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IHCTPYKIIA
JJIS1 MEIUYHOI0 3aCTOCYBAHHA JIIKAPChKOro 3aco0y

AUTJIIT®
(AIGLIP)

Cknao:

diroua pevosura: BUIIATIINTHH;

1 Tabnerka MIiCTUTh BUIAArAIiNTUHY S50 MT;

OONOMIHCHI peqosuHu: LENI0JI03a MIKPOKPHUCTalIiyHa, JJaKTo3a 0€3BOJHA, TAPOKCUIIPOIUILET0N03a
HU3BKO3aMIIlIeHa, MarHilo cTeapar.

Jlikapcbka ¢opma. TabneTku.
OcHosHi i3uko-Ximiyni eracmugocmi. TaOJETKA KPYTJi, 3 TUIOCKOIO TMOBEPXHEIO, 31 CKOIICHUMH
KpasiMH, Bijl OLJIOTO JI0 CBITJIO )KOBTYBATOTO KOJILODY.

dapmakoTepaneBTHYHA rpyna. [INOTIIKeMIYHI CHHTETHYHI Ta I1HIII 3acobu. [HribiTopm
munentumnentunasu-4. Koqg ATX A10B HO2.

Dapmakonoziuni enacmugocmi.

Dapmaroouramixa.

BinparmintuH HaNeXHWTh A0 KJIACy PEUYOBHH, IO IMOCHIIOIOTH poOOTYy O€Ta-KIITHH OCTPIBKOBOTO
amapary MiIIUTYHKOBOI 3aJI03H, € TOTYKHUM Ta CEJICKTUBHUM IHTI0ITOPOM JUIEITHAWIIEITH A3 -4
(DPP-4).

3acTocyBaHHS BUIIATJIINTUHY MPU3BOIUTH O HIBUAKOTO Ta IOBHOTO MPUMHHEHHS akTUBHOCTI DPP-4.
[aridyBanns BinmarmintuaoM DPP-4 copuuuHs€e NiABUINEHHS €HAOTEHHOTO pPIBHA TOPMOHIB
inkperuny ['TIII-1 (rmroxaronomonionuii mentun 1) ta I (riroxo3o03anexHuil HCYTIHOTPOTHUNA
MeNTHI) M1 Yac roJIOAYBaHHS Ta MICHs BXKUBAHHS K.

BHacniok migBUINEHHS EHAOT€HHUX PIBHIB IMX TOPMOHIB IHKPETUHY BUIJArJiNTHH MOKpAIlye
YYTJIMBICTh O€Ta-KIITUH JO TJIFOKO3H, L0 MPHU3BOAUTH O MOCHIIEHHS CEKpelii TIIF0K0303aJIeKHOTO
iHCcyminy. JlikyBaHHs nanieHTiB 13 giaberom tumy Il mpenaparom y nozax Bim 50 go 100 mMr Ha noGy
CYTTEBO IMOKpAIlyBaJlo [0 MapkepiB ¢yHkuii Oeta-kmituH, Bkiaodaroun HOMA-B (romeoctaTuuHy
MO/IeNb OLIHKU (PyHKIIT B-KJIITHH), BIAHOIIEHHS MPOIHCYIIHY /0 1HCYJIHY Ta MOKAa3HUKHU YYTIMBOCTI
OeTa-KJIITHH MpHU 0araTopa3oBOMY MPOBEACHHI TECTY TOJEPAHTHOCTI 0 DKi. Y MAalli€HTIB, HE XBOPUX
Ha IyKpoBUH miabeT (3 HOpPMaJbHMM pIBHEM TJIIOKO3M Yy KpOBIi), BULAAIVIINTHH HE CHPUYHHSE
CTUMYJIALIT CeKpellil iHCyiHy a00 3HM)KEHHS PIBHIB TJIFOKO3H.

Bracninok migBumieHHs enaorenHux piHiB ['TII-1 BingarminTHH TakoK MOCHUITIOE YYTIUBICT anb(a-
KIIITUH JI0 TJFOKO3H, 10 MPU3BOIUTH 0 MiABUIIEHHS TITIOK0303aJeKHOT CEKpellil TIoKarony. 3HauHe
3pOCTaHHsI CIIBBIHOIIEHHS IHCYJIH-IVIIOKaroH MijJ 4ac Tinepriikemii, CIpUYMHEHOI MiABUIIEHUMHU
PIBHSMHU TOPMOHY IHKPETUHY, IPU3BOIUTH JI0 3HIKEHHS MPOIYKIIii TTFOKO3H il Yac TOJIOyBaHHS Ta
TICIHIST BYKUBAHHI 1K1, 110 BUKITUKA€E CKOPOUEHHS TIIKEMIi.

Binomuit BrumB nigsumienoro piBas ['TII-1, mio monsrae y moaoBKeHH1 eBaKyailii BMICTy IITYHKA, HE



CIIOCTEpIraeThbes Mifl Yac JiKyBaHHS BUIIATTIIITHHOM.

Dapmaxokinemuxa.

Abcopoyis

[Ticns mepopaidbHOrO NPUHOMY HATIIE BULAATIINTHH IIBHAKO a0COpOyeThCs, MaKCHMalbHa
KOHIIeHTpalis y wia3Mi KpoBi (Cmax) crocrepiraerbes dyepes 1,7 roamHu. OAHOYACHUI MPHUHAOM 3
DKero He3HAYHO 3aTpUMYE Yac NOCATHEHHS Cmax Y IJIa3Mi KpoBi - 70 2,5 TOAMHY, ajle He BIUIMBAE HA
saranpHy excro3uiito (AUC). 3actocyBaHHS BUITATTINTHHY 3 DKEIO MPU3BOAUTH 10 3HWKEHHS Cmax
(19 %). HesBaxaroun Ha Iie, BeJIMYMHA 3MiH He € KIIHI4HO 3Ha4yIor, ToMy Aiirnin® moxkna
NpUMaTH HE3aJIEeKHO Big mpuiiomy Dki. AGCOMIOTHA 0100CTYIHICTD CTAHOBUTH 85 %.

Posnooin

KoedimienT 3B’a3yBaHHS BUIIATTINTHHY 3 MPOTEiHAMH TIa3MHU KpoBi HU3bKUH (9,3 %); BingarminTuH
PO3MOAUISETECS PIBHOMIPHO MDK IJIa3MOI0 KpoBi Ta epurpouutamu. Cepemnid 00’eM po3monainy
BUIIATJINTHHY Ha CTajii IUIaTO MICHs BHYTPIINIHHOBEHHOTO BBeAEHHS (Vss) CTaHOBUTH 71 IiTp, 10
TOBOPUTH MPO EKCTPACYIMHHUAN PO3IOILI.

Memabonizm

Metaboi1i3M € OCHOBHUM NUISIXOM BHUBEACHHS BULAATJINTHHY Yy JIIOJWHH, IO CTAaHOBUTH 69 %
npuitHsaToi n03u. OcHoBHu Metabonit, LAY 151, ¢apmakonoriuHo HEaKTHBHHUU 1 sIBJsIE COOOMO
MPOJIYKT TAPOIII3y CKIIAJI0BOI L1aHy, 10 CTAaHOBUTH 57 % J103U Ta CYIPOBOIKYETHCS TIIIOKYPOHITHUM
(BQS867) ta aminaum rigpomnizom (4 % mo3u). [aHi, oTpruMaHi y Tpoieci JOCIiKSHHS B yMOBax In
VItro y MikpocomMax HHUPOK JIIOJIMHH, BKa3ylOTh Ha Te€, II0 HUPKH MOXYTh OyTH OJHHM i3 OCHOBHHX
OpraHiB, SKUW CIPHUSE TIAPOJI3y BUIMATIINTHHY 1O HOTO OCHOBHOTO HEAKTHBHOTO METa0OJIITY,
LAY151. DPP-4 wyactkoBO Oepe ydacTh y TipoJii3i BULAAIINTHHY, IO OYyJlO HIATBEPAKEHO
JOCIIKSHHM N VIVO y 1ypiB i3 nedinurom DPP-4.

