rIapriiy Ha penpoLyKTHBHY
Gynkuiro.

30amuicme eniueamu na wisuoKicme pearyii npu kepyeanni asmompancnopmom abo pobomi 3
THUUMU MEXAHIZMAMU.

[penapatry Cosika He nputamannmii aGo nputamaHHuii He3HAauHMil BIIMB Ha 31aTHICTB
KepyBaTH TPaHCNOPTHUMHU 3acobamm abo poGoTi 3 IHWMMH MeXaHi3MaMM. 31aTHICTH nalieHTa
A0 KOHUEHTpauwli yBard Ta MBHAKICTH HOro peakuii MOXYTh NOPYIIVBATHCHL BHACHIIOK
BMHHKHCHHA rinoriikemil 4u rinepriikemii aGo. Hanpukiaz, BHAac/i10K 30poBHMX posnaiis. Lle
MozKe OyTH HeOE3NeYHNM y CHTYaLLifX, KONH Wi SKOCTI € 0COBINBO BAKIHBUMMU (Hanpuknaz, nia
Hac KepyBaHHs TPAHCIIOPTHUM 3aC000M abo poboTH 3 iHIKMMK MeXaHi3MaMH).

[Naienram  HeoOXiaHO nNopaaMTH BKMBaTH HEOOXIAHMX 3aMOOIKHMX 3aXOMIBE 3 METOO
YHMKHEHHA TiNOrAiKeMil MiA yac KepyBaHHS TPaHCTIOPTHMM 3ac000M abo poGoTi 3 iHWHMK
mexaHismamu. Lle € 0co6IMBO BaXIMBHM /UIS THX NALLi€HTIB, Y AKHX Mepili 03HAKH PO3BHTKY
rinornikemii € cnabko Bupaxenumu abo B3arani BUICYTHI, @ TAKOXK A/ THX XBOPHX, Y SKHX
4acTo BMHHKaeE rinoraikemis. Heobxiano perenbHo 3BakyBaTH. um BapTO CilaTH 3a Kepmo abo
NPAaLIOBAaTH 3 IHUWMH MEXaHI3MaMH Y TAKOMY CTaHi.

Cnocib 3acmocyseanna ma 0osu.

[Ipenapar ConikBa gocTynuuii y aBox Tunax LINPHLL-PYYOK 3 PISHUMH ONUISIMU 7103yBaHHA, a

came wmpuu-pydka Conikea (10-40) ta mmpuu-pyuka Conikea (30-60)  BianosimHo.

BiAMIHHICTE MiX 03yBaHHAMM WINPHU-PYHOK 110B A3aHa 3 IXHIMH Aiana3oHaMu J103YBaHHS.

* Conikea 100 Ox/mn + 50 MKr/MA y nonepeanso HanopmeHiii INpHLU-pyYLli — Jianazon
AosyBanHs ctaHoBuTh 10-40 oammmue iHcyniHy raapriny B komGisauii 3 5-20 mxr
nikeucenaruay (mmpuu-pyyka Coaikea (10-40))

* Conikea 100 On/ma + 33 MKr/MA y mONEpeiHBO HAMOBHEHiii WNPHL-PYYLli — Aiana3oH
Ao3yBanHs cTaHOBHTL 30-60 ommmmusb iHcyniny raapriny B komGimawii 3 10-20 mxr
nikeucenatuay (wnpuu-pydka Conikea (30-60))

JIns YHHKHEHHS NOMMIOK B 3aCTOCYBaHHi npenapary nikap, mo #oro npusHayac, NOBHHEH

BIICBHHUTHCD, 110 B PELCNTI 3a3HaYEHO MpaBubHE J03YBaHHS T4 Aiana3oH MOILIOK N03yBaHHS

IIMPHL-PYYKH.

Josysanus. R S

JlosyBauns noBuHHO MiaGMpaTMCh iHAMBIAYATBHO 3 YPaxyBaHHAM iHAMBIAyalbHOF %B'im“- %,

XBOPOro. a HOro TUTPYBaHHS 3AICHIOETLCS BiANOBiAHO 110 notpebyn nauieHTgy B Ancyninic.. %
v A LEE 2 A

Ho3yeanns nikcucenaruay MiABUILYETECA ab0 3HHKYETBCH PazoM 3 JI03VBaH
PIAPTiHy | TAKOK 3aJCKHTH BiJl TOr0, AKa LIPHI-PYYKA BUKOPHUCTOBYEThCH.
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lowamxoea  ooza.  Tepanito  GasaabHuM  iHcylniHOM — aB0  aroHiCTOM — peLenTopib
rmokarononoaiouoro nentuay-1 (I'TII-1) abo nepopanbHHUM LYKPO3HMAKYIOUMM JIKAPCHKUM
3ac060M, 32 BUHATKOM MeTopMiHy Ta inIi0iTopis HATPIi-IJI0OKO3HOIO KOTPaHCHOpTEPY 2-T0
TUITY, 1epejl NOYaTKOM 3acTocyBaHHA npenapary Colikea C/il MPHIHHHTH.

[loyatkoBa no03a npenapaty ConikBa BM3HAYaeThCs HA  MIACTABI  NONEPEAHBOrO
NPOTHAIA0ETUYHOTO JTiKYBaHHS, NIPH LIbOMY PEKOMEH/I0BAHA MOYATKOBA 1034 JiKCHCEHATHY He
HOBMHHA Llepesuityeaty 10 Mkr:

IMonepeaus: repanis
Hanientu, sxi panime | Incyain raaprin | Incyain raaprin

He 0TPHMYBAJIH (100 Oa./mon)** (100 Onp./mum)**
iHcymin (mepopaarmi | =20 70 <30 0a. | > 30 10 <60 On.
npornaiadeTHyHi

npenapatu abo arosicr
peuentopa I'TII-1)

Inpuu- 10 noainok no3yBaHHs 20 noainok s ol S A
pyuKa (10 On./5 MKr) JI03YBaHHA & TR
IMouarkoBa | Coaikea (20 Ox./10 Mxr)* | & :
no3a i Tun | (10-40) o 20 o &
uIpHI- Mnpau- | 58 (F 888 & S i 82 30 nozinok
PYH4KH pyuka A58 I¢ & g B b ¥ JI03yBaHHS
Conikea [ =SS I8 888 § & ot e 1 (30 0a./10 mkr)*
(30-60) . N i : .- P = t }-:.:...,

* Oannnup incyniny rnapriny (100 Oa./ma) / Mikporpam nikcuceHaTHLy

** Slkuio 3acrocoByBaBcest MMM 6azanbHUI iHCYTin:

* llpu 3actocyBanni GazanbHoro iHcynimy aBa pasm na 00y aGo imcynimy rmapriny (300
On./mn) nonepeans 3araneHa noGoBa Ao3a noeuuHa OyTH 3HIKeHa Ha 20% npu Bubopi
noYaTKoBOI 1031 npenapary Cosiksa.

