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COJIIKBA

(SOLIQUA)
Craao:
Qil04a pevoGua: THCYIH THAPTIH, JTIKCHCCHATH T
I MJ1 posunny ans in'exuiit mictuts 100 ouunus iHey iRy raapriny ta 50 sk JUKCHCEHATHLY:
| wnpHU-pyyka MICTHTH 3 MI PoO3uHHY if iH'ekuiil, mo exsiBazexrio 300 Ou. IHCYITIHY
riaapriny 1a 150 MKr JiKCHCEHATHLY:
| noziika 103yBanHs Bianosizae | O1. iHcyliny rmapriny a 0.5 MKT JiKCHCEHATILLY.
QONOMINCHT peqogum: THiUepuH  (85%): METIOHIH: METAKpPe30d: WHHKY XJIOPHI: KHCIOTa
XJOPHCTOBOAHEBA, KOHUEHTPOBAHA: HATPIIO MAPOKCHL; BO1A 115 1H €KL,

Jikapebka dopma. Posunn s i1 ekuiii.
Ocnoeni pizuro-xivivni 6racmusocmi: Ge3dapsruii ado Maiiswe de3dapsHitil po3umH.

®apvarorepaneBTuuna rpyna. Jlikapebki 3acodit. 1o 3ACTOCOBYIOTHLCA TIPH  LYKPOBOMY
J1a0eTi, IHCYTIHH Ta IXHI AHAIOrH TPHBAJIOL i1 114 iH CKUIFIHOTO BBEACHHS.
Kox ATX: A10AES4.

Dapmaro.102iuni e1acmusocmi.
Dapraroounamina.

Mexanism  aii.  [lpemapatr  ComikBa - wue  KoMOiHalis  ABOX TIOMHX — PEHOBHH i3
B3A€MO/10MOBHIOKOUHMH MEXAHI3MAMH 1T JUI MOKPAIICHHA KOHTPOJIIO [IIKeMIT, a came iHCymiHy
[JIApridy (aHAIOr Ga3aMBLHOrO IHCYIIHY, TOJ0BHOIO METOK AKOIO € KOHTPOh PIBHIB TTIOKO3H B
TIa3Ml KpOBI HATIIE) Ta JIKCHCEHATHY (aroict peuenTopis 10 TTI-1. ronoBHOW0 METOR
AKOTO € KOHTPOJIb MOCTIPAHIATLHHX PIBHIB FITHOKO3H).

lscymin raaprin. HaiiBaamuBimow 1icio iHCYIiHy, B TOMY HHCTI iHCYIHY [1apriny, € peryasuis
MCTadOIIi3My TIOKO3H. IHCYJIH Ta HOro aHAIOrM 3HHAYIOTH PIBCHb [IIOKO3H B KpoBi 3a
PAXyHOK CTHMYJsWi T 3aXonieHHA nepH(EpPHUHHMH TKAHHHAMIL 30KPEMa CKEJeTHHMH
M A3aMH Ta KHPOBOKO TKAHHHOIO, A TAKOK [PHTHIYCHHSA YTBOPSHHSA [TIOKO3H Y MeYiniLi. [Heynin
MPHTHIYYE JIITOi3 T4 MPOTEOi3, @ TAKOK CTHMY.TIOC CHHTE3 OLIKIB.

Jlikencenaru, JlikcHCEHATHI € ArOHICTOM PELENTOPIB 10 [HOKATOHOMOIOHOTO nenTHay-|
(ITI-1). Peuentopn mo I'TII-1 ¢ mimennio npupoasoro I'TII-1 — entoreHHoro rOpMOHY
IHKPETHHY, SIKHIl MOTEHUIIOC TIIOKO303AISKHY CeKpeltio iHCYIiny P-K1iTHHAMH Ta NPHTHIYYE
CEKPELIIO ITIOKATOHY O-KAITHHAMI [11ILLTYHKOBOT 3Q/10311.

JIIKCHCCHATH CTHMYTIOE CCKPEWiio THCYIHY NP MiABHIICHHI PIBHIB 0K,
BIUTHBAKOYH [IPH LILOMY HA CEKPEUIIO 1HCYIIHY [IPH HOPMOTIIKeMIl, 1
BUHUKHEHHs rinorikemii. [lapasenbno NpHrHiuyeTbes cekpelis o
BHHUKHCHHA MNOMIIKEMIT PATYBAIbHI MEXaHI3M Y BHITIA CeKpeLii ik
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SHIAKYIOUH TakHM YHHOM IWIBHIAKICTE aOcopOuii Ta HAIXO/UKCHHS B CHCTEMY KpOBOOOITY
[JIOKO3H, 1110 MICTHTBCH B TKI.

Daprtarodunamira..
KomOiHauis iHCYNiHY riapriny Ta JKCHCEHATHIY He BIUTHBAC HA DAapMaKoIMHAMIKY iHCYTiHY
raaprigy. Brims xomOiHauii imcymiHy rmapriny Ta JikcHcenatay Ha (hapMaKOIMHAMIKY
JKCHCEHATHLY He BHBYABCS B PAMKAX J0CALKeHb | (a3,

BpaxoBytoun BiHOCHO MOCTIHHMIT PODLIL «KOHLUEHTPALIS Mac» IHCYTIHY [IapriHy BIPOIOBK
24 romun Oe3 BHPAKECHHX MIKIB [PH 3aCTOCYBAHHI {00 OKpemo, npodiik «WLBHIKICTH
yTHII3AMWT TTIOKO3K/ Macy OyB NOAIGHIM NPH 3acTOCYBAHHI KOMOIHAWIT IHCY/IIHY FIapriny Ta
TIKCHCEHATH/TY.

[lepiox aii iHcyninis, B ToMy umcni npenapaty ComiKBa. MOKE BiAPI3HATHCH Y PI3HHX 0CID i
HABITHL OYTH Pi3HUM B OIHI€T i Ti€T K 0COOH.

lHeynin raaprin. 3a pesynbTatamil KIIHIYHIX J10CTIKEHb i3 3aCTOCYBAHHAM 1HCYIIHY TIAPriHy
(100 o/Mi1) HYKPO3HIAYIOUMIT eeKT Ha MOTAPHIIT OCHOBI (TOGTO MPH 3aCTOCYBAHHI O0THAKOBHX
J103) IHCYJIIHY [Japriny NpH H0ro BHYTPIMIHBOBEHHOMY BBEICHHI € MPHOTIZHO TAKHM CAMHM, AK
JHOICBKOrO 1HCYITIHY.

Jlikcucenarui. 3a pesynbratamu 28-IHHOTO MIANE60-KOHTPOILOBAHOIO TOCTIKOHHS cepe
TMALIEHTIB 3 UYKPOBHUM 1iaGeToM 2 THNY 3aCTOCYBAHHS TiKCHCEHATHIV B 1031 5-20 Mkr
NPH3BOAMIO 10 CTATHCTHYHO 3HAYYLLONO 3HHKCHHA MOCTHPAHIIAIBHIX PIBHIB IIOKO3H Nic/s
CHIJIaHKY, 00111y Ta Beuepi.

Cropoxtenns uutvHky. [Ticas BaxuBaHHS cTaHIapTHOT MIYEHOT 10CITKYBAHOT TKi B paskax
3a3HAYEHOr0 BMIIC JOCHTKEHHA Oy10 NIATBEPUKCHO, IO JIKCHCEHATHI  CHOBLIBHIOE
CHOPOKHEHHA ULTYHKY, 3HHAYIOUH TakHM YHHOM WIBHIKICTH MOCTHPaHIiansHOT abcopouii
TOKO3H. EQeKT CHoBUIBHEHHS CHOPOKHEHHS ULTYHKY MIATPHMYBABCA 10 3aBEplleHHS
JLOCTI ZZKEHHS.

Kainiuna edextunnicts Ta Gesneka. besneka ta edextusuicts npenapary ConikBa CTOCOBHO
KOHTPOIIIO IJIKEMIl OLIHIOBAANCH Y TPBOX PAHI0Mi30BaHUX KIHIMHUX 10CIIUKEHHAX ceper
NALICHTIB 3 LLYKPOBHM JiadeTom 2 Thity:

* Joaasanua 10 MeThopMiHy (Y HAUIEHTIB, 110 HE OTPHMYBAIH 1HCYITiH).

* [Ilepexia Bia Ga3anbHOTO 1HCYITIHY.

* [Ilepexixa Bia aronicty peuentopis I'TTIT-1

Y KOKHOMY 3 JOCHIIKCHb 3 QKTHBHHM KOHTPOIEM JiKyBaHHA Jikapeskiny 3acobom Comiksa
MPH3BOIIO 10 KIIHIMHO Ta CTAaTHCTHYHO 3HAYVIIONO TMOKPANCHHS PIBHIB [MIKOBAHOIO
remorno0iny (HbAlc).

Hocsruenns HuAuuX piBHiB HbAlc Ta nocsrnenns Sinbw 3Haunoro suuskenus pisuis HbAlc
HE TNPU3IBOAMIO 10 3OUILIICHHA YaCcTOTH BUHHKHEHHS TINOrJikeMii npu  KoMmGiHOBaHOMY
JIKYBAHHI OPIBHAHO 3 MOHOTEPAIICIO HCYJIIHOM IIapriHOM (1B, po31in «[loGiuni peakitii»).

B pamkax KIHIYHOrO JOCTLDKEHHS 3 J0JABAHHAM [Pernapaty 10 MeTdopMmiHy JiKyBaHHs
posnounHarnoce 3 10 moautoxk gosysanus (10 oxuHHUB iHCVAIHY rnapriny Ta 5 Mkr
MKCHCEHATHAY). B paMkax KIHIMHOro J0CHLUKCHHA 3 Mepex010M Bil 6a3aibHOTO iHCYITiHY
noyaTkosa J03a craHoBiia 20 o110k 103yBanus (20 oauHMIb iHCYTiHY rrapriny Ta 10 Mkr
nikeucenaruay) ado 30 moginok nosysawms (30 oamHMUB IHCYIiHY raapriny Ta 10 MKr
MKCHCCHATHAY) (AMB. PoO3aia «Cnoci0  3acTOCYBAHHA Ta J103M»). B 3alEKHOCTI Bil
MONEPEHBOr0  103YBAHHA IHCY/AiHY. B 000X 10CHIUKeHHAX THTPYBAHHS 103YBaHHA
3HCHIOBAIOCH OJIMH Pa3 HA TH/KIICHb. BPAXOBYIOUH PIiBHI FTIOKO3M B [LTa3Mi KPOBI HATIIE, 110
BH3HAYAIHCH CAMOCTIHHO.

[onasanns ;10 MetdopMiHy (V NAMICHTIB. 110 HE OTPHMYBATH IHCVIiH).

Kiiniune oocrioxcenns cepeo nayicumic 3 yvkposuy oiademon 2 MUNY. 6 AKUX Ha houi
HRYEANNST REPOPATLHUN  NPOMUATAOCIIULHUN  RPERAPAMOM  HE  GIOIHUHAIOCH  HAIEHCHOO
Konmpo.to  3axeopiocannd. Beboro B paMKkax BLIKPHTOro. 30-THAKHEBOrO 10GuH

OUIHKH eeKTHBHOCTI Ta Gesnekn npenapary Co/1ikBa TOPIBHAHO 3 OKPEMIMK
IHCYHOM raaprinosm (100 o1/ma) ta nikencenariaonm (20 MKr).
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Mauientn 3 wykposum giabetom 2 Ty, AKI OTPHMYBATH JTKYBaHHSA MCT(OPMIHOM Y BHI/ISLI
MoHOTepanii abo MeTdopMiHOM B KOMOIHALT 3 IHIIHM TEPOPATBLHHM NPOTHIAOETHUHHM
MPENapaToM, SKHM Mir OyTH npenapar cyIbhOHIICCUOBHHI, IIIHIL, IHTIGITOp HaTpiii3anekHOro
koTpancnoprepa riokosu-2 (H3KTI-2) abo iuribitop aunentumnentitasu-4 (JINI1-4), ta y
SKHX HE BII3HAYQI0Ch HANGKHOTO KOHTPOIO 3aXBOPIOBAHHS Ha (hOHI 1AHOrO JiKyBAHHS (piBHi
HbAlc kosmBamuce B mexkax Bia 7.5% o 10.0% vy nauieHTie, sixi pamime OTpHMYBaTH
mMeT(opMin y BHMASAI MOHOTepanii, Ta B mexax BlA 7.0% 10 9.0% y naumientin, ski pamiie
OTPHMYBQ/LIL JIKYBAHHA MCTHOPMIHOM B KOMOIHALIT 3 THIWINM MePOPATEHUM NPOTHIA0CTHYHIM
npernaparonm), Oyan BKAIOYEHI Y BCTYIHUIT Tepion BOpososx 4 Tiskuis. Brponosk uie
BCTYNMHOT asu 3aificHIOBAIACH ONTHMI3ALsA JiKYyBaHHA MeTGOPMIHOM. a MpPHIIOM iHIINX
NCPOPABHIX  NPOTH/HA0ETHYHHX NPEnapatie HpHIiMHABCS. B ki BeTynmHOro mepioxy
NAUIEHTH. B SKHX MPOIOBKYBABCA BII3HAYATHCH HCHAICKHHIT KOHTPOIL 3aXBOPIOBAHHA (piBHI
HbAlc kosnsamics B Mexkax Bix 7% 10 10%), Gyan paHaoMi3osani B rpynu, sKi OTPHMYBAIH
npenapar Coniksa, iHCYIiH rmaprin abo nikcncenaria. 3 1479 nauwientis, sxi GyaM BKIOUYCH] v
BCTYNHY (asy nocaiwkenus, 1170 Oyman pangomizoBani. [0J0BHHMH NPHYHHAMM, SKi He
AO3BOJISUTH BKIIOYHTH MALIEHTIB Y paH1oMizauiiiny (asy 101 TACHHS. OyIH PIBHI TIIOKO3H B
niasmi kposi Hatue > 13.9 mmone/a Ta pisui HbAle < 7% abo > 10% B kinui Betynuoi dasm
JOCTLUKCHHS.

XapaKkTepHCTHKH MOMYIAUIT PaHI0MI30BAHHX NALHEHTIB 3 LYKPOBHM tiaGeTom 2 Ty Oyin
Hactynuumu: Cepenniif Bik cranoBus 58,4 pokis, npi uboMy Bik GiibiiocTi natientis (57,1%)
craHoBuB Bia 50 10 64 pokis, 50.6% nauientis 6yan yonosikami. Cepenniii ingexe MacH Tina
(IMT) Ha BuxizHomy piBHi cTaHoBuB 31.7 kr/ar, npu msoMy v 63.4% nawicuris IMT ctaHoBHB
>30 kr/M”. Cepeins TpUBATICTH LYKPOBOIO adeTy  CTaHoBiUIa  MpHOAM3HO 9 POKIB.
Mergpopmin OyB 060B’A3k0B0I0 (hOHOBOIO Tepanier, a 58% MAUICHTIB OTPHMYBATH Ha
CKPHHIHTY TAaKOK iHIIMH nepopanbHuit nporiaiadetuunuii npenapat, axium y 54% nauieutis
OyB npenapar cyIb(OHIICEHOBHHH.

Ha mwxui 30 nikysauns npemapatonm ConikBa NpH3BOIMIAO 10 CTATHCTHYHO 3HAMYILIOrO
nokpaterus pisHis HbAlc (p-3nadenns < 0.0001) nopiBHAHO 3 OKPEMHMI KOMIIOHEHTaMI. 3a
Pe3yAbTATAMK [MONEPEHBO BH3HAYCHOTO AHAM3Y i€l NEPBHHHOI KIHUEBOT TOYKH Bi3HAYCHI
BIIMIHHOCTI  Y3rOKYBA/INCh CTOCOBHO BHXLIHMX pisHis HbAlc (<8% ado >8%) ado
NEPOPAIBHOIO MPOTHAIAGETHYHOrO TIKYBAHHA HA BUXITHOMY piBHi (MeTdopMiH v BHIIST
MOHOTeparmii ad0 MeT(OpMIH Yy KOMOIHAIT 3 (HIWHMM TEPOPATBLHHM  NPOTHIIAGETHYHIM
Ipenaparom).

[Hdopwmanis mo10 IHIMX KIHUEBHX TOYOK JI0CILLKCHHA HABSICHA HIDKYS B TaOJAMII Ta Ha
300paKCHHI.

PesyabTaTi KIIHIYHOTrO NocaitAenns 3 101aBaHHSAM nipenapaty 10 vetrdopviny na Tukui
30 (monyasiuis namicHTIB, AKI OTPHMAIH JTIKYBAHHS)

[Tpenapar Iucyain - Jlikencenati
Coaikga raapriu
KiabkicTs mamientiB, #xi orpuvmaan 468 466 233
JIKYBAHHSA |
 Pienn HbAlc (%) |
| Buximmii piBeHb (CepeIHe 3HAUCHHA. 8.1 5 8.1 . 8.1
IICIS BCTYNHOI (hasu)
3aBepieHHs  JIOCIIUKCHHS  (Cepe/IHe 6.5 - 6.8 7.3
3HAYCHHA) :
3MIHA MOPIBHAHO 3 BHXIAHHM pIBHEM. | -1.6 -1.3 -0.9
BH3HAUCHA  MCTOJOM  HaHMEHIIMX
KBAIPATIB (CCPE/IHE 3HAYCHHSA)
BiAMIHHICTE HOPIBHAHO 3 IHCV/IIHOM -0.3

rI1apriHoM [-0.4: -0.2]
[95% aoBipunii inTepsa] ' (< 0.0001)
(p-3HAQ4YE€HHS)

BiaMiHHICTB MOPIBHAHO 3
JIKCHCEHATH,IOM




[95% nosipumnii inTepsai] (< 0,0001)
(p-3HaueHHA)
Kinpricts naticuris (%), y axux Oyiu 345 (74%) 277 (59%) 77 (33%)
AocaruyTi piHi HbAlc < 7% na Tuui
0%

Pigenn raokosn B maasmi kposi narie

(MMOJIB/T)
BuxiaHuii piBeHb (cepeiie 3HaueH Hs ) 9.88 i 9,75 9,79
3apepuienns  jocaiukenn  (cepeane | 6.32 : 6.53 8,27
3HAYCHHSA) ,
3MiHA MOPIBHAHO 3 BHXIJAHHM pPIBHEM, -3.46 ' -3,27 -1,50
BH3HAYEHA  METOIAOM  HaiMCHIIHX
KBa/paTiB (CCpe/IHE 3HAUCHHS)
3MiHA  MOPIBHSHO 3 IHCYJIHOM -0,19
rIapriHom, BHU3HaA4YCHA METOI0M [-0.420: 0.038]
HaHMEHIIUX KBaj1patiB (cepeane (0.1017)
SHAYUCHHS )
[95% aosipunit iHTepBan|
(p-3HauemHHs) i .'
3MIiHA TOPIBHAHO 3 JIKCHCECHATHIOM, -1,96
BH3HAYCHA  METOI0M HallMeHILIHX [-2.246; -1,682]
KBaJ[PaTiB (CCPeAHE 3HAYCHHSA ) (< 0,0001)
[95% 1oBipunii iHTepBa]
(p-3HAYESHHS) ; .

