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IHCTPYKIIA
AJIS1 MEUYHOI0 32CTOCYBAHHS JIIKAPCHKOI0 3ac00y

AUTJIII®
(AIGLIP)

Cknao.

oitoua peyosuHa. BUITATTINTHH,

1 TabneTka MiCTHTh BiAarminTuny 50 mr;

OONOMIDICHI peuosuHu: TEII0JI03a MIKPOKPHUCTAIIYHA, JaKTo3a Oe3BOJHA, TiIPOKCHUIPOIIIETION03a
HU3bKO3aMillleHa, MarHilo cTeapar.

Jlikapcbka gopma. TabneTku.
OcHnosni @pizuko-ximiuni eracmugocmi: TaOIETKU KPYIUIi, 3 IJIOCKOIO IMOBEPXHEIO, 31 CKONICHUMU
KpasiMu, Bif] O1710T0 JI0 CBITJIO dKOBTYBATOT'O KOJILOPY.

dapmakoTepaneBTHYHAa rpyna. [imoriikemiuHi CHHTETHYHI Ta 1HII 3acobu. [Hribitopu
munentuauanentrugasu-4. Kog ATX A10B HO2.

Dapmakonoziuni eracmusocmi.

Dapmarxoouramixa.

BingarminTiH HaleXWTh 10 KJIacy PEYOBHH, IO TOCHIIOIOTH POOOTY OeTa-KIITHH OCTPIBKOBOTO
armapary MiJIITyHKOBOI 3aJI03H, € MOTY)KHUM Ta CeJIEKTUBHUM IHTI0ITOPOM AMIMENTHIMINENTHIa3u -4
(DPP-4).

3acTocyBaHHs BUIIAMTINTUHY MPU3BOIUTH JI0 IIBUAKOIO Ta ITOBHOTO NMPHUMHUHEHHS akTUBHOCTI DPP-4.
[uribyBanns BurgarminTuHoM DPP-4  cnopuumHsie MiABUIIEHHS EHAOT€HHOIO pIBHS T'OPMOHIB
inkpetuny ['TIII-1 (rmroxaronononiouuit mentuy 1) ta I'lIl (raroxo303anexHUi 1HCYTIHOTPOIHUMN
MEeNTHA) I Yyac roJIOAYBaHHS Ta MiCJs BXKUBAaHHS 1XKI.

BHacnigok miiBUILEHHS €HAOT€HHHUX PIBHIB IIMX TOPMOHIB IHKPETHHY BUIJArTINTHH MOKpAIIye
YYTJIMBICTh O€Ta-KJIITHH JO TJIIOKO3H, L0 MPHU3BOAUTH 1O MOCHUJIEHHS CEKpeLli III0K0303aJIeKHOr0
iHCcymiHy. JlikyBaHHs mawieHTiB 13 aiaberom tumy Il npenaparom y mozax Bix 50 no 100 mr Ha 100y
CYTT€BO TOKpaIlyBajo Ait0 MapkepiB ¢yHKIli Oera-kiniTuH, Braroyatoun HOMA-B (romeocTaTnuny
MOJIeJIb OLIHKN (PYHKIIT B-KTITHH), BIAHOIIEHHS MPOIHCYIIHY J0 1HCYJIHY Ta NOKa3HUKH YyTIUBOCTI
OeTa-KJIITHH Mpu OararopazoBOMY MPOBEACHHI TECTY TOJEPAHTHOCTI /10 TKi. Y TMAIll€HTIB, HE XBOPUX
Ha IYKpoBUHM sia0eT (3 HOPMaJbHMM pIBHEM IJIIOKO3M Yy KpOBi), BUIJATTINTHH HE CIPUYUHSIE
CTUMYJISAIIT cekpenii 1HCyiHY a00 3HUKEHHSI PIBHIB IIIOKO3H.

Buacnigok minBuiieHHs enporeHHux piBHiB [TII-1 BUIAATIiNTHH TaKOXK MOCUITIOE YYTJIUBICTh anb(ha-
KJIITHH J0 TIIOKO3H, IO MPU3BOAUTH J0 MiABUIICHHS TITFOKO303JICKHOI CEKpEIlii TIIIOKarony. 3HauyHe
3pOCTaHHS CITIBBIAHOIICHHS 1HCYNIH-TJIFOKArOH IMiJ] Yac TiNepriiKeMii, COPUYUHEHOI MiIBUIEHUMH
PIBHAMHU FOPMOHY 1HKPETHUHY, IPU3BOAUTD J10 3HIKEHHS MPOYKIIIi ITIOKO3U T/ Yac rojIoyBaHHS Ta
Ticys BXKUBAHHI 1K1, 110 BUKITUKAE CKOPOUCHHS TIIIKeMiT.

Bigomuii BrumB migsutiieHoro piBHs ['TII-1, o momsirae y moioB)eHHI €BaKyarlii BMICTY IIUTYHKa, HE
CIIOCTEPITraeThCs MMiJ] Yac JIKyBaHHS BUIIATTINTHHOM.

Dapmaxokinemuxa.

Abcopbyis

[licns mepopanpHOrO NpHUIIOMY HATHIE BULAAMIINTHH IIBUJIKO a0OCOpOyeThCs, MaKCHMajbHa
KOHIeHTpaniss y mia3Mi KpoBi (Cmax) cmocrepiraetbes 4epes3 1,7 roamnu. OpHOYACHUH NpHHOM 3



DKEro He3HAYHO 3aTPUMYE Yac JOCATHEHHS Cmax y TUIa3Mi KpOBI - 10 2,5 rOJUHM, ajie HE BIUIMBA€E Ha
3aranpHy ekcriosuiito (AUC). 3acTocyBaHHSI BUIIANTNTHHY 3 1KEIO MPU3BOAUTH 10 3HIKEHHS Cmax
(19 %). HesBaxaroun Ha Lie, BEIMYMHA 3MiH HE € KIIHIYHO 3HAUYI[OK, ToMy AWrmin® MoxkHa
MpUIIMaTH He3aJIeXXHO Bl NMpuiioMy Dki. AGCOIIOTHA 6100CTYNHICTh CTAHOBUTH 85 %.

Posnooin

KoeimienT 38’s13yBaHHs BULIATTINTHHY 3 MPOTEiHAMU IJIa3MU KPOB1 HU3bKHH (9,3 %); BUIIarminTux
PO3MOAIIAETECA PIBHOMIPHO MK IIa3MOI0 KpoBi Ta eputpouutamu. Cepenniii 06’em po3moaity
BUIJAMIINTHHY Ha CTaAil TUIATO TIC/IS BHYTPINTHBOBEHHOTO BBeACHHS (Vss) cTaHOBUTH 71 JiTp, 110
TOBOPUTH MPO EKCTPACYAMHHUIN PO3MOILI.

Memabonizm

MeTtaboii3M € OCHOBHMM LUISXOM BHUBEAEHHS BUIJAIVINTHUHY Yy JIOAMHHU, L0 CTAaHOBUTH 69 %
npuiinaToi no3u. OcHoBHu#M Metabomit, LAY151, ¢dapmakonoriyHo HEaKTHUBHHM 1 SBIsSE COOOIO
IPOAYKT T1pOJIi3y CKJIaJO0BOI 1[iaHy, 0 CTAHOBUTH 57 % J103H Ta CYIPOBOKYEThCS INIIOKYPOHIAHUM
(BQS867) Ta amimuum riapomizom (4 % no3u). JlaHi, oTpuMaHi y Iporieci JOCIiPKEHHS B yMOBax in
Vitro y MikpocoMax HHUPOK JIIOJMHH, BKa3ylOTh Ha Te€, 0 HUPKH MOXXYTh OyTH OJHHM i3 OCHOBHHX
OpraHiB, SKUH CIpUS€ TiAPONi3y BULAATTINTHHY JO HOTO OCHOBHOTO HEAKTUBHOTO METa0OoIIiTy,
LAY151. DPP-4 wyactkoBo Oepe yd4acThb Yy TiApOi3i BUIAATNINTHHY, IO OylIO MiATBEPIKEHO
JOCIIKSHHSM IN VIVO y tiypiB i3 nedimurom DPP-4.

