BpaxoByroun 0coOIMBOCTI 3aKOHOAABCTBA 3 PEECTPAIii JIIKAPCHKUX 3ac001B B YKpaiHi,
3aTBepKeHI MiHICTepCTBOM OXOPOHHU 3710POB’Sl YKpaiHU IHCTPYKIT 151 MEAMYHOTO 3aCTOCYBaHHS
JKapChKUX 3aC001B, 3apEECTPOBAHUX B YKpaiHi, MOXKYTh JICIIO BiAPI3HATUCS B YNHHUX
THCTPYKIIiii 710 3aCTOCYBaHHS JIIKAPCHKUX 3ac00iB, 3apeecTpoBanux B €C.

Sxmio Bam ctano BijoMo mpo BUHUKHEHHS MOOIYHO1 peakirii y Bac abo 61u3bkoi groauam, abo mpo
BHIIQJIOK BiZICYTHOCTI €(heKTy Bia Oyab-sIKOTo 3 MPOAYKTiB KoMITaHii Actpa3eHeka, Oyb jlacka,
nosinomre 1po e 10 TOB «Actpa3eneka Ykpainay y oAuH i3 HaBeJleHHX HIKYe crocoOiB. Lle
MOXUTHBO 31McHUTH 32 Tenedorom: +38 050 382 99 89 abo eneKTpOHHOO MOMITOIO
PatientSafety.Ukraine@astrazeneca.com Takox, BU MOKETE TIOBIIOMUTH HaM JaHy iHGOpMaIlito 3a
nocusiaHHAM: https://contactazmedical.astrazeneca.com/content/astrazeneca-
champion/ua/uk/ampform.html (BuGepiTh MOBY Ta OMNIi0- «OBITOMUTH MPO TMOOIUHY PEAKIIIION).

In reliance on the effective medicines’ authorization legislation in Ukraine, the instructions for
medical use approved by the Ministry of Health of Ukraine for the authorized medicines might be
partially different from the valid instructions for medical use of medicines authorized in the EU.

If you or your relative have experienced an adverse reaction or absence of the effect on any of
AstraZeneca's products, please notify AstraZeneca Ukraine LLC in one of the following ways. This
is possible by phone: +38 050 382 99 89 or by e-mail PatientSafety. Ukraine@astrazeneca.com
Also, you can tell us this information at:
https://contactazmedical.astrazeneca.com/content/astrazeneca - champion/en/en/amp-form.html
(select a language and an option "report an adverse reaction").

3ATBEPI’KEHO
Haxa3 MinicrepcTBa 0XOpoHU
310pOB’s YKpaiHu

23.02.2022 Ne 360
Peecrpaniiine nocBigueHHs
Ne UA/15983/01/01
UA/15984/01/01
UA/15985/01/01
IHCTPYKUIA
JJIS1 MEIUYHOT0 32CTOCYBAHHS JIIKAPCHhKOIo 3ac00y
KCITAYO NPOJIOHT
(XIGDUO PROLONG)

Cxian:

Oitoui peuogunuy. nanarti(pao3uHy MponaHaion; MeThopMiHy TiIpOXIOPHL;

5/1000 wmr: 1 Tabnerka, BKpPHUTa IUIIBKOBOIO OOOJIOHKOIO, IPOJIOHTOBAHOI Jii MiICTUTb
nanartiiao3uHy npomnanaiony 6,15 Mr, mo exBiBaJieHTHO 5 Mr Aanartiio3uHy, Ta MeThOpMiHY
rigpoxiopuny 1005,04 mr;

10/1000 wmr: 1 TabneTka, BKpUTa TUTIBKOBOKO OOOJIOHKOIO, TMPOJIOHTOBAHOI [ii MICTHUTH
nanarmigao3uny nponangiony 12,30 mr, mo exBiBajgeHTHO 10 Mr manarniidio3uny, Ta MeT(opMiHy
rigpoxsopuay 1005,04 mr;

10/500 wmr: 1 TabmeTka, BKpUTa IUTIBKOBOIO OOOJIOHKOIO, TPOJOHTOBAHOI [ii MICTUTh
nanarmidno3uny npomanaiony 12,30 mr, mo ekBiBasieHTHO 10 Mr mamarmiduio3uny, Ta MeTGopminy
rigpoxaopuny 502,61 mr;

OONOMIJICHI peuosuHy. HATPIIO KapOOKCUMETHIIIENI0N03a, Timpomeno3a 2208, rimpomenosa 2910
(st 10/500 mr), nemonosa mikpokpuctairiyaa PH102 (ans 10/500 mr), KpeMHiI0 110KCH]I, MarHito
cTeapar, 1leono3a Mikpokpucraniuga PH302, nakro3a 6e3BoaHa, KpocnoBinoH, 6apsauk Opadry®
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II Yellow 85F12372 (mms 10/1000 wmr), 6apauk Opadry® II Pink 85F94333 (mms 10/500 mr),
6apsuuk Opadry® II Pink 85F94592 (my1s1 5/1000 mr).

Jlikapcbka ¢gopma. TabneTku, BKpUTI ITIBKOBOIO 000JIOHKOI0, TPOJIOHTOBAHOT Jii.

OcHo8HI (Pi3uKO-XiMIUHI 81ACMUBOCTI.

5/1000 mr: BiJ pOXXEBOTO 10 TEMHO-POKEBOTO KOJIbOPY, ABOOIYKJIA, OBaJbHOI (hopMH TabieTka,
BKpHTA IUTIBKOBOIO 000JIOHKOI0, 3 TpaBipyBaHHsAM «1071» 1 «5/1000» 3 omHi€l cTOpOHHU Ta IJIOCKA 3
1HIIIOT CTOPOHHU.

10/500 Mr: poskeBOTO KOJIbOPY, ABOOITYKJIA, KaNCyIomoaioHoi ¢opMu TabneTka, BKPUTA TUTIBKOBOKO
000110HKOI0, 3 TpaBipyBaHHsIM «1072» 1 «10/500» 3 omHi€l CTOPOHU Ta MIIOCKA 3 1HIIOT CTOPOHHU.
10/1000 mr: Bim >KOBTOTO JIO TEMHO-)KOBTOTO KOJLOPY, JIBOOITYKJIa, OBaJIbHOI (hopmu TabieTKa,
BKpHTA IJTIBKOBOIO 000JIOHKOIO, 3 rpaBipyBaHHAM «1073» Ta «10/1000» 3 omHi€T CTOPOHM Ta MIIOCKA
3 1HIIIOT CTOPOHH.

dapmakoTepaneBTHYHAa rpyna. 3acoOu ans JIKyBaHHS IyKpoBoro maiabety. Merdopmin B
koMOinanii 3 ganarmidroznnoM. Kon ATX A10B D15.

Dapmaxonoziuni enacmugocmi.
Mexanizm 0ii

Kcizoyo Ilponone

Kcirnyo [Iposnonr moennye B co0i Ba TinoniikeMiuHi 3aco0M 3 MeXaHi3MaMHu [iii, 1[0 JOMOBHIOIOTh
OJIMH OJHOTO, JUIS TOJIIIICHHS] KOHTPOJIFO TIIKeMii y TAIli€HTIB 3 IIYKPOBHM J11a0ETOM 2-TO THUITY:
namarmiiao3uH, 1HTIOITOp HaTpiWMIIOKO3HOrO KoTpaHcmoprepa 2-ro tumy (1IH3KTIT-2), i
MeT(hOpMIHY TAPOXIOpUA, OIryaHia.

Hanaenighnozun

Harpiiizanexunuii kxorpancnoprep nmoko3n 2-ro tumy (H3KTI-2), saxuii excnpecyerbcs B
NPOKCUMAJIbHUX HHUPKOBHUX KaHANbLAX, BIANOBIIAaE 3a pealOcopOui0 OUIBLIOI  YacTHHU
BII(QUIBTPOBAHOI IVIIOKO3M 3 MpPOCBITY KaHanbliB. Jlanarmiduosun € iHriditopom H3KTI-2.
HInaxom inri0ysanns H3KTI -2 nanarmidio3un 3meHIye peadcopOrito BiA(iIbTPOBaHOT IIIOKO3H 1
3HWKYE HHUPKOBHM TOPIT A7 IVIIOKO3M, THM CaMHUM 30UIbIIyE E€KCKPEIil0 IIIOKO3H 13 CEYero.
Jlanarniao3uH TakoX 3HIKY€E peadcopOLIito HaTpito Ta 30UIbIIY€E JOCTAaBKY HATPilO 10 TUCTATBHUX
HUPKOBUX KaHanbliB. lle Moke BIUIMBAaTH Ha JAeKUIbKa (i310J0TTYHUX (YHKIH, BKIIOYHO 31
3HWKEHHSM SIK Tepel-, TaK 1 TOCTHaBaHTAXEHHA Ha ceple Ta 3MEHIIEHHSIM CHUMIAaTHYHOL
aKTUBHOCTI.

Memdpopminy 2iopoxiopuo

MeTtdopMiH € TMONIIKEMIYHUM 3aC000M, SIKUM MOKPAIIY€e TOJEPAHTHICTh J0 IIIOKO3H Y MaIlE€HTIB 3
IyKPOBUM Aia0eToM 2-ro THUIY, 3HWXKYIOUM OazajibHMHA Ta MOCTHpPaHAIaJbHUHA pIBHI TNIIOKO3H B
maasMi KpoBi. MeThopMiH 3HIKYE CHHTE3 TIIFOKO3M B TMEUiHIII, 3HMKYE BCMOKTYBAaHHS TJIFOKO3U B
KHUIIKIBHUKY W TIIBUIIY€ YyTIUBICTh 10 1HCYIIHY IUIIXOM ITOCHJICHHS NepU(epruuHOro 3aX0IIeHHs
i yruwmzanii mioko3u. Ilig yac sikyBaHHS MeT(GOPMIHOM CEKpellisl 1HCYJIIHYy He 3MIHIOETHCH,
BOJHOYAC pIBEHb IHCYJIIHY HaTIIe Ta J000BE 3HAYECHHS IUIA3MOBOTO DIBHS 1HCYTIHY MOXYThb
3HHU3HUTHUCS.

dapmakoAMHaAMIKA.
3azcanvua inpopmayis

Janaenigpnosun

VY 3710pOBUX YyYaCHMKIB JOCHIPKEHHS Ta MAI€HTIB 3 I[yKpPOBHM Jia0eToM 2-r0 TUIY Hicis
3aCTOCYBaHHS Jamnartiio3uHy crocTepiranocss 301IbIICHHS KUTBKOCTI TJIFOKO3M, BHUBENICHOI 13
ceyero. [Ipubnu3no 70 r TIIOKO3U BUBOAMIIOCS 13 ceuero 3a 100y MpH 3aCTOCYBaHHI Janartiio3uHy
B 1031 5 a6o 10 mr Ha n00y y MaIi€HTIB 3 IIYKPOBHM A1a0€TOM 2-TO THUITY MPOTIToM 12 THIKHIB.
Maif>ke MakcUMalbHE BUBEACHHS IVIIOKO3U CIIOCTEPIranocs B pa3i 3aCTOCYBaHHSA Janarii(po3uHy B
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n000Bii 1031 20 mr. Take BUBEIEHHS TIIFOKO3HW 3 CEYEIO MPH 3aCTOCYBaHHI Janariihao3uHy TaKoxXK
MPU3BOIUTEL 10 30inbiieHHs 00’emy ceui (muB. po3ain «[loGiuHi peakiii»). Ilicns npunuHEHHS
3aCTOCYBaHHS Jananti(ao3uHy ITiBUIICHUA TOKA3HUK BHBEJICHHS IVIFOKO3M ITOBEPTAETHCSA [0
BUXI1JIHOTO PIBHA B CEPEAHBOMY 3a 3 JIHI, SIKIIO J103a Janartidguo3uny craHoBuia 10 mr.

Kapoioenexmpodgizionocis

VY nocnipkeHHI 3a y4acTiO 3J0pOBHX 0Ci0 3acToCyBaHHs nanariiuio3uHy He Oylio MoB’si3aHO 3
KJIIHIYHO 3HAYyIIMM TMOAOBXKEHHsAM iHTepBany QTc y pasi 3acTocyBaHHS JIIKapChKOTO 3aco0y B
no6oBux mo3ax a0 150 mr (mo3a, sika y 15 pasiB mepeBHIyBajla MaKCUMalIbHYy PEKOMEHIOBaHY
no3y). KpiMm Toro, kmHI4HO 3Ha4dymoro BIUMBY Ha iHTepBan QTc He cmocrepiranocs micis
3aCTOCYBAHHS 3I0POBHMHU JTOOPOBOJIBISIMU JAarti(o3nHy B pa3oBux go3ax a0 500 mr (mo3a, sika
B 50 pa3iB nepeBuUIlyBaia MAKCUMAJIbHY PEKOMEHIOBAaHY J103Y).

dapMaKoKiHETHKA.

Kcizoyo Ilponone

3acrocyBanHsi Jikapcekoro 3aco0y Kcirgyo Ilpomonr 3mopoBuMH  JOOPOBONBLSAMH — HiCIA
CTaH/JAPTHOTO TPHUIOMY iXKi TMOPIBHSIHO 3 TPUHOMOM HATIIEe 3a0e3Ieuye OJHAKOBUH CTYIIIHB
excro3uIli ganartiduoduny ta MerdopMiHy mnposnoHroBaHoi fii. [lopiBHAHO 13 3acTOCyBaHHAM
JiKapchKOro 3aco0y Harmie, y pas3i HOro 3acTOCyBaHHS IIiJI Yac CTaHAApPTHOrO NpuiloMy ki
CIIOCTEPIraeThCsl 3MEHIICHHS MaKCHUMAallbHO1 KOHIIGHTpalii Aanartidio3uHy B IUIa3Mi KpOBI Ha
35 % ta 3arpuMmka Ha 1-2 romuHu ii AocArHeHHs. Takuil BIUIMB NpUHOMY DKI HE BBA)KA€ThCS
KIIiHIYHO 3HauymuM. [IpuiioM ki HE YMHHUTH ICTOTHOTO BIUIMBY Ha ()apMaKOKIHETHKY METQOPMIHY
y pa3i #Horo 3acTocyBaHHS y CcKiIaai KomOiHOBaHOTO Jikapcekoro 3acoOy Kcirmyo IIposmowr,
Ta0JIETOK, BKPUTHX ILJIIBKOBOKO 00O0JIOHKOI0, IMTPOJIOHTOBAHOT Jii.

Bcmokmyeanns

Hanaenighnozun

[Ticas mepopanabHOTO 3aCTOCYBaHHSA MakcuMaibHa KOHUEHTpalis (Cmax) Aanarmiiio3uHy B IUIa3Mmi
KpOBI, SIK MPABUJIO, JOCATAETHCS MPOTATOM 2 TOAMH Micis MpuiloMy JiKapcbKoro 3acoOy Harie. Y
pa3i MiABUIIEHHS 03U Aanantiduio3uHy B Jiama30Hl TepaneBTUYHUX 103 3Ha4eHHA Cmax 1 AUC
30UIBIIYIOTECS TPOIMOPLINHHO 30UIBLIEHHIO J03U. AOCOMIOTHA O10A0CTYHHICTH Aanariiiao3uHy
MICsl TEePOPATIbHOTO 3aCTOCYBaHHA JIKapchbkoro 3acoby B 1031 10 mr cranoButh 78 %.
3acTocyBaHHS JIKapChKOTO 3ac00y 3 TKEI0 3 BUCOKMM BMICTOM JKUPIB 3HMKYE Cmax Aanantiiao3uny
Ha 50 % 1 MoMOBXKy€e MOKA3HUK Tmax MpuONMM3HO Ha 1 romuuy, ane He 3MiHIOE mokazHuk AUC
MOPIBHSHO 3 MPUHOMOM JIiKapchKoro 3aco0y Hartuie. L{i 3MiHM He BBaXKaIOThHCS KJIIHIYHO 3HAYYLIUMU
1 Janartigio3uH MOXHa 3aCTOCOBYBAaTH HE3aJIEKHO B1Jl MPUHOMY 1XKI.

Memdpopminy 2iopoxiopuo

[Ticas ogHOPa30BOroO NEPOPATBLHOTO MPUIOMY MET(HOPMIHY ITPOJIOHTOBAHOI i Me/iaHa TOCATHEHHS
Cmax JOPIBHIOE 7 TOAMHAM Ta Mae Jiianas3oH BiJ 4 10 8 roguH. CTymiHb BCMOKTYBAaHHS MET(QOPMIHY
(3a mokazHukoM AUC) y pa3i mpuilomy MeTQOpMiHY NpOJOHTOBAaHOI il y BUIVISAAI TaOleToK
nigBHILy€eThest mpubim3Ho Ha 50 % npu npuiiomi 3 Dkero. BrumuBy ki Ha Cmax 1 Tmax MeTopMiny
HE CITOCTEPITaiocs.

Posnooin

Janaenighnosun
Hanarniiao3us 3B’ a3yeTbes 3 OikamMu npuban3Ho Ha 91 %. YV marieHTiB 3 HOpyHIEHHAMH QYHKIIT
HUPOK a00 MEYiHKY 3B’ A3yBaHHS JIIKAPCHKOTO 3ac00y 3 O17IKaMU HE 3MIHIOETHCS.

Memdpopminy 2iopoxiopuo

JocmipkeHHs  po3noainy MeThOpMiHy TMPOJOHTOBAaHOI Mii HE TPOBOAWIWCS, MPOTE TICIs
OZIHOPA30BOTO MEPOPATILHOTO 3aCTOCYBAaHHS MET(HOPMiHY KOPOTKOI Iii y 1031 850 Mr ioro ysiBHHA
00’em posmonity (V/F) cranoBuB y cepenmnbomy 654 + 358 1. MerdopmiH HE3HAUHOIO MIpOIO
3B’S3y€ThCs 3 OLIKaMM IUIa3MU KPOBi, HA BIIMIHY BiJ] CylIb(OHIICEUOBUHH, CTYMIHb 3B’ S3yBaHHS 3
O11KkaMu sik01 cTaHOBUTH OubiIe 90 %. MeTgopMiH MPOHUKAE B EPUTPOLIUTH.
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Memabonizm

Hanaenichnozun

Merabonizm  nmamarmiio3uHy — omocepenkoByeTbes  mepeBakHo  UGTIA9;  merabonism,
omocepenkoBannii CYP, y mroneit He3naunuil. Jlanmarmimo3wH IHTEHCHBHO METa0OMI3y€eThCs
HacaMmIiepe]] 3 yTBOpeHHsIM mamariiduosuny 3-O-IIoKypoHiLy, 0 € HEAaKTUBHUM METa0O0ITOM.
Janarnidnosuny 3-O-mmokypoHin craHoButh 61 % Big no3m ['*Cl-manmarmidmosuny 50 mr i e
MepeBaXAOYHNM Y TUTa3Mi KPOBI JIFOMUHH KOMIIOHEHTOM, TIOB’SI3aHUM 3 JIIKAPCHKUM 3aCO00M.

Memdpopminy 2iopoxiopuo

JlocmiKeHHsT 3 BHYTPIIIHBOBEHHUM BBEJICHHSM OJHOPA30BOi J03H 3I0POBHM J0OPOBOJIBIISIM
MOKa3aja, Mo MET(GOpPMIH EKCKPETyeTbCcsS Y HE3MIHEHOMY BHUIVISII 3 CEUCI0 Ta HE MiJIA€ThCs
MeTaboI1i3My B mediHii (y Jiroaei He Oy10 BUSBICHO HISIKUX META0OJIITIB) 200 BUBEIACHHIO 3 )KOBYIO.
HocmimkeHHss MeTa0oIi3My MeT(QOpPMiHY MPOJIOHTOBAHOI Ail y pasi 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y B Ta0JIeTKaX HE MPOBOIMIIUCS.

Bueseoenns

Jlanaenighnosun

Hanarmiao3uH 1 MoB’s3aHi 3 HUM METa0ONITH B OCHOBHOMY BHBOJASATHCS IUIIXOM EKCKperil i3
ceuero. Ilicns 3acrocysanns ['“C]-nanarmignosuny B pasosiit 103i 50 mr 75 % i 21 % 3aransHoi
PaTi0aKTUBHOCTI BHUBOIMTHCS BIJIIMOBIAHO 13 ceder0 Ta KajmoMm. I3 ceuero menme 2 % mo3m
JIKapChKOro 3aco0y BUBOAMTHCA y HE3MIHEHOMY BHIVISAI. 3 KaJlOM Yy HE3MIHEHOMY BHIVIAL
BUBOIUThCA mpubmm3Ho 15 % mo3m  mikapcekoro 3aco0y. CepemHidi  KiHIEBHHA — TIEpiof
HamiBBUBEJEHHS Janartidio3uHy 3 Mmia3Mu KpoBi (ti2) cTaHOBUTH MpuOIU3HO 12,9 roguuHu micis
OJTHOPA30BOTO MIEPOPATLHOTO MpuitoMy nanartidao3uny B 1031 10 mr.

Memdaopminy ciopoxniopuo

HupxkoBuii kiipeHc MeTopMiHy NEPEBUIIY€E KIIPEHC KpeaTuHIHy NpuOau3Ho B 3,5 pasa, 110 BKa3ye
Ha KaHaJbIEBYy CEKpeLil0 SK Ha OCHOBHUHM IIIAX eniMiHauii MeTdopminy. Ilicas mepopanbHOro
3actocyBaHHa MeTdopminy npubmzHo 90 % Jikapchkoro 3aco0y, 10 BCMOKTABCS, BUBOIUTHCS
HUPKaMU TpOTAroM rnepimux 24 roguH. Ilepios HaniBBUBEIEHHS 3 TUIa3MHU KPOBI CTAHOBUTH OJIU3BKO
6,2 roquuu. Ilepionx HamiBBUBEACHHS 13 KPOBI CTAaHOBUTH MpHOIU3HO 17,6 TOAMHU, 110 BKa3zye Ha
MOXJIUBY y4acTb €PUTPOLIUTIB B POJIi €TI0 PO3MOALTY JIKapChKOTo 3aco0y.

