IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TIIITAP®-M

(GLIPTAR-M)

CKn1ao0:
Oitoui peuoguHu: metformin, vildagliptin;

1 TabneTka, BKpUTa IUTiBKOBOIO 000710HKO10, 50 Mr/850 Mr micTuth 50 Mr Bingarmintuny Ta 850 Mr
MeT(HOPMiHY TiIPOXIOPULY;

1 TabneTka, BKpHTa IUTiBKOBOIO 060710HKO0I0, 50 Mr/1000 Mr mictuts 50 Mr Binmarnintury ta 1000 mr
MeT(QOpPMiHy TiZPOXJIOPUAY;

0ONOMIdCHI peyoBUHU: TTaKT03a, TiAPOKCHUIIPOIIiIIeNi0I03a, MiIKPOKPHCTalidHa I1e/1107103a,
KpOoCKapMeJio3a HaTpilo, cTeapuidpyMapaT HaTpiio;

CYMIIII 71 TOKPUTTS MiCTUTh: TilipoMesno3y, TuTtany fgiokcup (E 171), makporomn/IIET, Tanek,
okcup 3aiiza xoBtuil (E 172).

Jlikapcbka ¢popma. TabmeTKy, BKPUTI TIBKOBOIO 000JI0HKOIO.
OcHo8HI (pi3uKko-XiMiyHI 81acMUBOCMI:

TabJIeTKX, BKPUTI IIJTiIBKOBOIO 000J10HKO00, 50 Mr/850 MT: K0BTi, TPOOOBIyBaTO-OBaIbHi, BKPUTI
TTIBKOBOIO 000JIOHKOI0 TaOJIeTKU 3 PUCKOIO 3 ONHOTO 60Ky Ta «VA» 3 inmoro 60ky. [loBX1uHa
tabnetku 19,4+0,5 MMm;

TabneTKH, BKPUTI ITiBKOBOIO 000710HKO010, 50 Mr/1000 MT: TeMHO-KOBTi, ITPOAOBIyBaTO-0BaIbHi,
BKPHUTI ITIBKOBOIO 0007I0HKOIO TaOIeTKH 3 PUCKOI0 MiXK «V» Ta «B» 3 omHOro 00Ky Ta 3 PUCKOIO 3
inmoro 6oky. [loBxkuHa TabneTku 21,1+0,5 MM.

dapmakoTepaneBTHYHA rpyna. [Ipotuniabetnyni npenapatu. Kom6iHallisa nepopaibHIX
rinornikeMmisyrouux npenapatTis. Kog ATX A10B DO0S8.

dPapmako102iuHi 8 1acmueocmi
dapmakoOuHamika

[ninTap®-M € koM0OiHalli€l0 ABOX aHTUTINEPTIiKEMiYHAX PeYOBUH i3 PisHUMU MeXaHi3MaMH [ii, AKi



IIOKpaIlyI0Th KOHTPOJIb IJIF0KO3Y Y Malli€eHTiB 3 miabetoMm II Tuny: BingarminTuH, IpeACcTaBHUK
cimericTBa inribitopis gunentupunnentunasu-4 (AI1I1-4) Ta MeTHOPMiHY TigPOXIOPHUL, TPEACTaBHUK
KJacy 6iryasipmis.

BinpgarminTuH, mpefcTaBHUK KJIaCy PEYOBUH, IO IIOCUITIOIOTE POOOTY OCTPiBKOBOTO amapaTy
IiAIITYHKOBOI 3aJ103H, € MIOTYKHUM Ta CelleKTUBHUM iHTriOiTopom [III1-4. MeTdopMiH mi€e, TOIOBHUM
YHUHOM, LIJITXOM 3MEHIIEeHHS eHOOT€HHOl IPOAYKIIil TII0KO3U B IIEeYiHIIi.

BindaeainmuH

BinparninTuH fie, TOOBHUM YMHOM, HUTsixoM npurHidenus [I1I1-4, depMeHTy, IKWii BiiIOBifaE 3a
merpapailito inkpetuHoBux ropmoHiB ['TIII-1 (rmokaronmnogiouoro mentuny-1) ta Il
(rm0K0303a1e2kKHOr0 iHCYIIHOTPOIIHOTO MOJIinenTuay). IIpuraiveHHs BigaraiiTHHOM aKTUBHOCTI
ITITT-4 mpuU3BOOUTH [0 IIBUAKOTO Ta MOBHOTO 30i/IbIlIeHHS €HIOTeHHOTO PiBHST iIHKPETUHOBUX
ropmoHiB I['TITI-1 Ta I'IlI micnst BXXUBaHHS 1XKi Ta HaTIIE.

[Ingxom 36inbIIeHHS eHO0TeHHUX PiBHIB IIUX iIHKPETUHOBUX TOPMOHIB BiIHATTIINTHH MigBUIILYE
YYTNIUBICTh OeTa-KIiTUH [0 T/II0K03H, BHACIIJOK YOT0 MOJIMNIITYEThCS TII0K0303ajieXKHe BUAIIeHHS
incyniny. JlikyBaHHS nauieHTiB i3 uykposum giabetom II tuny BinmarmintuHOoM y go3sax Big 50 mo 100
MTI Ha 000y 3HAYHO MMOKPAIIMIO MapkKepu QyHKII1 6eTa-KiIiTHH, BKIovaouyun HOMA-B
(romeocTaTU4HY MOJIeb OI[iHKY (YHKIII 6eTa-KIiTHH), BiTHOIIEHHS IIPOIiHCYTiHY [0 iHCYIiHYy Ta
IIOKa3HUKM YyTIUBOCTI OeTa-KJIiTHH Ipy OaraTopa3oBOMY IIPOBEEHHI TECTY TOJIEPAHTHOCTI [0 ixi. B
ocib 0e3 miabeTy (3 HOpMaNbHUM PiBHEM IJIIOKO3H) BIIAATIINTAH He CTUMYJIIOBAB CEKPelilo iHCYIiHy
a00 3HUKEHHS PiBHS I'TIOKO3HU.

Inaxom mipuiieHHs piBHA eHporeHHoro ['TIII-1 BinmarminTuH 36inbIIye YyTIUBICTE anbda-KIIiTHH
HiAIITYHKOBOI 3aJI031 [0 T'IFOKO3H, BHACITIIOK YOT0 30i/IbIIYETHCS CEKPellisl TII0K030-BiiIOBiqHOTO
raokarony. IlocuneHe nmigBUIeHHS CIiBBIHHOLIEHHS IHCYJIiH/TTIIOKAroH Iif 4yac rinepriikemil
3yYMOBJIIOE 3POCTaHHS PIBHSA IHKPETUHOBOI'O TOPMOHY, L0 IIPU3BOAUTD 0O 3HUXKEHHSA IPOLYyKYBaHHSA
TJIIOKO3M Y TeYiHIli B yMOBax HATIIE Ta IiCIIs BXKWBAHHS 1Ki, 1[0 MPU3BOAUTE 10 3HUKEHHS PiBHA
TJIFOKO3M.

Bimomuii edekrt nmigpumenux piBHiB ['TII1-1 i3 3aTpUMKOI0 MITyHKOBOT'O COKY HE CIIOCTEPIraeThCs Ipu
JIIKYBaHH] BUINATIIITUHOM.

Memdaopminy 2iopoxaopud

MeTdhopMiH € TepopanbHUM aHTUAia0eTHYHUM 3aco00M Knacy GiryaHinis, rimormikeMmiunui epexT
SIKOTO T'PYHTY€ETHCS, TOJIOBHUM YMHOM, Ha IIO0JIaHHI Pe3UCTEHTHOCTI 10 1HCYIIIHY Y ediHi i M a3ax.
[Tpu HasIBHOCTI iHCyIIiHY BiH 3HUXKYE 5K Oa3albHUM, Tak i IOCTIpaHiaTbHUY PiBeHb IIIOKO03H Y
n1a3Mi KpoBi. MeT(hopMiH He CTUMYJIIOE CeKpelio iHCYIiHy, TOMy He IPU3BOAUTE [0 TimoraikeMil
IIpY MOHOTepaTil.

MeT(bOpMiH MOXKe CIIDHYUHATHA 3HNZKEHHS I'TIOKO3X 3d OOIIOMOI'0I0 TPHOX MeXaHi3MiB:

- IPOAYKYBaAHHS TJII0KO3Y B MTEUiHIli 3HAYHOI MIpOI0 BiANOBia€ 3a rinepriikeMiio y CTaHi HaTIIe.
MeTdopMiH 3HUKY€E TPOAYKYBaHHSA TJIIOKO3U B IEYiHII, 10 aKTUBI3YETHCA PE3UCTEHTHICTIO 0
IHCYIIHY WIIAXOM IIPUTHIYEHHS TJII0KOHeOoreHe3y 1 IJIIKOreHo1i3y, TaKUM YHHOM OOHOYACHO IIPOTULIE
rimepriikeMidyHOMYy eQeKTy I/TIOKaroHy. 3a JOIMOMOT00 IbOT0 MeXaHi3My MeT()OPMiH 3HUKYE
rinepriikeMiio HaTIIe.

- [Toripmene nepugeprudHe NOTIMHAHHS Ta HAKONMMYEHHS I'TIOKO3U B OCHOBHOMY BifIIOBifalOTh 3a
IIOCTIIPaHAiaNIbHY TinepriikeMio. MeTgopMiH migBUIye YYTIUBICTH KITiTUH [0 iHCYIIiHY,



CTUMYJIIOI0YM aKTUBHICTH iHCYJIIHOBUX PELIENITOPIB TUPO3UHKIHA3Y, TUM CaMUM CIPUSAIOYN
TIOTTMHAHHIO TJIIOKO3U Ha KJIITUHHOMY PiBHI. MeTdopMiH 36iiblIye MPOMyCKHY 30aTHICTh BCiX
KJIITUHHUX MeMOpaHHUX TpaHcnopTepis rimoko3u (GLUT). Lie#t epekT meTdhopMiny 0co611BO
TIOMITHUY IIpH Tinepriikemil. BHyTPIIHbOKTITUHHUN CUHTE3 TJIiKOTeHY 30i/IbIIYETHCS IIISTXOM
CTHUMYJISLII KTI040BOTO (hepMEHTY, TTIiIKOTeHCHUHTAa3U. 3a JOIIOMOT0I0 I[bOT0 MeXaHi3My MeThOpPMiH
3HUKYE TinepriaikeMiio miciasa BXKUBaHHS 1XKi.

- MeTdopMmiH 3HUKY€E abCOPO1Iit0 TII0KO3U Y KAIITKOBOMY TPAKTi, TUM CaMUM 3HUXKYIOYHU BIIJIUB
TJIIOKO3Y IIiCTIA BXKHMBaHHS 1XKi.

Y niopey, He3aexXHO Bifl BIUIMBY Ha TJIiKeMito, MeT(HOPMiHY TiIPOXJIOPUA Ma€ CIPUATINBUY epeKT Ha
MeTabomi3m mimifis. Lle Oyio mokasaHO [JjIs TePaneBTUYHUX 103 ¥ KOHTPO/IbOBaHUX,
CEpegHLOCTPOKOBUX ab0 MOBrOCTPOKOBUX KITIHIYHUX MOCTIIXKEHHSIX: MeTQOPMiHY TigpoXIopusn
3HUXKYE PiBEHb 3araJIbHOT0 XOJIECTEPUHY, JIIMONPOTEIHIB HU3bKO1 IIiTbHOCTI Ta TPUTJIILIEPUTIIB.

Kpim Toro, B IesIKUX JOCHTimKeHHsIX Oy/I0 TOKa3aHo, 10 MeTGOPMiH MigBHUIIYE PiBEHD JIIMOIPOTEIHIB
BHCOKOI IiTbHOCTI. MeT(hOopMiH TaK0XK MposiBisie GiOpUHOMITUYHI BTaCTUBOCTI.

