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r dlngnortlcrrea pl trrtr,rlontul,
t ol rooomendtrrllor mturllzrtc

uo, dar gra,vo, unsorl cu rkc vital sau cazrui do cotoaci{dozE dlabetlc[ cu
fodl..:.for! rc.pofiaro la paclongi ou dlabot zahualr do tlp 2 aflafl tn
ou lnhlbltod soLT2, hr.uu numlr do art&r dc cazr*,r rrbloul olrnio al

czol dlabctlcc a fost atlpio, Incluand doar o orcqtcra morilorat! a glioomlcl,
pr.zontrrc rtipio[ e ootoscldozol dhbotioo la prclcnlll cu diabct zahqrat
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Comunlcere dlrrct! ctrtro proforlonlgtll dln domsniul rlnltltlt
Itr.[tc! rocomrndlrllor prlvlnd rkcul dc lpnrlflo r. Gotoneldozol
po prrcurrul trsttmontulul cu lnhlbltorl ni ro-irn,,nrportonilul 2 dsrodlualucoz! (ornrgllllozlnl dlpogltflozln pt,umprrptfitoztn)

(ouregllfl ozln), Vokonarnot (canagliflozin/rnotfq lmh), Forxigo
Xgduo (dapaglifl ozln/morformln), Jardlanco tiipagf f nozfnl

Syqlerdy (cmpagllfl ozln/modonntrr)

proforlonlsr dh dorrcniul rlnltl1ii,

y:Td ou Agonlla Europcant a Modlcomontuh,rl @ruopoan Mcdlolnos

Tt)j. T Agonglr Nrllonal[ a Modicanonrrlui trit a Dkpoattlvolor
(ANMD!vf), companlilo Janrron Citrg Xnrsmatlontt,i{,v.. Art uZonur.

Ingolholrn Irrtomrtlonal OmbH dorcgc s[ vli lnformazc arupro
rccomandld prlvlnd rhcul do apariflc a ootorcrdozai rlflabetlco tn trmpur

cu irrhlbltorl al co.Eanrportorulul 2 do lodiu,,lSluoozt (sodlum.
00.t1!otp0rtr0r.2, SGLT2)I canrlllfl ozln, dnpegilflozLr gl cmpagllflozln,
infonnuo cdG tmnsmisl oE umlr€ a nnailzlrfi E,vtlullrii datiloi prlvtna
apulflo a octoacldozcl dhbodoc tn tlmpul tsstumcnr;ului ou tniibltori

do oltro Agonfla Euopoanl a Mcdlcamcnfulul,

do aparlglo I c.to'oldozor drsbotioo tobulo ruat rn congldorero rn
manifcrt&ll rrttot slmptomo n*pcclfioo prcrcum gtoatlo vlrsEtud,
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dureri abdomlnalo, rotc oxcoriv!, diflcultltl llu resplrallo, staro dc

:::':,::::llsnuittr sau somnorcnp, v:oaici,i pr.ffio,r rouuruInformazo pactonflr rn rsrturi-iu';'.#; ;':i ffiffi'Jiffi H:;
*Xu::^t^rl 

,: rocomandi sr rorioito imediat lriirj,f mcdioa]r dacrilil8 acogto tonno gl rlllPtomo,

lll^ltl.l: :*. cst: 
:]lslootsrtr sru cst6 dtagnrr$rcatr coroactdoza

, tretarrcntuI cu lnirlbitort SGLT2 trobulc f":u,r*pif-rrai.t.
tatamontulul ou lnhibltorl SGLT2 ta paclontltl ts car; cctoaoiaozur aplnrt tn tirnpul uatmontulul ,, ,r.*no ,i,aoi,liro, nu or,.
::l"ll9l tn oazul h cuo un alt fcator e*,,,iei*'r fost clar
d tnllturat
rl 

.tobule htorupt la pmicnfll cato sun,t spitrllzall pantnr

:lllylo*. meloo 
111gntmorfrr,,r iili,,orl'i',il gr.ru, Io

a situaSll, ratmonilt 0u tnhtbttorll sor,fz poato i,i;;ilCid,il;
paolantulul a fort atablllzrtl

TXT, tTt:*ntglt..dln domoniul rluurfilr dtn &ozumaqul

o0rotFunzltor,
Ecrl 6 informalllto pentru pacto rr,,1l arrrnffi',

lupllmonttro prlvlnd rlgurrnfr gl rooomrndlrl

soLTz.

