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llucmo Ao 3ApaBcrBeHHTe pa6oruuqu Bo Bpcra 3roreMeH pn3r{K ol 6e.nolpo6ua eu6o.nuja u crvrprHocr

Kaj raurenru co peBMaronAen aprpnrnc Korr rpltMaa'r l0 nr Xeljanz (roQauurunu6) qnanaru

AHeBHO BO KJilrHIlqKO HCrrHTyBarbe

flounryaaH n 3ApaBcrBeH H pa6orunqu,

(ounanujara [apco 14urepHaunonaa AOOEJI ao copa6orxa co Arenqujara 3a rreKoBH H MeAHqHHcKH

cpeAcrBa ua MarceAosr,rja (MA,rlMEA), co oBa nHcMo caKa Aa Be r.rn$opnaupa AeKa:

flerume

3r'o,renen p[3rrK o/l 6e.rroqpo6ua em6oruja (PE) rr BKy[Hara cMprHocr ce flplrKaxcaHlr Bo

TeKoBHo KJurHuqKo HcrrHlyBatt,e raj narqueH'r.ll co peBMa'r'ol{AeH aprpnTuc (RA) Koil 3eMaar

l0 mr''roQaquruun6r.llBara'r'n /(ueBrro. HcrparryoaH,ero BKJryqyBa nauueHTlr co peBMarouAeH

aprpr.rrnc nocrapn oA 50 roauulr Kon uMaa'r 6apem yurre eAeH KapAuoBacKyr'IapeH pIr3IrK

Qarrop.

Bo osa KruHllqKo ucrrHTyBarbe, BKy[Hara 3aqecreHocr ua 6e.noApo6ua em6onuja e 5 naru
rroBr,rcoKa maj naquenr['re Kou IpltMaa"r'10 ml'roQauuruuu6 ABa[arLt AHeBHo no cnopeq6a

co lraufleHTure KoH rrpr{MaarlyMop Her(poia Qarclop (TNF) nuxu6uropu Ir, cxopo 3 naru
rroBncoKa oA roOaunruHu6 so Apyrr rcrrrryBarta Bo paMKure ua roQaqHrnun6 [porpaMara.

o {orara oa l0 rvrr roQauurunfi6 Aeaflaru AHeBHo ne e ogo6peua xaj peBMaroI{AeH aprplrrtrc.

o Onue xou ja rlpellrturyBaar Aosa-r'a rpe6a Aa ce rprAp]t(yBaar rcou oAo6peHara Ao3a HaBeAeHa

no rdupHuor urneurraj 3a KaparrepficrlrKrrre Ha JreKor (SmPC) r.e. 5 nr ABarrartl 4uenuo xaj
ruguraqnja Ha peBMaronAeH aplprruc.

o flauueurure Kou rpfiMaarroQaunr.nHn6,6er orJreA Ha llHAuKarlujara, rpe6a ga ce

HaArJreAyBaar Bo cryqaj ua nojana Ha 3Hau[ ll crrMrrroMn Ha 6e.nogpo6sa epr6o.nuja u ce

coBeryBaar qa no6apaar HTHa MeArruHHcKa rroMorrr AoKoJrKy Hcrrrre ce nojanar.

,llono.nu nrerus u Hdopnaa u n u

To$auurr.rHr,16 ce yno'rpe6yna ra rpe'rMaH lia peBMa'ronAer{ aprpr.rrrac (RA) r.r ncopajarcKu aprpnTnc
(PsA), co rpelopaqaHa Ao3a o,1 5 nr ABanarH AHeBHo, Xeljanz ucroraKa o4o6peH 3a rperMaH Ha

yJlueparnBeH KoJrHrHc (tiC) co

[oroa no 5 Nll Asalrarn AHeBHo.

npenopaqaHa Ao3a ol I 0 ur ABanarH AHeBHo Bo flpBhre 8 neAelu u

Cryau.iara A4921133 e ornopeHa KJrHllHrrxa c'ry,tr.rja ,qa ce eBJranyHpa

xu6uropure
Ljara e

HarrpaBeHa no Oaparse Ha peryJraropHx're arelrut4l4 n e luta.isupaHa Aa ro n oA

ro$aquruuu6 ,lsanarH AneBHo u l 0 vl rocparlurnuu6 Aganaru AHeBHo

Ha ryMop HeKpo3Hpar{xr.r $axrop (1'NFi) xaj rrarlnenrx co peBMaroHAeH
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KapAgoBacKynapHfi no.iaBn raj nauneulr4 Kot4 npuMaar roSauxrunu6 t,t nuaar 50 nnn nosefte roAliHl'l H

np6 roa hMaar 6apena eAeH AononHhrereH KapAhoBacxyrapeH pl43HK Saxrop r'e. nyuaqh ce' HMaar

Bl4co6 KpBeH 6pHTl4coK, Bl4coK xoJlecrepon, Ae.ia6erec Merhryc, ncropr'rja Ha cpqeBh !Aapw, ceurejua

ncropaja Ha KOpoHapHa cpUeBa 6olect, eKcTpa apTuKyJlapeu RA. Cnre naUIleHTH Kot'l yt{ecTByBaa Bo

cryar.rjara npHMaa cra6ulua Ao3a Ha MerorpeKaar.