[IpocnekTuBHe panpoMizoBaHe pociigxeHHs UKPDS (Bpurtanceke NpoCneKTUBHE OOCIIAKEHHS
IIyKPOBOT0 Hia0eTy) BCTAHOBHIIO JOBTOCTPOKOBI IepeBaru iHTEHCUBHOTO KOHTPOJIIO I'IIOKO3U B KPOBi
npu piabeti II Tumy. AHani3 pe3ybTaTiB y MallieHTiB 3 HAAMIPHOI0 Macoo Tina, sIKi OTpUMYyBau
MeT(hHOPMIH ITiC/IsT HEOOCTATHLOI e(DEeKTUBHOCTI BUHSTKOBO [Ii€TH, ITOKA3aB:

- 3HAUHe 3HUKEHHS a0CONIIOTHOT0 PU3UKY OyIOb-IKUX II0B’sI3aHUX i3 MiabeToM yCKIafHEHD y TPYIIi
MeThopMiny (29,8 mopiit/1000 namieHTo-poKiB) MOPIBHAHO 3 TPYIIO0, 110 OTPUMYBajia BUHATKOBO
niety (43,3 noxiii/1000 marienTo-pokis), p = 0,0023, mopiBHSIHO 3 KOMOIHOBAaHUMU I'PyIIaMH, 10
OTpUMYyBaX CyIb(POHIIICEYOBUHY Ta iHCYIiH K MoHOTepamio (40,1 moniit/1000 nauieHTo-poKiB), p =
0,0034;

- 3HAYHe 3HUKEHHS a0COMIOTHOI0 PU3UKY JIeTabHUX HACIIIKIB, ITOB'I3aHUX i3 giabeToM: MeThopMiH
7,5 omii/1000 mamieHTo-POoKiB, BUHATKOBO OieTa 12,7 momiii/1000 marmienTo-pokis, p = 0,017;

- 3HaYHe 3HUKEHHS abCOJIIOTHOTO PU3UKY KiJIbKOCTI IeTalbHUX BUIAAKiB: MeTHOPMiH

13,5 mopiit/1000 mamieHTo-pOKiB MOPIBHSAHO 3 BUHATKOBO Ai€Tor0 20,6 momiit/1000 malieHTo-poKiB
(p =0,011) i mopiBHSIHO 3 KOMOIHOBaHUMU I'PyIIaMy, 1110 OTPUMYBAJIU CYIbGOHIICEYOBUHY Ta iHCYIIiH
K MOoHOTepanito, 18,9 nmomiit/1000 mauierTo-pokis (p = 0,021);

- 3HaYHe 3HUKEHHS abCOJIIOTHOTO PU3UKY PO3BUTKY iHGapKTy Miokapaa: MeTdopMin 11 mopiii/1000
IalliEHTO-POKIB, BUHATKOBO mieTa 18 momiit/1000 mamienTo-pokis (p = 0,01).

Kniniyna ebekTUBHICTS i Ge3meka

BinpmarninTuH mpu3Havyaay malieHTaM, y SKUX piBeHb riikeMmii He 6yB 3ag0BiTbHUM, IIPU JIiKyBaHHi
MeT(POPMIHOM Y SKOCTi MOHOTEpaIil, 0 Micg 6-MiCAYHOTO JTIKyBaHHS IIPU3BEJIO A0 HOOATKOBOTO
CTATUCTUYHO 3HAYYIIOTO CEPeIHbOr0 3HaUeHHS 3HUXKeHHS piBHS HbAlc mopiBHsHO 3 mianebo (Mix
TPYNOBUMHU BifiMiHHOCTAMHU Biff -0,7 % 1o -1,1 % gna Binparmintury 50 mr ta 100 Mr BigmoBigHO).
YacTka namnieHTis, ki gocarnu 3auxKeHHs HbAlc = 0,7 % Bim moyaTkoBoro piBHS Oyjia CTaTUCTUYHO
IOOCTOBIpPHO BUIIla B 000X rpynax BinmariminTul MeThopMin (46 % Ta 60 % BigmoBigHO) MOPIBHSHO 3
rpynoto Metdopmin nnanebo (20 %).

Y 24-tuxHeBoMYy mochimkeHHi BingarminTuH (50 mr aBivi Ha mo0y) nopiBHIOBau 3 mioriitazoHoM (30
MT OIMH pa3 Ha fJo0y) y MalieHTiB, sKi He JOCSATIM JOCTAaTHLOT'0 KOHTPOJIIO PiBHS ITiKeMii mpu



3acTocyBaHHiI MeTpopMiHy (cepenus noboBa mo3a: 2020 mr). CepeqHe 3HUKEHHS Bill T0YaTKOBOTO
piBag HbAlcy 8,4 % cranoBus -0,9 % y rpymni Bingarnintud Mmetdopmid Ta -1,0 % y rpymi
miorniTa3oH MeTdopMin. CepepHilt mpupicT Macu Tina 1,9 Kr croctepiraBcs y Malli€HTIB, SKi
OTPUMYBAJIH MiOTJiTa30H MeT(HOPMiH MOPiBHAHO 3 0,3 KT ¥ TUX, XTO OTPUMYBAB BiUIHArIiNTAH
MeT(OopMiH.

Y 52-tuxHeBoOMYy fmochimKeHHi Bingarmintus (50 Mr aBiui Ha go0y) IOpPiBHIOBAJHU 3 TTIKIIA3UA0M
(cepenns mo6oBa mo3a: 229,5 MT) y NallieHTiB, SIKi He JOCSTIM HOCTAaTHLOTO KOHTPOJIIIO PiBHS TTiKeMil
IIPY 3aCTOCyBaHHI MeThOpMiHy (moYaTKoBa fo3a MeTdopMiny 1928 mr/moby). Yepes 1 pik cepenHe
3HuxkeHHd piBHA HbAlc ctanosuno -0,81 % y rpymi BingariinTuH MeTGOpPMiH (CepenHiil TOYaTKOBUU
piBers HbAlc 8,4 %) Ta -0,85 % y rpymi riikna3upg MeThopMiH (cepenHii noyaTkosuil piseHb HbAlc
8,5 %); MOCATHYTO CTaTUCTUYHO HeMeHIoi epeKTuBHOCTI (95 % [1-0,11-0,20). 36inbIeHHs MacH Tita
IIPY 3aCTOCYBaHHi BingarminTuHy ctaHoBuio 0,1 KT mopiBHSHO 3i 30inblIeHHSIM Macy Ha 1,4 T pu
3aCTOCYBaHHI I'JIiKIa3umny.

Y 24-TuxHeBOMY [OCHiXKeHHI e(peKTUBHOCTI (ikcoBaHOI KOMOiHAIlil BingarminTuHy Ta MeThopMiHy
(3 mocTymoBoio TuTpaui€eio no3u 50 mr/500 Mr aBivi Ha goby a6o 50 mMr/1000 Mr gBiui Ha go0y) AK
II0YaTKOBA Teparlisl B OI[iHIOBa/IX y HEJIIKOBaHUX MalieHTiB. Bingarmintusa/mMetdopmin 50 mr/1000 mr
nBiui Ha moOy 3uuxkye HbAlc Ha -1,82 %, Binmarnintur/metdopmin 50 mr/500 Mr aBivi Ha moOy - Ha
-1,61 %, metdopmin 1000 Mr gBiui Ha goOy - Ha -1,36 % Ta BimmarminTun 50 Mr aBivi Ha KOOy - Ha
-1,09 % Bim cepemuboro nmouyatkosoro piBHg HbAlc 8,6 %.

3uuxkeHHs piBHSI HbAlc, sike criocTepiranocs y maifieHTiB i3 mouaTkosuM piBaeM =10,0 %, 6yno
OimbIINM.

24-TuXXHEBe pPaHOOMi30BaHe IOfBiliHe ciine mi1anebo-KOHTPOIbOBAHEe MOCIIIXKEHHS 3 OIliHKH
eekTuBHOCTI Ta Oe3meku BingarminTyAHy (50 Mr [ABiui Ha mo6y) y KoMbiHaIril 3 MmeTdopminom (= 1500
Mr Ha 0o0y) Ta riimenipuny (=4 Mr Ha fo6y) (318 marieHTiB), MoKa3aso, 110 BiIAarminTul y
OEeNHaHHI 3 MeTQOPMIiHOM Ta TIiMenipuaoM cyTTeBO 3HUKYyBanu HbAlc nopiBHsiHO 3 nnatebo.
CepepnHe mane00-CKOPUToBaHe 3HAYEHHs, 3MEHIIIeHHSI CePegHbOro o4YaTkoBoro piBHsg HbAlc Ha
8,8 % cranosuno -0,76 %.

24-TXKHEBe PaHIoMi3oBaHe MOMABilHE cIile MmIae00-KOHTPOIbOBaHEe JOCIiIKeHHs Oy10 MPOBEOeHO
y 449 nanieHTiB a4 oKy eeKTUBHOCTI Ta Oe3meku Bingaraintury (50 Mr aBidi Ha moby) y
noefHaHHi 3i cTabinbHO 003010 6a3anbHOT0 abo 3MimIaHoro iHCymiHy (cepemHs moboBa mo3a 41
OJMHHUIIb) IIPY OJHOYACHOMY 3acTocyBaHHi MeTdopMiny (N 276) abo 6e3 CymyTHHOTO 3aCTOCYBaHHS
MeTdopMiny (N 173). BingarninTuH y noegHaHHi 3 iHCYIiHOM 3HaYHO 3HMKYBaB piBeHb HbAlc
TOPiBHSHO 3 T1aie6o. Y 3arabHii momynsiii cepeHe miane00-CKOPUToBaHe 3HAYEHHS 3HUXKEHHS
cepenHbOro noyatkosoro piBHsA HbAlc Ha 8,8 % cranoBumio -0,72 %. YV miarpymnax, siKi OTpUMYyBaIl
incymnin 3 MeTdopminoM abo 6e3 HhOT0 cepenHe Inalebo-CKopuroBane 3HuKeHHs piBHSI HbAlc
cranoBuio -0,63 % Ta -0,84 % BigmoBimHO. YacToTa rimornikemii y 3arasibHiii OMysIlil CTAHOBUIIA
8,4 % 17,2 % y rpymnax BingarminTuHy Ta miaiedo BigmoBigHO. Y malli€eHTiB, SKi 0OTPUMYBaIH
BinmparminTuH, Oyo BincyTHE 30inbiieHHs Macu Tina ( 0,2 Kr), TOfi SIK Yy MallieHTiB, IKi OTpUMYBaB
nnane6o, crmocTepiranocs 3HUXKeHHS Macu Tina (-0,7 Kr).

[T'sTupiuHe OaraToIeHTPOBE paHIOMi30BaHe mofBiiHe ciine gocnimxenHs (VERIFY) 6ymo
IIPOBEMEHO 3a YYacCTIO MAalli€HTIB i3 MyKpoBUM miabeT 2 TUITY [Js OLiHKY e(eKTUBHOCTI paHHbOI
KoMOiHOBaHOI Teparii BingarninTuny Ta MeTdopMminy (N 998) mopiBHSIHO 3 T0YAaTKOBOIO
MOHOTEpAaIi€ MeTQOPMIHOM y CTaHOAPTHOMY JIiKyBaHHI 3 HACTYIIHUM JOJaBaHHSIM BiIAar TiITHHY
(rpyna nocnigoBHoro nikyBaHHsA) (N = 1003) y nari€eHTiB 3 Breplle AiarHOCTOBAHUM LIyKPOBUM
niabetoMm 2 THIy.



KombiHoBaHa cxeMa mpuiomy Binparmintury 50 Mr aBidi Ha noOy Ta MeThOopMiHy IIpH3Beia A0
CTATHCTUYHOTO i KJTiHIYHO 3HAYYIIIOT0 BiTHOCHOTO 3HUKEHHS PU3UKY «4ac [0 MigTBepAKeHO1
I04YaTKOBOI HeBAadyi nmikyBaHHA» (HbAlc =7%) nmopiBHSAHO 3 MOHOTepaIi€n MeTHOPMIiHOM Yy Malli€HTiB
i3 1rykpoBUM miabeToM 2 TUIy, SIKi paHillle He OTPUMYBAJIU JiKyBaHHS, 5-piuyHa TPUBAJIICTh
nocrimxenns (HR [95% [I]: 0,51 [0,45, 0,58]; p<0,001). YacToTa HeBmayi I04aTKOBOIO JIiKyBaHHS
(3HauenHs HbAlc =7%) O6yna 429 (43,6%) nauieHTiB y rpymi KoMOiHOBaHOTO JIiKyBaHHS Ta 614
(62,1%) mawi€eHTiB y TPYyIIi IOCiZOBHOTO JTiIKyBaHHS.

B inmomy 24-TuKHEBOMY [OCIiIX€eHH] y NallieHTiB 3 BaXX4UM CcTyneHeM giaberty Il tuny, axuil He
KOHTPOJIIOBABCS HAJIe2)KHUM YMHOM iHCYJTiHOM (KOPOTKOI Ta TPUBAJIOi Ail, cepenHs mo3a incyniny 80
MO/mo06y), cepenne 3uuxkenHs HbAlc nmpu 3actocyBanHi Binmarnintuny (50 Mr gBigi Ha go0y) 3
iHcynmiHoM 6y/I0 CTaTUCTHYHO MOCTOBIPHO OiNblIuM, HixXK Ipu 3acTOCyBaHHI nnaiebo 3 iHcyninom (0,5
% mpotu 0,2 %). HacTorTa rimornikemii 0ysia HUKY0I0 Y I'PYIIi BigarminTUHY, HiXK y rpymi nnamne6o
(22,9 % npotu 29,6 %).

