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JILICTOBKA: IIHIDOPMAIU{fl 3A IIOTPEEI4TEJII.

EHAII lr25mgll ml unxcexqrronerr pa3TBop
eHaJra[p[JraT

ENAP@ L25 mll ml solution for injection
Enalaprilat

rrpouerete BHIrMareJrHo llq.lrara JrrrcroBra flpeArr Aa 3a[otrnere Aa nprreMare roBa nepapcrBo.
- 3aua:ere ra3u JrHcroBKa. Moxe Aa ce Ha.Jrox(E Aa fl, npoqerere orHoBo.

Arco uivrare HIKaKBI,I AorIbJrHI,neJIHI{ Bbnpocu, nonurafire Batnug,JreKap nru Saprvraqerr.
Toea lexapcrBo e rIpeArII,IcaHo JIH.IHo sa Bac. He ro npeorcftnsafiTe Ha Apyrl,t xopa. To uoxe
Aa I{M HaBpeAu, He3aBI,tcLIMo or roBa, qe rexHHTe oHMtIToMH ca cbrul{Te rcaro Barunre.
AKo H-flxos or HexeJIaHHTe JreKapcrBeHH peaKrrua craHe ceppro3Ha, ruru ga6erexnTe Apyrt,t,
HeonllcaHv B TUt3Lr Jrr,tCTOBKa He)r(eJraHH peaKrlnu, MoJr{ yBeAoMeTE

Qapuaqenr. ;ailffirnt'lryHuun no ry TA
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l. Karcro [peAcraBJl{ra Enan I,IH)KeKuHoHen pa:ribp h 3a KaKBo ce [3rroJr3Ba /

. . . . . . , , . I . , . . , '
l. KaKBo [peAcraBJI{Ba HHa[ r,rH)KeKuHoHen pa:rfop r{ 3a KaKBo ce [3rroJr3Ba /
2. flpegu Aa n3roJl3Bare Enan nnx<ex 
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3. KanAaH3norr3BareE'annHxexqrl;ffi:lT#g'fgl
4. BrsMoxHr,rHex(eJraH[peaKr{Htr
5. Kax 4a cbxpansBare Enan rrH)KeKqr,roHeH pa3TBop
6. ,{onurHmelHa r,ruQopnraqu-e

I. KAKBO NPE.{CTABJIflBA EHATI I{ 3A KAKBO CE I43IIOJI3BA

Enan e JleKapcrBo 3a rIoHlDKaBaHe Ha aprepr,r:urHoro Huurf,raHe (anruxuuepreH3r,rBHo nerapcrno). Toft
npuHa4lexc,I KbM fpyrlara Ha unxn6nropr{Te Ha aHr[oreH3prH-KoHBepr]rpaq[rf, eHgtlrr,r. Tosa
neKapcrBo noATI.IcKa aKTHBHocr:ra Ha aHruoreH3l,rH-KoHBepr[paq[r eH3HM. flo rpenae Ha JrerreHr,re c
EHan, KpbBoHocHlrre cbAoBe ce pa3lrluptBar, Koero BoAr,r Ao rroHH)KaBaHe Ha aprepr{anHoro HturrraHe
lI yBeJllqeHue Ha npI4ToKa Ha KpbB r.r KHCnopoA KbM CbpAeqHHJr MycKyn H Apyr]rre opraHr,r.

EHan uHxeKIrI{oHeH pa3TBop e [peAH:BHatreH 3a JreqeHne Ha rroB[IxeHo aprepnaJrHo HalJrrraHe
(aprepr,ra.nna xuneproHur), xoraro neqeHr,re npes ycrara He e Bb3Mox(Ho.

