
KPATKA XAPAKTEPI{CTIIKA HA TIPOIYKTA

1. rrME HA JIEKAPCTBEHTI.g IIPOAyKT

MEDROL 4 mg tablets
ME,{POn 4 mg ra6rerrn

2. KAIIECTBEH TI KOIUIIECTBEH CbCTAB

, . - t

B c.s xa ra6rerl<a cbAbp)Ka 4 mg uerurnpeAHr,r 3oJr o H (m e t hy l pr e d n i r r; i r; ne,>.
lloruoulnn BeulecrBa: JraKTo3a MoHoxr,rApar

3a ntrulr.fl crrr4cbK Ha rroMoruHlrre BeulecrBa Blrxre roqra 6.l.

3. JIEKAPCTBEHA OOPMA

OsanHr.r 6ern ra6rerrur, c AeJrureJrHa qepra or eAHara crpaHa u Ha4nvc,,UPJOHN" or Apyrara crpaHa,
cb.4bpxarqrr 4 mg uerulnpeAHr.r3oJroH.

4. KJII{HI,ITIHI,I AAHH}I

4.1 Tepanenru.rH[[oKa3aHrrr

f.nnxoxopruKonAl{Te rpx6na .qa 6t.qar pa3rJre)KAaHI,I caMo Karo cI{MrIToMarLqHo JIeqeHI4e, c u3KrIorreHI.Ie
Ha HsKokt eHAoKpr{HHr,r pa:crpoficrra, npu Kor,rro ce [pr.rJrarar Karo 3aMecrI{TeJIHo JIelIeHI,Ie.

Me4por e noKa3aH 3a JreqeHr{e Ha cne.qHr{Te cbcrorHnt:

E HI{ O RP U H H U 3 A E OJI.fl B A H N.fl
lllpnuvna r{nu BTopr.rqHa aApeHoKoprr.rKuurHa HeAocrarbqHocr (xugporoprl,I3oH nnLI KoprI{3oH ca cpeAcrBo
ua us6op. flpu ueo6xoAr{Mocr Mofar Aa6's4ar npuJraraHu cHHTeTLIqHLI aHaJIo3I,I eAHoBpeMeHHo c
Mr,rHepaJrKoprnKorrAu; MuHepaJrKoprr,rKor.rAHara cy6crnryuur e oco6eHo BDKHa B KbpMaqecKa erspacr.)
. BpoAeuaHa46r6perIHaxurtepurl€But
. XNNCPK'TJII{ueMLI' BbB Bpb3Ka c KAPIII,IHOM
o HemoeH Tupeor,rAr4T

3 A E O Jr.rI B A H U.fl , H E 3 AC.fl rA U n E HI O KP U H IATA C UC T E MA
P eeuamuvuu s a6 onne quun
Karo AorlnHeHr{e KbM [oAAbpxarrloro rerreHue r{ 3a KparKocpotrHo npunoxeHr{e (c qen [peoAoJrtBaHe Ha
ocr6p enr.r3oA r{Jru eK3arlep6auzr) upu:
o flcopnarrzrreH aprpr{T
o PesNaaroI4AeH aprpl{T, BKJII0III,ITeJIHo

noAAtpxaua repanflr c Hl.rcru losu)
r AnrcuJlo3r,rparq crIoHAr{Jrr,IT
. Ocrbp r,r roAocrbp 6ypcur
. Ocmpuecueqn$z.reHTeHAocI,rHoBI,IT
. Ocrup iloAarpo3eH aprpr,rr
o llocrrpaBMarlrrreH ocreoaprpr,rr
o ClrHosr{T rrplr ocreoaprplrr
o EnzxoH.IILIJIHT

roBeHuJreH peBMaror{AeH aprpLrr (uog6panra cryqau I43I4cKBar
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Konazeuosu
rlo npeue ua ercaqep6 a\us, ur*r Karo ,,oAAbpxa,,lo rerreH ue upuno46paHu arry."arlr CucreueH Jrynyc epureMaro3yc
o Cr.rcreueHAepMaroMr.Io3lrr(nolutrll,rosur)
. Ocr6p peBMarurreH KapAr.rr
o fzraHroKnerbqeH aprepl;rar

Kocrcuu sa6oanequua
o fleuQr.rryc
r Eylo:enxepnerra$opMeHAepMarr,rr
o TeNxa $oprua Ha epureMa rraynrnQoprrae (cun4pov sa Stevens-Johnson)
o ExcQoluaraBeHAepMarr.rr
. Mycosis fungoides
o Texrx ncopr{a3r,rc
o Texrrc ce6opeeu AepMarr.rr

Anepeuvuu cbcmo.flHuf
Konrpon Ha rexKI'I LrDru vHBaJIuAI'I3I,IpaIrIr4 zlJreprrzqHr{ cbcrorHrrr, pe{parrepHrr KbM a,qeKBarHr.r otrrrrn 3aKOHBeHIIL{OHIIJIHO JIeTIeHI'Ie npu:
o Ce:oneH rlJlr.r Hece3oHeH anepnrqeH pr,rHr4T
o Cepyuua 6olecr
. Bpogxu€urHa acrMa
o PeaxuulrHaneKapcrBeHacBpbxqyBcrBr,rreJrHocr
o Kou:rarreH AepMarlrr
. AroiluqeH.qepMarnr

Oquu sa6onneauw
Texxz ocrpll z *p.HI{TIHLI {rfleprutlHu Ir Bb3[aJrr{TeJrHr{ lpoqecvt,3acflrarr\r4oKoro rI HefoBl,rre rrp.r*ar ur\Lr,
KATO:

o AlepraqHrr r3Br,r Ha KopHezurHul p.s6
r Xepnec 3ocrep oQratrunrcyc
r BrgnaleHfie Ha npeAHrir oqeH cerMeHT
o .{uQyreH 3aAeH yBeur u xopor4Ar.rr
. Ophthalmia sympatica
. AlepruqeHKoHroHKTr,rBnr
o Kepa:rrar
o XopuoperuHzr
o Henpur Ha oqHr.rr HepB
. Llput uLrpu1or\uKnur

P e cnupam opu u s a6 onne auufl
o Cuunrovua 6eno4po6ua caprou4osa
o CunAporta na Loeffler, HerroAarJrrrB Ha JreqeHr4e c Apyru cpeAcrBa
o Fepvrruosa
. @yruuHaHrHa vnLt AvrceMtrHupa*a 6elogpo6Ha ry6epxynosa npu

cborBerHr{ anrary6epryno3Hr.r cpeAcrBa
o AcnupaIII4oHeHrIHeBMoHI,rr

Xe u am on o zuv u u s a6 o nas qH ufl
o LI[uonaruvHa rpov6oqr.rro[eHurrHa [yprypa rrpu Bb3pacrHr4
o Bropuunarpou6oqr{Torreuurrrrpr4Bb3pacrHr.r
o flpuAo6ura(anrouuynna)xerrlolLrrr,rrrHa aleM:zfl
r Epzrpo6nacrouennr (epzrpoquruaaueuu.r)
. BpoAera(epnrpou4na)xunonracr[rrHaaHeMr,r,

eAHOBpeMeHHO [pnnoxeHr,re Ha



Ourc on o zurr uu s q 6 onne auua
3a narr,rarnsHo JreqeHr{e Ha:
r Jlesrcogu n ruruQouu rrprd Bb3pacrHr,r
o Ocrpa JreBKo3a nplr Aerla

Omovuu c'bcmofl.uuu:
3a uu4yrqus Ha ALIype3a vilu peMr{cur Ha nporerrHypvflTa npra ne{po:eH cr{HApoM - 6e: ypeMnfl,
r,rAI,IOnaTI'rqeH r,rJllr AbJrxaq ce Ha nynyc epl{TeMaTo3yc.