CepLeBO-CYIMHHUN PU3UK

Merta-aHaJi3 He3aJIe’XHUX Ta IPOCIEKTUBHUX CEPLIEBO-CYAUHHUX IOAIN Vv 37 KIIIHIYHUX
nocnimxkenHsax III ta IV ¢a3u MoHOTeparii Ta KoMOiHOBaHOI Tepallii TPUBAJIICTIO ITOHA[ 2 POKiB
(cepenHs ekcro3ullig 50 TUXKHIB [y1d BinAarainTuHy Ta 49 TUXKHIB [JId IIpenapaTiB NOPiBHIHHSA)
II0Ka3aB, ITI0 JIiKyBaHHS BiIOaTrIiITUHOM He acOIlif0Banocs 3i 30ibIIIEHHSIM CEPLIEBO-CYTUHHOTO
PU3UKY IOPIBHSHO 3 KOMIlapaTopamu. CKilageHa KiHlleBa TOYKa BU3HAYEHUX BEIUKUX
HECIIPUSTIIUBUX CepleBo-cCyguHHNX nofinl (MACE) Bko4aouu rocTpuy iHpapKT MioKappaa, iHCy/IbT
abo cepIieBO-CygUHHY CMepTh, Oyia Mmofi0HO0 A5 BiAarIinTHHY IOPIiBHSIHO 3 IIpelapaTaMu
TIOPiBHSHHS Ta Ialebo [KoedittieHT pu3uky Manrens - 'erzens (M-H RR) 0,82 (95 % [I
0,61-1,11)]. MACE posBunymnuch y 83 3 9599 (0,86 %) marfieHTiB, gKi OTpUMyBaIu BiIfarminTuH, i y
85 mauienTiB i3 7102 (1,20 %) nauieHTiB 3 rpynu nopiBHAHHSA. OLiHKa KOXKHOTO OKPEMOI'0 BUIIaAKY
MACE He noka3anu migBuieHoro pu3uky (aHanoriuno M-H RR). IIpo migTBepakeHi BUnagku
cepueBoi HepocTaTHOoCcTi (CH), Bu3HaueHi sik CH, mo notrpebyBaja rocmirtanisanii abo HoBU# BUIIAL0K
CH, moBigomnsanu y 41 (0,43 %) naifieHTiB, SKi OTpuMyBaiu BinbparminTud Ta y 32 (0,45 %)
IAI€HTIB, Ki OTPUMyBaIM IIpenapar nopiBHANbHHES, i3 M-H RR 1,08 (95 % M1 0,68-1,70).

dapmakokiHemuka

BcmoxkmyeaHHA

Bingarnmintusa 3 MmeThopMiHOM

Y mocnimxkeHHi 6i0eKBiBaeHTHOCTI ITpenapaTy BiIAarainTuH 3 MeTGopMiHOM TablIeTKu pi3HUX
koHneHTpatii (50 mr/500 mr, 50 mr/850 mr i 50 mr/1000 Mr) mopiBHIOBaIN 3 KOMOiIHAII€I0 OKPEMHUX
IIperapariB BigarminTuHy i MeThOpMiHy TiIpoXJI0pUAY y BiANOBiAHUX m0o3ax. B:xkuBaHHS ki He
BIUINBaJIO Ha 00’€M Ta CTYNiHb BCMOKTYBaHHS BIIIATIINTUHY - Ai0Y0i PEYOBUHU IIpenapaTy
BimparminTuH 3 MeThopMiHOM. MakcuMallbHa KOHIIEHTpalis y nna3mi kposi (C,,,,) i mnoia min
KPHUBOIO «KOHLIeHTpalis - 4ac» (AUC) MeThopMiHy TiIpOXIOpUAY Py IPUKXOMi IIpenapaTty
BinmarninTtul 3 Metdopminomy m03i 50 Mr/1000 Mr pa3om i3 ket 3HUKYBanucs Ha 261 7 %
BigmoBiAHO, a Yyac pocsarueHss (T,,,) ynosinbHioBaBcA (3 2,0 go 4,0 rogus).

Huxye HaBOOATHCS (PapMaKOKiHETHYHI BIaCTUBOCTI OKPEMHUX [iI0YMX PEYOBUH IIpelapary.
BinparminTtun

Abcopbuis. TTicns mepopasbHOTO MPUUOMY HATIIE BiHATTNTHH MBUAKO aOCOPOYETHCS, TPHIOMY
C.ax CIOCTEDITa€THCA Yepe3 1,7 roguau. ODHOYACHUM IPUMOM 3 1K€l He3HAYHO 3aTPUMYE dac



nocsaraenHs C,,, y mna3Mi KpoBi - 0o 2,5 TOOWHY, ajie He BILIMBAE Ha 3aranbHy ekcroauiiito (AUC).
3aCcTOCyBaHHA BiIHArJiNTHHY 3 12Kel0 IPU3BOOUTH J0 3HMXKEHHS MaKCUMalbHOl KOHIeHTpatil C, .,
(19 %). He3Baxatouu Ha Ile, BeIM4YKMHA 3MiH He € KJIiHIYHO 3HAYYII[010, TOMY BiJIJarIillTUH MOXHa
IpUiMaTH He3aJieXKHOo Bif npuiiomy ixi. AGcomoTHa 610I0CTYIHICTE CTAaHOBUTH 85 %.

Po3nodin. KoeirlieHT 3B’93yBaHHA BiIHATMINTUHY 3 IPOTEIHAMU IJIa3MU KpoBi HU3bKU# (9,3 %);
BinmarminTuH Po3MOdiNsIeThCs PIBHOMIPHO MiX IJTa3MOI0 KPOBi Ta eputponuTamMu. CepenHiit 00’eM
PO3MOfiNy BiAArIilTUHY Ha CTafil IIJIaTo MiC/s BHYTPIMIHBOBEHHOTO BBeeHH (V) CTaHOBUTH 71
JIITp, 110 TOBOPUTH IIPO MTO3aCYOUHHUYU PO3IOMLN.

Memab6oaizm. MeTabomi3M € OCHOBHUM IIIJITXOM BUBEEHHS BiJArIinTUHY Y JTIOOUHY, IO CTAHOBUTH
69 % npuitHgToi mo3u. OcHoBHUIt MeTabomit (LAY151) € papMakooTiyHO HEAKTUBHUM i SIBIIsIE COO0I0
IPOXYKT TiAPOIi3y CKIafoBol IliaHy, [0 CTAHOBUTE 57 % HO3U Ta CYIPOBOAKYETHCS TTIOKYPOHITHIM
(BQS867) Ta amiguuM rigpomnizom (4 % go3wu). [laHi, oTpuMaHi B IPOIECi AOCTiAKEHHS B YMOBaXx in
vitro y MiKkpocoMax HUPOK JIFOIUHU, BKa3ylOTh Ha Te, 110 HUPKY MOXYTh OyTH ONHUM i3 OCHOBHUX
OpraHiB, KUY CIPHSE TiAPOi3y BiAATNINTHHY 0O HOTO OCHOBHOTO HEAKTUBHOTO MeTabOoIiTy
LAY151. DPP-4 yacTkoBo 6epe y4acTh y TigpoJi3i BingarninTtuny, mo 6yi1o migTBepaKeHo
IOCTiAKEHHSM in vivo y mypiB i3 gedimurom DPP-4.

BingarninTtuH He MeTab0/mi3y€eThCs eH3uMaMu nuToxpomy P450 y Takomy 00’eMi, skt OM MOXKHa
Oyno BU3HAYUTHU. TaKUM YMHOM, HE OYiKYETHCS, 110 CYMYTHIiM MPUNAOM JIiKapChKUX 3ac00iB, TAKUX K
inribitopu Ta/abo iHmykTopu CYP450, BinuBaTUMe Ha MeTaboiyHUM KITipeHC BiIgariinTUHY.
HocmimKeHHS in vitro IpogeMOHCTPYBasIH, 110 BiIAAr i TUH He iHTi0ye i He iHAyKye eH3uMu
muroxpoMy P450. TakuM YMHOM, BifimariinTHH, HalliMOBipHillle, He BIJIMBa€ Ha MeTabO0TiuHUN
KJIipeHC 0OOJHOYaCHO 3aCTOCOBYBaHUX JIiKapChKuUX 3aco6iB, 110 MeTabomnisyioTecss CYP 1A2, CYP 2C8,
CYP 2C9, CYP 2C19, CYP 2D6, CYP 2E1 a6o CYP 3A4/5.

BusedenHs. Ilicna nepopanbHoro mpuitomy [‘Cl-Bingarnintury npu6nusso 85 % [034 BUBOLUTLCA i3
ceuetro i 15 % mo3u - 3 KajmoM. HupKoBe BUBeeHHSI HE3MiIHEHOT0 BiIAArIiNTUHY CTaHOBUTH 23 %
IIepopasbHO MPUKHATOI Ho3H. [Tic/ig BHYTPIITHEOBEHHOTO BBEIEHHS 3[I0POBUM JOGPOBOJIBISIM
3araJibHUU IIJ1a3MOBUM Ta HUPKOBUU KIIIPEHC BiIHArIiNTUHY CTaHOBUTH 41 1 Ha roguny Ta 13 1 Ha
rofuHY BifnoBigHO. CepenHi nepiof HalliBBUBEEHHS IMiC/s BHYTPIIIHEOBEHHOTO BBEIEHHS
CTQHOBUTH NMPUOIN3HO 2 ToAKHU. [Iepion HamiBBUBEOEHHS IiCIIS IepPOPaIbHOTO IPUHOMY CTaHOBUTH
npuOIM3HO 3 TOOUHM.

JliniliHicmb/HeaiHiUHIcCMb. MaKcuMasbHa KOHIIEHTpalid y mia3Mi Kposi (C,,,) BUIIarIinTUHy Ta
TIJI0MIA TTiJ KPUBOIO KOHIeHTpalis y maa3mi/gac (AUC) 36imbInyoThCS MalKe IMPOIOPIINHO 1031 ¥
BCbOMY [lialla30Hi TepaleBTUYHUX J03yBaHb.

OKpemi epynu nauieHmis

Cmamob. He criocTepiranocs HiSKuX BiIMiHHOCTeN y (hapMaKOKiHETHI] IpenapaTy y 3M0POBUX
nOOPOBOJIBLIIB YOJIOBIYOI Ta KiHOYOI CTaTi pi3HOT0 BiKY Ta 3 Pi3HUM iHIEKCOM MacH Tina
(IMT). Iuribimis DPP-4 BingarminTHHOM He 3aJIeKHUTh Bif CTATi HAlli€HTa.

ITauieHmu AimHb020 8iKY. Y 30OPOBUX NalieHTiB (BikoM Bif 70 pOKiB) 3arajabHa €KCIO3ULisA
Binpmarnintuny (100 Mr omuH pa3 Ha go0y) 30inbinyBanacs Ha 32 %, a MakcuMallbHa KOHIIEHTPALlis y
n1a3Mi KpoBi — Ha 18 % mOpiBHSIHO 3 MOJIOAIIMMYU 300POBUMHU N0OPOBOJbIsIMHU (BiKOM Bif 18 mo 40
POKIiB).

L1i 3miHu, ogHAK, He BBAXKAKTHCS KIiHIYHO 3HauymuMu. [Hribimis DPP-4 BinmarninTuHOM He
3aJIeXKUTh Bif BiKY MALi€HTIB y JOCiAXKYBaHUX BIKOBUX Ipymax.



ITeyiHkosa HedocmamHicmb. Y TIAIEHTIB 3 JIETKO0, CEPEIHBOI0 ab0 BaXKKOI0 ITEYiHKOBOIO
HepocTaTHiCcTIO (A-C 3a knacudikarieio Yanna-I1'10) KniHigyHO 3HaUyImx 3MiH (Makcumym ~ 30 %)
eKCITO3UIIil BinmarminTuny He 0yI0.