2. IPEAI{ AA IIPI{EMETE EHAII

He nrno;rrnafire Enan
- aKo cre areprHqHn (ceprxvyBcrBHTeJrHn) xru eHaJranpr,rJr, eHzlJranpnJrar HJrn KbM HrKoe or

rroMorrIHHTe BeurecrBa na EHan.
aKo cre cBpbxt{yBcrB}ITeJIH}I xru nHxra6vropu Ha aHruoreH3r,rH-KoHBeprnpaqut eH3HM,
aKo HtKora cTe ItMarIu peaKrlH.f, Ha cBpbxrryBcTBr{TeJrHocr c BHe3anHo rroAyBaHe Ha ycTHtITe H
JIHUeTO, IMflTA, eBeHTy{UIHO pbrleTe r.r KpaKaTa r,rJrH aKo cTe rroJryqaBaJrn 3aAJD( r4nr,r
nperpaKBaHe (anruoe4ervr) cae4 ynorpe6a Ha ApyrH ACE nsxa6r,rropu,
aKo LIMaTe HaCJIeACTBeH aHrr,roeAeM vlrr4 HrKora cTe r,rMaJru aHrr,roeAeM oT Apym Her,BBecTHa
npHqrrHa,
aKo cre 6peuenna,
aKo KbpMr,ne.
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O6rpnere cneqrraJrHo BHnMaHrre flprr yrrorpe6ara na Enan
flpegr,r Haqtuloro Ha JreqeHr,rero c EHan, Konere Ha JIeKyBarqHf, cn JreKap, aKo ce
JIeKyBare za gua6er, ga6orssannr' Ha qepHl{t apo6, 6r6perlnTe, cbpqero r,r cbAoBara cr4creMa,
KocTHI4q Mo3bK, cBeAuHHTeJrHaTa TbKaH, I'IMyHHaTa cI'IcTeMa I4[Ir ilIeprl4t.
Aro cre Ha Anera, oco6eHo Ha Anera c Hr.rcKo cbAbplr(aHlle Ha coJr.
Cleg ntpnara Ao3a Ha JleKapcrBoro r.lJrn Aopr,r HrKonKo qaca cJreA ToBa rrpu naugeHTr,r c
x[neproH]rt n cbpAeqHa HeAocrarbqHocr Moxe Aa Bb3HlrKHe npeKoMepHo rroHPDKeHUe Ha
aprepl'IirJlHoro HaJIsraHe (xunoroHut). Tx o6nxnoseHo ce nporBrBa c faAeHe, ycKopeHa
clpAeqHa 4efinoct, gaMafisaHe I{ npunaAaHe. Aro ce lotBr{ xurroroHlrr, JlerHere Ha Hr.IcKa
B:b3rjIaBHI'lqa H n3BHKafire lercap. Xnnoronltsra H TexKvre fi nocJreAcrBr,rr ca peAKlr n
npexoAHl'i. flpexoguara xrrroroHltf, He e npeqKa 3a npoAbJrxaBaHe Ha JreqeHuero c roBa
JleKapcrBo. CleA xunoroHvlrTa, gfie o6mHoBeHo rqe rroHecere ao6pe cJreABarrlr,rre 4osra. flpu
notBa Ha noBTopHH crryv'ar Ha xunoroHr4r, npr,rApyx(eHa or 6olecrHu cr.rMrrroMr,r (nanp.
far{eHe, ycKopeHa cbpAeqHa 4eftuocr H IIpI,rIIaAaHe), rpr6ra Aa ce KoHcyJrrupare c JreKyBarrIHt
cx JreKap.
Arco no BpeMe Ha JIeqeHI,Ie c Enan ce rrorBu 3auafinaHe, npprnaAbK ntmzaryla Ha cb3HaHue flpu
IErIpaBfHe or JlerHano I4IIH ceAHa.JIo noJro)r(eHl,te, KoHcyJrrripafire ce c neKyBarrlut cr{ neKap.
llpenoptura ce Aa ce I,BnpaBrre BHHaTH 6arno, oco6euo aKo cre B crapqecKa Bb3pacr.
Ilpe4u eBeHTytuIHa xupypf[qecKa onepaqur, yBeAoMere JreKapr, qe ce neKyBare c Enan,
3aluoro cbIIIecrByBa noBI,IUreH pr,rcK or xnnoroHur rro BpeMe na o6uqara aHecre3afl.
Atco tttrlare [poAbJDIureJIHa rexcKa ruapns,, aKo rroBpbrrlare vuruce l{3florsBare cr4JrHo no
BpeMe Ha JIer{eHLIe c EHan, KoHcynrzpaftre ce c JreKyBarrlrit clr JreKap, 3arrloro aary6ara na
MHOIO TeqHOCTH MO)r(e Aa AOBeAe AO XXrrOTOHltr.
flpeg[ eBeHTyaJIHo JreqeHne c xeMoAr{anasav]ru HrKaKBa Apyra nporreAypa 3a oq[crBaHe Ha
KpbBTa (a$epesa) n JIeqeHHe Ha cBpcxqyBcrBlrreJrHocr KbM orpoBara Ha ocl HJrr nqeJrlr
(4eceHcn6ruruzatlun), yBeAoMere JreKyBarqur cu JreKap, qe [pueMare Enan, 3arrloro
cbrrlecrByBa rroBl,t[reH pHcK or He)KeJraH[ peaKrrH]I Ha cBpbxrryBcrBHTeJrHocr.