Bingarnintun He metalonizyeThesl eH3uMaMu nutoxpomy P450 B Ttakomy 00’emi, sikuili 6 MOXHa
Oyno BuU3HAYUTHU. TakKMM YMHOM, HE OUIKYETHCS, [0 CYNYTHINH MPUHOM JIKapChKUX 3ac001B, TAKUX SIK
iHTi0iTopH Ta/abo iHmykTopu CYP450, BmimBatMMe Ha MeTaOOJIYHUN KIIPEHC BULIATTINTHHY.
Jlocmipkenns in VItro mpoaeMOHCTpYBajM, IO BUIIATIINTHH HE IHriOye 1 He IHAYKYE EH3HMH
nuroxpomy P450. Takum uywHOM, BUIIATNINTHH, HAWIMOBIPHINIE, HE BIUIMBAE HAa METAOOJIYHHI
KJIIPEHC OJHOYACHO 3aCTOCOBYBAHUX JIIKAPCHKHUX 3ac00iB, 1m0 MeTtadonizyroThess CYP 1A2, CYP 2C8,
CYP 2C9, CYP 2C19, CYP 2D6, CYP 2E1 a6o CYP 3A4/5.

Buseoenns

IMicns nepopansHoro mpuitomy [*CJ-Binparnintuny npubnusHo 85 % N03U BUBOAMTHCA i3 cedero i
15 % no3u — 3 xanom. HupkoBe BuBeJeHHSI HE3MIHEHOTO BUIAATTINTUHY CTAHOBUTH 23 % mepopalibHO
npuiHATOl m03u. Ilicast BHYTPIIHBOBEHHOIO BBEAEHHSA 3J0POBUM JOOpPOBOJIBLSAM 3arajabHUN
IJIa3MOBUM Ta HUPKOBUU KIIPEHC BUINATINTHHY CTaHOBUTH 41 1 HaA roauHy Ta 13 1 Ha roawHy
BianmoBimHo. CepenHiil mepioJl HAMIBBUBEICHHS ITiCIAsS BHYTPIIIHHOBEHHOTO BBEJCHHS CTaHOBUTH
npubin3Ho 2 roaunHu. Ilepioa HamiBBUBEICHHS HICIA EPOPATBHOIO MPUHOMY CTAHOBUTH MPUOIU3HO
3 roguHu.

Jinitinicmo/neninitinicmo

Cmax ans BuigarnintuHy 1a AUC 30UIbIIYIOTBCS Maike HpOMOPLIHHO J103yBaHHIO IIPU BCHOMY
Jiara3oHi TepareBTUYHOrO JI03yBaHHS.

Oxkpemi epynu nayicnmie

Cmamyp

He cnocrepiranocs Hiskux BiIMIHHOCTEH y (apMaKOKIHETHUIIl MpernapaTy y 3A0POBHX A0OPOBOJIBIIIB
YO0JIOBIYO1 Ta *IHOYOI CTaTi Pi3HOTO BIKY Ta 3 pi3HUM iHJAekcoM Macu Tina (IMT). Iuridysanns DPP-4
npenaparom Adirmin® He 3aeXUTh B CTATi MalieHTa.

3axeoprosanns nevinku

Brue nopymens QyHKIIT Me4iHKM Ha (papMaKOKIHETHKY BUIIATIINTHHY JOCIIIKYBAaBCS y MAallIEHTIB
13 HE3HAYHUMM, TOMIPHUMH Ta CEPHO3HUMH MOPYIIEHHSAMHU (PYHKII MEUiHKM Ha OCHOBI OLIIHKH 32
mkanow knacudikanii Yainna-IT’vo (Bim 6 mis He3HauHoTo 10 12 Ans cepHO3HOTO TMOPYIICHHS)
MOPIBHSAHO 3 MalllEHTaMH 3 HOPMAaJbHOK (YHKII€I0 NediHKW. EKcro3uimis BUINArIINTHHY MICHS
NpUioMy pa3oBOi O3 MalliEHTAMU 3 HE3HAYHUMH Ta MOMIPHUMHU MOPYLIECHHSIMM (YHKIIT MEYIHKH
Oyna 3HmwkeHoto (Ha 20 % Ta 8 % BIAMOBIAHO), TOAI SIK €KCIO3ULIS BUIIATTINTHHY Y MAIIEHTIB 13
CEepHO3HMMHU TOpYIIEHHSAMHU 30uTbIyBanacs Ha 22 %. MakcumanbHa 3MiHa (30UIbIIEHHS a0o
3MEHIIIEHHs) €KCIO3MIii BUIIATIINTUHY cTaHOBWIa Mpubau3Ho 30 %, 1110 HE BBAXKAETHCS KIIHIYHO



cyrTeBuM. He Oyno BUSBIICHO 3aJIe)KHOCTI MDK TSDKKICTIO TOPYIIEHHS (YHKLIT MEYiHKH Ta 3MiHAMHU
eKCTO3HIIIi BUIIArTINTHHY.

3axeoprosanms HUpoOK

Binkpure nociipkeHHss 3 0araTopa3oBUM 3aCTOCYBAaHHSIM Ipenapary Oyjo MpPOBENEHO 3 METOI0
OIIHKH (hapMaKOKIHETHKU HAWHIKYMX TEPANCBTHYHUX /103 BUIAarainTuHy (50 Mr oauH pa3 Ha A00Y)
y TaIi€HTIB 3 PI3HUM CTYNEHEM XpPOHIYHOTO MOpYyIIEHHS (YHKLil HUPOK, IO BHU3HAYaBCA 32
KJIIIpEHCOM KpeaTuHiHy (Jerke nopymenHs ¢pyHkuii Hupok Bix 50 1o < 80 Mi1/XB, IOMipHE MOPYIIEHHS
¢bynkuii Hupok Bix 30 1o < 50 Mur/XB Ta TsDKKE MopymeHHs GyHKIIT HUpoK < 30 MII/XB), MOPIBHSHO 3
KOHTPOJIFHOIO TPYIOI0 YUaCHHUKIB JOCIIPKEHHS 3 HOPMAJIbHOIO (DYHKITIEI0 HUPOK.

VY mamieHTiB i3 HE3HAUYHUMH, TOMIPHUMH Ta Cepio3HUMH nopymeHHsMH (yHkii HUpok AUC
BULIArTINTHHY 30UThIIyBajacsl MOPIBHSHO 3 TAIIEHTAMU 3 HOPMAIBHOIO (YHKIIEI0 HHUPOK.
[Tokazamku AUC metabomitiB LAY 151 Ta BQS867 30utbmyBanucst B cepeJHbOMY MPUOIN3HO B 1,5,
3 ta 7 pa3iB y Mami€eHTiB 3 JIETKMMH, TOMIPHUMHU 1 TSOHKKUMH TOPYIICHHSIMH (YHKIil HUPOK
BianoBimHO. OOMEXeH1 JaHl M0J0 TAIliEHTIB 3 HUPKOBOKO HEIOCTATHICTIO B TEPMIHANBHINA CcTafii
(HHTC) nokasyroTb, 110 €KCIIO3HIlis BULAATTINTHHY € CX0KOK0 Ha €KCITO3UINIO0 Mpenapary y MaiieHTiB
3 TSOKKUMU mopymieHHsMH (QyHkuii Hupok. Konuenrtpamii LAY 151 O6ynu npubnuszno B 2-3 pasu
BUILUMU, HDK y TAIIEHTIB 3 TSHKKUMU NOPYHIEHHSAMU (YHKIIIT HUPOK.

BingarninTuH BHBOIWBCSA 3 OpraHi3My 3a JOMOMOTOI0 TeMoJiallizy B oOMexeHid KinbkocTi (3 %
IpoTAroM 3-4-rOAMHHOTO TeMoJializy, SKUM MOYMHAIM HPOBOAUTH yepe3 4 TOJUHU Micis
3aCTOCYBaHHS IMpernapary).

Iayienmu nimuvo2o 6iKy

VY 310poBUX 3a IHIIMMU MOKa3HMKaMH mauieHTiB (y Biuil Big 70 pokiB) 3arajbHa €KCHO3MIIIS
Buptarmintuay (100 Mr oauH pa3 Ha 100y) 30umsmryBanacs Ha 32 %, a Cmax — Ha 18 % mopiBHSIHO 3
MOJIOIIITUMU 3I0POBUMH JT0OPOBOJIBIsIMU (BikoM Bix 18 10 40 pokis).