Hupxkosa HedocmamHicmyb. V mallieHTiB 3 IeTK010, CepefHbOoI0 ab0 BaXKK0I0 HUPKOBOIO HEOCTATHICTIO
CHUCTEMHUY BIIJIMB Ha Binmarmintuny O0ymo 36inbmeno (C,,,, 8-66 %; AUC 32-134 %), a 3aranbHuu
KJIipeHC Tilla 3MeHIIIeHO MTOPiBHAHO 3 0co0aMu 3 HOPMaJIbHOIO (QYHKIIIE€I0 HAPOK.

Paca. ObMmexxeHi faHi cBig4aTh IIpo Te, II0 pacoBa MpUHaJIEXKHICTh He Ma€ 3HAUYIIOT0 BIJINBY Ha
(dhapMaKOKiHETUKY BiIarjinTuHY.

Metdopmin
Abcopbuis

[Ticna mepopanbHOTO NpUOMYy MeT()OPMiHY Yac OOCATHEHHS MaKCUMallbHOI KOHIeHTpauil (C,,,)
CTaHOBUTH 01M3bKO 2,5 roguni (T,,,). AbcomoTHa 6iogocTynHiCcTs MeTGOpMiHy y hopMi TabreToK
500 Mr ctaHOBUTD Npubnu3HO 50-60 % y 3mopoBux HOoOPOBOMILLIB. ITiciis mepopaabHOTO
3aCTOCYBaHHS (ppakilis, 10 He BCMOKTajlacsl Ta BUBOOUTHCA 3 KajioM, cTaHOBUTH 20-30 %.

[Ticns mepopanbHOTr0 3acTOCyBaHHS abcopO1isi MeTHOPMiHY € HACUUYBaHOIO i HETIOBHOIO.

[Tepenbava€eThCs, 110 MOTIMHAHHSA MeTHOPMiHY € HemiHiitHUM. [Ipu 3acToCcyBaHHI MeThOPMiHY B
PEKOMEH0BaHUX [J03aX i pekuMax J03yBaHHs cTabilibHa KOHILIEHTPAIlis y IJ1a3Mi KPOBi JOCATAETHCS
npoTsaroM 24-48 rogvH i CTaHOBUTH MeHIle 1 MKT/MIT. Y KOHTPOIbOBAHUX KITIHIYHUX JOCTIIXKEHHIX
MakKCcHUMabHi piBHI MeTdopMiny y mna3Mmi Kposi (C,,,,) He TepeBUIyBaIu 4 MKI/MJI HaBiTh IPH
3aCTOCYBaHHI MaKCUMaJIbHUX 03.

[Tpu ogHOYacHOMY IpuitoMi iki abcopObilis MeTGopMiHy 3HUKYETHCS i JEII0 YIOBITbHIOETHCS.

[Ticrs mepopanbHOTO 3aCTOCYyBaHHA ¥ 7031 850 MTI ciocTepiranocst 3HUXKEHHSI MaKCUMaJlbHOI
KOHIIeHTpallil y mma3mi KpoBi Ha 40 %, 3meHmmenHs AUC - Ha 25 % i 36inbieHHs Ha 35 XBUJIMH 4acy
INOCSATHEHHST MaKCUMaJIbHOI KOHIIeHTpallil y nia3Mi Kposi. KitiHiuHa 3HaYyIIicTh WX 3MiH HeBigoMa.

Po3nodin

3B’s13yBaHHS 3 OiIKaM¥u I1a3MU KPOBi He3HAUHe. MeT¢hOopMiH MpOHUKAE B epUTPoLuTH. CepenHi
00’eM posmnopiny (Vd) KonuBaeTbcs y miana3oHi 63-276 7.

Memaboaizm
MeTtdopMiH BUBOIUTHCS ¥ HE3MIHEHOMY BUTJISAAL 3 cedelo. MeTaloJIiTiB y TIOOUHY He BUSBIIEHO.
BugedeHHsa

MeTdhopMiH BUBOOUTLCS IIJITXOM HUPKOBOI eKCKpellil. HupKoBui KiipeHc MeTQpOpMiHy CTAHOBUTD >
400 mn/xB. Lle BKa3ye Ha Te, 1110 MeTGHOPMiH BUBOJUTHLCS 3a PaXyHOK KJ1y004KOBOI ¢inbTparii Ta
KaHaJbleBol cekpetil. ITicnsa nepopaabHOro IPUNAOMY IePiof HalliBBUBENEHHS CTAHOBUTL MIPUOIN3HO
6,5 rogunu. [Ipu nopymeHi GyHKI1 HUPOK HUPKOBUM KITipEHC 3HUKYETHCS IMPOIOPLIAHO OO0
KJIipeHCYy KpeaTuHiHY i TOMYy Iiepiof HamiBBUBEOEeHHS 30iMbIIyEThCS, 10 TPU3BOAUTE [0 30iNbIIIEHHS
piBHA MeTQOpMiHY y I1a3Mi KpPoBi.



Kniniuni xapakTepucTuku
Iloka3anus

['ninTap®-M mokasaHuy AJis JTiKyBaHHS MaIli€HTiB i3 I[yKpoBuM fiabeToMm II Tumy (SK OOTMOBHEHHS [0
mieTy Ta Gi3MYHUX BIIPAB [JIS ITOKpPAIIeHHsS KOHTPOJIIO TITiKeMil):

- Y HOPOCHIMX MAI[iEHTIB, ¥ KX HaJIe2KHUM PiBEHB I'TIOKO3U HE KOHTPOIIOETHCS MOHOTEPAIIIE€I0
MeT(opMiHOM;

- Y DOpPOC/IMX MallieHTiB, SIKi B:XKe OTPUMYIOTh KOMOiHallifo BimarminTuHy Ta MeTQopMiHy y BUTIATI
OKpeMHUX Mperaparis;

- y KoMmOGiHamii 3 iHIIMMu JTikapcbKUMU 3aco0aMu [j1s JTiKyBaHHS IIyKPOBOT0O Aia0eTy, BKITI0Ya0un
iHCYTIiH, IKIII0 BOHU He 3a0e3Me4yioTh HallesKHUM KOHTPOJIb PiBHS T'/TI0K03U (IUB. PO3Minu
«OcobmuBOCTI 3acTOCYBaHHS», «B3aemofis 3 iHIIMMM TiKapChKUMU 3aco0aMu Ta iHIIT BUOU
B3aemofin» Ta «®apMaKOAuHaMiKa»).

IIpomunoka3aHHs

- IifgBHUINleHA YYTIUBICTD [0 BimmarminTuHy, MeTdopMiny, abo 0o OyOob-IKUX iHIIUX
KOMIIOHEHTIB IIpernapary;

- OyOb-sIKWii THII TOCTPOTO MeTabO0TiYHOT0 alum03y (HaIpPUKIam, JIaKTOAIUI03,
miabeTUYHUHN KeToallluno3);

- miabeTwyHa IPEKOMa;

HUPKOBA HEJOCTATHICTh ab0 IOpyIIeHHs QYHKIl HUPOK (KITipeHC KpeaTUHiHYy
<30 mn/xB) (ouB. po3min «OcoO0MMBOCTI 3aCTOCYBaHHI»);

- TOCTpi CTaHU, AKi MOXYTh 3MiHIOBaTH (YHKIIiI0 HUPOK, TaKi K Jerigpartaris, TsIXKa
iH(deKIIis, 0K, BHYTPIIIHROCYOUHHE BBEIEHHS HOJOBMiCHUX KOHTPACTHUX PEUYOBUH (OUB. PO3Min
«OCcO06IUBOCTI 3aCTOCYBaHHS»);

- roctpi abo XpoHiYHi 3aXBOPIOBAHHS, SIKi MOXKYTh IPU3BECTH OO TKAaHWHHOI TiMTOKCIii,
TaKi SIK cepiieBa abo guxanabHa HEOOCTATHICTh, HEIOJAaBHO IIepeHeceHul iHpapKT MioKapya, II0K;

- mopyineHHs GYyHKII nevinky (ouB po3minu «Oco0nMuBOCTi 3acTOCyBaHHS», «Croci6
3aCTOCYBaHHS Ta JO3MU»);

- roCTpa aJKOroJibHa iHTOKCHUKALIiS, aJIKOT0JTi3M;

- mepiof rofyBaHHS IPYAA0 (OUB. PO3Min «3acTOCyBaHHS y Iepiof BariTHOCTI abo
TOyBaHHS T'PYIOIO»).

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodit

HocmimKeHHS iKapCchKol B3aEMO[Iii ITpemapary BiIgariinTu 3 MeThopMiHOM He mpoBoaunan. Huxue
HaBeeHO BiTOMOCTI PO B3a€MO{il if0UNX PEeYOBUH, BiIIAATIINTUHY Ta METHOPMiIHY OKPEMO.



BinparminTtux

BinpgarminTiH Ma€ HU3bKUU MOTEHIIIa 15 B3a€MOfIl 3 JTikapCbKUMU 3aco0aMu, 110 3aCTOCOBYIOTh
opHo4acHO. OCKiNbKY BifarminTul He € cyocTpaToM pepmenTiB nutoxpomy P (CYP) 450 i He
ranbMye Ta He iHOyKye ¢hepmenTu cucremu CYP 450, ManmoiMOBipHO, 1106 BimarIinTHH Ipu
OJHOYAaCHOMY 3aCTOCYBaHHi B3aeMOZisB i3 cyOcTpaTamu, iHribiTopamu abo iHIYKTOpPaMHU LIHX
dhepMeHTIB.

Kniniyni mocmigkeHHS MPOBOIUIIY i3 3aCTOCYBaHHSIM ITePOpPaIbHUX MPOTHAia0e TUUHUX 3aC00iB y
naiieHTiB 3 miabetoM II Tumy abo mpemnapaTiB 3 By3bKUM TepaleBTUYHUM BikHOM. Li gocmigkeHHS He
IIoKa3a/Iy KIiHIYHO 3HaYyIIKX (hapMaKOKiHETUYHUX B3a€EMOi i3 IepopaJbHIMU
npoTuniabeTHYHUMU 3acobamu (rmibeHKIaMifioM, mioriaiTa3oHoM, MeTGOPMiHOM), aMIOTUIIIHOM,
OUTOKCHUHOM, PaMilIpUIOM, CHMBACTAaTHHOM, BajicapTaHOM a00 BaphapuHOM.

3acmocysaHHA 3 iHeibimopamu AIID

Y matlieHTiB, SKi ogHOYACHO MpUiMaloTh iHribiTopu AII®, Moxke OyTH HMiABUILEHUN PU3UK
aHTiOHEBPOTUYHOTO HAOPSAKY (OuB. po3min «I1o6iuHi peakii»).

4K i y BUMIaAKy 3 iHIIUMHU ITepopaJbHUMU IPOTHAia0e THUHUME JTiKapChKUMU 3aco0aMy,
rinornikeMiyHu# e(eKT BiIOArIinTAHY MOXKe 3HUXKYBATUCS IIPU 3aCTOCTOCYBaHHI 3 iHIIUMU
nmiKapchbKUMU 3aco0aMu, BK/TIOUAIOUU Tia3ugu, KOPTUKOCTEPOIAM, TOPMOHU LITUTOBUAHOI 3aJI03U Ta
CAMIIAaTOMIMETUKH.

Metdopmin

HepexomeHdosaHi kombiHayii

A k02010, Tlpu TOCTPil aTKOTOJIbHIY IHTOKCHUKAIIil ¥ Malli€eHTiB, SKi MIpUUMaloTh MeTQOPMiH, iCHYyE
TiBUIIIEHUN PU3UK PO3BUTKY JAaKTOALKO03Y, 0COOIMBO MiC/sg TONOAYBaHHS a00 IIpU HEIOCTaTHOCTI
XapuyBaHHS ab0 nopymeHHi QyHKIil TeYiHKY.

HodosmicHi konmpacmui peuosuHu. TIpuitoM MeThOPMIHY CIIifl IPUIUHKUTH 0 abo I yac
IIpPOIEeOyPH BidyaJi3allil Ta He BiJHOBJIIOBATH MPUHAaNMHI 48 roguH micis 1IbOTO, 3a YMOBH, 1110
GbyHKIIig HUPOK Oyna olfliHeHa Ta BU3HaHA CTabibHOIO (quB. po3minu «Croci0 3acToCyBaHHS Ta JO3U»,
«OCc00IMBOCTI 3aCTOCYBaHHS»).