Ilpneu Ha Apyrrr nerapcrBa
Mols rEHQopr'rnpaftre BaIlur JreKap nnr,r QapuaqeBT, aKo rrpfieMare rdJrlr HacKopo cre npHeMaJrH
Apyru JleKapcrBa, BKJrroqHTeJrHo H TaKHBa, Kolrro ce ornycKar 6ee peqenra.

Tpr6ra HerIpeMeHHo Aa KoKere Ha neKyBarrluc crd reKap, aKo B3eMare cJreAHHTe neKapcrBa:
- Apyr[ JreKapcTBa 3a JreqeHne Ha rroB[[reHo apTepr,r:urHo HuulrraHe,
- JIeKapcTBa 3a JlerreHue Ha cbpAeqHa HeAocTaTbqHocT,
- neKapcTBa 3a yBenHqeHHe Ha oTAeJrrHeTO Ha ypHHa,
- KarrHeBH ta6lerrn.
- JreKapcrBa sa 6orrca B craBprre, BxJrroqr,rreJrHo u aclprpnH,
- neKapcrBa 3a JreqeHr,re Ha ncuxt,lquu za6oltzauut,
- JIeKapcTBA3 s3Br4 Ha CTOMaTXHO-r{peBHr,rr lpaKT,
- JreKapcrBa 3a JIeqeHlIe Ha xpoHur{en 6ponxur I4nI,r acrMa.

E4nonpeueHHara yuorpe6a na EHan H HrKon JreKapcrBa 3a JreqeHue Ha ropHr,rre ea6orssaHr,rfl Mo)rce
Aa orcla6n Aeficrsnero Ha re3lr JreKapcrBa ulrvr Aa3acvlJtu HexeJraHr,rre nu e$ertn, Aa noBJlnre
eQexra na EHan wtn AayBeJrxq[ pucKa or BJrorrraBaHe na 6r6peqHara Syunqua.
He ynorpe6csafiTe JleKapcrBa 6ea peqenra, 6ea 4a ce KoHcyJrrrrpare c JreKyBar{r4r crr JreKap. Toea ce
orHact [peAHMHo 3a JleKapcrBa 3a rlpocry4a, o6.rercvaBaHe Ha 6o.nra, 3aMecrrdreJru Ha corrra vr]tvr
rcarafi -cr4tp)Kaulu JreKapcrBa.

Illnomsanero Ha Enan c xpaHrr rl Ha[urKrr
flo apenae Ha reileHne c Enan HH)KeKrrlroHeH pa3TBop lr eAHoBpeMeHHoro npueMaHe Ha aJrKoxoJr,
Moxe Aa ce rtoJryql{ BI,IeHe Ha cBsr. 3arosa rpr6aa Aa ug6srsare Aa rr[ere aJrKoxoJr.

Epeuennocr rr KbpMeHe
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KoHcynrupafire ce c neKyBalq[t clt JIeKap ruu QapuaqeBT rrpeAr{ Aa B3eMere HrKaKBo neKapcrBo.

Jlerapcrroro npeMHHaBa np€ nnaueHTara r{ ce orAeJrr B KbpMara. To ne tpx6na Aa ce 11pt,tnara npn
6penaenun xrelru (oco6eHo npe3 Broporo r,r rperoro rpuMeceqne Ha 6peuenHocrra) 14 npvKbpMaqKg.

