
OJugoremedija

NPETJIE" HA KAPAKTEPNCTNRNTE HA JIEROT

NIRYPAN@ ra6.ueru 4 mg. 20 radneru

Izlue Ha reKom,o6nurcjaltuHa u naKyqatue
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OJugoremedija

r.prME HA JIEKOT ,pIHTEPHAIITTOHAJTHO HE3ArrrTI{TEHO r4MA HA JIEKOT(UHH)

Nirypant 4 -g ra6rerra

INN: Metilprednizolon

2.K BAJII,I TA TPIB E H II KBAHTI4TATI,IBEH C OC TAB

Nirypan@ 4 mgra6neru: cenoja ra6nera coApxu 4 mgMerr'rnilpeAHr43onoH.

3. @APMATIEBTCKA OOPMA

Ta6reru

4. KTI,IHPIIIKI,I IIOAA T OUPI

4. I . Teparr eBTcKr{ r{HAr,r Karlrr r{

o EuAorcpuun 6orecru:
npl4MapHa r{ ceKyHAapna aApeHaJrHauycy$uqujeuquja,KoHreH:araJrHa aApeHaJrHa xr{neprnasuja.
o Areprucrcu 6onecru:
6pouxrajamra acrMa,aHrr{oHeBporcKr4 oroK,cepyMcKa 6onecr,arolrrcKr4 AepMarr4TI4c,KoHTaKTeH
AepMarI4THc, arcpruja Ha neKoBrr ,Te)KoK o6rux Ha ce3oH aKvr u nepenzjaneH aneprvrcKvr ptr:aurrzre,
. PeeN{arcKu 6orecru:
Peniltrolageu aprpkrrprq jyneur4JreH xpoHr,rrreH aprpr4Tl4c, aHKr,rJro3r,IparrKr4 crroHAr4Jrkrrkrc,
rlocrpayMarcKrr ocreoaprptrrr4c, 6ypsuruc, TeHAoBarI{HHTc, errr4KoHp.prilvrrvre, Mr4o3r{Tr,rc,

Q u 6p os urlr c, rr c op uj as en 14 y pr4.untr aprpr{Trr c:
. Konareno:n: cr4creMcKr4 Jrylyc epr{TeMaro3yc, aKyreH peBMaror{AeH KaprLrrr4c,

AepMaroMr,ro3r,rrr,rc (norzlauosaruc), aprepl4Tilc Ha fI{faHTcKr4 KJrerKI,r.
. IepMarogu: uevrQr,rryc ByJrrapuc, excQorujaruneH AepMarMTLrc,6ynoreH AepMarr{Tr{c, TerrrKr4

o6ruqz na ce6opor{rreH AepMarrzrvrc v ncopujasa, Mycosis fungoides, Erythema multiforma
. O.rHrl 6orecru: lrpereH yneurxc(vrpvrrtrc,upr4AoKurrxnurnc),gzSyseH cKnepr4Tr4c,Ara6ox

IIapeHXHMeH Keparr4Trrc,orrrr4qKn HeBpI{TI,Ic,xopI4op ervrHvrrvrc,ckrMrrarurrKa oQranmuja,xeplec
3ocrep o$ranuzxyc.

. HepeHr,r 6orecru: Mynrr4nna cKnepo:a(axyrna ercaqep6aryuia)

. EeroApo6uu 6orecru: nynMoHanHa capKorrAoga,Loeffler-oB cr4HApoM, Ar4ceMr4HvrpaHa
ry6epxyno:a,(co coo.aBerHH anrvt-ry6epKyn03HH rexonu),4raSy:Ha 14HTepcrr4gurjanna

Q u 6p o: a,aanvp a\uj a na racrp Hr{H ara c oAp}KH H a.
r Xenraronorurcn 6onecru: aBTor4MyHa xeMoJrr4Tr4rrKa aueuuja,Lrilr4orrarcKa rpoM6oquroneHr4cKa

ilypnypa
. HeonrasN{a: nrauQarurrKa neyKevuja,arcyrHa reyr<evrraj axaj Aerla ,MarrvrrHkrrnusolau.
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OJugoremedija

f acrp o uurecrun an n u 6o.rr ecur : ynqepo3eH KoJII,ITI4c, KpoH on a 6ol ecr.

