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lhis nacka0e inserl is conlinually trpdaled:
Dlease read calelully belore uslng a new packt

- wilh sworelv imFah0d renal l l lnclion (cnalinine cleafancn belM
l0 mumin) {iisk 0l accumlllalion and incrcrsod risk ol adverse reec-
ttoni: see'also under "Oosag0 ail(l adminislralion") -

- with sp,verelv imoeifcd liver lllnclion (tisk 0l accumuleuon ano In'
;;;;.il;;ii oi iodrso ieactions: sbs also undet "Dosase and
adminislralion").

- iiiiii'iiiiidii"eo 6teeoino lendencv drr0 lo e 0. enlicoaoulant medica-
lion 0r coaoulalion disoldeB (risk 0l mole severe bleedillgs,. uon-
ccrnino blcedino scc also undct "Conlre'ndicalions'.

Ho eiiiriicniiis ivaitable on the use 0l Trcnlal 400 in children'

Adve6o ellecls
Frrriiil,rvir"r'in ttental '100 ls lakcn in hioh doscs. llushes lreddenin0
I'iii'i lliti rnti r scnsation ol hcat)' 0eslroinlnslinal complalnls such
is gisiric pressure. lullness..nalsca. vomilino ot diatrhoea miy lrc-
,ti,eirrri.ociur as niay, occasionally. cardiac ailhylhnlias (eg laclry-
cardia).
Fiiliiiili, reortcning ol rhe skin and urliciria may occasionally devclop
ac mry'in isolatedcases. severc ane0tryleclic/anaphylacloid tcictl0ns

iiconiianieO try, e.0., en0l0nourolic- oedeme. bronchosDasm' .ano
ffiffiil;il;d'.i'fiiatonj laiture (shoek) At thp lilsl slons or an

iiiiririv"ti L'ii"ipi'vtt;ioio inaction lrenlal 400 musl b0 disconlinued
immcdialelv. and a ltryslclan mllsl hc nrlormeo
ililiiiiii. ri;tiiiit'*. t6italion and shnp dislurbanm-s mav occasionallv
iili,iiii tiv,-i" Gotited cases, inllalrepatic cholcslasis and lrans-
aminaso elovalion.
fri'^ri'i]iiiii"l iiiiilttis, a lall in hlnod nressrrre' and - espnciallv in
i'iiii''ik "iirr inireiseo hleedin0 Innrlency - bl6cdings (e q .on tlre skin

5ndioinrrcosae, in fne sl0mach and/0r Inl0slinc) may dovclop' as may
- in isolahd cases - lhrombopcnla
FrJlJJ"cJiiii,riiiiiv*iiiin ii vori norice anv ot ttr0 advnrse cllccts lisled

i'i"iitii i,i.iqii it#lit ir aiv othor unddshcd ol{ects or unexpected

3ll#tt;r, adverse druo cllects (nq. sdcle anaphvlaelic or ane-

;ili;;ti;'iii;;ilil;i iriv" rmoer cdrtain chcrrmslances hccome lire'

itrieirdni,io.-rr is esientiil lhat you Inl0rm a phvsician lmmedialely if

irtl-,Je"n oiiwere remlions occtit and on no iccounl conlinue laking

the druo wilhout a physiclan's exptess gul0ancc'

hleracllonB
iiiii'rini-itessut*'ro*rin0 nllect olantihyn0rtnnsiw agenls (sq /tcE

Iliiiiriiiiiiir li,ii6it'iri,truqs ivith btood'praiiure'low€rins polenlial (e s'
nitrilcs) inav be incrcasCd by lrenlal 400'
iiii. iliil,i-s,ioiitt",ciinq ellect ol Insrrlin or oral entirJiabelics.may bB

ili;ii;i;d"ii'r;t;;il rlsl ol hvposlvcacmlal Thol0l0re' Dalients under

ifii;;iil'tffii;ilita meliriri shiruto be calelullv monilored . ..
iiii"o*ii iiiiltir.", i6itnmitant administralion 0l penfoxllvlline and lheo-

;ffiiiil; ir;v fi;;.istiheophvlline lwels This mev lead lo an. increase
l';'i;' fit;;;ld;iiilit'advlrfe eltecls assoclated with theophvlline'

DostoG and admlnlslnllon
ir-iii'"iiiiil oiiisi;l.it mod€ 0l adminislltion is bascd.on lhe lype

iniiisrcilrri of rne"circulal0ry dis0rdeland on hru thc individual palienl

i"ii.iiiir'lliijo. ioiagc is generaltv based ntr lrrn lollowing qrridolines

ffi"ffi;iffii,i"d bvitra'pnvsiciah in 11r-' "trs wilh individual

rcduircmenls:
i"rrl'."iiiuii liie rs one sroer'coatcd lehtnl i - | 'l 414 'i'n nr lhree limes

ililit"i;l;i;ieil;i;lo-te slattowrt wt,ttc dutirrq' rhorllv atler a

hliii i,iiii iirttiiie"ti;ounts or liquid (apnrgx vf srI ') .. . -,---
iii riirietiii *ittr-ttiLed impahmeni ol renal lunclinn {" rlinrne crear'
li iu"ui,r,ii'iii inrltintl it r;ay be nccessary to reducc l: l'co lo 2 or

t su0aLcoalcd lahl0l daily. The prerise reduction implcmented wil lvary
rlanindino on how lhe n;lient loleralcs lhe druo
ifiiose, riducron. orriircd try individual lolcrance, is necessary In
nrtinnlr witlr scverelv imDaked livnr nlncllon.
liiiiiliiii.i ti'tii n",i-dtartfrJ with low dnses in hvpolensive palienls 0r

ili;;[';#;;;i';,fiii0n is unslablc as well as in Falienls who willd

Bii'ii i,i,iarii,iisli iiom a reduclion in htood pressurc (e g .pilienls
iiirliiiueie doionrrv t'earl diseise ot rele.'anl slcnoses ol blood wssnls

il;iy;;i#;;;;i' ilsuih cases. lhe doso must be increased onlv
graduallt/.