la c mp o uu m e c m uH cuH tl z a6 onne au ua
3a npeo4olxBaHe Ha Kpr,rr[qeH neprroA na ga6olsnaHero rrpu:
o Vnqepo3eH KoJprr
o Eorecr sa Crohn

3q6onaeauut Hq HepgHamq cucmeMa
o Ocrpa ersaqep6aqus Ha Myrrr.rnneHa cKJrepo3a
r OroK, cBbp3aH c Mo3brreH.I'yMop

Pasuu
. Ty6epryJlo3eH MeHI4HTI,IT ctc cy6apaxHor,rAeH 6roxax r.rJrz 3anJrarlnarq 6rorax eAHoBpeMeHHo c6c

cborBerHr.r aurr,rry6epxyJro3Hr{ cpeAcrBa
. Tpnxggo3a cbc 3acrraHe Ha HepBHara cl,IcreMa nJIr,I MI,IoKapAa

Op z auu a mp qH clut nHm aryu.rl

4.2 ,{oruponrca r. HarrnH Ha rrprrJroxeHrre

Haqalnara Ao3a Ha Merun[peAHl{3oJroH ra6rerru Moxe Aa Bapupa B 3aBr{clrMocT or neKyBaHoro
ga6onssaHe. flpn no-lercv c\yqau o6urcHoeeHo ca AocrarbqHr,r no-HrrcKrr Aosr.r, MaKap qe rtpn HTKSII
naUI{eHTI'I Mo)Ke Aa ca ueo6xo4IaMl{ no-BI{coKV lf^aqurHlr gosu. Kluur.rqHr.r cr4Tyarlr4v, ilpv Kor{To Moxe Aa e
rloKa3aHa repam.It c BHcoKLI Ao3H, BKJrK)qBar MyJrrrrnJreHa cKJrepo3a (200 mgl ln.), Mo3bqeH orox (200 4o
1000 mg/an.) r'r oprauua rpaHcrlJlaHraqLra (4o 7 mglkglry.). Aro He ce rocrrrfHe 3aAoBoJlrreJreH KJTHHT{q9H
pe3yJlTar cJIeA pa3yMeH neprroA or BpeMe, repaDrara c MerrrJrlpeAHrr3oJroH ra6lemu rpr6ua Aa ce
rlpeycraHoBH u Aa 6'sAe 3anoqHara Apyra aAeKBarHa repanur. Aro JreKapcrBoro rpt6r;a Aa 6rlie cnpf,Ho
cJIeA AbnI'OCpOr{Ha Tepalut, npenopbql{TeJlHo e ToBa Aa craHe rlocTeneHHo, a He BHe3arrHo.

Cle4 ycraHoBflBaHe Ha noJIo)s.ITeJIeH KJrrrHr{qeH orroBop noAxoArulara rroAAtpx(arrla Ao3a rpr6ra 4a ce
oupeAenu qpe3 rlocTerleHHo HaMaJItBaHe Ha HaqaJrHaTa Ao3a Ha [oAxoArr.qu vHTepBuurr{, AoKaro ce
AocrI,IrHe .4o MI,IHI,IMtuIHara Ao3a, Korro rqe noAAbpxa aAeKBareH KJrr,rHr.rqeH pe3yJrrar. Tp.r6na Ia ce uMa
npeABIlA, 're e ueo6xogl,IMo rlocrotHHo MoHr{Topr{paHe Ha Ao3r.{poBKara. Curyaquure, \pu Kor4To Moxe Aa
ce HEUroxIi KopeKllr,rr Ha Ao3aTa, BKJTTOqBaT:
o rIpoMeHII B KJIIaHI{qHvfl crtryc B p*ynrar Ha peMuclrn rlJrr,r eK3arlep6a\wu na 6olecrnnr npoqec,
. UHAUBUTYa"JIHKTfl TEPANCBTI,IqEH OTTOBOP HA TIAqUCHTA,
o eQexra Ha crpecoBu cvryarrvwr, Kor,rro He ca Ar.rpeKTHo cBbp3aHr,r c neKyBaHoro sa6orssaHe.
B nocne4Hara cI{TyaIII4f, Mo)I(e Aa ce HaJIox[ yBerurraBaHe Ha Ao3ara Ha Merr{JrnpeAHr43oJroH ra6rerKra sa
orIpeAeJIeH nepllo.{ oT BpeMe B 3aBr{CT4MOCT OT CbCTOrHr4erO Ha rraqueHTa.

Tpa6na Aa ce noAqeprae, qe .qo3oBI4Te rr3r4aKBauufl, ca [poMeHJrr{nu u rplr6ea Aa 6.srar nHAuB:zAyaJrr't:;VpaH:7
B 3aBHCI4MOCT OT neKyBaHOrO Sa6OlsnaHe r.r KJrrrHr4qHur orroBop Ha rrauueHTa.



Tepalut, KaTo B cblUoTo BpeMe ce HaMaJItT Ao MI'IHI{MyM onpeAeneHH HeXeJIaHII JIeKapcTBeHlr e$erur, ru.
rlorlrcKaHe Ha xl{[oQu3ara u HaA6b6peKa, KbIrrI,IHroI{.qHo cbcrotHlre, cIrMnroMI4 Ha orHeMaHe Ha
KOpTlrKOlrAr,rTe r{ rroTr,rcKaHe Ha pacTexa npr,r Aerla.

4.3 ffporunonoKa3aHrlfl

MerzrnpegHlr3oJloH Ta6rerKr,I e [porI,IBorIoKiBaH npl{ [arII{eHTr{, KoI{To r,IMar:
. Cr,rcreMHr{Mr.rKorrrquzuHQerqnn

[4gnecrHa cBpbxqyBcrBI'ITeJIHocr KbM MernJrrrpeAHn3oJroH ra6rerru r{Jrr{ rroMoulHure BeurecrBa.

4.4 CuequalHu [peAyrrpernAeHus rr np€A[a3nrr MepKrr npu yuorpe6a

rluynocynpecrB'rr eQerru/now[reHa qyBcrBurerHocr KbM uneercquu
Koprnrocrepol'IAl'ITe Morar Aa [oBI{Iuar qyBcrBr,rreJrHoctra KBM r,rH6exqr.rr, Moxe Aa MacKupar HrKoH
rIpI'I3Haqn ua zHQerqlrt I'I Mofar Aa ce nosBtr uowr uHQerqur{ no BpeMe Ha rrxHara ynorpe6a. Koraro ce
v3[oJI3BaT KOpTI'IKoCTepOI{AII MO)Ke AaI/.Ma HaMaJIeHa pe3ItcTeHTHOcT LI HeBb3MoxHocT Aa ce noKiurr,r3v pa
nuSercqurra. HnQerqur'r c BcsKaKBu naroreHz, BKnroqr{TeJrHo BrrpycHLt, 6axrepzaruLr, r-b6uvHkr,
nporosofiHt't ITJII{ XeJIMLIHTHIz opraH]I3MV, Ha BcrKa JIoKann3ar\vrfl, B TrJroro Morar Aa ce cB:bpxar c
ynorpe6ara Ha KoprIrKocrepoI,IALI caMocrotreJrHo rrJrrr s xoru6uHaur{r c Apyru r{MyHHocy[pecr.rBHr{
JIeKapcTBa' KoI'ITo 3acqraT KJIeTbqHI'It I'IMyHI'ITeT, xyMopaJIHIrt I{MyHI{TeT ralu HeyrpoQLrllaTaQyurqr.rr.
Texu rauSexIII4I{ Morar Aalrliat JIeKu, Ho Morar Aa ca rexKr{ r,r noHsKora SaranHs. C nosnuasaHero Ha
Ao3[Te Ha Koprl{Kocrepol4Alrre creneHTa Ha notBa Ha uHQerquo3Hr,r ycnoxHeHur ce noBl,rruaBa,