Ili 3MiHM, OgHAK, HE BBAXAIOTHCS KIIHIYHO 3HauymuMu. [Hridimiss DPP-4 BimpgarminTuHOM He
3QJICKUTH BiJl BIKY MAIIEHTIB y TOCTIHKYBAHUX BIKOBUX Irpymax.

Paca

OOmexeHl JaHl CBimyaTh MPO Te, IO pacoBa MPUHAICKHICTh HE Ma€ 3HAUYIIOTO BIUIMBY Ha
(hapMaKOKIHETUKY BUIAATTINTHHY.

KuiniuHi XapakTepucTUKH.

Ilokazanns.

JlikyBaHHsI TOPOCIMX MAIIEHTIB 3 IIYKPOBUM JiabeToM THITy I1.

Sx MOHOTEpAarTis:

- TAIIEHTIB, y SKUX 3aCTOCYBaHHS TUIbKH Ji€TH Ta (I3BMYHMX BIpaB HE 3a0e3medye JOCTaTHHOTO
KOHTPOJIIO, & TAKOXK JJIsA TAIIEHTIB, Y SKUX 3aCTOCYBaHHS MET(OpPMIHY BBAKAETHCS HEMPUUHATHUM
Yyepe3 HasBHICTh MPOTUIIOKa3aHb a00 HETIEPEHOCUMOCTI.

VY ckiazi moABiHOT mepopalibHOI Teparii y KoMOiHarii 3:

- MeThOpMIHOM IS TAIIEHTIB 13 HEIOCTAaTHIM TIJIKEMIYHHMM KOHTPOJIEM, HE3BaKalUd Ha
3aCTOCYBAaHHS MaKCHUMAaJIbHO MEPEHOCUMOT JO3U MPU MPOBEICHHI MOHOTEpaIii MeThopMiHOM;

- cynb(hOHUICEYOBHHOIO JIsl MALEHTIB 13 HEJOCTATHIM TJIIKEMIYHMM KOHTPOJIEM, HE3BaXKAIOUW Ha
3aCTOCYBAaHHS MAaKCHMAaJIbHOI MEPEHOCHMOI 103U CyNb()OHUICEYOBUHH, Ta Ui MALIEHTIB, Y SKHUX
3acTOCYBaHHA METHOPMIHY BBAKAETHCS HENPUMHATHUM 4Yepe3 HASBHICTh MPOTHUIIOKA3aHb a0o
HETIePEHOCUMOCTI;

- TIQ30JITUHAIOHOM JUTS TIAIIEHTIB 13 HEJOCTATHIM TTIKEMIYHUM KOHTPOJEM, IJIs SIKUX 3aCTOCYBaHHS
Ti1a30J1IMH/IOHY BBAXKAETHCS IPUHHATHUM.

V cknaai noTpiiHOI nepopaibHOi Tepanii B KoMOiHaIil 3:

- CyJIb(OHUICEYOBUHOIO Ta MET(HOpPMIHOM, KOJM JAi€Ta 1 (i3UYHI BOpPAaBU pPa3oM 13 MOJBIHHOIO
Teparmicro MUMH JTKapChbKUMH 3aco0aMu He 3a0€3MeUyI0Th aJeKBAaTHOTO TTIKEMIYHOTO KOHTPOJIIO.

VY kombGiHauii 3 iHcymiHOM (3 MeTgopmiHOM abo 0e3), KoM AieTa Ta (i3UUHI BOpPaBU pazoM 3i
CTaOUTHHOIO /103010 IHCYITIHY HE 3a0€3MeUyIOTh aIeKBATHOTO TTIKEMIYHOTO KOHTPOIIO.



Ilpomunokazauna.
Bigoma rinep4ymivBicTh A0 BUTAArTINTUHY 200 10 OyIb-SIKO1 JOMOMDKHOT pEYOBUHHU.

B3aecmooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMo0ill.

BinparninTuH Ma€ HU3BKMA TOTEHLIAN Ui B3aeMoJii 3 iHmMUMH npenapatamu. OCKUTbKH
BULIATIINTUH HE € cybctpatoM en3umy umutoxpomy P450 (CYP) i nHe € imriGitopom abo
kartanizaropom en3umiB CYP 450, To #ioro B3aemonis 3 iHIIUMH TpenapaTamu, sKi € cyOcTpaTamu,
iHribiTopaMu abo KaramxizaTopaMu IUX €H3UMIB, MaJIOMMOBIpHA.

Kowmbinartist 3 miorita3oHoM, MeT(GOpPMIHOM Ta TTiOYPHUIOM

Pesynpratn mocmipkeHb, MPOBEACHUX 3 UMM MEPOPATbHAMHU MPOTUAIA0ETUYHUMHU 3aco00aMu, He
MOKa3JIM KITIHIYHO 3HAYyI01 (hapMaKOKiHETHYHOT B3a€MO/II.

Jurokcun (cyocrpar Pgp), Bapdapus (cyocrpar CYP2C9)

KniniuHi mocimipKeHHs, MPOBEACHI 3a Y4YacTIO 3I0POBUX JOOPOBOJBINB, HE IMOKA3ald KIIHIYHO
3Hauymoi (papMakokiHeTHuHOI B3aemoii. [IpoTe 11e He OysI0 BCTAaHOBIIEHO B IUTHOBIM MOIMYJISIIIi.
KowmOinais 3 amioAuniHoM, paMinpusaoM, BajicapTaHOM a00 CHMBACTaTUHOM

JocnikeHHsT JIKapchKOi B3a€MOJIl 3a YYacTiO 3J0pPOBHUX JIOOpOBOJIBIIB OylM MpPOBENEHI 3
aMJIOJIUITIHOM, PaMINpPHIOM, BajJCapTaHOM 1 CHUMBACTaTMHOM. Y XOJl IUX JOCTIDKEHb TICHs
OJIHOYACHOTO 3aCTOCYBAaHHSAX BKa3aHUX TMpenapariB 3 BULAANIINTHHOM KIIHIYHO 3HAaYYIIMX
(hapMaKOKIHETUUHUX B3a€EMO/IIN BUSBIEHO HE OYII0.

KowmoGinanis 3 inriditopamu AIID

[Ipu opnHouwacHomy 3actocyBaHHI 3 iHri0itopamu AIlD € OiIbIl BHUCOKMHA PUBHK PO3BUTKY
aHT10HEBPOTUYHOTO HAOPAKY (IuB. po3aut «[1o6iuH1 peakiii).

Sk 1 mo/10 HIIMX MepopaIbHUX MPOTHUIIA0ETUYHUX JIIKAPCHKUX 3ac00iB, MEBHI aKTHBHI PEYOBUHH,
BKITIOYAIOYM  Tia3uaH, KOPTHUKOCTEPOIiNHM, TpermapaTd TOPMOHIB IIMTOBHAHOI  3a03W  Ta
CUMIIATOMIMETHKH, MOKYTh 3MEHILYBATH TIOTIIKEMIYHUNA e(DeKT BULAATTINTHUHY.

Ocoobnueocmi 3acmocy8anns.

3azanvhi

Aitrmin® He € 3aMiHHMKOM iHCYNiHY JId iHCYTMIiH3AJI€KHHX TalieHTiB. Ilpemapar He crif
3aCTOCOBYBATH JUIs JIIKYBaHHS MAIIEHTIB 3 AiadeTom Tumy I abo miabeTMUHUM KETOAIMI030M.
Topywenus ¢hynxyii Hupox

JlocBin 3acTOCyBaHHs TMpemapaTry Ui JIIKyBaHHS TMAIlleHTIB 3 TOMIPHUMHU a00 TSHKKUMHU
nopymeHHssMu GyHKIIT HUpoK, a Takok mamieHTiB 13 HHTC nHa remomianizi oOmexeHuid. Tomy
3aCTOCYBaHHs IpenapaTty AWrnin® He peKOMEH0BAHO LM IPyHaM MalieHTiB.