Oxpemi epynu nayicnmis
THayieumu 3 nopyuenHsam QyHKyii HUpoK

Janaenighnosun

IIpu piBHOBakHIM KOHIEHTpalii Jikapcbkoro 3acoly (20 mMr namartiduo3uHy OAuWH pa3 Ha 100y
MPOTATOM 7 THIB) MALlEHTH 3 IIYKPOBUM JiabeToM 2-T0 TUIY Ta 3 MOPYLIEHHSIMH (QYHKIIT HUPOK
JIETKOTO, TOMIPHOTO a00 TSKKOro CTymeHs (1o Oyslo BH3HAYEHO 3a PO3PaxOBaHOIO IIBUAKICTIO
Kki1yooukoBoi ¢imprparii (pllIK®)) manu reomerpuyHi cepeaHi 3HAYEHHS CHUCTEMHOI €KCITO3MIIiT
namarmiiao3uny, ski Oymu Bummmu Ha 45 %, B 2,04 1 3,03 pa3a BiAMOBiIHO, HiX aHAJIOTI4HI
MMOKAa3HUKH Y TAIIEHTIB 3 I[yKPOBUM A1a0€TOM 2-T0 THITY 3 HOPMAJIbHOIO (YHKIIE€I0 HUPOK. Bura
CHCTEMHa eKCIO3UIlis Janarmi(iao3uHy y MalieHTIB 3 ILYKPOBUM JAiadeToM 2-ro THUIY Ta 3
MOPYIIEHHSAMU (YHKIII HUPOK HE MPU3BOAMIIA 0 BHINOI 1000BOI ekckpeuii riroko3u. JloGosa
eKCKpeLlisl TIIIOKO3U 3 CEeYelo NMPHU PIBHOBAKHIM KOHIEHTpaLii JIKapChKOro 3aco0y y MAIli€HTIB 3
I[yKPOBUM Jia0eToM 2-ro THMIY Ta 3 MOPYUIEHHSIMH (QYHKIT HUPOK JIETKOTO, MOMIpPHOro abo
TSDKKOTO cTyneHs Oyna BianoBigHo Ha 42 %, 80 % 1 90 % HMXK40I0, HIXK y MAlLli€HTIB 3 I[yKPOBUM
niaberoM 2-ro TUIy 3 HOPMallbHOKO (yHKII€0 HHUPOK. BrumB remomianizy Ha €KCIO3UIIIO
namarmiiao3uHy HeBimommid (muB. po3aimm «Cmoci® 3actocyBaHHS Ta J03u», «OcoOIHBOCTI
3aCTOCYBaHHS» Ta MIAPO3ILT «3aCTOCYBaHHS OCOOIMBUM T'pyIlaM TaIli€HTIBY ).

Memdpopminy 2iopoxiopuo
VY martieHTiB 31 3HIWKEHOIO (YHKIIIEI0 HUPOK TEpioJ] HaMiBBUBEACHHS METHOPMIHY 3 IJIa3MH KPOBI

Ta KPOBI IMOJOBXKYETHCA 1 3HIKYETHCSI HUPKOBUHM KiipeHC (auB. po3ainu «IIpoTunokasaHHs» Ta
«OCco0MMBOCTI 3aCTOCYBAHHS ).
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Tayienmu 3 nopywennsam GyHkyii nevuinku

Hanaenichnozun

VY mamieHTiB 3 mOpymieHHsAM (PyHKIIT MEYiHKU JeTKoro abo momipHoro crymeHs (kimac A 1 B 3a
knacudikamniero Yainna — [1'10) cepenti moka3HUKU Cmax 1 AUC manarmidno3uny Oyinu BiAMOBIIHO
Ha 12% 1 36 % BUIIUMH MOPIBHSHO 3 IMOKAa3HWKAMM MifAiOpaHUX 3a MEBHUMHU MapaMeTpaMu
3OPOBUX YYAaCHHUKIB JIOCHI/DKEHHS B KOHTPOJBHIA TPyIi TIiClIs pPa30BOrO 3aCTOCYBAaHHS
nanarmidno3uny B 1031 10 Mr. 1i BIAMIHHOCTI HE PO3IISIIANNCS K KIIHIYHO 3HAYYIIl. Y TAIll€HTIB
3 mopymeHHsIMH (yHKIii medinky Tspkkoro cryneHs (kinac C 3a knmacudikaniero Yaiinpa — I1°10)
cepenti mokazHUKH Cmax 1 AUC mamarmidmosuny Oynu BiamoBimHo Ha 40 % 1 67 % Bummmun
MOPIBHSHO 3 TIOKa3HMKaMH MiJiOpaHMX 3a TEBHUMH IapaMeTpaMy 3I0POBUX YUYACHHKIB
JOCJIIPKEHHS B KOHTPOJILHIN TPyIIi.

Memdpopminy 2iopoxiopuo
dapMaKOKIHETHYHI JOCHIKEHHS MET(QOpPMIHY 3a Y4YacTIO MAIl€HTIB 3 MOPYLIEHHSAMH (QYHKIIIT
MEYiHKU HE MPOBOIMIIUCS (AMUB. po3aisl «OCOOIMBOCTI 3aCTOCYBAHHS).

THayienmu aimnvo20 6iKy

Janaenighnosun

3a 1aHUMM TOMYJSIIHHOTO (papMaKOKIHETUYHOIO aHalli3y BIK HE MA€ KIIHIYHO 3HAYYILOr0 BILIUBY
Ha CHCTEMHY €KCIO3HIII0 Jarmarti(o3uHy; TAaKUM YUHOM, KOPEKIis JO3H JIIKapCHKOTO 3aco0y He
moTpiOHAa.

Memdaopminy ciopoxniopuo

Jleski nmaHi, OTpUMaHi y XOJi IMPOBEACHHS KOHTPOJIHOBAHHMX (DapMAaKOKIHETUYHUX HOCHIKECHb
MeT(hOpMiHY 3a y4acTIO 3A0POBHX OCIO JITHBOTO BiKY, CBiIYaTh MpO Te, II0 3arajdbHHUM MIa3MOBUN
KJIipeHC MeT(OpMiHY 3HMKYETHCS, TIEPioJ] HAMIBBUBEACHHS JIIKAPCHKOTO 3aCO0y IMOMOBXKYETHCS 1
Ciax 301TBIIIY€THCS TTOPIBHAHO 3 aHAIOTTYHUMHU OKa3HUKAaMH Y 30POBUX 0C10 MOJIOJIIIOTO BIKY.
Takum unHOM, 3MiHa (hapMaKOKIHETUKHA MET(POPMIHY 3 BIKOM, MEPII 3a BCE, MOSCHIOETHCS 3MIHOKO
(byHKILIT HUPOK.

Ileoiampuuna nonynayis
dapmakokiHeTHKa Jikapcbkoro 3aco0y Kceirmyo IlposoHnr B neaiaTpuyHii nomysisinii He BUBYAIaCh.

Cmamb

Hanaenighnozun

3a JaHUMH TOMYJSIIAHOTO (papMaKOKIHETUYHOTO aHali3y CTaTh TMAallleHTa HE Mae€ KIIHIYHO
3HAYYIIOTO BIJIMBY Ha CUCTEMHY EKCIO3UIIII0 Manarii(pio3uHy; TaKMM YHUHOM, KOPEKIIis 103U
JIIKapChKOTO 3ac00y HEe MOTpiOHAa.

Memdpopminy 2iopoxiopuo

dapMaKOKIHETHYHI MapamMeTpu MET(POPMIHY Y 3A0POBUX OCIO 1 MAIIEHTIB 3 I[yKPOBUM Jl1abeToM 2-
ro THUIYy CyTTEBO HE BIAPI3HSAIMCA MiJI 4Yac TNPOBEJCHHS aHaji3y JaHUX 3a O3HAKOI CTari
(uonoBiku = 19, xinku = 16). Kpim TOro, B KOHTPOJIbOBAaHUX KJIIHIYHUX JOCIIKEHHSIX Yy MaIl€HTIB
3 LYKPOBUM Jia0eToM 2-ro THIy TilMorIikeMiuHuN edekr MeTdopMmiHy OyB IMOpPIBHAHHUM Y
YOJIOBIKIB 1 KIHOK.

Pacosa nanesxcricmo

Janaenighnosun

3a JaHUMHU TOMyJSLiMHOrO (HapMaKkOKIHETHYHOTO aHaji3y pacoBa HAJICKHICTh Talli€eHTa
(IpencTaBHUKK €BPONEOIMHOI, HETPOiMHOI pacu ab0 a3iaTChKOTO TMOXOIKEHHS) HE Ma€ KIIHIYHO
3HAUyNIOTO BIUIMBY Ha CHUCTEMHY EKCIO3MIIIO0 Mamartipio3uHy; TaKUM YHHOM, KOPEKIis H03U
JIIKapChKOTO 3ac00y HEe MOTpiOHAa.

Memdpopminy 2iopoxiopuo
JocmipkeHHsa (papMakOKIHETHYHUX TapamMeTpiB MeT(OpMiHy 3aJeXHO BiJ pacoBOi HAJICKHOCTI
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MaiieHTa HE TMPOBOAWIHMCSA. Y XOIl TPOBEACHHS KOHTPOJHOBAHUX KIHIYHHUX JIOCTIIKEHb
3aCTOCYBaHHS MeT(hOpMiHy MaI[iEHTaM 3 IIyKPOBHUM /11a0eTOM 2-T0 TUITY TiNONTiKeMidyHHi epekT OyB
MOPIBHSAHHKUM Yy TPEJICTAaBHUKIB €BporeoinHoi (n = 249), merpoinnoi (n=151) pacu ta BUXIILIB 3
Jlaruncekoi Amepuku (n = 24).

Maca mina

Hanaenichnozun

3a JaHUMHU MOMYJALIHHOTO (apMaKOKIHETHYHOTO aHajli3y maca Tija Talli€eHTa He Ma€ KIIHIYHO
3HAUyNIOTO BIUIMBY HAa CHUCTEMHY EKCIO3MIII0 Mamarti(io3suHy; TaKUM YHHOM, KOPEKIis H03U
JIIKapChKOTo 3ac00y HEe MOTpiOHAa.

Jixapcoki 63aemo0ii

Oxkpemi (hapMakOKIHETHYHI JOCIIDKEHHS JIIKapChKOi B3aeMofii 3 JikapcbkuM 3acoboM Kcirmyo
[TposioHr HE MPOBOIMIIUCS, XOua TaKi JOCIHIIKEHHS Oyl MPOBEICHI 3 OKPEMUMH KOMIOHEHTAMHU
JiKapchKoro 3aco0y Aanartiio3uHOM 1 MeT(HOPMIHOM.

Oyinka aikapcoKux 83aemooiu 6 ymosax in Vitro

Jlanaenighnosun

Y xomi TpOBEACHHS IOCHTIDKCHh B YMOBaxX in vitro nananmiduo3uH 1 manarmiduosuny 3-O-
IJIIOKYpOHiA He mpurHidyBanu aktuBHicTh CYP 1A2, 2C9, 2C19, 2D6, 3A4 ta He 1HOyKyBaJIu
aktuBHiCTE CYP 1A2, 2B6 a6o 3A4. [Jlanarmidno3uH € ciabkum cyOcTparoMm Jjisi aKTHUBHOTO
nepeHocHuka P-rimikonpoteiny (P-gp), a mamammidmosuny 3-O-IoKypoHiZ € cyOcTparoMm Juis
aktuBHOTO Tpancnoprepa OAT3. Jlanarmidmo3un abo panartiduiosnny 3-O-TIIOKYPOHIJ CYTTEBO HE
IPUTHIYYBaJIM AaKTUBHICTh akTMBHMUX IepeHocHUKiB P-gp, OCT2, OAT1 a6o OAT3. B uinomy,
namartiI03uH HaBPsJ YM BIUIMBAE HA (DAPMAKOKIHETHKY OJHOYACHO 3aCTOCOBYBAHMX JIIKAPCHKHX
3ac00iB, ski € cydctparamu g P-gp, OCT2, OAT1 a6o OATS3.

Bnaue inwux nikapcokux 3acobie na memgopmin
VY rtabmuni 1 npencraBieHi epeKTH IHIIMX OJHOYACHO 3aCTOCOBYBaHMX JIIKAPCHKUX 3aco0iB Ha
MeT(hOpMiH.

Tabnuys 1
Bnaue oonouacno 3acmocogysanux JiKapcbKux 3acobié HA NAA3MO8Y CUCMEMH) eKCHO3UYIlo
Mem@popminy

OpnHoYacHO 3aCTOCOBYBAHUM Metdopmin Metdopmin
JiKapchbKHii 3aci0 (pexxuM no3yBanHs)* | 3MiHa MoKa3HUKIB 3miHa

(pexxuM no3yBaHHs)™ AUC? 110Ka3HUKIB' Cinax
Kopuzysanns 003u He sumazanocs Onsi makux JiKapCcobKux 3acoois:
ImiGypun (5 mr) 850 mMr 19 %3 17 %°
dypocemin (40 mr) 850 mr 115 %° 122 %3
Hidenunin (10 mr) 850 mMr 19 % 120 %
[Tpomnpanonoin (40 mr) 850 mr 110 % 16 %
I6ynipoden (400 mr) 850 mr 15 %?* 17 %°
Jlikapcoki  3acobu, AKi  6UB00AMbCA HUPKAMU ULIAXOM  KAHATbYEBOI ceKpeyii, MOoiCymb
nocunoeamu  Kymyusayilo memeopminy (0us. po3oin «Bzaemodis 3 iHwUMU TIKAPCOKUMU
3acobamu ma iHwi 8UOU 83AEMOOTIY).
Humernaun (400 mr) ‘ 850 Mr ’ 140 % ’ 160 %

* MetdopmiH 1 BCl OIHOYACHO 3aCTOCOBYBaHI JIKapChKi 3aCOOM 3aCTOCOBYBAJIUCS y BHIVISAIL
Pa3oBUX /103.

' BizcoTkoBa 3MiHa (3/6€3 OJHOYACHOTO 3aCTOCYBAHHS KApChKOro 3acoly i 6e3 3minm = 0 %); 11 |
BKa3yIOTh BI/IMOBITHO Ha 301IBIIICHHS 1 3MEHIIIEHHS €KCTIO3HITi.

# AUC = AUC(INF) (110111a it KpHBOIO KOHIIEHTpALis/9ac, eKCTPanoiboBaHa 10 HECKiIHUEeHHOCT).
Y CriiBBiHOIIEHHS cepenHiX apuGMETHUHHNX 3HAYEHb.

Bnnue memgpopminy na inwi nikapcoki 3acobu
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VY Tabnuiil HUK4Ye TpencTapieHi edekTr MeT(hOopMiHy Ha 1HII OJTHOYACHO 3aCTOCOBYBaHI JIIKapChKi
3aco0u.

Tabnuys 2
Bnaue memgpopminy na cucmemny eKcnozuyito 0OHOYACHO 3ACMOCO8Y8AHUX NIKAPCLKUX 3AC00I8
OJIHOYACHO 3aCTOCOBYBAHUI Mertdopmin OHOYACHO 3aCTOCOBYBAHMIA
JKapChKUii 3aci0 (pexxum 1o3yBaHHS)* JiKapchKuii 3aci0
(pexuM no3yBaHHs)* 3MiHa MOKA3HUKIB' 3miHa
AUCH 110Ka3HUKIB Ciax
Kopueysanns 0ozu ne sumazanocs 0ns maxux JiKapcoKux 3acoois:
I'miGypun (5 mr) 850 mr 122 %° 137 %°
dypocemiz (40 mr) 850 mMr 112 % 131 %°
Hidenumin (10 mr) 850 mr 110 %' 18 %
IIponpanonon (40 mr) 850 mr 11 %! 12 %
[6ynpoden (400 mr) 850 mr 13 %" 11 %"
umernaun (400 mr) 850 mr 15 %' 11 %

* MerdopmiH 1 BCi OIHOYACHO 3aCTOCOBYBaHI JIKapChKi 3aCOOM 3aCTOCOBYBAJHUCS y BHIVISAIL
pa3oBUX /103.

" BizcoTkoBa 3MiHa (3/6€3 OJHOYACHOTO 3aCTOCYBAHHS MKAPCHKOTO 3aco0y i 6e3 3minm = 0 %); 11 |
BKa3YyIOTh BiJIMOBIAHO Ha 30UIBIICHHS 1 3SMEHILIEHHS €KCIIO3HIII].

1 AUC = AUC(INF) (mmoma i KpUBOIO KOHIIEHTpaIlisi/gac, eKCTParoNboBaHa 10 HECKIHUEHHOCTI),
SKIIO HE BKA3aHO 1HIIE.

¥ CniBBifiHOIEHHS cepeHiX apu(METHYHUX 3HAYeHb, P-3Ha4eHHs pizHuLi <0,05.

1 3navenns AUC (0-24 rox) (mmoma I KpUBOIO KOHIEHTpallis/dac 3 MOMEHTY BBEICHHS
JIKapchKoro 3aco0y A0 24-1 roAuHM), PO SKI MOBLAOMIISLIIOCS.

* CniBBifHONIEHHS cepeHiX apu(QMETHUHMX 3HAYECHb.

Bnaue inwux nikapcokux 3acobie na danaanigpnozun
VY Tabmumi HWX4Ye NpeACTaBieHI ePEeKTH OJHOYACHO 3aCTOCOBYBAHMX JIKapChKHUX 3aco0iB Ha
nanariduo3ud. Kopekiiis 1o3u qanantiduio3uHy He oTpiOHa.

Tabnuys 3
Bnaus oonouacno 3acmocogysanux 1ikapcoKux 3acobie Ha CUCMeMH)y eKCno3uyilo 0anaziihio3uny
OnHoOuUacHO 3aCTOCOBYBaHUI Hanarnidiao3un Hanarnidnao3un
JKapCchKUii 3aci0 (pexxum 3ndi — . —
MiHa IMOKa3HUKIB'| 3MiHa MOKa3HUKIB
(pexxuM J103yBaHHA)* JI03yBaHHA)* AUCE Conne
Kopuzysanns 003u He sumazanocs 01 makux JikapcbKux 3aco0is:
Ilepopanvni cinoenikemiyni 1iKapcovKi 3acoou
Metdopmin (1000 mr) 20 mr 1% 7%
[TiornmitazoH (45 mr) 50 mr 0 % 19 %
CurarminTus (100 mr) 20 mr 18 % 14 %
Imimenipug (4 mr) 20 mr 11% 1%
Bormi6o3sa (0,2 Mr Tpu pa3u Ha 10 mr 1% 14 %
100y)
THwi nikapcoki 3acobu
I'ippoxiopriazua (25 mr) 50 mr 17 % 11 %
Bymeranin (1 mr) 10 mMr onuH pa3 Ha 15 % 18 %
100y mpoTsirom 7
JTHIB
Basncapran (320 mr) 20 mr 12 % 112 %
CumBacrarus (40 mr) 20 mr 11% 12%
AnmubaxmepianvHuil 1iKapcbKuil 3acio
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Pudammnin (600 Mr ogux pa3 Ha 10 mr 122 % 17%
100y mpoTsroM 6 NIHIB)
Hecmepoionuii npomuzananvruil nikapcvkuil 3acio
MedenaminoBa KucioTa 10 mr 151 % 113 %
(maBanTaxxyBanpHa j03a S00 Mmr 3
MOJIaJIBIINM 3aCTOCYBaHHsAM 14
103 10 250 Mr KOXHi 6 TOIMH)

* PazoBa [03a, AKIIO HE BKAa3aHO IHIIIE.

" BizcoTkoBa 3MiHa (3/0€3 OHOYACHOTO 3aCTOCYBAHHS JIIKAPCHKOTO 3aco0y i 6e3 3minm = 0 %); 11 |
BKa3ylOTh BIJIMOBIIHO Ha 301IbIIICHHS 1 3MEHIIIEHHS €KCIIO3HITi.

1 AUC = AUC(INF) (mmoma mij KpHBOIO KOHIIEHTPALLisl/9ac, eKCTPANoNboBaHa 10 HECKIHUEHHOCT])
JUTSL JTIKAPCHKUX 3aC001B, SIK1 3aCTOCOBYBAJIMCA Y BUIIIAI pa3oBux 103, 1 AUC = AUC(TAU) (muromia
i KPUBOIO KOHIIEHTpalis/Jyac, OOMeXeHa KiHI[eM iHTepBaly J03yBaHHA) JUIA JIIKAPCHKUX 3ac00iB,
SIK1 3aCTOCOBYBAJIMCS y BUIVIsIII Oararopa3oBHX J103.

Bnaue oanaenighnosumny na inwi 1ikapcoki 3acoou

Y Tabnuni HIKYE mpeacTaBieHi edekTd Aanarmiiao3uHy Ha 1HII OJHOYACHO 3acTOCOBYBaHi
mikapchki 3acoOu. Jlamarmiduio3wH CyTT€BO HE BIUIMBAaB Ha (PApMaKOKIHETHKY OJHOYACHO
3aCTOCOBYBaHUX JIIKapChKUX 3aCO01B.