Ocranaro: oror Ha Mo3oKor nopaArl TyMopor,Meracra3a,rlocJle IIoBpeAu vr onepaqrll4

,TpaHclJrarar[r4Ja Ha opfaHl4 pI KocKeHa cpueBI,IHa.

4.2. [otuparse r,r HaqrH Ha yrlorpe6a

Aoly HaBeAeHr4Te rrpe[opaqaHr4 Ao3r{ ce oAHecyBaar Ha rIoqerHLI, AHeBHI{ Ao3I,I. luenuara Ao3a Mo)Ke

Aa ce AaBa eAHarx AHeBHo, rroAeJreHa Bo uosefte Ao3II Lrlrkr Ha cexoj BTop AeH, Kora MIIHI{MarHara

esexrunHa AHeBHa Ao3a fte ce Ayrrnupa 14 ce raaa cexoj Brop AeH Bo 8 .racor Hayrpo.

Hecanasure eSeKTH Moxut Ia ce MraHr4MLrsvpaur co ytlorpela ua uajualure eQerruBHu Ao3I4 Bo

reKor Ha uajxparoK BpeMeHcKrI trepnoA.
floqersara Ao3a 3aBkrckr o4 cocroj6ara rcoja ce rperzpau co Hea ce [poAoJDKyBa AoAeKa He ce Ao6I,re
3aAoBonyBaqKr,r KJr?rHr{rrKrr oAroBop,rxro e Hajuecro 3 Ao 7 Aeva no cny.raj Ha peBMarcrca 6olecr(ocnen

3a aKyreH peBMarcKr4 KapAuruc),aleprr,rcKr4 6olecru Ha Koxara I4 pecnllparopHI4or cplcreM ,orrHI{Te
6olecru.[oronxy He ce Ao6ue oqeKyBaHr4or KJIIIHTI.TKI{ oAroBop Bo reKor na 7 AeHa ,norpe6ua e
peBanyauuja ua cry.rajor 3a ra 6u ce rorBpAlrJra roqernara 4ujarHosa.[Iroru ce 4o6ue cooABereH

KJrr.rHr4rrKr.r oAroBop ,uorpe6uo e rrocrerreHo Aa ce HaManyBa AHeBHara Ao3a Ao 3aBpruyBarLe Ha

rperMaHor Bo aKyrHr.rre cocroj6u (ua rtp ce3oHcKa acrMa,eKc$orrzjarnBeH AepMarplrl,tc,aKyrHa
oKynapHa r,rHsnanaaquja)unr4 Ao rrocrurHyBalbe Ha MI4HI4M€uIHa eQenrunHa Ao3a Ha oApxyBalbe Bo

cnyuaj Ha xpoHr{rrHra sa6olynarra(Ha np 6ponxrajanna acrMa, arr4tru.ueln AepMarurnc, peBMarcKLI

aprpkrrvra, crrcreMcKr4 nynyc epr4reMarosyc).llpenoparul{Bo HaMaJIyBaIbe Ha AHeBHara Ao3a ue rpe6a

la 6ure rroroJreMa or,2 mg Bo I4HTepBaJII{ oA 7 lo 10 Aena.
ilocrapu ilaqr{eHTrr: Kaj repanuja Ha rrocrapr4 rrr4r\a rpe6a Ia ce vrMaar Bo IIpeABI4A MHory

nocepr4o3ur{Te rrocneAlrur4 Ha HecaKaHr,rre e$exrvr Ha KoprrlKocrepol{Al4te, oco6eHo ocreonopo3ara,
guja6erec , xunepreusnja , cKrroHocr KoH ran$exqnl{, I{creHr{yBalbe Ha Koxara.

Aeua: fo:ara ua Nirypan@ ce oApeAyBa Bo 3aBl4cHocr oA npl4poAara Ha 6olecra u norpe6Ho e Aa
6mlar Mr4Hr4MaJrHvr 3a HajxparoK Mox(eH [ep]roA. Arco e MoxHo ,rIoxeJIHo e Aa ce ilpl,IMeHyBaar eAHaIIr

AHeBHo vrHa cexoj BTop AeH 3a race Mr4HrrMr{3r4pa cyilpecujara Ha ocoBl4Hara Ha xl4rloraJlaMycor -

xranoSusa- nag6y6peNna xne3la Ia :acrojor Bo pacror.