Komb6iHauii, w,o sumazaroms 0bepexcHocmi npu 3acmocyeaHHi

Iesiki miKkapchKi 3ac00M MOXYTh HETATUBHO BIIMBATH Ha QYHKIIII0 HUPOK, II0 MOXKe 30iMbIIuTH
PU3KK PO3BUTKY JTaKToalnumo3y, Hanp. HII33, BKIovaoyu celeKTUBHI iHTi6iTOpY HUKITOOKCUTEeHA3HU
(LIOT') 11, inribiTopu AII®, aHTaroHiCcTH penenTopis aHrioreH3uny Il Ta miypeTuku, 0coOIMBO
NeTJIbOBI fiypeTuku. [1pu npu3HaueHHi ab0 3aCTOCYyBaHHI TaKUX IpemnaparTiB 3 MeTHOpMiHOM
HeoOXimHMI peTeNnbHUM KOHTPOJb GYHKINI HUPOK.

[ MI0KOKOPTUKOIAY, OeTa-2-aTOHICTY Ta [AiypeTUKYU MalTh BHYTPIIIHIO TilepriikKeMidHy
aKTUBHICTb. [TaltieHTa ciig iHhopMyBaT PO HEOOXIMHICTL YACTIIIOr0 KOHTPOJIIO PiBHS
TJTIFOKO3U B KPOBi, 0COONIMBO Ha MOYaTKYy NiKyBaHHS. [Ipu HeoOXigHOCTI f0o3yBaHHs ['ninTap ®-
M, MOXKJTHBO, IOBEHETHCS KOPUTYBATH IIifl YaCc CyImyTHHLOI Teparrii.

[uribiTopu aHTiOTeH3UMHIIEPETBOPIOBaIbHOTO pepMeHTY (AII®) MOXKYTh 3MEHIIWTH PiBEHb TJIIOKO3U B
KpOBi. AKI0 HeoOXiHO, J03yBaHHS aHTUTINEPTIIiIKEMiYHOT0 JIIKapChKOTO 3ac00y CIIil KOPUTYBATH IIif
Yyac CyMiCHOI Teparil 3 iHImMMu JTiKapchbKUMHU 3acobaMi.



OpgHOYacHe 3aCTOCYBaHHS JIiKapChKMUX 3ac00iB, SIKi BIIMBAIOTh Ha 3arajibHi HUPKOBI KaHaJbleBi
TPAHCIIOPTHI CHCTEMHU BIIJIUBA€E Ha eliMiHalil0 MeTPOpMiHy HUPKaMu (HallpyUKiIal, TPaHCIOPTEP
opraHiuaux KaTioHiB-2 [OCT2]/MATE-tpancnoptep [MATE], Taki ik paHOona3uH, BaHOETaHio,
MONyTerpaBip i TUMEeTUOUH) MOoXKe 30i/IbIIUTH CHCTEMHY €KCII03HUIli0 MeThOPMiHY.

Oco6.1ueocmi 3acmocyeaHHst
3aeanvHi

I'nminTap®-M He 3aMiHIO€ IHCYIIIH [JIg IHCYTiH3a/IeXHUX MTalieHTiB. [IpenapaT He CIif 3aCTOCOBYBAaTH
nmaifientaM 3 giabetom I Tumy.

Jlakmoau,udo3

JlakToaIumos, oyxKe pifKicHe, ane cepiio3He MeTaboiuHe YCKIagHEeHHS, HallyacTillle BUHUKAE TIpH
nopyiieHHi GyHKIIl HUPOK, KapAiopeclipaTOpHUX 3aXBOPIOBaHHSAX abo cercuci. Hakonu4yeHHS
MeThOpPMiHy BifOyBa€ETHCS MPU TOCTPUX MOPYLIEHHSX QYHKIII HUPOK Ta MiIBUIIYE PU3UK PO3BUTKY
JTaKTOaluao3y.

Y pazi 3HeBogHEHHS (CunbHA miapes abo 60BaHHS, rapsiyka a00 3MEHIIIeHHST CIIOKWBAHHS PidUHN)
CJIil TUMYACOBO MPUIIMHUTH 3aCTOCOBYBaHHS MEeT(POPMiHY Ta 3BePHYTHUCS [0 JiKapsi.

JIikapchbKi 3aco0w, 110 MOXKYTh CIPUUYMHUTY TOCTPI MOPYLIEHHS QYHKIIi HUPOK (Taki K rimoTeH3uBHi
3acobwu, miypetuxu ta HI133) cnig npusHavaT 3 06epexkHICTIO MallieHTaM, IKi OTPUMYIOTh
MeThopMiH. [HII paKTOpU PU3MUKY JTAaKTOAIMA03Y - HaJMipHEe BXKUBaHHS aJIKOT0JII0, IIe4iHKOBa
He[OoCTaTHICTh, HealeKBaTHO KOHTPOJILOBaHUM fiabeT, KeT03, TpUBaJie TOJI0AYBaHHS Ta Oyab-gKi
CTaHY, IIOB’sI3aHi 3 TiMOKCi€l0, a TaKOXK OOHOYACHE 3aCTOCYBaHHS JTiIKapChKUX 3aC00iB, 110 MOXKYTh
CIIPUYUMHSATH JIaKT0aUX03 (auB. po3ninu «[IpoTunokasaHHsa» i «B3aeMofid 3 iIHIIUMU JTiIKapCbKUMU
3aco0aMu Ta iHIIi BUOW B3aEMOMIl»).

[Tamientu Ta/abo ocobu, sIKi 3MiNCHIOIOTE OOTTISH, IOBUHHI OyTH mpoiHdopMOBaHi Ipo pu3uK
PO3BHUTKY JTaKTOAIUA03Y. JIaKTOALMI03 XapaKTepPU3yEThCS allUI03HOI0 3aIUIITKOI0, 60JIEM Y KHUBOTI,
M’I30BUMHU CyZOMaMU, aCTeHI€l0, TioTepMi€ro, y OJalIbIIOMy MOXKJIUBUU PO3BUTOK KOMHU. Y pasi
PO3BUTKY CHMIITOMIB JIJaKTOAIMA03Y MAIliEHT IOBUHEH IPUIMHUTHU IPUINOM MeTHOPMIHYy Ta HEraiHO
3BEPHYTHUCS 3a MEIUYHOI0 No1oMoroio. JlabopaTopHa AiarHOCTHKA - 3HUKeHHS pH Kposi (<7,35),
IiABUIIEHUY PiBEeHb JIaKTATy y IIa3Mi KpPoBi (> 5 MM0oJIb/n1) Ta 30inbllIeHNI aHiIOHHUY iHTepBa Ta
CIIiBBiIHOIIIEHHS TaKTaT/IipyBar.

ITauieHmu 3i ecmaHogieHumMu abo nido3pH8AHUMU MiMOXOHOPIAAbHUMU 3AX80PHBAHHAMU

[TarienTaM 31 BCTAHOBJIEHUMY MITOXOHpiaJIbHUMU 3aXBOPIOBAHHSIMY, TAKUMU 9K MITOXOHApPialbHa
eHnedanmonaris 3 TaKTOAlXA030M Ta iHCYNbTONOAIOHUMY enizomaMu (curapoM MELAS) Ta
MiTOXOHIpiambHUM ycnagkoBaHui aiabeT i rioyxota (MIDD), 3acTocyBanHsS MeThOpPMiHY He
PEKOMEHYEThCA Yepe3 PU3UK 3al0CTPEeHHS JIaKTOalluA03y 1 HeBPOJIOTIYHUX YCKIIafHEeHb, 1110 MOXKYTh
IIPU3BECTH [I0 IOTipIINeHHs mepebiry 3aXxBOpOBaHHS.

Y pasi BUHUKHEHHS MiC/s 3aCTOCYyBaHHS MeT(HOPMiHy O3HAK i CUMIITOMIB, 1[0 CBif49aTh IIPO CUHAPOM
MELAS a6o MIDD, nikyBaHHS MeTGHOPMIiHOM CJTifl HeTalHO MPUIUHUTHU Ta IPOBECTH LIBUIKY
OiarHOCTHAYHY OLIHKY.

3acmocysaHHA 110008 MICHUX KOHMPACMHUX PEeYOBUH



BHYyTpilIHbOCYOVHHE BBEOEHHS MOJ0BMICHUX KOHTPACTHUX PEYOBHMH MOXKE CIPUUYMHUTH KOHTPACT-
iHmyKoBaHy HedpoIaTiio, 10 TPU3BOIUTH N0 HAKOMUYEeHHS MeTGOPMiHy Ta 30iNbIIIEHHS PUSUKY
JTaKTOaIuao3y. TakuM YMHOM, Yepe3 BMIiCT MeT(HOPMIHY CIIif MPUIKMHUTY IPUMOM IIpenapaTy
C'minTap®-M mo abo mmig yac TakKoro JOCTigXKeHHS i BiTHOBUTH HOT0 He paHille Hix yepe3 48 roguH
TiCTIs MOCifZKeHH i TiNbKM 3a YMOBU HOPMaJbHOI (PYHKIII HUPOK.

PermeeHo102iuHi 00CAi0HCEeHHA

BHyTpIlIHbOCYOVHHE BBEOEHHS MOJ0BMICHUX KOHTPACTHUX PEYOBUH IIPU IIPOBEAEHHI
PEHTreHOJIOTIYHUX JOCTiAKeHb MOXKe IIPU3BECTHU A0 TOCTPOr0 MOPYyIIeHHS QYyHKIIil HUPOK. TakuM
YUHOM, Yepe3 BMiCT MeT(OpPMiHY CIlig IPUNIUHUTHU IIpuiioM mpenapaty ['ninTap®-M pmo abo mig 9ac
TaKOTO JOCTIIXKEeHHS i BITHOBATH MOT0 He paHille Hixk 4epe3 48 roguH MiCasa OOCHIAXKEHHS 1 TiTbKU
3a YMOBU HOpPMaJIbHOI (QYHKIIil HUPOK.

ITopyweHHA pYHKUII HUPOK

IK® cnip nepeBipATy Iepeq I0YaTKOM JIiKyBaHHS Ta PETyJIspPHO IPOTATOM JIiKyBaHHS (IUB. PO3Tin
«Cmocib 3acTocyBaHHA Ta fo3u»). MeTdopMin npotunokasanuy namierram i3 [IIK® <30 mn/xs i
PEKOMEHJ0BaHO TUMYAaCOBO IPUIMHUTH 3aCTOCYBaHHS IIPU HAIBHOCTI YMOB, 110 3MiHIOIOTH (QYHKIIIIO
HUPOK (OuB. po3min «IIpoTUIIOKa3aHHS»).

3 00epeKHICTIO 3aCTOCOBYBATH 3 JTIKAPCHKUMU 3ac0o0aMu, 1110 MOXKYTb BIIJIUBATH Ha (PYHKIII0 HUPOK,
IPU3BOSTL 0O 3HAYHUX 3MiH reMOAMHaMiKy ab0 MPUTHIUYIOTE HUPKOBUM TPAHCIIOPT i MiIBUIYIOTh
CHUCTEMHY eKCII03HIlil0 MeThOpMiHY (OuB. po3fin «B3aemopis 3 iHIIUMHU JTiKapChbKUMHU 3aco0aMu Ta
igII BUOM B3aEMOMin»).

ITopyweHHA pYyHKUiI neviHKu

BinparninTuH He CNif 3aCTOCOBYBATH [JIS JIiIKyBaHHS MALi€HTIB i3 MOPYIIeHHIMU QYHKIIII I€YiHKH,
BKJ/IIOUAIOYH IAIli€HTIB, ¥ SKUX PiBeHb anaHiHaMmiHoTpaHcdepasu (AJIT) abo
acnaprataMinoTpaHcdepasu (ACT) mo nmovyaTky NiKyBaHHS [IepeBUIly€e BepxHI0 Mexy HopMmu (BMH)
Oinbire HiXK y 3 pa3u (quB. po3nin «IIpoTunokalanHs», «Crnocib 3acToCcyBaHHS Ta 0o3u», «[100iuHi
peaxirii»).