Bpr ocHona Ha npeJluMnHapHuor nperrreA Ha roAarouure oA cryarajara A3921133, r'lonuropunr

rouucnjara :a 6eg6e.qnocr Ha HaABopeulHH noAarot-Il4, orKph crarHcrl4qKh u KnHHH[{KH B€DKHa pa3nnKa

oo nojaoara ua 6ero4po6Ha en,t6o.n rja rrpr rperMaH rta nauaeHrn co l0 ru r ro$aqurHHH6 so cnope46a

co nauheHrure HaTNt i. Bxynuara nojaaa raj rpynala rcoja npnua l0 narro$aunruuu1 ABararH

AHeBHo e noserte oA 5 naru noBHcoKa orKo,,rKy'I'NFi roHrponupaHara l-pyna u e cKopo 3 naTu

rroBHCoKa oA oHaa :a6eleNaHa Bo Apyl'H cTyAH[1 Bo paMKhre na roQaqnrnuu6 nporpaMaTa'

,Il,onoluurelHo, cMpTHocra raj rpynara xo-ia npnMuua l0 Mr Lsanarfi AHeBHo e noBHcOKa OA oHaa roja

npuMa.na 5 Mr Aeanarh AHeBHo n oa TNFi rpyrlare'

pfizer ja N4o.qu6uunpaue cry.qqiara A3921 l3J, rarca u'ro fiauneHrnre KoH Ao6usaa ,qosa oA l0 ur

roSauurauu6 Aganallr AHeBHo, (e ao6Haaar Ao3a oA 5 rrlr ro$aunrunu6 ABararA AHeBHo Bo

[peocTaHaTuoT TeK OA HCTpaXyBaFbeTo'

Bo rex ce noHaraMouHh lpoueHKu Ha noAaroqure o4 cry4njara A3921 
-l33 

n HHBHoro norenqnjarHo

srujauue Bp3 roAarour 3a JreKor Ha cHTe MoMeHlzurHo oAo6peHu HHAuKauHH ua Xeljanz eo EY'

Ouue ron ro fipenHlxyBaar JleKor ce no'IceryBaar AeKa rpe6a Aa ce [pnApxyBaaT rcon o'4o6peHara Ao3a

oA 5 ur ABanarH AHeBHo 3a rpeTN4aH Ha peBN{a'roHAeH aprp6'fuc' llaqneHrure Ko?l flphMaar

ro$auurNun6, 6es orreA Ha HHAHKaunja'ra, lpe6a Aa ce HaArJte.[yBaar no cnyuaj ua nojaoa Ha 3HauH I'l

chMnroMH Ha 6eroApo6ua eru6onuja H ce coBeryBaaT Aa no6apaaT urHa MeAHUHHcKa floMotx AoKonKy

HCThre ce nojaaar.

llonur ra trplliasvsalbe

Be uo,rnue ceKoe coMHeBalbe :]a HecaKaHa peaxunja Ha JreKol' Xeljanz aa ja npujaaHre Bo AreHur'rjara sa

rrreKoBy H MeAHuHHcKr4 cpeAcrBa ua P,MaxeloHuja (MAIIME/I), co rononHyBarbe Ha o6paaeqor:a

nprajanyoarue Ha HecaKaHHT peaKUuH Ha JleKoBI4 H HcTHo1 Aa rO npaTHTe Ha eAeH oA ciIeAHHTe Haql'lHH:

o EaexlpoHcKa roura: info@malmed.gov'rnk

o floura: AreHquja 3a JleKoBH H MeAlluhHcKH cpeAcrBa, yl'"Ca'Kupul u Meroaraj" 6p'54 rcar I

oopateuor :a npajaeyaarbe Ha HecaKaHH peaKuHl4 Ha IeK MOxe Aa ce npe3eMe o,a cajror Ha Areuqnjara sa

JleKoBH u MeAHuHHcKt4 cpeAcrBa ua MareaoHraja

(http : I I malmed. gov . nlKl %DO%BF %D I %80%D0%P8%D 1 %9 8%DO%P,}%D 0%P'2%D0%80 -

%p0%F7%D\%Bu
%Do%B7o/O0%B4vLDt'/pSU/pD9!/:LV-,D0-Y"pB7?/.p"D*

B8-ohDOy-oBB%DOo B8y,D |o 86%D0o/eft-A'

Kora npujasyBare HecaKaua peaxuuja, Be uo:tllttte Aa HaBeAe"I'e uTo e MoxHo

BKIyqHTenHo noAaTour :a ucropujara Ha 6olecra, Hc'loBpeMella nprMeHa Ha

nojasyearse Ha HecaKaHnre peaKuhu H npHMeHa Ha cycneKreH reK'

ol-t-"e ph""e/f'ax: r-3 89 2 3222-446
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.{,onorunrerHo, coMHeBa}bero 3a HecaKaHa pearquja Ha reKor Xeljanz@, Moxere la ja npnjaanre H Ha

HocgreJror na oAo6peuHero 3a rpoMer co JreKor so P.MaKelouraja (rorunauujara L{apco Hurepuaqroual

AOOEn) Ha releQoH 078 234 521 um rere$oH/Qanc: 3 222 446,

Be uolurue oaaa r,rH$oprr,raqraja aa ja npocneAuTe Ha cnre 3ApaBcrBeH14 pa6orHr'rqra so Bauara nHcruryuuja.

V Xeljanz e neK [peAMer Ha Aono.rlHHreJlHo cneAerbe. Osa ke oBo3MoxH 6psa ugeurn$nxaur'rja Ha HoBH

6eg6eAnocuu raH$optraqr.ru. llopaara roa, 3ApaBcrBeHHre pa6orHnqu rpe6a aa ja npujaaar cercoja HecaKaHa

pearUnja sa r<oja HMa CoMHeHHe AeKa e rloBp3aHa co npuN4eHa'ra ua Oroj lex.
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