IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

EHEPIOH®

(ENERION®)

CKnao:
ditoua pevosuHa: sulbutiamine;
1 tabnetka mictuts 200 Mr canb0yTiaMiny;

0onomiscHi peyoguHU: TTI0KO3a 0e3BO[HA, JTAKTO3XM MOHOTIApPAT, MarHito cTeapaT, KpOXMaJb
KyKYPYO3SHUH, KPOXMaJb PekeTaTHHI30BaHUH, TallbK;

nsaiekosa 06010HKA: BicK Oinuii, HaTPil0 KapMelo3a, eTHUIIIeII0I03a, TIIileposl MOHOOJIeaT,
nojticop6aT 80, MOBiMOH, KPEMHI0 HiOKCHI KOIOoigHKUY O0e3BOMHUY, HATPI0 rimfpokapOoHaT, caxapo3a,
XKostuu 3axig FCF (E 110), Tanbk, Tutany miokcup (E 171).

Jlikapcbka ¢popma. TabmeTku, BKPUTI 000JI0HKOIO.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: TabneTka, BKPUTA LyKPOBOI 000JI0HKOI ITOMapaHYeBOro
KOJIbOPY, ABOOMYKJIO1 (OpPMH.

dapMmakoTepaneBTHYHA rpyna. Bitraminu. [IpenapaTu Bitaminy B,, y Tomy uucri B KoMmOiHarii 3
BiTaminamu By Ta B,,. IIpocTi npenapaTu Bitaminy B,. CansOyTtiamin. Kog ATX A11D A02.

dapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

CanbOyTiaMiH - opuriHazbHa MOJIEKYJIa, CHHTE30BaHa IIJITX0M Mogudikalii TiaMiHy. 3aBOsSKu UM
MoprdikamisiM cansOyTiaMiH 3gaTHUIM MPOHUKATH KPi3k reMaToeHedaniunuii 6ap’ep Ta
HaAKONMYYBATUCh ¥ CTPYKTypax rOJI0OBHOTO MO3KY, 1[0 3yMOBJIIO€ TaKi e(eKTU mpemnapary, gK:

e IIOKpAIIeHHS KOOPAUHALl PyXiB;

* MiOBUINEHHS PE3UCTEHTHOCTI IO BTOMIIFOBAHOCTI M’g3iB;

e TIOKpAallleHHS Pe3UCTEHTHOCTI KOPU TOJIOBHOTO MO3KY [I0 XPOHIUHOI TiMOKCil (KHUCHEBe
rOJI0OyBaHHA);

e TIOKpallleHHS KOHIIEHTpallil yBaru Ta 30aTHOCTI 3alaM’ ITOBYBaTH.

EdekTusHicTs npenapaty Exepion® Gymna moBemeHa y 6araTbox KIIiHIYHEX IIae60-KOHTPOIbOBAHUX



Ta MOPIBHSIPHUX NOCIIAKEHHSX 3 YYACTIO MAI[iEHTIB 3 QYHKIIIOHATLHOIO aCTEHIE Pi3HOMAaHITHOI
eTiosorii, a came:

nocTiHGeKIliliHa aCTeHis, 1110 BUHUKAE MiCJIg TOCTPUX BipyCHUX Ta iH(PEKIINHNX 3aXBOPIOBaHb
pecIipaTopHOro TpPakTy (OpoHXiT, TOH3MUIIT, rpum), 6akTepianbuux iHdekii (Salmonella, Yersinia),
TyOepKyIbo3y, Masspil, uepeBHOTro TUPY, iHDEKIIHHOTO IrenaTUTy;

aCTeHis, 1110 BUHUKAE HA TJIi COMAaTUYHUX 3aXBOPIOBAHb;
aCTeHis, CIpUYUHEeHa Helpeciero;

aCTeHis y MallieHTiB TITHLOrO BiKYy: KJIiHIYHI AOCTiKeHHs foBenu ebeKTuBHicTs EHepiony® npu
IOPYIIeHHAX PO3yMOBOl QYHKII] (3HUKEHHS 1TaM’ATi, yBaXKHOCTI, TUIBHOCTI Ta MUCJIEHHS) Ta NIPU
TPYAHOIIAX CoIlialbHOl afanTalil (BTOM/IIOBaHICTh, PO3JIagy CIiNIKYBaHHS, 0COOUCTOCTI, TOBENIHKY Ta
CHY);

aCTeHid y CTymeHTIB (pi3udHa Ta MeHTabHa BTOMA);
aCTeHisl y CIIOPTCMEHIB.
dapMakoKiHemuka.

CanbOyTiaMiH MIBUAKO BCMOKTY€EThCS, MaKCHUMaJilbHa KOHI[EHTPAIlisl Y Ia3Mi KPOBi JOCATAEThCS
yepe3 1-2 roguHu micias IpUroMy.