Tabnuys 4
Bnnus oanaenighnozuny na cucmemuy ekcno3uyito 0OHOYACHO 3ACMOCOBYBAHUX IIKAPCLKUX 3AC0018
OnHOYacCHO 3aCTOCOBYBAaHUM Jamarmidiao3un OpaHOYacHO 3aCTOCOBYBaHUM
JIIKapChKHH 3aci0 (pexum 103yBaHHS )™ JKapChbKui 3aci0
(pexxuM fo3yBaHH)* 3mina nokasuukiB' | 3miHa mokaszHukis'
AUCH Cinax

Kopueysanns 0ozu ne sumazanocs onsi maxkux aikapcbKux 3acoois:

Ilepopanvhi cinoanixemiyni 1ikapcvki 3acoou

Mertdopmin (1000 mr) 20 mr 0% 15%
[TiormiTazoH (45 mr) 50 mr 0% 7%
Curarmintus (100 mr) 20 mMr 11 % 111 %
Inmimenipug (4 mr) 20 mr 113 % 14 %
Inwi nikapcoki 3acoou
I'ippoximopriasua (25 mr) 50 mr 11 % 15 %
Bbymeranin (1 mr) 10 mr onuH pa3 Ha 113 % 113 %

00y mpoTsirom 7

JTHIB

Bancapran (320 mr) 20 mr 15 % 16 %
CumBacrarus (40 mr) 20 mr 119 % 16 %
JHurokcun (0,25 mr) 20 mr 0 % 11%

HaBaHTa)XyBaJIbHA

Io3a, moTiM 10 Mr

OJIMH pa3 Ha J00y

MIPOTSTOM 7 JIHIB
Bapdapun (25 mr) 20 mr
S-Bapdapun HaBaHTa)XyBaJbHa 13 % 17 %
R-Bapdapun n03a, motim 10 mr 16 % 18 %

OJIMH pa3 Ha 100y

MPOTSITOM 7 AHIB

* Pa3zoBa 1032, AKIIO0 HE BKA3aHO IHIIIE.

 BincoTkoBa 3MiHa (3/6€3 0HOYACHOTO 3aCTOCYBaHHS JliKapchkoro 3acoby i 6e3 3minu = 0 %); 11 |
BKa3yIOTh BiJIMTOBIHO Ha 30UIBIICHHS 1 3MEHIIIEHHS €KCIIO3UII1.

¥ AUC = AUC(INF) (mumoma i KpHBOIO KOHIIGHTPAIisl/9ac, eKCTParoiboBaHa 10 HECKiHIEHHOCT )
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JUTSL JTIKAPCHKUX 3aC001B, SIK1 3aCTOCOBYBAJIMCA Y BUIIIAI pa3oBux 103, 1 AUC = AUC(TAU) (mutomia
IiJ] KPUBOIO KOHIIEHTpAIlis/9ac, 0OMeKeHa KIHIIeM IHTepBally JO3YBaHHs) [T JTIKapChbKUX 3aC00iB,
SIK1 3aCTOCOBYBAJIMCS Y BUIVIAII Oararopa3oBHX JI03.

KuiniuyHi XapakTepucTuKH.
Ilokazanna.

Kcirnyo IlpomoHr moka3aHuil SIK JOMOBHEHHS 0 Ji€TH Ta (I3MYHMX BIpaB JUIS MOKPAIICHHS
[IIKEMIYHOTO KOHTPOJIIO Y JOPOCIIHX 3 IIYKPOBUM J1a0ETOM 2-TO THUITY.

Janarmiduio3nH, TpW 3acTOCyBaHHI SK KOMIIOHEHT Jiikapchbkoro 3aco0y Kcirmyo Ilposnowr,

MOKa3aHM JJIs1 3HKCHHS:

*  pU3HWKY rocHiTajizaiii 4epe3 ceplieBy HEIOCTaTHICTh y JOPOCIUX 3 IYKPOBUM aiabeToM 2-ro
TUINy Ta BCTAHOBJICHHMMH CEPIIEBO-CYAMHHUMH 3axBoproBaHHsMU (CC3) ab0 MHOXHHHUMH
cepueBo-cyauaauMu (CC) dakTopamMu pu3uKy.

OOMeKeHHS Y 3aCTOCYBaHHI
» 3actocyBaHHS Jikapchkoro 3aco0y Kcirmyo IIposoHT He Moka3aHO MaImi€eHTaM 3 IIYKPOBUM
niaberom 1-ro tumy (auB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHSD» ).

Ilpomunokazanns.

Kcirnyo IIponoHr mpoTunokasaHuii namieHTam i3:

. HASBHICTIO B aHaMHe31 cepilo3HOi peakilii rinepyyTiIuBOCTI 10 Janariidio3uHy, HapuKiIai,
aHa(IaKTUYHUX peakiiid abo aHTIOHEBPOTHYHOTO HAOPSIKY, a0 TinepuyTIMBOCTI 10 MET(HOPMiHY
rigpoxnopuay (nuB. po3ain «Ilo6iuni peakmii») abo TinmepuyTAUBICTIO 10 OyAb-SKO1 3 TOTOMIKHUX
PEYOBUH;

o rOCTpUM a00 XPOHIYHHM METa0OJIIYHUM alui030M, 30KpeMa MOJOYHOKHCIUM allia030M,
Ta0EeTUYHUM KETOaIluI030M, 13 KOMOr abo 0Oe3. JliabeTWuHui KeTOanmuao3 CIiJ JIKyBaTH
1HCYMIHOM (IUB. po3i1 «Oco0IMBOCTI 3aCTOCYBAaHHS);

° N1aGeTUYHOO MPEKOMOIO;
o TAKKOI0 HHMPKOBOK HenoctatHicTio (pLIK® menmie 30 mi/xs/1,73 M?), TepMiHAIbHOIO
CTaJI€I0 XBOPOOW HUPOK a00 marfieHTaM Ha aianisi (auB. po3aiia «OcoOIMBOCTI 3aCTOCYBAHHS ),
J TOCTPUMU CTaHAMH, SIKi MOXYTh BIUIMBATH Ha (YHKIIII0O HUPOK, TAKUMH SIK:

- Jerigparartis,

- TSDKKa THOEKIs,

- ILOK;
J TOCTpUM a00 XPOHIYHUM 3aXBOPIOBAHHAM, SIKE MOXKE CIIPUUMHHUTH TIMOKCII0 TKAaHWH, TAKUM
SK:

- cepueBa abo quxanbHa HEIOCTATHICTb,
- HEIaBHO MepeHeceHui 1H(apKT Miokapaa,

- ILOK;
. NOpYUIeHHAM (QYHKIIT eYiHKH;
o TOCTPOIO AJIKOTOJIBHOIO IHTOKCHUKALIIEIO, aJIKOTOII3MOM.

B3aemooia 3 inwmumu nikapcekumu 3acooamu ma inuii uou 63a€mo0iil.

Tabnuys 5
Kniniuno snauywi 63aemo0ii 3 nikapcokum 3acobom Kcieoyo [lponone
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Ineibimopu kapboanzeiopasu

Kniniunuit ennue

Tomipamar abo iHmi iHriOiTOpr KapOoaHTiApa3su (HAmpUKiIag 30HICaMi,
arerazosiamiyy abo auxysopdeHamMisl) 4YacTo CIHPUYUHSIOTH 3HIDKCHHS DPIBHSA
OikapOoHaTy y CHpOBaTii KpOBI Ta NPU3BOMATH JO TINEPXJIOPEMIYHOTO
MEeTa0oJIIYHOTO arnua03y 0e3 3MiH aHIOHHOTO I1HTEpBay, TIMEPXJIOPEMIYHOTO
MeTabomiuHoro anuao3y. OnHOYaCHE 3aCTOCYBAaHHSI IIUX JIIKAPCHKHUX 3ac00iB 13
aikapcbkuM 3acoboM Kcirmyo IIposoHr mMoke MIABHUIIMTH PU3HK PO3BUTKY
JAKTOAIHU03Y.

Bmpyuanns

Moske OyTH TOIIBHUM OUTBII YaCTUH KOHTPOJIb CTaHy TAKUX IMAIliEHTIB.

Jlikapcoki 3acodu,

WO SHUINCYIOMb KILIPEHC Mem@OpMiHy

Kniniunuii eniue

OnHOYacHe 3aCTOCYBaHHS JIIKAPCHKHX 3ac00iB, SIKi BIUIMBAIOTh HA 3aralibHy
KaHaJbIICBY TPAHCIOPTHY CHUCTEMY HHPOK, IO Oepe ydacThb y BHUBEACHHI
MeThOpMiHYy HUPKaMU (HAIpUKIAJ, OpPraHi4HI KaTiOHHI TPaHCIOPTEPH-2
[OKT2]/inri6iTopu ekctpy3ii Jikapchkux 3aco0iB Ta TokcuHiB [MATE], Taki sk
paHoNa3uH, BaHIETaHIO, AOIyTerpaBip Ta IUMETHJIMH), MOXKE 30UIbLIYBaTH
CHCTEMHY €KCIIO3UIliI0 MeT(GOopMiHy Ta TIJABHIIYBaTH PHU3UK PO3BUTKY
JaKTOAUU03y (IUB. po3ain «DapMaKoIoriuHi BIaCTUBOCTI»).

Bmpyuanns

HeoOximno BpaxoByBaTu
3aCTOCYBaHHSI.

nepeéBarn  Ta PHU3UKU TaKOIr0  OAHOYACHOI'O

Ankozonw

Kniniunuii eniue

AJKOTONb, SIK BiJIOMO, 37[aT€H MOTEHIIIIOBATU Jil0 MEeT(HOpMiHYy Ha METabOIi3M
JIaKTaTy.

Bmpyuanns

[ToTpiGHO 3acTepertu MaieHTIiB BiJ HaJAMIPHOTO BKMBAaHHS aJKOTOJIIO IIiJI 4ac
3acTocyBaHHs JikapcbKkoro 3aco0y Kceirmayo IposoHr.

Iucynin abo 3acobu, wo cmumyn0mMy CeKpeyiro iHCYiHy

Kniniunuii eniue

Pusnk po3BUTKY TrinommikeMii MoXe MiIBUIIYBaTUCA Yy pPa3i OJHOYACHOTO
3actocyBanHs Kcirmyo Ilpononr 3 iHcyniHOM abo 3aco0amMu, 10 CTUMYJIOIOTh
CeKpelLil0 1HCYNiHy (Hampukialg, Cylb()OHUICEYOBUHOIO) (IUB. PO3ALI
«OcobauBOCTI 3aCTOCYBaHHS).

Bmpyuanns

VY pasi 01HOYACHOTO 3aCTOCYBAaHH MOXKYTh OyTH MOTPiOH1 HIKYI 03U 1HCYIIHY
abo 3aco0iB, 110 CTUMYJIOIOTH CEKPEIl0 I1HCYNIHY, 100 3HM3UTH PHU3UK
PO3BHUTKY TMOMTIKEMIi.

Jlikapcoki 3acodu,

wo eniuearontv Ha SNIKeMIYHULL KOHmMpOJlb

Kniniunuit ennue

Jlesiki nikapchbKi 3ac00M MiABUILIYIOTh PU3HMK PO3BUTKY TiNEpriIiKeMii Ta MOXYTh
MPU3BECTH JI0 BTPATHU TIKEMIYHOTO KOHTPONIO. Jlo Takux JKapChKUX 3ac001B
HaJIeXkKaTh Tia3WAM Ta 1HIIL JypEeTHKH, KOPTHUKOCTEpOoinu, (eHOTia3uHH,
TOPMOHH IIUTOBHJIHOI 3aJ7103M, €CTPOTEHHU, MEPOPAIbHI MPOTHU3AILTIIHI 3aC00H,
¢deHiTo{H, HIKOTMHOBAa KHCJIOTA, CHUMIIATOMIMETHKHU, OJOKAaTOPH KalbI[I€BUX
KaHaJIIB Ta 130HIa3MI.

Bmpyuanna

Konm Ttaki mikapchki 3acoOM MpHU3HAYaIOTh MAIli€HTy, sKuil orpumye Kcirmyo
[Tposnonr, HeoOXiTHO BCTAHOBUTH 3a HUM PETENIbHE CIOCTEPEKEHHS 3 METOI0
JIarHOCTUKM BTPAaTH KOHTPOJIIO HaJ piBHEM IIIOKO3M B Kposi. Komu
3aCTOCYBaHHS TaKUX JIKAPCHKUX 3acO0iB BIAMIHAIOTH JJIS TAIli€HTa, SKUA
orpumye Kceirmyo [IponoHr, HeoOXiJHO BCTaHOBUTH 33 HHUM pETEJbHE
CIIOCTEPEIKEHHSI 1010 PO3BUTKY TIMOMIIKEMIl.

Jlimiti

Kniniunuii eniue

OpnnouacHe 3actocyBanHs iHriOiTopa H3KTI-2 3 miTieM Moke CHPUYMHUTH
3MEHIIEHHS KOHIIEHTPALii JIiTil0 B CHPOBATIII KPOBI.
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Bmpyuanns Ha mouarky mikyBanHs 3a gomomoroio Kcirmyo Ilpomonr morpiOHO yacTimie
KOHTPOJIIOBATH KOHIIGHTPALIIO JIITII0O B CHUPOBATII KPOBi; MOXeE 3HAJI00UTHCH
3MiHa JI03U.

Tosumusnuii mecm Ha HAABHICMb 2TIIOKO3U 6 Ceul

Kniniunuii eniue | Iarioitopy  H3KTI-2  30UIbIIyIOTh  €KCKPEINiI0 T[IIOKO3W 3  Ceuero, 1 Ie
NPU3BOJMTEL 10 OTPUMAHHS TMO3WTHBHUX PE3yJIbTaTiB MPH BU3HAYCHHI BMICTY
IJTIOKO3H B Ceui.

Bmpyuanns MOHITOPUHT TJIIKEMIYHOTO KOHTPOJIIO 3 IPOBEACHHSIM TECTiB Ha HAasBHICThb
[JIIOKO3M B C€4i HE PEKOMEHIYEThCS MAIiEHTaM, sKi MPUUMAIOTh IHTi0ITOpH
H3KTI-2. st MOHITOPUHTY IIIKEMIYHOTO KOHTPOJIO CJiJi BUKOPHCTOBYBATH
aIBTEPHATUBHI METOIH.

Iumepgepenyis 3 1,5-anciopoentoyumom (1,5-AI)

Kniniunuii 6niue | BumiproBanns piBHiB  1,5-Al" € HeHamiiHUM METOIOM  JIOCIIDKCHHS
IJTIKEMIYHOTO CTaHy MAIli€HTIB, AKi mpuiMatoTh iHridiTtopu H3KTT-2.

Bmpyuanus MOHITOPHHT TJTIKEMIYHOTO KOHTPOJIIO 3 MPOBEACHHSIM aHali3y Ha BU3HAYCHHS
1,5-AT" He pekomeHayeTbes. i MOHITOPUHTY TIIKEMIYHOTO KOHTPOJIO CJIiJT
BUKOPHCTOBYBATH aJIFTCPHATHBHI METOJIH.

Ocoobnusocmi 3acmocysamnus.

Jlakmoayuoos

VY micngpeecTpauifiHuil mepioJ; MOBIIOMIISUIOCH IPO BUIAAKM JIAKTOALMI03Y, IOB’A3aHOTO 13
3aCTOCYBaHHSM MeT(hOpMiHy, BKIIOUAIOUM JICTAIbHI BHIAIAKU. Y IUX BUIAAKAX MOJIOYHOKHCIHNA
JIAKTOAIM103 TOYMHABCS Mailke HEMOMITHO 1 CYHNpPOBOIKYBAaBCA HeCHeUU(DIYHUMU CHUMIITOMAaMH,
TaKUMH K HE3Jy’KaHHs, Miairis, abJoMiHANbHUN OlIb, pecripaTopHUil aAucTpec abo MOCHIICHHS
COHJIMBOCTI; MPOTE MPH TAHKKOMY aIM1031 CIOCTEpIraaucs rinorepMis, apTepianbHa TilnoTeH3id Ta
pe3ucTeHTHa OpaiiapuTMmisl.

Jlakroanuao3, MOB’A3aHUN 13 3aCTOCYBAaHHAIM MET(HOPMIHY, XapaKTepH3yBaBCs IiJBUIIECHHAM
KOHIIEHTpAI[lil JakTary B KpoBl (> 5 MMOIb/I), allUI030M 13 aHIOHHUM IHTepBajoM (0e3 O3Hak
KeTOHYpii a00 KeToHeMii) Ta 30UIbIIEHHSM CITIBBIIHOLLICHHS JIAKTaT: MipyBaT; piBHI METGOPMIHY Y
IU1a3Mi  KpOB1 3a3BMYail CTaHOBWIM > 5 MKI/MJI. MeTQOpMIH 3HMKYE 3aXOIUICHHS JaKTaTry
MEYIHKOIO, MIJIBUIYIOYM PIBHI JAKTary y KpOBi, IO 30UIbLIYE PU3MK PO3BUTKY JIAKTOALMI03Y,
0COOJIMBO Yy NAIlI€HTIB TPYIH PU3UKY.

VY pasi migo3pu Ha JIaKTOAlM103, MOB’S3aHUHN 13 3aCTOCYBAHHSM MET(POpPMiHY, MOTPIOHO HeraiHo
BKUTU MIATPUMYBaJbHUX 3axXO/iB B YMOBaxX CTallilOHapy, a TAaKOoX HEraiHo NPUIUHHUTU
3acTOCyBaHHS Jiikapcbkoro 3aco0y Kceirmyo [IposoHr.

SIKmo y malieHTiB, SKUX JIKyIOTh JikapchkuMm 3acobom Kcirmyo IIposoHr, aiarHOCTOBaHO
JAaKTOAalK03 ad0 € cepiio3Ha Mijo3pa Ha HOro HasBHICTh, PEKOMEHAYETHCS HEralHO NPOBECTH
reMojiiasii3 3 METOI KOPEKIil aluao3y Ta BUBEACHHS HAKOIMUYEHOTo MeT(POpMiHY (MeThOopMiHY
TIAPOXJIOPU]T BUBOAMTHCS NUISAXOM JAianizy 13 KiipeHcoM 10 170 Mi/XxB 3a yMOB HaJleXKHOI
reMoJHaMikH). ['eMoziani3 4acTo CpusiB 3HUKHEHHIO CUMIITOMIB Ta OAY>KaHHIO Malli€HTa.

HeoOxifmHO mMOBIIOMUTH TAlieHTaM Ta iXHIM poOJMHAM NP0 CHUMITOMH JIAKTOAMIO03Yy 1
MPOIHCTPYKTYBAaTH iX, 100 Yy pa3l MHOSBUM LMX CUMITOMIB BOHM NPUIUHHWIN 33aCTOCYBAaHHS
nikapcbkoro 3aco0y Keirnyo IIposoHr Ta moBiIOMUIIN PO MOSIBY IUX CUMIITOMIB CBOEMY JIIKaplo.
JU1st KO’)KHOTO 3 BIJOMHX 1 MOXJIMBUX (DAaKTOPIB PU3UKY BUHMKHEHHS JIAKTOAIMIO3Y Y 3B’S3KY 13
3aCTOCYBAaHHSAM MET(QOpMIHY, HUKUE HABEJCHO PEKOMEHJAIlli 11010 3HMKEHHS TaKOro PU3HKY Ta
KOPEKIIi1 JJAKTOAIM 103y, [TOB’I3aHOT0 13 3aCTOCYBaHHAM MeT(OpMiHY.

TIopywenns ¢ynxyii nupox. BUmaaku JTaKTOAK 103y, OB’ A3aHOTO 13 3aCTOCYBaHHSIM MeT(OpMiHYy,
y TicspeecTpaliifHuil mepio] MepeBaKHO TPAIULBUIUCS Yy MAIi€HTIB 31 3HAYHUMH MOpPYIICHHIMH
¢byHK1ii HUPOK. Pusmk Kymymsimii MeThOopMiHy Ta PO3BUTKY JIAKTOAIMIO3Y, ITOB’S3aHOTO 13
3aCTOCYBaHHSAM MET(HOpPMiHY, 3pOCTa€ 31 30UIBIIEHHSAM TSHKKOCTI MOPYIICHHS (QYHKIIT HUPOK,
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OCKUTBKH MeT(OpPMIH 3HAYHOIO MIpOI0 BUBOIWTHCS HUpKamu. KiniHIYHI pekomeHpallii Ha OCHOBI
cTaHy (QyHKIIl HUPOK Malli€HTa BKIIOYAIOTh (IUB. po3nimm «Croci® 3acTocyBaHHS Ta 03U,
«DapMakoIIOTi4HI BIIACTUBOCTI):

e Ilepen mouarkoMm Teparii JikapcbkuM 3acoooM Kcirmyo IIposnoHT HE0OXiqHO po3paxyBaTh
MIBUJIKICTB KiTy00ukoBoi (pinmbrpamii (pLLIKD).

e Kcirmyo Iposnonr mporunoxasanuii namiearam i3 pllIK® menme 30 mi/xs/1,73 M? (us.
po3ain «IIpoTurmokazanus).

e plIK® cnig BU3HA4YaTH IIOHAWMEHIIIE IIOPOKY BCIM MaIli€HTaM, sKi OTpuMyroTh Kcirmyo
[Ipomonr. IlamienTam, sKi MawpTh IIJBUINCHUA PHU3UK TOPYIICHHS (GYHKIIT HUPOK
(HampuKiaa, 0coOU JMITHHOTO BiKY), (YHKIIIO HUPOK CIIi/I OIIIHIOBATH YacTille.

Bszaemooia 3 nikapcokumu 3acobamu. OmHOYACHE 3aCTOCYBaHHs JiKapchkoro 3aco0y Kcirmyo
[IponoHr i3 TIEBHUMH JIIKAPCHKUMHU 3acOo0aMU MIJIBUIYE PU3HK PO3BUTKY JAKTOAIUI03Y,
OB’ SI3aHOTO 13 3aCTOCYBAaHHSAM MET(QOPMiHY; A0 HUX HaJIekKaThb JIKAPChKi 3aCO0H, IO MOPYLIYIOTh
(GYHKIII0 HUPOK, MPU3BOAATH 10 3HAYHUX 3MIH T€MOAWHAMIKH, BIUIMBAIOTh HA KUCIOTHO-TYXHHUU
CTaH a0 MOCHIIOITH KyMYJSIi0 MeThopMiHy (30KpemMa KaTiOHHI JIKapchKi 3ac00M) (IMB. pO3/IiI
«B3aemonis 3 1HIIMMH JIIKAPCHKUMHU 3aco0aMul Ta 1HOI BUAM B3aeMofii»). Tomy moxke Oytu
JOULTBEHUN OUTBII YaCTHI KOHTPOJIb CTAaHY TaKHUX MAIlI€HTIB.