[locTnpanaiaabuuii  piBeHs  I1I0KO3H

yepes 2 roauMHMm micas npuiiomy Ixki i

(MMOIB/ )% ,
BuxiHuil piBeHB (CEPEIHE 3HAUCHHS ) 15,19 14.61 | 14,72
3aBepleHHS  JOCILKeHHS  (cepetne 9,15 11,35 | 9.99
FHAYCHHS )
3MIHA TOPIBHAHO 3 BHXIIHHM PIBHEM. -5.68 -3,31 -4,58
BH3HAYEHA  METOJI0M HalMEHILIHNX
KBAIpaTiB
3MiHA  MOPIBHAHO 3 IHCY/IHOM -2.38
rJIaprifom, BH3HAYCHA METO.10M [-2.79: -1.96]
HalMEHIIHX ~ KBAJApaTiB  (cepeiHe
3HAYCHHS)
[95% 1oBipunii iHTEepBa]
3MIHA TMOPIBHAHO 3 JIKCHCEHATHIOM, -1.10
BH3HAYECHA  METOJOM  HAlMCHIIHX [-1.63; -0,57]
KBA/pariB (CepeIHe 3HAYCHHS)
[95% aoBipumit inTepsal)

Cepeans maca tiz1a (kr)
BuxiiHuit piBeHb (CEpe/IHE 3HAUCHHSA) | 89.4 89.8 90,8
3MiHA MOPIBHAHO 3 BHXIAHHM PIBHEM. -0.3 1.1 -2.3
BH3HAYCHA  METOJAOM  HAlMEHIINX
KBA/IPaTiB (Cepe/IHE 3HAYCHHSA) =
[TopiBHAHHS 3 HCYTIHOM FIapriHOM | -1.4
[95% noBipumii iHTepBa] ' L [-1.9:-0.9]
(p-3HAYCHHA) [ (< 0.0001)
[TopIBHSIHHS 3 TIKCHCEHATHIOM
[95% noBipumii inTepsan]*

Kiibkicts nauicntis (%), y siknx oyan | 202 - 117

Aocaruyti piai HbAle <7,0% des (43.2%) (25:1%

npupocry mMacu Tizia na Tuwani 30 () 082 22




[Iponopuiitsa BIAMIHHICTD MOPIBHAHO 3 ‘ 18.1

THCYJIIHOM IIapriHoM L [12,2;24.0]

[95% noBipunii iHTepBan] (< 0.0001)

(p-3HauYeHHA)

IIponopuiitna BUAMIHHICTE TIOPIBHSHO 3 15,2
JIKCHCEHATHIOM [8.1; 22 4]

[95% aoBipumii inTepBan]*

obdosa 1032 incyainy raapriny

Ho3za incyniny va Tukni 30, Buznauena 39.8 40.5 He
METO10M HaHMEHLIHX KBAIpaTIB | | 3aCTOCOBAHO
(CepeIHE 3HAUCHHS) | | |

* He BKIIOUCHO B momnepeHbo BH3HAYCHIN NPOLSAYPI J10CHI KEHHS HOCTYIOBOIO 3HHAKCHHA
PIBHIB

** IlocTupaHianbHuii piBeHb IIIOKO3M Yepes 2 TOAMHM MICas TPIIOMY ki MIHYC piBeHb
FITFOKO3H 1epe;l HPHITOMOM Tkl

3odpamenns — Cepeani pisni HbAlc (%) na sisurax nporsirom 30 tiskuis JiRYBaHHS
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Y mauientis rpynu npenapaty CosliKBa BII3HAYEHO CTATHCTHYHO 3HAYYILC OLTbLIE 3HHKCHHSA
CepeaHbOro Mmpo(iiIi0 PIBHIB IJIIOKO3H B IUIA3Mi KPOBI, 110 BH3HAYATHCH caMocTiiino Ha 7
4ACOBHX TOYKAX. BIT BUXiAHOTO piBHA 10 Tiwus 30 (-3.35 MMOJIB/J1) MOPIBHSAHO 3 NALIEHTAMH
FPYIH IHCYIHY r1apriny (-2,66 MMOIb/1: BIAMIHHICTL -0.69 MMOIB/7T) Ta 3 NAMICHTAMH rpyIH
mkeuceHatnay (1,95 Mymoan/it; BiaMiHHICTS -1.40 Mymoab/1) (p < 0.0001 118 060X MOPIBHAHB).
Ha Beix wacosux Touxax na Tixni 30 cepeani piBHi rII0KO3M B 111a3Mi KpoBI OYJIH HHAKUYNMH B
rpyni npenapaty Comika NMOPIBHAHO AK 3 [PYNOK IHCYJIiHY FHapriny, Tak i 3 IpyIo
JKCHCEHATH/LY, 38 BHHATKOM TiZIBKH PIBHIB IJTHOKO3H Mepe;l CHIIAHKOM, SKi OY/IH MOTIOHHMH B
TpyMi JiKapchKoro 3acody ComikBa Ta B rpyiii IHCYIiHY I1apriny.

llepexio 6io dazaibnoco incy.tiny

Kiiniune oocaioxcenns cepeod nayicumic 3 yyspoeuy oiademon 2 muny, 6 AKUX Ha houi
HRYGANHA OA3ATOHUM THEVATHOM HE GIO3HAYATOCH HUICHCHONO KOHMPOUIO 3UXCOPIOCANHI
3araziom 736 nauicHTIB 3 LYKPOBHM TiadeToM 2 THITY B3sIH VYdCTh B paH10Mi30
TH/RHCBOMY. 3 aKTHBHHM KOHTPOJEM. BLIKPHTOMY. 3 2 rpyraMu JIiKYBaHHS, B
rpynax, 0aratoueHTPOBOMY OCHILKEHHI 3 OUIHKOK e(eKTHBHOCTI Ta Oe3m
ConikBa NOpIBHAHO 3 iHCYAiHOM raaprinom (100 o1/a).
CKpHHOBaHI NallieHTH 3 UYKPOBHM ITiadetom 2 TH/]??)T

IHCYJIIHOM BIIPOIOBK LIOHAHMeHIE 6 MicaliB B cTadifbMiil



BUTJISI MOHOTepanii abo B koMOiHALIT 3 01HHM a0 1BOMA MEpOPATBEHHUMI IPOTH A0 THUHIMHU
npenapatamu (Metopmin, npenapar cviasdoHinceuoBHHN, riHiA, iHriditop H3KTI-2 ado
iuridirop /UII1-4), npu usomy pisui HbAlc y uux cranoemwm i 7.5% 10 10% (cepenniit
piBeHb HbAlc na ckpuminry cramosus 8.5%). a piBHI [IIOKO3M B IUIa3Mi KpOBi HaTile
cradoBii < 10,0 mmomb/n abo < 11.1  MMOABL/IL. B 3a0€KHOCTI  BiZI TIOMEPEIHBOTO
MPOTH A0 THYHOrO MKYBaHHA.

[licns ckpuminry mamientH, ski Oy/M BH3HAUCHI NPHIATHHMH JUIS VHACTI B JOCHIKCHHI
(n=1018), Barovanmucey B 6-THKHEBY BCTYNHY (asy, BIPOIOBAK SKOI NALLIEHTH TIPO0OBKYBAH
OTPHMYBATH IHCY/IH [JIaprin abo Oymu nepeBeieHi HA MIKYBAHHS 1HCV/IIHOM TJAPriHOM V
BUMAAKY, AKIIO BOHH OTPUMYBAIH IHIIHH OasaabHuil 1HCYIIH: NPH LBOMY 31HCHIOBAIOCH
THTPYBaHHs/CTabLIi3alis 1030 iHCY/TiHY Ha (OHI MPOIOBKEHHS Tepanii MeT(OPMIHOM (SKILO
BIH  npuiimaBcs 10 usoro).  JIiKvBaHHS  OVAB-AKHMM  iHIIHMH NepopaTIbLHIMH
MPOTHIAOSTHYHUMH NIpeniapaTaMit 5YJ10 NPHITHHEHE,

[Ticnis 3aBepuiens BCTYINHOO nepioay natieHTH, v axux pisai HbAlc cranosmmi 8ia 7 1o 10%.
PIBHI TJIIOKO3H B M1a3Mi KPOBi HaTile craHoBium <7.77 MMOJL/1. a 1060Ba 7032 iHCYIiHY
raapriny craHosuna Bi 20 no 50 oanumub, Gyau pasgomizopani B rpyny npenapary Coniksa
(n=367) ado B rpyny iHcysiHy raapridy (n = 369),

XapakTepPHCTHKH MOMYIALIT TAHNX NAIICHTIB 3 LYKPOBUM tiadeTom 2 THiy OY/IH HACTYITHIMH:
Cepeaniii Bik ctanoBus 60,0 pokiB, NpH ULOMY BIK OLILIIOCT] NAUICHTIR (56.3%) CTAHOBUB Bl
50 g0 64 poxkis, 53.3% nauientis Oy kinouoi ctati. Cepeniil inaexe Macu tina (IMT) ua
BHXIZHOMY piBHI cTaHoBMB 31,1 Kr/M°, 1pi uboMy v 57.3% nauientis IMT cTanoBiB = 30 Kr/a.
Cepezns TpHBATICTH 1YKPOBOTO THadeTy CTAHOBIIA NPHOAN3HO 12 POKIB, a CepeIHs TPHBATICTD
MONEPEeIHBOrO MIKYBAHHSA Oa3ajbHUM IHCYAIHOM — npudam3Ho 3 poxu. Ha ckpuninry 64.4%
MALICHTIB B AKOCTI Ga3a1bHOTO IHCYIHY OTPHMYBATH IHCYIH raaprin, a 95,0% orpumyBaii
MPHHAIMH] OTHH NePOpaIbHIIT NPOTHTIadeTHYHIIT npenapar.

Ha Twxni 30 aikysanns npermapatom ComqikBa NPH3BOAMIAO 10 CTATHCTHYHO 3HAYYIIOFO
nokpaiuesns pisHis HbAle (p-3nauenns < 0.0001) nopiBHAHO 3 IHCYIIHOM [IAPTTHOM.
[ndopmantis mo10 IHINX KIHUCBHX TOYOK JOCJHIT/KEHHS HaBeleHa HIKYe B TAOJAMII Ta HA
300paKEeHHI.

Pesyabratin RaiHiuHOTO 10CaivKeHHs cepel NamicHTIB 3 uykpoBnwM tiadetom 2 THmy, B
SIKHX He BLI3HAYABCS HATEKHHI KOHTPO.IL 3aXBOPIOBAHHS Ha GO JikyBaHNA 6A32TbHHM
ineyainom, na Tuani 30 (mony.asuis nauicnTis, iki oTpuMaIN AikYBans)

[Mpenapar Iucyain
Coaiksa rJaaprin
' KiabkicTh naunicnTis, siki oTpuMain Jikysanns I 366 365
Pisens HbAlc (%) |
Buxiznuit piBeHsb (cepeHe 3HAUCHHS, MICIs BCTYITHOT 8.1 8.1
(hazu) !
3aBepuicHHA JIKYBAHHA (CEpEIHE 3HAUCHHSA) 6.9 i)
3MiHA TMOPIBHAHO 3 BHXIAHHM PIBHEM. BH3HAYCHA -1,1 -0.6
METOI0M HAHMEHIINX KBAJPATIB (CepeIHe 3HAYCHHSA)
BiAMIHHICTD HOPIBHAHO 3 IHCY/IIHOM TJ1apriHOM -0.5
[95% aoBipunii inTepsa] [-0.6:-04]
(p-3HaueHHd) - (< 0.0001)
Kinbkicte nauientis [n (%)], y axux 6yau gocaruyti | 201 (54.9%) 108 (29.6%)
pieai HbAlc < 7% na Tuxkni 30*
PiBenb 1/110K03H B 11J1a3Mi KPoBi HaTIIE (MMO.1B/1) |
Buxianuii piBessb (cepenne 3HaucHHs)

3aBepIICHHS TOCTIIKEHHS (Cepe/IHE 3HAUCHHS)
3MIHA NOPIBHAHO 3 BHXIAHMM PiBHEM. BH3HAYCHA
METO/I0M HAHMEHIHX KBAPaTIB (CepPeIHE 3HAUYCHHA)
BUIMIHHICTB TOPIBHSAHO 3 IHCYTIHOM IIIAPriHOM
[95% aoBipunii inTepsa]
[MocTnpantiaabuuii piBeHs r0Ko3N yepes 2 roIMHN
nic/ia npuioMy iR (MMoab/a)** .




Buxiuuii piseHns (cepe/ine 3HaueHHs) ] 14,85 14,97
3aBepUICHHS JOCTi/DKEHHS (Cepe e 3HAUCHHS) ' 991 13.41
3MiHa MOPIBHAHO 3 BHXITHHM piBHEM, BH3HA4CHA -4.72 1,39
METOA0M HAHMCHIIMX KBAAPATiB (CePEIHE 3HAUCHHS )
3MiHA MOPIBHAHO 3 IHCYTIHOM [IIAPriHOM, BH3HAYCHA -3.33
METOA0M HaHMECHIIHMX KBAJAPATIB (CePEIHE 3HAUCHHSA) [-3,89; -2.77]
[95% noBipumii inTepBai]
Cepeans Maca Tiaa (kr) - |
Buxiannii pisens (cepeane 3HaucHus) 87.8 | 87.1
3MIHa MOPIBHAHO 3 BHUXIJIHHM pIBHEM, BH3IHAUYCHA -0.7 0,7
METO/I0M HaiMEHLUHX KBAPATIB (CEPETHE 3HAUCHHA) ,
TMopiBHAHHA 3 HCYTIHOM FIAPriHOM : ; -1,4
| [95% noBipumii inTepsa] [-1.8:-0.9]
| (p-3HaueHHs) _ (<0.0001)
KRiabricrs nauicntis (%), v sikux oyan jgocsrnyti i 125 49
piBai HbAle <7,0% 0e3 npupocty macn tiaa ua (34.2%) (13.4%)
Tuawni 30 ‘ .
[Tporiopuiitha Bi IMIHHICTE HOPIBHAHO 3 iHC}’ZIiIIO,\I‘ 20,8
IJ1apriHom ' [15.0: 26,7]
[95% noBipunit inTepsai] (< 0.0001)
(p-3Ha4CcHHA) ! .
JodoBa 1032 iHCYainy raapriny ' | ;
Buxiinuii pisensb (cepeane sHaueHHs) | 35.0 35.2
Kinuesa To4Ka (Cepeite 3HaAuSHHA) | 46.7 | 46,7
| 3wmina nosm incynimy wHa Tuskui 30, BusHaueHa | 10.6 10,9
| METOJI0M HaiiMEHIUHX KBAIPATIB (CCPEIHE SHAYCHHS)

* He BKIIOYEHO B MOMEPCAHBO BH3IHAYCHIN MPOUCIVPI TOCTITKSHHSA MOCTYMOBOIO 3HHKECHHS
PIBHIB

** TlocTrpanaianbHuil piBeHb TIIOKO3N 4epes 2 TOAMHH Micjas npuiiomy il MiHyc piBeHb
FIIOKO3H Nepel npHitoMoM ixi

3obpakenns — Cepeani pisni HbAlc (%) na Bisurax nporsirom 30 Tianis JikyBanns
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THxIens

Iepexio 6io aconicmy peyenmopie I'TI1H-1




Kainivne oocaioxcenns cepeo nayicumic 3 yykpocun oiademont 2 muny. 6 Axux na ¢oui
AiKyeanus  aconicmoy  peyenmopic  IIIII-1 e  6i03nauaiocs  Ha1emcHo020  KOHMPOIo
3AX6OPIOCANHS

E¢extusnicts Ta Gesneunicts npenapary Cyaiksa B NOPIBHAHHI 3 HE3MIHHUM MOMEPEIHIM
JiKyBaHHAM arowicTom peuentopis 'TIII-1 Gymu BuBueHi B 26-TIHKHEBOMY PaHI0MI30BaHOMY
BUIKPHTOMY J0C/HIKeHHL. Y jochiukenni npuiiMano ydacts S14 mamicutis i3 wykpoBua
miabetom 2 THILY, B AKMX HE BiI3HAUAI0CH HAICKHOIO KOHTPOO (pisers HbA I¢ Bia 7% 10 9%
BKIIIOYHO) 3aXBOPIOBAHHA, Ta sKI OTPUMYBQIH [IKYBAHHS JIPAriyTHIOM a00 €KCEHATHIOM
MPOTATOM HE MeHUIE 4 MicAwB ad0 JyIarayTHIOM. agdirayTHIoM a00 eKCeHATHIOM 3
[IPOJIOHIOBAHHM BHBUILHCHHAM NPOTATOM HE MEHIIS 6 Micsuis (yei npenapat BBOAHIHCS B
MaKCHMAJIbHO [EPEHOCHMIH 1031), 1 MeTOPMIHOM Y BHIVISII MOHOTEpanii a0 B MO€AHAHHI 3
HIOr/IITA30HOM, iHTIGITOPOM HATPIii-IIIIOKO3HOTO KOTpaHcnoprepy-2 ado 3 000Ma. Bi1iGpati
MaiieHTH Oy paHIoMizoBani ado /uis npuiiomy npenapaty Comikpa, aGo A1s 1POI0BKCHHS
npHioMy monepejanboro aroicta peuentopis  I'TIII-1 wa 101atox 10 MOMEPLEAHBOIO
IIEPOPATBLHOTO NPOTHIIAOSTHYHOTO JIIKYBAHHS.