Topywenus ¢hyuryii neuinku

Aitrmin® He peKOMeH/I0BaHMI U1 3aCTOCYBAaHHS TAILi€HTAM i3 MOPYIIEHHAMH (YHKII MEdiHKH, Yy
TOMY 4YHCJl TalieHTaM, y skux a0 JikyBaHHsS piBeHb AJIT a6o ACT Ourbme HDK y 3 pasu
MIEPEBUIIYBaB BEPXHIO MEXY HOPMHU.

Konmponw pisnie ¢hepmenmise neuinku

Pinxo moBimomuisuiu mpo mopyiieHHsT QYHKIIT MeYiHKU (BKIIOYAI0UM TFenaTuT). Y TakuX BUMAIKAX y
MaIieHTIB mepedir yckiagHeHHS OyB NEpeBaKHO OE3CHMITOMHHUM, 0Oe3 KIIHIYHMX HAcliIKiB, a
noka3Huku TecTiB QyHkuii mnedinku (TOII) micns npunuvHeHHs JNIKyBaHHS MOBEpTANIUCA MO
HOpManbHUX piBHIiB. Ilepen mouatkoMm nikyBaHHs npenapatoM Airmin® cmig mposoautu TOII 3
METOI0 BH3HAYEHHS Yy MallieHTa BUXITHUX MOKa3HUKIB. CiiJ MPOBOIWTH MOHITOPUHT PE3yJbTaTiB
T®II nix yac JiKyBaHHS MpENapaToM MPOTATOM MEPIIOTO POKY JIKyBaHHS 3 IHTEPBAJIOM OJHH pa3 Ha
TPU-YOTHPU MICAL, a TAKOXK MEPIOJUYHO MI3HIIIE.

Jlnisl MalieHTiB, y SKUX CIIOCTepiranucs IMiJBUIIEHI piBHI TpaHCaMiHa3, CIiJ MPOBOJUTH MOBTOPHUI
MOHITOPUHT (PYHKIIIT MEYIHKU A MIATBEPKEHHS pe3yJbTaTiB, a TAaKOXK MOAATBIINI MOHITOPUHT 3
YacTUM TPOBEJCHHSAM TeCTIB (YHKIII MEYIHKH, JOKM TOpYIIEHI pIBHI HE TMOBEPHYTbCA M0
HOpMaJIbHUX NMoKa3HUKIB. Skmio migsuineHHs piBHA AJIT abo ACT y 3 abo Ouiblue pas3iB BUIlE 3a
BEPXHIO MEXy HOPMH, TO PEKOMEHJYeThCs NPUIMHUTH JiKyBaHHA mpenapatom Airmin®. Ilpu
BUHUKHEHHI JKOBTSHMII a00 IHIIMX O3HaK TMOpYyIIEHHS (QYHKUII MEYiHKH CIil MPUIHHUATH
3acTocyBaHHs npenapary ARrmin®. ITicis npuIMHEHHS JTiKyBaHHS Ta HopMaizanii pesysbraris TAII
JKYBaHHS BUIJArTINTHHOM HE CIJI pO3[IOYMHATH 3HOBY.

Cepyesa neoocmammuicms



KniniuHe nociiDKeHHS 3aCTOCYBAaHHs BULJATTINTHHY MalieHTaM i3 cepueBoio HemoctatHicTio [-111
¢dyHKIiOHaTRPHUX KiaciB 3a kmacudikariero NYHA mokasano, mio JIKyBaHHS BUIJATIIITHHOM HE
MOB’s13aHE 31 3MiHOIO (YHKIIi JTIBOro HUTyHOYKa a00 3 TMOTIpPIICHHSIM HAsBHOI 3acCTifHOI cepueBoi
HepocTtatHOcTl. KITiHIYHMN AOCBiA 3aCTOCYBaHHS MpenapaTy MallieHTaM i3 CepIeBOI0 HEIOCTATHICTIO
III ¢ynkmionansHOrO Kiacy 3a kiacugikamiero NYHA Bce mie oOMexeHud, a pe3ylbTaTH He
MEPEKOHJINBI.

JlocBin 3acToCyBaHHS BULNATINTHHY IIiJ 4Yac KIIHIYHUX JOCHIIPKCHb TAaIlleHTaM 13 CepIEeBOIO
HepocratHicTio [V QyHKumioHanpHOro Kiacy 3a kiacudikamiero NYHA  BincyrtHiil, Tomy
3aCTOCOBYBATH IpEMapar UM IaIlieHTaM He PEKOMEHTY€EThCS.

Po3znaou 3 6oky wkipu

VY IMOKNIHIYHUX TOKCHKOJOTIYHUX IOCHIIPKEHHSIX TMOBIIOMISUIM MPO BHIAAKH YpPaKEHHS IIKIpH,
BKJIIOYAIOYM YTBOPEHHs IyXUPIB Ta BUPA30K Ha KIHI[IBKAX y MaBIl. Xoya y MpoIeci KIiHIYHUX
JOCITIDKeHb He OyJI0 BiI3HAYeHO 30UIBIICHHS YaCTOTH Ypa)KeHHS LIKIpH, JOCBI MIOJ0 YCKIAIHEHb 3
OOKy IIKIpY y MAIIEHTIB 13 IYKPOBHUM /11la0€TOM 0OMEKEHHUH.

Kpim TOrO, Y mMOCTMapKETHHTOBHI Iepioj 3acTOCYBaHHS NpenapaTy MOBIIOMIISUTH TPO BHIAIKH
OyJIbO3HOIO Ta eKC(HOIIATUBHOTO YPAXKEHHS MIKIPH.

TakuM uYMHOM, BIONOBIAHO A0 CTAHJAPTHOTO JOTJSAAY 3a MallleHTaMd 3 IYKPOBUM J11labeToM
PEKOMEHIYETBCSl CITIOCTEPEKEHHS Il BHUSBIICHHS TOPYIIEHb 3 OOKY IIKIpH, TaKUX SIK YTBOPEHHS
nyxupiB a0 BUpPa30K.

Ilanxkpeamum

3acToCcyBaHHS BUIJATJINTHHY IOB’S3aHO 3 PU3MKOM PO3BUTKY TOCTpOro mnaHkpeatuty. llamientu
MOBUHH1 OyTH MPOiH(OPMOBaHI IPO XapaKTEPH1 CUMIITOMH FOCTPOTO MaHKPEATUTY.

SIKI10 Mi03pIOEThCS PO3BUTOK MAHKPEATUTY, 3aCTOCYBAaHHS BUIJATINTUHY HE CI1J1 MPOJIOBXKYBaTH. Y
pa3i MmiATBEp/UKEHHS JiarHo3y TOCTpUM MAHKPEaTUT 3acTOCYBaHHS BUINATNINTHHY HE CIiJ
TTOHOBJIIOBATH.

l'inozenixkemis

3acTocyBaHHS CyIb()OHLICEYOBUHH, K BIIOMO, MPU3BOJUTH 10 PO3BUTKY Tinoriikemii. [lamienTu, sxi
OTPUMYIOTh BUIAATIINTHH y KOMOIHAIIT 3 CY/Ib(OHUICEUOBUHOIO, MOKYTh OYTH CXUJIBHI JI0 PO3BUTKY
rinorjikemii. TakuM YWHOM, JUTsl 3HIKCHHS PU3UKY PO3BUTKY TIMOTJIKEMIl MOXJIMBE 3aCTOCYBAaHHSI
OUTBIII HU3BKHX 703 CYIb()OHUICEHOBUHHU.

Tnwi

Jlo cxmany mpenapaTy A#rnin®, TabneTKH, BXOJANTH NaKkTo3a. IlallieHTaM i3 piKiCHUMHU CHIaKOBHMHU
CTaHAMU — HEMEPEHOCHUMICTIO JIaKTO3H, Ae(IuTOM JlakTa3u Jlamma abo ManbadcopOIiero TIIIOKO3H Ta
ragakTo3y — rpenapar AWrin® npoTUIoKa3aHuU.

3acmocyearnns y nepioo éazimmocmi abo 200y8arHs 2pyooro.

