MUWHWCTEPCTBO 3/[PABOOXPAHEHMSI POCCUICKOM ®EJIEPALINN
MHCTPYKIMA
MO MEJUMIIMHCKOMY ITPUMEHEHMIO
JIEKAPCTBEHHOI'O ITPEITAPATA
JENNPEHOPM® MB

Perncrpanuonnslii Homep: JIC-001706

Toprosoe HaumenoBanue: /lenpenopm™ MB

MeskIyHAPOIHOE HENATEHTOBAHHOE HAMMEHOBAHHNE: TPHMETa3HINH
JlekapcrBennasi popma: TabIETKU C POJOHIUPOBAHHBIM BLICBOOOMKICHHEM,
MOKPBITHIE IUICHOYHOH 000I04KOI

COCTAB

CocraB Ha 0jiHy TabIeTKy:

deticmeylowee eeujecmso: TPUMETA3UIMHA AUTUIpoxIopua 35,0 mr;
6cnomozamenvHele gewecmea; TUIPOo3a (THAPOKCUIIponiLeuionosa) 0,6
MI, THIIPOMEI03a (THIPOKCUIIPONMIMETHIILEIUII0N03a) 69,4 MI, Kalblus -
npodocdar 29,2 mr, KormoBuioH 4,2 MI, KPeMHHUsI JIMOKCH/T KOJUTOUIHBII 6,4 Mr,
maruus creapar 0,8 mr, LesI0103a MUKpoKpucTainueckas (tun 302) 64,4 mr;
cocmas obonouxu: Cenexoar AQ-01673 po3oselit 7,0 MI, B TOM YHCIIe: THIIPO-
MeJ103a (MMAPOKCHITPONMIMETHIIIEILII0N03a) 2,8 MI, Makporos-400 (nonusTH-
neHnkonb-400) 0,7 mr, makporon-6000 (rmonustuiennukons-6000) 0,7 mr,
TUTaHa JIMOKeH ] 2,1 Mr, KpacuTes rmyHuossli [[Tonco 4 R] 0,7 mr.

OIIMCAHHUE

TabneTku Kpyrible JBOSKOBBIITYKIIbIC, IOKPBITHIC IICHOYHOH 000JI0YKOH po-
30Boro 1Bera. Ha mnonepeuHoM paspese — nouru Oesoro 1sera. Jlomnyckaercs
HE3HA4YUTEIbHAas IEPOXOBATOCTD.

®apmakoTepaneBTHUECKasi IPYNNA: aHTHAHIMHAJILHOE CPEJICTBO.
Kon ATX: CO1EB15

DAPMAKOJIOTMYECKHUE CBOMCTBA

Dapmakoounamuxa

Mexanusm Oeticmeus

TpumeTa3uauH MpeJoTBPAIACT CHUKCHHE BHYTPHKICTOYHON KOHLEHTPALMU

azenosunTprdochara (ATD) myrem coXpaHEHHs FHEPTETUYESCKOT0 METaboIIH3-

Ma KJICTOK B COCTOSHHH THIIOKCHH. TakuM 00pa3oM, mpemapar o0ecrednBacT

HOpMaJlbHOE (PYHKIHOHUPOBAHHE MEMOPAHHBIX MOHHBIX KAaHAJIOB, TPAHCMEM-

GpaHHBIN [EPEHOC HOHOB Kaus W HATPHS M COXPAHCHHE KJICTOYHOIO rOMEo-

crasa.

Tpumera3ujinH MHrHOMPYeT OKUCIICHUE )KUPHBIX KMCJIOT 3@ CYET CEJICKTHBHOIO

unru6upoBanust Gpepmenra 3-keroaunn-KoA-rionassl (3-KAT) muroxonapu-

AJIHOI JUTMHHOLETIOYEYHONH H30(OPMBbI )KHPHBIX KHCIIOT, YTO HPUBOIUT K yCH-

JICHUIO OKHCJICHHS [IIFOKO3bI H YCKOPEHHIO TIMKOJIN3a C OKHCICHHEM IIIFOKO3bI,

4TO M 00YCJIOBJIMBACT 3alMTY MHOKap/a oT nmemun. Iepexioyenne snepre-

THYECKOTO METaboIM3Ma C OKUCICHUS JKUPHBIX KHUCIIOT Ha OKUCJICHUE ITTFOKO3bI

JIGKUT B OCHOBE (hapMaKOIOrHYECKUX CBOUCTB TPUMETA3U/IHHA.

dapmako[MHAMHYECKHE CBOMCTBA:

— MOJICPKUBACT SHEPIeTHYCCKHII MeTaboiIM3M cepiala H HefpoCeHCOPHBIX
TKaHEH BO BpeMsl MILIEMUM;

— YMEHbIIACT BBIPAKEHHOCTh BHYTPHKJICTOYHOI'O AIM103a U U3MEHEHHUIH TpaHC-
MeMGpaHHOl"O HOHHOI'0 IOTOKA, BO3SHUKAKOIIUX [IPU UIIEMHUH ]

— HOHMKAET YPOBEHb MUIDALMH U MHOUIBTPALMU MOJIUHYKICAPHBIX HEHTPO-
(HIIOB B MIIEMU3UPOBAHHBIX U periepdy3upOBAHHBIX TKAHSX CEPILa;

— YMEHbBIIACT pa3Mep TOBPEKICHHS MUOKAP/a;

— HE OKa3bIBACT MPAMOI0 BO3£lel7[CTBMﬂ Ha 1oKasarejii reMOJAMHaMHUKH.

V HanMeHToB cO CTeHOKAap/ e TPUMETa3uINH:

— YBEJIMYMBACT KOPOHAPHBIH Pe3epB, TEM CaMbIM 3aMeUIsisl HACTYIUICHHE HIlIe-
MHUH, BbI3BAaHHON (DH3HUYECKOIl HArPY3KOil, HAUMHas ¢ 15-r0 JiHs Teparuu;

— OrpaHMYMBacT KoJieOaH s ApTEPHAILHOTO [aBJICHNUSI, BbI3BAHHBIC (PU3HYCCKON
Harpy3Koi, 6e3 3HaYMTEIbHbIX M3MEHEHHH YaCTOThI CEPJICUHbBIX COKPAIICHUIA;

— 3HAYUTENILHO CHMXKACT YACTOTY INMPHUCTYIOB CTEHOKAPAWH M MOTPEOHOCTH B
npHeMe HUTPOIIMIIEPHHA KOPOTKOTO JICHCTBHS;

— YIy4lIaeT COKPAaTUTEIbHYI0 (DYHKIHMIO JICBOTO JKEIyJI04Ka y MALUECHTOB C
HIIEMHYECKOH JIMCPYHKIHEH.

PesynbTarhl [POBEACHHBIX KIMHAYSCKHX HCCICAOBAHUIT MOATBEPANIH -

(exTuBHOCTH M GE30MACHOCTH NPUMEHEHHs TPUMETA3H/MHA y MAlMEHTOB CO

CTaOUIbHOM CTEHOKAap/Hell Kak B MOHOTEPAIMH, TaK U B COCTaBE KOMOMHH-

POBAHHOI Teparuy MPH HEI0CTAaTOYHOM S(PdeKTe APYrHX aHTHAHTHHAIBHBIX

[IpEnaparos.

B uccienoBanuu ¢ yqactuem 426 nanmeHTOB O CTaOMIIBHOW CTEHOKapauen

(TRIMPOL-II) no6asnerune tpumerasuanna (60 Mr/cyT) K Teparii METOIpo-

soniom 100 mr/cyr (50 mr 2 pasa B cyTKH) B TedeHue 12 Heyelb CTaTHCTHYECKU

JIOCTOBEPHO YJIyYIIHJIO PE3YyJIETaThl HArPY304YHbIX TECTOB U KIMHUYECKUE CHM-

[ITOMBI 110 CPABHEHHIO C T11a1e60: 0OIYI0 JUIMTEIbHOCTD HArPY304HBIX TECTOB,

o011ee BpeMsi BbIIOJIHEHHS HArPy3KH, BPEeMsl JI0 Pa3BUTHsI IeIPECCUH CerMeHTa

ST Ha 1 MM, Bpemst 10 pa3BUTHs HPHUCTYIIA CTEHOKAPANH, KOJIMYECTBO IIPUCTY-

0B CTCHOKAPJIMU B HEJEIIO U TOTPEOICHHE HUTPATOB KOPOTKOTO JICHCTBUS B

HeJIeNo, 6e3 reMOJIMHAMUYECKUX U3MEHEHHMN.