Ha ckpuninry 59.7% cy®'extiB orpumyBami arounict peuterrropis I'TII-1 oann ado asiui na
Zenb, a 40.3% otpumysamn aronict penentopis [TIN-1 omun pas wa Twkaens. [lia wac
CKPHHIHTY 6,6% cyd'ekTiB oTpumyBamit mioritazon, a 10.1% — iuriditop HaTpiii-r1o0KO3HOTO
KOTpaHcnoprepy 2-ro Ty B KoMmOIHaWii 3 MeThopMiHOM. ,\'apamcpucmkn nonynasiii
JOCIUKCHHA OyIH HACTYIIHI: cepe.mil‘i BIK CTaHOBHB 39,6 pokiB, 52.5% cyG'ekTiB Gyam
YOJI0BIKH. CL[’IC'][U! TPHUBAIICTB T1a0eTy CTAHOBHIA | | POKIB, CepeIHs TPHBATICTE NONEPeHbOI0
JKYBAHHSA d]’OHlLT’l\[lI petenitopie  I'TIN-1 cranosuma 1.9 poky. u.pn.inn IMT cranosus
npudmisHo 32,9 /a7, cepensa plLUIK® cranosima 87.3 ama/xs/1.73 s i 90.7% nauienTis Mamm
pLUIK® =60 m/xB.

Ha Twxkui 26 nikysanna npemapatom ConikBa NpH3BOANIO 10 CTATHCTHYHO 3HAYYILOIO
noxpautenns pisnis HbAlc (p <0.0001). [Nonepeasbo Bu3HaueHuii axantis niaTHny aroxicra
peueniropis I'TIT-1 (oun/ABa pasn Ha AcHb ab0 WOTHAHS), BHKOPHCTAHOIO Mijl Yac CKPHHIHTY,
mokasas, mo 3miHa HbAlc ma mokni 26 Oy10 aHAIONYHOK 118 KOKHOT nmiarpynu i
V3rOUKYETBCA 3 NMEPBUHHUM aHali3oM g seiei nonyasuii. Cepeana 10608a 103a npenapary
Counixsa na Tukni 26 ctanoBiaa 43,5 N0110K 103YBAHHA.

[npopmania w010 IHMKX KiHUEBHX TOYOK JTOCITIKCHHS HABeICHA HIUKYe B TAGHMII Ta HA
300pakeHHi.

Pfj\ ILTATH KJAIHIMHOTO A0C AL IAREHHA cepel namicHris i3 I.l\l\pOBll\l aiadeTom 2 THIIY, B
SIKHX He BII3HAYABCS HAJEARHUIT KOHTPO.1b 3aXBOPIOBaHHsA HA GOHI JiKYBAHHA aroHicTayMu
enentopis ['TIN-1 na Tuani 26 (monyasiuis nawicn i, axi oTpuMaIN JiKYBaHHS)

aocaruyri pisni HbAlc <7 % na Tuani 26

L pwr]

Coaikpa Aromict penenropis |
I'1ri-1
I'{_i:lu\-icrb namicHTie, AKi  oTpuMaan 252 253
JiRYBaHHsI .
PiBens HbAlc (%) ;
Buxizinuii piBeHb (cepeame 3HAYCHHA, [MIC/Is 7 g 73
BCTYNHOI (hasn) B )
3aBeplleHHS JIIKYBAHHS (CePeIHE 3HAYCHHS) 6.7 7.4
3MiHa [OPIBHAHO 3 BHXLIHHUM  PpiBHEM. |
BH3HAYCHA MCTOIOM HAHMEHIINX KBAIpatiB ~1.0 ‘ -0.4
(cepe/IHE 3HAYCHHS ) |
BiAMIHHICTE  MOPIBHAHO 3 AroHICTOM
PeLCNTOPIB 10 [TIr-1 P
[95% a1 | ~0.6 [-0.8: -0.5 S
(p-3HayeHHS) (<0, ﬂUUl f;m
g P 3 ——"
Kizbkicrs nanientis [n (%)), y sxux oyau 156 (61.9%) {[Q{(ﬁﬁgmfc

[lponopuiiiHa  BiAMIHHICTE TOpIBHAHO 3 | // Fp ’?Qﬂ,% j&}z ﬂj—hﬁ

~



aronictom penentopis I'TI-1(95% J11)

p-3HAYECHHSA < 0.0001
Pisenb raokosm B mnaasmi kposi maruie
(MMO.IB/1)
BuxiiHuii piBeHb (cepeHe 3HauYeHHS) 9,06 9,45
3aBeplLueHHSA JLOCTIKEHHS (cepeane
6.86 8.66
3HAYCHHA)
3MiHA  MOPIBHSIHO 3 BHXITHHM  piBHEM.
BH3HAYEHA METOJ0M HAiMEHUIHX KBaJIpaTis =228 —0.60
(cepeaHe 3HaA4YCHHA)

BinMiHHICTE  MOPIBHAHO 3 AroHICTOM

peuenTopin 10 I'TII-1 -1,67
[95% Al [=2.00; —1,34]

(p-3HaueHHs) (< 0,0001)
MocTnpaniiaabuuii piBens rawkosn yepes 2 !
FOXMHM Imicast npuitoMy Ikl (MMO.1L/.1)*

Buxiuuii piBens (CepeaHe 3HAYCHH:A) 13.60 1 13.78
3aBepuIeHHA T0CIIUKCHHA (CepeIHe 3HAYCHHSA) 9.68 12,59
3MiHa  NOPIBHAHO 3 BHUXIAHHM  PIBHEM,

BH3HAYCHA METOJOM HAHMCHILHX KBa/JpaTin -4.0 ~%sld
(cepeaHe 3HAYCHHS)

3MiHA NOPIBHAHO 3 arOHICTOM PELeNTOpIB 10
[TITI-1, BM3HaveHa METOJOM HAiIMEHIIMX

KBa/IpaTiB (cepeane JHAYCHHS) 2.9
[95% O] [—3,42; -2 28]
(p-3HauenHs) (<0.0001)
Cepeans maca tiz1a (Kr)
Buxijinuii piBeHsb (cepeHe 3HAYCHHSA) 03.01 05.49
3MiHA  MOPIBHAHO 3 BHXLAHHM  PIBHEM.
BH3HAYCHA METOIOM HAHMCHIINX KBal1paris 1.89 =1.14
(CepeiHe 3HaYeHHST)
[lopiBuanusa 3 aronictom peuentopis ['TITI-1 -3.03
[95% Al | [2.417: 3.643]
(p-3HAYCHHS) | (<0,0001)

* TlocTrpanaiaibHuil piBeHb IIIOKO3M 4Yepe3 2 roAMHH MIC/as IPHIIOMY 1Kl MiHYC piBEeHb
FIIOKO3H Mepe/t NPHHOMOM /K1




3obpamenns — Cepeani pisui HbAlc (%) na Bisurax nporsiroy 26 TikniB JiKvBanus
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OanovacHe  3actocveauus _ npenapary  CosikBa 3 iHMIGITOPAMH  HATPIH-FTIOKO3HOIO
KoTpascnoprepy 2-ro tuny (inridiropu H3KTI-2)

OaHouacHe 3acTOCyBaHHA npenapary Cosmiksa 3 1Hr|onop1\m H3KTI-2 mJTBr_p:I:MCTbcx
aHaTI30M nmrpvn 13 TPBOX p"m;m\usomuu\ KIHIYHUX J1ocTivkens dasu 3 (119 nauienTis, sxi
OTPHMYBATH KOMOIHALIK THCYJIIHY [IapriHy TKCHCCHATHY 3 (DIKCOBAHMM CHIBBIIHOIMLICHHSM.
K1 TAKOA OTpUMYBain 1HridiTopu H3KTI-2).

Oxue gocnikenud. nposenene B €spomi it [liBniuniii AMepuui, Brmouano B cebe xani 26
nauientis (10,1%), ski oxHOwacHO OTpUMYBAJIM KOMOIHAWIK IHCYIIHY [Japriny Ta
JIKCHCEHATHY 3 (BIKCOBAHHM CIIBBIIHOWECHHAM. MeTdhopmin Ta inriditopn H3KTI-2. Lle aea
aocikeHHA Basn 3 31 crewiani3oBaHoi SMOHCHKOT MPOrPAMH KIIHINHOrO PO3BUTKY. BHKOHAHI
Ha NaumecHTax, AKI HE JOCAIIH  JO0CTaTHBOTO KOHTPOJIO [iKeMii Ha MNepoOpaibHUX
npom:tiaﬁemquu\: npenaparax, Halaim JaHl mo1o 59 nauieuTis {22.?%] I 34 nauicHTiB
(21.1%). BIAMOBIIHO. AKI OAHOYACHO OTPHMYBATH inribitopu H3KTI-2 it komGinanio iHCyTiHy
rIapriny Ta JIKCHCEHATHILY 3 (QIKCOBAHNM CTIBBLIHOLICHHAM.

Haui unx 3 gocmikens NOKa3YH0Th. IO NOYATOK 3aCTOCYBAHHA Npenapary CmmBa V HAUEHTIB
13 HEAOCTATHIM KOHTPOJIEM MIKYBAHHAM. AKI O TPHMYBATH inriditops H3KTI - IIpIﬂBOJHTb 10
OB 3HAYHOTO MOKPALIEHHS piHie HbAlc nopisusHO 3 npenaparaxm l'IOpIBHﬂHHSi ¥
MALICHTIB, AKI oTpuMyBamn inriditopir H3KTI-2, He Gy/10 MABHILEHOrO PH3HKY TiNOMHKeMl i
3HAYYIMHX BiAMIHHOCTeil B 3aranbHoMy npoQiai Ge3nekH B MOPIBHSHHI 3 THMH., XTO He
oTpuMyBas iuriditopu H3KTI-2.

LocKeHHs 3 BUBYSHHAM BIUIHBY HA CEPLEBO-CVTHHHI 1101

besneka iHcy liHy r1apriny Ta JKCHCCHATILY CTOCOBHO CEPLEBO-CYMHHMX MOl BUBYANACH B
pamkax KmiHiyHuX nocaitkeHh ORIGIN ta ELIXA sianosiano. Okpemoro A0CHiuKeHHsS 3
BHBUYCHHAM BIUTHBY Npenapary CoaikBa Ha CepUeBO-CYINHHI MOIT HE POBOIHIOCE.

Iucyain  caapein.  JIocmiukeHHS 3HMAKEHHA 4acTOTH CCPUEBO-CYAMHHIX  VCK/IAAHEHb  TIpH
IHILIATIBHOMY  3aCTOCYBAHHI IHCY/IHY raapriny (1ocaitkenus ORIGIN) Gyno i JIKPHTHM
paH,m\moBJHuM JAOCTULKEHHAM, B AKe Oyi10 BrmoueHo 12 537 nauieHTie Ta B
MOPIBHIOBAIOCH iKyBaHHA mnpenapatoM Jlantyc 3i cTamiapTHHM JHKYBaHHsA
[IEPIIOr0 BUHHKHEHHS CEPHO3HOIO HCOAKAHOIO SBHIIA 3 OOKY CepleBo-C
Cepiiosne nebGaxane ABHIIE 3 GOKY CEPUEBO-CYAMHHOI CHCTEMH BKTIOHATO

CepLEeBO-CYIMHHOT O, HedaTaIbHHI 1H(DAPKT Miorga]})a Mﬂ?y}ﬂﬁ i
f y / . -~ '
A (i :
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TPHBAJIOCTI KOHTPOJBHOIO CHOCTEPE/KCHHS B PAMKAX TOCTIKEHHA CTAHOBMIA 6.2 POKIB.
Hacrota cepiiosHux HeGawanmx sBum 3 GOKY CCPUCBO-CYIHHHOT CHCTEMH B paMKax
nociipkerns ORIGIN Gyma moxifHoo Misk rpynoro, Mo oTpiuMysaia npenapat Jlauryc, Ta
FPyMom, WO OTpHMYBANTA CTaHIapTHE JIKYBAHHA (BiAHOWICHHS pH3HKIB [95% JII] moao
CCpHO3HUX HeDaKaHMX SABHLL 3 OOKY CePIEBO-CYIMHHOI cieTeMit: 1,02 [0.94: 1.11]).
tixcucenamuo. Qocnimxennss ELIXA Oyno pan1oMi3oBaHHM, NOABIHO-CIINNM, [1a1e60-
KOHTPOIbOBAHIM, OaraToHALIOHATEHIM J10CALLKEHHAM. B PAMKAX SKOIO 34iHCHOBATACH ONIHKA
CEPUEBO-CYMHHIN YCKIAAHEHD M YaC JAIKYBAHHA JIKCHCCHATIVIOM Y [ALIEHTIR 3 IYKPOBUM
aiadetom 2 THIy (n = 6068) micas Helo1aBHO MEPEHECEHOTO FOCTPOrO KOPOHAPHOTO CHHIPOMY.
[lepBHHHOI KOMOIHOBAHOIO KIHLCBOK TOMKOW 1010 eeKTHBHOCT OyB Hac 10 MepIioro
BHHHKHCHHA OY/1b-AKOTO 3 HACTYNHUX HeOAKAHIX ABHIL CMEPTh BHACTIIOK CCPUEBO-CYIHHHOT
nonii, Hedaranbuuii iHpapkT Miokapia, HedaTaTbHMIT iHCYILT ab0 rocmiTagizamis 3 NPHBOTY
HECTAOLILHOT cTeHoKapaii, Mesiana TPHBAIOCTI KOHTPOJBHOTO CHOCTCPE/KEHHS B pamkax
JOCTKEHHS cTaHoBIIa 25.8 Ta 25.7 MicAuis B rpyni JIKCHCCHATILLY Ta B Ipyni mianedo
BIZNOBIIHO.

Hactora nepBHHHOT KIHICBOT TOYKH GVIa MOIIGHOIO Misk rpynoro mikencenatuay (13,4%) ta
rpynoto miauedo (13,2%): BIAHOUICHHA PH3HKIB /1A TIKCHCCHATILLY NOPIBHSHO 3 MAauedo
cranosuno 1.017 3 acouiiioanum 2-ctoponniv 95% sogipuin intepsanonm (/1) six 0.886 10
1,168.

Dapnarorinemura.

AGcopbuis. CriBBIAHOWICHHS IHCYJIH  TIApriH/MiKCHCCHATH CYITEBO HE BIIMBAE Ha
(apmakokineTHKY iHCYTIHY rnapriny Ta miKeHceHatH1y B npenapari Coniksa.

Ilicnss  miawikipHoro BBeAeHHA KoMmGinawii iHCvaiH rIaprid/JIKCHCEHATH Y NAallieHTIB 3
UYKPOBHM JiadeToM | THI iHCYIIiH [Japrid He JeMOHCTPYBAB BHPAKEHOTO MiKy. Excriosuitis
IHCYIIHY [apriky micis BBeIeHHS KOMSIHaLii iHcyIiH FAaprid / NiKCHCEHATHI CTAHOBHIA 86-
88% BII eKCTIO3HUIT, KA BiA3HAYATACH PH OKPEMHX OIHOYACHHX iH €KIIifX THCYITIHY rAapriny
Ta JKcHeeHaTHAY. Taka BIIMIHHICTD HE BBAKACTHCA KITHIMHO JHAYVIIOO.

[licns miukipHOro BBEACHHA KoMGiHaui iHCyITiH [IAPriH/TIKCHCEHATHA Y TALlEHTIB 3
LYKPOBHM iabeToM | THITY METIaHA tng JTIKCHCEHATH Y 3HAXOMIACH B Tianasoni Bix 2.5 10 3.0
rommi. AUC Gyna nopiBHAHHOIO. B TOH 4ac AK BII3HAYATOCH HE3HAYHE 3HIKCHHS Co
mKcHceHaTHAY Ha 22-34% nopiBHAHO 3 Cuuw. SKa BiI3HAYATACH IPH OKPEMHX OJHOYACHHUX
IH CKIUAX IHCYIIHY [Iapriny Ta JIKCHCCHATIIIY: NMPOTE. Take 3HIKCHHS MATOHMOBIPHO MOKeE
OyTH KIHIYHO 3HAUYIIIHM.

KJHIMHO 3Havyun BIIMIHHOCTI B WIBHKOCTI aGcopuii TIKCHCEHATIAY OpH fl0ro 3acToCYBaHHi
Y BHIIIA1I MOHOTEpAIlii Micjs MiAMKIPHOTO BBEICHHS B JUTAHKY KHBOTA, A€IbTONOTIOHOTO
M’s13a 20O CTerHa BIICYTHI.

Posnonis. JlikcHceHaTH 1 XapaKTepH3YeTbes Hi3bkuM (35 %0) PIBHEM 3B'S3YBaHHA 3 OLIKaMM
miasmu moannu.  [lepeadauysannii 06'em posnosiny JIKCHCGHATHIY MHCAS MiAWIKIPHOrO
BBCACHHA KOMOIHALIT IHCYMH [JIaprin/ JKCHCEHATHT (HC3B S3anuii 00 €M posnoainy, Vz/'F)
cranosuth npubmusno 100 5. [lepeabauysannii 06'em posnosiny IHCY:TIHY [Japriny micis
MIAUKIPHOTO  BBEACHHA KOMOIHAT iHCYIiH [AAPTiH JIKCHCEHATHT (0G'eM  po3moiny B
piBHOBakHOMY cTani. Vss/F) cranosuts npudmisuo 1700 1.

biotpancopmaniia ta_eniMinauis. PesyabTaTH J0CTITKCHHS 3 BHBUCHHIM MeTado:1i3My B
NAMICHTIB 3 LYKPOBHM Ia0eTOM. SKi OTPHMYBATH THCYITiH FAaPriH Yy BUTIAAI MOHOTEpAii,
CBIAYATh 1PO Te, WO IHCYIIH MIaPriH HIBHIKO MeTadoII3yeThes Ha PIBHI KAPOOKCHABLHOrO KiHLA
B-s1aHiiora 3 yTBOpeHHAM JBOX aKTHBHHX MeTabomiTie — M (21 A-raiunn-iHeynin) Ta M2
(21 A-raiunn-1e3-30B-Tpeonin-incynin). ¥V naassi KpoBi ro1oBHOKO LHPKYJTIOIOHOK CHOTYKOK)
¢ metabomr M1. dapmakokiHeTHYHI Ta apMAKOTMHAMIUHI 1aHi CRiTYATH Ipo TE, 10 edeKT
MLAWKIPHOT iH'€KUIT iHCYIIHY FIapriHy FOTOBHIM YHHOM 3a0eKNTh Bid eKCIO3HLT MeTadomITy
Ml.

SK 1 BCI MeNTHAN, JIKCHCEHATH BHBOIHTHCS (LIAXOM K1Y00UKOBOI ik Tpanii 3 HaeTynHow
KaHATBLUECBOKO peadCOpPOLICI0 Ta MOJAIBUIMM  METAOOMIMHUM  PO3IIeILIeH HAlS
NeNTHIB Ta AMIHOKHMCIOT, SIKi 3HOBY BKIIOYAKOTECH B  OLIKOBHIT
0araTOKpaTHOro BBEACHHS Y MALICHTIB 3 LYKPOBHM 1iadeToM 2 THITY Cepe;;

a.
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4ac HArNiBBHBCACHHA CTAHOBHB NPHOAM3HO 3 roimHu, a cepeauiii yasuuii kiipenc (CL/F)
CTAHOBHB NpHOIM3HO 35 1/ToI.