Jluqa, rouro [plzeMar JleKapcrBa, norl4cKarqu r.rMyHHara cr.rcreMa, ca [o-qyBcrBrrreJrHr,r rrv uuQerquu or
3ApaBI'ITe vHAvrBI,i,Avr. Bapuqela u IuapKa, HanpnMep Morar Aa rrporeKar MHoro [o-Te)KKo unv Aoprr
Qarzutuo rrpll AeIIa c rlorl,IcHar IrMyHr{Ter r{rrr,r Bb3pacrHr{, [prreMarrlr{ Koprr{Kocrepou.qu.

llo4o6no, KoprItKocrepoHALITe rpr6na,qa ce H3non3Bar c flo-roJrrMo BHr{MaHue rrpu [aqpreHTn c r.r3BecrHrr
I'IJILI roAo3llpaHvnapasurnu uuQerqzl4 Karo Strongyloides (eHrepo6uosa) uHQecraqut.fIpuraKr4Ba
nalllteHrl{ KOprIrKocrepoI,IAHo-I,IHAyrIrrpaHara LrMyHocy[pecr.rfl Moxe Aa AoBeAe go Strongyloides
xnnepzuQerqllfl II .4I'IceMxHaIIHt c Ixl4poKopa3npocrpaHeHa JrapBHa Mrrrparluq, qecro rrprrApyxeHa c re)KbK
EHTCPOKONI'IT II TIOTEHIII'IAIHO QATAIHA |PAU-UCTATI.IBHA CETITI,IIIEMI''.

Polgra Ha Koprl4KocreponAr4Te np' ce[TlrqeH uroK e [por'BopeqvtBa, c paHHr,r npoyrlBaH'r, crobuqanauqu
KaKTo [oJloxlrreIrHu, TaKa v BpeAHI4 eQerru. flouacroxuleM ce npeAnoJrara, qe 3aMecrr{TeJrHara repalur c
KopTI'IKOcTepoVAV Ca OT [OJI3a npu naql{eHTI'I C yCTaHOBeH Ce[TLIqeH IIIoK, KoItTo nporBf,BaT Ha46r6peuna
HeAocrarbqHocr. Pyruuuoro uM rIpI'IJIoxeHIre npu cenruqeH rrroK He ce rrpenopbr{Ba Lr cnarevl1uflr rrpefneA
e 3aKJIIOTIIIJI, qe KpaTKOCpOIIHOTO npnJIOxeHI{e Ha BIICOKLI AO3I,I KopTIIKOCTepOVAII He O[paBIaBa
ynorpe6ara uu. Blupexl'I roBa Mera-aHaJlu3 Ir nperneA rrpeAronarar, qe ro-AbJrrr{ KypcoBe (5-11 anr,r) Ha
HIlcKIr Ao3I{ Koprl4Kocrepol{Ar{ Moxe,4a HaMaJItr cMbprHocrra, oco6eHo nprr re3u c Ba3onpecuBHo-3aBtrcr,rM
CENTLIqEH IIIOK.

flpunoxeHuero Ha )KrrBvr krlru xLIBLI, areHrorrpaHl{ BaKcI{Hr.r e [porlrBorroKuuaHo rrpv narlueHTr,r,
nonyr{aBallu I'IMyHocy[pecuBHLl /qo3]I KoprllKocrepol4Alr. Y6utu uJrr4 uHaKTuBvpaHu BaKcuHr.r Morar Aa ce
npl{Jlarar npI'I naq}IeHTU, nOJryrIaBaIIIU r{MyHHoCylpecr,rBHr.r Ao3tr KoprtrKocrepouAr{; BbnpeKra roBa
orroBopbr KbM TaKlIBa BaKCI'IHI'I Moxe .qa e orcla6en. flora-saHz r,rMyHr{3arl[oHHr,r [porleAypr,r Momr Aa ce
rlpoBe.4ar rlpu [aIII4eHr[, rloJlyqaBarrlr{ He-r,rMyHocylpecraBHu Ao3r{ Koprr{Kocrepor.rAr4.

Vnorpe6ara Ha KoprI'IKocrepoI,IALI trpu aKrzBHa ry6epxyno:a rpxlnaAa ce orpaHr.rqrr Ao cryqau Ha
$yrurlnHaHrHa ulru AUceMlaHI{paHa ry6epryrosa, flpu Ko]rro Koprr,rKocrep oLrrvtre ce r.r3rron3Bar 3a
KoHrpoJII'IpaHe na 6olecrra 3aeAHo c noAXoAtIq nporuaory6epKyJro3eH pexr,rM. Aro xoprraxocreporrAnre
ca rIoAxoA'IrIu npH rIaII[eHTIr c JIareHTHa ry6epryno3avilv ryp6erynranoBa peaKTr4BHocr, e ueo6xoAlluo
crporo Ha6lro4enr're, rrfi xaro Mo)I(e Aa Hacrbnl{ peaKTrrBHocr na sa6ort.ssanero. llo BpeMe Ha
npoAbJl)rulreJrHa KoprI'IKocrepoI{AHa reparrufl, Te3H narIHeHrurprr6za.{a [oryqaBar xeuonpoSulaKTr.rKa. t.-"



cro6qasauo e sa notBa Ha capKoMa na Kanoruu rrpu [arlr{eHTz, rroJryqaBarrlr{ Koprr4Kocrepor{AHa repallrr.
flperrcnaHero Ha Koprr4Kocrepor,rAr,rre Mox(e Aa AoBeAe Ao KJrr{HzqH apeMr4cug.

Kprn u.lurrQHa cucreMa
Acnupun I'I HecrepouAHI'I [porrlBoBb3rriurureJrHlr cpeAcrBa tpx6naAa ce r{3rroJr3Bar BHuMarenHo rrpu
eAHoBpeMeHHo [pLIJIOXeHI,Ie C KOpTr{KOcTepOrzAr,r flpu narlr4eHTlt.

lluyuHa cucreMa
Morar Aa Hacrbrrsr aneprr4qHr.{ peaKrlr,ru (nanp, asruoeAeu).

EH4orpuuHll
(DapnaaroloruqHl{ Ao3II Koprl,IKocrep ovr$r4, npr4rraraHrr 3a npoAbnxr4TenHrr rrepraoAlr, Mofar Aa AoBeAar Ao
xllrlor€IJlaMo-xzuoQueua-uag6t6pevHa cy[peclrt (nropuvna uag6r6peuHa HeAocrarbuuocr). Crenenra u
rIpoAbDKureJIHocTta Ha rIpe.qI,I3BIrKaHara ua46r6pevnara HeAocrarbqHocr Bapr,rpar Mex,qy pa3nlrqHrzre
naII[eHTI'I I'I 3aBUCtr OT Ao3ara, qecrorara I4 BpeMero Ha rrpr,IJloxeHl{e I,I IpoAbJIXT,ITeJIHOCTTa Ha
fJIIoKoKoprLIoI{AHara repalnt. To:z e$ercr Moxe Aa ce MuHr{Mr.r3upa Karo ce r{3rroJr3Ba aurrepHarrzBHa
Tepanvs npe3 AeH (rx. ro'rra 4.2 loznponKa u Haqnr Ha npr{Jroxeune, Anrepn arvrBHarepauur).

B 4ouuueuue Moxe Aa HacrbtII,I, ocrpa Hag6r6pevua HeAocrarbqHocr, BoAeLqa go Qaranen r{3xo.q, aKo
fJrrcKoKopTr{KocTepor{AHTe ce npeKbcHaT BHe3a[HO.