IlpenopaKrr 3a Ao3rrparbe
. PenuaruAeH aprpr4rvrc: rexoK o6mar 12 - 16 mg

yMepeHo rextoK 8 - 12 mg
y M e p e H 4 - 8 m g

A e I I a 4 - 8 m g
. CncreucKl4 AepMaroMl{o3tlTuc: 48 mg
. CucreucKu nyryc epl4reMaro3yc: 20 - 100 mg
. Axyrua peBMarcKa rpo3Hrarla:48 mg AoAeKa He ce HopMtrJlvr3vpa SE no reKo-T,Ha enna HeAena

. Aneprujcru 6olecru: 12 - 40 mg

. Epouxrajanna acrMa: Ao 64 mg Bo [oeAI{HerIHa Ao3a lua cercoj
MAKCT4MUUIHO

. O.rHu 6onecru: 12- 40 mg
o Xervrarororuxr{ 6orecru u neyKeMuja: 16 - 100 mg
o Marpruu runa0ovru: 16 - 100 mg
. Vnuepo:eH KoJII4ruc: 16 - 60 mg
. Kpouona 6orecr: ao 48 mg AHeBHo Bo aKyrHuI eIII43oAIa

a

a
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OJugoremedija

. Tpancurararynja Ha opraHr.r: Ao 3,6 mgkg/4HenHo
o llyruoHanHa capKouAo3a: 32 - 48 mg Ha ceroj Brop AeH
. Apreprarkte Ha rl4raHrcKr{ KJrerKr{ / penvrarcKa [oJrr4vtuwtvtja: 64 mg
. lleu0rzryc Bynrapzc: 80 - 360 mg

4.3. KoHTpar{HArrr(aquu

Nirypan@ e KoHrpar4HAlrrlr4paH Bo cnyuaj Ha ro3Hara rrpeocerJrr4Bocr Ha JreK H Bo cnyvaj Ha cr4creMcKa
rau$ercquja AoKoJrKy He e 3arorrHara creuuSuuua repanuja sa uu$ex\ilja.

4.4.lloce6su rpeAyrpeAyBarba rr MepKu Ha rpeAocrpolrffiocr rrpr yuorpe6a Ha JreKor

1 .
2.

Vnarcreoro 3a [arlkreHTu ce uaofa Bo [aKyBarbe Ha JreKor.
Hecaxauure e$ercTr4 Moxar Aa ce Mr4HlrMiurvr3r4paar co 3eMarbe Ha uajnaanu e$exrlrBHr4 Ao3rr 3a
najxparoK Mo)KeH [epr{oA ,co 3eMarLe Ha AHeBHrr Ao3r,r KaKo eAHa AHeBHa yrpr{HcKa Ao3a, KaKo
v 3eMalbe Ha JIeKor cenoj BTop AeH , Kora e roa uoxHo.r{ecrr4Te nperneAr4 Ha naqrleHTr{Te ce
3aAODKI4TeJIHI4 3a IA MOXe la Ce OApeAH AO3aTa Ha JTeKOT rrpeMa aKTT4BHOCTa HA