Oco0anBi nONyasiii NalicHTiB,

Iayienmu 3 nopywennan ynkyit nupox. Y NAUieHTIB 3 JerkuM  (KIpPEHC KpeaTHHiHY.
pospaxosatiii 3a Gopmynowo Kokpodra-I'onra, 60-90 Mi1/XB). HOMIPHUM (KJTipeHC KpeaTHHiHY
30-60 ma/xB) Ta BaxkuM (KnipeHc kpeaTnniny 15-30 mu/xs) nopywenuam $yukuii Hiupok AUC
JIKCHCeHaTHLy 3pocTtaia Ha 46%, 51% ta 87% sinosiauHo.

3acTocyBanns iHCYJIIHY [7ApriHy B MANICHTIB 3 NOPYIUEHHAM (YHKUIT HHPOK HE
JOCTITKYBAIOCh. THM He MeHIle, y MAIiEHTIB 3 MOpyiueHHsM (yHKUT HHPOK noTtpeda B
THCYITiHT MOKe OYTH 3MEHILICHA BHACTIIOK 3HIKEHHA METa001i3My iHCYITHY.

Hayienmu 3 nopywennsam @yuxyit nevinku. OCKUIbKH JIKCHCEHATH BHBOIMTBCA TOTOBHIM
HYHHOM HHPKaMH, Y MAUIE€HTIB 3 TOCTPOID ad0 XPOHIUHOK Me4iHKOBOIO HE10CTATHICTIO KOTHHX
(GapMaKOKIHETHYHHUX JOCTIKEHb He NPOBOANIOCH, Brumme nopyiienns Gyukuil newink# Ha
(hapMaKOKIHETHKY JIIKCHCEHATHITY He Mepe/1daqacThes.

3acTocyBaHHs iHCYIliHY [IAPriHy B NAUIEHTIB 3 IKPOBIM [1ia0eTOM Ta 3 NOpYLIEHHAM (QyHKIL
NEYIHKH He J0CTUKYBAIOCh. Y NauieHTiB 3 nopyueHsam QVHRUIT nedinkn notpeda B incyini
MOZE OYTH 3MEHIICHA Y 3B’ A3KY 31 3HIGKCHHAM 3JaTHOCTI /10 [IOKOHEOISHE3Y Ta 3HHKSHHAM
MeTaloNi3My IHCYJIIHY.

Bik. pacoBa npuHaIekKHICTh. CTATH Ta Maca Ti/a.

Iucyain eaapein. Bnms Biky, pacoBoi NpHHAJICKHOCTI Ta cTaTi HA (GapMAKOKIHETHKY IHCYIIHY
TJIapriHy He BHBYABCA. 3a Pe3yabTaTaMi AHATI3Y MIATPYI, CPOPMOBAHHX 3a BIKOM, PACOBOIO
NPHHATSKHICTIO T4 CTATTIO. B PAMKAX KOHTPOIBOBAHIX KITHIMHHX J0CHITRCHD Cepell 0POCIIHX
MaUieHTis, SKI oTpuMyBaan iHcyiiH raaprin (100 01'Ma). %OIHHX BiAMIHHOCTEH CTOCOBHO
Oe3MeKH Ta ePEKTHBHOCTI BHABICHO HE OVIIO.

Jikeucenamuo. Bik He Mae KIHIYHO 3HAYYLIOTO BIUIHBY HA (apMaKOKIHETHKY JIKCHCEHATH]LY.
B pamkax 1ociiaeHHs GapMakOKIHETHKI cepel 0cid MOoXHIoro Biky 03 YKpOBOro jiadery
BBCACHHA JIKCHCCHATHAY B 1031 20 MKI NpH3BOINIO 10 cepeanboro mnixsumenus AUC
JIKCHCEHATHY B UMX 0Ci® Ha 29% (11 yuacHukiB 10c/iKeHHS Gy BIKOM Bi1 63 10 74 pokiB i
7 YHaCHHKIB JOCTIZKeHHA — BIKOM =735 pokiB) nopisuaHo 3 18 ocodanir ikom Bia 18 10 45
POKiB, 1110, HIMOBIPHO, NOB A3aHO 31 3HILKCHHAM (QYHKUIT HHPOK Y IPYIi 0¢i0 MOXHIOrO BiKy.
ETHIYHA NPHHAICKHICTD HE 3YyMOBIOC KIHIYHO 3HAYYLIOTO BIUMBY Ha (DApMaKOKiHETHKY
JHKCHCEHATHLY. PO IO CBIAYATH PE3yAbTATH PAPMAKOKIHETHUHHX J10CTITACHD, POBEACHHX 3
YUYACTIO MaLeHTIB €BPONEHCHKOI, AMOHCHKOT Ta KHTAHCHKOT HALIOHATBHOCTI.

Crarb He Ma€ KIHIYHO 3HAYYIIOTO BIUTHBY HA (DAPMAKOKIHSTHKY TIKCHCCHATHILY.

Maca Tina He Ma€ KAIHIYHO 3HauyIoro Biney Ha AUC JikcHceHaTI Y.

[MYHOreHHICTb. 3a HAABHOCTI AHTHTIT JIO JIKCHCEHATHIY HOr0 eKCHO3HIA Ta BapiabenbHicTh
HOro eKCnosHIl CYTTEBO MIABHILYIOTLCS, HE3WIKHO Bi1 PIBHA J103YBAHH,

Jlokainiuni 1aui 3 6e3nexu.
/KOIHUX  10CTITKEHb HA TBApHHAX 13 3aCTOCYBAHHAM KOMOIHAUIl iHCYJiHY [JIaprimy Ta
JUKCHCEHATHY JUIS OLIHKH TOKCHYHOCTI NpH GaratoKpaTrHOMY BBeICHHI. KAHICPOreHE3y,
FCHOTOKCHYHOCTI YH TOKCHYHOTO BILIHBY HA PEMPOIYKTHBHY CHCTEMY HE [POBOANIIOCS.

[neyanin roaprid. JIOKmiHiYHI JaHl. OTPHMAHI Y CTAHIAPTHHX J0CHLUKCHHAX (apMakoIorivHoi
Oe3MeKH, TOKCHYHOCTI NpH OaraTOKPaTHOMY BBEICHHI. FEHOTOKCHYHOCTI. KaHLEPOreHHOIro
MOTEHIlIAY Ta TOKCHYHOrO BIUIMBY HA PENpOIYKTHBHY CHCTEMY. CBIIHATh PO BiACYTHICTH
Oy/Ib-SIKHX CHICUM(DIYHNX PH3HKIB LTS JIOIHHH [PH 3aCTOCYBAHHI IHCY MY [IapriHy.
Jikcucenatna. B pamxax 2-piuHHX J0C/TIUKeHb KAHUEPOTEHHOCTI MPH MiAMKIPHOMY BBE/ICHHI
Mpernapary y uiypis Ta MHIIEH COCTEPIramtucs HeleTanbHi C-KITHHHI NYXIHHH IIHTONO1IGHOT
341034, AKI OyIM pPO3MIHEHI AK Taki. IO 3YMOBICHI HEreHOTOKCHUYHMM  MEXaHi3MOM.
onocepekoBanum peuentopasu 10 GLP-1. 10 sakoro rpusynn ocodnuso gyrausi. C-kINTHHHA
rineprnasis Ta aJcHOMA CIOCTEPIrainch ¥ ULypiB Ha DOHI 3aCTOCYBAHHS BCiX }Wﬁﬁw,q;mux
103, @ MAKCHMAUIbHY 103y, [PH AKiil He BLI3HAYATHCH HeGaKaHi CCKTH. BH3HAAIRW
Y muweil ui edekTH BUHUKAIH NpPit PIBHI eKCIIO3HLIT, 10 v 9.3 pasu nepern
B JIKO/ICH NPH 3aCTOCYBaHHI TEPANEeBTHYHIX 103 npenapaty. Y wmumeii He




KJAITHHHUX KapLitHOM, @ Y LypiB BOHH BHHHKAQTH NPH PiBHI €KCMO3MIIT, O MPUGIH3HO y 900
pasiB MEpPEBHILYBaB EKCMO3HUIIO Y JTH/ICH HPH 3aCTOCYBAHHI TEPATIERTHUHIX 103

B pamkax 2-piuHOro 10c/1iKeHHs KaHLUEPOreHHOCT] MPH M IKIPHOMY BBSJICHHI Npenapary y
MHIICH BIA3HAYCHO 3 BHIAIKH ATCHOKAPIMHOMH CHIOMETPIIO 31 CTATHCTMYHO 3HAYYILHM
MIZABHIUEHHAM YaCTOTH IbOTO 3aXBOPIOBAHHA B IPYIli 3aCTOCYBAHHA CEpEHIX 03 Mpernapary.
K1 3yMOBIIOBATH PiBeHL €KCHO3HUIL 110 NEPeBHIIYBAB SKCMO3NMiO B mojeil y 97 pasis.
JKOAHMX eeKTiB, OB A3aHMX 13 3aCTOCYBAHHAM MPEMAPATY. BiAZHAUCHO He BYI0.

PesyabraTin 1octiweHb Ha TBapHUiax He CBIA4aTh PO OyIb-Akuil Gesnocepenii WK UHBHIL
BILIMB TIpenapaty Ha (GepTuIbHICTh CaMIliB Ta CaMok mivpis. Y co0ak, SKMM BBOJIBCS
JHKCHCEHATIL, CIOCTEPIra/INCh 3BOPOTHI MOPYLICHHA B ACUKAX Ta IPHIATKAX ACYOK. Y 3/I0POBHX
HOJIOBIKIB HC BIT3HAYCHO JKOIHOTO BIUNMBY TPCNIAPATy HA CHEPMATOICHE3, MOB'S3aHOTO i3
3aCTOCYBAHHAM Npenapary.

Y nociizkenHax 3 BHBYCHHAM BILUIHBY NpEnapary Ha BHYTPILIHLOYTPOOHITH PO3BHTOK y IIYPIB
Ha (oHI BCIX AOCHIKYBAHHMX /103 JIKCHCCHATIULY (TPH PIBHSX eKCMO3HIii, mo y 5 pasis
MEPEBHULYBAIN ¢KCMIO3HUIIO B JTIOICH) Ta v KPOJIiB NpH BBEIGHHI BUCOKHX 103 Mpenapary (npw
PIBHSAX eKCHO3HUIT, o y 32 pasi nepeBnilyBatn eKCHO3HLII B 11071ei1) COCTEPIralnch Bau
PO3BHTKY, CHOBUIBHEHHS POCTY MIT01a, 3aTpHMKa ocH(ikauii 1a nodiuni ederti 3 GOKY cKeneTa.
B o0ox Mojiensx JIOCHIKYBAaHMX TBAPHH BIA3HAYAMACH HE3HAYHA TOKCHYHA i HA
MATCPHHCHLKHIT OPraHi3M, 1110 NPOABIANACH Y BHITIS 3MCHIUCHHS CIIOKHBAHHA 171 T 3HIKCHHA
MacH Tiaa. Pier HOBOHAPOLKEHNX ULypAT OyB CHOBIABHEHHIT cepesl CaMIiB, SKI MiIaBaIHCh i
BHCOKHX /103 JIIKCHCEHATHIY BIPO/IOBA [i3HBOIO TecTaiiiiHoro nmeploay Ta JakTauii, 3
HEBEJTHKHM 3011bIISHHAM CMEPTHOCTI IIYPAT.

Kainiuni xapaxkrepucturn.

lorkazanns.

Hns nikyBanHs 10pOC/INX NALICHTIB i3 HEIOCTATHBO KOHTPOJBOBAHHM [IYKPOBHM iaderom 2
THITY 3 METOK) MOKPAILCHHA KOHTPOJIIO FAIKeMiT SIK TOMOBHEHHS 10 Ji€TH | BIIPaB HAa 10aTOK /10
METQOPMIHY 3 IHTIGITOpaMH HATPiii-IIIOKO3HOIO KOTpaHCHoprepy 2-ro THOY ado 6e3 HHX.
(Pe3ynsTaTh J0CHIKEHb 11010 BIUTHBY HA KOHTPONb TIiKeMil Ta 10CALTACH] IPYIH NALiCHTIB
AuB. y posautax «OcoGiHBocTi 3acTOCYBaHHm» 1 «DapMaKOIHAMIKA» ).

ITpomunorazanna.
[inepuyTauBICTD 10 Ai0MHX PeYOBHH a0 10 Oy 1b-AK0T TOMOMIKHOI PCHOBHHH. 110 BXOIHTb /10
CKaay npermapary.

B3aemo0ia 3 iHuuMu 1KApCoKUMU 3ACOOAMU M (MW 61O 63AEMOOIL.
/KoaHuX 10CHiDKeHb 3 BHBYCHHAM B3a€MOIT KapcbKoro 3acody Comika 3 iHIIMMH
MKAPCHKHMH  3aC00aMH HE NPOBOMIIOCH. IH(opMalis. HaseleHa HILKYE, TPYHTYETbCA HA
pe3y/IbTaTax A0CHLLKEHb, IPOBEICHHX 3 OKPEMHMH KOMIIOHCHTAMH Ipenapary.
DapMakoIMHAMIYHI B3acMOTiT. [CHYE psia peuoBHH. AKI BIIHBAKOTE HA METaG0MI3M [HOKO3M, v
3B'A3KY 3 UMM iXHE 3aCTOCYBAHHS MOKE TPHIBOINTH 10 HEOOXLIHOCTI KOPEKINi 103yBaHHS
mkapebkoro 3acody Costiksa.

Ho peuoBuH, skl MOKYTh MIOCHIIOBATH LYKPO3HIGKYIOUHI eheKT Ta 30i1b1UIyBATH CXIIBHICTD 10
BHHHMKHCHHA  TINOMIIKEMii, HajiekaTh npoTivtiaberwydi  1ikapchki  3acodu. iHridiTopw
aHrioTeH3HHIepeTBopoodoro  depyenty  (AIID).  amsomipamiz,  iGpartn,  QuyoKceTHH,
iHridiTopn  mMonoaminokenaasn (MAO). nentokcHinin. NpONoOKCH(CH, calilujIaTH Ta
Cyab(anizaMiIHI aHTHOIOTHKH.

o peoBHH, AKI MOKYTb M0CAA0OBATH IIYKPO3HIKYIOUHIT eheKT. HATCKATH KOPTHKOCTEPOIIH,
AaHA30J1, MA30KCHI. JIYPeTHKH. TJIIOKArOH. 130HIA3H1. €CTPOreHH Ta HDOFCCTI!HH. MOXI1H1
(beHoTiaIMHY,  COMATPONMIH.,  CHMMATOMIMETHKH  (HANPHKIAL. (anpenasniu),
canb0yTaMoll, TepoyTatin), FOPMOHH WHTOMOTIGHOT 321031, ATHIOBI 1nT:mc1m3/T;,|q$ﬁ”§'|i5apcwi
3aCO0H (HaNMPUKIAL, KIO3AMiH Ta OJIaH3alliH) Ta IHriGITOpi npoTeas. Ay
beta-aapenoGaokaTopH, KIOHIIMH, COml MiTiHO ad0 ATKOTrOAb MOKVTE K
NOCAadIOBATH  LYKPOSHWAYIOUNiT  edert incyminy. [Mentamizmn  mos

