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(fonllbuthst d€ sodlu).

Doamn€l/Domnutul pregedtnte _ Djr€ctor G€neral _W(
ln conformltats cu 6dre8s ANDfut nr, ,Orzrr,rr.,r,rlr:,"rlrjuo

c.N,A.s, - cu nr. pl 3/03.01,20,, ;;;:* "Tffi' liili;"',l',ijllAgenlla Nellonatd e M€dlcsmentul ul gl e Dl8poziflvelor Medlcale (ANMcompanta Sw€dlsh Orphan Blovltrum Internq onal AB, pentru lnformaraam€dtcal r€f€rltoare la recomahdErea d€ uflllzare a medlcamgntulul Am

Vd rugam eA luail mdsurl de Informare a furnlzorllor de s€rvloll meoieflgar€a pe paglna €lectronlce a c€s€l de aslgurdrl ds sdndtete, in lqod€cum€htulul ,,Amhonqpr G00 mg s6rnpylmsls gl Ammonsp! 940 mg/g(fgnilbuthal d€ Bodlu); Medlca|nontul Ammonsps trebule uflllzat numal6tunot
sxl8te tratamsnt€ alternallve.,,

AnexAm ln fotocople docum€ntul r€speotiv,
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profcsionigtit ai, a"r""rui rLu,luirr."'-"'
A$ex&n ta accasttr adrcs[ documcnrul menrions.t sntorior.
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lnformaltu u fort'r.*.Jir-n' * Vl
.slnll$i - Direclia Farmaceutt"x ii prrp*rtrr"'-ii,i"i"r"ii"..'.c"i
Medlcltor din RomAnia ei Colcgtului F;r*""i;iiillin R;;-d;i;:' 
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Dr. Vlad-A

, / cAsaNATroNAr,AonesrcunintDE,SANArATE

'4r''% t ,/ Vtr aducem la cunogdnll mAsurile tntreprinso de Agenlia Nalio,'r' Y:*::p:ll_H-{,1 .oripoliti"uioi lriai.ir""<iin,iiivl qi *u
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Decenb 6

Amrnonapo 500 mg co-mprl|nrts Fl-Amhonrp3 940 mg/g granulo
(fcnIburlrst dc sodlu)l

MGdlcqmcntul Ammonape trebuic utinzatnumat stunci cAnd nu oxle$ ;rrtarn;iuir-i.-J""uo"

Srimale profesionisr din domeniul sln6rAili.

P:,":*i"" acord.ou Agonlla EuropeanA a Medlcareen lui (EMA) tl cu /Nallonald a Medlcamontului sl i I()rnhon Riarrir-,* ?-"^_-.!--- j, . _Jrspozltlvelor Modicale, compania SOrphan Biovitrum Inr.*utionii ii;f 
v*$-!!^v' rYrssrs4rs' comPanla $w

urmatoarolo: , (soDt) dor69te s6 v!, lnformoze cu priv

' * 1::fiT-*::j1c1i1 l mcjrgaTcntulut Ammonaps (fcnilbutirar de
H"f,',,11":l*:,i_:,1,f ":d91i9r*r"ililil,il1'p,,;':,,1,.?,["'flb:iI'.,*"):.:*'*-ojlir"."[4''jff;;r;;-dffi r:ff "u]'*"i,f

, ;:::,:l-Y:.P:.:t: romcdicrca dcrrclcnlolor,
Prevcntiv, in timpul iimplcmontEril mEsurilor, mcdicamontul Amrho
5;i3l,,:Tff J:J:1111_"2 ";d" ;i;liil,i1ililff""ft:":[fllj
"ri1i-^'- -t-- -. J - -- -:'-:'*:'qL rrqlri stutlql CAnd nUs*,..c Ene mesloamente care conlin fonllbutlrer de sodiu ,o" t ift-litiglloerine.. P€ltru pacicnfii orr sond[ nazogashic[ ssu ctl gastrostom!, Ammr
flT:l'g3:y. ft utilizat In co inuare drc6 un mcdlcamem ahomarlv peao ronlloutirat nu oste considerat s6ecvat,

Infomralii supllmcntare rcfcA
rccomandd ls rcsDeclive _ lloare Ia ptoblama de si/tutsnfd

1:11li.1T1TYiL.Tiil3I1Yl,i:,i'T{'.:,a dofl srEnrcror pdvrnd prootroa do robriconst.tqt. lo unltotca Pharnacouti., r"ffirJ#"iillti::i,il,'l ri.1itfi",X. 
ft:aonramlnryo lncruciiattr lDtlc madicrm

*:*::t*-*"tl4i;,ili;:.;H,;ffi'111i,f;l]"" 
rh c8drur acor€rssi u"jr{ri

Rocomud&ilo su'r cu drtu ;;r;;;;- "'"'.""
priviro rr o anumitf, rcaor;;;H;",iiliil,rl$1"T,.oj:,:ll.t# rosr id€nrincota do

Agchlis Nalion8ltr a Mcdlcamentulul sl a
.\rnmonops (sranule tl comFrthEr.) ;r,.91'n1:i::19: 

Medicrlo coneldcrl cd mcdlcam
moai.amimii.rt"''oti*l;H;:,ff i".t:*"iliTTl;[r#:l,f iXtr#"H*l$,Jl llfi
Informogll suplimcnratc dcaprc rorpacrlv! riBlizl runt dlspohlbllo pe sitc_ul EMA ls
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t atw. Sttr"l. to

e.rfl nllt daJr.mdrar nsobi,com

Cu d6oscbira con6iderallc,

Jsnq PolakovE
Diroctor mrdlcalpcnfiu Europa Ccntral! gi dc Est


