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Infliximab (Inflectra) - Ynorpe6a Ha,I(rrBrr BaKuHrrH xaj AoeHuuma H3Jroxerun in utero HJru Bo
TeK HA Aoerse

flouurynauu 3ApaBcrBeI{ u pa6oruuqn,

I]apco llxapr'a IOOEn kltl.maeu KaKo HoclzreJr Ha o4o6peuuero 3a craBarre Ha JreK Bo npoMer
Ha JIeKor Inflectra, no copa6orKa co Enponcxara areuquja 3a JreKoBr.r (EMA) u Areuqujara
3A JICKOB}I I4 MEAIIIIHHCKII CPEACTNA (MAIIMEI), BC NrI$OPNAUPAAT 3A CJIEAHOTO:

PesHN{e

o llnQlurccuma6 ja nouuuyBa TIJIaIIeHTLTL tr e orKprren Bo cepyMor Ha AoeHrr[rbara Ao
!! ueceqn uo pafamero. [o ercnoruqujara Bo Marrcara ua najxara, AoeHqrrrbara Morr(e

Aa 6uilar lr3Jroxeurr Ha 3roJreMeH prr3rrm o4 nuQexquja, nrlyurrreJruo rr ceprro3ua
Ar{ceMrrHrrpana uuQercqrja Koja Mo}r(e Aa 6uge Qara;rna.

o Xunu BaKIITTHH (na np. BCG narcquua) He rpe6a Aa ce AaBaar Ha AoeHrr[rbara rro
Ir3Jroxenocr Bo MarKara Ha rrajrcara Ha unQ.nnrccnma6 12 nreceqn no pafarrero.

o {onolry rrocrolr jacua KJrIrHrrqKa Koprrcr 3a [oeAunerrHo HoBopoAegrre,
aAMlrHHcrpaqujara Ha ,I(IrBa BaKIIITHa Molr(e Aa ce 3eMe npeABrrA rropauo, a6o He ce
AereKTlrpaar cepyMcrlr HIrBoa Ha uuQ;runcurvrad Kaj HoBopoAeHrrero rrJrrr aKo
aAMlrHlrcrpaqujara Ha unrf;rurccuua6 6ura orpaHrrqeHa Bo rrpBrror rpnMecrap oA
6perueuocra.

noerrurra rgfloxeun ,a HH&rnrcclrma6 co noerbe co Maiqrro *Jrer(o
o lluQ.nurccurua6 6ul gerenrupaH Bo Hrrcnrr HHBoa no uajuuuoro MJreKo. [IuQlur<cnua6

6ru gerercr[paH, Ircro raKa, Bo AoeHqrrrra flocJre rrgJro]r(yBarbe ua nuQ.nnrcunra6 co
Aoerbero co uajvuuo MJreKo.

o Ar*ruuncrpaquja Ha xlrBa BaKTIHHa Ha AoeHrre AoAeKa nrajrcara [prrMa uuQ.nnrccuua6
He ce flpeloparryBa ocBeH ano cepyMcrrrre HrrBoa na unQ.ruxcuua6 naj goeHuero He ce
AeTeKTrrpaaT.

Ocaoaa 3a 3oepuilceHocm 3a fiesdedHocma

I4u$r,urcculr.a6 e xLrMepLItrKo LloBeqKo-rJryBrrer,[Ko Gl (IgGl) MoHoKJroHaJrHo aHTureJro Koe
cuequSzvuo ce Bp3yBa 3a xyMaHIEor TNFa,. Bo Enpoucxa YHraja, r,rHAHrIHpaH e 3a rperMaH Ha
peBMaroHAeH aprpHTl4c, Kponona 6olecr (nospacHn z 4eqa), yJrrlepo3eH KoJrlrrlrc (noopacuu u 4eqa),
aHKr{Jro3eH cloAr,rJrrrruc, ncopuj arur{eH aprpuTrac u ncopuj asa.

HuSnarccaua6 ja nour,ruyBa nJ'rarleHTara v 6al leremapaH Bo ce
aHSrnrcarraa6 so N4arxara go 12 MeceLIu no paiau,ero (Julsgaard et
Aa 6uqar H3Jro)r(eHU Ha 3roJreMeH pH3HK o4 uHrfercquja, n

rzuSercqaja xoja voxre Ea 6uAe $ara,rua. Oaa nx,ryuyna
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(BCG) un$ejuzja roja e npzjareua ro aAMaHrzcrpaquja ua BCG
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3aroa ce [peflopar{yBa ila ae r{eKa repuol ol 12 Mecer-IH, novHyrajftn o4 pafamero, [peA Aa ce

a1MklHucrpzlpaar )r(HBH BaKrrHr-rH r{a AoeHqHrba Kor4 6Hne H3,rIo)r(eHI,r Ha HH$II,IKouMa6 in utero, Arco

rlocrou jacna xlaHuqKa KopHcr 3a noeAaHer{Ho AoeHqe, aAMraHHcrpar\tajara Ha }r(hBa BaKur{Ha Mo)r(e

Aa ce pa3rneAa [opaHo, aKo rre c eAereKTupaar cepyMcKu HHBoa Ha uH$larccuva6 vilH aKo

a[Mrtncrpaqnjara Ha uHrflurcuval 6ma orpaHaqeHa Bo npBHor rpaMecrap o4 6peiraeuocra) rcora

rpauc$epor Ha IgG rpeKy flJrarreHrara ce cMera sa uauurualeH).