JlerapcrneHo IiHAyIIupauara uag6r6peqHa HeAocrarbr{Hocr Moxe Aa ce Mr.IHrrMr.r3upa qpe3 rrocrerreHHo
HaMaJIsBaHe Ha Ao3ara. Tosu run orHocHTeJIHa HeAocrartqHocr Moxe Aa rrepcrlcrnpa Mecequ cneA
crll4paHe HarepanruflTa, 3aroBa BbB BcTKaKBV cryqav Ha crpec rro BpeMe Ha ro3r,r [eprroA rpa6ra ga ce
Bb3craHoBI'I xopMoHturHoro JrerleHlte. Trft naro Ml{HepanKopTlzKocTepouAHara ceKperlllfl Moxe Aa e
HapyuleHa, eAHoBpeMeHHo rpa6na ,qa ce rrpunarar coJr u/unu uuuep€rnKopTr,rKocTepou.q.

Ttfi rcaro nIIoKoprI{KocrepoLIAI,ITe Morar Aa [peAr.r3BlrKar LrJ]r{ Aa BJrorrrar cr.rHApoM Ha KT,uruur,
rJlnKoKoprllKocrepo[Arlre rpl6na Aa ce us6srnar [pr4 rraqrreHT]r c 6olecr na Krruuur.

Koprurocrepor.rAr,rre raMar noBnuleu e$err npv naqlreHTu c xt4rrorrlpeor{.qu3bM.

Mera6olu3bM u xpaHeHe
KoptuxocrepollAlITe, BKJIIoqI,ITeJTHo MerannpeAHr43oJroH, Mofar Aa rroBr.{rrJar KoHrreHTpaurdrra Ha
rJltoKo3a B KpbBTa, Aa BJIoIxar cbulecrByBaq 4na6et H Aa rrpeApa3noJroxar rraqueHTg Ha
rrpoAb JDKr4TeJr Ha KopTr,r Ko cTeponAH a T ep anvs, K6 M 3axapeu 4na6er.

fIcuxr.l.rHu
flpu ynorpe6arar,a Koprl{KocreponAz Morar Aa Hacrbnrr rrcuxrrqHu Hapy[reHnr, Bapnparqu or ey$opue,
6e3ctttue, npoMeHU B HacrpoeHuero, npoMeHu Ha Jrr,rqHocrra r,r rexKa Ae[pecnr Ao orKpr{TH [cuxorr{rrHr,r
uauuQecraquu. Ctqo raKa, or KoprlrKocrepoLrAVTe Mofar Aa ce BJrorrrar cbrrlecrByBarrla eMorlr{oHturHa
necra6ulno cr Lrltv [cuxorl{TIHLI TeHAeHuI{[.

floresqualHo rexKrl ncl.txlrarplrqHr{ He)r(eJraH:n peaK\vu Morar Aa Hacrbrrf,T rplz yuorpe6 ara Ha cucreMHr{
Koprl{KocrepoIz4a (rx. roqra 4.8 flcuxuqnu napyruenza). Cuunrorrazre o6nrHoeeHo ce DporB.sBar Ao
HtKoJIKo AHId Lrrv ceAMI,Iq[ or Harl€uloro Ha JleqeHl{ero. floneqero peaKrlr{u ca o6parulrn c;reA HaManrBaHe
Ha Ao3ara vlnu crlrpalje, BbnpeKL qe Moxe 4a e ueo6xoAHMo c[equ$u.rHo rer{eHlre. flczxoror[,{Hr,rre
eSerru ca cto6qasaHl4 nplr c[upaHe Ha KopKocrepordAraTe; qecrorara e Her{3BecrHa.
flaqueurure/o6rpuxnaqzre rpr6ra Aa 6r1at rpeAyrrpeAeHr4 .{a rbpc.rrr MeAprrInHcKa rroMo1q, aKo ce
pa3BI'Itr IrcuxoJrofuqHl{ cI{MrIToMn [pI4 rraqueHr, oco6eHo aKo ce [oAo3I,Ipa llorvcHaro HacrpoeHl{e LrJrr{
0yI{{I'IAHI'I I'qeu. llaquenrure/o6rpmKBarllure rpx6na Aa aJrapMr,rpar 3a Bb3Mo)KHu trcvrxr4utpu!.H1
HapylueHu{, KoI'ITo Morar Aa ce nporBflT urru no BpeMe Ha uJrlr BeAHara ce [prreM ua aosa/cnupaHe Ha
crrcTeMHu CTepOr4Alr.
rlpu naqueurl{ Ha Koprl.IKocrepor,rAHarepailufl, noAJroxeHu ua neo6llqaeH crpec, e noK€BaHa rroBnrrleHa



Hepnua cucreMa
KoprzrocrepoaAnre rpa6na Aa ce rr3[oJr3Bar c BHrrMaHr{e ,,pu narlaeHTr4 c npularbqr,r.Koprurocrepol''Al'ITe :rpx6aa Aa ce I{3noJr3Bar c BHr{MaHrie np" uuq"aurr.r c MrzacreHr' rpaBr.rc.
OqHu

l"Xff:fi:rf;ffi#X1T#ffi#:*Bar BHI4MarerIHo rrpu narrrreHr' c oqeH xepnec crrMrrrreKc, ropa{r4

rpo4uxrareJlHara yuorpe6a Ha KopraKocreponArrre Moxe .qa AoBeAe .4o 3aAHr,r cy6rancy.rrapHr{ KarapaKrrlIr HyKJreapHI{ KarapaKT[ (oco6euo npu 4eqa), ersoQraau rnr ,ro"t.uaHo BbrpeoqHo H€rJrrra'e, Koero MoxeAa AoBeAe Ao rJIayKoMa c Bb3Mox(Ho yBpexAaHe Ha oqHr,r.f, Hepn. pasnurr{e Ha BTopuqHa B6uqga nluBupyaHa uHoerqus Ha o*oro Moxe cbIIIo Aa ce ycu'rrr,,pu laq]reHTr.r, np[eMarrlu rurroKoKoprr.rKocrepor4.qLr.

Crp4evHn

"-",ilr"#rH:ilffiffi?;'#ff"X"rXff"'""#noJr3Bar 
c BHIiMaHUe u caMo aKo e crporo Heo6xognuo npu

CtAoeu
KoprzrocrepoLlAl'ITe rpr6na Aa ce u3noJr3Bar c BHt,MaHre ,,p,n larlueHTr,r c xu[eproHt4r.

Crolraruno-qpeBHu

H}:Jffi"?Jfl:":::::::y-:::.lll:1*o.'"oo'Ar4re no cburecrBo ca orfoBopH' 3a rerrrrrqHure
;::H:?Tl1"T#"I'*i::i::'i:"::r:"t""aDrroKoKop;;;;;;";;;,:TJ;;;1X#:Hyffil?H:IrrroMure Ha renrl*rHa ,3Ba, raKa ve nepQopaq rr rn;;;;T"#Xff::fi:""H;: li u",cuJrHa 6olxa.

Koprurcocrepol{Al'rre rpa6naAa ce lr3[oJr3Bar c BH]rMaHue npr.r HecnequQuven ynqeparr{BeH KoJrr'T, aKo rrMa

il:ff#ffi:il[X#:ffi:::4""#Xli;,1f,llil"' opv* "'o'."'u,tuserqur, 4"""p",*ynzr, rrpncHa
Xenaro6ulrrapHrr
E$exmr Ha Koprr.rKocrepouAr.rre e yBenr{qeH rrpu [arlr4eHrLr c qupo3a.

Mycxy.nHo-cKeJrernu
cro6qanano e 3a ocrpa M^oilaruflupu ynorpe6 ara HaBr'co*rr Ao3Lr Koprr4KocreporrArr, nafi-qecro

lff XHHffiJf 
"r#X:::t"1H#'HaHeBpo-MvcKvrrHararpa*cMuc.rn(Hanp.MuacreHr4nrpanzc)ra-:uocrpai"i"i^,ef eHeparrLt3upaHa,##XT#":H"T;HT;:H"t;ffil,iGu.'nnnvno'"wi.'