TITOIJIIKEMIIO, MTiC/s AKOT IHKOIM MOKE PO3BHHYTHCH 7 gi\g\—:}g’ / e
A ' / e




Kpim Toro, mix nicio cummaromitudsix 3acodiB, TakuX AK OeTa-aApeHOOI0KATOPH, KJIOHIHH,
FYaHETHHH Ta PE3CPIIiH, 03HAKH A PEHEPridHOT KOHTPPEry Iailii MOKYTh M0CIabI0BATHCE 260
30BCIM 3HHKATH.
PapMakOKiHETHYHI B3acMoiT. JTIKCHCCHATH € MENTHIOM Ta HE METadoMi3yeTheA 3a YHACTIO
unToxpomy P450. 3a pesynbTaTaMu 10CIIUKEHb B YMOBAX /11 Vitro JIKCHCEHATHT He BIJIMBAB Ha
AKTHBHICTB JIOCTIUKYBAHHX i30(epymenTis untoxpomy P450 ta TpancrniopTepis M0 HHH.
[1po xoami dapmakoKiHeTHYHI B3acMOIT IHCY/IIHY [IAPriHY HEBIIOMO.
Braue cnopoocnenna waynky na nepopaibni aikapceki 2acodu. CoBibHEHHS CIOPOKHEHHS
UUIYHKY, 3yMOBJICHE 3aCTOCYBAHHAM JIKCHCEHATHLY, MOKe 3MEHIIYBATH LBHKICTh abcopduii
JUKApCHKHX 3aC001B, O MPHIMAIOTBCS MEPOPATLHO. 3a MALICHTAMH, 1O OTPHMYIOTH TKApChKI
3aCO0M, AKI MAKOTh BY3bKHIT TepaneBTHYHIT IHIEKC a00 AKI BHMATAIOTL PeTEABHOIO KITHIYHOTO
MOHITOPHHIY, MOBHHEH 3ifiCHIOBATHCH PeTebHMIT HArIA1., 0COOINBO HA MOYATKY JIKYBAHHS
nikcucenatiaom. Lli nikapebki 3ac00H MOBHHHI NPHIIMATICH Y CTAHIAPTH30BaHOMY MOPSLIKY
BIZIHOCHO MPHIfOMY [iKCHCEHATHTY. SIKINO Taki MikapchKi 3aC00H MOBHHHI MPHIiMATHCE 3 Tkelo,
TO NAUIEHTAM MOTPIOHO PEKOMEHIYBATH 10 MOAJIMBOCTI NpHiiMaTH iX 3 THM npHiloMOM i,
KOJIH HE BHKOHYETBCSA BBCICHHSA JIIKCHCCHATHTY.
Lo crocyeThes nepopanbHUX JIKAPCHKHX 3aC00iB. eheKTHBHICTD AKHX 0COOIHBO 3ANSKHTH Bil
MOPOrOBHX KOHUCHTPALIL, HANPHKIAL. AHTHOIOTHKIB, TO NALLCHTaM [OTPIGHO PEKOMEH1yBATH
MPHIMATH Taki JIKapchKi 3aco0H npuHAMHI 3a | roauny 10 abo wepes 4 roanuu nicas in’exuii
JIKCHCCHATHLY.
KuikoBopo3uHHHI jlikapcbki OpMH, AKI MICTSTh PEUOBHHHM, UVT/IAMBI 10 PO3IEIUICHHS B
UUTYHKY, MOBHHHI mpuiiMatuce 3a | roauuy 10 ado 4epes 4 rojumHM micas in'exuii
NIKCHCEHATHLY.
Tapayemayo:. Tlapauetamon BHKOPHCTOBYBABCS Y SIKOCTI MO/ JKAPCHKOrO 3acody Ui
OLIHKH BIUIMBY JIKCHCEHATHY HA CHOPOKHCHHA wayHky. Ilicas o1HoKpaTHOro mpuitomy
napaueramony B 1031 1000 mr AUC Ta t; 2 napauetamMony 3annmaincs He3MiHHUMH, He3aIeKHO
BI1 wacy npuiomy npenapaty (10 ado micas iH'ekuii adikemcenatiay). Ilpm sactocyBammi
npenapary 4epes | roanny ado yepes 4 roaunn micas BeedaeHus 10 mir dikencenatuay Co
MapaueTamMosy 3sMeHIyBazach Ha 29% 1 31% BIANOBLIHO, @ METAHA gy 3011bIIYBaTACH Ha 2.0 |
1.75 roannn sianosiano. ITporuosyerses. mo npi BBeIeHHI AIKCHCCHATILY B HiATPHMYIOUil
71031 20 MKr Gy/1e crnocTepiratie e Gi/biile 3pOCTAHHS tnay | 3HIACHHA Cyay NapanieTamony.
Hpu npuitomi napateramosny 3a | roauHy 10 BBeaeHHS JKCHCSHATHTY Cmay 1 tma napaueTamosry
HE 3MIHIOBAJIHCh.
3 oris1y Ha HaBECHI Pe3YIBTATH HEOOXLIHICTE Y KOPEKLIT J03VBaHHS MapaeTaMoiy BIACYTHS,
ale MOIOBACHHS lmax, AKE CHOCTEPITanOCh, KOJM MapateraMo: npuiiMascs uepes 1-4 rommam
MIC/IS BBEIACHHSA [TIKCHCEHATHJLY, MOTPIGHO BPAXOBYBATH, KOJIM /115 eDeKTHBHOCTI HEOOXIHHIT
IIBHIKHIH MOYaTOK .
lepopaieni  konmpayenmusu.  OIHOKpATHHIT  NPHIOM  NEPOPATBHOIO KOHTpAIENTHBY
(eTuninectpagiony 0,03 mr / neponoprectpeny 0.15 mr) 3a 1 roaumy 10 aGo uepes 11 roaun
micsi BBeAeHHA 10 MKr ikcucenatu 1y He BIUHBaB Ha Cux, AUC, 12 1ty eTHHIZCCTPAZIONY
Ta JICBOHOPrecTpeny.
[Ipuiiom nepopanbHOro KoHTpauenTHsy uepes | rouHy ado yepes 4 roIuHM Mic/is BBEACHHSA
mkeucenatuay He BramBaB Ha AUC it etunizectpationy Ta nesoHoprecTpeny, xoda Cuax
eTHHLIECTpadiony 3HWKYBatack Ha 352% 1 39% BianoBiapo. Ci JIGBOHOprecTpeny
SHIUAKYBAIach Ha 46% 1 20% BiANOBIAHO, @ METAHA tmay 30UIbIIYBATACK Ha 1-3 roamun. Take
SHHAKCHHS Cmax MA€ OOMEKEHY KIIHIMHY 3HAUYUICTh | HEOOXIAHICTH vV KOpEKLii /103yBaHHS
Mepopa/ibHUX KOHTPALENITHBIB BIACYTHS.
Amopeacmamun. Ilpu  CcynyTHLOMY 3aCTOCYBaHHI JlikcHceHatHay B 1031 20 Mir Ta
aropsactarHHy B 1031 40 Mr. sxi npuiimManich BpaHUI BOPOIOBA O IHIB. CKCIO3MILS
ATOPBACTATHHY HE 3MiHOBAIACA, B TOI 4ac AK Cpa 3HIGKYBATACH HA 31%. 4 Ty MOJ0BKYBABCH
Ha 3 23 TOLHHH.

a JKCHCEHATIL] BBOAMBCA BpaHlll. ate AUC i (“.m\ aropnaa TATHHY [OpH LbO?
Ha 27% 1 66% BiANOBIIHO.




L{i 3MiHK He € KJIHIYHO 3HAYYIMMIL, TOMY HEOOXIAHOCTI Vv KOPEKLIi J103yBaHHs aTOPBACTATHHY
HpH HOTO CYMYTHBOMY 3aCTOCYBAHHI 3 JIKCHCCHATHIOM HEMAe.

Bapapun ma inui noxioni kysapuny. IIpn 01HOYaCHOMY 3aCTOCYBaHHI BaphapHHy B 1031 25
MI' Ta HAraTOKpPaTHOMY BBE/IGHHI JIKCHCEHATHLY B 1031 20 MKI' He BIAMIYAI0CA AKOIHOTO BILTHBY
Ha AUC abo MHB (miskHaposise HOpMAsTi30oBaHe BIAHOUICHHS), B TOI Yac 9K Cimax 3HHAKYBAIACH
Ha 19%, a tmax M0/IOBKYBABCA Ha 7 FOIHH.

3 ornany Ha ui AaHi HEOOXITHOCTI ¥ KOPEKIT 103yBaHHs BapGapHHy NpH HOro CymyTHLOMY
3aCTOCYBAHHI 3 JIIKCHCEHATHIOM HEMac: THM HE MCHIIC, HA MOYaTKY Ta NPH 3aBEpHICHHI
JIKYBAHHA JIKCHCCHATIIOM Y NALICHTIB, SKi [PHilMaioTh Bapdapinu i/ado iHm  HOXijAHi
KYMapHHY, PEKOMEHIYEThCS 3/HCHIOBATH HacTHii MouiTopunr MHB.

Hueoxcun. Tlpn cynmyTHbOMY 3acTOCYBaHHI JiKCHCEHATHY B 1031 20 MKl Ta JMTOKCHHY B 03
0.25 mr y pisHoBaxkHOMY cTani AUC IurokcHuy He 3MiHIOBATach. [IpH 1LOMY tymay JAHIOKCHHY
301bMBes Ha 1.5 roausu. a C e 3MEHILIIACE HA 26%.

3 ornaly Ha Wi aHi HEOOXIAHOCTI Y KOPEKIUi J03yBAHHA AHTOKCHHY TMpH OO CYNyTHBOMY
3aCTOCYBAHHI 3 JIIKCHCEHATHIIOM HEMae,

Paviinpua. Tlpn cynyTHbOMY 3aCTOCYBAHHI JIKCHCEHATHY B 1031 20 MK i paMinpuiy B 103i 5
Mr Bripos1osk 6 auiB AUC paminpiuty 36iibmmnace Ha 21%. B 1oif gac AK Cpay 3MEHLIWIACE HA
63%. Ilpu mbomy AUC i Cpa akTHBHOTO MeTalOTITY (paMinpHIaTy) HE 3MIHIOBAIHCH.
3HAYCHHSA tmax PAMITIPHITY | PAMINPHIATY 301TBIHIOCE TPHOAN3HO Ha 2.5 FOIHHH.

3 orasay Ha Wi AaHi HeOOXIZAHOCTI Y KOPeKIi J03YBAHHS PaMINpiuly NpH foro CymyTHbOMY
3aCTOCYBAHHI 3 JIIKCHCCHATH,IOM HEMae.

Ocod.ausocmi 3acmocyeania.
[penapat CosikBa He MOBHHEH 3aCTOCOBYBATHCH ¥ MALCHTIB 3 LYKpoBHM 1iabetom | THIy abo
U1 JUKYBAHHS 11adeTHYHOTO KETOALHI03Y.

[MauienTis HEOOXIAHO MONEPeaNTH NPO HEOOXIAHICTE MOCTIIHO 3MIHIOBATH Micle i1H €KLil, 06

SMCHIIHTH PH3HK PO3BHTKY JINOoaucTpodii Ta aminoiiosy wkipH. [CHYE HOTCHUIHMI pH3iK

3aTPHMKH a0CcOpOUIT IHCYTIHY Ta NONPIICHHA [IKSMIMHOTO KOHTPOJIO Mic/as 16 eKuiil iHcyainy

B MICLISIX UHX pearuiii. [ToBi1oMAAETRCA, 110 3MiHA Micls iH €KUIT HA HeYPAKEHY ALISHKY WIKIpH

MPU3BOIUTE 10 TinorikeMii. PeKOMEHIYeTbCA NPOBOANTH MOHITOPHHT PIBHA IIOKO3H B KPOBI

MCAs 3MIHH MICHS BBCIACHHA, | MO/KHA BPAXYBATH KOPHIVBAHHS 1031 AHTHIIA0CTHUHHX

npenaparis.

Cinoraikemis.

[inoraikemis Oyia HeOaKaHOK PEAKLIC), PO AKY MOBIIOMIAIOCH HalfyacTile MPH TiKYBaHHi

npenapatom Comniksa (auB. po3ain «[loGiuxi peakuii»). FinoraikeMis Moke BHHHKATH. SKIIO

J03a npenapary CoslikBa € BHULOI0. HIK He0OXi, 1HA.

DakTopH, AKI MIBHILYIOTH CXIIBHICTH 10 BHHHUKHEHHA TINOTKEMil, BHMAraioTh OCOOMHBO

PETEIBHOrO MOHITOPHHIY Ta MOKYTh MPH3BOIMTH 10 HEOOXIIHOCTI B KOPEKIUi J103yBaHHS

npemapary. Jlo Takux GakTopiB HaseKaTh HACTVIIHI:

- 3MiHA JUISHKH iH €Ki

- 30UIBLICHHS YyTIMBOCTI JI0 IHCYTIHY (HAMPHKIAL, MPH YCVHEHHI CTPECOBHX (haKTopiB)

- HE3BHYHE, HaIMIpHE a00 TPHBAIC (Pi3HYHE HABAHTAKEHHS

= CYNYTHE 3aXBOPIOBAHHA (HANPHKIAL. TAKE, 1O CYIPOBOLKYETLCA OIIOBAHHAM, Aiapeeio)

- HeAJACKBATHHI IIPHITOM i3kl

- NpomycK npuiomy ixi

- BAKHBAHHA QJIKOTOJTIO

- JeAKI HEKOMIIEHCOBaHi €HAOKPHHHI PO3Iail (HANMpHKIAL, TNOTHPEO3 Ta HEAO0CTATHICTH
Nepe/IHbOT YaCTRH rinodiza i KOpH HATHHPKOBHX 3a7103)

= OJHOYACHE 3aCTOCYBAHHA EAKHX IHIIMX JIKAPCbKHX 3aco0iB (auB. po3ain «Biaemonis 3
THUTHME JHKAPCHKUMH 3ac0o0anit Ta 1HII BHIH B3AENMO i)

- HpH  3aCTOCYBAHHI JIIKCHCEHATHIY 1a00 iHCYIiHY B KoMmOiHamii
CYb(OHIICEHOBHHH MOKE IIABHULYBATHCH PH3HK BHHHKHCHHA TiMOIIK
uiM npeniapat CoslikBa He MOBHHEH 3aCTOCOBYBATHCH B KOMOiHauii
CY/1b(OHIICCHOBHHH,




Hosysanns npenapary CoslikBa HOBHHHO 110HPATHCh 1HANBITYATBHO 3 YPAXYBAHHAM KIIHIYHOT
BIAMOBI/, @ HOro THTPYBAHHA 3TIICHIOETECS BIiANOBIHO 10 MOTPedH NalicHTa B iHCYIiHI (B,
po3ain «Cnocid 3acTOCYBaHHS T J103H»).

I'ocTpuii mankpearur.

3acTocyBaHHs aroHiCTiB PEUENTOPIB 10 IMIOKArOHONoAIOHoro nentinay-1 (GLP-1) acouiroeTses
3 PU3HKOM PO3BHTKY rocTporo mankpeatry. [ToBLIOMISIOCH NPO HEBEINKY KiTBLKICTH BHIAKIB
FOCTPOro MAaHKpEAaTHTY Ha (oHI 3aCTOCYBAHHSA JTIKCHCCHATHIY, X04Ya HAABHICTH MPHYHHHO-
HAC/IIKOBOTO 3B'A3KY 3 MPHIHOMOM Npenapary BCTAHOBICHA He Ovia. [TallicHTH MOBHHHI OyTH
NPOiH(POPMOBAHI PO XAPAKTEPHI CHMITOMH FOCTPOrO MAHKPEATHTY, Taki SK NOCTIHHMIL
CHJIbHHI OUIb B AKHBOTI. Y BHMAIKY MiI03PH HAa MAHKPeaTHT 3actocysaHus rnpenapary Coniksa
HCOOXIIHO NPHNMHMTH: AKIIO TOCTPHIl MAHKPEATHT NLATBEPUKYEThCS.  JHKCHCCHATH
npu3HayaTH OlIblIe HEe MOKHA. Y MAUiEHTIB 3 HAABHICTIO MAHKPEATHTY B AHAMHE3 MOTPIOHO
JOTPHMYBATHCH 00EPEAHOCTI MPH MPH3HAYCHHI IPEITAPaTy.

Baskie 3aXBOPHOBaHHS ULTYHKOBO-KHIIKOBOIO TPAKTY.

3acTocyBaHHs aroHictTis peuentopis 10 GLP-1 mowe Gvrn acouiiiobane 3 HeGakaHMMH
peakuismMu 3 OOKY ULTYHKOBO-KHIIKOBOTO TpakTy. 3actocysaHus npenapaty CosikBa He
JOCHKYBANIOCE Yy  MANICHTIB 3 BAKKHMH  UUTYHKOBO-KHIIKOBHMI  3aXBOPIOBAHHAMM,
BRIIIOYAKOYH BOKKHI racTponapes. v 38'43Ky 3 UMM 3aCTOCYBAHHS JIKapchkoro 3acody Comnikpa
Y TAKHX MALICHTIB He PEKOMEHIVETLCA.

Baxke nopyuienns hyHKiii HUPOK.

TeparneBTHUHMIT 10CBI 3CTOCYBAHHS NPENAPATY B NALICHTIB 3 BAKKHUM NMOPYIIEHHAM DyHKLT
HUPOK (KIipeHC KpeartuHiny meHute 30 MI/XB) Ta HpH TepMiHATLHI CTa1ii XBOPOOH HHPOK
BIACY THiil. 3aCTOCYBaHHA Npenapaty y NaticHTIB 3 BA/KKHM MOPYIICHHAM (QYHKIIT HUPOK Ta rpH
TePMIHAMBHIH CTail XBOPOOH HHPOK HE PEKOMEHIVEThCS (B, po3ian «Cnocid 3acTocyBaHHs
Ta 1031» 1 «DapMaKkoI0rivyHi BIaCTHBOCTI. (PapMakOKIHETHKA» ).

OaxovacHe 3acTOCYBAHHS IHIIHX JTIKAPChKHX 3aC00IB.

CHOBIBHEHHS CMOPOKHEHHA ILTYHKY. 3VMOBICHC 3aCTOCYBAHHAM JHKCHCCHATIILY. MOKE
SMEHIIYBATH IIBHIKICTb a0COpOUIT JIKapechbKHX 3acO0iB, 110 NPHIIMAKTBCH [EPOPAILHO.
[Ipenapar CoiKBa MOBHHEH 3aCTOCOBYBATHCH 3 OOCPS/AKHICTIO V MAUICHTIB. 1O OTPHMYKOTH
MKAPChKI 3aC00M, V18 AKHX € HEOOXIIHOIO WBIIKA aGcopOulis B ILTYHKOBO-KHIIIKOBOMY TPAKTi.
SIKi BHMAraloTh PETEIBHOIO KIIHIYHOIO MOHITOPHHIY a0 SKi MaloTh BY3bKHil TepaneBTHUHMIT
iHjeKc. KOHKpeTHI pekoMeHaauii cTOCOBHO NPHIOMY TakMX TIKApChKIX 3ac00iB HABEACHI B
po3aul «B3aemotia 3 IHIMMI TIKAPCBKHMH 3ac00aMM Ta iHII BIIH B3aeMOTiiin.

eriapaTarisa.

[Mauientam, mo orpumyiore npenapat CoTikBa. HEOOXITHO MOBLIOMIATH MPO MOTEHIUITHHIT
PH3HK Jeriipatauii, Mos’a3aHuii 3 HeSAKAHHMIL PEAKUWIAMH 3 OOKY HLTYHKOBO-KHIIKOBOIO
TPAKTY, 1 y TAKHX MALIEHTIB MOBHHHI BAKHBATHCh 3aXO01H 1714 3aM00IFaH s TMOBOIRMi.
YTBOpPEHHSA AHTHTIL

3acrocyBanns npenapaty ComikBa MOKE NPH3IBOIHTH 10 YTBOPEHHS AHTHTLI 10 iHCYIiHY
raaprigy 1/ado JiKCHCEHAaTHAy. Y PLIKICHHX BHIIAIKAX HAABHICTH TAKMX AHTHTLT MOKC
3YMOBIIIOBATH HCOOXIIHICTL B KOpekuii 103yBaHHs npemapaty CodiKBa 3 METOI YCYHeHHS
CXHIIBHOCTI /10 PO3BHTKY Tinep- abo rinoraikenii.

YHUKHCHHS TOMIJIOK B 3aCTOCYBAHHI JTIKAPCHLKOTO 33aC00V,

[Mawienti noBunHi GyTH NPOIHCTPYRTOBAHI 010 HEOOXITHOCTI 0OOB A3KOBOI IepeBipKH
MapKyBaHHS IUNPHI-PYYKH [1€Pe1 KOKHOK 1H EKIIEIO /U1 VHHKHSHHSA BHITAKOBOT MTYTaHHHK
MIZK BOMA PI3HHMHM J03yBaHHSMH nipenapaty Comksa Ta NAVTAHHHN 3 IHITHME 1H €KIIHHIMMI
MPOTHAIA0ETHYHHMH JTIKAPChKHMH 3aC00aMH.

Jisi yHHKHCHHA MOMMIOK B JIO3YBaHHI Ta NOTEHUIIHOrO Nepelo3yBaHHas Hi NANICHTH, Hi
MEIHYHI MPALBHHKH HIKOIM HE NOBHHHI BHKOPHCTOBYBATH WUINMPHL [UTA 3a00py MKapChKOro
3aC00Y 3 KapTPHIAKA WIPHL-PYUKH.