Bingarnintud He metabouni3yeThesi eH3uMamMu nutoxpomy P450 B Takomy o0’emi, sSikuii OM MOXXHA
Oynio BU3HAYUTH. TakMM YMHOM, HE OUIKYETHCS, IO CYIYTHIH MPUHOM JIiKapChKHUX 3ac00iB, TAKUX SIK
iHribitopu Tta/abo inayktopu CYP450, mnuBatumMe Ha MeTaOONIYHUN KIIpPEHC BUIIATITINTHHY.
JlocmijpkeHHst IN VItro mpoaeMOHCTpYBaJiM, IO BUIJATNIINTHH HE iHTIOye 1 HE IHAYKYE EH3UMHU
uutoxpoMmy P450. TakuM 4YuMHOM, BUIAArIINTHH, HaliMOBipHINIE, HE BIUIMBA€ Ha METAO0ONIYHHIMA
KIIIPEHC OJJTHOYACHO 3aCTOCOBYBAHHMX JIIKAPCHKUX 3ac00iB, 1m0 Metabomizyroteess CYP 1A2, CYP 2C8,
CYP 2C9, CYP 2C19, CYP 2D6, CYP 2E1 abo CYP 3A4/5.

Buseoenns

Ilicns nepopanshoro npuitomy [*CJ-BingarminTuny npubmusao 85 % 103U BUBOAMTHCA i3 Ceyero i
15 % nmo3u — 3 xanom. HupkoBe BUBEACHHS HE3MIHEHOT'O BUIIATIIINTHHY CTAHOBHUTH 23 % mepopalibHO
npuitasaToi  go3u. Ilicns BHYTPIIIHHOBEHHOTO BBEICHHS 30POBUM JOOPOBOJBLSAM 3araibHHA
IUTa3MOBUI Ta HUPKOBUH KIIPEHC BUIAArminTUHY craHOBHTH 41 1 Ha roauHy Ta 13 1 Ha roamHy
BinnmoBigHo. CepenHiii TepioA HaIiBBUBEACHHS IICIS BHYTPIIIHBOBEHHOTO BBEICHHS CTaHOBHUTH
npubau3Ho 2 roaunu. [lepios HamiBBUBEACHHS MiCIi NEPOPATbHOrO MPUHOMY CTAHOBUTH MPUOIU3HO
3 roguHu.

Jinitinicmo/neninitinicmo

Cmax ans BinparminTuHy Ta AUC 30UIBIIYIOTBCS Maike MpONOPLIHHO JO3YBaHHIO IPU BChOMY
Jliara3oHl TepaneBTUYHOTO J03yBaHHS.

Oxpemi epynu nayienmis

Cmamp

He cnocrepiranocst HiIKMX BiAMIHHOCTEH Yy (hapMaKOKIHETHIII IpenapaTy y 3/I0pOBHX J00pPOBOJIBLIB
YOJIOB14OT Ta ’KIHOYOI CTaTl PI3HOTO BIKY Ta 3 pi3HUM 1HAeKcoM Macu Tia (IMT). [ari6yBanns DPP-4
npenapatoM AWrain® He 3a€KUTh Bijl CTaTi MalieHTa.

3axeoprosanms nevinku

Brus nopymiens QyHKIT NeYiHKK Ha (apMaKOKIHETUKY BULIATIINTUHY JTOCTIIXKYBaBCs y MAIlIEHTIB
13 HEe3HaYHUMH, MTOMIPHUMHU Ta CEPHO3ZHMMM MOPYIIEHHSAMHU (QYHKIII MEYIHKM HAa OCHOBI OIIIHKU 3a
mkanoro knacudikanii Yainna-IT’'vo (Big 6 nns He3HauHOro 10 12 1isi cepil03HOTO TMOPYIICHHS)
MOPIBHSIHO 3 TMalliEHTaMU 3 HOPMajbHOIO (yHKII€IO TediHKH. EKCro3uilis BUIAATTINTUHY MICISA
NpUOMY pa30BOi JO3M MallieHTaMM 3 HE3HAYHUMH Ta MOMIPHUMHM MOPYIIEHHSAMH (YHKII MeYiHKU
Oyna 3HmxkeHow (Ha 20 % Tta 8 % BIAMOBIAHO), TOMAI K €KCHO3MIIS BUIJATJINTUHY y MAlll€EHTIB 13
CEepHO3HMMHU TOpYIICHHSIMH 30imbinyBanacs Ha 22 %. MakcumanpHa 3MiHa (30UTBIIEHHS a0o
3MEHIIICHHS) €KCIO3UIlli BUIIArTINTUHY cTaHoBWJa Tpubau3Ho 30 %, 1m0 He BBAXKAETHCS KIIHIYHO
cyrTeBUM. He Oyno BHSIBIIEHO 3aJIe)KHOCTI MIX TSDKKICTIO MOPYHIEHHS (DYHKII MEYiHKU Ta 3MiHAMHU
€KCIIO3HITT BUIJATIIINITUHY.

3axseoprosanms HuUpok

Biakpute mocmipkeHHs 3 0araTopa3oBUM 3aCTOCYBaHHSM Tpemapary OyJio MPOBEAEHO 3 METOIO
OLIIHKM (papMaKOKIHETUKN HAaWHIDKYMX TEPaNeBTUYHHUX 103 BiazarminTuny (50 Mr onuH pa3 Ha A00Y)



y TAIli€HTIB 3 PI3HUM CTYNEHEM XPOHIYHOTO TMOpYIIEHHS (YHKIII HUPOK, IO BH3HAYaBCSA 3a
KJIIpPEHCOM KpeaTuHIHY (Jierke nmopymeHHs GyHkiii Hupok Bix 50 1o < 80 Mi/XB, TOMIpHE MOPYIISHHS
¢ynkuii Hupok Bix 30 1o < 50 Mu/XB Ta TsDKKe nopymeHHs GyHKuii HUpoK < 30 MII/XB), OPIBHSHO 3
KOHTPOJIBHOIO TPYIIOI0 YYACHUKIB JTOCTIPKEHHS 3 HOPMAJIbHOIO (DYHKITIEIO HUPOK.

VY mami€eHTiB i3 HE3HAUYHUMH, TOMIPHUMH Ta CEpPHO3HMMH mopymeHHsMHA ¢yHKuii HEpok AUC
BUIIATIINTHHY 301JIbITyBaNacsl TIOPIBHSHO 3 TAIIEHTAaMH 3 HOPMaJIbHOK (QYHKIIEID HHPOK.
[Mokazaukn AUC metabomitie LAY 151 ta BQS867 30inpiryBanucs B cepeAHbOMY MpUOIU3HO B 1,5,
3 ta 7 pa3iB y MAIli€HTIB 3 JICTKUMH, MOMIPHUMH 1 TSOKKUMH TOPYIICHHSAMH (YHKIT HHPOK
BinmoBigHO. OOMEXKEHI JaHi MIOAO MAI€HTIB 3 HUPKOBOI HEJOCTATHICTIO B TepMiHAJBHIN cTamii
(HHTC) noka3yroTb, 1110 €KCIIO3HUIIisl BUITATTINTHHY € CXOXKOI0 Ha €KCIIO3UII0 Ipenapary y namieHTiB
3 TSOKKUMU TopymieHHsMU GyHKIii Hupok. Konnentparii LAY 151 Oynu npubnusno B 2-3 pasu
BUIIMMH, HIXK Y TMALIE€HTIB 3 THXKKUMU MOPYILIEHHSIMH (DYHKIIIT HUPOK.

BinparminTuH BUBOAMBCSA 3 OpraHi3My 3a JOMOMOTIOI remojianizy B oOMexeHid kinbkocTi (3 %
MpOTAroM 3-4-TOAMHHOTO TeMOJiamidy, SKHH MOYMHAIM MPOBOAWTH Yepe3 4 TOAUHU IMICHSA
3aCTOCYBaHHS Ipernapary).