6 on ecra(rr orJr e.{H v 1o3up arb e 14 H arr r{H H a rrpr,rM eu a).
A4pena-rrnara Koprl4Kanna arpoSuja ce pa3BrrBa Bo reKor Ha Aonlorpajuara repanuja r{ Mo)Ke
Ia ilep3l,Icrvpa HeKonKy Meceqv [ocJre [pecraHoKor Ha zcrara.Kaj naryueHTr4Te Kor{ [puMr4Jre
uosefte oA Sz:uorolrrKara Ao3a Ha cr4creMcKrrre Koprr{Kocrepor4Ar.r (oxoly 6 Mr
Koprl{Kocrepol4Akt)no4omo oA rplr HeAenr{ ,He 6u rpe6ano oAeAHarx ra ja rpeKuHar
repaurajara.Kaxo fce ce HaMarryBa Ao3ara Ha Nirypan@ 3aBvcv oA Toa ranv fte ce [oBTopur
6olecra AoKonKy ce ilpeKLIHe co repanuja.KruHu.rKara upoueHKa Ha aKTr4BHocrlrre ua 6orecra
Mo)Ke [a 6uhe norpe6na Bo BpeMe Ha rrpecraHoK co reparujam .[orolry He ce oqeKyBa
penarc sa 6orecra Ho Ilocrorr Mo)r(Hocr Ha cynpecuj a Ha ciluparrara xurrorafiaMyc-xr4no$rasa-
naa6y6per,Ao3ara Ha Nirypan@ Mo)Ke 6p:o Aa ce HaM€urr4 ua SusuoJroruKr4 Ao3r4 oA 6 ur
AHeBHo ,IIocJIe IUTo Ao3ara ce HaManyBa 6asHo ra 6u Aorrrno Ao olopaByBarbe Ha oBaa ocKa.
Hena4ejHllor rIpeKI{H Ha repanujara co crrcreMarcKr4Te Koprr4Kocrepor4Ar4 , KoH ce rrpoAoJr)Kr4Jr
nonefte oA 3 HeAeJrra, ce cMera 3a cooABereH AoKonr(y rporleHKara e ra HeMa Aa AoBeAe Ao
BnoruyBarbe Ha 6olecra.
Heua4ejul4or rIpeKIaH Ha repanujara -Ao3a o1,32 Mr AHeBHo MerraJrnpeAHr43oJroH 3a 3 seAema ,

He ce orreKyBa Aa AoBeIe Ao KJrr{Hr{qKr4 peJreBaHTHa cynpecuj a Ha xr,rrror€rrraMyc-xr4rroQusa-
uaa6y6per Ha ocKara raj nonefte uaqzeuru.

3euarrero Ha JreKor He ce [peKr4HyBa HaeAHaur raj rrauueHTr{Te Kor4 :
3eMaar nosefte oA 6 rrar Niryp^ant A"e""o ,rroAoJrro oA 3 seAemr;

3eMaar roJreMu Ao3r4 xirypan@ (nonefte ol,32tr,r gHenuo); 
,.i,,,,1,:,.,r'_t:,-tt't-i:':i^' 

,,,"'',,,
. ' r  i ' - ' r  ' l l '  '
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krMaar Apyrl4 fipvqvHkr 3a aApeHalrna uHcy$uuzeuquja ocBeH ergoieHa Kopfr44ocrepoklAHa
repanuja;  : , , ,  
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3eMaaT noBTopeHLI AOgVr Ha JTeKOT HaBer{ep
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4. Co orue1, Ia Moxe Aa loj4e Ao rropeMeryBarbe Ha cexpeqnjura Ha Ml{HepanoKoprllKovr[Lt ,
coJrr4 nlulu Mr4HepalroKoprr,rKokr4r4 rpe6a r4croBpeMeHo Aa ce HaAoKHaAyBaar.

5. flauuesrure rpe6a Aa Hocar co ce6e Kapra <Tepanraja co crepou4u>,xoj a [aBa jacnu yrarcrBa

3a MepKr{Te 3a [peAynpeAyBarbe rou rpe6a [a ru [peB3eMar Aa ce HaMaJII{ pI,I3I{Kor ,I4 KoI'I

o6es6e4yBaar floAarouu 3a roa rcoj ro rrperruman JIeKor ,Ao3ara I{ AoJIx{I4Hara Ha rperMaHor.

6. Nirypan@ Mo)Ke Ia rur MacKlrpa 3Harlr{re Ha unsercquja ,a vcroraKa 14 Bo reKor Ha repa[ujara

Moxe Ia ce nojanar uonu.Cynpecujara Ha uu$rauaropHuor oAroBop 14 vwyHvrce $yurquu ja

3roneMyBa cKJroHocra Ha 6arrepucKure ,rJrr,rBuqHv v BLrpycHLr nHQer<qupl, KaKo Lr HuBHara

rexusa.KJrr4Htrr{Kara rrpe3eHraryuja e qecro arrlrprrrHa I4 TeIrIKo ce orKpI4Ba Bo paHI,Ior craAHyM.