AoBeAe Ao KBarpl4[apesa' Moxe AaHac'rbrturtloKaqBaHe Ha Kpearr.rHrrH KrrH:Bara. KnvnuqHo nogo'peuueIlmrr Bb3craHoBtBaHe cJIeA cnl{paHe Ha JleqeH[ero Mo)Ke Aa ugucKBaceAMllr{r, Ao ronHHI.t.

,"#::HT;ilffi:nff;;"T;"?Ho3HaBaH HexerraH esexr, cBbp3aH c npoAbrr)r(urenHaraynorpe6a

Brdpequ u flurcoqnu rrbrtrrrta
Koprurocrepol{Al'ITe rp'r6aa Aa ce fi3noJr3Bar c BHr{MaHr.re rrpr4 nar{neHTrr c 6r6pevHa HeAocrarbgHocr.
I{screAsaHr.rs
cperuu vrlru BUcoKU'qo3I'r xl4ApoKoprLt3oH r{nrr Koprr3oH Mo)Ke Aa npeAr43Br{Ka noKarrBaHe Ha KpbBHoroHzIJItraHe' 3aAPlxna Ha coJr pr BoAa' noBLIIIIeHa eKcKpellu.l na ralvfi. Teru e$exru a no-"-*o BeporrHo ,{ace npotBtr IIpu cI'IHTerI'IrIHu [poI43BoAHI4, ocBeH Koraro ce I{3[oJI3Bar Br{coKrr Aosz. Moxe Aa e
::::J""#: T^ni;#u "u "o" 

'n"'iii"t^Ao6annu. Bcuqrra Koprr{Kocrepo'ALrre roBrrruaBar

Hapaurnaurrflt orpaBflHlrfl rr ycnoxHeHn,fl, Bb3HrrKHaJrrr B pegynrar Ha u'TepBe'rlurr
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He rpa6ea Aa ce H3[oJI3Bar BncoKLI Ao3r{ c}rcreMHrr Koprr,rKocreponAr.r 3a JreqeHr{e Ha rpaBMarrrqHo
MO3brIHo HapaHtBaHe.

Apyrn
Trfi rato ycJlox(HeHntra or JleqeHl,rero c rJrroKoKoprrrKocrep ouAn aa3aBvcuMLror Ao3ara rz
npoAbJlxureJlHocrra Ha reqeHllero, rpr6na Aa ce B3eMe peuleHr,re uolsa./pzcx [pr,r BceKu u11uBvr1yurcH
CnyVail, KaKTO 3a AO3aTa I'I npOAbJIXfl'ITeIIHOCTTa, TaKa I{ Aarta ;iACg r,r3rrOJI3Ba eXeAHeBHa r{Jrr.r SVJICOBa
repanlrr.

Tpa6na Aa ce I'I3noJI3Ba Bb3Mo)KHo HaE-Hucrara Ao3a Koprr.rKocrep ovrA3aKoHTpoJr Ha cbcrorHlrero no
JIeqeHI{e u KolaTo e Bb3Mo)KHo HaM€uIeHLIe Ha Ao3aTa, HaM€UIeHHeTo rpx6na.qa e nocTerreHHo.

Vnorpe6a nprr Aeqa
Pactexrrr u pa3BrTuero [pI'I KbpMarlera u Aerla npz [poAbnxr.rreJrHa Koprr{Kocrepo}rAHa repanur rpr6ra
,qa 6tAe crporo ua6nro4anau.

Pactextr Moxe Aa 6r4e cynpecupaH rlp'n,qeII4 rronyqaBaqr{ npoA'bJr)Kr4TeJrHa, AHeBHa, piBAeJreHa Ao3a
rJlloKoKoprlrKocrepou,q u lpl{nox(eHr,rero Ha ro3H pexrrM rpr6ra Aa6t,Le orpaHr,rqeH 4o uafi-cnerunure
loKa3aHl'If,. AltepnarurHararepa[ut npe3AeH c rnroKoKoprrlKocrepong o6znHoBeHo npeAorBparflBavnu
MuHvrMr43vIpara3v HexeJIaHa peaKIII{s (rx. rovra 4.2 [osuponKa rl Haqr{H Ha rrplrJroxeuue, AlrepHuwg1Ha
repanur).

KauqeporeuHocr, MyrareHHocr, HapyuraBane na eeprulHocrra
HrN{a AorasareJlcrBa, rle KoprI,IKocrepoHAI,ITe ca KaHueporeHHr4, Myrar e:n:au vtrrr4 HapyuraBar Qeprunuocrra.

4,5 Brauuo4eftcrBrre c Apyrr JreKapcrBeHrr npoAyKTr{ rr Apyrrr rfop*rn Ha B3agMoAeftcrsne

MerunnpegHl'I3oJroH e cy6crpar Ha quToxpoM P450 (CYP) eH3r.rMHara cucreMa v ce vera6o nv31pa
ocHoBHo upe: cYP3A4. 0YP3A4 e AoMr{Hr.rpaqurr eH3r{M or cyp vepno4po6Ha no.upyra npn xopa. Toft
KariuII'I3Hpa 6p-xugpoxcuJlllpaHero Ha crepor,rAr,rre, ocHoBHara uera6onlrrHa crtrrKa ra 6asa I, ranro sa
eHAoreHHI{Te, TaKa 14 sa cvHTerwIHLITe Koprr,rKocrepou.4u. Muoro Apyru BerrlecrBa cbrrlo ca cy6crparu ua
CYP3A4, Karo 3a Hf,Koa or rrx (raxro r,r Apyru lerapcraa) e ycraHoBeHo, qe npoMeHrr
rJIIoKoKoprHKoIrAHI4t raera6orustM rlpe3 LIHAyKIIr.rr (nrsxo4.rqa perynaqur) utu uuxu6upaHe Ha Cyp3A4.

kluxu6u'ropu Ha CYP3A4 - JleKapcrBa, Kor.rro uuxu6upar aKrr{BHocrra na CYp3A4 o6urHoseHo
rIoHI'IXaBar vepuogpo6nllt KJII,IpbHc I4 noBI,IIuaBar rrJra3MeHara KoHrIeHTparIr{r Ha JreKapcrBara- cy6crparu
ua CYP3A4, Karo Merr,rJr[peAHr,r3onou. B npacrcrBuero ua Cyp3A4 uuxu6urop, 4or"po"*uru 

"uMerHJIrIpeAHI43oJIoH rpa6na 4a 6tge [poMeHeHa, 3a Aa ce us6erue creporrAHa roKclrr{Hocr.

Hngyrcropu na CYP3A4 - JreKapcrBa, Koltro l.rHAyuvpar aKrlrBHocrra Ha CYP3A4 o6lrxnoeeHo [oBr.rrrJaBar
uepnogpo6nufl Ktrnp:"l*c, Koero BoAI,I Ao rroHuxeHa [Jr€BMeHa KoHrIeHTparIHr Ha neKapcrna-cy6crp aru Ha
CYP3A4. EAnonpeuenHoro IIM [pl.IJraraHe Mox(e Aa HaJro)Krr noBrlruaBaHe Ha Ao3r{poBKara Ha
MerunilpeAHr,r3oJroH, 3a Aa ce [ocTr.rfHe x(eJraHr.rr p*yJrTar.

Cy6wparu na CYP3A4 - B rp[cbcrBl{ero Ha apyr cy6crpar na CYP3A4, uepHo4po6luqr KJrrrpbHc Ha
Merr,rJrnpeAHr43oJrOH MOxe .qa 6r4e uuxu6upar urv r,rHAyrlupaH, xaro rpr6na Aa ce HanpaBrr
neo6xoruultre ro3oBl4 KopeKIII{LI. Brsuoxno e HexeJraHr.ITe peaKllrrr4, cBbp3aHH cbc caMocrotreJrHoro
rIpI'IJIOxeHUe Ha BctKo e,qHo or JleKapcrBara Aa ce [porBrr c rro-roJrrMa BeposrHocr IIpu eAHoBpeMeHHO
npuno)KeHue.