* Ilpn 3acrocysanni Gyap-aKoro iHmOro 6a3ansHOro iHCYIiHY MOBHHHO 3aCTOCOBYBATHCH TaKe
K MPABMIIO, K 414 iHCyiHy raapriny (100 Om./ma).

MakcumaneHa pobGoBa jg03a craHoBHTL 60 OAHMHMIE iHCYniHy rnapriny ta 20 MKr
NKCHCeHATHY, 110 BianoBigac 60 nojinKkam J03yBaHHS.
In’ekuis npenapary ConikBa NMOBMHHA 3ifiCHIOBATMCE OIMH pa3 Ha 100y B Mexax opHiel
FOAMHK Mepea kero. bakaHo, w00 npaHaianbHa iH’eKllis BUKOHYBajach nepei OJHUM i THM
CaMMM NpUAOMOM TKi WOAHA, Micas Toro, sk nauieHT obepe HaiGineln 3pyunuit ans cede
npHAOM k.
Tumpysannn  dosyeanns. Tlpenapar Conikea NOBMHEH BBOAMTHCH  BiANOBiIHO hile}
iHAMBidyanbHMX noTpe6 mauienta B iHcynimi. KowTpons  rmikemii PEKOMEHY€ThCA
ONTHUMI3yBaTH LLIAXOM KOPEKIlil 103yBaHHA Ha MiACTaBi PiBHIB [IIOKO3M B Mia3mi KpOBi Harile
(auB. posain «®PapmakoanHamika»). Ilia yac nepeBeseHHs Ha el npernapar Ta BINPOAOBIK
NEPIIMX THXKHIB MICIA UBOTO PEKOMEHIYEThCA 3MIHCHIOBATH peTebHMil MOHITOPHHI piBHIB
FIHOKO3H.
* Ko nauieHT nouuHae 3acTocoByBati wnpHu-pyuky Conikea (10-40), Tozi J03yBaHHA
Moxe OyTu TuTpoBane 10 40 NoAINOK A03yBaHHA,
* Jlas nosyeanns > 40 noainok 103yBaHHsS Ha A00y THTPYBaHHS MOTPIOHO NPOAOEKYBATH
3 BUKOpUCTaHHAM wWnpuiu-py4kd Coniksa (30-60).
* Ko nauieHT noynHae 3acTocoByBaTH WNpUU-pyuky Conikea (30-60), Toni J03yBaHHA
Moxke OyTH THTpoBaHe 10 60 MoAiNOK 103yBaHHS.
* /Jlna 3aranbHoro poGosoro ao3yeanss > 60 noainok m03yBaHHs npenapar Conikea He
TTOBHHEH 3aCTOCOBYBATUCh. z'“.f'—M‘::*
[auienTn, AKi KopuryioTh KinbKicTh aGo yac BBeAeHHA Npenapary, MOBMHHi 3ﬂiﬂcﬁ}§§aﬁ*n”"ﬂe-! 2,
TUIBKH M MEAHYHMM HArJISAAOM 3 BiAMNOBIIHUM MOHITOPHHIOM PiBHIB rnml(osr_gf‘(i;ﬁ'n.‘Eq{;s,qin;.- \%
«OcoBIMBOCTI 3aCTOCYBAHHSY). f ACRT il VB
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Ocobauei kareropii naiieHTin.

Iayicnmu noxunoezo 6ixy (2 635 poxie).

Ilpenapat Conikpa MoXe 3aCTOCOBYBATHChH Y MAUiCHTIB MOXMAOTO Biky. Jl03yBaHHs 1OBMHHO
Oy niniGpane B iHAURINYATHHOMY NOPAJKY 3 YpPaxyBaHHAM Pe3yJabTaTiB MOHITOPHHIY PiBHIB
PIHOKO3M. Y NauicHTIB NOXKIOrO BIKY Nporpecyioye noripuweHHs GyHKuii HUpPOK Moske crat
NPUYHHOIO MOCTIHHOrO 3MeHIIeHHs noTpedn B incynivi. Kopekuis 103u JikcuceHaTHuy B
3AICAHOCHT BiA BIKY He sumaracrbes. JIOCBIA TePaneBTUYHOTO 3aCTOCYBAHHA MNperapary
Conikea y nauieHTie BikoM > 75 pokie ¢ oGMeskeHHM.

Tayienmu 3 nopywiennam @ynxyii HUpox.

llpenapar ConikBa He PeKOMEHIYETBHCH 3aCTOCOBYBATH Y MALUEHTIB 3 BaKKHM MOpYLIEHHAM
(hyHKUIT HUPOK Ta Npu TepMiHANbHIN cTaii XBOPOOH HUPOK, OCKINBKM A0CBI] TepaneBTUYHOro
3aCTOCYBAHHA JIKCUCEHATUILY B TAKMX BHIAAKAX € HEAOCTAIHIM.

Y nauieHTiB 3 nerkum abo NOMIpHMM MOPYWEHHAM (YHKUIT HHPOK KOpeKwis J03yBaHHA
JIKCUCEHATHIY HE BUMAracThCs.

Y nauienTis 3 nopywenxsM GyHKUIT HUpOK noTpeba B iHCyiHi Moke OyTH 3MeHLIeHa VY 3B"SI3KY
31 3HMIKEHHAM MeTaboMi3My iHCYIiHY.

Y nautieHTie 3 nerkum abo NOMipHUM nopyueHHsM dYHKILT HHPOK, 110 3aCTOCOBYIOTE Mperapar
ConikBa, MOXe BHHMKATH HeOOXIAHICTE Y 4YacTOMY MOHITOPHHIY PIBHIB TIIOKO3M Ta Yy
BIZINOBIJIHIH KOpeKWii J03yBaHHsI.

Tayienmu 3 nopyuennsm Qyuryii nevinku.