Bix 65 poxie i cmapwe. Pu3NK PpPO3BUTKY JIAKTOAIMI03Y, IIOB’S3aHOTO 13 3aCTOCYBaHHSM
MeThopMiHy, 3pocTae 31 30UIBIIEHHSAM BiKY, OCKUIBKM Yy TMAlli€HTIB JITHBOTO BIKY 4YacTille
TPAIIISIETHCS TTOPYIICHHS (QYHKIIT MMEe4iHKH, HUPOK a0o0 cepIls, HDK Yy Mali€HTiB OUIbII MOJOIOTO
BiKky. [lamieHTaM JIITHROTO BIiKYy CIiJl YacTilie OIiHioBaTH (PyHKIiF0 HUPOK (mauB. po3min «Crocid
3aCTOCYBaHHS Ta J03W»).

Penmeenonoziuni 0ocniodxcenns i3 3acmocy8anHam KOHMPACMHUX pedosur. BHYTPIIIHBOCYTMHHE
BBEJICHHS HOJOBMICHMX KOHTPACTHUX PEYOBMH TMAI[lEHTaM, SKi OTPUMYBaIM MET(HOPMIH,
MPU3BOJIMJIO IO TOCTPOTO 3HMKEHHSI HUPKOBOI (DYHKIIIT Ta PO3BUTKY JiakToauu1o3y. [lamientam, ski
MalTh B aHaMHe3l MOpYIIEHHS (YHKIIT MEeYiHKH, aJKOrojizM abo cepleBy HEJOCTaTHICTh, Ta
NamieHTam, sIKUM OyqyTh BBOAMTH HOIOBMICHI KOHTPACTHI PEYOBHHU BHYTPIIIHBOAPTEPIAIBHO,
HEOOXiIHO MPUIIMHUTH 3aCTOCYBaHHS Jikapcbkoro 3aco0y Kcirmyo IIpononr Ha yac mpoBeneHHs
MpoLEeaypH OOCTeXEHHs, 110 nependadae BBEIEHHS HOAOBMICHUX KOHTPAaCTHUX PEYOBHH, abo 10
Hel. Yepe3 48 roauH micas mpouenypu ciif noBTopHO omiHUTH pLIK®D, 1 gkmo ¢QyHKIsS HUPOK
BHUSIBUTBHCS CTaOLTBHOIO, 3aCTOCYBaHHs JiKapchkoro 3aco0y Kceirmyo [IponoHr Mo)kHA TOHOBUTH.

Xipypeiune empyuanna ma inwi npoyeoypu. IlpunuHeHHS CHOXUBaHHA DKI Ta PiMH Ha 4ac
Xipyprivaux a0o IHIIUMX MpoUeAyp 3O0UIbIIY€ PU3UK 3MEHILIEHHS O00’€My pIIUHH, PO3BUTKY
apTepiaibHOI TIoTeH31i Ta nopyueHHs (GyHKLII HUpOK. 3acTOoCyBaHHs Jlikapcbkoro 3aco0y Keirayo
[IposoHr ciijy THUMYacOBO MPUIIMHUTH, IOKU CIIOKUBAHHS MallleHTaMHU 1K1 Ta pIAMHA 0OMEXeHe.

linokcuyni cmanu. Jlexiabka BUMAIKIB JIAKTOAIM03Y, OB’ SI3aHOTO 13 3aCTOCYBaHHSAM MET(HOPMIHY,
y TicagpeecTpalifHuil 1epioJ BHHMKJIM Yy TAIE€HTIB 13 TOCTPOI 3aCTifHOIO CEpIEBOIO
HEJIOCTATHICTIO (30KpeMa Takolo, IO CYNpOBODKYBanacs Tinmonepdysi€ro Ta TilMOKCEMI€l0).
CepueBo-CymuHHUIM Kojarc (IIOK), rocTpuil 1H(apKT Miokapja, CeNcHc Ta 1HIII CTaHW, W10
CYIPOBO/IKYIOTCSI TIMOKCEMIi€l0, CIIPUUMHSITN TOSBY JIAKTOAIMI03Y, @ TAKOXK MOXYTb CHPUYUHUTH
MpepeHaIbHy a30TeMil0. SIKIIO BHUHUKHYTH IONIOHI SIBMILA, 3aCTOCYBaHHS JIIKapCHKOTO 3aco0y
Kcirmyo IIpomnoHr cinig npunuHATH.

3noeacusanns ankozconiem. ANKOTONL TOTEHIIOE BIUIUB MeT(OpPMIHY Ha METabOJi3M JaKTaTy, II0
MOJKe 30UIBIITYBATH PU3HK PO3BUTKY JIAKTOAIMJIO3Y, TIOB’S3aHOTO 13 3aCTOCYBaHHSIM MET(HOPMIHY.
Criz 3acTeperTy Malie€HTIB Bl 3JIOBKMUBAHHS aJIKOTOJIEM ITiJ] 9ac 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00y
Kcirayo Ilposnonr.

THopywenns ¢hynxyii neuinku. Y marieHTIB 13 TOPYIMICHHSIMHU (QYHKIIIT TIEUIHKH TPATUIUTACS BUTIAIKA
JMAKTOANK03Y, TOB’SI3aHOTO 13 3acTocyBaHHSAM MeTdopMminy. lle wMoxe OyTH 3yMOBIEHO
MOPYIIECHHSM KJIIPEHCY JIAKTaTy, [0 MPU3BOIUTE 10 OUTBIIT BUCOKUX PIBHIB JIAaKTaTy y KpoBi. Tomy
narieHTam 13 KIHIYHUMH a0o J1a0opaTOpHHUMM O3HaKaMH XBOPOOM TMEUIHKM CIiJ YHUKaTu
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3aCTOCyBaHHS Jiikapcbkoro 3aco0y Kceirmyo IIposoHT.

HHiabemuunuii xemoayudo3 y nayieumie i3 yykposum oOiabemom I-co muny ma iHwi munu
Kemoayuoosy

Bumnaaku keroanuaosy, CepHO3HOTO, 3arpo3jHBOTO JUISL JKUTTA CTaHy, L0 BHMAarae HeTraiHoi
rocmitamsanii, Oyi1u 3apeecTpoBaHi y MAIiEHTIB 13 IIyKPoBHM miaberom 1-ro i 2-ro Twmy, sKi
3actocoByBanu iHTi0iTOpr H3KTT -2, BKITtOUatoun manarmidinos3us (auB. posain «I1obiuni peaxiiin).
VY narmi€eHTiB i3 MyKpOBUM JiabeToM 1-To Ty manariiio3uH, Jiro4a peuoBUHA JIIKAPCHKOTO 3aC00y
Kcirayo IIposonr, 3Ha4uHO MiBUIIYE TOPIBHSAHO 3 (POHOBUM PIBHEM PU3UK PO3BUTKY 11a0ETUYHOTO
KeToalu103y, HeOe3MEeUHOro JUIsl KUTTS SBHILNA. Y IUIae00-KOHTPOJIbOBAHUX AOCTIKEHHSIX 32
y4YacTIO TMAlLi€HTIB 13 IyKPOBUM JiabeToM 1-ro THITy pU3MK KeToanu 03y OyB HOMITHO MiABHIICHHNA
y TAIIE€HTIB, SIKI OTPUMYBAJIM 1HTIOITOPH HATPIA3AJIEKHOTO KOTPAHCIIOPTEpaA TJIFOKO3H 2-TO THITY
(H3KTT'-2), mopiBHSIHO 3 MallieHTaMH, SKi OTpUMYyBaJIM TUiane0o. Y MaiieHTiB, SKi 3aCTOCOBYBAIU
nanartido3uH, 3apeECTPOBAHO BUIAAKKA KETOAIMA03Y 3 JeTalbHUM HaciiakoM. Jlikapchkuii 3acio
Kcirayo ITpononr He moka3aHuid AJisl TNIKEMIYHOTO KOHTPOJIIO B MALIIE€HTIB 13 IyKPOBUM AiabeTom 1-
rO THILY.

[NamienTiB, y sxkux Ha (oHI 3acToCyBaHHs Jikapcbkoro 3aco0y Kcirmyo IlpomoHr BHHHKArOTh
CUMITOMHU TSKKOTO METabONIYHOTO anuio3y, MOTPiOHO OOCTEKHUTH HA HASBHICTH KETOAIHI03Y,
HE3aJIeKHO BiJl KOHIICHTpALlii IITIIOKO3H Y KPOBi, OCKUIBKH Ha TJi 3aCTOCYBaHHS JIKapChKOTO 3aco0y
Kcirayo IposnoHr ketoanuao3 Moxe OyTH HasBHUM, HaBITh SIKIIO PIBEHb TIIFOKO3U Y KPOBI HIDKYE
250 mr/mn (14 mmonw/m). YV pasi migo3pu Ha KETOANUAO03 CJiJ NPUIUHWTH 3aCTOCYBaHHS
nikapcbkoro 3aco0y Keirmyo Ilpononr, o0cTexuTu maiieHTa i HeBiKIaAHO PO3MOYaTH JIIKyBaHHS.
Jlnst Kopekmii KeToamumo3y Moke OyTH HeoOXigHe 3aCTOCYBaHHsS 1HCYJIiHY, BBEJCHHS DPiIUHH 1
KOPEKIIisl ByIJIEBOJIHOTO OOMiHY.

3a JaHUMM MHICISPEECTpaliiHUX MOBIIOMJIEHb y OaraTbOX BHITaJKaX, OCOOIMBO Yy MAalll€HTIB 13
IyKpOBUM JiabeToM 1-ro THIy, HasBHICTb KeTOAalMI03y Oynaa po3Mi3HaHa HE OApasy 1 JIIKyBaHHS
pO3II0YaTo 13 3aTPUMKOIO Yepe3 Te, 10 KOHIIEHTpAIlisl TIIFOKO3U Y KPOBi OyJia HUKYOKO 32 PiBHI, 110
3a3BMYail OUYIKYIOTbCS Yy BHNAAKY JAia0€THUYHOrO Keroauuaoly (wyacto MeHme 250 mr/mn
(14 mmonb/i)).

IykpoBuii niaber 2-ro THIy Ta 3aXBOPIOBAHHS MiALUTYHKOBOI 3a703U (HAaImpUKIa] NepeHeCeHUH
MaHKpeaTuT abo omepallis Ha MIJUUTYHKOBIH 3aii031) TakoXX € (PakTopamMu pPHU3UKY PO3BUTKY
KeToau103y. Y micispeecTpauiifHuii nepioa Oyi0 3apeecTpoBaHO JIeTalbHI BUNAJKHU KETOAUI03Y
B MAlli€HTIB 13 IIYKPOBUM AiabeToM 2-ro TUmy, ki 3actocoByBanu iHri0iTopu H3KTI-2, 30xpema
nanarii(iIo3uH.

J1o yMOB, 110 CIIPUSIOTH PO3BUTKY J11a0€TUYHOTO KETOAIM 103y a00 THIITMX KETOAIM/1031B, HAJIEKATh
HEJOCTaTHS IHCYJiHI3allil BHACIIJOK 3HIDKEHHS 103U 1HCYJiHYy a0o0 MpOIyCKy MpHOMY J03U
IHCYJIHY, TOCTpI TapsiuKOBI 3aXBOPIOBAHHS, 3HI)KEHHS CIIOKHMBAaHHS KaJlopii, KETOT€HHa J€Ta,
Xipypriude BTpy4YaHHs, 3SMEHIIIEHHS 00’ €My PiTUHU Ta 3JI0BKUBAHHS aJIKOTOJIEM.

O3Hak# Ta CUMITOMHM CBIJT4aTh MO JIETiIpaTaiiio 1 TSHKKUHA MeTa0oMIYHUM alua03 Ta BKIOYAIOTh
HY/0TY, OJIOBaHHA, OUIb y JKMBOTI, 3arajbHe HE3Iy>KaHHs 1 3aAMIIKy. B neskux Bumagkax Oymu
BUSABIIEH] (DaKTOpU CXMJIBHOCTI JI0 KETOAIUa03y, Takl SIK 3MEHIIEHHsSI 03U 1HCYNIHY, TocTpe
3aXBOPIOBaHHS 3 T'apsiuKO0, 3MEHIIEHHS CHOXKMBAaHHS KaJlOpid, XipypridHe BTPy4aHHS, pO3JIaau 3
00Ky IANITYHKOBOI 3aJ103H, 1110 JAAI0Th IMiJICTaBU MPUITYCTUTH HEJOCTATHICTh 1HCYIIHY (HallPUKIIA/,
IyKpoBH fiabeT 1-ro Tumy, HasBHICTH B aHAMHE31 MMaHKpeaTUTy ado XipypriuHoro BTpy4YaHHs Ha
MIUTYHKOBIN 3a71031), Ta 370BKUBAHHS aJIKOTOJIEM.

Ilepen mouaTkoM 3acTocyBaHHS Jikapchkoro 3aco0y Kcirmyo IlponoHr cmij BpaxyBaTu HasiBHICTh B
aHaMHe3l maiieHTa (aKTopiB, MO0 MOXYTh CIHPHUATA PO3BUTKY KETOAIUA03Y, B TOMY YHCII
3yMOBJIEHY OyIb-SIKUMH NpPUYMHAMH TIaHKPEaTU4YHY HEJOCTaTHICTh 1HCYJiHY, OOMEXeHe
CTIO’KUBAHHS KaJIOPiH 1 3TOBKHBAHHS aJTKOTOJIEM.

Crain po3mISIHYTH MOXMJIMBICTH THMYAacOBOTO NPHUIMHEHHS MpHioMy Jikapcbkoro 3acoly Kcirmgyo
[IposoHT MarieHTaMu, K1 OYIKYIOTh XIPYPridHOrO BTpydYaHHs (IIoHaiMeHIe 3a 3 JHl J0 #Horo
MPOBEJICHHS, MUB. po3lin «DapMakoIoridyHi BIACTUBOCTI»). PiBeHb TIIIOKO3W B KPOBI HA MOMEHT
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BUSIBIICHHSI MOXK€ OyTH HWXYMM, HDK 3a3BHYall OUIKYETHCS TPHU 1a0CTHYHOMY KETOAIM 1031
(nanpuknang menme HiK 250 mr/mn (14 mmonb/m)). Keroamumo3 1 DIOKo3ypiss MOXYTb TpHBaTu
JIOBIIIE, HIXK 3a3BUYall OYiKy€ThCs. BUBEIEHHS TIIFOKO3M 13 CEYEI0 MPOIIOBKYETHCS TMPOTITOM 3 JIHIB
MiCJIE TPUIMHEHHST 3aCTOCYBaHHs JiKapchkoro 3aco0y Kceirmyo Ilpomonr (muB. posmin
«®DapmakoIioriuHi BIaCTUBOCTI»), OJJHAK y MICISIpeECTpaIliiHui miepiof OyJ10 3apeeCTPOBAHO BHUITAIKH
KETOAIMI03y Ta/ab0 TIIOKO3ypii, IO TpUBAIM MOHAA 6 THIB, a B JCSIKUX BHUITAJKaX — 0 2 THKHIB
TiCJIs MPUTTMHEHHS 3acTocyBaHHs 1Hr101TOpiB H3KTT-2.

3a HagBHOCTI KIIHIYHUX IIOKa3aHb CJIiJ PO3MISHYTH MOJMJIMBICTH KOHTPOJIO DIBHS KETOHIB Y
MAaIi€HTIB 3 PU3MKOM PO3BUTKY Keroaruao3y. HeoOxigHO OIiHIOBaTH HAsSBHICTh KETOAIHMI03Y
HE3aJIeKHO BiJl IOTOYHOTO PiBHS TNIFOKO3M B KPOBI y MAIli€HTIB, SIKi MAalOTh O3HAKH Ta CUMIITOMH,
XapaKTepHI U1 TSHKKOTO MeTabosigHoro amumo3y. IIpu migo3pi Ha KeToamuao3 Ciij TPUITHHUTH
npuiioMm Jikapcekoro 3aco0y Kceirmyo IIpomoHr, HeraiiHO NMpoOBECTH MIarHOCTHKY Ta JIKyBaHHS
KeToaIua03y, SKIO0 BiH MiATBepAUTHCSA. HeoOXimHo crocrepiraTd 3a CTAHOM IAIIEHTIB IIOIO
YCYHEHHs KeTOaIU 03y TIepel BIIHOBJICHHSIM MIPUHOMY Jikapchkoro 3aco0y Kceirmyo IIpososr.

Cain mpu3ynUHHTH 3aCTOCYBaHHs Jikapchkoro 3aco0y Kcirmyo I[IposioHr, SIKIIO e MOXKIHBO, B
TUMYACOBHX KIIIHIYHHX CHUTYAIisiX, [0 MOXYTh CIIPOBOKYBaTH PO3BUTOK KETOAIMI03Y B IMAIlI€HTIB
(HampuKJaa, Npy TPUBAJIOMY TOJIOAYBaHHI Yepe3 rocTpy XBopoOy abo B Mepiofl Mmicis XipypriYHOro
BTpy4anHs). HeoOXiTHO mepekoHaTHCs B YCYHEHHI (PaKTOPIB PU3UKY PO3BUTKY KETOANUO03Y IEepeN
MOBTOPHUM IIOYaTkoM JiikyBaHHs. [lpmifom mikapcekoro 3aco0y Kcirmyo IIpononr MoxkHa
BiJIHOBUTH, KOJIM CTaH MAIlIEHTA KJIIHIYHO CTAOUIBHUIA 1 BIH MOXE BKUBATH 1KY NEpOPATBHO (TUB
po3ain «Crocib 3acTOCyBaHHS Ta I03U»).

Caix MOBiIOMHUTH TAIIEHTIB PO O3HAKH 1 CUMIITOMH KETOAIMI03y Ta HEOOXiIHICTh MPUITUHEHHS
npuiioMy Jikapcbkoro 3acody Kcirgyo IIposnoHr 1 HeraitHOro 3BepHEHHs 3a MEJUYHOIO JOIOMOTOIO
IIpY BUHUKHEHH] TAKUX 03HAK 1 CUMIITOMIB.

3menwenns 06’ emy piounu

Janarniio3uH MOXXe CIPUYMHUTU 3MEHILIEHHS BHYTPIIIHBOCYAMHHOTO 00’€My, IIO 1HOAI MOXeE
MPOSIBIIATUCS. CUMITOMATHYHOIO TiMOTEH31€0 ab0 TOCTPUMU TPAaH3UTOPHUMHU 3MIHAMHU PIiBHS
KpeaTuHiHy (auB. po3nain «llo6iuni peakimii»). Hagxonunau nicisipeecTpaiiiiiHi MOBIIOMIEHHS PO
BUIA/IKK TOCTPOTO ypa)keHHsI HUPOK Yy MAIlIEHTIB 3 IyKPOBUM J[1a0€TOM 2-T0O THILY, SIKi OJEpXKYBalIH
iHriditopu H3KTI -2, 30kpema nanarmniao3uH, ekl 13 HUX Hali€eHTiB MOTpeOyBaIl TociiTam3arii
Ta mnpoBeneHHs giamizy. [lamientn 3 mnopymeHHsMm  ¢yskuii  Hupok (pLUK®  menme
60 mi1/xB/1,73 M%), MalieHTH JITHBOrO BiKy a0 MALi€HTH, SKi NPUHMAIOThH TETIHOBI JiypEeTHKH,
MOXYTh MaTH NiABUIIEHUA pPU3MK 3MEHIIEHHS 00’eMy piauHuH a0o pPO3BUTKY apTepiaibHOL
rinorensii. [lepen nouarkom 3acrocyBanHs Kcirgyo IIposioHr y nmaiieHTIB 3 oJHI€I0 a00 KIIbKOMa 3
[UX XapaKTEePUCTHK CIiJ OLIHUTH BOJEMIUHUI cTaryc i QyHKUi0 HUpOK. Ilicng mouarky Tepamii
PEKOMEHIYETHCS CIIIJIKYBAaTH 3a O3HAKaMU Ta CHUMIITOMaMH apTepiajbHOI TIMOTeH31i Ta (QPyHKITiE
HUPOK.

[lepen mouarkoM 3acTocyBaHHS Jikapchkoro 3aco0y Keirmyo IIposoHr ciif 3BaXUTH Ha HASIBHICTD
¢dakTopiB, IO MOXYTb IPOBOKYBAaTH PO3BUTOK TOCTPOTO YpPaKEHHS HUPOK, BKIIOYAIOUU
riNOBOJIEMIIO, XPOHIYHY HHUPKOBY HEIOCTaTHICTb, 3aCTiHY CepleBy HEIOCTAaTHICTh Ta CYIyTHE
3aCTOCYBaHHS JIKapChKUX 3aco0iB (aiyperukiB, iHriditopiB AIIdD, OmokatopiB penentopis
anriorensuny II, HI133).

VYpocencuc i nienonegppum

VY nmauieHTiB, ki 3actocoByBanmu iHTiOiTopu H3KTI-2, y TomMy wumcni pamarmidiosus,
3apeecTpOBaHO BUIAJKHM CEPHO3HUX 1H(EKIIH CEYOBMBIIHUX HUIAXIB, B TOMY YHUCII YPOCEICHUCY 1
nieaoHepUTY, 10 BUMarajiu rocmrtama3aiii. 3acrocyBanus iHri0iTopiB H3KTIT -2 migBuiye pusnuk
BUHUKHEHHS 1HQEKIIA CEeYOBUBIMHUX NUIAXiB. [lamieHTiB HEOOXiTHO OOCTEKUTH Ha HAsBHICTH
CUMIITOMIB 1H(MEKIIH CEYOBHMBIAHUX NUIAXIB Ta 3a HAABHOCTI TMOKa3aHb HETAWHO MPHU3HAYUTH
nikyBaHHS (quB. po3ain «I1o0iuHi peakiii»).

