NHCTPYKUNA
no MeauLMHCKOMY MPYMEHeHUIo npenapara

Cna3mo0nok

PeructpauyumoHnHblii Homep: JICP-008173/10

Toprosoe HasBaHue:
Cna3mobnok

MexgyHapogHoe HenaTteHToBaHHoe Ha3BaHue (MHH) nnun
rpynnMpoBOYHOE Ha3BaHMe:
MeTamnson HaTpus + NUTOMEHOH + EeHNMBEPUHNS BPOMIA,

JNlekapcTBeHHas opma: TabneTku

Coctas

Kakpas Tabnetka Cofep»XmT akTUBHbIX BELLECTB: METamm3ona
HaTpus MoHorvapaTa 527 Mr B nepecyeTe Ha MeTamm3on Hatpust 500
M, MMToheHoHa rugpoxnopvaa 5,25 Mr B nepecyete Ha NMUTO(EHOH
5 Mr 1 cheHnvBepuHKsa 6pommaa 0,1 Mr.

BcnomoratenbHble BeLLecTBa: XenatuH 4 Mr, Kpaxman NLUEHNYHbINA
38,65 Mr, NakTo3bl MOHOrVAPAaT 5 M, MarHust cteapar 4

Mr, HATPUS rMapoKapboHaT 5 Mr, Tanbk 6 Mr, Lennonosa
MVIKpOKpUcTanmyeckas 25 Mr.

OnucaHne

Kpyrnble, NIoCKoUMMHAPUYECKe TabneTkn 6enoro co cnabbim
>KEeNTOBaTbIM OTTEHKOM LIBETA C PUCKOWM C OAHOM CTOPOHbI.
dapmakoTepaneBTyeckas rpynna

AHanbresvipytoLLiee CPefCcTBO KOMOMHNMPOBAHHOE (aHanbresunpyioLlee
HEeHapKOTU4eCKOe CPELCTBO + CNa3MONUTUHECKOe CPEACTBO).

Kop, ATX: [N02BB52].

®dapmakonornyeckoe aencrene

®dapmakoguHamMuka

MeTamuson HaTpusi, NPON3BOAHOE NMPa3osoHa obnagaet
aHabre3VPyIOLLYIM, KapPOTOHXKALOLLVIM 1 Crlabbim
NPOTVBOBOCHAIMTENbHBIM AEACTBMEM, MEXaHN3M KOTOPOro CBsi3aH C
YIHETEHVEM CUHTE3a NPOCTarNaHaNHOB. [TMTO(EHOH - MUOTPOMHbIN
CMNa3MoNMTUK OKa3bIBaET NMPsSIMOe AENCTBIE Ha MafKyo MyCKynaTypy
BHYTPEHHMX OpraHoB U BbI3bIBaeT ee paccnabneHune. GeHnmBepuHms
6poMINL, - M-XONMHOBNIOKATOP OKa3bIBAET AOMONHUTENBHOE
CMa3MonMTUYECKOE AEVICTBIE Ha MMadKyto MyCKynaTypy.

®apmaKOKNHEeTUKa

MeTammaon HaTpus: XOPOLLO 1 BbICTPO BCACLIBAETCH 3 »KenyO4o4HHO-
kuweyHero TpakTa (MKKT). B cTeHke KuevHrKa ruaponmayeTcs

C 06pa30oBaHNEM aKTUBHOMO METABONTA - HEU3MEHEHHbIN
METaMM130/ HaTpUsi B KPOBW OTCYTCTBYET (TONBKO Mocre B/B
BBEAEHNS HE3HAYNUTENBHAS ero KOHLIEHTpaLMst ObHapy>kKvBaeTcs

B nnasme). CBA3b akTMBHOIO MeTabonuta ¢ 6enkamu nnaambl:

50 - 60 %. MeTabonuanpyeTtcst B neyeHn, BbIBOAUTCS Novkamu. B
TepaneBTU4ECKNX [03aX MPOHUKAET B rPpyAHOE MOJOKO.

MuTobeHoH BbICTPO BCackiBaeTcs 13 XKKT; MakcuMansHas
KOHLIEHTpaLWs B Nnad3me focturaetcs B TedeHne 30 - 60 MuH;
ObICTPO pacnpenenseTcs B opraHax 1 TKaHsX 1 JOCTaTOHHO BbICTPO
BbIBOAMTCA C MOYOWA. [Nepron nonyBbiBedeHVA cocTaBnsaeT 1,8 vaca.
DdeHnmBeprHUS 6pomMunz Takxke BbICTPOo BeackiBaeTest 13 XKKT 1
[OCTUraeT MakCUMasbHOM KOHLEHTPaLm B NnasmMe KPoBW B TEHEHVe
1 yaca. BeiBogutcs novkamn 32,4 — 40,4% B HEM3MEHEHHOM BUE, C
>Kenybto BbiBoanTea 2,5 — 5,3% BellecTsa.
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Moka3aHusi K NpUMeHeHnto