Y namieHTie 3 nopyweHHsM (yHKUIT NeYiHKM KOpeKuis 103yBaHHS NIKCHCEHATHIY He
BMMAracThes (AMB. po3ain «PapMakoKieTHka»). ¥V nauieHTis 3 nopywenHsM GyHKuii nedinkm
notpeba B iHcyniHi Moke OyTM 3MeHWeHa Yy 3B’S3KY 31 3HMAKEHHSIM 3aTHOCT 10
TJIIOKOHEOTEHE3Y Ta 3HIKEHHAM MeTabomi3my iHCyamiHy. V mauieHTiB 3 nopyweHHaMm QyHkuii
MEeYiHKM MOXe BHHHMKaTH HeoOXiHicTh y uacToMmy MOHITOPHHTY DIBHIB T7IIOKO3M Ta y
BIAMOBI/HIN KOpeKLii 103yBanHs npenapaty Conikea.

Himu i nionimiu.

[penapat Conikea He nepenGauennii Ans 3acTocyBanHs y AiTeil.

Cnoci6 seenenus. Ilpenapar Coikea ciia BBOAMTH wuisxoM MiAWKipHoi iH eKuil B AinsHLi
KHBOTA, J1€1bTONOAIOHOrO M s13a abo crerna.

Micus ans in’exuiii MoBMHHI 3MIHIOBATHCH B MeXKax OJHIET aHATOMIYHOT JNsSHKH (5KUBOTa,
aenpronoaibHoro m's3a abo crerna) Bin oamiel in’eKuii 10 IHIWOT 3 METOIO 3MEHIICHHS PH3HKY
BMHMKHEHHS TiNMoAHCTpodii Ta/abo mKkipHOro aminoizosy (auB. posain «Ilo6iuni peaxitii»).
[NauienTn noBunui GyTH npoiHcTpyKTOBaHi NPO NOCTIiiHY HEOGXiAHICTL BUMKOPHCTAaHHA HOBO
ronku. 1loBTOpHe BHKOPMCTaHHS TOJNKH IHCYTiHOBOI INPHI-PYYKH 3011bIIYE pH3MK 1T
OnoKyBaHHA, IO MOXKe MPU3BOAMTH 10 BBEACHHSA HEAOCTATHBOT 260 HaJMIpHOT 11031 npenapary.
[lpenapar Conikea He 103BONACTLCA BiAGMpaTH 3 KapTpHIKa NONEPeHbO HaNOBHEHOT LINPHIL-
PYHYKH y LINPHI, OCKUIEKM Le MOXKE MPU3BECTH A0 THKKOTO Nepelo3yBaHHs (MB. po3ain
«Oco0NMBOCTI 3acTepeKeHHs NPH BUKOPHUCTAHHI penapaTy»).

OcobmBoCTi 3acTepeskeHHs NPH BUKOPUCTaHHI Npenapary.

[lepen mepmmm 3acTocyBaHHsM WINPHU-PYYKY MNOTPIGHO BMTATHYTH 3 XOJNOAMIBHMKA Ta
MOTPUMATH NMPH TemIepatypi He Buie 25°C Bnpoaorxk 1-2 roauH.

[lepen BuKOpHCTaHHAM NEPEBIPAIOTH KAPTPHIK IIMPHI-PY4KH. Moro MoskHa BUKOPHCTOBYBaTH
JIMIIE TOMI, KOM B HBOMY MIiCTHTBCS Npo3opuit Ge3Gapeuuii po3unH, SKuil 32 KOHCHCTCHLICHO
Harazye Boay, 6e3 BUAMMUX TBEPAMX YACTHHOK.

[penapat Conika He MOkHa 3MiuTyBaTh 3 Gyab-SKMM iHIINM iHCyTiHOM aGo po3soauTu. [Tpu
sMimyBaHHi aGo po3BeleHHi MOXke 3MIHMTHCEH npogine nii mpenapary B yaci; KpiM uporo,
3MILLYBaHHS 3 IHIIMMU NPENapaTamMu Mosxe TNPHU3BECTH 10 YTBOPEHHS 0cajy.

[lepen KOXKHOI0O iH'EKUICIO 3aBKAH  HEOBXimHO nia’eHYBaTH HOBY TOJIKY,
BUKOPHCTOBYBATH TONKH He MOKHA. TlalieHT NMOBHHEH yYTHII30BYBAaTH TroJIKy
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Tlopokui WNpPHIL-PYYKK B 5KOTHOMY pasi He MOXkHA BUKOPHCTOBYBATH MOBTOPHO, BOHH MOBUHHI
OyTH HaNeKHUM YHHOM YTHUIIZ0BaHI.
SlKiwo Bam 3paerses, 100 wipuu-pyyka nowko ke na. He BHKOpHCTOBY#TE 1T. BisbMiTh HOBY. He
HAMAaraiTecs caMOCTIHHO MONaroANTH WIPHL-PYYKY.
Hns  3anobiranns  moximeoi  nepenaui 3aXBOPIOBaHb  KOXHa ILUMPUI-PYYKA [IOBMHHA
BUKOPHUCTOBYBATHCh TiJIbKH OTHMM MALIEHTOM.
[Tepen koxHOMW0 iH'eKLi€I0 NOTPiGHO 3aBKAH MePeBIPATH eTHKETKY, 100 YHAKHYTH Ty TaHHHK
Mik npenapatom Conikpa Ta IHIWMMH iH €KUIHIMH NPOTHAIA0ETHIHMMI  JTIKApCLKHUMH
3aco0amu, BKIIOYAIOYH ABA Pi3Hi THOM WNPHL-PYYOK 3 npenapatom Counikea (AMB. posain
«OcobnMBOCTI 3aCTOCYBAHHAY).
Ilepen sactocysanmsiv npenapary Conikea cnig yBakHo npouMTaTd po3ain «lHeTpykiia 3
BHKOPHCLAHHA WIPHU-pYYKH CollikBan.
Baxnusa indopmaris mono BukopucTanns wnpuu-pyyuxu Conikea.
* Unpuu-pyuxa npusnayena ocobrcro Bam i He ciin nepenasarH il iHImmMM ocobam.
* He MmoxHna BuKOpMCTOBYBaTH WINPHU-PYYKY y pasi i NOWKOWKEHHS 260 NpHU HagBHOCTI
CYMHIBY L0/I0 NPaBUALHOCTI ii pyHKUioHyRaHHS.
* 3aB’KIH CIil NPOBOJANTH TecT Ha Ge3neky.
* 3aBxaM HeoOXiZHO MaTH 3amacHy WINPHIL-PYYKY 1 3aMacHi roIkM Ha BHNAJOK BTpaTH abo
MOLIKOKEHHA OCHOBHOTO Habopy.
1o noTpiGHO 3HAaTH 05 npoBeeH s i1 ek,
* Ilepen BMKOpHCTAaHHAM WNPHU-PYYKH CIi 3aNWTAaTH CBOTO Jikapsa abo meacectpy, sk
pobuThes iH’ekis.
* Sxwmo y Bac € ski-ne6Gyap cknagHou 3 BUKOPUCTAHHAM LUNPHL-PYYKH, HANPHKIAN, Yepes
npoGaemu 3 6oKy 30py, 3BEPHITHCA 3a AOMOMOTOI0.
* llepen BHKOPHUCTaHHAM ILNPUL-PYYKH  CIif nepeyntatd WO Ivctpykuito. YV pasi
HEJ0TpMMAHHA LIMX HACTaHOB By MoikeTe oTpumaTi HaaTo BUCOKY a60 HH3BKY 103y npenapary.
JloaarkoBi peyi, aki OyayTh NOTPiGHI NpH BBeJEH] LOTO npenapary:
* HOBa cTepuibHa roska (ansitees KPOK 2);
* 3MOYEHHH CIIUPTOM TAMITOH;
* CTIHKHIi /151 NPOKOJIIOBAHHS KOHTEHHEp /1151 BAKOPUCTAHMX FOJI0K Ta INPHI-PYHOK.