Cutyauii, y sKHX 3aCTOCYBaHHA JiKAPCLROTO 32C00V HE J0CTLTKYBAIOCh.
3actocyBannsi npenapary CoiikBa He J0CALLKYBAIOCH B KOMOIHALii
annentuannnentuiasy-4  (AII1-4).  npenapatamu  cyb$oHIICCHOBHHH,

MO TA30HOM.
LlONOMiH1 peYOBHHM. v /
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Lleit mikapcekuii 3aci6 MicTHTb MeHuIe 1 MMOIb HATPiKO (23 Mr) Ha OHY /103y, TOOTO MOKHA
BBA/KATH, 1110 BIH MPAKTHYHO HE MICTHTh HATPIO.
Lleit nikapcbKuii 3aci0 MICTHTH METAKPE30.1, AKHIT MOKE CIPHYHHNTH ajeplivHi peakii.

3acmocy6annA y nepioo 6azimmocni ado 200yVeans 2pyooio.

[penapar CouikBa He PeKOMEHIYETLCS 32CTOCOBYBATH KiHKAM PENpOAYyKTHBHOIO BIKY, AKI He
BHKOPHCTOBYIOTh 3aC00H KOHTpAaLUCHLIT.

Bacimuicme. He icnye KaiHIYHOro J10CBiLY 3aCTOCYBAHHs upenapaty ComikBa BariTHHMH
KiHkamn. He ICHye KNiHIYHIX JTaHHX, OTPUMAHHX VY XOMi KOHTPOTHOBAHMX KITHIYHHX
JOCIIUKEHHAX, CTOCOBHO 3acTocysanus npenapary ComikBa, iHCYTiHY raapriny  abo
JUKCHCCHATHLY ¥ Tepion BariTHOCTI. Bemukmii 00CAr 1aHuX WOI0 3aCTOCYBAHHA iHCYITIHY
IIapriny BariTHUMK sKiHKamy (Ginsme 1000 BHMAIKIB BariTHOCTI) BKA3ye HA Te, 1O iHCYIIH
rIaprin He Mmae cneuudivHnx HeOAKAHHX BIVIHBIB Ha nepedir BariTHOCTI, a TAKOA He
CHIPHYHHIOC aHl BA1 PO3BUTKY Y M08/ HOBOHAPOUKEHOT0, aHi TOKCHYHOIO BILTHBY HAa HBOTO.
JlocmikeHHs Ha 1a00pPaTOPHHUX TBAPHHAX HEe BHABIIIH O3HAK BIUIMBY iHCY/iHY rIapriHy Ha
PENPOIYKTHBHY CHCTEMY.

He icnye nanexnnx 1aHuX 1100 3aCTOCYBAHHS TIKCHCCHATHY Y BATITHIX KiHOK. Pesyisrat
JOCNIUKCHb HA TBAPHHAX CBiAYATh PO HASBHICTH TOKCHYHOTO BIJMBY TIKCHCCHATHIY Ha
PCIPOAYKTHBHY CHCTeMY (IHB. po3din «Dapmakomoriuni practupocti. Jlokminiani nami 3
Oe3nexu»).

[perapar Cosika He MOBHHEH 3aCTOCOBYBATHCH IMiJ Yac BATITHOCTI. SIKIIO MalicHTKA niaHye
BAriTHICTH a0 BAariTHICTB BKE HACTAIA, JiKyBaHHs npenaparom Comika C1it NPHITHHKTH,
looyeanns zpyooio. Heginomo, it iHCYIiH raaprin abo JIKCHCEHATH eKCKPETYETBCA B IPY/IHE
mooko v soauHd. Ilpemapat CosikBa He NMOBMHCH 3aCTOCOBYBATHCH [Mi Hac TOAYyBaHHS
TPYILTIO.

Penpooyxmusna  ¢hyniyis.  Jlocmiukenns Ha  1alOpatopHMX  TBApHHAX He  BHABIIIH
0e3M10CepeHBOr0 WKITHBOIO BILTHBY JIKCHCEHATHIY UM IHCYIIIHY IIApridy Ha PENnpoiVKTHBHY
hyHkuio.

3oamiticme enausamu na WEUOKICMb PEAryii npu KepYGanii acmompancnopmom aéo poéomi 3
TN MEXANTIMaNLL.

[Ipenapaty CoaikBa He npuTaMaHHHiT a0 NPHTAMAHHMIT HE3HAYHMII BIUIHB HA 3JAaTHICTH
KepyBaTi TPAHCMOPTHHMH 3aco0amit a00 podOTI 3 IHILIHMH MeXaHi3MaMH. 31aTHICTb NauieHTa
10 KOHUCHTpauii yBarm Ta WBHIKICTH IOM0 PeaKuil MOKYThH MOPYUIVBATHCH BHAC/IIOK
BHHUKHCHHS [INOTIIKeMii uM rinepriikemMii ado, HaNpHKIAIL. BHACTIIOK 30poRMX po3naiis. Lle
MOKe OYTH HeOE3MEUHHM Y CHTYAUisX. KOMH Ui AKOCTI € 0COOIHBO BAAIHBIMH (HANPHKIA, 111
4aC KEPYBAHHA TPAHCIIOPTHUM 32C000M a00 pOOOTH 3 THILHMH MEeXaHi3MaMit ).

[Manientam HeoOXiIHO MOPATHTH BAHBATH HCOOXIIHUX 3AMOOUKHHX 3aXOMIB 3 METOH
YHHUKHEHHS [INOrIKeMii Ml 4ac KepyBaHHA TPAHCIOPTHHM 3aco00M abo poGoTi 3 IHWHMHM
vexaHisMamit. Lle € 0co6/1MBO Bam/IMBHUM (U1 THX MAUIEHTIB, ¥ AKNX NEPIli 03HAKH PO3BHTKY
rinormkeMii € ¢1a6ko BUpakeHMMH al0o B3arasi BLICYTHI. @ TAKOK /IS THX XBOPHX. Y SKIX
4acTo BHHHKAE rinormnikemis. HeoGXi1Ho peTenbHO 3BAKYBATH. UM BAPTO CiAaTH 32 KEPMO ado
NPaIoBATH 3 IHILHMH MEXaHI3MAMH Y TAKOMY CTaHI.

Cnocio 3acmocysanus ma 0osu.

[Mpenapar CosnikBa A0CTynHMil ¥ IBOX THOAX WINPHU-PYYOK 3 PI3HIMH ONIHAMH J03YBAHHA, a

came mnpuu-pyyka Cosiksa (10-40)  Ta wmpnu-pyska Coniksa (30-60)  Biamosiawo.

BiaMiHHICTb Mik J03YBaHHSAMH HITPUL-PYUYOK [10B'A3aHa 3 IXHIMH TANa30HAMH 103yBaHHA.

* Comiksa 100 Ox/m + 50 MKI/MI Y NONEPeIHBO HAMOBHEHIll WIMPHU-pYHLi — Jiana3on
n03yBaHHA cTaHoBUTh 10-40 oammmuub iscymHy raapriny B komOimamii 3 5-20 Mkr
nikeucenatuay (wnpui-pyuxa Comaiksa (10-40))

* Coniksa 100 Oa/ma + 33 MKr/wiI y NOMEPe/IHbO  HANOBHEHII LrpHL p.qu?u
703yBaHHA CTaHOBHTHL 30-60 OaMHMIL IHCYTIHY [Iapriny B KOMO]
mikcHeeHatHay (wnpui-pyuxa Conixsa (30-60))

JUanasox




JUii yHHKHEHHS MOMHJIOK B 3aCTOCYBaHHI MPENaparty Jikap, 110 iiOro NpH3Hayae, MOBHHEH
BICBHHTHCh, 110 B PeLENTi 3a3HAYCHO MPABHIBLHC A03YBAHHA Ta IAMa30H MOALIOK J103YBaHHS
HINPHI-PYYKH.

[doszyBanns.

J103yBaHHS MOBHHHO MiAGMPATHCH (HAMBIAYATLHO 3 YPAXyBaHHAM iHIHBIIYATLHOT BiAMOBIi
XBOPOro, a iOro THTPYBAHHA 3MIHCHIOETHCA BIAMOBIAHO 10 noTpeOH nauieHTa B iHCYIiHI.
AosyBakis JHKCHCCHATHIY NiABHULYETHCA ad0 IHIGKYETBCS PA3oM 3 JIO3YBAHHAM iHCYJHHY
TJIAPTiHy 1 TAKOK 3a7M€/KNTh Bill TOTO, SIKa WIPHIL-PYYKa BHKOPHCTOBYETHCS.

[loyamkosa  oosza.  Tepanito  GasaTbHHM  IHCYJIHOM — aB0  arOHICTOM  pelenTopis
rmokarononomonoro nentuay-1 (ITHI-1) ado nepopaabHIM UYKPO3HIGKYIOUHM JiKAPCHKHM
3ac000M, 3a BHHATKOM MeTQOpMiHY Ta iHriGiTOpiB HATPIli-III0KO3HOIO KOTpaHCOpTEpY 2-T0
THITY, TIepel NOHYaTKOM 3acTocyBaHHs npenapaty Comiksa Caia NpHIHHUTI,

[foyatkoBa 1032 mnpenmapaty ConikBa  BH3HAYAETBCS WA MIACTABI  MONEPEIHBOrO
NPOTHAIAOETHYHOIO JiKyBaHHSA, NPH LBOMY PEKOMEH/I0BAHA MOYATKOBA 103a TIKCHCEHATHIY He
NOBHHHA nepeBuyBaTit 10 MKr:

Ilonepeans Tepanis

Manicntn, axi panime | Incyain raaprin  Incyain raapriu

| HE OTPHMYBAIH (100 Oa./ya)** (100 Oa./ma)**
- ineyain (mepopaaeni | >2010<3001.  >30 10 <60 O
. npormziadermyuni '

- mpenapatn abo aromicr ‘
peuenrtopa ['TIT-1

| I npuu- 10 no11/10K 103yBaHHs | 20 noainok ‘
pyuKa (10 Oa./5 Mmkr) : J03YBaHHA
[Touarkoa | Coaikea (20 O1./10 Mrr)*
ao3a i Tun | (10-40) |
wpuu- - W npuu- 30 noainox
pPYYKH pyuKa 103yBaHHA
Coaixpa | (30 Oa./10 mEkr)*
, (30-60)

* Ogunuus incyniny roapriny (100 Oz./si1) / Mikporpas JKCHCSHATHY

** flRo 3actocoByBaBes inmmii 6azaabunii incyain:

* Ilpn 3actocysanni GasaibHOro iHCYIiHY ABa pasd Ha 100y ado imcyainy raapriny (300
Oz1./Mi1) nonepeans 3arajibHa 1000Ba [103a MOBHHHA OYTH 3HHAKeHA Ha 20% npH BHOOPI
no4aTkoBoIl 1034 npenapary Conikga.

* Ilpu sactocyBani 6yab-AKOT0 IHIIOrO GA3AMbHOTO IHCY/TIHY MOBHHHO 31CTOCOBYBATHCH TAKE
K PaBHJIO, AK JUIS IHCY Y raapriny (100 Ou./mi).

Makcumanbia  1000Ba  103a  CTaHOBHTH 60 OIMHMUBL iHCYAiHY aapriny Ta 20 MKC
JIKCHCEHATH 1y, LIO BianoBiae 60 noaiikaM 103YBaHHS.
In’exuis npenapary CosikBa NMOBHHHA 3IHCHIOBATHCH OIMH Pa3 Ha 100y B MeKax OIHIcH
FOAMHKM nepen iketo. bakano, mod npanziaabHa 1H €KUIA BHKOHYBAIACH MEPET OJAHHM 1 THM
CAMHM MPHIOMOM TKI WOJHA, MICJAS TOrO. AK MALIEHT o0epe Haiidinbll 3pyunuii 118 cede
MPHITOM T5KI.
Lumpyeanns — oosyveanns.  Ipenapar CosikBa NOBMHEH BBOIMTHCH  BUIMOBIAHO 10
IHAMBIAYAIbHHX noTped mamicnta B iHCy’miHi. KOHTPOAb  I7TiKeMil  PeKOMEHIVETHCS
ONTHMI3YBaTH ULISXOM KOPEKIi JI03YBAHHSA HA MIICTABI PIBHIB ITIOKO3M B 1a3Mi KPOBI HATIIE
(B, po3ain «®apmakoanHaMikar). [1i1 yac nepeBerteHHs Ha ueil npenapatr Ta BIPOIOBIK
MEPIIHX THKHIB MICAS LUBbOrO PEKOMEHITYCThCA 3HCHIOBATH peTenbHuil \mmTopm;r pIBl{IB
FIIOKO3H.

* SIKIIO nmauicHT MOYMHAE 3acTOCOBYBATH Mmpuit-pyuky Coniksa (10- 40]

Moxe OyTi THTpoBaHe 10 40 MOAIIOK 103y BaHHA. .'
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HAns 1osysanns > 40 noainok 103yBaHHs Ha 100y THTPYBaHHS MOTPIOHO NPOIOBKYBATH
3 BUKOpHCTaHHAM 1wnpHi-pyuxH Comiksa (30-60).
* JIKuo nauienT nounHae sactocopysati wnpHu-pyuky Cosiksa (30-60), To1i 103yBamHis
Moske OyTH THTpOBaHe 10 60 MoIII0K 103yBaHHA.
« s saraibHOro 10060BOro 103yBaHHs > 60 moainok j1o3ysanus npenapat ComikBa He
MOBHHEH 3aCTOCOBYBATHCE.
[awientu, AKI KOPUIyIOTh KUTbKICTh ab0 Yac BBEJACHHSA Npenapaty, MOBHHHI 3AIHCHIOBATH Lie
TUIBKH Mi1 METHYHUM HAr/IAI0M 3 BIANOBLAHHM MOHITOPHHTOM DiBHIB ITOKO3H (IMB. PO3ia
«OcodAMBOCTI 3aCTOCYBAHHA ).
Ocob/11Bi KaTeropii HALICHTIB.
Hayicnmu noxuioeo 6ixy (2 63 porie).
[Ipenapar CouikBa MO’Ke 3aCTOCOBYBATHCH Y MAUICHTIB MOXHAOTO Biky. J[03YBaHHS IOBHHHO
OyTH mijiidpane B IHAMBIAYAILHOMY MOPAIKY 3 YPAXVBAHHAM Pe3VibTaTis MOHITOPHHIY PiBHIB
FAOKO3M. Y NAaUleHTIB MOXHIOTO BiKY MPOrpecyiove MoripmeHHs GYHKUIT HHPOK MOKe CTaTh
NIPHYHHOK TIOCTIHHOTO 3MEHIUCHHA noTpedu B iHeyaini. Kopekuis 1031 JikcHCeHATHAY B
3AICKHOCTI BIA BIKY He BuMmaraethes. JOCBL1 TEpaneBTHYHOrO 3aCTOCYBAHHSA [PENAPaTy
CosnikBa y nauicHTIB BIKOM = 75 POKIB € 00MeKSHIM.
Hayicumu 3 nopyuiennsat hynryii nupox.
[Ipenapat ConikBa He PEeKOMEHIYETBCA 3aCTOCOBYBATH Yy MALICHTIB 3 BAKKHM IOPYIICHHIAM

(yHKUIT HUPOK Ta NPy TepMIHATBHIIT CTA1ii XBOPOOH HHPOK. OCKIABKH JOCBI TCPANCBTHUHOTO
3aCTOCYBAHHSA NIKCHCCHATHY B TAKHX BHITAIKAX € HEIOCTATHIM.

Y nauicHTiB 3 JerkuM a0 MOMIPHHM MOPYIICHHAM (QYHKII HHPOK KOPEKLis 103YBaHHS
JKCHCEHATH/LY HEe BHMAraeThes,

Y nauieuTis 3 nopyumennam GpyHKIi HHPOK MoTpeda B iHCY/1iHI MOKE GVTH 3MEHIICHE Y 3B A3KY
31 3HH/KEHHAM METad0I3MY 1HCYITiHY.

Y NAUICHTIB 3 JICTKHM a00 NOMIPHUM NOPYIIEHHAM GYHKIIT HIPOK. [0 3aCTOCOBYIOTH NIPENapaT
ConikBa, Moke BHHHKATH HEOOXITHICTD Y HAaCTOMY MOHITOPHHIY PiBHIB TIIOKO3H Ta y
BLAMOBLAHIH KOPEKILT J103YBaAHHA.

Tayicnmu 3 nopyuiennsy (pyuxyii nevinwu.

Y npamentis 3 nopymeHHAM (QYHRUIT NEHiHKH KOPEKIUifs 103YBaHHA JIKCHCEHATHIY HE
BUMATa€Thest (MB. po3ait «DapMakokiHeTHKa»). Y MaUieHTIB 3 nopymieHHaM QYHKILT nedinkn
notpeda B IHCYAiHI Moke OYTH 3MCHUICHA Y 3B S3KY 31 3HIUKCHHSM 37aTHOCTI 10
[IFOKOHCOTCHE3Y Ta 3HHAKCHHAM METaboMi3My IHCYIiIHY. Y MALliCHTIB 3 MOpyIIeHHSM (QYHKLI
MEHIHKH MOKE BHHUKATH HCOOXITHICTH Y 4acTOMy MOHITOPHHIY PIBHIB [TIOKO3H Ta v
BIAMOBIIHIN KOpeKIil 103yBanus npenapaty Comiksa.

Himu i nioaimru.

[Mpenapar Coniksa He nepeadadeHuii s 3aCTOCYBAHHA Y TiTeil.

Cnoci6 eeegenus. Ipenapar Cosikga C1i1 BBOAMTH WUIAXOM NMIUUKIPHOT iH €Kil B ALIAHIG
KHBOTA. J€BTONOAIOHOrO M's13a abo cTerHa.

Micus s in'exkuill MOBHHHI 3MIHIOBATHCH B ME/AKAX OIHi€T aHaToMiunol JUTSHKH (KHBOTA.
ACTBTONOIOHOrO M's3a a00 CTerHa) Bi OAHICT iH EKIT 0 THUION 3 METOIO 3MEHUICHHS PH3HKY
BHHUKHCHHA mnoauctpodii Ta/abo wKipHOro amiaoinosy (ame. Posain  «Ocobausocti
3acTocyBanHa» Ta «IloGiuni peariii»).