Bazimnicmo

JloTenep HeMae BiIMOBITHUX TOCTIPKEHb 3aCTOCYBAaHHS BUIJATIIINITUHY BariTHUM KIHKaM.
JlocmipkeHHsT HA TBapWHAX BUSIBIIIM PENPOIYKTUBHY TOKCHUYHICTH MPH 3aCTOCYBaHHI BUCOKHX J103
npenapaty. [loTeHIIHHUN pU3KK A TIOAUHE HeBiioMui. Yepes3 BiICYTHICTh JaHUX Adrmin® He cif
3aCTOCOBYBATH I/l Yac BariTHOCTI.

Ilepioo 2o0ysanns epyooro

HeBinomo, uu mpoHMKae BUIOATIINTHH Yy TpyAHE MOJOKO. JIOCHiIKEeHHsS Ha TBapHHAX BHSBUIU
BUJIUICHHS BUIJArJINTUHY B MOJIOKO TBapHH. Anrmin® me cmin IpU3HAYaTH KIHKaM, SKi TOAYIOTh
TPYAIIO.

DepmunvHicmo

JlociKeHs 010 BILTHBY Ipenapaty Airain® Ha (pepTHIbHICTb TIOAUHY HE TIPOBOIUIOC.

30amuicms énausamu Ha WEUOKICMb peaxyii npu KepyeawHi asmompaHcnopmom abo HuWUMU
MEXAHIZMAMU.

JocnimkeHHss 1M0A0 BIUIMBY MpenapaTy Ha 3JaTHICTh KepyBaTH aBTOMOOLIEM Ta MpAIloBaTH 3
IHIIMMHA MeXaHi3MaMH He mpoBojwincs. [lamieHTH, sKi BiIYyBarOTh 3alaMOpPOYEHHS, HE MOBHMHHI
KepyBaTH aBTOTPAHCIIOPTOM 200 MPAIIOBATH 3 IHIIUMHU MEXaHI3MaMH.



Cnoci6 3acmocysannsa ma 0o3u.

[Tpu 3acTocyBaHHi ik MOHOTeparii, B KoMOiHalii 3 MeTopMiHOM, Yy KOMOIHALIT 3 TiA30JiUHIIOHOM,
y komOiHamii 3 MerhopMiHOM Ta Cynb(OHUICEUOBHHOIO abo B KOMOiHamii 3 iHCyliHOM (3
MeTdopmiHOM abo 0e3) peKOMEHJoBaHa J000Ba J03a BUIAArIINTHHY cTaHOBUTH 100 Mr, sKy
pO3AUIAIOTH Ha J1Ba mpuiiomu: 50 mr Bpanii ta 50 Mr BBeuepi.

[Ipu 3actocyBaHHi y CKJajai MOABIMHOT KOMOiHAIi 3 CyIb(OHUICEYOBHHOI PEKOMEHAOBaHA 1032
BULIATIINTHHY CTaHOBUTH 50 Mr omH pa3 Ha 100y, BpaHIli. Y Il MOMyNALii MAIieHTiB BUIAATTINTHH
y 1031 100 mr Ha 100y OyB He OUTHII e(heKTUBHUM, HDK BULIArTINTHH Yy 1031 50 MT oiH pa3 Ha J100Y.
[Ipu 3acrocyBanHi B KoMOiHamlii 3 Cynb()OHUICEYOBHHOIO 3 METOI0 3HMKECHHS PH3HKY PO3BHUTKY
TIMOTTKeMil MOXKJIMBE 3aCTOCYBaHHSI HU3BKUX JI03 CYIb(OHUICCYOBHHH.

[lepeBuiyBatu 103y npenapaty 100 Mr He peKOMEH0BaHO.

V pasi npomnycky npuifomy n03u mpenapary Armin® ii ciix npuitHATH Bigpasy, SK TUIbKM TAILli€HT
sragae mipo 1e. [loasiitHy 103y npenapary He Ciif MPpUHMaTH B TOU K€ JICHb.

be3neka Ta eQeKTUBHICTh 3aCTOCYBaHHs BUIAArIINTHHY y CKJIal MOTPIHHOT MepopasibHOT Teparii B
KOMOiHa1i1 3 METQOPMIHOM Ta Tia30JIAMHIIOHOM HE BCTAHOBJICHI.

Jlozysanns ons nayicnmia i3 nopyuleHHAMUY QYHKYIT ne4inku abo HUPOK

Aiirnin® He peKOMEHIYeThCsl 3aCTOCOBYBATH TALICHTaM i3 MOPYIIEHHAMU (YHKIIi MeYiHKH, B TOMY
YUCII1 TarieHTaM, y skux 1o jJikyBanHs piBeHb AJIT a6o ACT OyB y 3 pa3u BUIIUI 32 BEPXHIO MEKY
HOPMH.

Jlyig manieHTiB 13 mopylmeHHAMU (QYHKI[IT HUPOK JIETKOTO CTyHeHs (KIipeHC KpeaTuHiny > 50 Mi/xB)
HeMae MoTpebH y KopekKiii 1o3yBaHHs npemnaparty Aunrmin®. IMarmienTaM 3 MOMIpHUMH 260 TSKKHUMU
nopymeHHsmMu ¢ysakiii Hupok ado HHTC pexkomenmoBana no3a mpemnapary cTaHOBUTH S0 MT ofuH
pa3 Ha J100y.

Jlozysanns Ons nayienmie 1imHb020 GIiKy

Jly1st martieHTiB BIKOM Bif 65 pOKiB HeMae mOTpeOr 3MIHIOBATH JO3YBaHHS.

Jlozysanmns ons dimeii

JliTsiM Ta TiUTiTKaM BikoM 70 18 pokiB 3acToCyBaHHs MpenapaTy AHWrain® He peKOMEeHIyeThCs depes3
BIJICYTHICTB JJAaHUX MPO Oe3MeKy Ta e(heKTUBHICTb.

Cnocib 3acmocysanns

J71g mepopalibHOTO 3aCTOCYBaHHS.

Adrmin® moxHa 3aCTOCOBYBATH HE3AJICKHO BT BXKUBAHHS DKI.

imu.
JliTsM Ta miUTiTKaM BikoM 70 18 pokiB 3acTocyBaHHs mpenapaTy AHriin® He peKOMEeHIyeThCs depes3
BIJICYTHICTb JJaHUX MPO Oe3IeKy Ta ehEeKTUBHICTD.

Ilepeoo3ysanns.

[Hdopmartis moa0 nepeno3yBaHHs BUIIATIIITUHOM 00OMEXKeHa.

Cumnmomu

[ndopmariiss mpo MOXIMBI CUMITOMHU TeEpelo3yBaHHs Oyiaa OTpUMaHa y MpOLeCi AOCTIIKEHHS
MEPEHOCUMOCTI MIJBUIIICHHS 03U 32 Y4acTIO 3J0POBHUX JOOPOBOJIBIIIB, SKi OTPUMYBAIN BUIIATTINTHH
npotsarom 10 guiB. IIpu gosyBanui 400 Mr cmocrtepiranucs TPU BUIAIKM BUHUKHEHHS M’SI30BOTO
00J110, @ TAKOXK KUTbKa BHUIIAJIKIB JIETKOT Ta KOPOTKOYACHOT MapecTesii, rapsuKu, PO3BUTKY HAOPSKIB Ta
THMYacOBOTO MiABUIIECHHS piBHIB ninasu. [Ipu go3yBanni 600 Mr y ogHOro i3 J0OpPOBOJIBLIB BUHUK
HaOpsiIKk HIr Ta pyK, 3HauYHe MigBUINEHHSA piBHA Qochokinazu kpeatuHiHy (PKK), mo
cynpoBokyBanocss minBuuieHHaM piBHI ACT, C-peaktuBHoro Oinka Ta Miorio0iny. Tpoe
JIOOpOBOJIBIIB Ili€] Trpynmu Majiu HaOpsK 000X HIr, IO y JBOX BHUMAJKaX CYIPOBOLKYBAJIOCH
napecresi€r0. Yci CAMOTOMH Ta MOPYIICHHS JIa0OpaTOPHUX MOKA3HUKIB 3HUKATHU MIiCs MPUITHMHEHHS
3aCTOCYBaHHS JOCIIKYBAaHOTO Mpenapary.