IHCTPYKLIA
3 6uKopucmarnn winpuy-pyuxu Conirea

Tpumau  TMopuwenn* [lIkana
KapTPUILKY | Tokauuk 10301
I e

Mepemukay s

Koenauo

K Wmnpuu- I'ymosa lkana  ° E a::: — BHOOpY 403
pYysKH nepemMuyKa L Kuonka ais
BHKOHAHHA
iH'eKuii

* Ilopmens He Gyne BUaHO, 10ku Bu He BBeeTe aekinbka 7103.

KPOK 1. Iepesipre cBoro mmpuu-pyuxky.
[HonaiiMenwe 3a 1 roaMHy [0 NpOBeleHHS (W €Kil  BHIMITH HOBY IIINPHL-PYYKY 3
XonoauibHUKa. Beeaenns xonoaHoro npenapary € 6inbm GonicHum.
A. Ilepesipte masBy npenapary i aaty 3akinuenns TEPMiHY NPHIATHOCTI HA eTHKeTwHi
I PHI-PYYKH.
. Ilepexonaiitecs B Tomy, mo Bu B3sim norpibuuii Bam npenapat. Lla JOpHLL-
PYHKa € OJIMBKOBOTO KOJILOPY. 3 KOPHYHEBOIO KHOMKOIO 1715 BUKOHAHHA T S-IT. -
. He Bukopucroryiite mio WIPHU-PYYKY, Akmwo Bam norpiona
mene nixk 30 Kpokis 103u, a60 sikmo Bam notpituo Giabume
aosu. OOrosopite 3 Bammm Jikapem, ska wnpHu-pyuRa | naiikpainé’
NAX0ANTH Aas Bamnx norped. gl ¥H
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. He BuKopucTOBYTE WINPHL-PYYKY Mic/s 3aKiHYEHHSA T1 TepMiHY PHAATHOCTI.

B. 3mniMiTh KOBHAa4oK 31 WINPHUI-PYYKH.

- ~

C. BneBHiThest y TOMY, L0 NIpenapar € npo3opum.
* He BMKOPHCTOBYHTE ILUMPHIL-PYUKY. SKINO PO3YHH MpEnapatry € MyTHHM
3abapsieHuM ab0 MICTHTD YaCTOYKH.

KPOK 2. llpueanaiite HOBY roJIKy

. He BuxopucroByiiTe roiknm mnoBropuo. Jl1s BUKOHAHHS KOKHOT iH'€K
BHKOPUCTOBYHTE HOBY cTepuibHy rosky. lle nonomarae 3anobiraru 61okysa
3a0py/IHEHHIO Ta 3aHECEHHIO iH(eKILii.

. 3aBKIM BHMKOPHCTOBYHTE TINIbKM TaKi TOJKHM, SKi € CYMICHHMM IS BHKO
npenapatom CoJikga.

A. BisbMiTh HOBY roJIKy Ta BiAK/IelTe 3aXHCHY ILTIBRY.

Ha BHIIA4,

LIl 3aBAKIM
HHIO TOJIKH,

PHCTaHHA 3

B. Tpumaiite roaky npsmo i 3akpytite 11 Ha wnpHUO-pyuky a0 3akpinienns. He

3aKpy4yiiTe roJIKy 3aHaaATo CHIbHO.

Ll
- : N

C. 3nimiTh 30BHIWHII KOBNAYOK 3 roaku. 36epexiTs iioro — Bin 3na 06 TLES Ni
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D. 3nimMiTh BHYTpilIHIll KOBNAYOK NOJIKH Ta BHKHHBLTE {1010,

,."g, ['.
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Kopucrypanns rojakamu.
IloBoasTeca 3 ronkamu 3 obepexkHicTio — 1e HeoOXiaHO, 106 3anobirTH yKogiB roikow i
nepexpecHoro iHpikyBaHHS.

KPOK 3. Bukonaiite Tect Ha Gesnexy.

3apk1M BUKOHYHTE TecT Ha 6e3neky nepea KOKHOK iH'€KLi€r — e HeoOXiaHo, moo:

. nepeBipuTH, 1o Baiua wnpui-pyyka i rojka npamoTh MPaBWILHO;

. BIECBHUTHCA Y TOMYy, 110 Bu otpumaceTte notpidbny Bam no3y npenapary.

A. Obepite 2 KpokH 1031, 06epTaI0YH NepeMHKaY A5 BHOOPY A03H, NOKH NOKAKYHK J103H
He OyJe BKa3yBaTH Ha PHCKY «2».

B. HaTucuiTs KHONKY 17151 BHKOHAHHS iH'€Kuii 10 ynopy.
Akumo 3 KiHYMKa ronky Oyne BUXOAMTH Po3uMH mpenapaty, Bama mmpui-pydka npawoc
npaBuibHO. [lepemukay ans BuOopy 103M noBepHETHCA Y noaokKeHHs «0».

Slkmio po3yHH npenapary He BUXOAHTh:

. Bam Mmoske 3nanobutHcs noBTOpHTH wueil Kpok a0 3 pasie, nepm Hixk Bu 3moxere
noOayuTH PO3YNH Npenapary.

. AKwio posyMH mpenapaty He BMXOAMTHME | Mic/is TPETBOIO pasy. rojika Moxe OyTH
3abnokoBaHa. SIKLIO Take cTaHeThes:
—3aMiHiTe ronky (aue. KPOK 6 i KPOK 2);

—Mic/s UBOTo BUKOHa#iTe TecT Ha Gesneky nosropHo (KPOK 3).