Cnabo nnm yMepeHHO BblpaxXeHHbI 60NeBor CUHAPOM Npn
crnasmax rmafKol MyCKynaTypbl BHYTPEHHVX OpraHoB: noveyHast
KOMKa, CNasM MOYETOHHYIKA 1 MOYEBOTO My3bIpst; XKen4Hast KonmKka,
KULLEYHAs KONVKa; OVCKUHE3US »KeN4YeBbIBOAALLMX NyTel Mo
TUNEPKNHETNHECKOMY TUMY, MOCTXONELWICTIKTOMUHECKIIA CUHAPOM,
XPOHUHECKINIA KOSNT; aslbrofncMeHopest.

[na KpaTKOBPEMEHHOTO NEYEHUS: apTpasrs, MAanris, HeBparvis,
nwvanmvis. B Ka4ecTBe BCMOMOraTenibHOro 1eKapCTBEHHOMo
cpefcTea: 3a60seBaHNs OpraHoOB Masloro Tasa, 601680 CUHAPOM
rocne XMPypPrmyeckyix BMELLaTeNsCTB ¥ AUarHOCTUYECKIX MPOoLEeayp.

MpoTuBonokasaHus

[Nep4yBCTBUTENBHOCTE K KAKOMY-TMOO 13 NEKapCTBEHHbIX W/ N
BCMoMoraTtesibHbIX BELLECTB (B T.4. K MPOU3BOAHbLIM MPa30soHa),
YrHETEHME KOCTHOMO3IOBOMO KPOBETBOPEHWS, BbIPaXKEHHAs
neYeHoYHas /MK NoYeYHas HeAOCTaTO4HOCTb, AEULIAT FIOKO30-
6-thocdaTaervagporeHasbl, 4eUUMT NakTasbl, HENEPEHOCUMOCTb
NaKTO3bl, MIOKO30-ranakTosHas MababCopbLms, TaxmapuTMmm,
Tshkenas CTEHOKapAMst, 3aKpbITOyronbHas rnaykoma, runepnnasus
npeacTaTenbHON Xenesbl (C KIMMHUHECKUMM MPOSBNEHNAMM),
KULLIEYHAs HEMPOXOAMMOCTb, MEraKoSIoH, Komanc, 6epemMeHHOCTb,
nepuog NakTauum, AETCKMIA BO3pacT 40 8 NeT.

C OCTOPOXXHOCTBIO 1 MOf KOHTPOMEM Bpaya credyeT NPUMEHSTb
npenapar npv HapyLLeHNaX yHKUMEN NeYeHn nam noyex, npu
CKIMOHHOCTU K apTepuabHOM rMnoTeH3nW, BpoHxocnasmy,
rMNep4yBCTBUTENBHOCTN K HECTEPOWAHBIM MPOTUBOBOCTIAIUTENBHBLIM
npenaparam, MofIHOE UM HEMOJHOE coYeTaHne BPOHXMANBHOM
aCTMbl, MOMNO3a Hoca ¥ HEMePEHOCKMMOCTI aLeTUNCaLIIOBON
KMCNOTbI U APYrX HECTEPOUAHBIX MPOTUBOBOCMANINTENBHBIX
npenaparos.

Cnoco6 npuMeHeHusi n [o3bl

BHyTpb, nocne efpl, 3anveas Bogon. KpaTHocTb npuema: 2-3 pasa/cyT.
Bspocnbie n nogpocTtku ctapLue 15 net: 1-2 Tabnetkn 2-3 pasa B
CyTku. MakcrmanbHas cyTodHas [osa - 6 TabneTok.

Jetam [o3y npenapara ycTaHaBMBatoT B 3aBMCMMOCTH OT BO3pacTa:
B Bo3pacTe 8-11 sieT pekomeHayemas pa3oBasi 103a coctasnser 1/2
TabneTkn, MakcUMasbHas cyTodHas fo3a — 4 Tabnetkn, 12-14 net - 1
TabneTka , MakcumaneHas CyTodHas fosa 6 TabneTok.
MpooomKkUTENBHOCTL NledeHns: He 6onee 5 aHelt. YBennyeHve
CYTOYHOW [03bI Mpenapata Ui NPOLO/KUTENBHOCTb NeHeHs
BO3MOXXHO TOMBKO MOf, BPaYeOHbIM KOHTPOMEM.

Mo6o4Hoe peicTBue

YacToTa: o4eHb YacTo (6onee 10%), vacTo (1-10%), HevacTo (0,1-
1%), peako (0,01-0,1%), o4eHb peako (MeHee 0,01%).