KoHmpoab pigHAa neyiHKo8uX (pepmeHmMi8

[Tpu 3acTocyBaHHI BinpariainTuHy Oy/x 3apeecTpoBaHi PiAKiCHI BUTIagKK MOPYIIEHHS QYyHKITI
MeYiHKY (BKIOYAIO4M relaTUT). Y UX BUIIaAKaxX Yy Malli€HTIB 3a3BUYall He CIIOCTePiraaucs CUMITOMHU
Ta KJIiHiYHi yCKIagHeHHs i GyHKIioHanbHi nevinkosi mpobu (OTIIT) moBepTamucs 40 HOPMaIbHOTO
PiBHA IiC/sA IPUNMHEHH JIiKyBaHHA. [10 TO4YaTKy JiKyBaHHA IIpenapaToM [nmintap®-M crifg
npoBopuTy OIIIT a5 BU3HaYeHH 1X TOYATKOBOI'O PiBHA y nauieHTiB. Cliff IPOBOJUTH KOHTPOJIb
O®TIIIT koxHi 3 MicsALi Mif Yac JTiKyBaHHS BIPOLOBXK IIE€PILOTr0 POKY JIiKyBaHHS, @ TAaKOX IIePIOgUYHO
micrst 1boro. ITallieHTH, Y SIKUX CIIOCTEPIiraeThCs MiBUINIEHHS PiBHS TpaHCaMiHa3, MOoTPeOyIoTh
IIOBTOPHOI OL[iHKY (YHKIIil IeYiHKY OIS MiATBePAXKEHHS 3MiHU [TOKa3HUKIB, IICJISA 4OT0 CJIif 9acTo
nposonuty ®IIII, moKM 3MiHeHi TOKa3HUKY He MMOBEPHYTHCS [0 HOPpMHU. fAKIIo 30epiraeThcs
nepesuiiesass BMH noka3uukiB ACT ta AJIT Ginbine HiXK y 3 pa3u, peKOMEHIYETHCS IPUITUHUTH
niKyBaHHS npenapaToM ['nmintap®-M. [allieHTH, ¥ SKMX PO3BUBAETHCS KOBTSIHHUIA a0o0 iHIII 03HAKH,
110 BKa3yI0Th Ha MOPYIIeHHs QYHKIIl IediHKH, TOTPe0yI0Th IPUIMHEHHS TiKyBaHHS IIpernapaToM
[mintap®-M.

[Ticns npunuHeHHS JTiKyBaHHSA npenapaToM ['ninTap®-M ta HopManizatil OTITI moBTOpHE NiKyBaHHS
I[UM [IpellapaToM pO3M0YUHATU He CIIif.



Posaadu 3 60Ky wkipu

Y DOKITIHIYHUX TOKCUKOJIOTIYHUX AOCIIAKEHHAX BUINATIIINITUHY [TOBITOMIISAIN [IPO YpakKeHHS IIKipH,
BKJII04Yal04Y¥ YTBOPEHHS IIyXXPiB Ta BUPA30K Ha KiHI[iBKaX MaBI. X04a B IIPOILeCi KITiHIYHUX
mocyimkeHb He OyJI0 Big3HaueHO 30ibIIeHHST YaCTOTH YPaxKeHHS IIKipH, OOCBIf 00 YCKIIafHEeHb 3
00Ky LIKipW y mauieHTiB i3 mykpoBuM fiabetoMm OyB oOMexkeHui. KpiMm Toro, Manu mice
micnspeecTpaliiiii mopigomieHHs mpo OyIb03HI Ta eKchOomiaTUBHI ypaXKeHHs IWKipu. TaKuM YHUHOM,
IIPY IIPOBEMIEHHI PETYJISIPHOTO AOTJISAAY 3a MallieHTaMu 3 IyKPOBUM [liabeTOM peKOMEHIY€EThCS
KOHTPOJIb 3a IOPYIIeHHAMU 3 60Ky IIKipH, TAKUMHU SIK YTBOPEHHS MyXupiB abo BUpPa30K.

T'ocmputl nankpeamum

[Tpu poBefeHHi micIIpeecTpaliitHOr0 CIIOCTEPEKEHHS Maii Miclle HeOaxkaHi peakil y BUTTISAOL
TOCTPOro NMaHKpeaTuTy. [1alieHTu MOBKUHHI O0yTU MpoiHGOopPMOBaHi TPO XapaKTEPHUM CUMIITOM
TOCTPOT0 TaHKPEATUTY - CTIMKUM, CUIbHUM Oilb y JKUBOTI.

[Ticnsa npunuHeHHS JIiKyBaHHS BiIAariiiTUHOM BinOyBasiocs MPUIMHEHHS MPOSIBiB IaHKpeaTuTy. [1pu
Migo3pax Ha MaHKPEeaTUT CJIif MPUIUHUATY IPUKOM BiIAarIiNTAHY, SKIIO MiATBEPAXKEHO IOCTPUM
TIAHKPEeaTHUT, He CJIiJ MOBTOPHO IPU3HAYATH BimarminTuH. 3 00epekHICTIO 3aCTOCOBYBATH MallieHTaM
3 TOCTPUM NMaHKPEaTUTOM B aHaMHe3I.

I'inoenikemis

Bimomo, 110 moxigHi cynbhOHIICEYOBUHY CIPUUYUHSIOTE TilornikeMito. ITallieHTH, Ki OTPUMYIOTh
CninTap®-M y moepHaHHi i3 Cynb()OHIICEUOBUHOIO, MalOTh PU3UK BUHUKHEHHS Tinormikemil. s
3HUKEHHS PU3UKY PO3BUTKY TillOTIiKEMil JOI[IIPHO 3aCTOCYBaHHS HalHUKYUX 03
Cynb(pOHITICEYOBUHU.

Xipyp2iuHi Bmpy4aHHA

Ockinpku ['minTap®-M micTuTh MeTHOPMIiH, JIIKyBaHHS UM IIpellapaToM CJIif IPUIUHUTH 3a 48
TOJUH [0 MJIaHOBOT'O XipypriyHOI0 BTPyYaHHS i3 3arajibHOIO, CIIiHAIbHOIO a0 emifypaabHO0
aHecTe3i€l0 i He CIIif BiTHOB/IIOBATH paHille HiX Yepe3 48 roguH micis Iboro (3a yMOBU HOpMaJibHOI
GYHKIIII HEPOK Ta IepOpabHOT0 BXKHUBaHHS 1XKi).

3acmocyeanns y nepiod eazimnocmi abo 200ye8aHHs 2pydoro
BazimHicmb

[ocnigKeHHS Ha TBapHHAX IIPOOEeMOHCTPYBaIX PENPOAYKTUBHY TOKCUYHICTD IIPHU 3aCTOCYBaHHI
BHCOKUX 03 Binparnintugy. logo MeTdopMiHy HOCTIXKEHHS Ha TBApHHAaX He IMOKa3alu
PENPOAYKTUBHOI TOKCUYHOCTI. [OCTiIKeHHs Ha TBapHHaX, 1110 Oy/u MPoBefeHi i3 3aCTOCYyBaHHSAM
BinmarninTuHy Ta MeT)opMiHy, He BUSBUIN O3HAK TEPATOTE€HHOCTI, ane O0ynu Big3HadeHi
(dheToTOKCUYHI e(DeKTU IPK TOKCUYHUX [T BariTHUX CaMOK A03ax. [T0TeHIiNHNY PU3UK IS JTI0Aen
HeBigoMmui. ['minTap®-M He cIif 3aCTOCOBYBaTHU y IIepiof BariTHOCTI.

ITepiod 200ys8aHHA 2py0010

HocrnigxeHHS Ha TBapMHaX II0Ka3asly BUAIIEHHS MeT(QOPMiHY Ta BiIHarjinTUHy B MOJIOKO. Bimomo,
1110 MeT(OPMiH IPOHUKAE y TPYOHE MOJIOKO JIIOAWHY Y HEBEJIUKIl KibKOCTi. BpaxoByiouu OB’ s13aHU
i3 MeTopMiHOM MOTEHIIHNY PU3UK HEOHATAILHOI TiMoTIiKeMil Ta BiICYyTHICTh JaHUX IIPO BIIJIUB



Binpgarmnintuny, ['minTap®-M He cIiff 3aCTOCOBYBaTH XKiHKaM y IIepiof TOAyBaHHS TPYALIO.

depmuabHicmb

HocmnigKeHHS 1IO[0 BIJIUBY IIpellapaTiB BiIAArIiNTHHY 3 METQOPMIHOM Ha (PEepPTUIBHICTH TIOOUHY He
IIPOBOOUIIH.

30amuicms enaueamu Ha weudKicmos peakuii npu KepyeaHHi asmompaHcnopmom
abo iHwumu mexaHiamamu

He npoBogumnu mocmigKeHHS BIUIUBY IIpelapaTty Ha IMIBUAKICTh peakllil IpU KepyBaHHI
aBTOTpPAHCIOPTOM abo poboTi 3 iHmKUMU MexaHi3MaMu. ToMy MAIliEHTH, Y IKUX MOXKe BUHUKHYTH
3allaMOPOY€eHHs, IIOBUHHI YHUKATH KePYBaHHSIM aBTOTPaHCIOPTOM abo poboTU 3 MexaHi3MaMH.

Cnocid 3acmocyeaHHsi ma do3u

IIo3yBaHHS aHTUTINEPTIIiKEMIYHOT0 JIiIKyBaHHS [JIs KOHTPOO miabety II Tumy ciig obupaTu
iHOUBimyanbHO Ha OCHOBI IOTOYHOTO PeXKUMY Teparil, eheKTUBHOCTI Ta IePeHOCUMOCTi. [Tpu
3acToCcyBaHHI npenapaty [minTap®-M He criif mepeBuillyBaTh MaKCUMaJlbHY T00O0BY 003y
BinparminTunry (100 mr). Tabnetku I'nintap®-M npuiiMaTu gBivi Ha K06y, BpaHIli Ta BBeUepi.

Cmocib 3acTocyBaHHS

I 7151 IepopaabHOTO 3aCTOCYBAHHS.

[Tputiom I'minTap®-M 3 i:keto abo 6e31mocepenHbO Micsd 1Ki MOXkKe 3MEHIIUTH IITYHKOBO-KHIIIKOBI
CHMIITOMH, ITOB’SI3aHi 3 3aCTOCYBaHHIM MeT(HOPMiHY.

[na nauienmis, yuti cmaH He KOHMPOAIEMbCA HAACHCHUM YUHOM NPU MOHOMepanii memgopMmiHy
2i0pox10pudom y MAKCUMA/AbHO NepeHocuUMuUX nayienmamu 003ax.

[TouaTkoBa mo3a mpemnapary 'nmintap ®-M MoBUHHA CKIafaTHCS 3 Bingarimintuay 50 Mr 2 pa3u Ha
noOy (3aranpHa mo60Ba go3a - 100 mMr) Ta MeThOpPMiHY y 1031, IKY MaIllieHT BxKe IIpHUiiMae.

Iln5 nauieHmias, siKki nepexo0ambs 3 00HOYACHO20 NpulloMy 8iadazainmuHy ma Mmem@popmiHy K
OKpeMux npenapamis

[TouaTkKoBa f03a npenapaty [nintap®-M moBuHHA BiAIOBigaTH J03aM BiIfarjilTUHY Ta
MeT(OpMiHy, sIKi 3aCTOCOBYBa/IA IO IBOTO.

[na nauienmis, yuti cmaH He KOHMPOAKEMbCA HAACHCHUM YUHOM NPU 3ACMOCY8AHHI Mem@OpMIiHy
ma npenapamia cyab(poHiACeU08UHU

[ToyaTkoBa fo3a npenapaty ['nintap ®-M noBUHHA CKTafaTUCs 3 BingarminTuny 50 Mr 2 pa3u Ha
noby (3aranmpHa mo6oBa fno3a - 100 mMr) Ta MeThOpMiHY y 031, AKy NallieHT BXKe npuiimae. [1pu
3acToCyBaHHi y KoMOiHallil i3 cymbGhOHINICeY0BUHOIO CITif PO3TIAHYTHA HEOOXimHICTh 3aCTOCYBaHHS
MEHIIIOI 103U CYIb(GOHINICEYOBUHHY, 11100 3MEHIIIUTH PU3UK PO3BUTKY TiMOTIIiKEMil.



3acmocysaHHA y KOMOIHAYii 3 iHCYAIHOM MA MAKCUMA/NbHO NePeHOCUMUMU nauieHmamu 6o03amu
memeopMmiHy

[ToyaTkoBa mo03a npenaparty ['nintap ®-M noBuHHa CKIagaTUCs 3 BingarmintuHy 50 Mr 2 pasu Ha
noOy (3aranmpHa mo6oBa go3a - 100 mMr) Ta MeThOpPMiHY y 1031, IKY MAIlieHT BxKe IPHUIMae.

Beamnexka Ta e(eKTUBHICTh 3aCTOCYBaHHS BUIHATJIINTUHY Ta METHOPMIiHY K MOTPiNHOI TepopaibHOl
Teparil y IoeIHaHHi 3 Tia30/IiAVHIIOHAMY He BCTAHOBJIEHI.