. fAkmo i micns UBOrO PO3YMH mMpenapaT HE BHXOAMTHME 3 KiHYMKA TOJNKM, He
BHKOpHCTOBYHTE Bauy wnpuu-pyuxy. BUkopucraiite HOBY Wnpuu-pyuxy.
. He BrkopucToByiiTe wnpuu ans Binbopy po3unHy npenapaty 3 Baiuoi mmpuu-pyuxn.
ko Bu no6aunte Gyanbamkn nositps R
. Bu moxere noGauntn Oynbdaiukn noeitps B po3uusi npenapary. lle uomiaﬂbuf ﬂﬁH‘UIE
BOHM HE 3a1KOAATh Bam. //3 B i
fgd OB,

[T &

KPOK 4. OGepirs 03y for TN



. BukopucroByiiTe 10 WNPHI-PYYKY JAHIIE ISl BBeJeHHS 0IHOKPATHOI MOAeHHOT
Ao03n 06'emom Bia 30 10 60 kpokis 1031,
. Hikoan ne oOupaiite no3y abo He HaTHCKaliTe Ha KHOMKY /A1 BUKOHaHHA iH'ekuii Ge3

npueaHanol roaku. Lle moske nomkoauTn Bamy wnpuu-pyuxy.

A. BrieBHiTBCS yTOMY, IO r0JKa NPHEIHAHA 0 IWNPHU-PYYKH | 0 NOKAKYHK 1031
BKA3ye Ha «0».

B. OGepraiire nepemukay aas Bubopy 1031, NOKH NOKAKYHK 1034 He Oy/ae BKasyBaTH Ha
norpiony Bam no3y.

. Slkmo Bu noeepuete nepemukay aaii, Hix Bam notpiGro, Bu MoskeTe moBepHyTH HOTo y
3BOPOTHOMY HarnpsiMKy.
. Sxkwo y Bawiii wnpuu-pyuni 3anudiinaocs HeAOCTATHBO OAMHMUL And Bawoi go3m,

nepeMHkay ana BHOOpY [03M 3ynMHMTbCA nicas HaGopy Tiel KiIbKOCTI OAMHMIb, 110
3aJIMLLIHIIMCA B IINPUL-PYYLL.

. JAxmo Bu ne moxere HaGpaTu noBHy 103y. npusHadeHy Bawm, Bukopucraiite HOBY
WINpPHI-pYYKy ab0 BBEIiTh CTIILKM KPOKIB [103H, CKiJIbKH 3aJMIIMIOCA, & PEIUTY 1031 BBEITH 3
HOBOI WUMNpPHU-PYYKH. B 11boMy 1 TINIBKH B LIbOMY BHNAAKY A03BOJIAETHCS BBOAWTH YACTKOBY 103y
meHwe HiK 30 xpokis go3m. Jlna Toro moG 3aBepinti Bauy 103y, 3aBKAM BUKOPHCTOBY#HTE
inuy mnpuu-pyuKy 3 npenaparom Cosnikea (30-60), a He Oyab-Ky iHIIY INPUL-PYUKY.

HAx 3unTyBaTH 1aHi y BikHI BiloGpakenns 1031
*  He BuxopuctoByiite mnpuu-pyuxy, sikmo Bawa oaHokpaTHa 1033 CTAHOBHTH MEHILIE
30 KpokiB 1034 — 11i KPOKH 103K No3Ha4eHi 6inumu uMdpamu Ha YopHOMY (OHI.

Kinbkiers oqunnub npenapary y Bawiii minpuun-pyuni
*  Bamwa mnpuu-pyuka mictuts 3aranom 300 kpokis 2031. Bu MokeTe 0GupaTH cBOIO 103y 3
KpPOKOM B | Kpok 103H.
* He BuxopucroByiite WO WNpHL-pyyKy, skuwo Bam notpifHa onHokparha noGoea 103a
meHie Hixk 30 kpokiB 1034, a6o axmo Bam noTpibHo Ginbiue Hixk 60 KpokiB 103M.
*  KoxHa mnpuu-pydka Mictuth 6inbie oaniel 1060801 103M.

KPOK 5. Beeaire neobxiany Bam o3y
Axwo Bu Biguyere, mo BaM BaKKO HaTHCKaTH Ha KHONKY /Ui BHKOHAHHS iH'€KLii. He
JOKNajaiTe CHy s Tl HATHCKaHHS, OCKIIBKH LIe MOJXKe 31aMaTh Bauly mnpui-pyuxy.
* 3aminite ronky (au. KPOK 6 «Bin'ennaiite ronky» i KPOK 2 «IIpueanaiite HoBYy
FOJIKY»), MICJIs YOro BUKOHalTe TecT 3 6e3neku (aus. KPOK 3).
* SIxmo Bam Bee e Ba)KKO HATHCKATH Ha KHOIIKY, Bi3bMITh HOBY PYUKY.
* He Buxopucrosyiite wnpuu s BiaGopy po3uuny npenapary 3 Bamoi Lunpm:;};

A. OGepirte micue 1151 BHKOHAHHS iH'cKUIT BIANOBINO 10 MamoNKy, HaRe en
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B. Bsenits roaxy cobiy WKIpy TaK, sk Bam nokasysas Baw aikap 60 meanuna cecrpa.
* [pun ubomy 1HOKK W0 HE TOPKATIEEs KHOLKK JUIS BAKOHAHHS iH'exwil.

¥ o Tl
il ¥ Y

C. Hoknaaite Beamknii naseus PYKH Ha KHONKY 1151 BHKOHauHs iH'exuii. IMicas uboro
HATHCHITB 1T 10 ynopy i yrpumyiite B TaAKOMY MNO.T0KEeHH],
* He narnckaiite Ha kwonky nin KyroM - Baw senukuii nanens moxe 3a0/10KyBaTH
obepraHHs nepemukaya 1113 BHGOPY 103H.
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D. Vrpumyiite kHONKY 1151 BHKOHAHHS in'eKuil B HATHCHEHOMY mosI0%en i i micas TOro,
K Bu nobaunre y Bikui BinoGpaxenns 103n «0», noBinbHO nopaxyiire o 10.
Lle neoOxiano ans Toro, o6 BHEBHUTHCS B OTPHMAaHHI NMOBHOT 7103M npenapary
T
7T

J o
o d
i /

E. Ilicas yrpumanns knonku i mopiabnoro paxyBauus no 10 Bianyerite knonky aas
BHKOHaHHSA in'exkuil, [Ticas uboro BHTSrHITE FOJIRY 3i WKipn.