B uccienoBanuu ¢ yqactuem 223 ManmeHTOB O CTaOMIIBHOW CTEHOKapauen

(Sellier) no6asnenue TpuMerasuauHa B 103¢ 35 Mr (2 pasa/cyTkH) K Teparun

arenosonoM B j03e 50 mr (1 pa3 B cyTku) B TedeHHE 8 HeEzellb MPUBOAMIO K

YBEJIMUCHHIO BPEMEHH 110 Pa3BUTHs HIIeMUYeckoit aenpeccun cermenrta ST Ha

1 MM IpH IPOBEICHUN HArPy30UHbIX TECTOB B HOATPYIIIE MAIMEHTOB 110 CPaB-

HeHuio ¢ 1iane6o. CylecTBeHHas pa3HUIA Takxke Oblla M0Ka3aHa JUis Bpeme-

HU Pa3BUTHS IPUCTYIIOB CTEHOKApAHU. He BBISBICHO JOCTOBEPHBIX pasinyuuit

MEKJLy TPYIIaMH s JIPYruX BTOPHYHBIX KOHEYHBIX TOUeK (0OIasi JUIMTelb-

HOCTb HArpy304HbIX TECTOB, 00IIEe BPEMsi HArPY3KU U KIIMHUYECKHE KOHCUHBIC

TOUYKH).

B uccnenosanuu ¢ yqactuem 1962 naumeHToB co CTaOWIBHOM CTEHOKapauen

(Vasco) Tpumerasuaut (70 mr/cyt u 140 Mr/cyT) B cpaBHEHHH C IU1a1e60 ObLT

Jo6asiieH K Tepanuu areHosonom 50 mr/cyt. B oGuieii momysisiiig, BKIOYas

TAalMEHTOB KaK 0e3 CHUMIITOMOB, TaK U C CUMIITOMaMy CTCHOKap/iuu, TpuMeTa-

3UJIMH HE NPOJAEMOHCTPUPOBAJI IIPEUMYIIECTB 110 SPrOMETPUYECKUM U KIIMHU-

YECKMM KOHEYHbIM TouKaM. OJIHAKO B PETPOCHEKTUBHOM aHAJIM3€ B IOArPYIIIe

MaIMEHTOB C CUMIITOMAMH CTEHOKapAnuu Tpumerasuaut (140 Mr) 3HauuTeIbHO
yiy4imi ofiee BpeMsi Harpy304HOro TecTa M BpeMs JIO Pa3sBUTHS NPHUCTYyNa
CTCHOKAP/IHH.

DapmakoKunemuka

Abcopoyusa

ITocne npuema BHYTpL TPUMETa3HIMH ObICTPO abcopOMpyeTcss W JIOCTUraeT
MaKCHMAJIbHOM KOHIICHTPAIMK B IJIa3Me KPOBH MPUOIM3UTENBHO Yepes 5 ya-
COB.

Cabliie 24 4acoB KOHIEHTPAIHS B IJIa3Me KPOBH OCTACTCsl HA YPOBHE, IPEBbI-
maromiem 75 % KOHLEHTpaluu, onpesenseMoit yepes 11 yacos.

PaBHOBecHOe cocrosiHue jrocturaercs yepes 60 yacos. [Ipuem nuiu He Biusier
Ha OUOJIOCTYITHOCTh TPUMETA3HANHA.

Pacnpedenenue

O0beM pacripejiesieHus: cocTaBisieT 4,8 JI/KI, 4TO CBUJICTENILCTBYET O XOPOIIEM
pacrpe/ieieHu TPUMETa3uAnHa B TKaHSX (CTENEeHb CBS3bIBAaHUS ¢ Oeikamu
IU1a3Mbl KPOBH JIOCTATOYHO HU3Kast, OKoJ1o 16 % in vitro).

Buiseoenue

Tpnme'rasymnu BBIBOJIATCS B OCHOBHOM ITOYKaMH, I'NIABHbIM 06pa30M, B HCU3-
MCHCHHOM BHJIC.

ITeproz Moy BBIBEACHHS Y MOJIOJIBIX 3/[0POBBIX I0OPOBOJIBIIEB OKOJIO 7 4, Y Ia-
LMEHTOB cTapiue 65 jeT - okoso 12 4.

IToueuHbIi KIMPEHC TPUMETA3HAHHA IIPSIMO KOPPEIUPYET C KIIMPEHCOM KpeaTH-
nuHa (KK), neyeHouHbIH KIMPEHC CHUKACTCS C BO3PACTOM MalMEHTA.

Ocobvie zpynnut

Hauuenmbt nod#cun1020 so3pacma

CrieranbHOE KIMHUYECKOE MCCIIeI0BaHNE, IPOBEICHHOE B MOIYJISIIUK OKH-
JIbIX TIAIMEHTOB C IPMMEHEHUEM J103bl TpuMeTasuanna MB 35 mr o 2 Tabner-
KU B CYTKH (B 2 11prueMa), 110Ka3ajio MOBbILICHHE YPOBHS IIperapara B iasme 1o
JAHHBIM TIOIIYJIALITUOHHOI'O (bapMaKOKl/lHeTl/l'{eCKOFO aHajiisa.