r orzruilor do octoecldoztr dlsb0tlal raportet,r, lr paclenfil tratEll ou
SO[T2 au nccosttrr rpitallzaro. penl h prozrlntr li,lulto dtntro .oo*e

ap&ut po puorurul pr[mclor 2 lunl do tatsmant, tn urrrrlo caaul, ou pufln
nt! sau ooncoEilltoat ou i$trlarsa cetoacldozci, pac,l,onfli u, prrroniot

rcldaroa, aportului alLnontrr, rcldoro ln groutate, t,nfcogii, litorvonlii
v&dturl, o sctrdorc r dozol dc lnsulhl oru c0ntrol hoflolont alzdrurt lnt urr nuratrr do orrnui au fort ,"fp*;i,; crogtcri atlploo,

l: {t:rTl.^t ry valori gltcomroo sub I4 mmol/i fzsii o,Varl, h ttnp caila a fort rrportatl lntr"un singur crz. Dc ,ron ino,,,- o, foct rapoilato
cctorcldozl aplruto la sourt tlmp dupl lntr.r.lporo,,, tcttmontulut cu

zl4
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c&0 !! !!661s[ ou aport allmsntu roetrlotlonrrt sau doe]d&etarc

bnrsotr a insuilnci,
nocosrnrlui do inrullnl dla oauza unol afcr:fluni modlcalo aoute,o ohkur3lcatd
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80L ;T:'ffiti[ ffi ;flil*Ietoaoldozot 
dtabsrtco {,,rocrsra cu rnlrrbrtor,

r sunt prca gotrarte. o.^,^,,il11o11o,za-dlabotlctr rPurr atunoi c6nd vnloritorunt prcs gotrarto, cotosouoza at;;ffiil1, ;fi, ;H:lliXil:[f,1i
tr#lTJl:.:'ff fi:T'l 

ae ourcc i lolalo,i,il.il,. 
rr i. o mi or (> i 4

a tlp 2, iar lnE un nrr,,.r, ,^"Il'.:,tti :'s.so nrfor[ ia puolonSi ou dlabctdc tlp 2, iar lnr.un nuinJ t-'*"" 'rrMs cc rolorE ia puolonSi ou diabct
,h;.il;;:;;i;Jlt,::;frllJt:*',,J[:il,,i;,il#;;;

hccportltatmcntulul cu lnhlbltorl SGIT2, tobrulo lritomtficafl gl luafl lntrc fhotorlr onra pot prcdrrpuoo to ooiorot ji; ;.il'h.,orr rncrud r

rozcrv! &[zJt[ dc colulo bota funcllondc (de, ox. rracicnfi cu diabetharat do tip 2 cu nivel sotrzut a.p.etrub,io'ori.u,"i*,lrn 
r"rent! lr adullt, rylpfl cu lgtorlo do pcnorosrltA], ' 

' - -'-- F- !y"", ,

otrnollo,
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tlp

[lP robulo utlilzng ou prooau;lo Ir aoogti paotonll ln ptus, paotonglmrfi asupra factorllor dc rlsc prozontni ;.f;;. -'' '
consldombllE dlntro aoo$c oazwl su legtrturil ou r,rtlltzarsa ia afhra

I
or t*apcutloo aprobatc ai anumo utnrzaroe ri paotoilii au drobot mharatPo aoouttr cato sc rcarnlntogto ncdlciloreriiJr6tori'r,* dtabctul zrhuat
I,:jt: o lndloalic aprobul ponru tntriUttorii'lSOl,lt,z, Datstc c]inlccffi;i ;;il;;l-r

raocllllor adwrts suspoclute

sfi
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sts, A

rcec$lc advorss susDocraro sa pot raportr gl oltro rcFrczontrnlt locdtr aor do autorlzrlil do iruncrc po praF,"l. d"ii;:;r-;ll;" montioDatc tn

it^1ry 9t info:matil suplLmantu.o roforltoaro la accasrif oomunlcaro sau lo.

ili:H.tllll:ffi ::li*,.ix3,,11!f.,fi 
,#tsJl,il;,,[l;ll1.ni,#iT;il

dlnlnentrlr .-ri---l.- .- /

lilo comploto do pr*crrcrc, vE rugtrm rr! oorraultatr Roamltur
7::"d::;1l"rlff p1r.modloamontara_ir.ryo&il,,* iiiircrioozrnj,
( gryl Uozk/mo rformtn), pOn XlOf (

(w,mnu),la
lrrr, po.wobrlro.ul EMA lxqrv"us,smp^cffiiiil i ta

rtlml,

AB, BooMngor Ingolholm gl Jumcn-Cilag Intor;r,atlonal N,V
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