KPOK 6. Bin'eanaiite roaxy
* IoBoabTecs 3 ronkamu 3 obepesknictio — 1e HeoOXiHO, W00 3ano6irti ykoie ronkoro i
nepexpecHoro iHQiKyBaHHs.
* He nangraiite 3HoBy BHyTpiuHiii KoBnayok roxu.
A. BisbMiTh 30BHiNI KoBNavoOK roku 3a Horo Hailmmpumy yacTuny. Tpumaiite roaxy
npsiMo i BBeAiTH ¥ Ha3ax, y 30BHiMIE KOBNAYOK roaku. Ilicas uboro miuwmo
NPHTHCHITH IX OHH 10 0aHOTO.

* I'onika Mozke MPOKOJIOTH KOBMAYOK, AKILO Bil HANSraeTHCS M KYyTOM.
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B. Bizbmirth 30BHimmiii koBnauok rosku 3a iioro HAHIMPUIY YaCTHHY Ta CTHCHITH #ioro y
UbOMY Miclli. [HINOIO PYKOIO MOBEPHITE WINPHU-PYYKY AeKiaLka pasie ans Bix'enHaHHs
FOJIKH.

* SIkwo rosika we Bin'eananacs 3 nepmoro pasy, cnpoOyiite 3HOBY.

C. Bukuubte BHKOpHCTAHY ToAKY y crifikuii 10 NPOKOJIIOBAHL  KOHTeiiHep abo
BiANOBIAHO 10 pexomenaauiii Bamoro JIKapst Y4 MICHEBOI0 YNOBHOBAKEHOI0 opramy.

D. Haasruirs koBnawyok INPHI-PYYKH HA3a/1 HA LUNPHI-PYYKY.
* He knanite wnpui-pyyxy Hasaa y XonoaunbsHuK.

o _ﬁt A h

Inerpyknii moao 36epiranns.

[Tepen nepumm BukopucTaHHAM LINPUL-PYYKH 30€pPIraTH y XOJOAHIBHHKY NpH Temneparypi

+2 °C - +8 °C y 3axuueHomy Biz cBiTia micui. He 3aMOPOJKYBATH.

ITicis neporo BUKOPUCTAHHS NPHL-PYYKY CTin 30epiratu He Ginbie 28 HiB npy KiMHATHI
Temnepatypi Hukuye 25 °C y 3axMIueHOMy Biz CBiTJa Micli.

He knazite Bamy mnpuu-pyuky nasazn y xon0aumsHux.

[Ticns xoxHOT in’ekuil Ha mmpHu-pyuky cnin 3HOBY OIAraTH KOBNA4YOK 3 METOIO 3aXHCTY Bijl
ceitna. He moskna 36epiratu LNPULI-PYYKY 3 MPUKPIMJIEHOIO A0 HEl TOIKOIO.

Excenayarauis.

3i WNPHU-PYYKOIO €Il MOBOANTHCA 3 obepexkuictio. fkuwo Bam 3naerbes, mo LINPHL-PYUKY
NOLIKOKEHO, He HamaraiTecs i1 MoJaroAuTH, Bi3bMITh HOBY.

3aXHCTHTH WINPHU-PYYKY BiA MUIy Ta Gpydy: 30BHilIHIO TOBEPXHIO IUNPUU-PYYKH MOMKHA
OYHIIATH, NPOTHUPAIOYM 1T BOJOrOK TKAHMHOK (3MOYEHOIO IHMLIe Boao10). He 3anypioiite y
PiZIMHY, He MPOMHUBAiiTe i He 3MALLyHTe WNPHL-PYYKY - 11€ MOKe ii OWKOHTH.

YTunisauis wnpHu-pyyku: nepea yTuiisauicio WINPHI-PYYKH 3HIMITB 3 Hel rojiky. Bukunaiite
HNPHL-PYHKY TaK, IK PEKOMEH/I0BAHO MiCLIEBMMH PETYISTOPHHMH OPraHaMHy.

Aimu. besneka Ta epexrusnicts npenapary Coniksa s NiKyBaHHA AiTedl Bikom 10 18 pokis e
BCTAaHOB/eHI. Jlani 3 1boro npusoay BincyTHi.

Ilepeoosyeanns.

VY BUNanky BeeieHHs GiAbmwoi 103M npenapaty Coniksa, HiX BUMaraioch, MOKyThb BUHUKHYTH

HeOaxaHi peakuii y BUrnazi rinormikemii ta po3naiie 3 GOKy WITYHKOBO-KHILIKOBQE F‘fpak_fry.',‘. Gy

Enisoau rinornixemii nerkoro ctynens, sk npaeuno. moxyTs Gyt ycyHesi. p"eﬁgsani'nﬂy‘_l'_

NpUHOMOM BYraieBoiB. Moxke BMHMKHYTH HeoGXimHicTs y KOpekwii .E[O3}’Iiil§i}%;{l\i*}_{ﬁppb1{pf‘d-“: |

3ac00y Ta y BHECeHH] 3MiH y PeXMM XapuyBaHHs uM Bi3uuHOT akTHBHOCTL. | * { aTRETIC (ol
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binbm  Bakki emizoam rinoriikemii, SKi  CYNPOROMKYIOTECA KOMOK, cylomamu  abo
HCBPOJIOTTYHUMH TOPYIICHHAMM, BHMAraioTh BHYTPILIHEOM S30BOTO/MiAIIKIPHOTO BBEACHHS
PJIIOKaroHy abo BHYTPilIHLOBEHHOTO BBEACHHS KOHUEHTPOBAHOTO PO3YMHY IMOK03H. OCKiNbKM
FiNoriKeMis MOXKe BMHMKHYTH MOBTOPHO HaBiTh MIC/S OYEBMAHOIO MOKPAIICHHS KIiHiYHOTO
CTaHy malicHTa, HeOoOXiIHWMHM 3aX0JaMM MOXKYTb OyTH TpHBaIMii NpPMIAOM BYIJIEBOLIB Ta
CMOCTEPEKEHHS 3a MAILIEHTOM.

Y BuNajKy HeGa)aHHX peakllifi 3 60Ky ULTYHKOBO-KHMIUKOBOTO TPaKTy MOBHHHA OyTH po3novara
NIZINONINA - T ATPHAMY 10D TEPOMIA  NATMORIANO 710 KMNIYIHX 0K 70 CHMATOMIN, 110

Bi/13HAYalOThCs Y MalicHTa.