Jlikyeanns

VY Bunaaky nepeao3yBaHHS PEKOMEHIOBAHO MPOBOAMTH MIATPUMYBaJbHY Teparito. Bingarmintun He
BHUBOJIUTHCS MPHU TeMOJiami3i, oJHaK OuTbIIicTs MeTabomiTiB rigponizy (LAY 151) Moxxna BUmanutu
3a IOTIOMOTOI0 TeMO/iami3y.



I06iuni peakuii.

JaHi 3 0e3meKku 3aCTOCyBaHHS BULAATIINTHHY OyJlu OTPUMaHi y XOJi MPOBEACHHS KOHTPOJILOBAHUX
JOCII/DKEHb 3a y4acTIO MAalli€HTIB, AKi MpUAMaly BUIIArTINTUH y 1000BiH 1031 50 Mr (oguH pa3 Ha
no0y) a6o 100 mr (mo 50 mr aBa pa3u Ha 700y a6o 100 Mr oauH pa3 Ha 100Y), IK MOHOTEpAII0 Ta y
MOEJHAHHI 3 IHIIUM JIKapChKUM 3ac000M. BimbIIicTh NOOIYHUX peakiliid, 1110 BUHUKAIU MPH MPUHOMI
BULIATTINTHHY, OyMu JETKMMH 3a XapaKTepoM Ta THMYAacOBUMH 1 HE BHUMAarajid HpPUITUHEHHS
nikyBanHs. He Oyno BHSABIEHO 3B’SI3Ky MDK PO3BHTKOM NOOIYHMX pEakiid Ta BIKOM YH pacoro
MAIIEHTa, TPHBAIICTIO IPUIOMY TIpernapaTy abo J0OOBOKO JI030¥0.

[oBimomsisin PO OKpeMi BUMAAKH PO3BUTKY MEUiHKOBOI auchyHKil (y ToMy uucii renatury). Li
BHUITAJIKA OyiiM 3a3BHyail 0€3CHMITOMHUMH, 0€3 KIIHIYHMX HacHiAkiB, a pe3yiabratu TOII micms
NPUITMHEHHS JIKYBaHHS TMOBEPTAIHMCA J0 HOPMAJIbHHMX. 32 JAHUMH KOHTPOJIBOBAHUX JOCIHIIKEHBb
MOHOTepamii Ta J0JaTkoBoi Teparii, yacrota migsumeHHs piBHIB AJIT abo ACT y > 3 pasu Bix
BEPXHBOI MEXi HOPMH UIs BULAANTINTHHY B 1031 50 Mr ouH pa3 Ha 100y, U BUIIATTINTAHY B 1031
50 mr gBa pasu Ha 0Oy Ta JAjs BCIX IpenapaTiB nopiBHAHHs crtaHoBuia 0,2 %, 0,3 % Tta 0,2 %
BiANOBiAHO. [IiIBUIIIEHHS PIBHIB TpaHcaMiHa3 OyJM MepeBaXHO 0€3CUMIITOMHUMH, HE MPOrpecyBaslu
Ta He OyJu MOB’sI3aH1 3 X0JIECTa30M a00 YKOBTSHHULIEIO.

[ToomHOKI BUNIQAKK aHT1I0HEBPOTUYHOTO HAOPSIKY, MPO SIKI OBIIOMIJIEHO Y 3B’SI3KY 13 3aCTOCYBAaHHSAM
BUIAAMIINTHHY, CIIOCTEPIraiucs 3 TaKOIO )X YacTOTOIO, SIK 1 y KOHTPOJbHIA rpymi. binmem Bucokwmii
BIJICOTOK TaKMX BUIIAJIKIB CIIOCTEPIraBcs y Tid IpyIl, 1€ BUIAAIINTHH 3aCTOCOBYBaBCs y KOMOIHaII 3
iHriditopom AII®. Binbuiicte sSBUIL OyIH JIETKUMHU 3a TSDKKICTIO Ta MUHAJIM Ha (DOH1 3aCTOCYBaHHS
BUIIATJIIITHHY.

[ToGiuni peakirii, MO CHOCTEPIrAIMCS MPOTATOM IMOJBIMHUX CIIMUX TOCHTIKEHb Y MAIlIEHTIB, SKi
npuiiMany BULIATJINTHH SK MOHOTEparilo Ta y CKJIaal KOMOIHOBaHOi Teparii, BKa3aHl HUXKYeE, IS
KOKHOTO TTOKa3aHHS 3a KJIACOM CHCTEMH OPTaHIiB Ta aOCOJIIOTHOIO YacTOTOI0. YacToTa BU3HAYAETHCS
TakKUM YMHOM: Jayxe yacto (= 1/10), wacto (= 1/100, < 1/10), newacro (= 1/1000, < 1/100), pinko
(> 10000, < 1/1000), myxe pinko (< 1/10000), yacrota HeBimoma (He MOXKe OyTH OIliIHEHA Ha OCHOBI
HasgsBHUX JaHUX). Y KOXHIA 00’€IHaHIM 3a 4acTOTOI Tpymli HeOakaHi peakilii MpejcTaBieHl Yy
HOPSAAKY 3MEHILEHHS CEpHO3HOCTI.

Monomepania sindacninmunom. IloGiUHI peaxilii, 3apeecTpoBaHi y TAaIli€HTIB, SKi OTPUMYBAJIH
BiUrmarminTiH y no3i 100 Mr Ha mo0y Sk MOHOTEpamito, y XOJi MPOBEACHHS MOABIMHUX CIIMHX
JIOCIIKEHb.

Inghexyii ma ineazii: myxe pimko — iHPEKIIS BEPXHIX TUXATBHUX MUISXIB, Ha30()apUHTIT.

3 60Ky 06MiHY peuo6uH: HEYACTO — TIMOTIIIKEMIs.

3 60Ky Hepeosoi cucmemu: 4acTo — 3alIaMOPOYEHHS; HEYACTO — FOJIOBHUI OUIb.

3 boky cepyeso-cyounnoi cucmemu: He4acTo — nepudepuydHi HaOPSIKU.

3 60Ky WIYHKOBO-KUWKOB020 MpaKmy: HEYacTo — 3aKperl.

3 60Ky KicmKko80-M 5130801 ma cnoyyHoi cucmemu: HEYACTO — apTPAIITis.

3 60Ky wiKipu: MOXJIMBI peaKIii TIIePUIyTIUBOCTI.

Onuc okpeMux Mo6IYHUX peakxirii

VY KOHTpOJIbOBaHMX JAOCHIPKEHHSX MOHOTepamii BUIJArJilTHHOM 3arajbHa 4YacTOTa BUIAJKIB
JOCTPOKOBOTO MPHUIMHEHHS JIIKyBaHHS 4Yepe3 IMOsBy HeOaXaHMX peakiiil He Oyna OUIbLION Yy
MAIIEHTIB, K1 OTPUMYBAIH JIKyBaHHs BUIAArminTHHOM y 1031 100 mr Ha noOy, HDK y Malli€eHTIB, SKi
OTpUMYBAJH IUIale00 abo mpernapaT MOPIBHIHHSL.

Y NOpIBHAUIBHUX KOHTPOJIOBAaHUX JOCTIDKEHHSIX MOHOTEpamii BHMAJIKU TiNOTiKeMii, 1mo Oynu
HedacTuMH, cnoctepiranucsa y 0,4 % mauieHTiB, SKi OTPUMYBAJIH JIIKYBAaHHS BULAATIINITHHOM Yy 7031
100 Mr Ha 100y, nopiBHAHO 3 0,2 % MaLieHTIB y IPyMi JiKyBaHHS aKTUBHUM IIPENapaToM MOPIBHAHHS
ab6o mutaie6o, 6e3 cepio3HUX a00 TAKKUX SIBUILL.

VY KIHIYHUX TOCITIHKEHHSIX, KOJIM BULAArINTUH Yy 1031 100 Mr Ha 100y mpu3HayaBCs K MOHOTEparis,
Maca Tijia TaIfieHTiB He 3MIHIOBaNacs MOPIBHIHO 3 BUXIAHUM PIBHEM.