Y nanueHToB MOKMIIOrO BO3pAcTa MOXET HAOJIIONAThCsl MOBBINICHHAs JKC-
MO3MIHS TPUMETA3UIMHA HM3-32 BO3PACTHOTO CHIKCHHsS (GYHKIHH I10YCK.
CrenuanbHoe (papMaKOKHHETHYECKOE HMCCIICAOBAHME C YyYAaCTHEM MOKHIBIX
nanueHToB (75-84 net) M o4eHb HOKHUIIBIX (> 85 JIeT) MalueHToB, NoKa3aio,
410 ymepenHoe Hapyuerne dyukipn nodex (KK 30-60 mi/MuH) noBbIIIano
SKCIO3uLMI0 TpuMeTasuanua B 1,0 u 1,3 pa3a, COOTBETCTBEHHO, 110 CpaBHE-
HHIO ¢ Gosiee MooibiMu TTaneHTamu (30-65 1eT) ¢ yMEepeHHbIM HapyIICHHEM
(bYHKIMH TT0YCK.

Tayuenmol ¢ napywienuem GyHKyuu nouex

DKCIO3ULMUS TPUMETA3UIMHA B cpejiHeM Obula yBenuyeHa B 1,7 pa3 y naiu-
CHTOB C yMEPeHHbIM HapymieHneM ¢yukuuu nodek (KK 30-60 mu/mMun), u B
cpeaHeM B 3,1 pasa - y NAlMEHTOB C TSKENOH MOYEYHOH HEI0CTaTOUHOCTLIO
(KK Hmke 30 MJI/MHH) 110 CPaBHEHHIO CO 3[[0POBBIMHU JI0OPOBOJIBLAMHU C HOP-
MaJlbHOH (yHKIMEH 1oYex.

Hukakux ocoGeHHOCTEH KacaTebHO Oe30MaCHOCTH Y 9TOM MOIYJISILIHHI AIHCH-
TOB B CPaBHEHHH ¢ 001 nomnysisiueil o0HapyxeHo He ObuIo.

Ipumenenue y oemetii u noOpocmroe

DapMakoOKMHETHKA TPUMETA3UIMHA Y JIeTel M MOJPOCTKOB B Bo3pacte 10 18
JIET HE MU3y4allaCh.

MOKA3AHUS K NPUMEHEHUIO

JlnuTenbHas Teparnus UIIEMHYeCKOil Oose3Hn cepaua: npoduiIakTuKa mpH-
CTYINOB CTa0WIIBHOM CTEHOKAp/HH B COCTaBE MOHO- Wl KOMOMHHPOBAHHOI
TEepanuu.

MPOTUBOIIOKA3AHUSA

— IToBblIlIeHHAS YyBCTBUTEIBHOCTD K ICHCTBYIOIIEMY BEIECTBY UIIH JIFOGOMY
W3 BCIIOMOI'aTEJIbHBIX BCUICCTB, BXOIALIUX B COCTAaB JICKAPCTBEHHOI'O IIpe-
napara.

— Bonesup IlapkuHCOHA, CUMITOMBI ITAPKUHCOHM3MA, TPEMOP, CHHIPOM «0ec-
TIOKOMHBIX HOT» U JpYTHUE, CBA3aHHBIC C HUMU JIBUI'aTCJIbHBIC HAPYIUCHUS.

— Tspkernast oyevHast HeI0CTATOYHOCTh (KJIMPEHC KpeaTnHuHa MeHee 30 MII/MUH).
— Uz-3a OTCYTCTBUA 10CTATOYHOI'0 KOJIMYECTBA KIIMHUYCCKUX JaHHbIX MalueH-
Tam J10 18 et Ha3HaYeHHE JIGKAPCTBEHHOTO MPENapara He PeKOMEHIYeTCs.

— BepeMeHHOCTh M epHo IpyIHOTO BCKAPMIIMBAHUSL.

C OCTOPOXXHOCTBIO

ITarueHThl ¢ yMEPEHHBIM HapylieHueM QYHKIUH I0YeK (KIUPEHC KpeaTHHUHA
30-60 mu/MuH).