THayienmu nimnvo2o 6iKy

VY 370poBUX 3a IHIIMMH TMOKa3HMKaMHu TmamieHTiB (y Bimi Big 70 pokiB) 3arajbHa EKCIO3MUIIIS
BinparninTuay (100 Mr oamu pa3 Ha 100y) 30inbnryBanacs Ha 32 %, a Cmax — Ha 18 % mopiBHSAHO 3
MOJIOJIIITMMU 3JIOPOBHMH JT0OPOBOIBIIMHU (BikoM Bif 18 10 40 pokiB).

Lli 3miHM, OJHAK, HE BBAKAIOTHCA KIIIHIYHO 3HauymuMmu. IHTIOINiss DPP-4 BimmarmintuHOM HE
3aJIe)KHUTh BiJ BIKY MAIIE€HTIB Y AOCTIXKYBaHMX BIKOBHX TpyIax.

Paca

OOmexeHl JaHi cBigYaTh HPO TE, MO pacoBa MPUHANEKHICT, HE Ma€ 3HAUYIIOrO BIUIUBY Ha
(hapMaKOKiHETHKY BUIIATTINTHHY.

Kuainiuni xapakrepucTuku.

Ilokazanus.

JIikyBaHHS TOPOCTHMX MAILi€HTIB 3 IYKPOBUM Jiaderom Tumy I1.

Sk MoHOTEpAaITis:

- TIALI€HTIB, y SKHUX 3aCTOCYBAHHS TIJBKH Mi€TH Ta (i3WYHUX BOpaB HE 3a0e3Medye TOCTAaTHHOTO
KOHTPOJIIO, @ TaKOX JUIs MAaIll€EHTIB, Y SKUX 3aCTOCYBAaHHS MET(QOPMIHY BBAXKAE€THCS HEMPUHHATHUM
yepe3 HasBHICTh MIPOTUIIOKA3aHb a00 HEMEPEHOCUMOCTI.

V ckiazi no/BiiHOI nepopaibHOi Tepamii y KoMOiHamii 3:

- MeTGOpMIHOM Ul TAIlEHTIB 13 HEAOCTaTHIM TIUIIKEMIYHUM KOHTPOJIEM, HE3BaKalouW Ha
3aCTOCYBaHHS MaKCUMAaJIbHO NEPEHOCUMOI 031 MPH MPOBEACHHI MOHOTEparii MeThOpMIHOM;

- CyJib(OHIICEUOBUHOIO JJI TAIIEHTIB 13 HEJOCTATHIM TJIIKEMIYHMM KOHTPOJIEM, HE3BaXKAIOUHM Ha
3aCTOCYBaHHS MaKCHUMAaJbHOI MEPEHOCUMOi J03U CYJIb(OHIICEYOBUHHU, Ta JAJS MALIEHTIB, Yy SKUX
3aCTOCYBaHHA MET(POPMIHY BBAKAETHCS HENPUIHATHUM 4Yepe3 HasBHICTh MPOTHUIIOKA3aHb abo
HEMepeHOCUMOCTI;

- T1a30JIIIUHIIOHOM JTsI TIAIIEHTIB 13 HEAOCTATHIM TJIIKEMIYHUM KOHTPOJIEM, JIJISl SIKUX 3aCTOCYBaHHS
Tia30J1IMH/IIOHY BBAXKAETHCS IPUIHATHUM.

VY ckiani noTpiiHOI nepopanbHOi Teparii B KOMOIHAIIIT 3:

- CyJab(OHIJICEYOBUHOIO Ta MeT(OpPMIHOM, KOJIM Jiera 1 (i3MyHI BIpaBH pPa3oM 13 MOJBIHHOIO
Teparniero UMHU JIKapChbKUMU 3aco0aMu He 3a0€31eUyI0Th a/IeKBaTHOTO TNIIKEMIYHOTO KOHTPOJIIO.

VY xombinamii 3 iHCymiHOM (3 MeTdopmiHOM abo 0e3), komu miera Ta (i3WyHI BOpaBU pa3oMm 3i
CTaO1IbHOIO /103010 1HCYJIIHY He 3a0e3MeuyI0Th aJeKBaTHOTO IIIKEMIYHOTO KOHTPOJIIO.

IlIpomunoxazannsa.
Binoma rinepuyTiMBicTh A0 BUIAArIINTUHY 200 10 Oyb-sIKO1 JOMOMI>XKHOI PEYOBUHHU.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uou 63aEmoo0ii.

BinparminTuH Mae HU3BKMM TIOTEHINAN I B3aeMOAli 3 1HmMUMH TpemapatamMu. OCKUIBKH
BUIIArMINTHH HEe € cyoctparoM eH3umy 1utoxpomy P450 (CYP) 1 He € iuriGitopom abo
karamizaropom eHzuMiB CYP 450, To iioro B3aeMonis 3 IHIIMMU IpernapaTamu, siKi € cyOcTpaTamu,
iHri6iTOpaMu abo KaranizaTopaMu IUX €H3UMiB, MaJIOMMOBIpHa.



Komb6inarris 3 mioraiTa3oHoM, MeTOopMiHOM Ta TAi0YypUIoM

Pesynbrat gocimimkeHb, MPOBENCHUX 3 UMM TEPOPATLHUMH TMPOTHAIA0ETUYHUMHU 3aco0amu, He
MoKa3aJii KIHIYHO 3Ha4ymoi (hapMaKOKiHETUYHOI B3a€EMO/III.

Jurokcun (cyberpar Pgp). Bapdapun (cyoecrpatr CYP2C9)

Kniniuni gocnmipkeHHs, TMPOBEAEHI 3a YYacTIO 3JA0POBUX JOOPOBOJIBIIB, HE MOKAa3aId KIIHIYHO
3Hauymioi papmakokiHeTHuHO1 B3aemoii. [IpoTe e He Oys10 BCTAHOBJICHO B IUIBOBIH MOIYJISIII.
KowMm0iHarris 3 aMJIOAUITIHOM, paMilIPHIIOM, BaJicapTaHOM a00 CHMBAaCcTaTUHOM

JlocmikeHHsT JIIKapChKoi B3a€MOii 32 YYacTIO 3J0pPOBHX JTOOpPOBOJIBIIIB Oyau TIPOBEICHI 3
aAMJIOJIMITIHOM, DPAMIMPUIOM, BAJICAPTAHOM 1 CHMBACTaTHHOM. Y XOJII IUX JOCHIIKCHb IiCIs
OJTHOYACHOTO 3aCTOCYBAaHHSX BKa3aHUX IMpernapariB 3 BUIAATIINTHHOM KJIIHIYHO 3HAYYLIUX
(hapMaKOKIHETUYHUX B3a€MO/IiH BUSBICHO HE OYIIO.

KowmbGinaris 3 inriditopamu A1

[Ipu onmHowacHOoMy 3actocyBaHHI 3 iHriOiTOpamu AIID € OUIBII BUCOKHA PHU3HK PO3BUTKY
aHT1OHEBPOTUYHOTO HAOPKY (auB. po3ain «IlobiuHi peaxii).

Sk 1 Mmoo 1HIIUX MEepopaIbHUX MPOTHAIA0CTHYHUX JIIKAPCHKUX 3ac00iB, MEBHI aKTUBHI PEUYOBHUHH,
BKJIFOYAIOYM  Tia3uaH, KOPTUKOCTEPOidW, TMpermapaTd TOPMOHIB  IIUTOBHAHOI 3aJI03U  Ta
CHUMITaTOMIMETHUKH, MOXKYTh 3MEHIITYBATH T1NOTIIKEMIYHHHN €(PEKT BUIIATIINTHHY.

Ocoonueocmi 3acmocyéanns.

3acanvni

Airmin® He € 3aMiHHMKOM iHCYJiHY .U iHCYyJiH3aJdeXHHMX mauicHtiB. Ilpemapar He ciig
3aCTOCOBYBATH JIJISI JIIKYBaHHSI MMAII€HTIB 3 qiabeToM Triry | a60 giabeTHIHNM KeTOAIUuI030M.
Topywenns ¢pyHnkyii HUpoK

JlocBix 3acTocyBaHHS Tpemapary Ui JIIKYBaHHS TMAIi€HTIB 3 TOMIpHHMH a00 TSKKUMH
nopymeHHsaMu (QyHKIii HUpoOK, a Takox mnauieHTiB 13 HHTC na remomiamizi oomexxenuit. Tomy
3aCcTOCYBaHHs mpenapary AWriin® He peKOMEHI0BAHO IIUM TPYIIaM TIAli€HTIB.