1 . Bapuuel ara e ceprro3eH upo6nena, r{aKo v rana HopMarIHo He3Harsa 6olecr Mo)Ke ra 6ure

Qaranua rcaj zuyHocyrpeczBHr4 rrarlneHTr{. flaUueuu4Te KoI,I He rIpeJIexi}JIe cvrraHvrr\fl rpe6a

Aa u:6erHyBaar KoHraKr co lyfe un$zqupaHr{ co avtratvrrll4 I4 xeprec 3ocrep a Bo cnyqal [a

aojaar Bo KoHraxr rpe6a 4a uo6apaar vrHa MeAr,ruLrHcKa [oMour. llaczBHara r4Mynu3auvtJalaa

Baprdr{ena/socrep co r4MyHouo6y.nnH rrorpe6*ta e rcaj He-I{MyHI{Te rrauveuTkr KopI [pl4Maar

cr4creMcKn Koprr4Kocrepor,rAr4 vrrrur sefte rr4 3eMane Bo [epl4oA oA rlperxoAHlaTe 3 iraeceqn.

I4nryuorlo6ynunor rpe6a Aa ce [aBa Bo rrepl4oA Ao 10 lena oA I43noxyBarbe Ha Bl'Ipycor.Bo

cnyuaj Ha unserquja norpe6no € xocilr4ranvstrparue vr ypreHreH rperMaH. Bo roj cnyuaj He ce

rrpeKr,rHyBa repar uja co Nirypan@ Ho ce Kopl4rup a $o3ara Ha JIeKor.

8. llaqueuu{re Kor4 He rrpenexurJre 3ayrrrKr4 rpe6a Aa ug6erHyBaar KoHTaKT co IEn$uqupaHl{ nyfe.

flpuruenar a Ha krMynorno6yJrr4 Hor Mo)Ke Aa 6ule uorpe6Ha Bo cnyq aj ua KoHTaKr.

9. Xzeure BaKrIrrHr{ ne rpe6a Ia ce AaBaar raj uaqraeHTl4 co oIrITereH I,IMyH crlcreM ,6ugejku
MOXre Aa HeMa OA|OBOp Ha CO3AaBarbe Ha aHTr{TeIraHa Apyra BaKuI4Ha.

10. Vuorpe6arana Nirypan@ raj raqueHrr co aKrr4nHa ry6epKyno3a e orpaHl{qeHa Ha cryqaeBl4 Ha

SynuuuaHTHlr krrrvr AlrceMrrHtrpanur ry6epryJlo3l{, Kora ce rpl{MeHyBaar co cooABerHH

aurury6epKyno3Hr4 JreKoBLr. O.q nauHeHTlITe co JIareHTHa ry6epryno3a vltur ry6eprynran

rro3lrrr4BeH Tecr norpe6ua e o6cepnauuja sapapa MoxHocra Ha peaKTHBI4paIbe Ha

ry6eprcyno3ara. Bo reKor Ha rrponoHrvrpaHa KopruKocrepol4AHa repanuja oBI4e IaLIHeHTI'I

rpe6a Aa rlpl4Maar xeMonpo$ulaxca.
1 1. llorpe6Ho e BHr4MarenHa npr4MeHa na Nirypan@ xaj naqraeHTl4 KoI,I 3eMaar KapAI'IoaKTlIBHI4

JreKoBrr , KaKo rrrro ee ArrroKcr4H, rropaAr4 co crepoplAl4 vrnrkrtryrpaH eJIeKTpoJIIITeH ruc6alaHc Id

ry6emero Ha Kanl4yMor(nornegHl4 HecaKanu 4ejcrna).