[Manpentsr crapme 75 ner (cMm. pasgensl «Crioco0 NMPUMEHEHUs M 103bI» U
«Oco0ble yKazaHus»).

NPUMEHEHUE ITPU BEPEMEHHOCTHU U B TIEPHO/ I'PYTHOI'O
BCKAPMJUIMBAHUS

bepemennocmo

JlaHHbIE O NPUMEHEHUH TPUMETa3uaAMHA y OepeMeHHBIX OTCyTCTBYIOT. Mccie-
JIOBaHUs HA KUBOTHBIX HE BBISBHJIM HAJIM4YUE HPSMOTO MIIM HEIPSMOrO Hera-
THBHOTO BJIMSIHHS B OTHOIICHUHU PEIPOLYKTUBHON (YHKIIHH.

Ipumenenune npenapara Jenpenopm® MB Bo BpeMst GepeMEHHOCTH POTHBO-
HOKa3aHo.

Ilepuoo epyonoeo eckapmnueans

JlaHHBIC O BBIJICICHUN TPHUMETAa3HANHA HIIH €T0 META00INTOB B IPYIHOE MOJIOKO
OTCYTCTBYIOT. PUCK JUIst HOBOPOXKJICHHOTO/peGeHKa HE MOXKET ObITh HCKITIOUCH.
ITpu HEOOXOAMMOCTH HPUMEHEHHs JIEKapCTBEHHOTro Tpenapara Jlenpenopm®
MB B nepHroz JaKTalHU TPYIHOE BCKAPMINBAHUE HEOOXOAUMO IIPEKPATHUTb.
Depmunvrocms

HccnenoBanus pelpoyKTHBHON TOKCHYHOCTH HE BBISBUIIN BIMSHMS IIperiapa-
Ta Ha CaMIIOB M CAMOK KpbIC.

CIHOCOBb NTPUMEHEHMUSA U 103bI

Ta6uerku enpenopm® MB ciietyet npuHAMATh LIEIMKOM, HE Pa3KeBbIBas, 3a-
IMBast BOJIOH.

BuyTpb, 110 1 Tabierke 2 pasa B CyTKH, yTPOM M BEYEPOM, BO BPEMS €JIbl.
Ol1leHKa MOJIb3bI OT JICYEHHS JJOJDKHA ObITh NPOBEJCHA I0CJIE TPEX MeCsLeB
npuema npenapara. [IpueM TpUMeTa3uIMHA CICLYeT HPEKPaTUTh, SCIIM 33 3TO
BpeMsl yiyqIIeHHe He HACTYIMIIO0. IIpoI0IKUTENIbHOCTD JICUSHHS OIpe/IesIseTcst
BpaYOM.



Ocobble rpynnsi

Tayuenmeu! ¢ Hapywenuem Qynkyuu nowex

VY nanueHToB ¢ ymepeHHbIM HapyinenneM ¢ynkunn nodek (KK 30-60 mi/mun)
cyTo4Has j103a coctasnsier 35 mr (1 Tabnerka), yrpom BO BpeMst 3aBTpaka.
Tayuenmul noscunozo eospacma

V HalMeHToB MOXKHUIOr0 BO3PACTa MOXKET HAOMIONATHCS TIOBBILICHHAS YKCIIO3H-
LUl TPUMETA3MANHA U3-32 BO3PACTHOTO CHIDKEHHS (DYHKLIMHU MOYEK (CM. paszien
«®DapMakoIOruuecKue CBOMCTBa»). Y MalMEHTOB ¢ YMEPEHHBIM HapyIICHHEM
(ynxunn nmouex (KK 30-60 mi/MuH) peKOMEHI0BaHHASI CYTOYHAs 71033 COCTaB-
nisiet 35 mr (1 Tabnetka), yrpom BO BpeMs 3aBTpaka.

TTonGop 10361 y HareHToB crapiie 75 JeT J0IKEH MIPOUCKXOAUTE C OCTOPOIKHO-
cTbI0 (eM. pazzen «Ocobble yKa3zaHusm»).

MMOBOYHOE JIEVUCTBUE

HesxenaTenbHbie peaknuu, ONPEACIICHHBIC KaK HEXKEJIATCIIbHbIC ABJIICHUSA, UME-
I01IMe, 110 KpaifHeil Mepe, BO3MOKHOE OTHOILIEHHE K JICYCHUIO TPHMETAa3UIU-
HOM, IIPUBEJICHBI B CIIEYIONIEH rpajanun: o4eHb gacto (>1/10); wacto (>1/100,
<1/10); neuvacro (=1/1000, <1/100); peako (=1/10000, <1/1000); ouenn penko
(<1/10000), HEYyTOYHEHHOW 4ACTOTHI (4ACTOTA HE MOXKET ObITh MOJCYUTAHA O
JIOCTYITHBIM JJaHHBIM).