Topywenns gpyHxyii neuinku

Airnin® He peKOMEHIOBaHMI JUIS 3aCTOCYBAHHs MALliEHTaM i3 MOPYIIEHHIMH (QyHKLIT NEeYiHKH, Yy
TOMY 4YHCIi TarieHtaMm, y skux no0 JjikyBaHHs piBeHb AJIT a6o ACT Oinbme HiX y 3 pasu
MIEPEBUIIIYBAB BEPXHIO MEXY HOPMHU.

Koumponw pienie pepmenmie nevinku

Pinko nmoBimoMisuid mpo mopyiieHHs (pyHKIIT MeYiHKK (BKIIOYAIOYM TenatuT). Y TakuxX BUIAAKaxX y
NAIl€eHTIB Tepedir yCKIagHeHHs OyB MepeBakHO OE3CMMNTOMHMM, O3 KIIHIYHMX HACcHiAKIB, a
noka3Huku TecTiB ¢yHKMiT nedyinku (T®Il) micns npunuHEHHS JIKYBaHHS IOBEpTalIHCS 0
HopManbHUX piBHiB. Ilepen moyaTkoM JiKyBaHHs mnpenapatoM Aurain® ciig npooautu TOIT 3
METOI0 BM3HAUEHHS Yy MallieHTa BUXIJHUX MOKa3HUKIB. CiiJi MPOBOJUTH MOHITOPUHI PE3YyJbTaTiB
T®II nig yac MiKyBaHHS MPENapaToM MPOTATOM MEPILIOro POKY JIKYBAaHHS 3 IHTEpBAJIOM OJMH pa3 Ha
TPU-YOTHUPH MICSII, a TAKOXK MEPI0IUYHO Mi3HIIIE.

JInsl marienTiB, y SKUX CIOCTepirajaucs MiJIBUIIECHI piBHI TpaHcaMiHa3, CIiJi IPOBOJUTH MOBTOPHUN
MOHITOPUHT (PYHKIII MEUIHKH JJIs MIATBEP/KEHHS pe3yibTaTiB, a TAKOXK MOAAJIBUINN MOHITOPUHT 3
YacTUM IIPOBEACHHSAM TeCTiB (YHKIIT MEYiHKH, JOKM TOpYIIEHI piBHI HE TOBEPHYTbCA J0
HOpMaJbHUX MOKa3HUKIB. ko migBuieHHs piBHA AJIT ado ACT y 3 aGo Ounblie pasiB BHIE 3a
BEPXHIO MEKY HOPMH, TO PEKOMEHJYEThCA NPHUIMHHUTH JIiKyBaHHs mpenapatoM A#Nrmin®. Ilpu
BUHUKHEHHI JKOBTSHHMII a00 IHIIUX O3HaK MOpYHIeHHS (QYHKIII MEeYiHKH CJiJ TPUITHHUTH
3acTocyBanHs npernapary AUrmin®. Ilicas npunuHeHHs JTiKyBaHHs Ta HopMmatisaiii pe3yinbratis TOIT
JIKYBaHHS BUIAATIINITUHOM HE CJIiJI PO3MIOYMHATH 3HOBY.

Cepyesa nedocmamuicmo

Kuiniuae gocmimkeHHsT 3aCTOCYBaHHS BULIATTINTAHY TallieHTaM 13 cepiieBoto HemoctatHicTio [-111
¢dbyHKIIiOHaNBPHUX KJaciB 3a kinacudikamiero NYHA mokasano, 1mo JNiKyBaHHS BUIJIArIINTHHOM HE
MOB’si3aHe 31 3MiHOIO (YHKIT JIBOrO IITyHOYKa abo 3 MOTIpUICHHSM HasBHOI 3acTiiiHOi cepreBoi
HezpocTatHocTi. KiliHIYHMN TOCBiA 3aCTOCYBaHHS IMperapary MalieHTaM i3 CepleBOI0 HEOCTATHICTIO
Il ¢ynkuionaneHoro kmacy 3a kiacudikamiero NYHA Bce me oOMexeHuil, a pe3yiabTaTH He
MIEPEKOHJINBI.

JlocBia 3acTocyBaHHS BUIAATJINTHHY TiJ 4Yac KIIHIYHUX JOCTIDKEHb TMAIIEHTaM 13 CEPIIEBOIO
HepoctatHicTio [V QyHKUioHampHOro Kiacy 3a kimacudikamiero NYHA  BincytHidl, Tomy



3aCTOCOBYBATH Iperapar UM MalieHTaM He PeKOMEHIY€EThCS.

Po3znaou 3 6oky wxipu

Y MOKIIHIYHMX TOKCHKOJOTIYHHUX JOCTI/DKEHHSIX MOBIIOMIISUTH TMPO BUIAIKUA YPaKCHHS MIKIPH,
BKJIIOYAIOYM YTBOPEHHsI MyXHPIB Ta BUPA30K Ha KIHIIBKAX y MaBIl. Xo4a y TpOIeci KITHIYHUX
JOCIHIKeHb He OyNo BiA3HAUEHO 301IbIIEHHS YaCTOTH YPA)KEHHS IIKIpH, TOCBIJ MIOJ0 YCKJIaJHEHb 3
OOKy IIKIpY y MAIIEHTIB 13 I[yKPOBHUM J11a0€TOM OOMEKESHUMN.

Kpim TOro, y mocTMapKeTMHTOBHI Iepioj] 3aCTOCYBaHHS NpenapaTy MOBIIOMIISUIM TPO BHIIAAKH
OyJIb03HOTO Ta €KC(POJIaTUBHOTO YPKECHHS IIKIPH.

TakuM YMHOM, BIIIMOBIAHO JO CTAHJAPTHOTO JOTJSAY 3a MAIiEHTaMHd 3 I[yKPOBUM Jlia0eToM
PEKOMEHAYETbCSL CIIOCTEPEIKEHHSI JJIsl BUSBICHHS TOPYIIEHb 3 OOKY MIKipH, TaKUX SK YTBOPCHHSA
MyXHpiB a00 BUPA30K.

Ilanxpeamum

3acTocyBaHHs BUIJAMINTHHY OB ’S3aHO 3 PU3MKOM PO3BHUTKY TIOCTpPOro maHkpeatuty. IlamienTn
MOBHHHI OyTH TPOiH(GOPMOBaHi PO XapaKTepHi CUMIITOMU TOCTPOT'O TAHKPEATUTY.

SIKII0 Mi03PIOEThCS PO3BUTOK MAHKPEATUTY, 3aCTOCYBAHHS BUIIATIIIIITUHY HE CIiJ1 MPOJIOBXKYBATH. Y
pa3i MIATBEp/UKEHHS MAiarHO3y TOCTPHM MAHKPEAaTUT 3acTOCYBAaHHS BUIJAMINTUHY HE CIiA
MTOHOBITIOBATH.

L'inoenikemis

3acTocyBaHHA CyNb(OHIJICEUOBUHHU, SIK B1IOMO, IPU3BOAUTH 10 PO3BUTKY Timoriikemii. [lamienTy, ski
OTPUMYIOTh BUINATIINTHH Y KOMOiHAILIi 3 CyIb(OHIJICEYOBUHOIO, MOXYTh OYTH CXHJIbHI 10 PO3BHTKY
rinormikemii. TakuM 4YUHOM, JUISl 3HIDKEHHS PU3UKY PO3BUTKY TIMOTJiKeMii MOXKJIMBE 3aCTOCYBAaHHS
OUTBII HU3BKUX J103 CYJIb(OHIICEUOBHHH.