[on or ur{TeJrHI4 rlpeAyrlpeAyBalba :
florpe6Ho e [oce6Ho sH[MaHr{e KaKo Lr rtHTe3vBeH MoHr{ToptrHr Ha rIaIII4eHTure Bo cnyqaeBH Ha

ynorpe6a ua Nirypan@ xaj naqueHrll co cneAHHre 6onecru.
1. Ocreouopo3a (noce6Ho ce Bo pr,r3prK xeHI4Te rIocJIe ueuonay:a)
2. Xuuepreusuja I{JIIa KoHrecrLIBHa cpIIeBa uucy$uqraenqrzja.
3 . Teurxu ncnxr,rj arp vreKr4 rropeMeryBarba (uoce6H o rlperxoAH a crepo vAHa ucuxos a)

4. flr,ra6erec Menl4ry c (utu rIo3I4rI4Bna cevrejHa auau4gia), . .
5. flperxo4Ha lrcropuja yary6epryJlo3a i ,  . : : . , i  " " ' , t ) ,

6. frayxovr (urm rIo3I4TIrtBHa cerraejHa aHaMHesa)'' . :,.ir.. 
'r',:i

1. flperxogHa MI4otIarujaI,IHAI4uIrpaHa co crepol4Al{'. ',': :',
8. I4ncy$uquenqnja Ha upHl{or 4po6 I4nv uupotu ' 

,
9. PeHarsa uucy$uqlaeHquja
10. Enunencuja ii ' 

.r ,. ' .,r , ir,..
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1 1. llenrur{Ka ynqepaqzja
12. HeoaaMHerrrHa rIpeBHa aHacroMo3a
13. llpealrcrro3prrlLrJa sa rpovr6oS te6uruc
14. A6qec vilv Apyru rrr4oreHr4 zu$exquu
I 5. Vnqepo3eH KoJrr4rr{c
16. lunepr?rKywrrr{c
IJ .Muacreuuja rpaBr{c
18. OxynapeH xeprec cr4MrrJrere,3apa4vr MoxHocr Ha KopHeaJrna nep$opauuja
1 9. Xnnorr4peor{Ar43aM
20. HeoaaMHeureH rauSaprr Ha Mr4oKapAor
2l.Kanouru capKoM e npujaneu Kaj ilauraeHrr{ Kor4 rrpr.rMane repanuja co Koprr4KocreporlAr4.

flpecraHoKor Ha repailujata Moxe Aa AoBeAe Ao Knr4Hr4qKa pewucuja.

Vnompeda Kaj de4a: Koprurcocrepor,rAure rrpeArr3Br,rKyBaar 3aocraHarocr Bo pacror Kaj
HoBopoAeHql4rbara , Aerlara vr a4orecrleHTrrre. TpervraHor rpe6a Aa ce rurMLrr?rpa Ha Mr,rHHMaJrHa
Ao3a Ha Iuro noKparKo BpeMe AoKonKy e roa Bo3MoxHo. fia 6u ce HaMaJttrila cynpecujara
xl4lloraJlaMyc-xl{rroSusa-Haa6y6per ocKara vr saocraHarocr no pa:nojor , rperMaHor rpe6a Aa ce
cBeAe Ha npI4MeHa Ha rroeAr4HeqHa Ao3a na cexoj BTop AOH , AoKonKy e Bo3MoxHo.

Vnompe6a Kaj nocmapu nuqa :Boo6u.raeHr4Te HecaKaHH esexru Ha cracreMcKlrre
Koprl{KocrepokrAr{ Mo}Kar Aa 6urar 3.qpyxeHrr co MHory cepr4o3Hr.r KoHceKBeuqrz raj [ocrapr4 nr.rqa
,KaKo Ilrro ce ocreolopo3a ,BHcoK npr,rrracoK , xr4rror<aneuuja, gua6erec, ocerJrr4Bocr ua uH$er<rp/rv,
I{creHr{eHocr Ha Ko)Kara. Ilecrure KJrI4HrlqKr,r Ha43opu HaL TaKBr4Te rrarllreHTrl ce HeolxoAHr4 3a tra
6u ce Hs6eruane peaKrlr,rr{Te KoH Mo)Kar Aa ro 3arpo3ar xrrBoror

4.5. klnrepaKllrru co rpyrrl JreKoBrr rr Apyru Br{AoBr{ Ha rrHTepaKrlr{n

1. llpujaeeHa e uojana Ha KoHByrrszrv Kora ce rpr4MeHyBa Nirypan@ co rlr4Knocropr4H, 6ugejku
ucroBpeMeHara [pr4MeHa Ha oBr4e ABa JreKa AoBeAyBa Ao B3aeMHa uuxu1uuuja ya Hr{BH}ror
uera6oll{3aM. llocroz Mo)KHocr Aa KoHByJr3r4nre r,r Apyrr4Te HecaKauu e$errn [oeA]IHer{Ho 3a
oBr4e ABa neKa Hajvecro ce janynaar Kora ce yrorpelyvaar 3aeAHo.