He-CYP3A4 MeAI'IupaHI'I eQexru - Apyru n:aunrogeficrBlz,ave$erru, HacrbrrBar{u npr{ Merr{nnpeAHr,r3onoH
ca o[ucaHr4 s ra6r. I no-4ony.

B ra6n. I e npe4crareH cIII{cbK I{ onncaHne na Hafi-.Iecrzre u/unu KJrIzHr4qHo 3Harrr{Mr,r JIeKapcrBeHLl
ssazMoAefi c rBnfl. urru eQercru c Mera Jrrrpe,qHr{3oJroH. . ,. t- i
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Ta6l 1. Baxnu JreKapcrBeH[ Ir Apyr[ nranlroAeficrnua/eQercur c MeruJrrrpeAHrr3oJroH

K.nac na reKapcrBeu[fl npoAyrcr Blauuogefi crnlrelEQerr

I4H.qyKrop Ha CYP3A4

Autnxoarylanrz (nepopaanu) EQermT Ha MeruJrnpeAurr3oJroHa Bbpxy [epopuuHr{Te aHTr{KoaryJraHTu e
rrpoMeHnl,rB. Hlta cto6tqenu.r 3a [oBLIureHI{, KaKTo r.r 3a noHI{xeHLr
e$erm Ha [epopaJrHr{Te aHTr{KoaryJraHTr,r npu eAHoBpeMeHHo tlpr.r;raraHe
c Koprr.rKocrepouAr,r. flo'ra:u npuquHa KoaryJraquoHHure rrHAeKcr,r
rpa6na Aa6's4ar MoHnropr.rpaHr.r 3a rroAAtpxaHe Ha xeJraHr,rre
aHTr.rKoaryJraHTHn eQex'ru.

r cy6crpar) na CYP3A4
Anruronrylcanrr.t

- (Deuo6ap6nran
- @ennroun

AHruonuneprLr qHr.r JreKapcrBeHr{
rpoAyKTLl

- Henporr,rycrynHn 6loxepu

Kopruxocreporlflr.rre Morar Aa noBrr.rrrr elpercra na
aHTI,rXOJrr{Hepr[qHilTe JreKapcTBeHu npoAylcTr.r.
l) Cro6rqaea ce 3a ocrpa Mnorrarr,u flpu eAHoBpeMeHHo rrpuJraraHe Ha
BIICOKI,I AO3t4 KOpTr{KOCTepOr.rAII It aHTI{XOIr,rHepruqHu JreKapcTBeHr4
rrpoAyrcm, Karo Hanp. HeBpoMycKynnu 6noxepu (ex. rcura 4.4
Cnequanul,t npeAyrpex,qeHxr z [peAua3Hr{ MepKu upu ynorpe6a,
Mycryauo-cr<eav nu)
2) flpu nar-(reHrr,t, nptreMaru,r Koprr,rKocrepoufuu ce cto6uqara ra
aHTaroHu36M Ha HeBpoMycKyJrutre 6aoxnparun eSemr.r ua naHxyponufi
u aerypoHufi. Tosa sgaulvtoAeficrsae Mor(e Aa ce oqaKBa npu Bct4rtKr,r
KoMnerurlrBHu HeBpoMycKynnu 6loxepu.

AHTueMgruuu
- Anpeuuraur Znxr.r6uropr,r u cy6crparu na CYP3A4

llporunoru6uqHr{ JreKapcrBeHr,r
rrpoAyrcru

* I,h:paxouason
- KeroxoHa3or

I4uxu6uropu u cy6crparu na CYP3A4

u cy6crparu na CYP3A4
Konrparlenrue r.r (nepopalnu)

- Errauluec'rpaliilonl }{'nxu6u. opu u cy6crparu na CYP3A4

I,lxxu6u'rop na CYP3A4

I4nxr.r6urop r,r cy6crpaT ga CYP3A4
l) Bsaurrano uuxu6upaue na uEra6olu:va ce na6nroAaBa trprr
eAHOBpeMeHHO npr4noxeHue Ha rlr.rKrrocnopr,rH r.r MeTtu[peAHr.t3oJroH,
KaTO TOBa MOX(e Aa AOBeAe AO nOBI{rUaBaHe Ha rura3MeHaTa
KoHrleHTpauurr r,r Ha ABere neKapcrBa. Blglroxuo e HexeJraHr.rre
peaKIII{U, CBbp3aHr,t Cbc caMocTorTeJrHoTo [prrJroxeHHe Ha BcrKo eAHo
oT neKapcTBaTa Aa ce [porBqT c no-roJrrMa BepotTHocT IIpu
eAHOBpeMeHHO flprrJroxeHrre.
2)tlpu eAHoBpeMeHHo npunaraHe Ha MernnlpeAsr{3oJroH u
Ur,rKrocnopHH ce croo[raBa 3a notBa Ha

Cy6crparu na CYP3A4 ,.

i - I



4.6 BpeueuHocr rr KbpMeHe

Bpeuennocr
H'sxoH npoyqBaHufl npl{ xI4BorHI'l IIoK€BBar' qe KopruKocreporzArrre, npr.rJroxeHr{ na rraaixara BbB BrrcoKr{Ao3Il Morar Aa ilpLlrru[flr naalo{oprra a\uu Ha [JIoAa. Brnpexu roBa, KoprrzKocreporrAr{Te u3rJrexAa Heflp'uqnHrBar BpoAeHr,r aHoMuurkrr,I, Koraro ce [pr{Jrarar np" 6p"rerrrr.

Btupexz HaxoAKrITe nplt xI'IBorHI{ ce oKa3Ba, qe Bb3MoxHocrra 3a yBpexAaHe Ha lrroAa e HelprKa, aKoJleKapcrBoro ce rI3[oJI3Ba IIo BpeMe ua 6peueuuocr. A4ercearHu rtpoyqBaHur.3aqoBerrrKara
penpoAyKTI{BHOCT He ca [poBeAeHI4 C Koprr{Kocrepr4oAr{. Trft raro r{Ma HeAOCTarbqH}r AoKa3arencrBa 3aoetonacnocrra npz 6peueHHI4 xeHI{' ToBa Jrerapcrno rpa6na Aa ce r{3noJr3Ba npr4 opeueHuocr, caMo aKo eH€UIOXI{TCJIHO.

fJff;I|!::ff:1"'ff^::j::l"11:Til rrrarreHrara. E^uo perpocrreKrrrBHo npoyqBaHe orKpr,rBa

il#;;;;ilffi;il:#llI t?I I . lVpHrr u4 vnh4, ' ' '^^It3JIoxeH[ Ha KoprI'IKocrepoHAI{ e uair\unux opraHLI3bM, Te3u, rr3Jrox(eHlr Ha foJreMrr Ao3r{

;:fi:r:trlotl4E 
tpr6ra Aa 6t[ar BHItMarerIHo na6mo4aaaru{ Lt oqeH.rrBaH^ 3a rrpnsH ar\u Hanas6r6pevna

HsMa ugsecrun eSerru Ha Koprr{Kocrepor.rAr,rre Bbpxy parAaHero.

Ynorpe6ara Ha roBa Jle*apcrBo npu 6peuenHocr' KbpMa'KV vnuxeHr. c AerepoAeH noreHr{H€rrr rr3LrcKBanoJI3I{Te or neKapcrBoro Aa 6tkat BHI'IMareJIHo npelleHeHr.r cr,prMo noreHrluanH ufl pvrcK za uailxa.,a,ena6pnoua vrvnilora.