Tnwi

Jlo ckmamy mpemapary Anrmin®, TaOneTKH, BXOAUTH JakTo3a. [lamienTam i3 piIKiCHUMHK CIIaIKOBUMHU
CTaHAMU — HEMEPEHOCHUMICTIO JIAKTO3H, AehinuToM Jaktasu Jlanma abo ManbaObCcopOIliero TIIIOKO3HU Ta
rajakTo3u — npenapar ARrIin® npoTUoKa3aHuii.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHs 2pyooi0.

Bazimuicmoe

JloTeriep HEMa€e BiNOBITHUX AOCIHIHKEHb 3aCTOCYBaHHS BUIJATTINITHHY BariTHUM JKIHKaM.
JlochimkeHHs HAa TBapyWHAX BUSIBIIIM PEMPOAYKTUBHY TOKCHYHICTH MPHU 3aCTOCYBaHHI BHCOKHX J03
npenapary. [ToTeHIiiHMIi PU3UK IS TFOJMHKM HeBimomuii. Uepes BiacyTHICTh maHux A#rmin® He ciin
3aCTOCOBYBATH TIiJI Yac BariTHOCTI.

Ilepioo 200ysanns 2pydoio

HeBimomo, uu mMpoHMKae BUINATIINTHH Y TPyAHE MOJIOKO. JOCHiTKeHHS Ha TBapUHAX BUSBUIU
BUJIJICHHS BUINATIINTUHY B MOJIOKO TBapMH. AMrmin® He cmig mpusHayaTh KiHKaM, SKi TOXYIOTh
TPYAIO.

DepmunvHicmo

JloCiKeHb 010 BILIMBY Mpenapary AWrain® Ha GepTUibHICTb JIFOJMHE HE ITPOBOIUIOCS.

30amuicms  énausamu Ha WEUOKICMb peakyii npu KepyeawHi a8MOMpAaHcnopmom abo iHWUMU
MexaHismamu.

JlocnmipkeHHsT 100 BIUIMBY Mpenapary Ha 3[JaTHICTh KepyBaTH aBTOMOOUIEM Ta MpalioBaTH 3
IHIIMMH MeXaHi3MaMH He npoBojwiucs. llamienTu, siki BiJ4yBalOTh 3allaMOpPOYEHHS, HE MOBHUHHI
KepyBaTH aBTOTPAHCIIOPTOM a00 MPAIfOBATH 3 IHIIMMHU MeXaHI3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.

[Ipu 3acrocyBaHHI Ik MOHOTeparnii, B KOMOiHalii 3 MeThOpMiHOM, Y KOMOIHAIIIT 3 Ti1a3011IUH/I0OHOM,
y KoMmOiHamii 3 MeTrdopMiHOM Ta CyIb(OHUICEUOBHHOIO a00 B KOMOIHaIii 3 I1HCYMIHOM (3
MetropmiHoM abo 6e€3) pexkoMeHaoBaHA a000Ba J03a BLIAATTINTAHY cTaHoBUTH 100 wmr, sKy
PO3IUIAIOTH Ha J1Ba puiioMu: 50 Mr Bpauii Ta 50 Mr BBeuepi.

[Ipu 3acrocyBaHHI y CKJaai MOMABIMHOI KOMOiHAMIl 3 Cyab()OHIICEYOBHHOK PEKOMEHJIOBaHA 032
BUIAArTINTHHY CTaHOBHUTH S0 MT OJUH pa3 Ha 100y, BpaHIll. Y Lil MOMyJAIii Nali€HTIB BUIAArIINTHH
y 11031 100 mr Ha 100y OyB He OUTbII ePEeKTUBHUM, HIXK BUIIAMIINTHH y 4031 50 Mr oiuH pa3 Ha J00y.
IIpu 3acrocyBaHHi B KOMOiHaIii 3 CyJIb(OHIICEYOBUHOIO 3 METOI0 3HMKEHHS PH3UKY PO3BHUTKY



TINOTTKeMil MOXKJIMBE 3aCTOCYBAaHHSI HU3bKHX 103 CYIb()OHIIICEYOBUHH.

[TepeBunryBatu no3y npemnapary 100 Mr He peKOMEHIOBAHO.

V pasi npomycky npuiiomy n03u npernapary ARrmin® ii ciig npuiiHsaTH Bigpasy, SK TUIBKM Mal{ieHT
3ragae npo 1e. [loaBiitHy 103y mpenaparty He CIIiJ IpUiiMaTH B TOU K€ JCHb.

besneka Ta edeKkTUBHICTh 3aCTOCYBaHHSA BUINATTINTHHY y CKJIaAl MOTPiHHOI mepopanbHOi Tepamii B
koMOiHarii 3 MeT(OpMiHOM Ta Tia30JIIMH/IIOHOM HE BCTAHOBJICHI.

Jo3yeanns ons nayicumis i3 nopyueHHaMuY QyHKYii nedinku abo HUpox

A¥irnin® He peKOMEHIYEThCS 3aCTOCOBYBATH IAlliCHTaM i3 MOPYLICHHAMH (YHKIIi NMEYiHKH, B TOMY
YHCIIl nalmienTam, y Skux a0 JikyBanHs piBeHb AJIT a6o ACT OyB y 3 pa3u BUIIHMI 32 BEPXHIO MEXY
HOPMHU.

Jlnst marfieHTiB 13 mopymeHHIMH QYHKIIT HUPOK JIETKOTO CTyIeHs (KJIipeHC KpeaTuHiHy > 50 MIil/XB)
HeMmae moTpebu y Kopekuii nosysanus npenapary Anrmin®. IMamienTam 3 HOMIpHUMHE a00 TSOKKMMH
nopymeHHsMu ¢yHkiii Hupok ado HHTC pexomennoBana 103a mpernapary CTaHOBUTH S0 Mr oauH
pa3 Ha 100y.

Jlo3yseanns 015 nayienmis 1imHb020 GIiKy

Jlnist manieHTiB BIKOM BiJ 65 pOKiB HeMae MoTpeOu 3MiHIOBATH JO3YBaHHS.

Jlozyseanns ons dimeii

JliTam Ta mimriTkam BikoM 10 18 pokiB 3acrocyBanHs mpenapary AUrmin® He PEKOMEHIYEThCS YEPE3
BIJICYTHICTb JaHUX MPO Oe3MeKy Ta ePeKTUBHICTb.

Cnocib 3acmocysanns

J11s mepopalibHOTO 3aCTOCYBaHHS.

Alrnin® Mo)KHa 3aCTOCOBYBATH HE3AJIEKHO BiJl BAKUBAHHS 1Ki.

Jimu.
JiTsam Ta migmiTkam BikoM 10 18 pokiB 3acTocyBaHHS mpenapary AN
BIJICYTHICTh JaHUX MPO O€3MeKy Ta ePeKTUBHICTb.

® HC PCKOMCHAYETBCS UCPE3

Ilepeoo3ysanns.

[Hdopmaris moa0 nepeno3yBaHHs BUIIATIINITHHOM 0OMEXeHa.

Cumnmomu

[ndopmariis mpo MOXIMBI CUMOTOMH Iepelo3yBaHHS Oyja OTpUMaHa y MpPOLECi JOCTIKEHHS
MIEPEHOCUMOCTI MIJIBUILIIEHHS 1031 32 Y4acTIO 3J0POBHUX JOOPOBOJIBIIIB, SIKI OTPUMYBAJIN BUIIATTIIITUH
npotsirom 10 nHiB. Ilpu nosyBanni 400 Mr cnocrepirajucs TpU BUMNAJKW BUHUKHEHHS M’ S30BOTO
00110, @ TAKOXK K1JIbKa BUIA/IKIB JETKOI Ta KOPOTKOYACHOI NapecTesii, rapsayky, pO3BUTKY HaOPSIKIB Ta
THMYacOBOTO MiJBUIICHHS piBHIB Jina3u. [Ipu gozyBanui 600 Mr y ofHOTO i3 TOOPOBOJIBIIIB BUHUK
HaOpAK HIr Ta pyK, 3HayHe miABMIIEHHS piBHA (Qocdokinasu kpearuHiny (PKK), mro
cynpoBojukyBanocst miaBumieHHAM piBHI ACT, C-peaktuBHoro Oinka Ta Mioriob6iny. Tpoe
NOOpOBOJMBIIB 1€l Tpynd Maiau HaOpsK 000X HIr, L0 Yy JBOX BHUIAAKaX CYIPOBOKYBalIOCA
napecTesi€ro. YCi CUMITOMHU Ta MOPYLIEHHS J1a00OpaTOpHUX MOKAa3HHUKIB 3HUKAIN MICIIs NPUITHHEHHS
3aCTOCYBAaHHS JOCIII)KYBaHOTO Ipenapary.