L'inoanixemis npu 00HOYACHOMY 3ACMOCYBAHHI 3 IHCYIIHOM Ma CIMUMYISIMOPAMU CeKpeyii IHCYiHY
[HCynmiH Ta CTUMYNATOPH ceKpelii IHCYNiHY (Hampukiaa Cylb(OHIUICEYOBUHA), SIK BiJOMO,
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CIPHYMHSIOTh PO3BUTOK TimormikeMii. Kcirmyo Ilpomonr y mnoemHaHHi 3 1HCYMHOM a0o
CTUMYJIATOPOM CEKpellii IHCYJIiHY MO)K€ MiJBUIIUTH PH3UK PO3BUTKY TINOITIKEeMil (IUB. pO3ILT
«ITo6iuni peakmii»). Tomy, 00 3BECTH 10 MIHIMyMY PH3UK PO3BHUTKY TiNOIJIiKEMIi, MOXke OyTH
HEOOX1THUM 3HM3HTH JI03H 1HCYTiHY a00 CTUMYJISTOpA CEKpellii iHCYIiHY MPpH iIXHbOMY 3aCTOCYBaHHI
y komOiHamii 3 Jikapcekum 3acobom Kcirmyo Ilpomonr (muB. posmin «Bzaemomis 3 iHIIUMU
TKapChbKUMHU 3ac00aMU Ta 1HII BUAM B3aEMOIIIN»).

Hexpomuunuii ¢pacyiim npomesicunu (canepena Pyproe)

Y mepiox MiCHAAPEECTPAIliiHOTO CIIOCTEPEXKEHHS Y TAIEHTIB 13 IMYKPOBUM Jia0eToM, sKi
orpumyBanu iHriOiTopu H3KTI-2, y TOoMy wumcmi panarmiduio3wH, TMOBIIOMIISLIOCS —IIPO
HEKpOTHYHUH acuiit npomexxunu (ranrpeHa DypHbE), MO € PIIKICHOI, aje CEepHo3HOI Ta
HEOE3MEYHOI IS JKUTTS HEKPOTUYHOIO 1H(DEKIIEI0, sKa BUMara€ TEPMIHOBOTO XipYpPridHOTO
BTpy4aHHs. Bunanku peectpyBaiucs K y )KIHOK, Tak 1 B 40J0BikiB. Cepii03Hi HACTIAKH BKIIOYAIN
rociTanizalito, 0araTokpartHi orneparii Ta CMepTh.

[MamienTiB, sxi orpumytots Kcirmyo IIposonr, cmig OOCTEKUTH Ha HAsBHICTH HEKPOTHYHOTO
dacuiiTy y pa3i BUHUKHEHHS 00110 200 XBOPOOJIMBOT YyTIMBOCTI, €pUTEMH a00 HAOPSIKY B JIISHII
CTaTeBUX OPTaHiB i MPOMEXHHHU Ta 332 HASIBHOCTI JIMXOMaHKH a00 3arajibHOTO He3AyXKaHHsS. Y pasi
MiJO3PU CIIiJI HETallHO PO3MOYaTH JIKYBaHHS aHTHOIOTMKAMHU IIUPOKOTO CHEKTpa [ii Ta, SKIIO
HEOOXiTHO, MPOBECTH XipypridHy 0OpoOKy. Y IIbOMY pasi CIIiJi MPUITMHUTH JIIKYBaHHS JIKapCHKUM
3acobom Kcirgyo IIponoHr, pereapbHO KOHTPOJIOBATH PiBEHb TJIIOKO3M B KPOBI Ta MPU3HAYUTH
IbTEPHATHBHY TEPAITIIO JUIS TIIIKEMIYHOTO KOHTPOJTIO.

Konyeumpauyii simaminy B2

[ligm dYac KOHTPOJBOBAHWUX KIIHIYHHUX JIOCHTIDKCHb 3aCTOCYyBaHHS MET(QOpPMiHYy, IO TPHBAIU
npotsaroM 29 TwkHIB, TpuOIM3HO Yy 7 % Tali€eHTIB cHocTepirajgocs 3MEHIIEHHS paHilie
HOpMaJbHUX PIBHIB BiTaMiHy Bi2 y cupoBaTIii KpoB1 HM)KYE€ HOPMHM, IIO HE CYIPOBOKYBaIOCH
KOJHUMHU KIIIHIYHMMHU TIposiBaMH. Take 3HMKEHHs, HMOBIPHO, 3yMOBJICHE BIUIMBOM KOMILJIEKCY
«BiTamiH Bi2-BHyTpimHil ¢akrop Kactna» Ha abcopOuito BiTaminy Bi2, MOXke CynpoBoKyBaTucs
aHeMI€lo, ajle pU MPUIIMHEHHI 3acTOCYBaHHS MeT(OopMiHy abo IpH MpHU3HAYEHHI BiTaMiHy Biz
JIOCUTH IIBUJIKO 3HUKAE. Y NIESKHUX MAalli€HTIB (13 HEOCTaTHIM PIBHEM CIIO’KMBAHHS a00 3aCBOEHHS
BiTaMiHy B12 UM Kasblil0) criocTepiraeTbes CXUIbHICTh J0 3HM)KEHHS PIBHIB BiTaMiHy B2 HibKue
HopMHU. HeoOxiHO MIOpIYHO MPOBOJUTH OLIHKY IeMaTOJOrIYHUX MapaMeTpiB Ta KOXKHI 2—3 POKH
BH3HA4YaTU PiBHI BiTaMiHy B2 Uid KOHTpoOIO OyAb-KMX BIAXWJIEHb Yy MAI€HTIB, SKI OTPUMYIOTh
JiKyBaHHs JikapcbkuM 3acobom Kcirayo Ipononr (qus. po3ain «IloGiuHi peakiii»).

I pubkosi inghexyii cmamesux opeanis

3acTtocyBaHHA Aanartiuio3nHy 301IbIIy€E PU3UK PO3BUTKY I'PUOKOBUX 1H(EKIIIH CTaTeBUX OPraHiB.
[NarieHTH 3 HasBHICTIO B aHaAMHE31 TPUOKOBUX 1H(EKIiil cTaTeBUX OpraHiB OyiaH OiIbII CXHIIBHI 10
PO3BUTKY rprOKoBUX 1H(DEKIIH cTateBuX opraHiB (AuB. po3ai «I1o6iuH1 peakiiin).
PexoMeH10BaHUI MOHITOPUHT 1 IPOBEICHHS HAJIEKHOTO JIIKYBaHHS.

3acmocysanus y nepioo gazimmocmi abo 200y8anHs 2pyooro.
BaritHicTh

Pestome puszuxie

Ha mizgcraBi njanux AOCiiIKeHb Ha TBapHHAaX, pe3ysbTaTh SIKUX BKA3yIOTh Ha MOOIUHY [0 3 OOKY
HUPOK, Jlikapcbkuii 3acid Keirmyo [TponoHr He pekoMeHy€eThCs 3aCTOCOBYBATH Mij Yac JIPyroro Ta
TPETHOI'O TPUMECTPIB BariTHOCTI.

OOMexxeHUX JaHUX MIOJ0 3acTOCyBaHHsS Jikapchkkoro 3aco0y Kceirmyo Ilpomonr abo
nanariiguio3uHy BariTHUM >KIHKaM HEJOCTAaTHBO, MO0 BU3HAYUTH PU3HK CEPHO3HUX BPOKEHUX
BaJl pO3BUTKY 200 BUKH/IHIB, TIOB’S3aHUX 13 3aCTOCYBAaHHIM JIiIKapchbKoro 3acoly. B omyOiikoBaHux
JAHUX JTOCHIJIPKEHb 3aCTOCYBaHHA MET(OPMIHY M1 Yac BariTHOCTI HE TIOBIAOMIISETHCS PO YITKUMA
3B’S30K 3aCTOCYBaHHs MET(HOPMiHY 3 PU3HKOM CEpPHO3HUX BPOPKEHUX BaJ PO3BUTKY a00 BHUKHUJIHIB
(muB. «/lani gocmimkeHpy). ICHYIOTh pU3UKH U4 MaTepl Ta IJI0/1a, 10 MOB’S3aHl 3 HEHAJIC)KHUM
KOHTPOJIEM IIYKPOBOTO Jia0eTy MiJ] 9ac BariTHOCTI (IuB. «OIiHKa KIIHIYHOT KAPTUHNY ).
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VY nocnmimKeHHSX Ha TBapWHAX MPU BCIX PIBHAX J03yBaHb BiAMIYAIWCSA Taki MOOIYHI SBHINA, SK
PO3MIUPEHHS] HUPKOBOT MUCKH Ta TyOyJIsipHI AujaTanii, ki Oyiu He MOBHICTIO 00OpPOTHI, y HIypiB,
SIKUM BBOJIMJIM Janariiipyio3uH mija yac po3BUTKY HUPOK, IIO BIAMOBIIAE MI3HROMY MEPIOAY IPYTroTro
Ta TPETHOTO TPUMECTPIB BariTHOCTI Y JIFOJUHM; HaliMEHIIa /1032 BiAMOBiaNa eKCIo3ulii, mo y 15
pa3iB mepeBuIIye Taky mpH 1031 10 mr (quB. «JlaHi TOCTIIKEHBY ).

[Tporuo3oBaHuii pU3MK BUHUKHEHHS TSDKKUX BPOJDKEHUX BaJl PO3BUTKY CTaHOBHUTH 6—10 % y *KiHOK
13 mperecrauiinuM aiaderom i3 pisneM HbAlc Gunbie 7 % 1 nmoBigomisiBes Ha piBHI 10 20-25 % y
xiHOK 13 piBHeM HbAlc OGinpme 10 %. Ilporno3oBanuii pu3MK BHUKHMIHIB Yy 3a3Ha4yeHId TpyIi
namieHTok  HeBigomwii. 3aramom y CIIA npu  KIIHIYHO TIATBEPKEHUX  BariTHOCTAX
MIPOTHO30BAHUN PU3UK BUHUKHEHHS TSDKKHX BPO/KEHUX BaJ PO3BUTKY Ta BUKUIHIB CTAHOBUTH BiJI
2104 %i18ig 15 no 20 % BigmoBigHoO.

Oyinka KIiHIYHOI KapmuHu

Puszux onsa mamepi ma/abo pozsumky embpiona ma niooa, nos s3anuil i3 3aX60PHGAHHAM
HenoctatHh0 KOHTPOJIBLOBAHWH IIYKPOBHH Aia0OeT MMiJ Yac BariTHOCTI 30UTBIIYE PU3HK PO3BUTKY
N1a0eTUYHOr0 KEeTOoanuao3y Yy BariTHOI, MpEeeKJIaMIiCii, CHOHTAaHHUX BHKH[HIB, IEpeIYyacHUX
MOJIOTIB Ta YCKJIQJHEHb NMpH MojioraXx. HeqocTaTHbO KOHTPOJIILOBAHMK ITyKPOBHH aia0er mija vac
BariTHOCTI 30ULTbLIyE pPH3MK BHHUKHEHHS TSOKKMX BpPO/DKEHHX BaJ PO3BUTKY Yy IUIONA,
MEpPTBOHAPO/KEHHS Ta 3aXBOPIOBAHOCTI, OB’ A3aHOI 3 MAKPOCOMIEIO.

Jlani oocnioicens

Jlani, ompumani nio yac 0ocnioxcens 3a yuacmio aooetl

B ony6nikoBaHUX JaHUX MICISPEECTPALIHHUX JOCIIKEHb HE TIOB1IOMIISIETHCS MPO YiTKHIA 3B’ 30K
MiXK MEeT(GOPMIHOM Ta CepHO3HUMH BPO/KEHUMH BaJlaMU PO3BHUTKY, BUKUIHSIMHU a00 HeOaKaHUMU
HACJIJIKAaMH ISl MAaTEPUHCHKOTO OpraHizMy abo Ijio/ia y pasi 3acTOCyBaHHS MeT(OpMiHY IijJ dac
BariTHOCTI. OpHaK 3a pe3ylbTaTaMH LUX JOCHIKEHh HEMOXJIMBO OIHO3HAYHO BCTAHOBHUTHU
BIJICYTHICTb  OyJb-IKOTO PHU3MKY, IIOB’S3aHOTO 13 3aCTOCYBaHHAM MeT(HOpMiHY, depe3
METOJIOJIOTIYHI OOMEXEHHS, 30KpeMa HEBEIMKUN oO0cAr BUOIPKM Ta HEBIANOBIAHICTH TIpynam
3aCTOCYBaHHS JIKapChKOro 3ac00y MOPIBHSIHHS.

Jlani 0ocniosicenvb Ha meapunax

Hanaenigpnozun

VY nocnimkeHHl 3acTOCyBaHHA Janariidiio3uHy Oe3mocepeaHb0 OBEHUIbHUM Imypam 3 21 mo 90
MOCTHATAJIBHUMA JleHb y no3ax 1, 15 abo 75 mr/kr/noly moBigomisiocs Mpo 301IbIIEHHS Macu
HUPKHU Ta MIABUILEHHS YaCTOTH PO3LIMPEHHS HUPKOBOI MUCKH 1 TyOyJIsSpHUX AWiIaTaliid mpH BCiX
piBHAX 703yBaHb. PiBeHb eKcro3uLii pyu HaliMeHIIiH TociKyBaHii 1031y 15 pa3iB nepeBuIllyBaB
Taky np kiiHiuHIf 1031 10 Mr (Ha ocHoBi nanux AUC). Po3mupenHst HUpKOBOI MUCKH 1 TYOYJIsipHI
JUIaTanii, Mo CrocTepirajucs y IOBEHIIBHUX TBApUH, MPOTIATOM MPUOIU3HO 1-MiCSYHOTO Hepiony
MTOBHICTIO HE BIIHOBJIIOBAJIKCS.

VY AociipKeHHI MpeHaTaJbHOrO Ta MOCTHATAJIbHOTO PO3BUTKY Jamariidio3uH BBOJIMIM CaMKaM
nrypiB 3 6-ro mo 21-it nenp mepiomy Jaktamii B mo3ax 1, 15 a6o 75 mr/kr/mo0y, a mMOTOMCTBO
OIIOCEPEeIKOBAHO 3a3HAJIO BIUIMBY JIKApChKOTO 3ac00y MiJ Yac 8HYMpiuHb0ymMpoobHO20 po36umKy 1
MPOTATOM JaKTalii. 30UTbIIEHHS] 3aXBOPIOBAHOCTI a00 CTYMEHS TSHKKOCTI PO3LIUPEHHS HUPKOBOI
MHUCKH criocTepiraiocsi y 21-1eHHOro MOTOMCTBA, SIK€ 3a3HalO JIIKYBaHHS B /1031 75 MI/KI/no0y
(excrio3uiii qanarmiduio3uHy y MaTepiB 1 motoMcTBa Oyiu BiamosigHo B 1415 1 137 pa3iB BUIIUMH
3a Taki y JIIOAWHU NpH KIiHIYHIA 1031 10 mr, 3a nanumu AUC). [lo303anexHe 3HHKEHHS MacH Tia
MIOTOMCTBA CIOCTepirajgocs Mpu A03ax, o B 29 abo Oiiblle pa3iB NepeBUIIYBAIN KIIHIYHY 103y
10 mr (3a mannmu AUC). XKogaux nmo6iuHuX eeKTiB 3a KIHIIEBUMU PE3yJIbTaTaMH PO3BHUTKY MPH
no3i 1 mr/kr/go0y He Bigmivanocs (y mo3i, mo B 19 pasiB nepeBuinye kiiHiuHy Ao3y 10 mr, 3a
nanumMu AUC). Taki pe3ynpTaTd OTpUMaHi il 4ac €KCIO3ULIl JIKapchbKoro 3acol0y B Mepion
PO3BHUTKY HUPOK y NIypiB, IO BiJANOBIZAE MI3HHOMY MEPIOTY APYroro Ta TPETHOTO TPUMECTPIB
PO3BHUTKY IUIO/IA Y JIIOAUHH.

Y nmochimkeHHSX eMOpioeTalbHOrO BHYTPIIIHHOYTPOOHOTO PO3BUTKY IIYypiB Ta KPOJIB
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nanariiguio3uH BBOJAWINA MPOTATOM TEPIOy OpraHOTeHe3y, IO BIAMOBIIAE MEPIIOMY TPUMECTPY
BariTHOCTI y JIOAWHH. Y HIypiB Aanarii¢io3nH He YNHUB Hi eMOpiojeTanbHOl, Hi TepaToreHHoi il
y no3ax g0 75 mr/kr/mo0y (mo 3a manumu AUC y 1441 pa3 nmepeBuniye kiiHiuHy a03y 10 mr).
Jlo303a5Ie)HMI BIUTUB HA TUIOAM LIypiB (CTPYKTYpPHI aHOMaJii Ta 3HMKEHHS MacH Tila) BUHUKAB
JIMIIE TIPU BUCOKHX J103aX, 110 JOpiBHIOBaIM abo nepeunyBayi 150 mr/kr (o 3a ganumu AUC y
2344 pasu mnepesuilye kiIiHi4HY 103y 10 mr). Takuii BIUIMB acOIilOBAaBCS 3 TOKCUYHOIO JI€IO
JKApChKOro 3aco0y Ha MaTepUHCbKUU opraHi3M. JKOJHOTO TOKCHYHOTO BIUIMBY Ha
BHYTPIIIHEOYTPOOHUI pO3BUTOK KpoJIiB npu go3ax 10 180 mr/kr/no0y (mo 3a nanumu AUC y 1191
pa3 nepeBuIye KIiHIYHY 103y 10 MT) HE criocTepiraiocs.

Memdopminy ciopoxiopud

MetdopMiHy TiIPOXIJIOPH HE BUSBIISB HECIIPUATIMBOIO BIUIMBY Ha PO3BUTOK IUIOJA y BariTHUX
mrypiB niHii Cnpar-Joym Ta kpomiB y no3i g0 600 mr/kr/mo0y B mepiom opranorenesy. lle
CTAaHOBUTH PIBEHBb CEKCIIO3HIIII, 110 y 2—6 pa3iB MEpEeBHUIY€E TakKui NMpu KiIiHIYHIA 1031 2000 mr 3
ypaxyBaHHSM ILIONII MOBEpXHi Tina (Mr/m?) s HIypiB Ta KpOIiB BiAMOBinHO. BusHaueHHS
BHYTPIIIHLOYTPOOHUX KOHIEHTpAIlid JEMOHCTPYBAJO 4YAaCTKOBUH IUIALCHTApHHUU Oap’ep s
MeTQOpMIHY.

T'ogyBaHHS IpyAJIEO

Pestome pusuxie

Horenep Hemae iHdopmanii mpo HasSBHICTH Jikapchbkoro 3aco0y Kcirmyo Ilpononr a6o
nanariaidio3uHy B TPYTHOMY MOJIOI JIFOUHH, TIPO iXHil BILUIMB HA HEMOBJIST, IO 3HAXOJATHCS Ha
TPyAHOMY BHUT'0OJIOBYBaHHi, a00 PO BILIUB Ha NMPOIYyKyBaHHS MOJOKA.

OOMmerxeH1 JaHl OmyOIIKOBaHMX PE3yJIbTaTiB JIOCIIPKEHb CBIAYATh MPO HAsBHICTb METPOPMIHY B
TpyAHOMY MOJIOII JIoaAuHU (nuB. «Jlani gociimkeHsy). OHAK MOKU IO HEAOCTATHHO iH(pOpMaIlii
IOZI0 BIUIMBY MET(GOPMiHY Ha HEMOBIISIT, 110 3HAXOAATHCS HA TPYIHOMY BUTOJOBYBaHHI, Ta HEMA€E
JocTynHOi iHpopMaLii 11010 BINIMBY MeT()OpMIHY Ha IPOAYyKyBaHHS MoJioka. Jlanariiguo3uH OyB
HassBHUHM y TPYyJAHOMY MOJIOMI 1rypiB (nuB. «[laui gocmimkensby). OqHak 4epe3 BUAOBI BIAMIHHOCTI
y ¢izionorii makTamii KIiHIYHA 3HAYUMICTh IIUX JAHUX HE € OJHO3HAYHOK. OCKUIBKH J03piBaHHS
HUPOK JIFOJIMHU B1JI0YBAa€ThCS BHYTPIILIHBOYTPOOHO (in utero) Ta MpOTATroM MEPUINX 2 POKIB KHUTTS,
B IEPi0Jl MOXKJIMBOTO BIUIUBY I'PyJHOTO BUI'OJIOBYBaHHS Ha OpraHi3M, MO)ke OyTH HasBHUI pU3UK
JUTsS. HUPOK JIFOJIMHU, 1[0 PO3BHBAIOTHCS.

Uepe3 MoTEeHLINHO cepilo3HI MOOIYHI peakulii y HEMOBIAT, LIO0 3HAXOAATHCA Ha TPYTHOMY
BUTOZIOBYBaHHI, KIHKaM PEKOMEHY€ThCS HE TOyBaTU IPYAIIO MiJ] 4ac 3aCTOCYBaHHs JIIKAPCHKOTO
3aco0y Kcirayo ITpononr.

Jlani docniosicens

Janaenignozun

HNanarmigno3un OyB HasBHUHM y MOJOLI IIypiB Yy CHIBBiAHONIEHHI Mojoko/mnasma 0,49, mio
CBIIYUTH MpO Te€, IO JAanariipio3MH Ta WOro MeTalOoJiTH MOTPAIUIAIOTH y TPyJIHE MOJIOKO B
KOHIEHTpallii, sika CTaHOBUTH MpHOaN3HO 50 % BiJ KOHLIEHTpalii B mja3Mi MaTepi. Y IOBEHIJIbHUX
IIypiB, IO 3a3HAIM NPSMOTO BIUIMBY JAanariiio3uHy, HAsBHUM PHU3UK MOPYIIEHHS PO3BUTKY
HUPOK (PO3IIMPEHHS] HUPKOBOI MUCKH 1 TyOYyJISIpH1 AWJIATAIIIT) 1] 4ac JO3PIBAHHS.