AAlruHucrpaq[ia na xrlerl saxuHHH Ha AoeH.rHH,a ug,'roxeHu ua HHdJHxcllNra6 upexy
maiquuoro ulerco

Orpauuueutlre noAaroua o4 o6jaeerrara nuTeparypa roKax(yBaar AeKa aucplurccnlra6 6ust orKpHeH

BO HHCKH HHBOa rO UajuHHOTO MileKO BO KOHUeT{T?A:]]1.LL lO 5%o OA CepyMCKOTO HHBO Ha Vajrcara
(Fritzsche et al, 2012).

Zn$lnrccuua6, ucro raxa, 6ur orKpueH Bo cepyMor Ha AoeHqrzlra rro H3Jror(yBame Ha rzutllarccuua6
npeKy uajunuoro MJIeI(o. Ce ouercyna cHcreMcKara H3Jro)KeHocr Ha AoeHr{arLara La 6aAe HHcKa

1wpjkw uutfrnrcuua6 eo rorer\aa Mepa ce pa3rpaAyBa Bo racrpor4HTecruHrurHHor rpaKT.

A4nauuacrpaqujara Ha )I(HBLI BaKrrHHa Ha AoeHqe rora uajxara rrpuMa uu(ulrrccuva6 He ce

flpenopaqyBa ocBeH aKo He ce AereKTr.rpaar cepyMcKH HaBoa Ha uur[lurccurraa6 r<aj .qoeHqurbara.

IfnQopmaquja ea Jrexor

36upuuor useeuraj sa oco6aHr.rre Ha JreKor (SmPC) uH$rurcnva6, 6poruypuTe 3a narlueHrrr H

KapTHqKara 3a [oTceTyBarbe Ha [aqueHToT ce Dr(ypr4paaT 3a Aa fH oApa3aT TeKoBHHTe flpeilopaKH 3a

aarcqnuaqrzja co )I(HBH BaKIIHHH Ha AoeHqHBa rro a3Jro)r(yBarLe Bo MarKara ua nrajxara HJrH Bo reK Ha

Aoerl'ero. Ha naqueHruTe rperllpaHa co uu(uarccnnaa6 rpe6aAa HM ce AaAe y[arcrBoro:a ynorpe6a
Ir KapTHqKa 3a rIoTceTyBaH,e Ha nalIHeHToT. Xesure rpeTHpaHH co au$lurccur'ta6 rpe6a Aa ce
eAyr\vpaur 3a Ba)I(Hocra Aa pa3roBapaar 3a (x<r,rnr.r) BaKTTHHH co Jrerapr.rre Ha r{HBHHTe AoeHqrr}La,

AoKoilKy aa6peueuar utu uz6epar ga 4ojar AoAeKa Kopacrar rau(llurcaua6.

floelar ra npuiaavsa]be Ha uecanauu Dearu[H

34pancraeHare pa6orHarla rpe6a ga ro npnianar cexoj coMHe)r( 3a HecaKaHlr peaKuHH floBpsaHn co
ynorpe6ara Ha JIeKor Inflectra (inflixirnab) 4o: HaqaoHzurHhor rleHrap sa rfapuarcoBllr-r4raHqa npH
Areuqujara 3a JIeKoBll H MeAHuHHcKH cpeAcrBa (yl. Cn. Kupral n Mero4r,rj 6p. 54 rar 1) r4rlu rro
erIeKrpoHcKH rrar rrpeKy ne6 crpauuq ara l:Jjp;lg"it!1.rc-S|eAyUflil.

Be uolllue nprajanere ro lrMero Ha JreKor H Aer€lJrlrre za cepujara.

,{onolnureJrHo HecaKaHHTe peaKqI{H Ha JreKor Inflectra Moxere Aa t}r
ogo6peunero I{apco flxapu AOOEn Llr,u:a1e:r. Ha oAroBopHoro
Jytujana Cexoacrca, 4ann.$aprr,r,crerr. Ha eMaur: pharmacovigila
234 527 u:ru rere$or/$arcc: 3 222 446.

Co novur,

Jynnj aHa Cexoacrca, 4r,rnl.rlaplr.cneq.
Ogroropua JrHue 3a $apnaaroeraruJraHrra
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