Iobiuni peaxuir.

[NoGiunnmu peakuisMu, mpo sKi HaluyacTie MOBIIOMISIOCH Mij yac NKyBaHHs MpenapaTom
Conixea, 6yau rimoraikemis Ta posiaau 3 GOKY IITYHKOBO-KMIIKOBOTO TPaKTy (IUB. HHKYE
po3ain «Onuc okpeMHX HeGakaHUX peakiliin).

[ToGiyni peakuii, noB’s3aHi i3 3acTocyBamHsMm mnpenaparty, 1O crocTepiraaucs mig uac
KIHIYHUX 0CIJIKeHb, HABOJAATBCS HHKUE 33 KAaTeropismu «Cucrema-Opran-Knacy y nopaaky
SMCHILEHHS YacTOTH BMHHKHEHHS (ayxke vacto: > 1/10; yacro: Big > 1/100 g0 < 1/10; Heuacro:
Bix > 1/1000 no < 1/100; piako: Bia > 1/10 000 o < 1/1000; myxe piako: < 1/10 000); yacrora
HEBIZIOMa: HEMOXKJTHBO OUIHHTH 33 HAABHUMM JAHHMH).

Kareropii JAy#xe wacro Yacro Heuacro Yacrora
«Cucrema-Opran- HeBioMa
Kaac» MedDRA
Indexuiitui Ta Hazodapunrit
napasuTapHi Indekuis BepxHix
3aXBOPIOBAHHSA JIHXaJIbHUX LISX1B
Posnaan 3 Goky Kponue’snka
iIMYHHOT CHCTEMH
Meta6oniuni ta | I'inornikemis
aliMEHTapHi po3aaan
Posnagm 3 OGoky 3anamopouenns | ['onoBHui Gink
HEpPBOBOI CHCTEMH
Poznanm 3 Goky Hypnora Hucnerncis
LYHKOBO- Jiapes bijib B 3KHBOTI
KHIIKOBOIO TPaKTy batoBanHs
Posnaam 3 Goky L kipru#uii
WIKIPK Ta MiAWKipHUX aMinoino3
TKaHUH Jlinoauctpodis
3aranbHi posnaaM Ta Peakuii B micui | ITixsuimena
peakuii B Micui 1 exuii BTOMJIIOBAHICTh
BBC/ICHHS IIpenapary
Onuc okpeMux noOIYHUX peakLliii.
linoenikemin. B wnactynuiii Ttabnuui  Haeenemi nawi Npo  4acToOTy 3a/IOKYMEHTOBaHOI

CUMNTOMATHYHOI rinormikemii (< 3,9 mMmonn/n) Ta Bakkol rinoriikemii MpH 3acTOCYBaHHI
npenapaty Conikpa Ta npenapary nopiBHsHHS.
[o6iuni peakuii y Burisai 3a10KyMeHTOBAHOT CHMOTOMATHYHOT TimoraikeMmii a6o BAKKOT

rinoraikemii
HanicuTu, ski panime ne IMepexia Bin [epexiasii aronicry
OTPHMYBAJIH IHCY.TIH 6a3aabHOIO iHCYJIiHY pem FLopis Fﬂﬂ-:i
Ilpenapar | Iucy- Jiken- | Ilpenapar | Incyain | Ilpgnapar | _ Arouict. -
. i : . i 5 L A ORI N i
Coniksa JiH ce- Conikea | raaprin | C .:ﬁ_'ﬁg;_‘.- peuenropis
raap- | wHaTua fef gyl - PHIL |
rin NS 2L el fo

by W

2% Inesli




180

365 365 255 256

rJ
L
(%]

N 469 467

3axokymenrto-
BaHA
CHMITOMATHY
Ha
rinorjaikemis*

[Nanienrn, y 120 110 15 146 155 71 6

AKHX (25.6%) | (23.6%)| (6.4%) | (40.0%) | (42.5%) | (27.8%) (2,3%)
BUHHKI1a

nodiyxa

peakuis, n
(%)

Kinbkicts 1,44 1,22 0,34 3,03 4,22 1.54 0,08
no0iyHKUX
peakuiii Ha
nalieHTo-
piK, n

Bakka

rinoraikemisi®
*

KinbkicTh 0 < 0,01 0 0,02 <0,01 <0.01 0
no0IYHUX
peakuiii Ha
nauieHTo-
pIK, n

* 3a10KYMEHTOBAHA CHMMTOMATHYHA TiMOrKeMis BH3Hayanachk 8K Mozisd. Iig 4ac sKoi TMMOBI
CHMIITOMM TilOTJIiKeMiT CynpoBOAKYBATHCH BH3HAYEHOIO KOHUEHTPALI€I0 TIHOKO3H B Miasmi
KpoBI < 3,9 MMons/a.

** Bakka CUMNTOMaTHYHA TINOIIiKeMisi BU3HAYAIACH K SBHILLE, 110 BUMArajio J0MNOMOrH iHwo]
0cOOM 15 aKTUBHOTO BBEJICHHS BYTJIEBO/IIB, FJIFOKaroHy abo npoBejeHHs iHIIMX peaHiMaLiiHux
3aX0/1iB.

Po3znadu 3 60y wayYHKOBO-KUWMK06020 mpaxknty. Po3nanm 3 60Ky WITYHKOBO-KMIIKOBOI'O TPaKkTy
(Hynora, GmoBanHs Ta niapes) Gynmu noGiunmmu peakuisMH, NMpo AKI YacTo MOBIAOMJIAIOCH
BIPOJIOBXK MEPioy JiKyBaHHA. Y NauieHTIB, sKi OTPUMYBAJIN JiKyBaHHs npenapatom Cosiksa.
HacToTa NOB’A3aHOI HyAOTH, Jiapei Ta GuroBaHHA cranoBmna 8,4%, 2.2% 1a 2.2% BIANOBIIHO.
Ilo6iyni peakuii y Burasai posnanis 3 OOKy ILLTyHKOBO-KHIIKOBOTO TPaKTy nepesaxHo Oyim
JIETKOTO CTYTEHs Ta Ma/Ii TPAH3UTOPHHIT XapaKTep.

Poznaou 3 6oky imynnoi cucmemu. Tpo anepriuxi peakuii (Kponue’sHKa), MOKIMBO NMOB’3aHi i3
3actocyannim npenapaty Conikea, Gyno noeizomneno y 0.3% nauicHrip. Ilpo Bunagku
TCHEPAi30BAHMX  IEPriyHUX  peakuiil,  BKIIOYAIOYH aHadinakTuyHi  peakuii  Ta
AHTIOHEBPOTHYHMIT HaOpsK, MOBIAOMAANOCH NpH MicaAspeecTpaliftHoMy 3acTocyBaHHi iHCY iRy
Iaprivy Ta JiKCHCEHATHY.