Oco0auBi TPYIIYN MAITIEHTIB

ITauienmu aimHb020 BiKYy (8i0 65 pokis)

Ockinbku MeT(HOPMiH BUBOJUTHCSA HUPKAMHU, a MallieHTH JIITHHOT'O BiKY MalOTh TEHIEHIII0 10
3HUXKEHHS QYHKIIil HUPOK, Iif 9ac npuiioMy npenapaty [inTap ®-M BoHU IOTPeOyIOTh PETYIIPHOTO
KOHTPOJTIO (PYHKII1 HUPOK.

ITopyweHHA pYHKUII HUPOK

IK® crmip omiHOBaTH eper Mo4aTKOM JIiKyBaHHS IIpellapaTaMy, 110 MICTSATh MET(QOPMiH Ta
IpYHAVMHI IIOPIYHO MiCNIA UbOro. Y MallieHTiB i3 MigBULIEHUM PU3UKOM IIOJaJIbIIOro MIPOrpecyBaHHs
HUPKOBO1 HEJOCTATHOCTI Ta y JII0fe JIiTHBOTO BiKy (DYHKIII0 HUPOK CJIif OLiHIOBATH YaCTillle,
HaIlpukJiag KOXHi 3-6 MicsLiB.

MaxkcumanbHy 1060By 0o3y MeTdopMiny OaxkaHO Po3minuTH Ha 2-3 mo6oBi mo3u. [Tepen moyaTkoM
3aCTOCYBaHHS IIpelapariB, 0 MiCTATh MeThOpMiH, y nauieHTiB i3 [IIK® <60 mi/XB CIIif OL[iHUTH
HasIBHICTH (paKTOPIB, 110 MOXKYTh 30iTBIIUTH PU3UK JTAKTOAUUA03Y (AKB. po3ain «OcobIuBOCTi
3aCTOCYBaHHS»), CIIifi IEPETISHYTH, IEPLI HiXK PO3TISAaTH MOXKJIUBICTh 3aCTOCYBaHHS MET(QOPMIHY V
MIAlli€HTiB.

Ao HeMae MOTPIOHOTO MO3yBaHHS Ipemnaparty [ninTap ®-M, 3aMicTh pikcoBaHOl KOMOiHa1lil crif
BUKOPHCTOBYBATH OKPEMi MOHOIIPEIapaTH.

[MIK® mi/xB MeTtdhopMiH Binmarmintux

60-89 MaxkcuMasnbHa o0oBa J03a BigcyTHs HEe0oOXiIHICTH KOPEKIIii 703H.
cTaHoBUTL 3000 MT.
3MEHIIIeHHS 031 MOXKHA
PO3TIsAaTH NIPU 3HUKEHHI
(YHKIIil HUPOK.

45-59 MakcuMabHa Jo00Ba Ho3a MaxkcuMaibHa mo0oBa go3a - 50 Mr.
cTaHoBUTL 2000 MT.
[TouaTKOBa H03a CTAHOBUTH
MaKCUMYM ITOJIOBUHY
MaKCHMAaJIbHOI [O3H.

30-44 MaxkcuManbHa fo6oBa mo3a
ctaHoBuTb 1000 Mr.
IToyaTKoOBa H03a CTAHOBUTH
MaKCHUMYyM II0JIOBUHY
MaKCUMaILHOI JO3H.

<30 MeThOopMiH IPOTUIIOKA3aHUM.

ITopyweHHA pYyHKUII neviHKu



CninTap®-M He c1if 3aCTOCOBYBATH IS JTiKyBaHHS IMALliEHTIB i3 MOPYyLUIEHHAMY (PYHKII] IEYiHKH,
BKJIIOYAlOYH MalieHTiB, y akux piBHi AJIT a6o ACT go modaTKy JiKyBaHHS mepeBuiyiots BMH
OinbIne HiXK y 3 pasu.

Himu

[minTap®-M He peKOMEHYETHCS 3aCTOCOBYBATH AJIS JIIKyBaHHA AiTeX Ta MifJIiTKiB (BiKOM [0
18 pokiB). be3neka Ta eheKTUBHICTL 3aCTOCYBaHHS IIpemapary AJid AiTel Ta MifgJIiTKiB He
BCTaHOBJIEeHi. [laHi BigCyTHi.

Ilepedo3yeanHs

[Ipo BUmagKu mepefo3yBaHHS IIpenapaTy He MOBIJOMIISIIH.
Bindaeainmu

[HdopMaliis 1Moo nepeno3yBaHHS BilgarIinTuHy oOMexkeHa.
CuMnToMu

[HpopManis mpo UMOBIPHI CHMIITOMY ITepef03yBaHHS BiIJarTiNTAHY OTPUMaHa i3 JOCTiAKeHH
IIepeHOCUMOCTi 3pOCTal0YUX 103 ¥ 3MOPOBUX 0Ci0, IKMM fJaBajy BinmarminTud npotsroMm 10 gHiB. ¥V
no3i 400 Mr O6ymno Tpu Bumaaku 00JII0 B M’s13aX, @ TAKOXK OKpeMi BUIIAgKH JIETKOl Ta MUHYIIO1
mapecTesii, rapsuky, HaOPSKiB Ta MUHYIIOTO iABUINEHHS piBHA nina3u. Y mo3i 600 Mr oguH cy0’€KT
BiuyBaB HAOPSIKY HIir i KUCTel Ta mifBullleHHS piBHS KpeaTuHdocdokinasu (CPK), AST, C-
peakTuBHOTO 6inka (CRP) Ta Miormo6iny. Y Tphox iHIIMX Cy6'€KTiB criocTepiraBcs HabpsK Hir, y ABOX
BUIIQMIKaX - MapecTe3id. Yci cumnToMu Ta 1abopaTopHi BigxuneHHS 3HUKIIM 6e3 JTiKyBaHHS MicIs
IPUIIMHEHHS [OCIIiIXKyBaHOTO JTiIKapChKOT0 3acoly.

Memdaopmin

3HayHe nepeno3yBaHHs MeThHopMiHy (ab0 icHyIOUMM PU3UK JTAKTOALKUI03Y) MOXKe IIPU3BECTH [I0
JIAKTOALUO03Y, IKUM MoTpedye HeBiIKIagHOI MEOUYHOI JOTIOMOTH Ta JIIKYyBaHHS Y MEOUYHOMY
3aKJami.

JIiKyBaHHA

Y pagsi nepepmo3yBaHHs TiKapCchbKUit 3aciO CIlif BiAMIiHUTH Ta MAIliEHTY CIlig 3a0e3meynTu
CHMIITOMaTH4He i migTpuMylode niKyBaHHs. HalleeKTUBHIIINM MEeTOIOM BUBEAEeHHS MeT(HOPMIHY €
reMopiani3. BingarninTus He miggaeThcs Oianily, ane OCHOBHUM TigposIi3HUNA MeTaboJIiT
BiJIOArminTHHYy MoXe OyTH BUBEOEHUH 3a [IOIIOMOTI0I0 reMofIiami3y.

ITo6iyHi peakuii

HaBepeHi maHi CTOCYIOTHCSI OMHOYACHOTO 3aCTOCYBaHHS BiIHArIinTUHY i MeT)opMiHy, Konu
BiNariinTvH JOfaBaiu g0 MeTHOPMIHY.

PesroMe mpodinio 6e3nexn




BinpmicTs mo6iuHUX peakiliit Oynu JIETKUMU Ta MUHYIIUMH, 1110 He BUMarasiy MPUIHHEHHS
JIiKyBaHHS.

He Oymo BUsIBNEHO 3B’sI3Ky MiXK MOOIYHMMH peakIlisiMU Ta BiKOM, eTHIYHOO IPUHAJIEXKHICTIO,
TPUBAICTIO JIiKyBaHHS a00 IeHHOIO0 1030I0.

[ToBimomIsiNK NIPO PigKiCHI BUIMIaKHU MOPYIIEHHS QYHKIIIl Ie4iHKY (BK/II0UAI0YHU IelaTuT) Ipu
3aCTOCYBaHHI BinparminTuny. BoHu, Sk mpaBuio, TpoTikaau 6€3CHMITOMHO, 6e3 KTiHIYHUX HacIligKiB
i QYHKIIIS MeYiHKY BiJHOBIIOBAINCS IiCIIs IPUIMHEHHS JIIKYBaHHS. Y JaHUX OOCHiIXKeHb
KOHTPOJIbOBAHOI MOHOTEparil Ta KoMOiHOBaHOI Teparil TpuBaIicTo 70 24 THUXKHIB, 4acTOTa
nigsuienHs piBHsA AJIT abo ACT =3 x BMH (Bu3HaueHa 5K HasiBHA, IPHHANMHI y JBOX IIOCITiHOBHUX
BUMipIOBaHHAX a0o Iif Yac 3aKJII0YHOrO Bi3uTy) craHoBuna 0,2 % g Bingarmintury 50 mr 1 pa3 Ha
no6y, 0,3 % pns Bingarnintuny 50 Mr 2 pa3u Ha 0oy Ta 0,2 % m1s Bcix mpemapatiB nmopiBHAHHS. Taki
IiBUIIEHHS PiBHIB TpaHcaMiHa3 OyJu 3a3BHUYail 6€3CMMITOMHUMHU, He IPOTPECYIOUUMH 3a
XapaKTepoM Ta He OyJiM IOB’s3aHi 3 X0IeCTa30M Ta XKOBTSIHUIIEIO.

[Tpu 3acToCcyBaHHi BimpgarminTuny Oy/Ix 3apeeCcTpoBaHi PiAKiCHI BUIagKK aHTiOHEBPOTUYHOTO
HaOPSKY 3 TAKOI0 K YaCTOTOO, IO i B KOHTPOIbHUX I'PyIax. BinmbInuil BifcOTOK BUMagKiB OyB
3apeeCcTPOBaHMM, KOJIM BiIJarminTHH MpU3Hadaau B KoMmbiHarlril 3 inridiTopom AIT®. BinbImmicTs
BUIIQMIKiB Oy/IM JIETKUMU Ta 3HUKa/IM IIPYU IPOAOBXKEHHI 3aCTOCYyBaHHS BiIAarIilNTUHY.

[ToGiyHi peaxiiii, 3apeecTpoBaHi y MalliEHTIiB, IKi OTPUMYBaJIu SK MOHOTEPAIIiI0 Ta JOAATKOBY
Tepalliloo y Ipoleci MOABIMHUX CIIINUX AOCHIAXKEeHb, 3a3Ha4eHi HUXK4e 3a CUCTEMHO-OPTaHHUM KJ1aCcOM
Ta 4aCTOTO: gyxke 4acTo (=1/10), gacto (=1/100 - <1/10), meyacto (=1/1 000 - <1/100), pigko
(=1/10000 - <1/1000), ny=xe pigko (<1/10000), HeBinOMO (HE MOKHaA BCTaHOBUTH 3a HasIBHUMU
OaHUMH).

Y KoxHil 06’eqHaHiN 3a YacTOTOIO I'pyIi HebaxKaHi ABUILA TPEICTaBIEHI Y MOPSIAKY 3MEHIIEHHS
CEPUO03HOCTI.

[To6iyHi peaxiiii, 3apeecTPOBaHi Y MAINiEHTIB, SKi OTPUMYBAIH BinmarminTwH y go3i 100 Mr/moby
momaHsi mo MeTdopMiHy mopiBHSHO 3 narne6o naoc MeTGOPMIH Y MOABIMHUX CIIMHUX JOCTiIXKEHHSIX:

ITopyweHHA 06MIiHY PeUOBUH i XapyyB8aHHs

YacTo: rimormikemis.

3 boky Hepeogoi cucmemu

YacTo: 3alIlaMOPOYEHHS, TPEMOP, TOJIOBHUM Oislb.
HewacTo: BTOM/IIOBAHICTb.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy

YacTto: HyZOTAa.

Onuc okpeMux mo6iYHUX PeaKIrin

Y KOHTPOJIbOBAHUX KITIHIYHUX JOCTiIXKeHHIX KoMmbinamii Bingarmintury 100 Mr Ha go0y Ta
MeT(POpMiHy He MOBIIOMIISANN PO IPUIUHEHHS JTiKyBaHHS Yepe3 mo0iuHi peakiii y rpymi



BinmarninTuH MeTdopMiH abo mianedo MeTHOpMiH.

Y kniHiyHUX BUNIPOOYBaHHAX YacToTa rinormnikemii Oyna (1 %) y malfieHTiB, Ki OTpuMyBaju
Binmpmarmintul MeTdhopMiH i (0,4 %) y nauieHTiB, SKi oTpuMyBanu mnnaunebo MeThopMiH.

He Oymo moBigoMsieHb IPO CepH03Hi rinoraikeMidHi oAl y Tpymi mauieHTiB, SKi mpuiManu
BinpgarminTuH.