CO CTOPOHbI NULLIEBAPUTETIBHON CUCTEMBI: OH4EHb PELKO — YyBCTBO
MHOKEHNS B ANMracTpasibHOM 0611acTu, CyXOCTb BO PTY.

Co CTOPOHbI cepAeHHON-COCYANCTON CUCTEMbI: PEOKO - CHKEHNE
apTepuanbHoro gasneHns (AL), Taxukapans.

CO CTOPOHbI CUCTEMbI KDOBETBOPEHUS: 04EHb PEAKO (06bIMHO
npy 4UTENbHOM Mpreme) - TPOMOOLMTONEHNIS, NEAKOMEHIS,



arpaHyIoLmMTo3 (MOXKET MPOABNATLCA CNEAYIOLLMI CUMMITOMaMM:
HEMOTVBMPOBaHHbIM NOLBEM TEMMePaTypbl, 03HOO, 60k B ropre,
3aTpyAHEeHNe roTaHns, CTOMATUT, a TakKe Pas3BuThe SBNEHUI
BarnHWTa UM NPOKTUTA).

CO CTOPOHbI MOYEBbLIAENTE/IbHOUN CUCTEMBbI: PEAKO (0ObIYHO
npvt AVTENbHOM MPUeMe UM NpU Ha3Ha4eHUN B BbICOKYIX 403aX)
- HapyLUeHne PYHKLWM NOYeEK, ONMIypUst, aHypusi, MPOTEUHYPUS,
NHTEPCTULMANBbHBIA HE(PUT, OKPALLMBAHNE MO4M B KPACHbINA LBET,
3aTpyAHEHE MOYEVICyCKaHVS.

Annepruveckne peakuum: peako - KpanmeHuLa (B T.4. Ha
KOHBIOHKTUBE U CIIM3UCTBIX 060104Kax HOCOrNOTKM), O4eHb
PenKO - aHrMOHEBPOTUYECKMIA OTEK, 3N10Ka4eCTBEHHAS
aKccyaaTviBHas apuTtemMa (cvHapom CTreeHca-Lp»KoHCoHa),
TOKCUHECKIIA annaepMasbHbIi HEKPOAN3 (CuHApoMm Jlaenna),
B6POHXOCMACTUHECKINI CUHOPOM, aHAMUNAKTUHECKIIA LLIOK.

lpo4ye: BO3MOXHO rOfIOBOKPY>KEHE; O4eHb PEAKO — MOHKEHHOE
roToOTAENEHNE, Nape3 akkoOMOAaLMW; B 8ANHNYHBIX CyYasx —
ronosHas 60rb.

Mepeno3unpoBka

CumnTombl: PBOTa, CHWKeHne AL, COHMMBOCTb, CMyTaHHOCTb
CO3HaHs, TOLHOTa, 60/ B anUracTpasibHo 061acTy, HapyLIEHUs!
YHKLMM MEYEHW 1 MOYeK, Cyoopori.

JledeHye: NpoMbIBaHVE XesyaKa, MPMeM akTUBMPOBaHHOIO s,
cUMMTOMaTUYecKas Tepanvis.

B3aumopeiicTBus ¢ opyruMu nekapCcTBEHHbIMU cpeacTBamMmn
OpHoBpPEeMeHHOe NpuMeHeHre Cna3amobsioka ¢ Apyrvmm
HeonvovaHbIMM aHaNbreTUkaMmmn MOXET MPUBECTUN K B3aVMHOMY
YCUNeHno adeKToB.

[Mpr 0AHOBPEMEHHOM NPUMEHEHUV TPULMIKIIYECKNE
aHTVAEeNpPeccaHTbl, NepopasibHble KOHTPALEMTVBI, aIONypUHON
HapyLlaloT MeTabona3M MeTaMmn301a HaTPUS B MEYEHN 1 MOBbILLIAIOT
€ro TOKCU4HOCTb.

[Mpn ooHOBpPEMEHHOM NpuMeHeHnn 6apbuTypaTsbl, (heHnNByTasoH n
Opyrvie NHOYKTOPbl MMKPOCOMAaSbHbIX (DEPMEHTOB MeveHr 0cnabnstoT
[eNCTBIE METaMIU30M1a HATPUS.