Imynocennicms. 3actocypanus npenapary CoJlikBa MOJKe NPU3BOANTH JI0 YTBOPEHHS aHTHTIN 10
iHCyniHy raapriny i/a6o JNKCHCEHATH]LY.

4aCTOTa BMMANKIB YTBOPEHHA aHTUTIN 10 iHCYJiHY rnaprigy craHoBuna 21,0% ta 26.2%.
lpubausno y 93% nauienTie BigsHayanack NEpEXPECHa PEaKTUBHICTh AHTUTIN 10 iHCYMiny
PIaprily CTOCOBHO JIOACKKOro iHcyniny. Yactora YTBOPEHHS AHTHTIN 110 JNIKCHCEHATHLY
CTaHoBWIa npudmnsno 43%. Hi cratye anrutin g0 incyniny raapriy, Hi craTye-diirtia. 1o
NIKCHCEHATH]TY HE Mali KNiHIYHO 3HAUYIIOTo BILIMBY Ha Oe3neKy uu edeKTHs 4ﬁﬁeﬁapary._:"_"-_l
Posnaou 3 6oxy wripu ma nidwxipnux mxanun. Jlinoauctpodis i mkipHmii %{iﬂl@vﬂ@gﬁbg
BUHMKATH B MicUi 14 cKUil iHCYiHiB i mpusBoauTH 10 3aTpuUMKK abeopGuiy JHcy diHy 3 HBoTO. -
Hocrtifine sminoBanHs Micus iH'eKLIT B MeXax oaHiel AiISHKN Tina MokKe 10 9{101{@?3&1@&9@1{ %
a00 3anolirTv UMM peakiism. F '
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Pearyii 6 micyi in'exyii. V nesixnx nauicurie (1,7%), wo OTPHUMYBA/IH Tepaniio, Aka BKJIHOYana
BBE/ICHHA THCYNiHY, B TOMY 4mchi npenapary Coaikea, BigzHauanuch MOYEPBOHIHHA. MicueBe
HaOpsAKaHHs Ta cBepGiNKA B Micui in’ exuii,

Yacmoma cepyesux ckoporens.  Ilpn  3actocyBamHi  aromicrip peuentopie g0 GLP-1
NOBIAOMASNOCE NPO 36iibUIEHHS YacToTH CCPUCBHMX CKOPOYEHb: TPaH3MTOpPHE 30iNblleHHS
HACTOTH  CEPLEBHX CKOPOYEHB CHOCTEpiranoch Takox i B paMKax JeAKMX J0CHiIKeHb
3aCTOCYBAaHHA JlKCMCEHAaTHAY. 3a pesyabTartamy Beix AocmiKens 3 (asM 3acTocyBaHus
npenaparty Conikna 1e npuanonan 10 i e CCPCAHBOT YACTOTH CCPLICBHX CKOPOYCHB.

Iloeinomaenns npo ninospiosani noGiuni peakuii

Iosinomnenns npo MiJ103proBani noGiuui peakuii nicas 3aTBEP/KEHHA JIIKAPCLKOro 3acoby e
BaKIMBOKO  mpoueayporw. lle  nossonse NPOAOBKYBATH  MOHITOPHHI  CHiBBiAHOIICHHS
«KOPHMCTB/PH3UK» A8  JaHOTO MKapceKOro  3acofy. Meauunmx NPAlBHUKIB  TIPOCATE
MOBIAOMAATH Npo yci Mifo3proBani noGiyni peakuii y JepxaBuuii excneprhuii ueHtp MO3
VYkpainn.

Tepmin npuaarnocri. 24 micauj

TepMmin npuaatHocTi nicas TICPUIOr0 BUKOPUCTAHHA WNPULL-PYYKH: 28 aHiB.

36epiratu npu Temrneparypi Hwk4e 25 °C. He 3amopoxyBat. He oxonomxysatu. He 30epiraTu
3 MPHKPITUICHOIO FOKOIO. 30epirati mmpHu-pyuxy Y Micui, 3aXHLIEHOMY Bij JKepen npsaMoro
Tenna Ta ceitna. Ilicns koxkuoi in’ekuii Ha WNPHL-PYYKY CIiJ 3HOBY HA/SraTH KOBMAYOK 3
METOIO 3aXMCTY Bl CBiT/A.

Ymogn 36epiranns.

3bepicamu ¢ Hedocmynnomy 0718 dimei micyi.

HInpuu-pyuku, mo ne nepeGysarors v BHKOPHCTAHHI:

36epiratu y xonoauabHHKY (npu Temneparypi +2 °C - +8 °C).

He s3amopoxkysatu Ta e AONYCKAaTH  KOHTAKTY 3 MOPO3WIBHMM  BidineHHAM a6o
HaKOMM4yBa4aMu X0N0y.

36epirati wnpuu-pyuky Y 30BHILUHIH KapTOHHIii ynakoBwi 3 MeTor0 3axXHCTy Bij CBiTJa.
Hnpuu-pyuku. nicas nepmoro eukopucranus:

YMoeu 30epiranns ausitecs y posuini « Tepmin npuaaTHOCTIY.

Hecymicuicme.
Le#t nikapcbkuii 3aci6 He MojkHa 3MILYBATH 3 OYAb-AKHM iHIIMM iHCcymiHOM a60o poseoauTh.

¥nakoska.

Ne 3 a6o Ne5: no 3 mnn y KapTpU/UKi, BMOHTOBaHOMY B OIHOpa30BY WNPHU-PYYKY: 10 3 a6o 1o 5
WNPHL-PYYOK B KaAPTOHHIH Kopobui. 'onku B YNaKOBKY HE BKJIKOUYEHI.

Kareropis sianycky. 3a peuentom.

Bupo6uuk. Canoti-Asenric Hoitunana M'm6X.

Micuesnaxomxenus BHPOOHHKA Ta iioro aapeca micus NPOBAKEHHS NiS/ILHOCTI.
Iuaycrpinapk Xvoxer-Bproninrirpacce 50, H500, H590, H600, H785. H790. ®pankdypr-Ha-

Maiini, I'eccen, 65926, Himeuuuna.

3asiBunk.
TOB «Canopi-Asentic Vkpainay, Ykpaina.

IlaTa OCTAHHBLOIO neperasiay.