Kniniyai gociimkeHHs] TPUBAICTIO O 2 POKIB HE BUSBHIIM HISKUX JOJATKOBUX O3HAK HeOe3meku abo
Herepen0auyeHNX pU3HKIB Y pa3i MOHOTEparii BUIJATIIITHHOM.

Kowmbinayia npenapamy 3 memdghopminom. 1loGiuHi peakxiiii, 3apeecTpoBaHi y NAIi€HTIB, 5Kl
OTpUMYBaJu BiaarminTuH y 1031 100 mr Ha 100y B KoMOiHalii 3 MeT(HOPMIHOM, Y XO1 IPOBEICHHS
JOCIIJKEHb.

3 60Ky 06MiHY peuouH: 4aCTO — TIMOTITIKEeMisl.




3 60Ky Hep8o8oi cucmemu. 4aCTo — TPEMOP, 3aI1aMOPOYCHHS, TOJIOBHUHN OLIb; HEYACTO — CTOMJICHHSL.

3 60Ky WIYHKOBO-KUWKOB020 MPAKMY. YaCTO — HYAOTA.

Onuc okpeMux MoOIYHUX PeaKIliit

Y Xonai WpoBeISHHS KOHTPOJIBOBAHMX KIIHIYHUX JOCTIDKEHh KOMOIHAIl BUTJArIinTHHY B 1031
100 mr Ha 100y 3 MeT(hOpMIHOM HE MOBIJOMIISUIMA MPO BiAMIHY JIIKYBaHHS 4epe3 MOsBY HeOaKaHUX
peakiiii Hi B rpymi JiKyBaHHS BiUrgarminTaHOM Yy 7031 100 mr Ha 100y + merdopminom, Hi B rpymi
npuiioMy raredo + MeTpopMiny.

VY XoJi mpoBeneHHs KIIHIYHUX JOCHIIKEHb BHUIAIKK TiMOTIiKeMii OyiM 4acTUMH Y MAlli€HTIB, SKi
OTpUMYBaJU BuLaarainTud y no3i 100 mr Ha 100y B komOiHanii 3 merdopminom (1 %) Ta HewacToro y
MaIieHTIB, sKi oTpuMyBanu 1uianedo + merdopmin (0,4 %). YV rpynax npuiioMy BULIATTINTHHY HE
OyJIO 3apeeCTPOBAHOTO YKOJIHOTO BHUITAJIKY TSDKKOT TIITOTITIKEMIl.

VY xoai KIHIYHUX AOCTIPKEHB MPH JI0AaBaHH1 10 MeTPOopMiHy Binmaraintuny B 1031 100 Mr Ha 100y
Maca TiJIa IaIieHTiB He 3MiHIOBajIacs MOPIBHSIHO 3 BUXITHUM PIBHEM.

VY X0l mpoBeneHHs KIIHIYHMX JOCIIIPKEHb TPUBAIICTIO J0 2 POKIB 1 Oulbllie He Oya0 BUSBIEHO
KOJHUX JIOJAaTKOBMX O3HaK HeOe3neku a00 HemependayeHUX PpU3MKIB Yy pas3l J0oJaBaHHs
BUIAAMIINTHHY 10 METQOPMIHY.

Kombinayia npenapamy iz cynvghoninceyosunoro. 11001uH1 peakiiii, 3apeecTpoBaHi y MaIIE€HTIB, SKi
OTPUMYBAJHM BULAArIINTHH y 1031 50 Mr B koMmOiHalii 3 Cyab(OHUICEYOBUHOIO, Y XOJ1 MPOBEACHHS
MOIBIMHUX CIIINX JOCIIIKEHbD.

Inghexyii ma ineasii: nixe pigko — Ha30(apHHTIT.

3 60Ky 06MiHY peuo6uH: 4ACTO — TTOTITKEMIS.

3 60Ky HepBosoi cucmemu: 49aCcTO — TPEMOP, 3aITaMOPOUYEHHS, TOJIOBHUHN OUTh, aCTEHIS.

3 60Ky WLIYHKOBO-KUWKOB020 MpaKmy: HEYacTo — 3aKperl.

Ornuc OKpeMUX MOOIYHUX PEaKITIA

Y KOHTpPOJILOBAaHUX KIIHIYHMX JOCTIKEHHAX KOMOIHAIli BUIAarminTuHy B 1031 50 Mr Tta
Cynb()OHUICEYOBUHY 3arajibHa 4acTOTa BHUITAJIKIB JIOCTPOKOBOTO MPUITMHEHHS JIIKyBaHHS Yepe3 MOsBY
HeOakaHuX peaknii cranoBwia 0,6 % npu moeaHaHH! BUIArTIOTHHY B 1031 50 Mr i3
cynbdoHcedoBUHOIO MpoTu 0 % B rpymi JiKyBaHHS M1anedo + cyab()OoHUICEYOBUHOIO.

V KIHIYHEX JOCTIKEHHIX Y4acTOTa BHUITAAKIB TiIOIIIKEeMIl, KOJHM BULAANIIOTAH B 1031 50 Mr oauH
pa3 Ha 100y OyB nojaHuil o raiMenipuay, craHosuia 1,2 % npotu 0,6 % y rpyni npuifomy miane6o
+ rmiMenipuay. Y rpymnax JIKyBaHHS BUIZATJIINTHHOM TSDKKHX BHIAJKIB TIMOTJIIKEMIl 3apeecTpoBaHO
He Oyi0.

VY X0z KIHIYHUX TOCTDKeHb MPHU JA0JaBaHHI 0 TIIMENIpUIAy BUIIATIINTUHY B 1031 50 Mr Ha 100y
Maca Tija HaIieHTIB He 3MIHIOBAJIACs IMOPIBHSHO 3 BUXIIHUM PIBHEM.

Kombinayia npenapamy 3 miazonioundionom. I1o6iuHi peakiiii, 3apeecTpoBaHi y MAaIli€HTIB, SKi
OTpUMYBaJIW BipaardinTdH B 1031 100 mr Ha 00y B KOMOiHAIii 3 Tia30JdiAUHIAIOHOM, Y XOIi
MPOBECHHS MOABIMHUX CIIMUX JTOCTIKCHb.

3 60Ky 06MiHY peuo6uH: 4acTO — 30UTHIIICHHS MACH TiJIa; HEYACTO — T1IOTTIKEMIs.

3 boky Hepsosoi cucmemu: HEYACTO — TOJOBHUM OUTb, aCTEHIS.

3 boky cepyego-cyounnoi cucmemu: 4acto — nepudepuuHi HaOPSKU.

Onuc okpeMux Mo6IYHUX peakxirii

VY X0/l KOHTPOJIBOBAHKUX KIHIYHUX JOCHiKEeHb KoMOiHaIl BitgardinTuny B 1031 100 Mr Ha 100y Ta
Ti1a30JIIMHIOHY PO JOCTPOKOBE MPUIUHEHHS JIKyBaHHS dYepe3 MOsiBYy HeOaKaHMX peakiid He
MOBIAOMJISUIIOCS Hi B TPYIIL JIIKyBaHHS BULAATIINTAHOM B 1031 100 Mr Ha 100y Ta Tia30Jd1iAUHIIOHOM, Hi
B IpyMi JiKyBaHHs M1ae0o + Tia301iIMHIIOHOM.

VY KIHIYHUX JOCHIHKEHHSIX BUMAAKHU TiMOTNiKeMmii Oyld HEYacTHMHU Yy MAIli€HTIB, SIKI OTPUMYBAIIU
BuUgarmintuH + miormitazon (0,6 %), ajge yacTMMHM Yy TAIli€HTIB, SKi OTPUMYBajiM Iuianebo +
nmiormitazon (1,9 %). ¥V rpymax nikyBaHHA BUIJArJINTHHOM TSDKKUX BHUMAJKIB TiMOTIIKeMii
3apeecTpoBaHO He OYIIO.