2. Jlerosu KoId [peAr43BHKyBaar xenarr4rrKr4 eH3r4MH, KaKo ruro ce puQananu[zH, puSa6yrun,
xap6anta:eilI4H, $eHo6ap6urou, $euuroun, rpr4Mr{AoH, ro sa6psynaar naera6olr43Mor Ha
Nirypan@ - or 14 ro HaMruryBaar HeroBr4or e$ercr.

3. JleKoskIre KoI4 ro I{HXI46upaar eH3r4Mor CYP3A4, KaKo rxro ce rlr4Merr4A}.rH, epr4TpoMr4ur4H,
KeroKoHa3oJI, IaTpaKoHa3oJr, rvrnrkra3eM Mo)Kar Aa ro HaMaJIar uera6oru3Mor na Nirypant - ot
r{ raKa ja:roleuyBaar HeroBara KoHrleHTparyuja Bo cepyMor.

4. CrepoIa4Iare Moxar ra r?r HaM€rrrar e$ercrure Ha aHTr{xoJrr,rHecrepa3ara Kaj uuacreuuja
rpanuc.CaKaHlare eQerru Ha xrarrorJrrrKeMr{cKure areHcu(nr<nyuynajftu vrncylrv:n) ,aHrra-
xl4rlepreH3r{Brr 14 Akryperurrw ae aHTaroHr43LrpaHH rpr4 ynorpe6a co Nirypan@ - or
XunoxareMl,IcKl4or eQexr Ha arlero3oJraMr4A, loop Ha E;vyperr,rqu, Tpraskrp.Htr Ar4yperrruu v
rap6euorconoH ce 3roneMyBa Bo xou6usarllrja co Nirypan@ - ot.

5. [ejcrnoro Ha KyMapr,rHcKr{Te aHrr,rKoaryrraHcu Moxe la 6up'e sajaxuaro co rrcroBpeMeHa
yuorpe6 a Ha Nirypan@ - or, rra ce rperopaqyBa rrecra KoHrpoJra INR r4Jrr4 rrporporu6uucxo
BpeMe 3apa4r4 orracHocT oA crroHTaHo KpBaperbe.

6. PesarHzor KnkrpeHc Ha ciuurlrdnaru ae 3roJreMyBa rrpu ynorp,g6.;a rya
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HefoBoTo yKl4HyBarbe oA TepanwJa Moxe [a AoBeAe Ao rrHToKcHKarIr4Ja co aaJrvrwnaTu
.Ca-rruuunuil4Te 14 HecreporlAHr.rre -aurrauuQnaMaropHr4 JreKonn rpe6a ra ce ynorpe6ynaar
BHI4MareJIHo co Nirypan@ - or r<aj [aur4eHTrr co xurorpou6uuervruja.

l . Nirypan@ Bo zHrepaxquja co HeBpoMycKynapHlr 6loxupa.mH areHcr4 , KaKo ruro ce
rraHKypoHr4yM, ro HaMaJr y Baar Hr{BHoro 4ej crn o.

4.6.flptrMeHa Bo rrepuoA Ha 6pervreuocr rr Aoerre

Cnoco6Hocra Ha K^oprr{KocrepouAr4Te Aa [oMr4Har Hr43 rrJrarreHTara e pa3nr4qHa. MerzrlpeAHn3oJroHor
oAHocHo Nirypan@ ' ja nonruHyBa rJraueHrara.
Vcn*rcyyarbero Ha cKorHr4Te )Kr.rBorHr,I ,yrBpAeHo e AeKa co [pr{MeHa Bo reKor na 6peueHocra Moxe
Aa AoBeAe Ao a6uopuarHocrr4 no Sera-rrHr4or pa:aoj ,KaKo ruro ce pacuer Ha He[rla vr vrrTpa -yrepr,rH