Memdpopminy 2iopoxiopuo

Omy0ikoBaHl pe3yJbTaTH KIIHIYHUX JOCHIDKEHb B TEpioj JaKTallii BKa3ylOTh Ha HAasBHICTH
MeT(GOpPMIHY y TPYAHOMY MOJIOII JFOJWHU, IO MPU3BOIUTH IO BIUIMBY Ha HEMOBISAT 03, SKi
npubmu3zHo crtaHoBiATh 0,11-1 % Big MaTepuHCHKOI 103U, CKOPHIOBaHOi 3a Macol TuIa;
CMIBBIHOIIEHHS KOHIEHTpamii MeTgopminy y wMomomi/uiasmi B Mmexax 0,13—-1. Opnnax
JOCITIJDKEHHS He OyJIM TpU3HAYeHi [T TOYHOTO BCTAHOBJICHHS PU3UKY 3aCTOCYBaHHS MET(GOPMIHY
IiJ 4ac TroJyBaHHS TPYAJI0 uepe3 HEeBEeNUKUH oOcsAr BUOIpKM Ta OOMEXKEHICTh JNaHUX II0J0
HeOaXaHUX SIBUIIL, SIKI CIIOCTEPITanucs y HEMOBIIST.
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3acToCyBaHHA XKIHKaM Ta YOJIOBIKaM PENPOIYKTHUBHOIO BIKY

Heo0OxizHo 00roBoproBaTé 3 KIHKAMHU HPEMEHOIAy3albHOTO BiKYy MOMKIJIMBICTH HE3aIIaHOBAHOL
BariTHOCTI, OCKUJIBKHM Teparis MeT(GpOpPMIiHOM MOXKE IMPU3BECTH A0 OBYIIIIT y JEAKHX XKIHOK 13
BiJICYTHICTIO OBYJISAIII.

30amuicms énausamu Ha WEUOKICMb peakyii npu Kepy8aHHi asMOmMpAHCHOPMOM abo HWUMU
MEXAHISMAMU.

Hamarnidno3un i MmeTopMiH He BIUIMBaIOTh 200 YMHATH HE3HAYHHM BIUIMB HA 37aTHICTh KEPyBaTH
TPAHCIOPTHUMHU 3aco0aMM Ta IHIIMMH MeXaHi3MaMu. SIKIio nanarmiio3uH 3acTOCOBYIOTH Yy
KoMOiHawii 3 CyIb(OHIICEYOBUHOIO a00 I1HCYMiHOM, CIiJi TOMEPEIUTH MAIEHTIB TPO PHUBHK
PO3BHUTKY TIMOTITIKEMIi.

Cnocio 3acmocysanns ma 0o3u.
Ilepeo 3acmocysannsam nikapcvrkozo 3acody Kciedyo [lponone

* HeoOxinHo oriHIOBaTH (PyHKIIIF0O HUPOK MEpe]] MOYaTKOM Tepartii JikapchbkuM 3acobom Kceirmyo
[Iposonr i mepioguaHo Haxami (IuB. po3ain «OCOOIMBOCTI 3aCTOCYBAHHS).

* VY mamieHTiB 31 3MEHIIEHUM 00’€MOM PIAMHM HEOOXIJHO BiIKOPUTYBATH 1€ CTaH JI0 MOYATKY
3acTOCyBaHHs JiKapchkoro 3aco0y Kcirmyo Ilpomonr (muB. posgin  «OcoGmuBoCTi
3aCTOCYBaHHS» Ta MiJIPO311 «3aCTOCYBaHHS OCOOJIMBUM IpyIaM MAalli€HTIBY).

Pexomenoosane 3acmocCy6aHHA

 Jlikapcbkuii 3aci6 Kcirmyo Ipononr cnig npuitmaTtl ouH pa3 Ha 100y, BpaHLli, i yac inu.

» Tabnetku nikapcekoro 3aco0y Kcirmyo [IposoHr citij KOBTAaTH MJIMMH, HE TIOApiOHIOBATH, HE
po3JaMyBaTH 1 HE PO3’KOBYBAaTU. [HOJI HEAKTHBHI KOMIIOHEHTH JiKapchkoro 3acoly Kcirayo
[IponoHr BHUBOAMTHMYTBHCS 3 KajJlOM Yy BHUIUIAJAI M SKOi TiApaTOBaHOI MacH, IO MOXe
HarajyBaTH TaOJIeTKY.

* ITouaTkoBy n03y nikapcbkoro 3aco0y Kcirnyo Ilpononr HeoOxiaHO miI0MpaTH 1HAKWBIyallbHO,
BPaxoBYIOYH [TOTOYHE JIIKYBaHHS Malli€HTA.

* [0 mokpamuTy rIiKeMIiYHUM KOHTPOJIb IS MAalll€HTIB, AK1 1€ He NpuiiMaiy Janariidao3uH,
pEeKOMEHI0BaHa [TOYaTKOBA 7032 Aanariiio3uHy CTAHOBUTH 5 MI' OJJUH pa3 Ha 100y .

* PexoMmenaoBaHa J03a fganarii¢uio3vHy Ul 3HW)KEHHSI PU3HMKY TOCHITali3alii mpu cepuesiit
HE/I0CTaTHOCTI CTaHOBUTH 10 MT OZMH pa3 Ha 100y.

* Jlo3y niKapchKOro 3aco0y MOKHA KOPUTYBATH BIAMOBIIHO 10 €()EKTHBHOCTI Ta MEPEHOCUMOCTI
JKapCchKOro 3aco0y, HE MEPEeBMIIYIOUM IMPH I[bOMY MaKCHMallbHY PEKOMEHJIOBaHY I00O0BY
no3y 10 mr ms ganarmidmao3uny 1 2000 Mr a1 MeTGOpMIHY T1IAPOXIOPUITY.

» Ilepen mouaTkoM JiKyBaHHA JikapchkuM 3acoboM Kceirmyo ITposoHr namieHTH, sKi NpUiMaiTh
BEYIPHIO /103y MET(OpPMiHY MOIOBKEHOI A1, MOBUHHI MPOMYCTUTH MPUHOM OCTaHHbOI JO3H.

THayienmu 3 nopyweHHsam QyHKYii HUpoK

Hemae neoOxigHOCTI KOpUTyBaTH A03y Jikapchkoro 3acody Kcirmyo IlponoHr nns marmieHTiB 3
pILIK®, mo nepesuntye a6o gopisHioe 45 mi/xs/1,73 M2,

He pexomenayetbest 3acTocoByBath Jikapcbkuid 3acid6 Kcirmyo Ilpononr marmientam i3 plIIK®
menme 45 mi/xe/1,73 M.

3acTtocyBaHHs Jikapcbkoro 3aco0y Kcirmyo IIponoHr mpoTtumoka3ane marieHTam i3 po3paxoBaHOIO
WBHUAKICTIO  Kiny6oukoBoi  QimbTpamii (pIIK®) wmenme 30 mi/xs/1,73 M*>  (auB.  po3ainu
«[Iporunokazanus», «OcoONMHMBOCTI 3aCTOCYBaHHS», «3aCTOCYBaHHS OCOOJHMBHM TpyraMm
TAIIEHTIBY).

Ipununenns 3acmocy8antsl 1iKapcobko2o 3acoby uepe3 npo8edenHs. 00CMeNCeHb I3 3ACMOCY8aAHHAM
110008AHUX KOHMPACMHUX PEYOBUH

[TamienTam, sKi MalOTh B aHaMHE31 3aXBOPIOBAHHS TEYIHKH, AQJIKOTONI3M abo0 CeprieBy
HEIOCTATHICTh, Ta TNAIlleHTaM, SKUM OylyTb BBOJUTH HOMOBMICHI KOHTPAcTHI pPEUYOBHHHU
BHYTpIITHBOAPTEPIaTbHO, HEOOXITHO mNpUIMMHUTH 3actocyBaHHs Kcirmyo Ilpomonr nHa wyac
MPOBEJICHHS TMPOIEIypH OOCTEKEHHS, IO Mepeadadyae BBEACHHS WOMOBMICHUX KOHTPACTHUX
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pedoBuH, abo 1o Hei. YUepes 48 romuH micis mporeaypu ciia nmoBTopHO omiHutd pIIK®, sxmio
(GyHKLIS HUPOK BUSBUTHCA CTAaOUIBHOIO, 3aCTOCYBaHHS Jikapcbkoro 3acoOy Kcirmyo IIpomonr
MOXKHA MTOHOBUTH (AUB. po3/1ia «OCOOIMBOCTI 3aCTOCYBAHHS).

Tumuacose npununeHHs 3aCMOCYBAHNS TIKAPCLKO20 3aco0y 015l NPOBeOeHHs onepayii

[lepen cepiio3HMMHU XIpYpPriuHMMHU BTPY4YaHHSAMHU a00 HpPOLEAYypaMu, OB SI3aHHUMH 3 TPUBAIUM
TOJIOAYBAaHHSM, CJIiJl IPU3YIHHUTH MPHUIOM Jlikapcbkoro 3aco0y Kceirayo ITpononr monaiiMeHe Ha
3 ngHi, koo ne moxumBo. [Ipuitom Kceirmyo IIponoHr moxHa BiAZHOBUTH, KOJW CTaH Malli€HTa
KIHIYHO CTaOiIbHUIA 1 BIH MOXeE BXHMBaTH 1Ky HepopasbHO (IuB. po3aimum «OcoOmuBoCTi
3acTocyBaHH» Ta «DapMakoIOTiuHI BIIACTUBOCTI ).

3acmocyeanns ocoonusum epynam nayicHmie
3acmocysannusn nayienmam aimHbL020 8IKy

Kcizoyo Ilponone

Hemae neoOXimHOCTI y 3MiHI pexuMy 1o3yBaHHs Jikapcbkoro 3acoOy Kcirmyo Ilposnonr s
MAIEHTIB 3aJIE)KHO BiJl BiKy. PeKoMeHIyeThCsl OUTBII YacTO MPOBOJUTH OIIHKY (YHKIIII HUPOK Y
MAIIE€HTIB JITHHOTO BIKY.

Janaenighnosun

B 00’engnaniii rpymi maii€eHTtiB, ski Opanu y4yactb y 21 moABiiHO CIHINOMY KOHTPOJIHOBAHOMY
KIIIHIYHOMY JOCIIKEHHI 3 OLIHKK e()eKTUBHOCTI 3aCTOCYBaHHS JanarTiIo3uHy IS TOKPAICHHS
DJIIKEMIYHOTO KOHTpOJo, 3araiom 1424 (24 %) 3 5936 mnaiieHTiB, SIKi OTPUMYBAJIU JTIKYBaHHS
narnarigao3uHoM, OyiH BikoM Bix 65 pokis, a 207 (3,5 %) namieHTiB Manu Bik 75 poOKiB Ta OiibIIe.
[Ticns mpoBeneHHs MoOHITOpUHTY HHPKOBOI (yHkiii (pLLIK®D) OyB 3pobineHuii BHUCHOBOK, IO
e()eKTUBHICTh 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y MaIlieHTaMH BIKOM J0 65 pPOKIB 1 Mali€eHTaMu
BIKOM MoOHaA 65 pokiB Oyna cxokor. Y TAIliEHTIB BIKOM > 65 pokiB MoOiYHI peakiiii y BUIVISAL
TINOTeH31i BUHUKIM y OUIBIIOTO BIJCOTKA THX, KOTO JIKYBaJIM Janarmi(io3HHOM (JIHUB. PO3ALIH
«Oco0nuBocTi 3acTocyBaHHA» Ta «[10014HI peakiii»).

Memdhopminy ciopoxnopuo

KoHTponboBaHi KJIiHIYHI JOCHIIKEHHsS 3aCTOCYBaHHS MeT(OpMiHY He mependadand JOCTaTHbOT
KUTBKOCTI TAIIEHTIB JIITHBOTO BiKY, 1100 BU3HAUWTH, YM BIJMOBIIb HA 3aCTOCYBAaHHS JIIKAPCHKOTO
3aco0y y MAaIi€HTIB JITHBOTO BIKY BIIPI3HSAETHCSA BiA BIIMOBiJAI y MAI€HTIB MOJOIMIOTO BIKY.
3aramoMm 1103y ISl JIITHIX TAIIE€HTIB CIiJ MAOUpaTh 3 OOEPEkKHICTIO, TMOUYMHAIYN 3 HUKHBOTO
3HAuEHH Jiana3oHy /103, 3 OISy Ha OUIbLIY YacTOTy MOTipiIeHHsS (PyHKIIT MeYiHKH, HUPOK abo
ceplis, a TAKOXK HASIBHICTb CYMyTHIX 3aXBOPIOBaHb a00 3aCTOCYBaHHSI 1HIIMX JIKapChKUX 3ac001B Ta
BUIIMHA PU3UK PO3BUTKY JIakToaluao3y. IlarieHTamM JIITHROTO BIKy pPEeKOMEHJ0BaHa OLIbII YacTa
orfiHka GyHKIIT HUPOK (IuB. po3au1 «OCOOIMBOCTI 3aCTOCYBaHHS» ).

THopywenus gynxyii Hupox

3actocyBanHs pganariiiosuHy He pekoMeHayerhes, skmo plIK® cranoButs Mente
45 mn/xs/1,73 M>  (nuB. posminu  «Croci6  3actocyBaHHs Ta  g03u» Ta  «OcoOMMBOCTI
3aCTOCYBaHHs»), 1 MPOTHIIOKA3aHE TMAaIliEHTaM 13 HUPKOBOK HEIOCTATHICTIO TSHKKOTO CTYIEHS
(pILIK® wmenmre 30 mi1/xB/1,73 M?) 260 TepMiHANBLHOIO CTAMI€I0 XBOPOOM HUPOK (IMB. PO3MILN
«IIpotunokazanus»).

3acTocyBaHHs Janarii(io3uHy BHBUYAIOCS Y JBOX JOCTIKEHHAX TIIKEMIYHOTO KOHTPOJIO, SIKi
BKJIIOYAJIM MAII€HTIB 13 MOpYUIEHHSIM (QYHKIII HUpOK momipHoro cryneHs (pLLIK® Big 45 no
60 mi/xB/1,73 M* Ta pILIK® Bix 30 g0 60 mi/x/1,73 M?).

[Ipodins Ge3nexn ganarmidnosuny B marienTis i3 pIIIK® Binx 45 o 60 Mn/xs/1,73 M?> 6yB cX0oxKHit
3 TaKUM B 3arajibHiil Momyssnii NmamieHTIB 13 MYKpOBUM JiabeToM 2-ro THIy. Xoua B MAI[iEHTIB
TpyNy 3acTOCyBaHHs Aamariidiao3uny Bigmidanocs 3HmwkKeHHsS pIIK® mopiBHsHO 3 rpymoro
3actocyBaHHA 1ane6o, plIIK® 3a3Buyaii moBepranacs 10 BUXIIHUX 3HAYCHb MICIS MPUIHHEHHS
JiKyBaHHS. Y MAIli€HTIB 13 MOpYymIeHHSIM (GYyHKIII HUPOK, SKI MPUUMArOTh Aanarii(io3uH s
TJIIKEMIYHOTO KOHTPOJIIO, BIIMIYA€THCS BUILA HMOBIPHICTh BUHUKHEHHS apTepiaibHOI TOTeH31T Ta
PU3HUK TOCTPOTO YPaKCHHs HUPOK. Y JOCHIDKEHHI 3a ydacTio mamieHTiB i3 plLIIK® Big 30 mo
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60 mn/xB/1,73 M*> y 13 mamieHTiB, fKi OTpUMyBanM AanarTiIO3MH, CIOCTEPIraanucs MepeaoMH
KICTOK IOPIBHSHO 3 BiICYTHICTIO NIEPEJIOMIB y THX MAIlI€HTIB, sIKI OTPUMYBAJIH I1J1a11e0o.

Memdhopminy ciopoxnopuo

MetdopMiH 3HAYHOIO MIpPOIO BUBOJIUTHCS HUPKAMH, TOMY PH3UK HAKONMWYCHHS MeT(OpMiHy B
OpraHi3mi Ta pPO3BUTKY JAKTOAIU03y 30UIBIIYETHCS BIAMOBIIHO IO CTYIICHS TSHKKOCTI OPYIICHHS
¢ynkuii Hupok. 3acTocyBaHHs Jikapchkoro 3aco0y Kcirmyo IlponmoHr mnporumnokasane mpu
HUPKOBIM HEJAOCTATHOCTI TSDKKOTO CTYNEHS Ta MPHU PO3paxoBaHId MIBHIKOCTI KITyOOYKOBOT
dinspanii (pILIK®) memme 30 mn/xs/1,73 M* (quB. posaimu «Crnoci® 3acTocyBaHHS Ta JO3H»,
«IIporumnokazanus», «OcoOOIMBOCTI 3aCTOCYBaHH Ta «DPapMaKOJIOTTYHI BITACTHBOCTI).

THopywenus @yuxyii neuinku

3acTocyBaHHs MeT(HOPMIHY TMalll€eHTaM 13 MOPYIICHHSAMHU (QYHKIIT TE4iHKH OyJo IOB’SA3aHO 13
JesIKUMH BUNagkamMu Jaktoamuaosy. Keirmyo IlponmoHr He pekOMEHIOBaHUH mMalieHTaM i3
nopyueHHsIMH QyHKIIT nediHky (IuB. po3ail «OcoOnMUBOCTI 3aCTOCYBAHHSY ).

Mimu.
besmeka Ta epexTHBHICTH 3acCTOCYBaHHsS Jikapchkoro 3aco0y Kcirmyo IIposnonr nemiarpudHuM
namieHTam (BikoM 710 18 pokiB) HE BCTAaHOBJICHI.

Ilepedo3ysanns.

Janaenighnosun
VY pasi nepeno3yBaHHS HEOOXiTHO 3BEPHYTHCS 1O Jikapss abo 10 TOKCHKOJIOTIYHOTO UEHTPY.
BuBenenns pananmio3uHy 3a JOMOMOTOI0 TeMOiali3y He BUBYAIIOCS.

Memdahopminy 2iopoxnopuo

Bynu 3apeectpoBaHi BUNAJAKU NEpe03yBaHHS MET(OPMIHY T1IPOXJIOPUY, 30KpEMa 3aCTOCYBaHHS
Jikapcekoro 3aco0y B fo3ax > 50 1. IIpo po3BHTOK J1akToanuao3y MOBIIOMIISUIOCS MPHONH3HO B
32% BuNaAKiB Mepeno3yBaHHS MeTPopMiHy (auB. po3ain «OcoOIMBOCTI  3aCTOCYBAaHHS).
Metdopmin mignaerbes naianizy 3 kKiaipeHcoM 10 170 Mi/XB 32 yMOB HaJIe)KHOI I'€MOJMHAMIKH.
Takum 4rHOM, JUISI TALIIEHTIB, Y SIKUX IM1JI03PIOETHCS MEPEI03yBaHH METPOPMIHY, TeMOI1ai3 MOXKe
OyTH KOPUCHUM JUIsl BUBEICHHS HAKOIIMYEHOT'O JIIKApChKOTO 3aC00y.

Il06iuni peaxuii.
BaxnuBi noOiyH1 peakiii BKa3aHI HIKYE Ta y IHIIMX PO3AUIAX IHCTPYKLIT AJI1 MEIUYHOTO
3aCTOCYBaHHS:

* Jaktoanuao3 (AuB. po3aut «OcoOIUBOCTI 3aCTOCYBAHHS );

* nia0eTHYHMH KeTOalUa03 y TAali€HTIB 13 LYKPOBUM aiaberoM 1-ro Tumy Ta IHIIN THUIH
KeToarnua03y (auB. po3aia «OcoOIMBOCTI 3aCTOCYBAHHS );

* 3MeHILIEeHHs 00’ eMy piIuHU (AUB. po3aia «OCOOIMBOCTI 3aCTOCYBAaHHS);

* ypocerncuc ta miegone@put (quB. po3ait «OCOOIMBOCTI 3aCTOCYBAHHS);

* 3aCTOCYBaHHS 3 JIKapCHKUMH 3aC00aMH, 110 CIPHUYUHSIIOTh PO3BUTOK TiMONIIKeMIi (JUB. pO3ALT
«OcobIUBOCTI 3aCTOCYBaHHS»);

* HekpoTHYHMH ¢acuiit mnpomexxuHu (ranrpeHa @Dypuee) (auB. pozain  «OcobaMBOCTI
3aCTOCYBaHH»);

* KOHIIEHTpaIlil BiTaminy B2 (muB. po3ain «OcoOnuBOCTI 3aCTOCYBaHHS);

* TpubKOBI1 IH(EKIIT cCTaTeBUX OpraHiB (AUB. po3all «OcoOIMBOCTI 3aCTOCYBAHHSDY).

Jloc6i0 kaiHiuHUX 00CioMCeHb

OCKUIBKH KJIIHIYHI BUIPOOYBaHHS TPOBOASITHCS B PI3HUX YMOBAX, TO YaCTOTY MOOIYHUX PEaKIIii, 110
CIIOCTEpIraeTbcs B KIIHIYHUX BUIPOOYBAHHIX JIIKAPCHKOIO 3aco0y, HE MOXKHaA Oe3roceperHbo
MOPIBHATH 3 YAacTOTOI0 B KIIHIYHUX BUNPOOYBAaHHSAX IHIIMX JIKApPCHKUX 3aco0iB, a OTpUMaHi
MOKAa3HUKUA MOXYTh HE BiIOOpakaTu peajbHy 4acTOTy MOOIYHUX peakiliid, 10 CHOCTepIraroThes y
KJIIHIYHINA TTPAKTHII.