VY nocnipkeHH1 A0JAaTKOBOI Tepamii 3 MIOTJIITa30HOM a0COJIIOTHUM MOKAa3HUK 3pOCTaHHSA MacH Tina
MpH 3acTOCyBaHHI muanebo Ta BinaarminTuHy B 1031 100 mMr Ha no0y craHoBuB 1,4 Ta 2,7 kr
BIJINIOBI/THO.

BincoTkoBa yacTka nepudepuyHux HaOpsKiB, KOJIM BUIAartinTuH y 71031 100 Mr Ha 100y noaaBanu 10
MaKCHMaJbHOI JT03W MIOTJITa30HY, SKUW 3aCTOCOBYBaNM sk (OHOBUHM Tpemnapar (45 Mr oauH pa3 Ha
n00y), cranoBuwia 7,0 % mopiBHSAHO 3 2,5 % INpH 3aCTOCYBaHHI TUIBKHM MIOTJIITa30HY SK (POHOBOTO




npernapary.

Kombinayis npenapamy 3 memghopminom ma cynvghonincewosunoro. Ilobidni peaxirii, 3apeecTpoBaHi y
MAIi€HTIB, fAKi OTPUMYBaJIM BiaarminTdH y m031 50 mr aBa pasu Ha 100y B KoMOiHamii 3
MeT(POPMIHOM Ta CYIIb()OHIICEUOBUHOIO.

3 6oky 0bMiHY peyoguH: 9acTO — TIMOTIIKEMIs.

3 60Ky Hepgogoi cucmemu. 4aCToO — 3alIaMOPOYEHHS, TPEMOD.

3 6oky wiKipu ma nIOWKIPHUX MKAHUH: 9aCTO — TIIEePTiapo3.

3azanvui poznadu: 9acTo — acTEHisl.

Onuc oKkpeMuX MOOIYHUX PeaKITiit

[Ipo BHUDAamKKM JOCTPOKOBOTO TIPUIMHCHHS JIIKyBaHHS 4Yepe3 IMOsiBY HeOaKaHUX peakiiid He
MOBIIOMJISUTH Y TPYIIi JIIKKYBaHHS BUIAArJIINTHHOM + MET(GOPMIHOM + TIIIMEMIPHAOM IMOPIBHSHO 3

0,6 % y rpymni nikyBaHHA 11ane60 + MeTGopMiHOM + TIIIMETTIPUAOM.

Yacrora po3BUTKY rimoriikeMii Oyna momupeHor B 00ox rpymax JikyBaHHS (5,1 % mus rpymnum
3aCTOCYBaHHS BULAAIINTUHY + MerdopmiHy + riaiMenipuay nopiBHsHO 3 1,9 % g rpynu
3acTocyBaHHs Mianebo + merdopMminy + raimenipuay). IIpo onHe Tskke SBHILE TiNOTUIIKEMIT
MOBIAOMJISUIM B IPYII1 3aCTOCYBaHHSI BUIJATJIIITHHY.

Hanpukiniii 1ociikeHHs BIUIMB Ha CepeH1 MOKa3HUKU MacH Tila OyB HEUTpaJIbHUH.

Kombinayia npenapamy 3 incyninom. HebaxaHi peakiiii, 3apeecTpoBaHi y HaI[IEHTIB, SIKI OTPUMYBaJIN
BULAarminTuH B 71031 100 Mr Ha 100y B koMmOiHalii 3 1HCYJIHOM (3 MeTdopMiHOM abo 6e3), y Xo1i
MPOBEICHHS TOABIMHUX CIIMUX JTOCTIKCHB.

3 60Ky 06MiHY peuo6uH: 4aCTO — 3HKEHUU PIBEHD TITIOKO3W KPOBI.

3 60Ky HepBo6oi cucmemu: 9acTO — TOJIOBHUN OUTh, 03HOO.

3 60Ky WYHKOBO-KUWKOB020 MpaKkmy. 9acTO — HyA0Ta, ractpoe3odareaiibHa peduIrokCHa XBOpo0a;
HEYacTo — Jiapesi, MeTEOpHU3M.

Onuc oKpeMUX TOOTIHUX PEAKITIit

VY xoa1 mpoBeeHHsS] KOHTPOJIbOBAHUX KIIIHIYHUX JOCHIPKEHB 13 3aCTOCYBAaHHSAM BULAATIINTHHY B 1031
50 Mr n1Ba pasu Ha 100y B KOMOIHAITIT 3 1HCYJIIHOM, 13 CYITYTHIM 3aCTOCYBaHHIM MeT(opMmiHy abo 0e3,
3arajibHa 4acTOTa BUIIAJIKIB JTOCTPOKOBOTO MPUITMHEHHS JIKYBAaHHS 4Yepe3 MOsBY HeOaKaHUX peakIiit
cranoBuna 0,3 % y rpymi JiKyBaHHS BULAArJiNTHHOM, TOJI SK y TPyl 3acTOCYBaHHsS Iianedo
BHUIMAJKIB JIOCTPOKOBOTO TPUIIMHEHHS JIKYBaHHA 4Yepe3 TMOsABY HeOakKaHUX pEakIid He
crocTepiraisocs.

YacTtoTa BUNAAKIB rinmoriikemii Oyjga oJHAKOBOIO B 000X rpynax JikyBaHHs. [losBa TsDKKOTO sBHINA
rinorjikeMii cocTepiraiacs y 2 TMali€HTIB 13 TPYNH JIKYBaHHS BUILAATJINTAHOM Ta y 6 TaIli€HTIB 13
IPYyIH 3aCTOCYBaHHS MI1aneoo.

Hamnpukiniii ocaijpkeHHs BIUIMB Ha CEPEIHI MOKa3HUKH MAcH Tijla OyB HEUTpaIbHUN.
Ilocmmapkemuneosuii 00C8i0 3acmoCcy8anHs 8i10a2NiNMUHY.

3 60Ky WAYHKOB0-KUWKO68020 MpaKkmy: 4acTOTa HEB1IOMa — MAaHKPEaTHUT.

3 boky eenamobiniapnoi cucmemu: 9acToTa HeBimomMa — remaTHT (OOOPOTHMM TMICHIS NPUITMHECHHS
MPUIOMY JIIKAPCHKOTO 3ac00Yy), BIAXWICHHS (PYHKIIIOHATBHUX NMEYIHKOBUX P00 Big HOpMH (000POTHI
TS IPUITUHEHHS MPUHOMY JIIKAPCHKOTO 3aC00Y).

3 6oky wkipu ma nIOWKIpHUX mMKAHUM: dYacTOTa HEBiIOMa — KpOMMB sHKA, OyIb0o3HE Ta
exc(oriaTUBHE ypaKeHHsI IIKIPH, BKIIOYAr0UU OyJIb03HUN eMiroin.

Tepmin npuoammuocmi.
3 poku.
He 3acTocoByBaTH npemnapar miciis 3aKiH4eHHs TePMIHY MPUIATHOCTI, BKa3aHOTO Ha YMAKOBIIL.

YmoBu 30epiranns.
Jlnst nikapcbkoro 3aco0y He MOTPiOHI creniaabHi YMOBH 30epiraHHs.
30epiratu y HEIOCTYITHOMY JJIS NITEH MicCIIi.

YnakoBka.
ITo 10 Tabnerox y Gmicrepi. ITo 3 abo 6 GiictepiB y mayii.



Kareropis Binnmycky. 3a peuenrom.

Bupodonuk. AT «®Papmak» BupoOHUITBO 3 mpoaykuii in bulk d¢ipm-Bupobuukis biydapma -
Innycrpis @apmanestuka, C.A., Ilopryranis (BUpOOHUITBO, MEPBUHHE Ta BTOPUHHE IaKyBaHHS,
KOHTpOJIb cepii, Bumyck cepii), AET Jlaboparopiz Ilpaiier Jlimiten, Iuaist (BUpoOHUIITBO, TEPBUHHE
Ta BTOPUHHE MMaKyBaHHA, KOHTPOJIb cepii, BUIIYCK cepii).

Micue3Haxo/:keHHs1 BUPOOHMKA Ta HOro ajapeca Micusi NPOBa/KEHH TiAJIbHOCTI.
VYxpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.

Jata ocrannboro neperJsay. 07.07.2022.