[MTauienTH MOBHHHI OYTH MPOIHCTPYKTOBAHI MPO NOCTIiHY HEOOXIIHICTS BUKOPHCTAHHS HOBOT
roaku. [loBTOpHE BHUKOPHCTAHHA TOJKH IHCYIIHOBOI WIPHU-PYYKH 30LIBUIVE PHIMK i
OJIOKYBAHHA, 110 MOKE NPH3BOIMTH 10 BBEICHHS HE10CTATHBOT 200 HATMIPHOT 103H Npenapary.
[Mpenapar CostikBa He 103BONAECTBCS BIAOHPATH 3 KAPTPHIKA NMOMEPETHBO HAMTOBHEHOT wirpHi-
PYYKH Y UIIPHL, OCKUIBKH L€ MOMKE MPH3BECTH 10 TSHAKOIO MEPe103yBaHHSA (B, po3aL

«OcoGmmBocTi 3aCTEPEARCHHA [IPH BHKOPHCTAHHI NIperapaTy»). TN

OcoOMHMBOCTI 3acTepEKEHHA IPH BHKOPHCTAHHI TIPSIIAPATY. ,'-‘,}'f‘"“"‘\ ;

W&) 1<;
Ax_it-t‘ 'vl"'
; J‘q%': oy

o
e <

[lepea mepwum 3acTOCYBAHHAM IHNPHI-PYYKY MOTPIGHO BHTAHYTH 3 \?fl :
. - @
MOTPHMATH Npu TeMnepatypi He Buie 23°C supoaosx 1-2 roau.
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[lepea BUKOpHCTAHHAM NEPEBIPAIOTH KAPTPHILAK WIPHIU-PYUKH. Horo MokHa BHKOPHCTOBYBATH
JTHILE TOI, KOAH B HBOMY MICTHTBCH IPO30PHIi Ge30apBHII PO3UMH, SKHIT 32 KOHCHCTEHILIECK
Haraaye Boay, 0e3 BUIAHMHX TBEP/IHX YaCTHHOK.

[lpenapar Conikpa He MOAKHA 3MinIyBaTH 3 GyAb-SKHM THIIMM iHCYTIHOM 200 PO3BOTUTH. [Tpu
3MILIYBAHHI a00 po3BesieHHi Moke 3MimnTHCh npodiib i npenapaty B uaci; KpIM LIBOIO,
3MILIYBAHHSA 3 IHLIHMH NIPSTAPATAMIT MOJKE ITPH3BECTH [0 YTBOPEHHA 0CaLy.

[lepen  kokHOW iH'eKui€r 3aBAIMN  HeOdXiAHO miA'CAHYBATH HOBY rofky. [loBTOpHO
BHROPHCTOBYBATH TOJIKH HC MO®HA. [lailicHT MOBHHEH VTHII30BYBATH IOAKY (ICIS KOXKHOL
1H €KL,

Y Bunaixy 610KyBaHHS FOIKH NALICHTAM HEOBXITHO TOTPHMYBATICE IHCTPYKLIH, OMHCAHHX Y
Kpoky 3 IHCTpyKuiiit 3 BUKOpHCTAHHA (1B, HHKYC).

[ToposkH1 WIHPHU-PYUKH B KOTHOMY Pa3i He MOKHA BHKOPHCTOBYBATH [10BTOPHO, BOHH TOBHHHI
OVTH HaIC/KHIM YHHOM YTH/II30BaH.

Skuo Bam 31a€Thes, 110 HHIPHI-PYYKA NOWIKOTKCHA, HE BHKOPHCTOBYIiTe Ti. BisbMiTh HoBy. He
HaMaraiTecs CaMoCTIiHO MOMArOANTH IITTPHI-PYUKY.

st 3anobiranHa  MOKIMBOI  flepeiadi  3aXBOPIOBAHL  KOKHA IITIPHI-pYYKA  [TOBHHHA
BHKOPHCTOBYBATHCh TUIBKH OJTHHM MALICHTOM.

[lepea KOKHOI iH'€KIICIO TTOTPIGHO 3ABKIN IEPERIPATH eTHKETKY. 1106 VHUKHYTH Iy TaHHHH
MiZk npenapatom  Comikea Ta iHWIMMH M EKWHTHAME  TPOTICHAGCTHIHIMM JKAPCHKHMH
3aco0amiu, BKIIOYAIOYN JBA PI3HI THIM WINPHL-PYUOK 3 npenapatom Comiksa (JMB. po3ain
«OcodAMBOCTI 3aCTOCYBAHHS» ).

[lepen sactocysamusm npenapaty ComikBa €101 VBAKHO TPOYHTATH PO3IALI «lucTpyKIis 3
BHKOpHCTaHHSA winpHil-pyusn Coiksar.

Baxmusa indopmanis 11010 Bikopucranus wnpni-pyvusn Coniksa.

* Llnpuu-pyuxa npusnadena ocoducto Bam i He 111 nepeasatin ii iHu ocodant.

* He MoOKHA BHKOPHCTOBYBATH WINPHI-PYYRY Y Pasi 1i NOWKOKEHHS a00 TPH HAABHOCTI
CYMHIBY 1110710 TIPaBHIBHOCTI Ti (PYHKIIOHYBAHTSL.

*  3aBAAM CIiA NPOBOIMTH TECT Ha Oe3IeKY.

* 3aBKIM HEOOXIIHO MATH 3amacHy WINPHU-PYYKY | 3aMacHI FOJKH Ha BHIAZOK BTPATH ado
[MOIIKOKCHHA OCHOBHOTO Hadopy.

Lo noTpidHO 3HATH [Uls IPOBEIEHHS i1 €Ki

* [llepex BHKOPHCTAHHAM WINPHU-PYYUKM CTI 3alHTATH CBOTO JHKapd abo MEICeCTpy. sk
POOHTBCS 1H €KLIA.

* SAxmo y Bac € axi-HeGyab CKIAIHOWI 3 BUKOPHCTAHHAM UITPHIL-PYUKH, HATPHKIAL, yepes
npodaeMi 3 GOKY 30py. 3BEPHITLCA 32 JI0MOMOTOIO.

* llepe1 BHKODHCTAHHAM WMPHU-PYYKH ¢l mepedntatit  wo  Iuerpykiio. YV pasi
HEJO0TPHMAHHA LIHX HACTAHOB B MOkeTe 0TpHMATH HAITO BHCOKY 200 HH3LKY 103y Mpenapary.
JoaatkoBi peyi. ki OVAYTH MOTPIOHI NpPH BBEICHI ILOTO MPEIAPATY:

* HOBa cTepuibHa roaka (auBithes KPOK 2):

*  3MOYCHHIT CIIUPTOM TaMIIOH;

* CTIHKHIT IS IPOKOSIOBAHHS KOHTEHHED /U1 BHKOPHCTAHHX [0J0K Ta WINPHI-PYHOK.

THCTPYKUIA
3 6uropucmanua wnpui-pyusu Co.tikea

l'[ e #*
Tpuaay e

KapPTPHIAY

el ol g ]

MMepevnkay Knonka 115
aHHA

Hixana [Moxamkumk 1030

Kosnauok N Hasea -
LI I'ymosa R 213 pndopy ™ BHKOH

e Ulxana npenapary i
pyUKH y

nepesMuyKa al

* [MopiuieHs He Gyie BUIHO. 10k Bi He BBe1eTe J1eKiIbKa 103, 4
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KPOK 1. [lepeBipre cBo1o mmpnu-pyuxy. '\\g;;?"s:imw#; g o




onaitmeniue 3a 1 roamny 10 NPOBEICHHA iH €KLIH BHIIMITH HOBY [MINIPHI-PYYKY 3
XOIOAHIbHHKA. BBEIGHHSA X0I0HOTO NPEnapary € Oifbill GOTICHIHM.

A. [Ilepesipre na3By npenapary i aary saxingenus TePMIHY NPHIAATHOCTI HA eTHReTHi
N PHI-PYYKH,

. [Tepekonaiitecs B ToMy. mo Bu s3san notpiduitii Bam npemapar. Lst wpui-
py4Ka € NepCHKOBOIrO KOJILOPY. 3 KOPHYHEBOK KHOMKOKO /U1 BUKOHAHHS 1H €Ki,
. He BuropucroByiite mo mmpnu-pyuxy, sikuo Bav norpiéna 1060sa n03a

Menute Hik 10 kpokis 103u, ado axuo Bav notpiono dibure mixk 40 KpORiB
ao3u. Odropopite 3 Bammw Jikapew, sika WnpHu-pyuka maiikpame
niaxoauTh 115 Bamnx norped.

. He BHKOPHCTOBYIITC WINPHI-PYUKY IS 3aKIHUCHHS i TEPMIHY NPHIATHOCTI.
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B. 3uiMiTh KOBNauoK 3i mMInpHI-pyuKm.
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C. BrieBHIiThLCS Y TOMY, 1110 IPeNapart € Npo3opu.
¢ He BukopucTOBYiiTe IINPHU-PYHKY. AKIIO PO3UHH Mpenapaty € MYTHHM Ha BHITIAI,
3a0apBAEHHM 200 MICTHTB 4aCTOUKH.

KPOK 2. llpucanaiite HOBY roaxy

. He Buropucrosyiite roaxm noBropuo. /is BHKOHAHHA KOKHOT 1H €Kil 3aBAIH
BHKOPHCTOBYIHTC HOBY CTepHABHY rosiKy. Lle ronomarae 3anodirati 610KYBaHHIO FOIKM,
3a0pYIHCHHIO Ta 3aHECCHHIO TH(CKILIT.

. 3aBKIM BHKOPHCTOBYIiTE TIILKH TaKi FOMKH. fIKI € CYMICHHMH 17 BHKOPHCTAHHA 3
npenapatom Coniksa.

A. Bi3bMiTh HOBY T0IKY Ta BiARJ€iITE 3aXHCHY ILTIBRY.

Sy _@ 'ff-- X

B. Tpuwmaiite roaxky npsMo i 3arpyTite i Ha IWNPHI-PYYRY 10 3awpimiennsi. He
3aKPYUYHTe roJaKY 3aHAATO CHIbLHO,
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D. 3uiviTh BHYTpinIHiii KOBIAYOK ro.IKN Ta BHKHHbTE HOTO.
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KOpHCTYBaHHSA roIKaMII.
[MoBoabTecs 3 roaxkamu 3 0OEpeAKHICTIO — Le HEOOXIAHO. W06 3anobirti YKOMB TOIKOK i
MepexpecHoro IHpIKyBaHHS.

KPOK 3. Buronaiite Tect Ha Ge3neky.

3aBK1H BHKOHYHTE TeCT Ha Oe3nmeKy nepesl KOAKHOK 1H'€KLICI0 — He HeoOXi HO, 11006:

. nepeBipHTH, 110 Baia mmpHit-pyyka i roJKa npatoTh TPaBHILHO!

. BMNEBHUTHCA Y TOMY, [0 B orpumacte notpiduy Bam 103y npenapary.

A. O0epiTh 2 KPOKH 1031, 00EPTAIOYH MEPEMHKAY 115t BHOOPY 103H, MOKH MOKAKIHK 103H
He Dyl1e BRasyBaTH HA PHCKRY «2».

Ri7 __ﬁ.ﬁ__l
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B. HatucHiTh KHONKY 17151 BHROHAHHSA iH'eRuii 10 yiiopy.
SIKIIO 3 KIHYMKA TOJMKH Oyjae BHXOIMTH PO3HHH mpenapaty. Bawa wipuu-pyuka mpaiioe
npasuibHO. [lepemukay 11 BHOOPY 1031 MOBEPHETHCA Y MOTOKEHHS «O»,

i
SR110 po34MH NpenapaTy He BUXOANTE:
. Bam MoOKe 3HAa7T00MTHCA MOBTOPHTH el KoK 10 3 pasis, nepur Hikx Bu 3momere
Mo0aYHTH PO3HHH Mpenapary.
. JIKUI0 pO3YMH mpemapaTy He BHXOIHTHME 1 HICIAS TPETHOrO pasy. r

3a0N10KOBaHa. SIKIO TAKe CTAHETBCA:
—3aMiHiTh roaxy (auB. KPOK 6 i KPOK 2): /
— I UbOTO BHKOHATiTE TecT Ha Gesnexy nosropuo (KPOK 3). If' p
. Ko 1 micas HBOro  PO3UMH  NpEnapat  He - Bl oanTIME %\m_ nb,,r ‘?w?m-, };c_
BHKOpHCTOBYIITEe Bawry mmpuu-pyuky. Bnuopucra‘f’g’:&@a}ﬁrp ny\x e
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L He BukopucTOBYiiTe WINPHIL /U18 BIAGOPY PO3UHHY npenapary 3 Bawoi minpuiu-pyyuKH.

Axwo Bu nodaunte dyandamiku nosirps

. Bu moskere nodaunTtn GysnsOatky MoBiTps B posuuni npenapatry. Lle HopmanibHe sBHie,
BOHH HE 3amkoasaTh Bam.

I\POK 4. Odepirtb 103y
Bnhomlcmnune HI0 WHPHU-PYYRY JulIe 18 BBE1€HHS 0HOKPATHOI WOJIEHHOT
1031 06'emom Bin 10 10 40 kpokie 1031,

. Hikonn He obupaiite 103y ado He HATHCKAITE HA KHOMNKY /18 BUKOHAHHS IH'€KWii 0e3
npucananol rojku. e moxe nomko i Bamy mimpuiu-pyuxy.

A. BriepHiThesi YTOMY, WO roJKa NMPHEIHAHA 10 WNPHU-PYYRH i 110 NOKAKIHK 1030
BRa3ye na «»,
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B. Odepraiite nepemukay 1isi BHOOPY 1034, IIOKH NORAARYHK 1031 He Gy 1€ BRA3YBATH HA
norpiony Baw 103y.

. Axwo Bu noseprete nepemikay aam. Hik Bav norpidio. B moskere nosepnyTh iioro y
3BOPOTHOMY HAlPAMKY.
. Jkwo y Bawiii mmpuu-pydni 3aaHUngIocs HEI0CTATHLO OJIMHHIE U Bamoi 1o3m.

nepeMHKay 118 BUOOPY 103H 3YMHHUTRCA TMCAS HAGOPY TIET KUILKOCTI OJHHHIb, IO
3AJHIIHIHCA B IWTTPHU-PYHLLL.

. Axmo Bu He moxere HaOpatH MOBHY 103y. mpisHaueHy Bam. sukopmcraiite HOBY
HINPHI-PYUKY 200 BBEAITh CTIILKH KPOKIB J03H, CKITBKH 3ATHUNLIOCH. @ PEIITY J103H BBEIITh 3
HOBOT LINMPHL-PYYKH. B 11bOMY i TITbKH B IBOMY BHITAIKY [103BOISETHCH BBOIMTH YACTKOBY 03y
menue HiK 10 KpokiB j103u. A toro mwod sasepuinti Bairy 103y, 3aB&14 BHKOPHCTOBYiiTe
IHUY wnpui-pyyxy 3 npenaparom Costikea (10-40), a He Gy 1b-AKY iHILY UHIPHIT-PYUKY.

SR 3unTyBaTH 1aui y BikHi Bitodpamenns 103u
* He Buxopucroyiite mmpHu-pyuxy. skmo Bama o1Hokparha 103a CTAaHOBHTH MEHILE
10 KPOKIB /1030 — 1l KPOKH 103H MO3HAYCH] OLTIMH UH(paMi Ha YopHOMY (OH.

Kiabkicrs omunub npenapary y Bawiit mnpuu-pyuni
*  Bama wmnpuiu-pyuka mictuts 3aranom 300 Kpokis 1031, Bi MokeTe 0GHpaTH CBOIO 103y 3
KpOKOM B | Kpok 103u.
*  He Buxopuctosyiite wo winpii-pyuxy. ko Bav notpiona oamokpartHa 1000Ba 103a
MeHIe Hisk 10 Kpokis 1031, ado axio Bay noTpidHo Ginsiie Hik 40 KpokiB 103H.
*  KoxHa umpuu-pyyka MICTHTb OLIBLIC OHIET T000BOT 1031,

KPOK 5. Beeaits Heodxiany Bayv 103y 7% Yo
Axio Bu Biauyere, mo Bam BakKO HATHCKATH Ha KHOIIKY 1715 BIII\OH}/H
JOKJIAAAHTE CHITY JUIA T HATHCKAHHA, OCKIIBKH 11¢ MOKC 3) Tamarti Bauy wnpi

* 3aminite roaky (aus. KPOK 6 «Bit'eanaiire roaky» !\PORZ 4

TOJIKY»), IIC/SA 4Or0 BUKOHAHTE TECT 3 Oe311eKH L? Ol\ 3} AT S
o B0, &
* Slkuio Baw Bee 1€ BaKKO HATHCKATH HA KHOIKY. Bi l'ua )-r’ \ {‘#&38.:63? %4 :,
- 4 .\,.l



* He Bukopucrosyiite mmpui s Biadopy posuniy npenapaty 3 Bamoi wmpui-pyux.

A. OD0epiTh Micue 115 BUKOHAHHS iH'€RUIT BLINOBIAHO 10 MATIONRY, HABETEHOT0 HIAYeE.
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B. Beeaits roaky codi y mkipy tax, sk Bay nokasyeas Bau aikap ado Menuna cectTpa.
* [Ipy tbOMY NOKHM 1110 He TOPKANTECH KHOMKH /118 BUKOHAHHS 1H'€KLT.

4] 2L '_:‘;?L_‘-

C. Moraaxits BeaMKMii nmajenb pykH Ha KHOUKY 115 BHKoHauus in'ckuil. Iicas uboro
HATHCHITB 11 10 Ynopy i yrpuyyiite B TaKOMy 10.10/KeHHI.
* He Hatuckaiite na kHOnmky mia kyTom - Bawr Beankwil najeis Moxke 3a0710KyBaTH
00epTaHHs nepeMHKaya /Uis BHGOPY 1030,

’ll

D. Vrpuwmyiire hl[Ol‘[h} A BAROHAHHA in'exkuil B HATHCHEHOMY 110.10:keHHi i nicas Toro,

ik Bu nodaunre y Bikui Bizodpamenns 103u «0», nosianno nopaxyiire 10 10.
Lle HeoOX1LaHO /115 TOrO, 100 BNEBHUTIICS B OTPHMAaHHI MOBHOT 1031 1penapary

E. IMicas yrpumannsi KHONKH i nosiabnoro paxysanus 10 10 Bianverite KHONIKY 115
BHROHAHHS in'exuil, [Tics uboro BUTATHITE roaRY 31 miKkipm.

KPOK 6. Bix'canaiite roaxy
* lloBozbTecs 3 rosikamu 3 00epeRHICTIO — Le HeOOXIIHO, 100 3an00IrTH YKOIIB FOJIKOIO |
MIEPEXPECHOr0 IH(IKYBAHHS,
* He nansraiite 3H0BY BHYTPIilLIHII KOBNAYOK FOJKH.