Jlikyeanns

VY Bunajaky nepeno3yBaHHs PEKOMEHI0BAaHO MPOBOAUTH MIATPUMYBAJIbHY Teparito. Buigarmintus He
BUBOJUTHCS MPHU TeMOAiali3i, OAHAK OUIbIICTh MeTabomiTIB Timpomnizy (LAY 151) MoxxHa BUIATUTH
3a JIOMOMOTOI0 TeMO/Tiai3y.

Io6iuni peaxuii.

JaHi 3 0e3neKu 3aCTOCYBaHHS BUIIArTINTUHY Oyld OTPUMAaHI Y XOJi MPOBEAEHHS KOHTPOJIbOBAHUX
JOCTIKEHb 3a Y4acTO MAalli€HTIB, K1 MPpUMMaIu BULIAMINTUH Yy 1000BiH 1031 50 Mr (oauH pa3 Ha
100y) ado 100 mr (o 50 mr nBa pasu Ha 100y abo 100 mr oauH pa3 Ha 700Y), sIK MOHOTEparito Ta y
MOETHAHHI 3 1HIIMM JIIKapChbKUM 3ac000M. BuTbIIiCTh MOOIYHUX pEeaKIliil, 1110 BUHUKAJIU NP MpUiloMi
BUIIArTINTHHY, OylM JIETKMMM 32 XapakTepoM Ta THMYAcOBUMH 1 HE BHMMAarajid HpPUITUHEHHS
nmikyBaHHs. He Oyno BusIBIEHO 3B’S3Ky MIDK PO3BUTKOM MNOOIYHMX peakiiii Ta BIKOM YH pPacoro
narieHTa, TPUBAJIICTIO NMPHUioMY MpenapaTy abo 1000BOIO 103010.

[ToBigoMIsIM PO OKpeMi BUMAJKH PO3BUTKY MEUiHKOBOI AuchyHKIIT (y ToMy uucial renatuty). Li
BUMNAAKK OynM 3a3BHuail 0e3CMMNTOMHMMH, Oe3 KIIHIYHMX HachiikiB, a pe3ynbratd TOII micas



NPUITMHEHHS JIIKyBaHHS TOBEPTAIMCA J0 HOPMAIbHUX. 3a JAaHUMH KOHTPOJIOBAHHMX JOCIIIKEHb
MOHOTepaIli Ta J0JaTKoBOi Teparii, yactora miauineHds piBHIB AJIT a6o ACT y > 3 pasu Bin
BEPXHBOI MEKi HOPMU Ul BUIJArTINTUHY B 1031 50 Mr oauH pa3 Ha 100y, Ui BUIJANTINTUHY B 7031
50 mr aBa pa3u Ha a00y Ta Uil BCiX mpemapartiB mopiBHsHHS ctaHoBmia 0,2 %, 0,3 % Ta 0,2 %
BianoBigHO. [ligBuIIeHHS PiBHIB TpaHcamiHa3 OyJH MEpeBaXHO OE3CMMIITOMHUMHU, HE MPOrpECyBaIN
Ta He OyJIK MOB’sI3aHi 3 X0JIecTa3oM abo KOBTSHULIEIO.

[TooanHOKI BUNIAIKKM aHT1I0HEBPOTUYHOTO HAOPSIKY, PO SIKI MOBIIOMIICHO Yy 3B’SI3KY 13 3aCTOCYBAaHHSAM
BUIJATIINTHHY, CIOCTEPITalucs 3 TAKOK K YaCTOTO, SIK 1 y KOHTPOJIbHIN Tpymi. binbm Bucokuit
BIJICOTOK TaKMX BHUIIAJIKiB CIIOCTEPIraBcs y Tiil rpyIii, /e BUIAATTINTHH 3aCTOCOBYBABCS y KOMOIHaIIii 3
iHridiTopom AII®D. BinbmiicTs sSBUI Oy/IM JETKUMH 32 TSHKKICTIO Ta MUHAJIM Ha (POHI 3aCTOCYBaHHS
BUIIATIINITHHY.

[ToGiuni peakuii, MO CHOCTEpiraancs NPOTATOM MOABIHHMX CIIMHMX IOCTIKEHb y TAIi€HTIB, SKi
MpuiMaIy BUIAATJINTAH SK MOHOTEpAIilo Ta y CKjJaal KOMOIHOBaHOI Teparii, BKa3aHi HIKYE, IS
KO>KHOTO MOKa3aHHs 33 KJIACOM CHUCTEMHU OpTaHiB Ta abCOJIIOTHOIO 4acTOTO. YacToTa BU3HAYAETHCS
TaKuM YMHOM: Ayxe 4dacto (> 1/10), wacto (> 1/100, < 1/10), mewyacto (> 1/1000, < 1/100), piako
(> 10000, < 1/1000), myxe piako (< 1/10000), gyactora HeBimoma (He MOXe OYTH OI[iIHCHA Ha OCHOBI
HasBHUX JaHUX). Y KOXHIA 00’€qHaHIA 3a 4YacTOTO Tpyli HebakaHl peakiii MpeiacTaBicHi Y
MOPSJIKY 3MEHIIICHHS CEPHO3HOCTI.

Mounomepanisa eindazninmunom. I1o6iuHi peakiii, 3apeecTpoBaHl y MAalli€HTIB, fKI OTPUMYBAIU
BugarminTiH y m03i 100 mMr Ha 100y sSK MOHOTEparito, y XOJi MPOBEICHHS MOJBIMHUX CIIITUX
JIOCJIIKEHb.

Ingpexyii ma insasii: gyxe pinko — iHPEKIis BEpXHIX TUXATbHUX NUIIX1B, HA30(apUHTIT.

3 6oky 0bMiHY peyo6uH: HEYACTO — T1MOTTIKEeMisl.

3 boky Hepsosoi cucmemu: 9acTo — 3alIaMOPOYCHHST; HEYACTO — TOJIOBHHMA O1Tb.

3 6oky cepyego-cyounnoi cucmemu: He4acTo — nepudepruuHi HaOPSKH.

3 60Ky WLIYHKOBO-KUWKOB020 MpaKmy: HEYaCcTO — 3aKpeTL.

3 6oky Kicmkogo-m 51306801 ma cnoyuHoi cucmemu: HE4acTo — apTParis.

3 60Ky wiKipu: MOXIUBI peaxiii TinepyyTINBOCTI.

Onuc okpeMux Mo6iuHUX peaxiiin

Y KOHTPOJNILOBAHUX JOCTIDKEHHSX MOHOTEpamii BUITArTINTHHOM 3arajibHa YacToTa BHUIAIKIB
JOCTPOKOBOTO TPUIMHEHHS JIIKYBaHHS uepe3 MOosiBY HeOakaHUX peakiiii He Oyna OUIbIIOK Y
MAIIEHTIB, K1 OTPUMYBAJIM JIKyBaHHS BUIIArIinTUHOM y 7031 100 Mr Ha 100y, HIX Y MAalll€HTIB, SKI
OTpUMYBaJIU M1ae0o abo npenapaTy MOPiBHAHHS.

VY NOpiBHSAJIBHUX KOHTPOJBOBAHMX JIOCHIKEHHSIX MOHOTepanii BUIAAKHU TiMoriikemii, mo Oynu
HedacTuMH, cnoctepiramucs y 0,4 % maiieHTiB, sIKi OTPUMYBAJIM JIIKYBaHHS BIUATJIINTHHOM Y 7031
100 mr Ha 100y, nopiBHAHO 3 0,2 % mMalieHTIB y TPpyIl JIKyBaHHS aKTUBHUM IIperapaToM NOPIBHAHHSA
ab6o muiane6o, 6e3 cepio3HNX a00 TAKKUX SBHIIL.