ExDiry dalo
Do nol use laler lhan Ine dale 0l explry

KecD msdlclnos 0[t ol the ]eech ol chlldren'

Prcscntalion
20. 50. and 100 suoaFcoaled lablcls

Ihls ls a medlcamenl
- iiedi.t*dnliii n,ortuct which atlects yourtcallh, and ils cnnsump'

lion conltary lo insltuclions is dangcrous l0l wrr'
- i"ii"ir"i-iiiiriv irte doclor's prescripiion, tha m;ltlod ol rrse and llre

inirnrciiJ"-"i 6t ttit pt'armadist whir sold lhe medicanrcnl '.
- iiili liiioiaito f,e'pharmacist are experls in medicinc' ils bcnclils

and risks.
- b.";;idi' yoursell itrtenupl lhe period ol llcalmcnl plcscribed l0r

ComDosil lon
iic.rr'iuoai enarn,t lahlot with conlrolled release conlains. as aclive
inorcdi€nt, 400 mq penloxitylline.
Iycinienls: l ly(lroxynthylcell l l lose. oolyvidone 25000. lalc. magnmillm
ir"r,rio. 

-iu.ior". '.caila, 
t itaniurir dioxide (E l7l). macroool 6000.

erylhrosine (E l2l).

Pronadica
ii#iii ,ibb i,no'oue. rhc hl00d llow proFerlies by inllucnclnq nalh0l0o'
ierl lv allered red cell del0lmebil i ly. inhihil in0 plalalel aqoregelion. en0
Li,':.'"i'i'i,.l"ii".,l ttl,i"d viscositri. Conscqrr"eriltv. lrental 400 enhances
irin n'rrr'iriue nrierocirculalion in ireas with impaircd blood llow - -.
ih. i,nnnilrnl lerlrrro ol Trcnlal 400 ls lhc conlinllolls rcloesc ol Ine
ii.iiue riroictt'c,tt resutrirr0 in conslanl absorption and lon0lasling blo0d

iillil*r."' ol svmnloms 0f cerebrovasclrlar disolders has been
rlenronslraled allel arJminisltation ol lrcnlal 400
iiiri"ii'i,ii n"iint,e,al arterial occlusive diseases (e p. Inlermjllonl
eliudicalion) icsults in an inclease in walking dislance end rellel ol
noclurnal call ctantps and rest pain.

lndlcalior3
i;"i i" i i" ir i i 'rniar oerlttsiw disnase and arterimnotrs disoldcrs 0l an
aiieiiniiiei"ri.. i,i aituclic nalule (e.g inlermillonl claudicalion ol lesl
.rl"i i^a-rtnnttiC rtisltrhances 10.g. lcg ulcerc and ornglene) .
hnretrral circirlalorv disordcrs (sequclac ol celebral arleiloscler0sls
iiiiii ai r|itr'..irtiie. in ennccnllaiio;, wrtioo, impairment ol memory)'
ischacmic and Posl apopleclic slales.
iiii.rirrrn.-aiirilruanini ol lhe eve or inlernal eel essocialed wilh

;;;;;;id;;i.ri.ipiocesses aird impailed sight or hearing '

Contralndlcatlons
irontal d00 mtrsl nol hc rrsed in palicnls wilh
-ivnnrsensrlrvilv lo Denlorilyllino, olhcr mellrylxanlhines 0r any 0l lne

ciirnienls {sap. undcr 
"Composil ion").

- nrassive blircdino (risk ol incruased blccdiq0), ..
- cxtcnsivo r0linal bleedino (risk of inclcasod Dleedlngl'

Pnonanq end laclelion
rni'irii.inirr exoerience has becn oaincd concernino use in plegnancy
ir,"intorc. trantal 400 should nol bs used durino prconanclr' -
pontoxilvl l ine Dasscs into brcesl milk In minule quanlrl lgs l 'ocause
inirrlficinnl ericriencn has been qrinPd. lhe plrysiclan.must cereluxl
;croh lhe onsiible risks and benellls belore adminislerlng [enlal 4uu

in brcesl-lecdino women.

Socclal warnlngs rnd PrcGtulions
pirii,iirttu naritrtl monilnrino is tequhnd in palienls
li,jiiiiii"l,i. iiiiiiri irrt'vtnriias (riik ot deteiiolalion 0t arrlrylhrnies)'
- wiih mcarrjial inlalction (increase ol p;e-exislino risl 0l carorac

rrrhvthinias and litl in hlood oressutc).
-;ilh'hvnntcnsion (risl ol ftlrthPr blood ptessure reduction: see also

undet 
"'Uosaoe and adminisltalion"),

- Ulnnt ,oprrt lhe same prescriplion wilhoul consullinp your doc'lor

iceo medlcamanl oul 0l rerch 0l childlen
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