Hanaenigpnosun i memepopminy 2iopoxiopuo
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Jnst orinkm Oe3reku OyiM BUKOPHCTAaHI JaHi, OTPHMaHi 3a y4YacTIO MOMEPEIHhO BHU3HAYCHHX
MAIIEHTIB — YYaCHHUKIB 8 KOPOTKOCTPOKOBUX IJIalle00-KOHTPOJIBOBAHUX IOCTIKEHb CYIyTHBOTO
3aCTOCyBaHHS Janariidao3uny 1 MeThOpMiHy KOPOTKOi ab0 mposioHroBaHoi Aii. Okpim 1poro, 0yio
MPOBENEHO JEKUTbKa JOMAATKOBUX JIOCHIPKEHB: MJOCHTIKEHHS MOHOTeparii MeTQOpMiHOM i
JOCIIDKEHHST KOMOIHOBAHOTO 3acTOCyBaHHs iHriOiTopa aunentumwinentunasu-4 (AI1114) Ta
MeTgopMiHy abo iHCydiHy Ta MeTQOpMiHy, 2 HOCTI[DKEHHS paHHbOI KOMOIHOBaHOI Teparii
METGOPMIHOM, a TAKOXK 2 JOCIIDKCHHS 32 yYacTIO MAaIli€HTIB 3 CEPIIEBO-CYITMHHUM 3aXBOPIOBAHHIM
(CC3) i mykpoBuM JiabeToM 2-rO TUILY, SKi OTPUMYBAJIHM CBOE€ 3BHYAiHE JIIKyBaHHS (MET(HOPMIH SIK
6a3oBa Teparis). s ydacTi y TOCTIPKSHHIX, i Yac sIKUX 3a0e31eqyBajiocsi MpoBeACHHS 0a30BOi
Teparii 13 3acTocyBaHHsIM abo 0e3 3acTocyBaHHS METPOpMiHY, B 00’eaHaHy rpymy 8 rmiarnebo-
KOHTPOJBOBAHUX JOCIHIDKEHb K YYaCHHKW OyJM BKJIIOYECHI TUIBKH Ti MAIlI€HTH, SKI OTPUMYBAIH
JiKyBaHHS MET(GOPMIHOM. Y XOJi MPOBEACHHS HUX 8 AOCTKeHb 983 mamieHT oauH pa3 Ha 100y
OTpUMYBaJIM JIIKyBaHHs pamarimiduosuHom y mo3i 10 mr ta mMerdopminom i 1185 mariieHTiB
oTpuMyBaii TUanebo i MeThopMiH. Y HUX 8 MOCTIDKSHHSIX CEpPEIHS TPUBAIICTh EKCIO3UINT
cranoBuna 23 twkHi. Cepenniil Bik momyssiii craHoBUB 57 pokiB, 2 % oci® Oynu BIKOM IMOHa
75 pokiB. 54 % mnomyssmii cTaHOBWIM 4YoJoBiku; 88 % ocid Oymm eBpomeoimHoi pacu, 6 % —
a3iaTChbKOrO MOXO/pKeHHs 1 3 % — HerpoimHoi pacu abo adpoamepukanui. Ha BuxigHomy piBHI
YYaCHHKH JIOCHIDKEHHS Malll I[yKpOBHH Jia0eT i3 CepeaHboI0 TPUBATICTIO 8§ POKiB; CepemHii
piBenb remornobiny Alc (HbAlc) cranoBuB 8,4 %; y 90 % mnauieHTiB ¢yHKIisT HUPOK Oyia
HOpPMaJIbHOIO a00 13 He3HaYHMMHU 3MiHamH, Y 10 % marmieHTiB Big3HAYaNOCs NOMipHE MOPYIICHHS
(GYHKIIT HUPOK.

3araspHa YacToTa MOOIYHMX peakuid B 00’emHaHiii rpymi mamieHTiB (Y 8 KOPOTKOCTPOKOBHUX,
11a11e00-KOHTPOJIbOBAHUX JOCIIHKEHHSX), SIKI OTPUMYBAIIM JIIKYBaHHS Janariipio3suHoM y 11031
10 mr Ta merdopminom, cranoBuia 60,3 % mopiBHsHO 3 58,2 % y rpyni 3acTocyBaHHS Ianedo i
MeTopminy. Yacrora BHMINAAKIB NPUIMHEHHS Tepamii depe3 pPO3BUTOK IMOOIYHMX peakiiil y
MAIIEHTIB, SIKI OTPUMYBAJIM JIKyBaHHs Jananii(ao3uHoM y 1031 10 Mr ta meTopMiHOM, CTaHOBUIIA
4% mopiBasHO 3 3,3 % y Tpymi 3actocyBaHHs Iutanebo i merdopminy. Haitbinpm yvactumu
peakuisMM, IO NOpPU3BEIM J0 NPUIIMHEHHS JIKyBaHHA 1 OyldM 3apeecTpoBaHl NpUHANHMHI Y
3 marieHTiB, sKi OTPUMYBAJIM JIKYBaHHS Aanartigiao3uHoM y 1031 10 mr ta metdgopmiHoM, Oymu
nopytieHHs: HupkoBoi ¢pyHkii (0,7 %), maBUIIEHHS PiBHIB KpeaTuHiHy B KpoBi (0,2 %), 3HUKEHHS
HUPKOBOTo KiipeHcy kpeatuHiny (0,2 %) ta indexuii ceqoBuBiqHUX MULIXiB (0,2 %).

VY rtabmuui 6 HaBOAATHCS HaWOUIBII YacTi NOOIYHI peakiii, IMOB’si3aHl 13 3aCTOCYBAHHAM
nanarmignao3uny Ta Merdopminy. Lli mobiuni peakuii Oynu BiJCYTHI Ha BUXIJHOMY piBHI,
peecTpyBaiucsl yacTillle y Tpymi JIIKyBaHHS Janariipao3MHoM Ta MeT(OpPMIHOM, HDXK y TpyImi
3aCTOCYBaHHS I11anedo, 1 cnocrepiraaucs npuHaiiMHl y 2 % Nali€eHTiB, SKi OTPUMYBAJIH JIIKyBaHHS
a60 manarmido3uHOM y 1031 5 Mr, a00 mamartidao3naom y 1031 10 mr.

Tabnuys 6
Tlob6iuni peaxyii, 3apeccmposani y niayeb0-KOHMPOLbOBAHUX 00CIIONCeHHAX Y > 2 % nayicnmis,
AKI OMpuMy8anu 1iKy8aHHsa 0ana2iighiozunom i memgopminom

% nayienmis
Ananiz oanux 8 06’eonanux niayebo-KOHMpoIbOBAHUX
[To6iuna peaxiis docuidrcens
Inayebo i | Janaenighnozun y 0o3i | Janaenighnosun y 003i
memaehopmin | 5 me i memgpopmin 10 me i memegpopmin
N=1185 N=410 N=983
['pubKoBI 1H(eKIIi cTaTeBUX 1,5 9,4 9,3
OpraHiB y >KIHOK*
Hazodapusrit 5,9 6,3 5,2
[HdekIii cevoBUBITHUX osixin ' 3.6 6,1 5,5
Hiapes 5.6 5.9 4.2
T'onoBHui O1IL 2,8 5.4 3,3
['pubKoBIi iHQEKIIi1 cTaTeBUX 0 4,3 3,6
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% nayienmis
Ananiz oanux 8 06’ eonanux niayebo-KOHMpoIbOBAHUX
[TobiyHa peaxitis docidocerts
Inayebo i | [anaenigpnosun y 0ozi | [anaenighnosun y 0o3i
mempopmin | 5 me i memgpopmin 10 me i memepopmin
N=1185 N=410 N=983
OpraHiB y 4OIOBiKiB*
I'pun 2.4 4,1 2,6
Hynora 2,0 39 2,6
bisb y ciuHi 3,2 3,4 2,5
3anmamMopoyeHHs 2,2 3,2 1,8
Kamenn 1,9 3,2 1,4
3akpen 1,6 2,9 1,9
Jucninigemis 1,4 2,7 1,5
DapuHTIT 1,1 2,7 1,5
3011bIIECHHS YaCTOTH 1,4 2,4 2,6
CEYOBHITyCKaHHS"
JuckoMbopT Ipu CeYOBUIYCKaHHI 1,1 2,2 1,6

* ' pubKoBi iHGeEKIIi cTaTeBUX OpraHiB OXOIUTIOIOTH Taki MOOIUHI peakilii, mepepaxoBaHi B MOPAIKY
3MEHIIEHHS YaCTOTH, SIKi CHOCTEpiraJiucsi y JKIHOK: BYJIbBOBariHaJibHa TPUOKOBa 1HQEKIIis,
BariHasibHa iH(eKis, iHeKIis CTaTeBUX OpraHiB, BYJIbBOBAariHIT, IpUOKOBa 1H(EKIis CTaTeBHX
OpraHiB, ByJbBOBariHAJLHUHA KaHAM03, a0CLeC BYJIbBHU, FCHITAJBHUNA KaHAWI03 Ta OakTepiadbHUN
BariHiT. (Kimpkicte (N) »xiHok: 1wmane6o i1 merdopmin = 534, manmarmiduo3uH y 1031 5 mr i
MeTdopmin = 223, nanarmiduosus y 103i 10 mr i merdopmin = 430).

" Inekuii cevoBMBIAHMX HILIAXiB OXOIUTIOKTH TakKi MOOIYHI peakiii, mepepaxoBaHi B MOPSIKY
3MEHIICHHS YaCcTOTH: 1H(QEKI[is CEYOBUBITHUX MIIAXIB, IUCTHUT, ETOHEPPUT, YPETPHUT 1 TPOCTATHUT.
* I'puOKOBi iH(eKIIii cTaTeBUX OpraHiB OXOILIIOIOTH TaKi MOOIUHI peakilii, mepepaxoBaHi B MOPSIKY
3MEHILIEHHS YacTOTH, SIKI CIIOCTEpIraJiUCh Yy YOJIOBIKIB: OaslaHIT, rpuOKoBa I1H(EKIis CTaTeBUX
OpraHiB, KaHAWIO3HUIN OanaHIT, TeHITATbHUN KaHAWUI03, 1H(EKIiS CTaTeBUX OPraHiB, 3alajeHHs
KpaiiHpoi mioti Ta OanaHomocTHT. (Kiumpkicts (N) dbonoBikiB: miamebo 1 MetrdopMmiHn = 651,
nanartigao3uH y 1031 5 Mr 1 Mmetgopmin = 187, nanarmidnosut y 1031 10 mMr i merpopmin = 553).

¥ 361IblIEHHS YACTOTH CEYOBMITYCKAHHS OXOILIIOE TakKi MOGIYHI peakiiii, mepepaxoBaHi B MOPSAIKY
3MEHIIIEHHS YaCTOTH: MOJaKiypis, MOiypis 1 MiABUILEHUH Jlypes.

Memdaopminy ciopoxnopuo

VY  mane0o-KOHTPOIbOBAaHUX JIOCHIKEHHSIX MOHOTepamnii MeT(OpMIHOM MPOJOHTOBaHOI Aii
BUIMAJIKU Jiapei 1 HynoTu/OntoBaHHsS Oy 3apeecTpoBaHi B > 5 % mallieHTIB, SKI OTPUMYBaIH
JKyBaHHS MET(QOPMIHOM, 1 YacTille, HDK y MAalli€HTIB 3 TPYyNU 3aCTOCYBaHHsS Iutanebo (Iiapes:
9,6 % nopiBHAHO 3 2,6 %; HynoTa/0nroBaHHs: 6,5 % nopiBHAHO 3 1,5 %). [losiBa niapei npussena a0
NPUITMHEHHS 3aCTOCYBaHHs JIOCHI/PKYBAHOTO Jiikapcbkoro 3acoby B 0,6 % mamieHTiB, sKi
OTPHUMYBAJIH JIIKYBaHHS MeT()OPMiHOM TIPOJIOHTOBAHOI JIii.

Hanaenighnozun

Hanarmidmosud y 031 10 Mr omiHoOBaIM B KIIHIYHUX JOCHIDKEHHSX 3a y4YacTi MAI€HTIB 3
I[yKPOBHUM J11a0€TOM 2-TO THUITY, AIIEHTIB 13 CEPIIEBOI0 HEAOCTATHICTIO Ta MAIli€HTIB 3 XPOHIYHUMHU
3aXBOPIOBAHHSIMHM HUPOK. 3arajbHUi mnpodinb Oe3nexu nanarmi@iao3uHy OyB IMOCHIIOBHUM IpU
3aCTOCYBaHHI 3a BCiMa JOCTIKyBaHMMH TokazaHHsAMH. Y nocmimkeHHsx DAPA-HF ta DAPA-
CKD He 6y510 BUSBIEHO XOAHUX HOBUX MOOIYHHUX pEaKIIiil.

Ananiz 06’ eonanux oanux 12 naayeb6o-koHmponbo8aHUX 00CIIOHNCEHb JIIKYBAHHS 0ANa2nihno3UHOM y
003ax 5 i 10 me 015 enikeMiyHo20 KOHMPOTO

Hanaenighnozun
Jani, mpeacraBieHi B TaOmMIN 7, OTpUMaHO y XOi MpoBeAcHHS 12 miane00-KOHTPOJIbOBaHUX
JOCIIPKeHb JJIs TIIKEeMIYHOTO KOHTPOJIO TPUBANICTIO Bix 12 mo 24 TwxHiB. Y 4 JOCHIIKEHHSIX
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nanarmido3uH  3aCTOCOBYBABCS K MOHOTeparis, Yy 8 JOCHDKEHHSX Janartidiao3uH
3aCTOCOBYBABCS SIK JOMOBHEHHS /10 OCHOBHOI Teparii NpoTuAia0eTHYHUMH JIIKAPCHbKUMHU 3aC00aMu
a00 y ckJaa1 KOMOiHOBaHOT Teparlii 3 METhOPMIHOM.

i nmami BimoOpaxaroTh nit0 ganartiduoduHy y 2338 mamieHTiB i3 CEepelHbOI0 TPUBAIICTIO
excriosumii 21 twxknaens. Ilamientn orpumyBanu miane6o (N=1393), mamarmidno3un y mo3i 5 mr
(N=1145) a6o mamarmidno3usa y go3i 10 mr (N=1193) onun pa3 Ha no0y. CepenHiii BiK Oy
CTaHOBUB 55 pokiB 1 2 % oci6 Oynu BikoM Bijg 75 pokiB. 50 % momyssiii cranoBuiIK yonoBiky; 81 %
oci6 Oymm eBponeoinHoi pacu, 14 % — a3iaTrchkoro moxomkeHHs i 3 % — HerpoigHoi pacu abo
adppoamepukaniii. Ha BuxiiHOMy piBHI YYaCHUKH JOCTI/DKCHHS Majd IYKPOBUW JiabeT i3
CEpeIHBOI0 TPHUBATICTIO 6 pokiB; cepenniii piBenb HbAlc cranoBuB 8,3 %; 21 % yd4acHHKIB
JOCJTIDKEHHS MaJIA TATBEPKEHI MIKPOCYIMHHI YCKIIaTHEHHS IIYKPOBOTO 1ia0deTy. DyHKIlisT HUPOK
Ha BUXIJHOMY piBHI Oyna HOpManpHOIO ab0 3Jerka MmopymeHow y 92 % mnauieHTiB, MOMipHO
nopymeHoro — y 8 % namientis (cepenns pLLIK® — 86 mn/xs/1,73 m?).

Y Tabnumi 7 HaBeneHi HaWOLmbm wacti moOiYHI peakuii, MOB’s3aHI 13 3aCTOCYBaHHAM
namariiao3uny. Li mobiuni peakuii Oynu BiCYTHI HA BUXIAHOMY PiBHIi, pEECTPYBAINCS YaCTIIIE Y
rpymi JIKyBaHHS Janardiuio3dHOM, HIK y Tpymi 3acToCyBaHHS Iutanedo, 1 crocrepiramucs
npuHaiiMHi y 2 % Maii€eHTiB, SKI OTPUMYBAJIU JIIKyBaHHA Aananidiao3nHoM y 1031 5 mr a6o 10 mr.

Tabnuys 7
Ilobiuni  peaxyii, 3apeccmposani y N1AYEOO-KOHMPOIbOBAHUX OOCAIONCEHHAX —2NIKEMIUHO20
Koumpono y > 2 % nayicumis, siKi ompumy8anu 1iKy8anHs 0anaziigio3uHom

% nayienmis
Ananiz 06’eonanux oanux 12 niayebo-KoHmMpoIbLOSAHUX
Tlob6iuna peaxyis 00CNiOHCEHD
Inayeobo | Hanaenigpnosun 5 me | [anaenichnosun 10 me
N=1393 N=1145 N=1193
I'pubKoBI 1H(EKIIT CTaTeBUX OPTraHiB y 1,5 8,4 6,9
JKIHOK™
Hazodapunrit 6,2 6,6 6,3
[HdekIii ceq4oBUBITHUX mwisixis ' 3,7 5.7 4,3
bine y criuHi 3,2 3,1 4,2
301IbIIIEHHS YaCTOTH cerBHnyCKaHHﬂi' 1,7 2,9 3,8
I'puOKoBI 1H(EKIIi CTaTeBUX OPTaHiB y 0,3 2,8 2,7
40JI0BiKiB®
Hynora 2.4 2,8 2,5
['pun 2,3 2,7 2,3
Jucnimimemis 1,5 2,1 2,5
3akpen 1,5 2,2 1,9
JlrckoM@opT npu ce4OBUITYCKaHH1 0,7 1,6 2,1
binp y KiHIIBKax 1,4 2,0 1,7

* T'pnOKoOBI iH(EKIT cTaTeBUX OpraHiB OXOIUIIOIOTH TaKi MOOIUHI peakliii, mepepaxoBaHi B MOPSIKY
3MEHIIEHHS YacTOTH, SIKI CIIOCTEpirajucs y >KIHOK: ByJIbBOBariHajlbHa rpuOKoBa 1H(eKIis,
BariHajbHa 1H(EKIis, ByJbBOBariHaJbHUM KaHAM03, BYJIbBOBAriHIT, 1H(EKIsl CTaTeBUX OpraHiB,
TeHITaIbHUN KaHIWI03, TpUOKOBa 1H(EKIliS CTaTeBHX OpPraHiB, BYJBBIT, 1H(EKIlIS CEUOCTATEBOTO
TpakTy, abcuec ByabBU Ta OakrepiambHuii BariHiT. (Kimbkicte (N) xiHOK: mmame6o = 677,
nanarmidio3ud y 1031 5 mr = 581, gamarmiduosun y 1031 10 mr = 598).

* Indexuii ceyoBUBIIHUX IUIAXiB OXOILIIOIOTH TakKi MOOIUHI peaxilii, HepepaxoBaHi B MOPSAIKY
3MEHIICHHS YacTOTH: 1H(EKIliS CEYOBHBITHUX IIIAXIB, IIUCTUT, BUKIMKaHa Escherichia indexmis
CEYOBMBITHUX LUIAXiB, IHPEKIIIS CEUOCTATEBOIO TPAKTY, Mi€JIOHE(PPUT, TPUTOHIT, YPETPUT, HUPKOBA
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1H(]EKITIS 1 MPOCTATHT.

* 36iIblIEHHs YAaCTOTH CEYOBUITYCKAHHS OXOIUTIOE TaKi MOGIYHI peakllii, mepepaxoBaHi B MOPSIKY
3MEHIICHHS YaCTOTH: TOJaKiypis, OJIiypis 1 MABUIICHUHN Aiypes.

¥ I'pubKoBi iH(eKIii cTaTeBUX OpraHiB OXOILTIOITH TaKi MOGIUHI peaKlii, HepepaxoBaHi B MOPAIKY
3MCHIIICHHS YacTOTH, SIKI CIOCTEpIrajJuch y 4YOJIOBIKIB: OanaHiT, TpuOKoBa 1H(EKIlS CTAaTeBUX
OpraHiB, KaHAWJO3HUN OallaHIT, TeHITATbHUN KaHIUA03, iIH(QEKIis CTaTeBUX OpraHiB y UYOJOBIKIB,
iH(eKIis crareBoro uieHa, OallaHOMOCTHUT, IH(EKIIMHWK OaJaHOMOCTHUT, 1H(EKIlS CTaTeBUX
oprauiB 1 3amaneHss kpaitapoi mioti (Kinekicts (N) yosoBikiB: miane6o = 716, nanarmiio3us y
1031 5 mr = 564, nanarmiduosun y 1031 10 mr = 595).

Ananiz 06’ eonanux oanux 13 naayeb6o-koHmMponIbo8AHUX OOCIIONCEHb JIIKYBAHHS 0ANA2NiQI03UHOM Y
0031 10 me 0ns enikeMiyHo20 KOHMPOTo

Hamarnidnosun y 1031 10 Mr Takox OyB OIliHEHUH 3a JAHUMH OLTBIIOTO TIANE00-KOHTPOIHLOBAHOTO
JOCIIDKEHHS TJIIKeMIYHOTO KOHTpoiro. Jlani oxormmoBanu maHi/pesyabratd 13 1oiare6o-
KOHTPOJILOBAHHUX JIOCIIDKCHb, 30KpeMa 3 JOCHiPKeHb MOHOTeparii, 9 nociikeHb TOTIOBHEHHS
nanarmiao3uHy 10 OCHOBHOI Tepamii NpOTHIIa0eTUYHUMH JIIKApCHKUMM 3aco0amH, a TaKoX
JOCTIDKCHHST paHHBOI KOMOiHOBaHOi Tepamii MerdopmiHoM. Y Xoxi mpoBeaeHHs nux 13
nociipkeHb 2360 maiieHTiB OIMH pa3 Ha A00y OTpUMYBANIHM JIIKYBaHHS Janariti(io3uHOM y 1031
10 Mr i3 cepeHbOI0 TPUBAMICTIO eKCTIo3uIIii 22 TrxHi. CepenHiil Bik NOMyIALii CTaHOBUB 59 POKiB,
4% oci6 Oymu BikoM BiJ 75 pokiB. 58 % mnomymsiuii cTaHoBWIM 4oJoBikH; 84 % oci6 Oynu
€BPOIIEOINHOT pacH, 9 % — a3iaTchKOro MOXo/pKeHHs 1 3 % — HerpoinHoi pacu abo appoaMepHKaHIIi.
Ha BuxinHOMy piBHI YYaCHHUKH JTOCIHIIKEHHSI MajH LIYKPOBHM MiabeT i3 cepeqHBOI0 TPUBAIICTIO
9 pokiB; cepenniii piBeHb HbAlc cranoBuB 8,2 %; 30 % yd9JacHHKIB JOCIHIDKCHHS Mallu
MIATBEP/UKEHE MIKPOCYIUHHE 3axBoproBaHHs. @DYHKIST HUPOK Ha BHXIJHOMY piBHI Oyna
HOPMaJIbHOIO 200 3JIerKa MmopymeHo y 88 % mnaiieHTiB, nomipHo nopymeHo —y 11 % narienTis
(cepemus pLLIK® — 82 mn/xs/1,73 M?).