A. Bi3pMiTh 30BHIIININ KOBNAYOR TOJIKH 32 010 Hailmupmy yactuny. Tpuvaiite TOJIRY
npsavo i sBedire il Hasax, y 3oBHiWHINE koBnavoxk roaku. Ilicas uboro .\lilllll)
HPHTHCHITH IX OJIHH 10 01HOI 0.

* ['o1ka MOKE POKONOTH KOBIAYOK, SKUIO BiH HAIATACTHCA M KYTOM.
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B. Bisbmirs 30BHilIHI{ KOBIAYOR ro/1KkN 32 i010 HAMINPINY YACTHHY TA CTHCHITE iforo v
UbOMY MicHi. [HIIOW PYKOIO NMOBEPHITEH MINIPHU-PYYKY JCKiJbKa Paszis Juis Big'eHaHHs
TOKH.

* AKIIO rosika He BiA'€IHANACH 3 NEPIIOTO pasy, crpodyiiTe 3H0BY.
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C. BukHHbTE BHROPHCTAHY TOAKY Y cTiliknii 10 NPOROIWBAHL KOHTeiiHep ado
BILOBIIHO 10 perovennaniii Bamioro Jikapsi i MiCUeBOro YIOBHOBAKEHOTO OPTramy.

D. Haisarwite KOBHAYOK IINPHI-PYYKH HA3A1 HA WITIPHU-PYUKY.
* He Kk1amiTe mnpHI-pyyKy Ha3a1 y XOI0MILHHK.

PRl
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Incrpyruii moao 3depiranns.

[lepea mepuinM BHKOPHCTAHHAM WINPHL-PYUKH 30ePIraTH y XOI0IHALHHKY TPH TeMIepaTypi

+2 °C - +8 °C y 3axuienomy Bij cBitia micui. He samopoxkysaru.

[Ticiia nepuioro BUKOPUCTAHHA IWNPHU-PYHKY €111 30epirati He Gibuie 28 IHIB NPH KiMHATHII
Temmneparypi minkye 25 °C y 3axHIUCHOMY Bi CBITIa MicHi.

He kaaaite Bamy mmpuu-pyuky Ha3a1y Xol0 1 TbHIK.

[Ticna ko&HOI i’ €Ki HA MNPHI-PYYRY C/I11 3HOBY OJATATH KOBNA4OK 3 MCETOK 3aXHCTY Bil
cBiT/a. He MokHa 30epiraTi WOpHil-pyuKy 3 NPUEPIHIICHOIO 10 Hel TOIKO0K.

Excnayaranis.

3i WIPHI-PYYKOIO Ci MOBOANTHCS 3 00epekHICTIO. SIKIO Bam 31a6Thed. 0 MIMPHI-PYUKY
MOIIKO/IZKEHO, HE HaMaraiTecs il 1oJ1aroAuTH, BI3bMITh HOBY.

3aXHCTHTH WNPHU-PYUKY B MTY Ta Opy1y: 30BHIUIHIO MOBCPXHK ILMPHL-PYYKH MOKHA
OYHILATH. MMPOTHPAKOUM TI BOIOTOK TKAHHHOK (3MOYEHOW anue 8o10i0). He sanypiiite y
PUIHHY, HE IIPOMHBAIITE 1 HE 3MALLYHTES WINPHL-PYUKY - 11 MOZKE Ti MOLIKOIHTH.

VTunizauis WnpHu-pyyku: rnepesl YTHIBAMICI WNPHI-PYUKH 3HIMITH 3 Hel rosky. Buxmiaiire
WITPHI-PYUKY TaK, SK PEKOMEH0BAHO MICUEBHMH PErYISTOPHHMH OPraHaMHu.

Aimu. besnexa ta edextusricTs npenapary Comikga Uis JiKyBaHHA 1iTeil BikoM 10 18 pokis He
BCTAHOBJIEHI. JlaHi 3 HbOro NPHBOY BIJACYTHI.

Ilepeoosyeanna.
Y BHnMazky BBeACHHS OUILIIOT 1034 npenapaty ComikBa, HIAK BHMAraioch. M
HeDakaHi peakiii y BUIISl TNomKeMii Ta po3aaiis 3 60Ky UUTYHKOBO-KHIIK



Enizoau rinoraikemii JIerKoro crynems. sk [pasiLio. MOKYTh OYTH YCYHEH! NepopaibHUM
NpHItOMOM BYT/ICBOAIB. Moke BHHHKHYTH HeOOXiTHICTH Y KOpEKUIT 103YBaHHSA JIKAPCHKOTO
3ac00y Ta y BHECCHHI 3MIH Y PEKHM XapuyBaHHA i qbuntmon AKTHBHOCTI.

binbnr  Baxki emizoam rinormikemii, AKI  CYNPOBOGKYIOTHCS  KOMOIO, cyaomamu  ado
HEBPOJIOTTHHHMH  [MOPYLICHHSAMH, BHMAaraiTh BHYTPIILIHBOM S30BOr0/TIIIKIPHOTO  BBEJCHHSA
FITOKAroHy ab0 BHYTPIIIHBLOBEHHOTO BBE/ICHHSA KOHLEHTPOBAHOTO PO3UIHY I/IIOKO3H. Ockibkn
TIMOrTKEMiA MOKE BHHHKHYTH NOBTOPHO HABiTh MICHS OYCBHAHOIO HOKPAIICHHA KITHIYHOTO
CTaHy 1IAUICHTA, HCOOXITHHMH 3aX0aMI MOKYTH OyTH TpHBAIMIL IpHIOM BYVITICBOIB Ta
CTIOCTePEAKEHHA 32 MAIIEHTOM.

V BuNaARy HeO@KaHHX peakiill 3 GoKy NITYHKOBO-KHIIKOBOLO TPaKTy noBHHHA OYTH po3noyara
BUUTOBIHA MIATPUMYIOuA Tepallis BIAMOBITHO 10 KIHIYHMX O3HAK T4 CHMITOMIB. 1O
BUI3HAYAKOTLCS Y MalieHTa.

Hodiuni pearuii.

[ToGiunmMI peakuismu, npo AKi HafiyacTile MOBIIOMIIOCH M1 Yac MiKYBaHHS npenapaTom
Coumikpa, Gyan rinormikeMis Ta postain 3 GOKY ULIYHKOBO-KHIIKOBOFO TPAKTY (HB. HHKYC
po3a11 «Onmie OKpeMX HeOaKaHHX peakitiii» ).

[loGiuni peakuii, noB’s3aHi i3 3acTOCyBaHHAM Npenapary. Iio CrocTepiranues Mija yac
SHHIYHHX JIOCITIKCHB, HABOJATHCA HIAKYE 38 KATCTOPIAMI «Cucrema-Opran-Kinac» v nopsiaky
3MCHIUCHHA 4aCTOTH BHHHKHEHHSA (‘1y:ke vacto: > 1/10: wacro: i1 = 1/100 10 < 1/10; nevacro:
BiL = 1/1000 10 < 1/100; piako: Bix = 1/10 000 10 < 1/1000; ayxe piako: < 1/10 000. wactoTa
HEBIIOMA: HEMOKITHBO OLIHHTH 32 HASBHUMH JaHIMIT).

| Kareropii Jlyae wacto | Yacro Hevacrto Hacrora
«Cuerema-Opran- . HeBiloMa
| Kuaace» MedDRA ‘ |
- Indekuiitni Ta ‘ Haszodapuurit |
napasutapHi | Indexuin BepxHix |
3aXBOPIOBAHHS . MXATBHIX
' HLTAXIB
Posmaan 3 Goky Kponns snka ‘
| IMYHHOI CHCTEMH _
MeTtadoiuHi ta | inornikemis |
ATIMEHTAPHI PO3IaIH |
| Pozmaam 3 Goky 3anamopoueHHs | onoeuuii 6ine |
HEPBOBOT CHCTEMH ! |
Posnaizn 3 Goky | Hyota | ducnencis '
HLTYHKOBO- Hiapes bk B /kuBOTI
| KHITKOBOI'O TPAKTY barosanus |
Posmaam 3 Goky | WIkipunit
IIKIPH Ta aM1101103
| NUUKIPHUX TKAHHH | Jlinoaucrpodis
3arasibHI po3iaiu Ta ' [iaBumena
peakuii B micui | BTOMJIIOBAHICTH
BBEICHHA [Ipenapary , Peakuii B Micui
i ' 1 cKuil |

Onuc okpeMux noGiuHHX peakitiii.
linocaiwemis. B wactynmiii Tabimui  waBedewi mami  mpo HacTOTY  3a10KYMEHTOBAHOT
CHMIOTOMATHYHOT rinormikeMil (< 3.9 MMOIbL 1) Ta BAKKOI TIiNOrmikesil [1pH ';il;mgcy_quimi
npenapary ConikBa Ta npenapary nopiBHsHHS. N
[oGiuni pearuil y BHIIAA 3210KYMEHTOBANOI CHMIITOMATHYHOT Tinor Tikesit, A0
rinoraikemii
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| iHeyainy peuentopis I'TIT-
1

[penapat | Incyain | likeuce [Tlpenmapar  Iucy- | Ilpena- | Aronict
Coaika | raaprin | -matna | Couaiksa Jain par peuen-

- raap- | Coaik- | TopiB
rin Ba I'TIII-1

N 469 467 365 235 256

3ad0RyMenTo-
BaHA

CHMITOMATHY |
| -Ha |
rinorairemia®

12
PJJ
]
kil
]
un

._.
o
N

71
(27.8%)| (

MawienTn, y 120 1o | 15 | 146

AKX (25.6%) 23,6%) | (6.4%) | (40.0%) (4
BHHHKNA
nooIuHa
peakuis, n
(%)

L en

|8
2
=

—

wn
(=]
-
—
I

(%]
o8

KinibkicTb 1.44 1,22 0.
MOOIYHUX | ,
peakuiii Ha i

MauieHTo-

3.03 4.22 1.54 0.08

! piK. n

| Bakka
rinmoraikemis®
*

KibKiCTh 0
NoOIYHIX |
peakiiii  Ha

| NauieHTo- :
piK, n | i ! | |

< 0.01 0 0.02 <0.01 < 0,01 0

* 3a10KyMEHTOBAHA CHMITOMATHYHA [IMOrTIKEMis BH3HAYAIACH SIK MOTis. 11171 4aC SKOi THIOBI
CHMITTOMH TiMOTIKeMil CYNpPOBOUKYBAIHCE BHIHAYCHOI KOHIUCHTPALICK IJIIOKO3H B ILIA3MI
KpoBi < 3.9 MMo/1B/11.

¥ Bakka CHMITTOMATHYHA MIOMTKEMis BHIHAYMAIACEH AK ABHILC. 11O BHMAralo JOMOMOrH iHIIOT
0COOH /UTS AKTHBHOTO BBE/ICHHSA BYIJICBOIIB, [TIIOKArOHY a00 NPOBEICHHS IHIINX PeaHiMaLtiiiHiX
3aX01IB.

Poziaou 3 Gory uLtynkoso-suukooco mpaxny. Poznaan 3 oKy ULTYHKOBO-KHIIKOBOTO TPAKTY
(Hynora, OGmroBaHHS Ta fiapes) OyIH MOGIYHHMH PEAKIIAMIL, Mpo AKI YacTO MOBIIOMJIS/IOCH
BIIPOIOBIK MePioLy JiKyBaHHA. Y MAUICHTIB, AKi OTpHMYBaIN fdikyBauns npenapatom Cormiksa,
4ACTOTA MMOB’A3aHOT HYJOTH, aiapel Ta GaioBanus cTanoBuaa 8.4%. 2.2% rta 2.2% BiANOBiAHO.
[ToGiuni peakiuii v BHIsiAi po3iaiis 3 OOKY ULTVHKOBO-KHIIKOBOTO TPAKTY [EpeBakKHO OyIIH
IErKOTO CTYIEHS T4 MaJIH TPAH3UTOPHHIT XapakTep.

Poztaou 3 doxy ixpynnol cuemenu. Tpo anepriuni peakuii (KpOmus SHKA). MOAINBO OB A3aHi i3
3actocyBaHHAM mpenapary Comiksa., Oy;10 mosigosieHo v 0,3% nauientis. [lpo Bumaiku
reHepasli3oBaHMX  @ICPriYHMX  peakuiil,  BRIIOHAKOUH aHairakTHuHi  peakuii  Ta
QHTIOHEBPOTHYHHMI HAOPAK. MOBIIOMIANOCH NPH MICAAPEECTPALIITHOMY 3aCTOCYBAHHI IHCY/TiHY
rJ1apriny Ta JIKCHCEHATHLY.
[viynocennicme. 3acrocysanns npenapary Coiksa MOKe MPH3BOIHTIH 10 YTBOPEHHS aHTHTI J10
IHCYJIIHY rIapridy 1/ao JiKCHCeHaTH 1y,

4acTOTa BHMA/KIB YTBOPEHHSA AHTHTIT 10 IHCYJIHY [JIAprigy cranoswia 21 Qf,?f' '&426‘3%
[Ipubausno y 93% nauicHTiB BiA3HA4Yaqach nepexpecHa PeakTHBHICTH AHTI 3#‘
[JIAPriHy CTOCOBHO JIKOACLKOro imcyiaidy. Yactora YTBOPCHHS AQHTHTLI ""
CTaHoBHIA npudan3Ho 43%. Hi crarye aututia a0 iHcyainy rmprlH ﬁt
JIKCHCEHATH/LY HEe MAJIH KJIHHIYHO 3HAYYUIOrO BILTHBY Hﬁ?t g:tw/uqu) name byl

/ / L/ /) 1 "ans&!bg'? LS
// A _\ :;



Pozraou 3 6oky wwipu ma niowkipnux meanun, Jlinoauetpodis it WwKipHuii aminoiios MOKYTh
BHHHKATH B MICLI il €Kil iHCYTiHIB i NPH3BOANTH 10 3aTpuMKH aGcopouii IHCYJIIHY 3 HBLOTO.
[Tocriitne 3MiHIOBaHHS MiCLs iH'EKUIT B MEKAX OIHIET TISHKH Tia MOKE J10MOMOITH 3MEHIUTHTH
a0o 3ano6irTH UM peakitiam (1us. po3ain «OcobamnBocTi 3aCTOCYBAHHAY ).

Pearyit ¢ vicyi in‘exyit. Y mesknx nauientis (1.7%). 1o OTPUMYBAIH Teparniio, SKa BKIKOYAIa
BBE/ICHHS IHCYIIIHY, B ToMy umcni npenapary COnikBa, BiA3HAYAIHCH MOYEPBOHIHHA, MiCIIeBe
HaOpAKAHHA Ta cBepOIHHA B MiCLLi i1 €KIIi1,

Hacmoma cepyesux cxopoyens. Ilpnm  3acTocyBaHHi aroHicTiB peuentopie 10 GLP-1
HOBIAOMIIAIOCH PO 30ITBIIEHHS YACTOTH CEPHERHX CKOPOUEHb: TPaH3NTOpHE 30UIbIICHHS
HaCTOTH CEpPUEBHX CKOPOYCHBb CIOCTEPIragoch TAKOA 1 B paMKax JICAKHX JIOCTIKEHb
3aCTOCYBAHHA JIKCHCCHATHIY. 3a pesyabTaTaMi BCIX J0CHitkeHb 3 dasm 3aCTOCYBAHHA
npenapaty CoslkBa HE NPH3BOIMIIO 10 30UILIICHHS CePeAHBOI HACTOTH CEPLEBIX CKOPOYEHb.
HloBigomieHns 11po nizo3poBani nodiyHi peakuii

[osizomaenns npo nio3proBani N0GIYHI peakuii micis 3aTBepIKSHHSA JIKApCLKOro 3acody ¢
BAKIHBOIO  npoueaypoio. Lle  103801sie  NPOIOBAKYBATH  MOHITOPHHI  CHIiBBiZHOUICHHS
«KOPHCTB/PH3MK» IS JIAHOTO  JHKAPCHKOTO  3aco0y. MeIHunux  NpaiiBHIKIB MpoCATh
NOBUIOMIATH MPO yei migospiosani nodiuni peaxuii v /lepmasuuii excriepTHuii ueHtp MO3
Ykpaiuu.

Tepwmin npuaarnocri. 24 vicaui

Tepmin npiIaTHOCTI [HCAS NEPUIOro BHKOPHCTAHHS WIPHL-PVUKI: 28 THIB.

30epirati npu Temiepatypi Hiave 25 °C. He 3amopokysarn. He oxonoukysati. He 30epirati
3 MIPHKPILICHOIO rOAKO0. 36epirati WIPHLU-PYYKY Y MICL. 3aXHILCHOMY Bil JKepell IpaMoro
Teria Ta cBitiaa. [licas KoKHOT IH'eKUIT HA WINPHI-PYYKY i1 3HOBY HAISIaTH KOBINAYOK 3
METOI0 3aXHCTY BiJ1 CBIT/IA.

YMyosu 3bepiranus,

3éepicamu 6 nedocmynuomy 0.4 oimei micui.

Lnpuu-pyuky, 110 He nepedyBalOTh V BHKOPHCTAHHI:

30epirati y X010 1mabHIKY (11pu Temnepatypi 2 °C - +8 °C).

He 3amopokyBaTH Ta He J0MyckaTH KOHTAKTY 3  MOPO3WJABHHM  BLUTIICHHSM 460
HAKOIMHYYBa4aMH X0JI0TyV.

30epiraTi WNPHI-PYUKY Y 30BHILIHII KAPTOHHII VIIAKOBLI 3 METOIO 3aXHCTY BI CBIT/IA.
LLnpHi-pyHKH. [C/s NepIioro BHKOPHCTAHHA:

YMoBH 30epiranHs AMBITHCA Y po3iti « TepMiH npiatHOCTI».

Hecymicnicme.
Lleit nikapcpkuii 3a¢i0 He MOKHA 3MILIYBATH 3 Oy 1b-AKHM IHIINM iHCYTIHOM 460 PO3BOIHTH.

VinaxoBka.
Ne 3 a60o No5: 110 3 M1 y KapTPH/IAKI, BMOHTOBAHOMY B OTHOPA30BY NPUIL-PYUKY; 110 3 ado o 5
WITPHIL-PYYOK B KAPTOHHIH KopoOii. I'0/Iki B YIAKOBKY HE BKIIOYSHI.

Karteropis Bianycky. 3a peuenron.
Bupodnuk. Canodi-Asentic Joitunant voX.
Micuesnaxoaenns BUPOGHUKA Ta fi0ro aJpeca Micls NPoBATKCHHN 1A ILHOCTI.

[nayerpinapk Xpoxer-bpioninrmtpacce 50. H500. H590. H600, H785. H790. Mbpan
Maiini, I'eccen, 65926, Himeuunna.
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Adara ocrannboro neperasay.