IlloQnpane u pa6ora c MarrrnHrr
Hrn'ra npoyrBaHvlr- sa e$errure Bbpxy cnoco6Hocrra sa uro$upane u pa6ora c MarrrrrHr{.
He ce npenopbqBa 4a ce uroQupaunv pa6orn c MarxnHr4 AoKaro He pas6epere KaK Br,r srnse EHan
HTDKeKqHOHeH pa3rBop.

Bancna nnQopmaqufl ornocHo HflKorr or cbcraBnnre na Enan
Enan cr4tpxa 6enguron aJIKoxoJr. He rpr6na Aa ce AaBa Ha HeAoHoceHn 6e6era HJrx HoBopoAeHr,r.
Tofi uoxe Aa npeAI,I3BI,IKa roKcrIrIHH peaKrlhl4 n aJreprrdqHu peaKrrr,ru npu 6e6era u Aeqa Ao 3-
roAr.rmHa Bb3pacT.
Tosz rexapcrBeH rpoAyKr cBAbp)I(a no-MEUrKo or I mmol uarpnft (23 mg) Ha Ao3a, T.e. cbAr,pxa
npeHe6pexruMo MaJrKo KoJrr{qecrBo uarpuit.

3. KAK ItA I,I3TIOJI3BATE EHAII

Busaru aenorssafiTe Enan roqno rcarro Bu e Ka3aJr Baruusr neKap. Axo se cre cr,rrypHn B Her{o,
nonuraftre Baurvs JreKap nna Qapnaaqerr.

Jlexapm rqe o[peAenu Tor{Hara Ao3a }r npoAbJrxureJrHocrra Ha JreqeHr,re.

O6u'aairHara Ao3a e 1 aurryla (1,25 mg) lper 6 uaca.

Jleqenuero o6nxHoseHo [poAbJDKaBa 48 \aca. flo-sararrurHoro JreqeHr,re rqe ce Ha3Haqr.r or
JreKyBarq[r Br{ neKap.

Axo nnaa're qyBcrBoro, ve e$exrrr Ha JreKapcrBoro e MHoro cllneH HJIH TBbpAe cla6, rrolx
KoHcynrnpaftre ce c JreKyBarrIHr crr JreKap r,un c SapuarreBT.

Ilpruroxerue rprr Aerla
EQunacnocrra a 6esonacHocrra Ha JreKapcrBoro rrpu Aerla He ca ycraHoBeHn, TaKa ve ne rpr6na 4a
ce AaBa Ha Aeqa.

Ano cre rro.lryqrlnrl rroBeqe or neodxoA[Mara 4ora Enan
Hafi-qecrpne [pIr3HaIIH Ha [peAo3r,rpaHe ca ra4eHe, ycKopeH nyrc, sanaafiBaHe H npr,rrraAaHe nopagu
npeKoMepHo noHu)KeHI,Ie Ha apreplrirJrHoro H:rJrrraHe (xuuorouur). B raKbB cnyraft JrerHere Ha HHcKa
Bb3ruIaBHlIIa r,r HerrpeMeHHo H3BHKafire lercap.

flpu noma Ha rIpH3HaIrH Ha npeAo3r{paHe atv fipv noAo3peHne, qe roJryqaBare no-roJrrMa ,qo3a or
npeAnucHara, o6csgere roBa c JreKyBarrlrlr cH JreKap.

Axo ne noly.rnre Enap
Aro ruucnrare, qe He ca noJryqr,rJrn onpeAeneHara Ao3a BbB BpeMero, llHsoprrlnpafire BauruLs JreKap.
Arco nnrare H{KaKBH AonbJIHItreJrHr,r Bbrrpocu, cBbp3aHn c ynorpe6ara Ha ro3r,r npoAyKT, nonuraftre
Baurnq JreKap uln Sapuaqear.

4. Bb3MOXHI{ IIE}I$JIAIIU PEAKIIETI

Kaxro BcrdrrKn lerapcraa, Enan
nOIYrIaBa.