VY KIIHIYHUX JOCHIDKEHHX, KOJIM BUIAArIinTHH y 1031 100 Mr Ha 100y nmpu3HavaBcs K MOHOTEpanis,
Maca Tijia Tali€eHTiB He 3MiHIOBanacs MOPiBHIHO 3 BUXITHUM PiBHEM.

Kuniniuni gociipkeHHsT TPUBATICTIO 10 2 POKIB HE BUSIBWIM HISIKUX JIOJIATKOBUX O3HAK HeOe3meku abo
Herepen0aueHNX PU3MKIB y pa3i MOHOTeparii BUIIArIiNTHHOM.

Kombinayia npenapamy 3 mempopminom. I1oOiuH1 peakuii, 3apeecTpoBaHl y MAII€HTIB, Kl
OTpUMYBaJIM BUAarminTuH y 1031 100 mr Ha 100y B koMOiHamii 3 MeTopMiHOM, Y X0/ MPOBEACHHS
IIOCIIIKEHb.

3 60oky 06MiHY peyo6uH: 1acTO — TIMOTIIKEeMisl.

3 60Ky HepBosoi cucmemu: 9aCTO — TPEMOP, 3aITAMOPOYCHHS, TOJIOBHHUI O1J1b; HEYACTO — CTOMJICHHS.

3 60Ky WIYHKO0BO-KUWKO8020 MpaKmy: 4acTo — HyJ0Ta.

Omnc okpeMux OOIYHUX peaKIii

Y xoni TpoBeJCHHS KOHTPOJIHOBAHUX KIIHIYHUX JOCTIIKEHh KOMOIHAIlli BUIJATMINTAHY B /1031
100 mr Ha 100y 3 MeT(hOpMiHOM HE MOBIIOMIISUIH MPO BiIMIHY JIKYBaHHS 4depe3 MOSBY HEOaKaHMX
peakiiif Hi B rpymi JiKyBaHHsS BungarainTuHoM y a03i 100 mr Ha 100y + metdopmiHOM, Hi B rpyri
npuiiomy rarnedo + MeThopMiHy.

VY Xoni mpoBeNeHHs KIIHIYHUX JOCHIKeHb BUMAIKU TiMOrjiikemii Oyau 4acTUMH Y MALI€HTIB, SKi
OTpuUMYyBaiu BuImarminTuH y 1031 100 mr Ha 100y B KomOiHatii 3 Merdopminom (1 %) Ta HewacTow y
MAIl€HTIB, Kl oTpuMyBaiu Mianebo + merdopmin (0,4 %). ¥V rpymax npuiioMy BULAAIIINTHHY HE




OyJI0 3apeeCTPOBAHOTO KOJHOTO BHUITAJIKY TSKKOI TIOTITIKEMI].

VY Xoai KIIHIYHUX TOCTIKEHb IPH J0/IaBaHH1 10 MeTHOpMiHy BUIAarminTuHy B 1031 100 Mr Ha 100y
Maca TiJia TaIi€HTiB He 3MiHIOBaIacs MOPiBHIHO 3 BUXITHUM PiBHEM.

VY xoxai mpoBEeAECHHS KIIHIYHHUX OCHIKEHb TPUBAIICTIO M0 2 POKIB 1 OuIblie HE OYyJ0 BUABICHO
KOIHMX JOAATKOBUX O3HaK HeOesnmeku abo HemependaueHUX pPH3UKIB Yy pasi  JoJaBaHHA
BUIIATIINTHHY 10 MET(QOPMIHY.

Kowmbinayia npenapamy i3 cyrvghoninceuosunor. IloGiuni peakuii, 3apeecTpoBaHi y HaIi€HTIB, AKi
OTPUMYBAJIM BUIAArTINTHH Yy 11031 50 Mr B koMmOiHaIli 3 Cynb(OHIICEUOBUHOW, Y X0l MPOBEICHHS
IMOABIMHUX CIIIIAX HOCIIKEHD.

Ingpexyii ma ineasii: aixe piaKo — Ha30(aAPUHTIT.

3 60Ky 06MiHY pewosuH: 9aCTO — TIMOTIIIKEMIs.

3 60Ky Hep60Boi cucmemu: 9acTo — TPEMOP, 3aTIaMOPOUCHHS, TOJIOBHUH OiJTb, aCTEHIS.

3 60Ky WIYHKOB0-KUUKO8020 MPaKmy: HE4acTo — 3aKperl.

Onunc okpeMux MOOIYHUX peaKIii

Y KOHTpPOJIbOBAaHMX KIIHIYHMX JIOCTI/DKCHHsX KoMOiHamii BimgarmintuHy B n031 50 Mr Ta
Cynb(OHIIICEYOBHHHU 3arajibHa 4aCTOTa BHUITAJKIB JJOCTPOKOBOTO MPUITUHEHHS JTIKYBaHHS Yepe3 MOSBY
HeOaxaHuX peakmiii cranoBwia 0,6 % mnpw MoeAHAHHI BUIAATTINTAHY B 1031 50 Mmr i3
cynbhoniIIcedoBHHOIO TIPoTH 0 % B TpyIIi JiKyBaHHS IU1aie00 + Ccylb()OHIICEYOBHHOIO.

V KIHIYHEX JOCIIIKEHHIX YacTOTa BMIIAJKIB TINOIJIIKEMIl, KOJHM BUIAArMNOTHH B 1031 50 Mr oguH
pa3 Ha o0y OyB momanuii 1o riaimenipuay, craHosmia 1,2 % nportu 0,6 % y rpymi npuiiomy rmiare6o
+ rmiMenipuay. Y rpynax JiKyBaHHS BUIANTINTUHOM TSOKKMX BUMAJKIB TIMOTIIKEMii 3apeecTpoBaHO
He 0yJ0.

VY xoai KIIHIYHUX AOCTIKEHb MpU AOAaBaHHI 10 MNIIMENipUAY BULIATIINTUHY B 1031 50 Mr Ha 100y
Maca TiJia Iami€HTiB He 3MiHIOBaJIacst MOPIBHSHO 3 BUXIIHUM pPiBHEM.

Kombinayia npenapamy 3 miazonioundionom. I1o6iuHi peakiii, 3apeecTpoBaHi y MAIl€HTIB, fAKi
oTpuMyBalii BiumarmintdH B g03i 100 mMr Ha m00y B KoMOiHAIii 3 Tia30JiIUHIIOHOM, Y XOIi
MPOBEACHHS MOABIMHUX CIIMUX JAOCTiHKCHb.

3 6oky 0bminy peuogun: 9acTO — 30UTBIIEHHS MACH TiJIa; HEYACTO — TIMOTIIIKEeMisl.

3 6oky Hepsosoi cucmemu: HEYACTO — TOJIOBHUH O1Jb, ACTEHIS.

3 boky cepyeso-cyounnoi cucmemu. 9acto — nepudeprudHi HaAOPSKH.

Onuc okpeMux Mo6iuHUX peaxiiin

VY X0/l KOHTPOJIbOBAHUX KIIHIYHUX JOCTIHKeHb KOMOIHaIi1 BuigarmnTuay B 7031 100 mr Ha 100y Ta
TIA30JIIJUHIIOHY PO JOCTPOKOBE NPHUIMHEHHS JIKYBaHHS dYepe3 MOsBYy HeOakaHUX peakiiil He
MOBIIOMJISUIOCS Hi B TPYMI JIIKyBaHHS BUIAArinTHHOM B 1031 100 Mr Ha 100y Ta Tia3011AMHAI0HOM, Hi
B IpYIIi JIIKYBaHHS MJ1a1e0o + Tia30J1AUHII0HOM.