PeHTreHOKOHTPaCTHbIE CPEACTBa, KONTONAHbIE KDOBE3AMEHUTENN

1 NEHVLMAHBI HE OOSKHbBI MPUMEHATECS BO BPEMS JIeHeHNst
npenaparamu, CoaepXaLLyMm MeETaM130n HaTpus.

[Mpr 0AHOBPEMEHHOM MPUMEHEHN LIMKNIOCNOPUHA CHIXKAETCA
KOHLIEHTPpaLMst nocneaHero B Kposw. MeTaMmnson HaTpuist, BbITECHSS
13 CBA3W C 6enkamm nnas3mbl nepopasibHble rMNorMKEMUHECKIe
npenapaTbl, HENPSMbIE aHTUKOArYNSAHTbI, [MIOKOKOPTUKOCTEPOUab! U
MHOOMETALWMH, MOXET YBENNYMBATL BbIDAXKEHHOCTb X AENCTBIS.
[Mpr 0AHOBPEMEHHOM NPUMEHEHUM CefaTnBHblE CpeacTBa u
TPaHKBUIN3ATOPbI YCUNMBAIOT aHanbresunpytoLLee AenCTBME
Cnaamobrnoka.

[Mpn ooHOBPEMEHHOM NpuMeHeHUn ¢ BnokaTopamm H1-
rMCTaMMHOBBIX PELIENTOPOB, MPOV3BOAHBIMU ByTUPOMDEHOHA 1
heHoTnasnHa, aMaHTaaMHOM U XUHUAVHOM BO3MOXHO YCUNeHne
M-XOIMHONUTNHECKOrO AENCTBYSA NpenapaTos.

[Mpy 0OHOBPEMEHHOM MPUMEHEHNN C STAHOSIOM BO3MOXXHO B3aMHOE
ycuneHune aphexTos.

Ocobble ykasaHus

MeTabonmT MeTammaona HaTpUsi MOXET BbI3blBaTb KPacHOe
OKpaLUMBaH1e MOYM, KOTOPOE HE UMEET KIMHUHECKOrO 3HA4EHNS 1
1cHe3aeT nocre OTMeHb! Npenapara.

Mpy NoQo3peHnn Ha arpaHyoLIMTO3 U NP HAINHN
TPOMBOLMTOMNEHNN HEOOXOAVMO NPEKPaTUTL NMPUEM npenapara.
Mpw pnutensHOM (Bonee Hefenv) NPUMEHEHUV Npenapara
HEeoOX0AVM KOHTPOSb KapTUHbI NEpU(epnHeCcKon KpoBu 1
DYHKLMOHANBHOrO COCTOSHNS MEYEHU.

HeponycTMo npuMeHeHve Ans KynpoBaHust OCTpbIx 6onen B
XKNBOTE (OO0 BbISICHEHNSA MPUHMHDI).

Y 605bHbIX aTONMYECKON BPOHXMANBHOM aCTMO 1 MOAMHO3aMM
VIMEETCS MOBbILLEHHbI PUCK Pa3BUTUS aNNeprmiecknx peakLmii.
B nepvon nprmMeHeHnst npenapara Henb3s ynoTpebnsaTb ankorosb.

BnusiHme Ha cnoco6HOCTb yNpaBnieHns TPAHCMOPTHLIMU
cpefcTBaMun U MexaHu3mamm

B nepviog, npriema npenapara He peKoMEeHAYeTCs yrpasnaTb
TPaHCMOPTHBIMY CPEACTBaMY 1 3aH/MATLCS APYrMU MOTEHLWANbHO
onacHbIMI1 BrAamn AeATeNbHOCTI, TPEBYIOLWMMI BbICTPOTHI
MCUXOMOTOPHBIX PEAKLI.

®dopma Bbinycka

TabneTkn

Mo 2 vnm 10 Tabnetok B 6mnctep.lo 1 6nanctepy no 2 Tabnetku.MNo
2 w/vinn no 10 6nmcTtepoB no 10 TabneTtok BMECTE C MHCTPYKLMEN MO
NMPUMEHEHMIO B NMayKy

KaPTOHHYO.

Ycnosusi xpaHeHus
B sawpiuieHHomM oT ceeTa MecTe npuv Temnepatype He Bbiwe 25°C.
XpaHuTb B HEAOCTYMHOM 151 AETel MecTe.

Cpok rogHocTU

3 ropa.

He npUMeHATb Mo MCTeYeHM CpOoKa rodHOCTW, yKas3aHHOMo Ha
YMaKOoBKe.

YcnoBus oTnycka U3 antek
bes peuenta.

MpounssopuTens:

AOVIOAPM EALL

AOVOAPM EAL, 1700 Codusi,

6ynbBap CumeoHosckoe wwocce 130, Bonrapus.

Ten: (++359 2) 860 20 00; chakc: (++359 2) 860 20 18

MpepcTtaButenscteo B PO

(opraHunsauusi, npyHUMatoLLasi NPeTeH3nm)
119590, Mockaa,

yn. Mocdunsmosekas, a. 52, oconc Ne 19
Ten./ dhakc: (499) 147 14 23