Y kriHiyHUX BUIIPOOyBaHHSAX Maca IallieHTiB He 3MiHIoBanacs, Kojau gogasanu 100 Mr/oo0y
BinmarninTury 1o Metdopminy ( 0,2 Kr-BingarminTuH MeTpopMiH Ta -1,0 Kr -nnane6o MeTHopMiH).

Kniniyni BunpoOyBaHHS TPUBaIiCTIO Oinbille 2 POKiB He BUSBUJIN KOOHUX NONATKOBUX CUTHAJIIB
6e3neku abo HemepenbaueHNX PU3UKIB IIPU J0JaBaHHi BIIHATMINTUHY 70 MeTGOPMIiHY.

[ToGiyHi peakliii, 3ape€eCTPOBaHi y MAIliEHTIB, Ki OTPUMYBaNy BingarminTud 50 Mr oBidi Ha o0y v
kKoMOiHa1ii 3 MeTdopMiHOM Ta CyIbPOHITICEYOBUHOIO

ITopyweHHA 06MIiHY PeuoB8UH i XapyyB8aHHs
YacTo: rimoriikemis.

3 boky Hepeosoi cucmemu

YacTo: 3alaMOPOYEHHSA, TPEMOP.

3 6oky wkipu i niOwKipHOi KAiMKoBUHU
YacTo: rimeprigpos.

ITopyweHHA 3a2an1bHO20 Xapakmepy
YacTo: aCTeHid.

Onuc okpeMux mo6iYHUX PeaKirin

[TpunuHeHHS NiKyBaHHS Yepe3 Mo0iuHi peakiliil y rpymi BingarainTuH MeThOPMiH riiMemnipup He
6yno, y rpymi nnane6o metgopmin raimenipug - 0,6 %.

YacTora rinormnikemii 6yna 3Bu4aiiHoo0 B 000X rpymnax mikyBaHHS (5,1 % - BingarminTuH MeThOpMiH
ruimenipug ta 1,9 % - y rpymi nnane6o meTdopMi raimMemnipun). Y rpyni Binparmintud MmetopMin

TJIIMeIipuA IOBITOMIIANIY IIPO OAHY BaXKKYy TiMOrJIIKeMIdHy IIOfi0.

BrnnuBy Ha cepefHIO Macy Tijla HaIPUKIHIN JOCTiXKeHHS MpakTU4HO He Oyyo ( 0,6 Kr y rpymi
BinmarninTud MeTdopMiH raimenipup i -0,1 kr y rpymi nnaune6o MeTdopMiH riaiMenipun).

[To0GiyHi peakiii, Ipo SKi TOBIMOMIANOCS V NALI€HTIB, SKi OTPUMYBaM BiIOATTIOTHAH V 0031
100 mMr/moby v moenHaHHi 3 iHCYIIiHOM (3 MeTdopMiHoM abo 6e3 HLOro

ITopyweHHsA 06MiHY PeuoBUH i XapyyBaHHs
YacTo: 3HUKEHHS PiBHSA I'TIOKO3U KPOBI.

3 60Ky Hepsogoi cucmemu



T'onoBHuU# 6inb, 03HOO.

3 60Ky W.AYHKOBO-KUWKOB020 MPAKMY

YacTo: HyA0Ta, racTpo-e30(areaabHu pedIIioKC.
Heuacro: fliapesi, METEOPU3M.

Omnuc oKpeMux mobiYHNX peaklin

Y KOHTPOJIbOBaHUX KITIHIYHUX OOCIIIKEHHAX 13 3aCTOCYBaHHAM BigarainTuHy no 50 Mr gBidi Ha
o0y y moemHaHHI 3 iHcyniHoM (3 a6o 6e3 MeTdopMiHy) 3arajbHa YacTOTa BiIMiHM IIpemapaTy yepe3
nobiuHi peaknii Oyna Takoio: 0,3 % y rpymi BingariainTaHy, a y rpymi nnamne6o He 0y10 BiTMiHHU.

Yacrota rinornikemii 6yna nopi6Hoo B 000x rpynax jgikyBaHHs (14,0 % y rpymi BinparminTuHy Ta
16,4 % y rpymi nnane6o). Cepiio3Hi rimornikemiuni siBuiia 3adikcoBaHi y JBOX Malli€HTiB y TPymi

BinpmarninTuHy Ta y 6 malieHTiB y rpymi mnaiebo.

BrnnuBy Ha cepefHIo Macy Tijla HaIPUKIHIN JOCTiIXKeHHs TpakTU4yHO He O0yio ( 0,6 Kr Bix
II04YaTKOBOT'O PiBHS y TPYIIi BinparminTuHy Ta 6e3 3MiHK MacH Tila y rpyi nnamebo).

[TomaTkoBa iHdopMaIris Tpo okpemi miroyi peyoBrHN KoMOiHaIlii

BindaeainmuH

[To6iyHi peaxiiii, Tpo SKi TOBiMOMISAIOCS V HAIli€HTIB, IKi OTPUMYBAIX MOHOTEPAIIil0 BiTOAT TiITHHOM
y mo3i 100 Mr/moby

Ingexuii ma ineasii

Hyxe pigko: iHdekil BepxHiX AUXaJbHUX LIIAXiB, Ha30(papUHTIT.
ITopyweHHsA 06MiHY PeuoBUH i XapyyB8aHHs
HeuacrTo: rinormnikemis.

3 60Ky Hepsogoi cucmemu

YacTo: 3aIaMOPOYEHHS.

HeuacTo: ronoBHu# 6ifb.

3 60Ky opaaHis 30py

HeuacTto: nepudeprunuii HaOPSIK.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMy
Heuacro: 3amnop.

3 60Ky ckesnemHo-m’ 530801 cucmemu



HeuacTo: apTpanris.

Onuc okpeMux mo6iYHUX peakirin

3arajbHa YacCTOTa MPUIIMHEHHS JTiKyBaHHS dyepe3 no0iyHi peakiii Oyna Takoo: AJIs MallieHTiB, sKi
OTpUMYBaJHu BingarminTyH y fo3ax 100 mr Ha 1oby - 0,3 %, mnanebdo - 0,6 %; npemnapaTy MOPiBHAHHSA
-0,5 %.

Y nopiBHSAIBHUX KOHTPOJILOBAHUX JOCIIIKEHHIX MOHOTEepaIllil Ipo TimorliKeMiio OBiZOMIIIIO0CS Y
0,4 % (7 3 1855) mallieHTiB, gKi oTpuMyBaju BingarminTuH y no3i 100 Mr Ha go0y, nopiBasHO 3 0,2 %
(2 3 1082) narienTiB y rpymax, sSiKki OTpUMYyBad IpemnapaT nopiBHsAHHES abo nianebo, 6e3
IIOBiHOMJIEHD ITPO Cepio3Hi abo BaxkKKi Mopmil.

He Bifm3Havanock 3MiHM MacH TiNa pu 3acTocyBaHHi Binparnintury 100 Mr/mo6y, Ik MOHOTepatis
(-0,3 xr y rpyn BinmarnminTtuny Ta -1,3 Kr y rpymni nname6o).

KniniyHi BumpoOyBaHHS TPUBAJIICTIO 40 2 POKiB He BUSIBUJIU KOIHUX NONATKOBUX CUTHAJIB Oe3MeKu
abo HemepenOaYeHUX PU3UKIB, OB’ I3aHUX 3 MOHOTEPAIII€I0 BiIIar TiITHHOM.

Memaopmin
[To6iyHi peaxiiii, moB’sI3aHi i3 3acTOCYBaHHSI MeTGOPMiHY
ITopyweHHA 06MIHY PeuoB8UH i XapyyB8aHHs

Iyxe pigko: 3HUKeHHS abcop6iiii B,, Ta makToanumo3 (3HUKeHHS abcopOiiil Bitaminy B, 3i
3HUKEHHSAM PiBHS B CHUPOBATLi KPOBI CIIOCTEPIrasocs gyKe PifKo y Nalli€HTiB, SKi TpPUBaIUU Yac
oTpuMyBau MeThopMiH. fAKIIO y malieHTa giarHOCTOBaHO Merajao0acTHy aHeMilo, BapTo
PO3TINATU TaKy IPUYUHY 1l PO3BUTKY).

3 boky Hepeosoi cucmemu

YacTto: IprUCMaK MeTay.

3 60Ky WAYHKOBO-KUWKOB020 MpaKmy

Iyxe dacTo: HygoTa, 61i0BaHHS, miapes i Oinb y XKUBOTI, BTpaTa amneTury.
3 60Ky neyviHKu i oc0840B8UBIOHUX WA5Xi8

Iyxe pigko: aHOMaJbHI pe3ynbTaTH GYHKIIOHAIbHUX P06 MeYiHKY, HaPUKIIa MiIBUILEHHS PiBHS
TpaHcaMiHa3 abo remaTut (060pOTHI micnis BigMiHU MeThOPMiHY).

3 60Ky wkipu ma nidwKipHOi HCuUpPOB8Oi KAIMKOBUHU
Hyxe pigko: mMKipHi peakuii, Taki SIK epuTeMa, cBepOixK, KPONIUB'THKA.

[To6iuHi peaxiiii 3 60Ky IITYHKOBO-KMIIKOBOTO TPAKTy HalyacTillle BAHUKAIOTh Ha MMOYATKY JTiKyBaHHS
i B GiNBIIIOCTI BUTTAAKIB MMPOXOASTh CAMOCTIMHO. [I71 iX 3amobiraHHs peKOMeHIYETLCS TPUUMATH
MeT¢opMiH 2 pa3u Ha mo6y mo3u mix yac abo micns ixi. [ToBinbHe 30iNbLIIEHHS 003U TAKOXK MOXKE
MOJIMIINATY IEPEHOCUMICTE IIpernapary.

IlicnsgpeecTpalliiHui OOCBIN



[ToOiuHi peakuii Ha mpenapaT O6y/I1 3apeecTpPOBaHi B paMKax CIIOHTaHHUX IMiC/ISIPeECTPAI[iiHuX
MIOBiOOMJIEHD Ta B JiTepaTypi. OCKiNmbKY I1i TOBiOMIIEHHST HaAXOMSTh Bil HEBU3HAUYEHOI KilTbKOCTi
no6pOBOJIBLIIB, TO HEMAE MOKJIUBOCTI JOCTOBIPHO OLIiHUTH IX HaCTOTY, TOMY BOHU KJIaCUIKYIOTHCS K
«4aCTOTa HeBigoMa».

3 60Ky WAYHKOBO-KUWKOB020 MPAKmy
YacToTa HeBiTOMa: TaHKpeaTHUT.
3 60Ky neyviHKu i c08408UBIOHUX WL/AsXi8

YacToTa HeBifoMa: relmaTUT Ta aHOMAaJIbHi pe3ynIbTaTy PyHKIIOHAIBHUX P00 nedinku (000poTHI
micIst BiTMiHM MeThOPMIiHY).

3 6oky ckesnemHo-M’ 5130801 cucmemu
YacToTa HeBimoMa: Mianris.
3 boky wkipu i niOwKipHOi KAiMKOBUHU

YacToTa HeBimoMa: KponuB'siHKa, 0y/Tb03Hi Ta eKcdomiaTuBHI ypaxKeHHS MIKipH, BKII0Yal0un
Oynpo3HU meMdiroin.

TepMiH npugaTHOCTI

2 POKH.

YMmoBH 30epiranasa
30epiratu B OpuriHaabHi{ yIaKOBIi IPU TeMIepaTypi He Buille 25 2C.

30epiratu y HegOCTYIIHOMY OJIS1 OiTeH MiCIIi.

YnakoBka

[To 10 TabneTox y GiicTepi, 1o 6 GicTepiB y mayiii.

Kareropis Bigmycky

3a peLenToM.

BupooHuK

1) CAT' MAHYOQAKTYPIHT, C.J1.Y., Icanis / SAG MANUFACTURING, S.L.U., Spain.



2) Tanenikym Xenc, C.JI.Y., Icanis / Galenicum Health, S.L.U., Spain.

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajijpeca MicCusi MpoBaIXKeHHs HOro TisIbHOCTi

1) Kappetepa Hauionan 1 Km 36, Can ArycriH genb I'Bapanikc, 28750 Magpup Icnasnis /
Carretera Nacional 1 Km 36, San Agustin del Guadalix, 28750 Madrid Spain.

2)  Canr 'abpiens, 50, Ecunyrec me JIbo6perat, 08950 Bapcemnona Icmasnist / Sant Gabriel, 50,
Esplugues de Llobregat, 08950 Barcelona Spain.