VY KIHIYHHUX JOCHIKEHHSIX BMIIAJKU TINOMIIKeMil OyJlM HEYacTHMHU Yy MAlI€HTIB, K1 OTPUMYyBaIU
BingarminTuH + miormitazoH (0,6 %), ane yacTUMHM y TAIli€HTIB, SIKI OTpUMYBalu Iuianebo +
miormitazod (1,9 %). ¥V rpymax JiKyBaHHS BUIJArJINTUHOM TSDKKUX BUINAJAKIB TIMOTIIIKEMIl
3apeecTpoBaHo He OyIio.

VY nocmimkeHHI JOMATKOBOI Teparmii 3 MoriIiTa30HOM aOCONMIOTHUN TMOKAa3HUK 3POCTAaHHS MacH Tijia
MpH 3aCTOCYBaHHI Tuianebo Ta BingarminTuHy B 1031 100 mr Ha noOy cranoBuB 1,4 Ta 2,7 Kr
BIMOBIAHO.

BincotkoBa uacTka nepudepuuHux HaOpsKiB, KOJIM BUAarainTuH y 1031 100 mr Ha 100y fonaBaiu 10
MaKCUMaJIbHOI JI03H TOTJIITa30HY, KU 3aCTOCOBYBaIM sIK (hOHOBHUH Tpenapar (45 Mr oauH pa3 Ha
n00y), cranoBuia 7,0 % mopiBHSAHO 3 2,5 % MpH 3aCTOCYBaHHI TUIBKU MIOTJITa30HY SIK (POHOBOTO
mpernapary.

Kowmbinayia npenapamy 3 memgopminom ma cynvghoninceuosunoro. 11061uHi peakiiii, 3apeecTpoBaHi y
MaIi€HTIB, SKI OTPUMYBAIM BULAArminTAH y 7031 50 Mr aBa pa3su Ha 100y B KoMOiHaIii 3
MET(GOPMIHOM Ta CYNIb()OHIICEHOBUHOIO.

3 60Ky 06MiHY peuosuH: 9aCTO — TIMOTIIIKEMIS.

3 boky Hepsosoi cucmemu: 9acTo — 3alIaMOPOUCHHS, TPEMOP.

3 6oky wiKipu ma niOWKIpHUX MKAHUHK. 9aCTO — TIIEePTiapo3.

3azanvui po3nadu: 4acTo — acTeHisl.

Onnc okpeMux OOIYHUX peaKIiii

[Ipo BuUMagku JOCTPOKOBOTO TPHUIIMHEHHS JIKyBaHHS dYepe3 IMOsBY HeOaXaHUX peakiid He




MOBIIOMJISUTM Y TPYIi JIIKYBaHHS BUINATTINTHHOM + MeT(OpMiHOM + TIIMEMipUAOM MOPIBHSHO 3
0,6 % y rpymni nikyBaHHs 1ane6o + MeTQopMIiHOM + ITIMEMIPUIOM.

YacroTa po3BUTKY Trinoriikemii Oyla mommpeHor B 000x rpynax jgikyBanHs (5,1 % g rpynu
3aCTOCYBaHHSA BUIIAriinTuHy + MeTdopMmiHy + riiMenipuny mnopiBsHo 3 1,9 % nmnsa rpymm
3acTocyBaHHs 1uianiebo + Merdopminy + raiMmemnipuay). [Ipo omHe TsDKKe SBHINE TiMOTIIKEMii
MOBIIOMJISUTH B TPYIIi 3aCTOCYBAaHHS BUIIATTINTHHY.

Hamnpukinmi gociipkeHHs BIUTMB HA CEPEIHI MOKa3HUKU MacH Tina OyB HEHTpaIbHUIA.

Kowmbinayia npenapamy 3 incyninom. Hebaxkani peakuii, 3apeecTpoBaHi y Nali€HTIB, SKi OTPUMYBAJIH
BurgarminTuH B 7031 100 Mr Ha no0y B koMOiHalii 3 iHCymiHOM (3 MeTdopmiHoM abo 6e3), y Xxoii
MIPOBEICHHS TOJIBIMHUX CIIITUX JOCIiIKECHbB.

3 60Ky 06MiHY pewosuH: 9aCTO — 3HWKEHUN PIBEHb IITFOKO3H KPOBI.

3 60Ky Hep60soi cucmemu: 9acTO — TOJIOBHUH O1Tb, 03HOO.

3 60Ky WnyHKOB0-KUUKOB020 MPAKNY: YacTO — HyAOTa, TacTpoe3odareanabHa peduriokcHa XBOpooa;
HEYacTOo — Jiapesi, MCTCOPH3M.

Onuc okpeMux Mo6iuHUX peakiin

VY Xoxi npoBeeHHS KOHTPOJIbOBAHUX KITIHIYHHUX JAOCIHIHKEHB 13 3aCTOCYBAaHHAM BUITArIINTHHY B 1031
50 mr nBa pa3u Ha 400y B KOMOiHaIi{ 3 IHCYTIHOM, 13 CYIIyTHIM 3aCTOCYBaHHSM MeT(hopMiHy abo Oe3,
3arajibHa 4acTOTa BHITAJIKiB JOCTPOKOBOTO MPUITMHEHHS JIIKYBaHHS 4Yepe3 MOsBY HeOaKaHUX peaKiii
cranoBmwia 0,3 % y rpymi JiKyBaHHS BUIAAIJIINTHHOM, TOJAI SK Yy TPYIl 3aCTOCYBaHHA ILIanebo
BUMAJKIB JIOCTPOKOBOTO TPHUIMHEHHS JIKYBaHHA dYepe3 TNoOsABy HeOakaHWX peakiiii He
CIIOCTEpIraaocs.

YacroTa BUMAKIB rinoriikeMii Oyia oJHaKoBOIO B 000X Tpymnax JikyBaHHs. [losiBa TSXKKOTO sBHIA
rinormikemii crocrepiranacs y 2 Mami€HTIB 13 TPyNH JIIKyBaHHS BUIJATTINTHHOM Ta y 6 Malli€HTIB 13
TpYIU 3aCTOCYBaHHS TIaIe0o0.

Hanpukinmi gociikeHHs BIUIMB Ha CepeH] MOKa3HUKU MacH Tijia OyB HEUTpaIbHUIA.
Iocmmapkemuneosuti 00c8i0 3aCmMOCy8aANHA GLNOASNINMUHY .

3 60Ky WIYHKOBO-KUWKO8020 MpaKmy: 4acTOTa HEBIJOMa — TAaHKPEATHT.

3 6oky eenamobiniapnoi cucmemu: 4acTOTa HEBiOMa — renaTHT (OOOPOTHUN MICNA MPUMTMHEHHS
PUAOMY JIIKAPCHKOTO 3ac00Y), BIAXMUICHHS ()YHKIIOHAIBHUX MEYiHKOBUX MPOO BiJ HOpMHU (00OPOTHI
iCJIs NPUITMHEHHS IPUHOMY JIKapChKOTO 3ac00Y).

3 6oxy wkipu ma RIOWKIpHUX MKAHUH. dYacTOTa HEBIJOMa — KPONUB sSHKA, OYyJIhO3HE Ta
excdosiaTUBHE ypaykeHHs! LIKIPH, BKIIIOYAaOUu OyJIb03HUM nemMQiroin.

Tepmin npuoammnocmi.
3 poxu.
He 3actocoByBatu npemnapar micis 3aKiH4eHHs TEpMiHY NPUIATHOCTI, BKA3aHOT'O HA yIaKOBII.

YMoBH 30epiranus.
Jliist mikapchKOTo 3ac00y HE MOTPIOHI creriaibHI YMOBH 30€piraHHs.

30epiraT y HEAOCTYITHOMY IS AiTEH MicClii.

Ynakoska.
ITo 10 Tabnerox y 6umicrepi. [To 3 abo 6 GmictepiB y madiii.

Kareropis Binmycky. 3a peuenrom.

Bupoonuk. [TIAT «®apmax» (BupoOHUITBO 3 npoaykiii in bulk ¢pipmu-supodbnuka AET JlaGoparopis
[paiier JITa., [Hais).

Micue3Haxoa:KeHHs1 BUPOOHMKA Ta HOr0 agpeca Micusi IPOBA’KEHHA TisIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. ®pynse, 74.

JlaTa ocrannboro neperasay. 12.08.2019.