[Tepion HamiBBHMBeeHHS CTAHOBUTH OMM3bKO0 5 roguH. CanbOyTiaMiH BUBOOUTHCS i3 cedelo.

KniniuyHi xapaKTepHCTHKH.
IToka3aHHs.
JIikyBaHHS (Pi3MYHOI Ta ICHUXiYHOI aCTeHil, 1[0 CYIIPOBOAXKYETHCS allaTi€l0 Ta 3HUXKEHHSAM aKTUBHOCTI.

Hanuit mikapchbKui 3acid He BUKITIOYAE HEOOXiTHOCTI B MpU3HAUYeHHI aHTUIEIIPECAHTIB ¥ pasi
MiOTBEPAXKEHHS y MTallieHTa AeIPEeCUBHOTO €Ii301y.

IIpomunoka3aHHs.

linepuyTnuBicTh N0 Aif0o4oi peyoBHHU abo GyIb-sIKOI JOTIOMiKHOI pEYOBHHU IIpernapary.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
CnenianbHUX AOCTiAKEHb B3a€MOfil canbOyTiaMiHy 3 iHIIUMH JTiIKAPCHKUMHU 3aco0aMu He ITPOBOOMIIH.
OO0HouacHe 3acmocyeaHHs, w,o nompebye ysazu

HiypeTuku: 30iNbIIyeThCSI BUBENEHHS TiaMiHy i3 ceuelo (MeTabomiT canpOyTiaMiny).



MiopenakcaHTH: IpU OGHOYACHOMY 3aCTOCYBaHHi 3 TiaMiHOM (MeTaloiT cansbyTiaMiHy) epeKT Iux
IpernapariB MoxKe 30iTbIIUTHCE.

Oco6.1ueocmi 3acmocyeaHHsi.
JonomixcHI peyosuHu
o cknapy npenapaTy BXOOUTH IJII0K03a, JTaKTO3a Ta caxaposa.

[TamieHTaM i3 PigKiCHOIO CIIAgKOBOIO HETIePEeHOCUMICTI0 GPYKTO3HU ab0 rajlakTo3u, HeJIOCTATHICTIO
nmakTa3u Jlamma abo HeJOCTaTHICTIO caxapa3u-i3oMaibTasu, abo ManmbaOCcopOITielo TITI0K03H-
rajakTO3M He CIIiJl MPUKXMaTH 1Ie} Ipernapar.

Lle#t mikapcbku#t 3aci6 MicTuTh y cBoeMy cknapi 6apBHUK «2Kotuit 3axig FCF (E 110)», 1m0 Moxe
CIIPUYHUHUTH aJjiepriuni peakirii (muB. po3min «ITob6iuHi peakii»).

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
BazimHicmb

IaHi mopmo 3acTocyBaHHS canb0yTiaMiHy BariTHUM XiHKaM BificyTHi abo o6MexkeHi (MeHIIe
300 Bumagxis).

HocnigXeHHS Ha TBAapUHAX He BUSBUIIY MPSMOTo a00 0MOCEPEeaKOBAHOTO TOKCUYHOT'0 BIIJIUBY Ha
PEMPOAYKTUBHY QYHKIIITO.

Ak 3anob6ixkHuY 3axif 0axkaHO YHUKATH 3aCTOCYBaHHS casibOyTiaMiHy Iif 4ac BariTHOCTI.
I'o0ysaHHA 2pydoro

Hesigomo, uu IpoHUKAE canb0yTiaMiH/MeTaboIiTH y TPyIHe MOJIOKO. PU3UK M7
HOBOHapPOIKEeHUX/HEeMOBIIAT BUKII0YaTh He MoxkHa. CanpOyTiaMiH He CITif 3aCTOCOBYBATH y Iepiof
roAyBaHHS TPYAIIO.

depmuabHicmb

[laHi 110710 BIINIUBY Ha (EePTUIIBHICTE BigCyTHi.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

CnenianbHUX [OCTiAXKEHD 100 BIUIMBY canb0yTiaMiHy Ha 3[aTHICTh KepyBaTH aBTOMOOineM abo
IIpallfoBaTy 3 IHIIMMU MeXaHi3MaMy He TPOBOIUIIN.

Cnoci6 3acmocyeaHHsi ma do3u.



s IIepOpPaJIbHOT'O 3aCTOCYBaHHA.

[TpemapaT mpu3Ha4YeHU [JId 3aCTOCYBaHHS TilbKU JOPOCTUM: 110 2-3 TabneTkKy Ha f00y. TabneTku
CJIig IpUUWMaTH IiIMMHU IIiJl Yac CHilaHKY Ta B 00ifHi# Yac, 3alIMBal04Yu AOCTATHHOIO KiNTbKiCTIO BOMIH.