MOX(e Aa npeAn3BuKa He)r(eJraHH peaKqHn, BtnpeKH qe He BCeKLI rU
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Hexcelanure ca ruracHQr,rIIHpaHH B CJTeAHHTe rpynH no pela Ha
Mnoro qecrrl 3acrar rroBeqe or I Ha 10 norpe6arerul
{ecrn 3accrar or I Ao l0 norpe6u.renn na 100
HeqecrN 3accrar or I 4o 10 norpe6nrelpr Ha I 000
PeArcn 3acsrar or I to 10 norpe6nrena Ha l0 000
Mnoro DerKrr 3accrar ro-MrurKo I norDe6uren na 10 000
C ne[snectHa
qecToTa

9ecrora'ra He Moxe Aa ce npeABHArd or HanuqHHTe
.4AHHI,I

TIECTOTATA:

Mnoro qecrrr:
- faaro6orue, cBeroBbpre)r(,
- 3arvrtrJreHo BrDr(AaHe.
- BneHe Ha cBrr.
- KauJrlrqa, -
- Vrr,ropa, cla6ocr.

9ecrn:
- ,{enpecux,
- crpaeqeH apecr HJrH lrHcyJrr, 6onxa B rbpAure, pr{TbMHH Hapy'ueHr,rs,
- 3u"pyaHeHoAu[raHe,
- Bolxu B KopeMa, [poMsHa Ha BKyca.

Heqecrn:
- AHervrnt,
- IIpeKoMepHo HaMaJrrBaHe Ha HnBara Ha KpGBHara 3axap,
- ObbpKBaHe, 6escurne, HapyrxeHur Ha c6Hr, HepBHocr,
- VsrpbrrBaHe,

Pe.qrcn:

3ary6a Ha cB3HaHI,Ie, yceulaHe 3a npecKaqaHe Ha cbprrero vrrvtycKopeHu yAapn Ha cbprrero,
flpenouepno noHH)KeHHe Ha KpbBHoro HuurrraHe (nprl prsxo craeane),
Xpeua, 6olrv B rapJroro, ApesfaB rJrac, acrMa,
tlpenna HerlpoxoAllMocr, rloBpbtqaHe, Bb3n,uIeHHe Ha naHKpeaca, Aucnencnr, 3aneK, zary6a
Ha aneTHT, pa3cTpoeH CTOMaX, C)rxOTa B yCTaTa, fl3Ba Ha CTOMaXa VIV HA
ABaHaAeCeTOnpbcTHr,rKa,
I4gnorcsaHe, crp6ex, o6pua, KocorraA,
Hapyuena 6r6peuHa SyHxqr,r-a, eKcKpequrra Ha nporer4Hn B ypuHara,
Hecnoco6nocr 3a nonyqaBaHe r,rnn noAAbp)(aHe Ha epeKrlur.

HanrarqeaHe ua 6poa Ha neyrpoQr4xrvrre (rng 6eru KpbBHr,r uerru), HaMalsBaHe Ha
HI{Bara xenaouo6nna (HocIarel Ha KHcJropoA r rcprrra), HaMaJrrBaHe Ha xeMaroKpr,rr,
HaMruIeH 6pofi Ha rpou6oqmure, [peKoMepHo HaM{rJrrBaHe Ha 6por na rug 6eruE KpbBHr,r
KJIerKll (arpanynoqnrora), HaMUIsBaHe Ha o6pasynaHero Ha KpbBHH KJrerKa B Kocrgr,rt
Mo3bK, HaManeH 6pofi na BcuqKr.r KpbBHlr KJrerKH,
A6nopnaeHn cbHr.rqa,
fa4ene, Anapvr., t3BH B ycrara, Bb3naJrenue Ha e3[Ka,
Brgnaleuue Ha HocHara JrHraBHrIa, r,rn<[rurrpauutua1envre 4po6one, aneprnqHa
NHEBMOHII'.

9epHo4po6na HeAocrar:blrHocr, Bb3naneHue Ha qepHr,rs Apo6, xr.ureHurla,
PasruqHr,r o6putu no Kox(ara u / ustuJrr,rraBxqrdre,
HanrarssaHe Ha orAeJrrHero Ha ypr{Hara, 6r6pevna HeAocrarbqnocr,
MycxyrHra c[zl3Mlr.
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Mnoro peAKrr:
- 3aqepBrBaHe, rrryM B yrrrrlTe r4JrH 3BbHeHe B yrlrr,rre,
- PeaKIrI4t Ha cBpbxtryBcrBr4TeJrHocr c BHe3a[Ho [oAyBaHe Ha ycrHr,rre rr Jruuero, [rvrsra,

eBeHTyaJrHo Ha ptrleTe r,r KpaKaTa ','.Jm3a.4ylJJaBaHe H,qpe3raB rurac.