MedDRA HexenarejbHbIe peakuuu Yacrora
Kunaccol u cucreMbl
0OpranoB
Hapymenns co ctopo- | ArpanynonuTos Heyrtounennoit
HBI KPOBU M JUM(aTH- YaCTOTBI
YECKOH CHCTEMBI .
TpomGouuToneHus Heyrtounennoit
4acTOThl
TpombonuTONIeHHYECKast Heyrounennoit
myprypa YaCTOTHI
Hapymenus co cropo- | ['onoBokpyskenue Yacro
HBI HEPBHOI1 CHCTEMBI
p TonoBHast 60116 Yacro
CHUMITOMBI  TAPKHHCOHM3MA HeyTounennoit
(TpeMop, aKHMHEe3Hsl, IOBBI- 4acTOThbI
LIEHHe TOHyca), HEeyCTOii-
YMBOCTb TMOXOJAKH, CHHAPOM
«OECIOKOWHBIX HOTY», APyTHe
CBA3aHHBIE C HHUMH JIBHIa-
TeJbHbIE HAPYIIECHUS, 00bIU-
HO oOparuMble Mocie mpe-
KpAILeHUsl Tepanuu
Hapymennst cha (6ecconnn- | HeyrounenHoit
11a, COHJINBOCTB) YacTOThI
Hapymenust co cro- | Bepruro HeyTounennoit
POHBI OpraHa ciyxa u YaCTOTBI
JaOMPHHTHBIE — Hapy-
LICHHS
Hapymenns co cropo- | Ouryuienue cepaneonenus Penko
HBI cepana
P DKCTPACUCTONHNS Penxo
Taxukapaus Penko
Hapymienns co cTopo- | ApTepuanbHasi TMIIOTCH3HS, Penko
HBI COCYJIOB opTocTaTHYecKas T'MIIOTCH-
31, KOTOpasi MOJKET COMPO-
BOXIAThCs OOIINM HEIOMO-
TaHHeM, TOJIOBOKPY)XCHHEM
WIM TaJeHueM, OCOOCHHO
MPU OZHOBPEMEHHOM IpHe-
Me THIOTEH3UBHBIX TIpera-
patoB
«I1puIMBBD» KPOBH K KOXKE Penko
nuna
Hapymenus co cropo- | bonb B xuBOTE Yacto
HBI JKEITYIOYHO-KHUIIIeY-
Juapest Yacto
HOTO TPaKTa
Jucnericust Yacto
Tomnora Yacto
Psora Yacro
3amop HeytounenHoit
YaCTOTBI
| Hapymenuns co ctopo- | I'emartur Heyrounennoit
S | D! [ICUCHH H JKEIUYEBbI- 4acTOThl
m— | BOJISILIMX ITyTEH
]
B | Hapymenus co cropo- | Koxknas ceinb Yacto
————— | HBI KOKH H TTOKOXHBIX N
o Koxnblit 3y1 Yacro
TKaHeit
Kpanusuuna Yacto
OcTpblif reHepaIn30BaHHbIN HeyTounennoit
DK3aHTEMATO3HBIH IyCTyIe3 4acTOThbI
(OI'2IT)
E— AHTHOHEBPOTHUYECKHUI OTEK Heyrounennoit
E— 4aCTOTHI
— i
mUe paccTpoiicTBa | AcTeHus Yacrto
— pacetp
——— | U HapyIICHUs B MeCTe
BBEJICHHS

NEPEJO3UPOBKA
Hmeercst b oveHb OrpaHHYeHHas MHGOPMALWS O MepeO3UPOBKE TPHMETa3H-
JwmHa. B cryuae nepeno3npoBKH CIIeLyeT MPOBOAUT CUMITTOMATHYECKYIO TEPAITHIO.

B3AUMOJIEICTBUE C JAPYITUMHU JIEKAPCTBEHHBIMU CPEJ-
CTBAMHU
He 6b110 BBIABICHO B3aMMOACHCTBHIT ¢ APYTHMHU JIEKAPCTBEHHBIMH CPEICTBAMH.