TpuBaicTe NiKyBaHHS He IOBUHHA [IePEeBUIlyBaTU 4 TUXKHI.

Himu.

[IpemapaT He 3aCTOCOBYBATU AiTAM.

Ilepedo3yeanHsi.
Cumnmomu

Y pagsi npuiioMy BeIUKOI KiJIbKOCTi IpernapaTy MOXKJ/IMBe BUHUKHEHHS aXKUTallil 3 mposiBaMu eidopii
Ta TPEMOPY KIHIIIBOK.

[Ii cMMIITOMHM € TUMYaCOBHUMHU.
JIiky8aHHA

3 ypaxyBaHHSIM OiarHO3Y JiKaps JTiKyBaHHS I[UX CHMIITOMIB MOXKe OyTH CUMITOMATUYHUM.

ITobiuni peakuii.

[Tig yac mikyBaHHS IMpenapaToM MTOBIHOMIISIOCS PO HUKYe3a3HadyeHi MobiuHi peakirii, ki 3a
YaCTOTOIO0 PO3MOMiJeHi TaKUM YMHOM: Oyxke 4acTo (= 1/10), vacto (Big = 1/100 go < 1/10), HegacTo
(Big = 1/1000 mo <1/100), pigko (Big = 1/10000 mo < 1/1000), gy=xe pigko (< 1/10000), gactoTta
HeBifoMa (He MoXe OyTH BU3HaueHa 3a HasiBHUMU JaHUMU).

Knacugikamis 3a cucteMaMu JacTtota [ToGiuHa peakIlis

OpraHiB

3 00Ky IICUXIKHT HeuacTo AKuUTalisa

3 00Ky HEPBOBOI CHCTEMU Heuacto [ontoBHUY Oinb
[TpeMop

3 60Ky HITYHKOBO-KHUIITKOBOTO HeuacTto Hynoora

TPaKTy broBaHHSA

JacToTa HeBigoMa binb y BepxHill abgoMiHambHIN OiNSHI

[liapes

3 60Ky LIKip# i migmKipHOI HeuacTo BrcunauHs

KJTITKOBUHU

3aranbHi po3nagu HeuacTo HesnyxaHHS

Onuc desikux nobiuHuUx peakuitl



Yepes HASIBHICTH y CKJlafi ipenapaTy OapBHUKa «2KoBTui 3axing FCF» icCHye pu3uK BUHUKHEHHS
aneprivHuX peakii (muB. po3min «OcobIUBOCTI 3aCTOCYBAHHSI»).

3BiT PO mimo3pioBaHi MOOiYHI peakirii

3BiTyBaHHS IIPO Iimo3pioBaHi MoOiUHi peakilil y micigpeecTpaliiinuil mepion € BaxkiusuM. Lle nae
3MOTy BeCTu Oe3MepepBHUM MOHITOPUHT CIiBBIAHOILIEHHS KOPUCTI/PU3UKY 3aCTOCYBaHHS IIpenapary.
CrnerianicTu B rany3i 0XopoHU 300POB’S 3000B’s13aHi MOBIIOMIISITH Yepe3 HallioHAIbHY CUCTEMY
3BiTHOCTI PO OyOb-sIKi BUTIAAKHU Mi03PI0OBAHUX MOOIYHUX PeaKIiii.

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.

30epiratu npu TeMiepartypi He Buine 25 °C. 30epiratu y HEOOCTYIHOMY IJIST OiTe# Mici.

YnakoBka.
[To 10 TabneTtox y 6iicTepi 3 amominieBoi ponbru Ta [1BX-mmiBku.

[To 2 6micTepu B KOpoOIli 3 KAPTOHY IAKyBaJIbHOTO.

Kareropis Bignycky.

bes penernra.

BupoOHUK.

JTabopaTopii Ceps’e InmacTtpi/Les Laboratoires Servier Industrie.

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca Miclsl MPOBagKeHHsI HOT0 Tis/IbHOCTI.
905 pyT me CapaHn, 45520 Xini, ®paHmis/

905 route de Saran, 45520 Gidy, France.

3asIBHHK.

Jle JTabopatyap Ceps’e/Les Laboratoires Servier.



Micne3HaxomKeHHsI 3asiBHUKA.
50, pto KapHo, 92284 Ciopen cegekc, Ppaniris/

50, rue Carnot, 92284 Suresnes cedex, France.

Y pa3i BUHUKHEHHS 3alUTaHb II0M0 TiKapchKOro 3aco0y CIlif 3BepTaTHUCS [0 ITPEeACTaBHUIITBA
kommnasii «JIE JTABOPATYAP CEPB’E» B YkpaiHi 3a Ten.: (044) 490 3441, dakc: (044) 490 3440.