Krpueue
Kopruxozgzre [peMI'IHaBar B KbpMara. KoprzrocrepouAr{Te, rrpeMr,rHnnu B KbpMara Morar Aa norrrcHarpacrexa I{ flollpeqar Ha eHAoreHHara fJlrcKoprl'IKocrepozAHa npoAyKrlur [pr,r KtbpMarrerara. Trfi Karo He ca

neKapcrBa rpt'ya Aa ce ilpunarar Ha KbpMaqKr4 caMo aKo rron3r.rre 
"; A;;;;;;;;;;#' 

'iii,,ii

trCnac na JreKapcrBeuun rpoAyrcr Bra uruo4efi crene/E Serr

MaxponrErnr,r anrzr.rn4&quos ur.r
JreKapcTBeHu npoAyKTr.t HHxr,r6urop Ha CYp3A4

HCIIBC (necrepou4Hu
npoTr4 BOBb3 n a.J].UT e IIHLI
JreKapcTBeHr,r cpeacraa)

- Bt4coKu Aoeu AcnupuH
(aqerr,rrcaJtl,rumoBa

rucelusa)

MOXE AA AOBEAE AO IIOBHIIIEH PI,ICK OT CTuIUqUIIOBA TOKCI,IqHOCT NPU

l) Moxe Aa ce ua6ruo4aBa [oBrrueHa qecrora 
"a 

.acrpo-rnnrecrr'uaono
KbpBeHe rr yJrrlepaquE, Koraro KoprrrKocTepor.rAr.rTe ce npzJraraT
eAHoBpeMeHHo c HCIIBC.
2) Me'ualnpeAHr{3oJroH Moxe Aa noBr,ruru Knr.rptHca Ha Br.rcoK'Ao3r,r
Acnupr'rn. Methylprednisorone may increase the crearance or high-oose
aspirin. Tona uonurueHr,re B cepyMHt4Te KoHrIeH,rp a\uLr Ha ca,urrunaru

flporr.rnonnpycur.r JrerapcrBa
- XI4B -nporeasulr unrur6zropr.r

Wxu6uropu (u cy6crpanr) 
"a 

Cyp:l+
l) flporea:ur.r uuxu6uropa Karo Ha[p. r.rHAr.rHaBlp 14 plrroHaBup Morar
Aa IIOBLIIUaT [JIa3MeHI,rTe KOHqeHrpar{urr Ha KopTr]rKocTepor{At4Te.
2) Koprr,rxocrepor.rAr,rre Morar Aa vHlDlqr.rpar uera6olugua na XI4B_
[porea3Hr.rre nuxn6uropn, Karo B pe3yJrrar ce rroHrrxaBar rrna3MeHure

noTeHrIr{rurHLITe pr,rcKoBe 3a KbpMarreTo.



4.7 EQercru Bbpxy cnoco6nocrra sa ruoeupaHe u pa6ora c MaruuHrr

ESerrr'rre Ha KoprlrKocrepo[Al'ITe Bbpxy cuoco6nocrra sa noSupaue zrz pa6ora c Marrrr,rHr.r se ca6utru
OIIeH'BaHI{' JILIICBaT AaHHI'I' npeAUOJIaraIqIl, qe KOpTI,IKocTepoHAIrTe MoraT.qa nOBJIHqTT na cnOCo6uoCrra
sa ruoQvpaue ullr pa6ora c v'aurulrr. He ce oqaKBar npegurleSerrr{ Ha Koprr{Kocrepor{Aure Bbpxy
cnoco6uocma:a ruoQupaHe HJrH pa6ora c MarrrrrHu.

4.8 Hexelauu nexapcrBeHu peaKqurr

IIu Q e rcryuu u uu Q e cm a4uu ; uu$exgur, oloprroH trcrr{qHa nusexqur

Hapyuteuun Hq uJvtyHHama cucmeila.'JleKapcrBeHa cBpbxrryBcrBnreJrHocr (nrmovureluo auaQunarrvrrHa
peaKIII{t u aHaQzlarrolrAHa pearqur), rlorr4cKaHe Ha peaKrlr{r.rre KbM KoxHr{ TecroBe

Hapyuteuun u a e udorcpuu Hama cucmeJvtc.' KrrunnrolrA, xr{rolLrryl4Tapr{3bM

Hapyu'teuotn uq Memq6onu3^a u xpaHeHemo: xurroKzurueMuqHa aJlKuuro3a, 3aApbxKa Ha reqHocrr{, HapyuleH
fnroKo3eH ToJIepaHc' rIoBI4IueH anerl{T (xoftro Mox(e ,4a AoBeAe Ao rroBl,IureHue Ha refJroror, rIoBlIIIIeHu
HyxAH or I4HcyrII.IH I'IJII{ nepopaJlHlt xunoDruKeM}rr{Hrr cpeAcrBa npu aua6etuqu, vera6olr.rrHa arlr{Ao3a,
3aAp6xKa ua Harpnft

Ircuxuvuu HapyuteHua: orKJIoHeHut B noBeAeHr.rero, aQerrnnHr.rHr4 HapyueHrar (arlovr4TeJrHo 3acerHara
la6urHoct, IIorI'IcHaro HacroeHl{e, eyQopr,r.rHo HacrpoeHue, [crlxoJlorl{qHa 3aBl{cr4Mocr, cyurlrlA Hy v1eu),
6esuoxoficrso' cbcrotHlte ua o6tprauocr, 6e3cruue, pa3Apa3HrrreJrHocr, MeHT€urHo HapyueHrze, [poMeHr,r B
HacTpoeHI'IeTo' npoMeH[ Ha nuqHocTra' [cI{XoTurIHo rIoBeAeHLre, IclIXoTLIqHo HapylueHue (rrlrcvuTeJlHo
MaHr,rr, AeJrK)3r{U, xanrcqr,rHar{rrr,r u lulzsoQpeHur [uoruaBaHe Ha ctcrorHuero])

Hapyuteuue Ha HepzHama cucmeJwa; a\,/rle3vlr,, KorHr{Tr{BHo HapyrueHr.re, KoHByJIcI,Iu, 3aMa[Hocr,
uaro6olue, rIoBI'IIueHI4e Ha LIHTpaKpaHH€IJrHoro H€urrfaHe (c nanuloegervr [4o6poxavecrBeHa
uHTpaKpaHr.rnn Ha xr{rreprouur] )

Hapyuteuun Hq ovume, cy6raucyrapHa KarapaKra, ersoQra-nM, fJrayKoMa

Hapyuteutn Ha yxomo u na6upuuma.. Beprr.rro

Cupdevuu HapyueHta: KoHrecrLIBHa cbpAerrHa HeAocrarbqHocr (npz qyBcrBr{TenHu uaqueurn)

C u d o e u H apyu.t e H uz : xrdneproHr,rr, xunoroHr,rt

P e cnup am op uu, zpo dn u u .u e d ua c muH cuH u H epyut e H u, : xbJluaHe

Cmouawuo-upezHu HqpyueHun; a64ouuuaruo pa3rur,rpeHlre, a64ouraHarHa 6orxa, A1aputr, A1e11eile1rg,
croMaIIIHo KbpBeHe' uepQopaqz.r Ha qepBo, raAeHe, esoQarnr, ynueparr.rBeH e:eo$arur, naHKpearur,
rlenrl'IqHa ffina (c Bb3MoxHa uepQopaqnr Ha [enrr4rrHara s3Ba r.r KbpBeHe Ha rrerrrrrqHara sssa)

Hapyweuun Ha Kootema u nodxoucuama mbKaH; aKHe, aHrI4oeAeM, eKXuMo3a, eplrreMa, xup3yrr,r3bM,
xunepxl'lApo3a, rrerexr,tr{, npypr.{Tyc, o6pnn, arpoQrzr Ha Koxara, KoxHI,r c rpurr, ypruKapufl,