OCOBbBIE YKA3BAHUS

JlexapcrBennsiii npenapar Jlenpenopm® MB He npeaHasHadeH 1is Kynuposa-

HUS IPUCTYIIOB CTEHOKApAMH M HE MOKa3aH Ul HA4aJIbHOTO Kypca Tepanuy He-

CTabMIBHON CTEHOKAPANH WK MH(ApKTa MHOKAp/a Ha JOTOCITUTAILHOM dTare

WJIK B NIEPBBIC JHU TOCIIUTAIIU3ALUHA.

B ciyuae pa3BuTus npucTyna CTEHOKApAMM CJIeAyeT BHOBb OLICHUTH CTENEHb

MOPAKEHHsT KOPOHAPHBIX apTepuil U, IPH HEOOXOIMMOCTH, aalTHPOBATh Jie-

YyeHHe (JICKapCTBEHHYIO TEPAINMI0 WM BO3MOXKHOE ITIPOBEJICHHE IPOLELYPhI

PEeBaCKYIISIpH3ALINH).

TpI/IMeTEl'Sl/lJ:[I/IH MOXKET BbI3bIBATh WJIM YXYAUIAaThb CHUMIITOMbI NAPKUHCOHU3MA

(TpemMop, aKHHE3HIO, TIOBBIIICHUE TOHYCA), TIOITOMY CIIEYET MPOBOAUTD PEry-

JIsIpHOE HAOIIOICHUE MAIIMEHTOB, 0COOCHHO MOKHMIIOTO Bo3pacTta. B coMHuTENb-

HBIX CJIy4asX MalUEHThI JOJIKHBI OBITH HarpaBJICHbI K HEBPOJIOTY IJIs1 COOTBET-

CTBYIOILETrO 00C/Ie0BAHMSI.

HpI/I TIOABJICHUH OBUIATCIIBHBIX Hapymel-mﬁ, TAaKUX KaK CHUMIITOMBI TTapKWH-

COHM3Ma, CHHIPOM «OECIOKOMHBIX HOI», TPEMOp, HEYCTOHYMBOCTH MOXOIKH,

TPUMETA3UANH CIIEAYET OKOHYATEIIbHO OTMEHUTD.

Takue citydan peiKd U CUMIITOMBI OOBIYHO HPOXOIAT I10CIIE MPEKPAICHHS Te-

panuu: y OOJBIINHCTBA TMAalMECHTOB - B TCYCHUE 4 MECHALEB MMOCI€ OTMEHBI TPU-

MeTa3uuHa. Ecnu cumntomsl TIAPKUHCOHU3MA COXPAHAIOTCA Oornee 4 MECALICB

1OCJI€ OTMEHBI TIpenapara, ClIeAyeT MPOKOHCYIBTUPOBATHCS Y HEBPOJIOTa.

MOFyT OTMEYaThCA ClIyvyau IaJICHUs, CBA3aHHBIC C HeyCTOl\/'l‘lI/IBOCTI)lO TIOXOJAKH

WM apTepHAIBbHON THIIOTEH3MEeH 0COOCHHO y MAlMeHTOB, MPUHUMAOIINX T'H-

MOTEH3UBHBIE npenapars! (cM. pasaern «[lobouHoe neiicTBre»).

CretyeT ¢ OCTOPOKHOCTBIO Ha3HAYaTh TPUMETA3UIMH MAL[MEHTaM, Y KOTOPhIX

BO3MOKHO MOBBLIMICHUE €T0 SKCIIO3ULIUN:

— Ilpu HapyuIeHUH (yHKINH TOYEK YMEPEHHO CTEIIEHH TSHKECTH (CM. paszIessl
«®apmakonornueckue cBoicTBa» u «Crocod NPUMEHEHHS U JJ03b1»).

— V HoXWIBIX MalueHToB crapie 75 aet (em. pasgen «Crnocod nmpuMeHeHHs
U JIO3BI»).

BJIMAAHUE HA CITIOCOBHOCTD YIIPABJIAATH TPAHCIIOPTHBIMU
CPEJCTBAMMU, MEXAHU3MAMMH

B XOI€ KIIMHUYECKHUX I/ICCJ'Ie,ElOBaHI/Iﬁ He OBUTO BBISIBICHO BIIHSIHUS TpuUMeTasu-
JINHA Ha MOKa3aTeIu TeMOJMHAMUKA, OAHAKO B IIEPUOM MOCTPETUCTPALITUOHHOTO
MPUMEHEHNUs HaOMIOaINCh CIydan TOJOBOKPYKEHHSI U COHIIMBOCTH (CM. pas-
nen «Ilo6ounoe aeifcTBHe»), YTO MOXKET MOBIUSTH HA CIOCOOHOCTD K yIpaB-
JICHHIO aBTOTPAHCIIOPTOM M BBINOJIHEHHE PaboT, TPeOyromMX MOBBILICHHON
CKOPOCTH (DM3UYECKON U NICUXUYECKOH PeaKiuid.