3menuwenns 06’ emy piounu

Hanarmino3uH  COpUYUHSE OCMOTUYHHME  Jiype3, WIO0 MOXe TMpPH3BECTH JO 3HWKEHHS
BHYTPIIIHBOCYIUHHOTO 00’eMy. [loOiuH1 peakiii, MoB’s3aHl 31 3MEHILEHHSAM O0’€My pIAMHU
(BKJIIOUHO 3 TIOBIAOMJICHHSMH TPO 3HEBOAHEHHS, TIMOBOJIEMiI0, OPTOCTaTUYHY TiMOTEH31I0 abo
apTeplaibHy TIMOTEH3110), JUIS TPYN TOCHIKEHb, MO0 o0 ’eaHyBasid 12 1 13 KOPOTKOCTPOKOBHUX
1a1e00-KOHTPONIbOBAaHUX Jochimkenb, Ta ans gocuimkenHs DECLARE naBengeno B Tabmuii 8
(nuB. po3ain «Oco0NMMBOCTI 3aCTOCYBAHHS» ).

Tabnuys 8

. . B . . R . * .. .
Ilob6iuni peakyii, nog’szani 3i 3MeHUIEHHAM 00°€émy pIOUHU , 8 KIIHIYHUX OOCIHIOHNCEHHAX
3acmocy8ants 0anaziigio3uny

) , Ananiz oanux 13
Ananiz oanux 12 06’conamnux , .
N S —— 00 ’eonanux niayedo- Hocnioscenns
DOCHiOoNCeHD KOHMPONbOBAHUX DECLARE
Tlokasnux 00CNI0MNCEHb
Janaeni- | /lanaeni- Hanaeni- Hanaeni-
Inayebo | ¢nosun | ¢rosun | Ilayebo | ¢rozun | Ilnayebo @no3un
5 me 10 me 10 me 10 me
3acanvua N=1393 | N=1145 | N=1193 | N=2295 | N=2360 | N=8569 N=8574
KIbKICMb 5 7 9 17 27 207 213
VUACHUKIG (0,4 %) (0,6 %) | (0,8%) | (0,7 %) (1,1 %) (2,4 %) (2,5 %)
00CAIONCEH S
N (%)
Ilioepyna nayicumis, n (%
ITamienTy, gxi| n=55 n=40 n=31 n=267 n=236 n=934 n=866
OTPUMYIOTh 1 0 3 4 6 57 57
MeTILOBI (1,8 %) 9,7%) | (1,5 %) (2,5 %) (6,1 %) (6,6 %)
TypEeTUKH
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[Tamieutu 3 n=107 n=107 n=89 n=268 n=265 n=658 n=604

MOPYIIEHHAM 2 1 1 4 5 30 35

¢byHKuii (1,9%) | (0,9%) | (1,1%) | (1,5%) | (1,9 %) (4,6 %) (5,8 %)

HUPOK

MTOMIPHOTO

CTyHEHS

TSXKKOCTI

3 plIK®

>30 ta

<60 mu1/xB

/1,73 M

[Mamientn n=276 n=216 n=204 n=711 n=665 n=3950 n=3948

BIKOM >65 1 1 3 6 11 121 117

POKIB 04%) | (0,5%) | 1,5%) | (0,8%) | (1,7 %) (3,1 %) (3,0 %)
* 3MEHIIeHHsT 00’€éMy pIiAMHH BKJIIOYA€ TIOBIJOMJICHHS TIpO 3HEBOJHEHHS, TilIOBOJIEMIIO,

OpPTOCTAaTUYHY TIMOTEH3110 a00 apTepianbHy TiMOTEH31I0.

l'inocnikemis

YacTora emi3o[iB Timoriikemii, siki OyJlM 3apeecTpoBaHi IiJ dYac MPOBEICHHS JIOCIiIKEHHS,
HaBeneHa B TaOymmi 9. Emizonu rimoriikemii criocTepiraivcs dYacTimie, KOJau aanariiduio3uH
JOJIaBAJIH JI0 CYJIb(OHITICEUOBUHU 200 1HCYMIHY (UB. po3ail «OcoOOIUBOCTI 3aCTOCYBAHHS ).

Tabnuys 9
Yacmoma eniz00ie 2inoznikemii* msoicko2o cmyneHs ma 2inocnikemii 3 pieHem 210KO3U
< 54 m2/on” y kKonmponvoeanux KniHiuHUX OOCTIOHCEHHAX 2NIKEMIUHO20 KOHMPOIIO

Tokasiui Mhaye6o Hanaenigpnosun | Hanaenighnosun
S me 10 m2

Hooasanus 0o memgpopminy (24 mudxicni) N=137 N=137 N=135

Enizomu tsxkoro crynens [n (%)] 0 0 0

PiBens rimroko3u < 54 mr/mia [n (%)] 0 0 0
Jooasanns oo incioimopy JIII14 (3 abo 6e3 N=226 - N=225
Mmemaopminy) (24 mudrcHi)

Enizoau tsxkoro crynens [n (%)] 0 - 1(0,4)

PiBenp rimoko3u < 54 mr/nn [n (%)] 1(0,4) — 1(0,4)
Hooasanus 0o incyniny 3 abo 6e3 inuiux N=197 N=212 N=196
IIITTY (24 muocni)

Enizomu tsxkoro crynens [n (%)] 1(0,5) 2(0,9) 2 (1,0

PiBenb rimroko3u < 54 mr/na [n (%)] 43 (21,8) 55 (25,9) 45 (23,0)

*  Eni3zonu rinoriikeMii TSXKKOTO CTyreHs OyiiM BU3HAYEHI SK TSDKKI MOPYIIEHHS CB110MOCTI a0o
MOBEMIHKYU, II0 BUMArajid HaJaHHS 30BHINIHBOI (CTOPOHHBOI) TOTIOMOTH 1 BiJ3HAYAIHCS
HIBUAKUM BIJHOBJIEHHSIM CTaHy HE3aJIEXKHO B1Jl PIBHS IITIOKO3U.

+ Emizomu rimormikeMii 3 piBHeM TIOko3u < 54 mr/mn (3 MMOJIB/IT) BH3HAUAIHCS SK EMi30H
riforiikeMii, o BiAMOBLAATN KPUTEPISM PIBHS IIIOKO3H, a TaKOK He Oysn KBasi(iKOBaHI 5K
€Mi30/1U TSYKKOTO CTYTICHS.

I TIIT — nepopanbHa npoTuiabeTUyHa Teparmis.

VY nocnimkenni DECLARE emizonu rimormikemii TSKKOTO cTymeHs crocrepiramucs y 58 (0,7 %) 3
8574 nariieHTiB, K1 OTPUMYBaJIH JIIKyBaHHA qanariidio3unom y no3i 10 mr, ta'y 83 (1,0 %) 3 8569
MAIlIEHTIB, SIKI OTPUMYBAJIH IJ1a1e00.

I'pubkosi ingexyii cmamesux opeanie

VY [OCHiPKEHHSX KOHTPOJIO TUIiKeMii TrpuOKoBi 1H(QEKIil cTaTeBUX OpraHiB wyacrime Oynu

3apeecTpoBaHi y pasi jikyBaHHs manariiduiosmHoM. ['puOkoBi iHGeKIii craTeBux opraiB y 12

T1a1e00-KOHTPOIbOBAHUX JIOCTIKEHHAX croctepiranucst 'y 0,9 % mnauieHTiB, sIKi OTpUMYBAIU
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wianedo, y 5,7 % maiiienTiB, SKi OTPUMYBAIU JIKyBaHHS Janariaidao3uHoM y 1031 5 mr, 1y 4,8 %
MAIlIE€HTIB, SKI OTPUMYBAIM JiKyBaHHA Janariidiao3uHoMm y a03i 10 mr. Yepe3 po3BUTOK iH(peKIii
CTaTEeBHX OPTaHiB JOCTPOKOBO MPUIMHWIN y4acTb y AociimkeHHi 0 % maiieHTiB, SKi OTpUMYBalu
tane6o, i 0,2 % maunieHTiB, SKi OTpUMYBAJIHU JiKyBaHHA AanariiduoznHoM y no3i 10 mr. [ndekmii
YacTile CHOCTEepIirajaucs y J>KIHOK, aHDK y 4YOJIOBIKiB (nuB. Tabmumrpo 7). HaiOinemr vactumm
rpuOKOBUMH 1H(EKIISIMU CTaTEBUX OpraHiB, MpPO SKi MOBIIOMIISIIOCH, OyJM BYyJIbBOBAariHalbHI
rpuOKoBi 1H(EKIii y XIHOK 1 OajaHIT y 4YOJOBIKIB. Y Mami€HTIB 13 T'pUOKOBUMHU 1H(EKIISIMHU
CTaTeBUX OpraHiB B aHaMHe31 yacTinie OyJn 3apeecTpoBaHi IpUOKOBI 1H(EKII CTaTeBUX OpraHiB
M1 9ac AOCHIIKEHHS, HDK y MAIll€HTiB, y SKUX B aHaMmHe3l Taki iHekuii Oynu BincytHi (10,0 %,
23,1 % 1 25,0% mopiassao 3 0,8 %, 59% 1 5,0% y rpym 3actocyBaHHS IuTaneoo,
nanarmiduiosuHy B A031 5 mr 1 gamarmidmosuny B 1031 10 Mr BiamoBimHO). Y AOCTIHKEHHI
DECLARE cepiio3ni rpubkoBi iHdekmii crateBux opraniB Oynu 3apeectpoBani y <0,1 %
MAIIEHTIB, K1 OTPUMYBAJIH JiKyBaHHs Aanariidao3unom y no3i 10 mr, ta 'y < 0,1 % namieHTis, ski
oTpuMyBaiu Tuiane6o. ['puOkoBi iH(MEKINT cTaTeBUX OpraHiB, IO CTAIM MPUYUHOI MPUMTHHEHHS
3aCTOCYBAaHHA JIOCIIIKYBAHOTO JiKapchKoro 3acoly, Oynu 3apeectpoBaHi y 0,9 % namieHTiB, sKi
OTpPUMYBAJIU JIiKyBaHHs fnanarmidiao3uaom y no3i 10 mr, ta y < 0,1 % mamieHTiB, SKi OTpUMYBaJIA
mwiarne0bo.

Peaxyii cinepuymausocmi

[Tin gac nikyBaHHS Aanarii(io3MHOM MOBIIOMIISLIOCS MPO Peakilii rinepyyTIuBOCTI (HApUKIa,
AQHT1OHEBPOTUYHUHN HAOPSK, KPOIIMB SHKA, ITiIBUIIEHA Yy TIUBICTH JI0 JIiKapchkoro 3aco0y). Ilix yac
KJIIHIYHUX JOCIIKEHb TJIIKEMIYHOTO KOHTPOJIIO Cepilo3HI aHa(UIaKTHYHI peakIlii 1 TSXKKI MoOidH1
peakiii 3 00Ky IIKipH Ta BUIIAJIKH aHT1I0HEBPOTUYHOTO HAOpsKy crocrepiranucs y 0,2 % mami€eHTis,
SK1 OTPUMYBAJIH JIIKYBaHHS JIIKapCbKUM 3ac000M MOPIBHAHHS, 1y 0,3 % naiieHTiB, sIKi OTpUMYBall
JKyBaHHA Aanariiio3nHOM. SIKII0 BUHUKAIOTH peakiii rinep4yyTIMBOCTi, HEOOXITHO MPUITHHUTH
3aCTOCYBaHHA Janariiao3uHy; JKyBaHHS MpPOBOJATH BIANOBIAHO IO CTaHIAPTy HaJaHHA
MEIUYHOI JIOTIOMOTH JI0 3HUKHEHHSI CHMIITOMIB.

Kemoayuoos

VY nocnipxenni DECLARE npo siBumia niabetnynoro keroanunosy (JAKA) nosinomusiiocst y 27 3
8574 mamieHTiB Ipynu JIKyBaHHS AanariiduiosuHoM Ta y 12 3 8569 mauieHTiB rpynu miameoo.
CrnioctepexyBaHi €130 pIBHOMIPHO PO3MOAUTHMINCS IPOTATOM MEPI0OTy JOCTIIKEHHS.

Jlabopamopni docniodcenns
36inbuwenns pignie kpeamuniny 6 cuposamyi kpogi ma 3meHuienns pLIIKD

Hanaenigpnozun

[Touatox nikyBaHHs iHriOiTopamMu H3KTI2, Bxmtowaroun pamarmiduio3vH, CIpUYMHSAE HE3HAUHE
MiBUILEHHS DPIBHIB KpeaTWHiHy B cupoBaTii KpoBi Ta 3meHiieHHs plIIK®. Ili 3miHM piBHA
KpeatuHiHy B cupoBartili kpoBi Ta pIIIK® 3a3Buyaii BinOyBarOThCS MPOTATOM JBOX THIKHIB ITICIIS
MOYaTKy Teparii, a MoTIM cTabUTI3yI0ThCS HE3aJIEKHO BiJl BUXIHOTO piBHS (DyHKILIT HUPOK. 3MiHH,
SKI HE BIAMOBIJAIOTH Il KapTWHI, TMOBHWHHI CIOHYKAaTH 0 TOJAJBIIOT0 OOCTEXEHHS IS
BUKITIOUEHHS MOXIIUBOCTI TOCTPOT0 ypaskeHHsI HUPOK (IUB. po3aisl «OCOOIMBOCTI 3aCTOCYBAHHS»).
VY IBOX MOCHIKEHHSX 32 y4YacTl MAIEHTIB 3 I[yKpPOBUM JiabeToM 2-r0 TUIYy 3 MOPYIICHHSM
(byHKILIT HUPOK OMIPHOTO CTyIEHs TXKKOCTI TocTpuil BrtuB Ha plIIK® 3HMKAB micist MpUMUHEHHS
JIKyBaHHS, 1110 CBITYUTH MPO T€, [0 TOCTPl FeMOAMHAMIYHI 3MIHH MOXYTh BiJIIFpaBaTH NEBHY POJib
y 3MiHax (QyHKIII HUPOK, SIKi CIIOCTEPIratoThCs MPH 3aCTOCYBaHHI Janarti(ao3uny.

3binvuwenns cemamoxpumy

Janaenignozun

B 00’eqnaniii rpymi mami€eHTiB, ki Opanu ydacth y 13 miane0o-KOHTPOIBOBAHUX TOCIIHKEHHIX
IJIIKEMIYHOTO KOHTPOJIIO, 301UIbIIEHHS MOPIBHIHO 3 BHXIJHUM pIBHEM CEpeAHIX IOKa3HUKIB
FEMaTOKPUTY CIOCTEPITANIOCA Y TMAI€HTIB, Kl OTPUMYBAJIM JIIKyBaHHSA JanariiJoO3uHOM,
MOYMHAIOUN 3 TWXKHS 1, 1 TpuBamo 10 THXKHA 16, KOIM PI3HUI MK CepeIHIMH MOKa3HUKaMU
TEMaTOKPHUTY TIOPIBHSIHO 3 CEPEIHIMHU TOKa3HMKAMW TeMaTOKPUTY Ha BHUXIJIHOMY DPiBHI JOCATIIA
MaKCUMaJlbHUX 3HaueHb. Ha TrxHi 24 cepenHi BIAXWICHHS MMOKA3HUKIB TEMAaTOKPHUTY MOPIBHSHO 3
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BUXIAHUM piBHeM ctaHoBwHM -0,33 % y rpymi 3actocyBanHs mianedo i 2,30 % y rpyri JiKyBaHHS
nanarnigiaosuaom y no3i 10 mr. Ha Twxai 24 mMOKa3HMKHM TeMaTOKpUTy Ha piBHI > 55 % Oynu
3apeectpoBaHi B 0,4 % maiieHTiB, sIKI OTpUMYBaiH 1anedo, 1 B 1,3 % mnarieHTiB, ki OTpUMyBaJIU
JiKyBaHHA Aanariidiao3uHoM y 1031 10 mr.

36invuenns pigHie xoiecmepury 1inONpomeinie HuU3bKoI WitbHOCmi

Janaenigpnoszun

B 00’eqnaniii rpymni mami€eHTiB, ki Opanu ydacth y 13 miane0o-KOHTPOILOBAHUX JOCIIHKEHHSIX
IJIIKEMIYHOTO KOHTPOJIIO, 3MiHA TIOPIBHSHO 3 BHUXIAHMM DIBHEM CEpEIHIX 3HAYCHb IMOKa3HUKIB
JIMiIHOTO OOMIHY cCHocTepirajiack B TpyHi MAIi€HTIB, SKI OTPUMYBaIM  JIKYBaHHS
nanariiIo3uHOM, TOPIBHSHO 3 Nali€HTaMH, sKi oTpuMyBainu Iuianebo. CepeaHiil BiICOTOK
MOPIBHSIHO 3 BUX1IHUM piBHEM Ha THxH1 24 3miHuBcs Ha 0,0 % nopiBHSHO 3 2,5 % AJis 3araibHOro
xonecrepuny i1 Ha -1,0 % mopiBasHO 3 2,9 % mis xonectepuny JIITHIL y rpymi 3acTtocyBaHHs
iane0o 1 rpymi JikyBaHHs nanariidao3uHoM y 1031 10 mr BianosigHo. Y nocnimkenni DECLARE
cepe/iHi 3HAYCHHs MOPIBHSHO 3 BHUXIAHMM piBHeM depe3 4 poku 3Mminmiucs Ha 0,4 mMr/mam npotu
-4,1 Mr/an aJid 3araibHOTO XO0JeCTepuHy, Ha -2,5 Mr/an npotu -4,4 mr/an ans xonecrepuny JITTHIL]
y rpymi JikyBaHHs qamariidiao3uaoM y 1031 10 Mr ta miane6o BignoBiIHO.

Konyenmpayii eimaminy B2

Memdhopminy eiopoxnopuo

[Tig yac KJIIHIYHHUX TOCTIKEHb 3aCTOCYBaHHS MET(OpPMiHY, IO TPHBAIU MPOTATOM 29 THXKHIB,
npubau3Ho y 7 % malieHTiB crocTepiraiocs 3MEHIICHHS PiBHIB BiTamiHy B2 y cupoBarii KpoBi
HIOKYE HOPMU.

ocsio nicisapeecmpayitinoco 3acmocy8anHs

Janaenighnozun

[IpoTsirom micispeecTpallifHOrO Mepioy 3acTOCYBaHHS Janarii(uio3uHy BHSBIEHO JOJATKOBI
noOiyHi peakuii. OCKIIBKM JaHI HpO I peakuii OTPUMYIOTbCS y BHUIVIAIl J0OPOBUIBHHUX
MOBIOMJICHb BiJl MOMYJISAII] HEBIIOMOI YMCENBbHOCTI, 3a3BUYail HEMOXKJIMBO JOCTOBIPHO OLIIHUTH
Y4aCTOTY X BUHUKHEHHS 200 BCTAaHOBUTH 3B’S130K 13 3aCTOCYBAHHSM JIIKAPCHKOTO 3aC00y.

Ingpexyii: HeKpOTHUHUH (aciiiT mpoMexuHH (ranrpeHa OypHbe), ypocerncuc Ta MieToHePPUT.
Posnaou memabonizmy ma xapuysans.: KeTOanua03.

Poznaou nupox ma cewosudinenns: TOCTpe ypaxxeHHsI HUPOK.
3axeoprosanms wKipu ma niOWKIpHOI KIIMKOSUHU. BUCHIL.

Memdopminy 2iopoxiopuo
T'enamobiniapni  poznadu: XOJECTaTUYHE, TENaTOICTIONAPHE Ta 3MIlllaHe TenaToleIIpHE
ypa)keHHS TICYIHKH.

IoBitoMJICHHS ITPO Mi/103pIOBaHI NOOIYHI peaKIlii

[ToBigoMieHHs po MOOIYHI peaklii miclg peecTpariii JiKapchbKoro 3aco0y Mae Ba)KIMBE 3HAYCHHS.
Ile nae 3Mory MpoOBOJWUTH MOHITOPUHI CIiBBITHOIIEHHS KOPHCTH/PU3MK MPU 3aCTOCYBAaHHI I[LOTO
JKapCchKOTO 3aco0y. Meauyaum Ta (papManieBTUYHUM MpaIliBHUKAM, a TAKOXK MallieHTaM abo IXHIM
3aKOHHUM MpPEACTaBHUKAM CIiJ MOBIAOMIIATH MPO YCi BUIAJKH IMiJO3PIOBAHUX MOOIYHUX peakiii
Ta BIZICYTHOCTI €()eKTUBHOCTI JIIKapChKOro 3aco0y uepe3 ABTOMaTH30BaHy 1H(QOpMaLiHY CUCTEMY
3 (hapmakoHarsaay 3a nocuwianHsaM: https://aisf.dec.gov.ua.

Tepmin npuaaTHocTi.
3 poku.

YMmoBH 30epiranss.
30epiratu npu Temmeparypi Hiwkue 25 °C. 30epiratm B opuriHayibpHif ymakoBui. 30epiraté y
HEJOCTYITHOMY JIJIsl JITEH MICII.
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YnakoBka.
ITo 7 Tabnerok y Gmictepi; 1o 4 OicTepu y KapTOHHIN KOpOoOIIi.

Kareropist Binmycky.
3a peuenrtom.

Bupoonuk.
Actpa3eneka ®apmacerotukaic JII1 / AstraZeneca Pharmaceuticals LP.

Micue3HaxomxeHHs1 BAPOOHHUKA Ta ajJpeca Micusi NPOBaIKeHHS Oro AifJILHOCTI.
4601 Xaiiyeii 62 Ict, Maynt Bepnon, IN, 47620, CIIIA / 4601 Highway 62 East, Mount Vernon,
IN, 47620, United States.

Jdara ocTaHHBOIO NeperIsay.
17.06.2026
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