Hex<elasure peaKIIHI,I, Kol,tro Morar Aa 6sqar orKpurn nprn na6oparopHnre recroBe Morar Aa
BKJIIOqBAT:

- 9ecrr,I: yBeJr[qaBaHe Ha HHBara Ha xalnfi B KpbBHara rtnul3Ma,
- Heqecrlr: HaManeHH ruruBMeHs Hr{Ba Ha uarpuit,
- PeAKLI: noBl,I[enu croftHocrn Ha vepno4po6Hrrre eH3r.rMH, noB]rrrraBaHe Ha HnBara Ha

cepyMHI,Ls 6wstupy6uu (xrruen rrHrMeHT, cepyMHHTe HnBa Ha yperra r.{ cepyMHuc
KpeaTI{HLIH.

I4rvra cro6rqeHut 3a cJreAHlrr KoMnJreKc or clrMnroMa: TpecKa, 6oma B craBr{Te u / ustu MycKyJrr,rre,
pa3rlrrlHl,r Bl3nuureHl,tfl *r na6oparopHn pe3yirrarr,r, norBbpr(AaBarrrrl HaJrxquero Ha Bb3rrtureHre.

Axo nsKo.f, or HexeJraHr.rre neKapcrBeHn peaKrlr,ru craHe cepno3Ha, ulu :a6elexr4Te Apyru,
HeorlncaHr,r B Ta3H JrtrcroBKa, Monfl yBeAonere Baurrq JreKap r.nr,r Qapuaqerr

s. KAK AA CbXPAHflBATE EHArr

Crxpaxmafire Ha Mscro, HeAocrb[Ho 3a Aeqa.

He Hgnorssaftre Esan cJIeA cpoKa Ha roAHocr or6enrgas Bbpxy KaproHeHara orraKoBKa.
Cporrr Ha roAHocr orfoBaps Ha nocJreAHus. Aer' or nocorreHlrr Meceq.

,{a ce crxpaH-flna noA 30oC.

Jlexapcraara ue rpr6ea.qa ce H3xBbpnrr B KaHaJrrl3arrr4rrauJrr a rconreftnepa 3a AoMarrrHr,r orrraAbrln.
flonnrafire Baruug Qapuaqenr KaK Aa yHlrrqoltclrre HeHy)r(HHTe Bn rercapcrsa. Tegu MepKpr qe
c[oMotHaT 3a ona3BaHe Ha oKoJrHaTa cpeAa.

6.AOTIbJIHI,ITE JIHA I,IH OOPMAIIIfl

Karcno cr4rpxa Euan
- Arrr{BHoro BerrlecrBo e eHaJrarpu,nar (enalaprilat).
- Apyrure cbcraBKli ca: 6ensuros aJrKoxoJr, HarprieB xJropr,rA, HarprdeB xrrApoKcnA

(8524), BoAa 3a HH)KeKrItrH.

Kax n:rurexAa Enan rr KaKBo cbAbprr€ onaKoBnara
lLu<erquouHr,rrr pa3TBop e 6lrcnp u 6eeqreren.
EHan ce npeAJrara B Kyrr,ru c 5 aunyln or 1 ml nlDKeKrIr,roHeH piBTBop.

IlnQopuaurn 3a rrpeArrrcBane
Cauo no neKapcKo rIpeA[I,IcaHHe n Aa ce H3rroJr3Ba s o6uecrBeHn 3ApaBHH HHcrHryunH r4JrH or
rcaanuQuqupaH MeAr,rrIHHcKu nepcoHrrJr.

[pnrexareJr Ha pa3perrrenlero ra ynorpe6a lr nporr3Bo,q[TeJr

KRKA, d.d., Novo mesto, SmarjeSka cesta 6, 8501 Novo mesto, CroseHns

.{ara na [ocrreAno oqo6penne rra JrrrcroBKara
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