D®OPMA BBIITYCKA

TabneTku ¢ NPOJOHTMPOBAHHBIM BBICBOOOKICHUEM, MOKPBITHIC MJICHOYHOH
0005104KOi1, 35 MT.

ITo 10 nm 30 TabneTok B KOHTYPHYIO SYCHKOBYIO YIIAKOBKY M3 IUICHKH ITOJINBH-
HUJIXJIOPUIHON 1 (hOTIBIY aTIOMUHHUEBOW MEYATHOI JTAKUPOBAHHOM.

ITo 60 nn 90 TabneTok B 6aHKy MOJMMEPHYIO JUIS JICKAPCTBEHHBIX CPEICTB U3
MOJUATHIICHA BBICOKOH TJIOTHOCTH C KpLIILIKOI‘//I U3 IOJIUTIPOIINIICHA, obecreun-
BaIOILEH 3aIUTy OT JeTeH.

Mo 1, 2, 3, 6 KOHTYPHBIX SYEHKOBBIX YIakoBOK 1o 10 Tabnerok wmno 1, 2, 3, 4
KOHTYPHBIX SYEHKOBBIX yrakoBKH 110 30 TabieTok, uin 1o 1 6aHke nomMmMepHoit
JUTs1 IEKAPCTBEHHBIX CPEJCTB BMECTE C MHCTPYKIMEH 0 MPUMEHEHHUIO ITOMelIa-
0T B IIa4Ky U3 KapTOHA.

YCJ10BUSI XPAHEHUSI

[Tpu Temneparype He Bbiiie 25 °C BO BTOPHYHO# yIakoBKe ([1auke KapTOHHOI).
XpaHUTb B HEIOCTYITHOM JJIst IeTeil MecTe.

CPOK I'OJHOCTH

3 roma. He mpuMeHSTh 110 HCTEUCHNH CPOKA TOJHOCTH.

YCJI0BUS OTITYCKA

OTIyCKAIOT 10 PEeLenTy.

IOpuanyeckoe M0, HA HMS KOTOPOI'0 BBIIAHO
perucTpanuoHHoe y10cToBepeHHe
3A0 «Kanondapma npogakiin», Poccus
141100, MockoBckas 061, . I1lenkoBo, yi. 3apeanas, a. 105.
Ten.: +7 (495) 797-99-54
Hndopmanust 06 opraHn3anusx, B KOTOpbie MOTYT ObITh HANPABJIEHbI
NpeTeH3UH N0 KA4eCTBY JIEKAPCTBEHHOI'0 Npenapara
3A0 «Kanondapma npogakiin», Poccus
141100, MockoBckas 061, . I1lenkoBo, yi. 3apeanas, a. 105.
Ten.: +7 (495) 797-99-54
DnexTpoHHbIH azpec: safety@canonpharma.ru
Tonyuums dononnumensioie dannvle 0 npenapame, HANPAGUMb NPemeH3Uio Ha
e20 Kauecmeo, 6e30nacHoOCb, CO0OWUNMb O Hedice HbLX JleKapC X
peakyusx moducro no menegony: +7 (800) 700-59-99
(6ecrunarnast muHUs 24 Yaca) WM Ha caidiTe www.canonpharma.ru
B pasyiene «Ilonutrka B o6nacTn kauecTBay - «bezonacHocTh mpenaparos.
IIpoussoauTenn
3A0 «Kaunondapma nponakiin», Poccus
IIpouze00cmeo 2omosoii 1eKapcmeeHHou Gopmel:
MockoBckast 0011, r.o. ll{énkoo, . ll{€nkoBo, yi. 3apeunas, 1. 105.
Iepsuunas ynakoexa:
MockoBckast 0011, r.o. ll{énkoo, . l1{€nkoBo, yi. 3apeunas, 1. 105.
Bmopuunas (nompebumensckas) ynakoska:
MockoBckast 0011, r.o. llénkoo, . l1{€nkoBo, yi. 3apeunas, 1. 105.
Buinyckarowuii KOHmponb kavecmea:
MockoBckas 001, T.o. ll{&nkoBo, . I1{€nkoBo, yi1. 3apeunas, crp. 1055, k. 11.
Ten.: +7 (495) 797-99-54
www.canonpharma.ru
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