Hapyuteuun Ha MycKyltHo-cKetlemHama cucmewa u cteduuumenHqmq mtKaH: aprp€ulilIt, sa6aegHe ua
pacrexa, MycKyJIHa arpoQur, MycKynHa cla6oct, vrvlarltfl, Mnorrarrrr, HeBporrarHa aprporrarr{x,
ocreoHeKpo3a, ocreonopo3a, rraroJrornvna $parrypa

Hapyu'teuua Ha rbsnpouseodumenuame cucmeMa u etpdama; HeperynrpHa MeHcrpyaqr'

o6tqu HapyweHua u eQexmu Ha M.ncmomo Ha npranoucetrue: yMopa, HapyrueHo 3EBApaBrBaHe,
HeprBrrono)KeHue 
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5.1

Crepougnu'rr,,cItHApoM Ha orHeMaHe" upunu4lro HrMa Bpb3Ka c nag6l6pevHara HeAocrarbqHocr, Moxe
cbIIIo Aa Hacrbnn cneA pt3Ko cnllpage Ha rJrroKoKoprrrKocrepou4u. Tosu cr,rHApoM BKJrrcqBa ckrMrrroMr{
Karo: aHopeKclzt' raAeHe' noBpblrlaHe' Jleraprut, uano6olne, 6olra B craBltre, JIrouIeHe, Mvta1rrvrfl,,rary6a
Ha rerJlo u/uttu xunoronus. Tesz eQercru ca cqr,rrar, qe ce ,qbnxar rro-cKopo Ha BHe3a[Hara rrpoM.rrHa Ha
KOHIIeHTpaIIVflTa HA |JIIOKOKOpTLIKOCTep0I,IAI4, OTKOJTKOTO Ha lHl/rCKTT HI/IBA Ha KOHrIeHTpaq[ure,

I'Iscnedeauttn' rIoBIzIxeHH arIaHHH aMI,rHorpaHcSepasa, acnaprar aMuHorpaHcQepara, cepyMHa uurKnrHa
QocQara:a, HaMuureH xalnfi B KpbBTa, rroBr.rrueu ralqufi B ypvrHna

Hapauneauua' ompaenHu.n u ycnoucHeHun, eb3HlrKHCL,u s p%ynrnam Hq uHmepseHquu; cn'rHzulHa
KoMrlpecuoHua Qparrypa, py[Typa HacyxoxlrJrr.re (oco6eno Ha rxr,rJrecoBoro cyxoxulue)

4.9 [pe4orupane

Hgua rclIlHnqeH cLIHApoM 3a ocrpo npeAo3r,rpaHe c Koprr,rKocrepor.rAu. Cro6ulenu.s 3a ocrpa roKcr{qHocr
ulunu curp'r cJIeA rIpeAo3I,IpaHe Ha Koprl.rKocrepor,rAnre ca peAKn. r clyvafi Ha npeAo3ktpaHe He e HalprqeH
cnequQnveu aHTuAor; JIeqeHLIero e crloMarareJrHo r,r crrM[ToMarr{qHo. Merr.rnnpegH"ronon, e Atarm3vpyeM.

OAPMAKOJIOIUTIHII CBOIII CTBA

@apu a xogll Ha MurrHrr cBofi crBa

(DapuarorepaneBTllqHa rpyna: KoprnKocrep otr$vr 3a cr,rcreMHo rrpr.rJroxeHrre, ATC xoa: H02AB04

MerulnpeAHl43oJlo e MoIrIeH lrporxBoBb3naJrlrreJreH crepor.rA. Toft uua no-roJrrMa nporr{Bo-Bb3[aJrr,rreJrHa
cI'IJIa OT npeAHI'I3OJIOH LI IO-MaJIKO CK]TOHHOCT OT rrpeAHr.r3onoH Aa rrHAyrlupa 3aApsXKa Ua ]Htrrpuit n Bo.qa.
OtnocurenHaracvnaHa MerI{JIlpeAHu3onoH Ao xn,qpoKoprr{3oH e nafi-ua.rrro 

"i-r 
p KbM eAHo.

5.2 @apuarcoruHerurrHtrcnoficrna

Cpegnrnrr [ony-xllBor Ha eJII,IMI,IHT{paHe e B paMKrzre ot 2,4 go 3,5 uaca [pr{ HopMan Hkr,3ApaBLI
4o6pooo-nqu 14 [oKa3Ba, rIe e He3aBacI4M or n.brfl Ha BbBexAaHe.

Merltrnpe4HI'I3oJIeH ce vera6olu3r.rpa B qepHr4r Apo6 go HeaKTr4BHrz vrera6onuru, ocHoBHrrre ca20- 6era-
xLtApoKcr,rMerr,rJrlpeAHr,r3oJroH H 20 6era-xuyporcu-6 alsa-uerunnpeAHr{3onoH.

KlltprHcrr Ha MerLInnpeAHLI3onoH ce npoMeHr or eAHoBpeMeHHoro rrpr,rJro)KeHr.re Ha rpoJreaHAoMr.rquH,
epI'ITpoMt4I{uu, puQaunuql,IH, aHTLIKoHByJIcaHTTI u reo0ulzn. He ca Heo6xoglrvu aAanrr,rpaHr,r fl, Ha Ao3ara
upu 6l6pevHa HeAocrarbqHocr. Merurupe4Hr,r3oJroH ce orAeJrr rrpe3 xeMoAu arru3a.

5.3 rlpeArclusr.rqHfi AaHHH :a 6egonacnocr

He-xlusuqHara6asa \anHvr n rou6uHaqur c AoKa3areJrcrBo sa 6esouacHocr, cr6npano or rorr4Hr{
KJIIIHUqeH onI'IT H nocr-MapKerl4HfoBo Ha6nro4eHue, noAKpen.rrr 6esonacHocrra Ha Merurr[peAHII3oJroH
ra6leTKu Karo MoIrlHo rIporI4BoBb3n€IJIrdreJrHo cpeAcrBo npr.r KparKorpafiuur.ruQlauaropHu HapyueHr,rr.

OAPMAIIEBTI{IIHI{,IIAHHII

Cnncrx Ha noMorrln[Te BelrlecrBa

Jlaxrosa MoHoxr{Apar
I{apenzvHo Hr.rurecre
I-lapeauuuo Hr.rtrrecre, r43cyrueHo

6.

6.1



3axaposa
Kaaqzer creapar

6.2 HecrslrecruMocrrr

Henpuloxutr.ro

6.3 Cpox na roAHocr

5 ronaHn

6.4 Cnequalnu ycnoBrrfl Ha cbxpaHeHtre

Crxpauxtaitre rpn reMneparyp a no p, 25" C.

6.5 {anHu 3a onaKoBnara

Onaxosrz or 30 z 100 ra6nerrcll.
Erucrepn PVC/AI no l0 6p. ra6n.
Crrueuu orraKoBKtr rnn III

He scuqKr'r BnAoBe orraKoBKl't Morar Aa 6rAar \ycHarug npo.qaN6a.

6.6 Cnequa.nnu [peArra3Hrr MepKrr rrprl rr3xBLpJrflHe r pabora

H.slvra cneq[iurHr{ z3Lr cKBaHur.

7. TIPIITE)ITATEJI HA PASPEruEHI4ETO 3A YIIOTPEFA

Pfizer Enterprises SARL,
Rond-point du Kirchberg, 51, Avenue J.F. Kennedy,
L-1855 Luxembourg,
Jftoxcerra6ypr

8. HOMEP(A) HA pA3pEIrIErrI,rETO 3A yfroTpEEA

9401389

9. AATA HA IIT'PBO PA3PEIIIABAHEMOAHOB.flBAHE HA
YTIOTPEBA

,{ara na rrbpBo panperxaBaHe: 15.06.1993 r
floAHonssaHe Ha pa3perxeHr4ero sa ynorpe6a : 12.09.2005 r.

10. AATA HA AKTyAJTII3IrPAHE HA TEKCTA

0r/2011

PA3PEruEHUETO 3A
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