sacroj no pasnojor.Heua cr4rypHr4 AoKa3r4 AeKa ce cnyrryBa Hcro kr Kaj nyfero Ho rrpv rroAonra
ynorpe6 a Ha Nirypan@ - or Bo reKor Ha 6peueHocra Moxe Aa AoBeAe Ao r4Hrpa-yrepprH :acroj no
pacror. Xrauoa4peHuulI43aM Moxe reopercKkr ra ce pa3Br4e rcaj HoBopoAeHqrdrba Bo reK Ha rrpeHariurHa
r43rrox{eHocr Ha KoprraKocrepoxArl ,Ho o6uqHo cnoHTaHo ce pe[raBaar rro pafamero v perKo e
KJII{HI4qKI{ 3Harlaes. Kaxo Lr cvrre Apyru JreKoBkr ra Nirypant aa [aBa Ha rpyAHr4IIr4 caMo Kora e Kopr.rcra
noroJreMa oA rroreHrlzjanntror pzr3krK 3a rrJroAor u uajrara.
Heua rroAarouu zavrtujalne na Nirypant - or Ha nopoAyBarbero.

Jlaxraquja

KoprvrcocrepouAr,rre ce u3narryBaar Bo vraItur KoJrr4qlrHa no naajul{Horo MJreKo ,fiaraKa ra ga Ao3rr Ao
40 Mr AHeBHo Merl4nrrpeAHlr3onoH He ce oqeKyBa [a [peAr,r3BrrKaar cracreMcKr4 e@errn Kaj
HoBopoAeHrllalbara. ,{eqar& , or, uajrure xou Ao6r4Baar [oroJreMLr 4o3vr oA HaBeAeHr4Te , Moxar Aa
r4Maar creIIeH Ha aApeHaJrHa cynpecuja, Ho Kopr{cra oA Aoerbero fte upeonrala HaA TeopercKr4Te
pr43Hrlr4.

4.7.BnmjaHI,Ie Ha ucHxoQu3rrqrcrrre cnoco6nocrrr 3a BpeMe Ha yrrpaByBarbe co Moropno Bo3rrJro r{
paKyBarbe co MarrrrrHr{Te

He nocrojar no4arour,r za ytujaHr4ero ua Nirypan@ - or Ha yrpaByBarbe Ha MoropHure Bo3r4Jra 14
paKyBarbe co Ma[rr4HHTe.
Bo reKor Ha repanujara Mo)Kar ra ce nojanar lcnxr4r{Kr,r [opeMeryBarua Bo Brrr, Ha ey$opnja
,HecoHHIIa,[poMeHvr Ha pacrroJrox(eHl4e pI rl4r{Hocr ,Aelpecuja u [cuxorr4rrHn MaHnSecraqnu.
flocroeqKara eMorr{BHa uecra6l,IJlHocr prJIr,I [cl{xorrlr{Hl4Te TeHAeHIII4H Mo)Kar [a ce BJroruar Bo reKor
Ha repailujaraco Nirypant - or.
Bo oeze cnyqaeBn ce rpeiloparryBa Aa ce us6eruyna ylpaByBarbe co MoropHo Bo3r{Jro 14 paKyBarbe Ha
MaUI4HI4 AO IpOCTaHOKOT Ha CfIOMeHaTI4Te 3HaUH I/t CI{MIITOMI{..

4.8.HecaKaHr,r 4ej crna

I

I,InrlnAeuuara Ha HecaKaura 4ejcrBa rrpu rrpuMeHa na Nirypan* - or,BKJryqyBai$l4,,Wirecuja.na,-o;xira
xr{rroraJraMyc-xr4rro$usa-ua46y6pexua xne3Aa Bo Kopenaryuja co Ao3a sa reroi,Haqr4Hor na yuo4p;e6a
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facmpo-uHmecmuHatrHu efiercmu : Ar{crencuja ,rerrr{qKa ynqepaqraja co uepQopau ia Lr
KpBapebe,a64orrazHuurHa 4zcreH:zja,esoSareiurHa ynqepaquja ,esoSarearrna KaHAuAvrJa3a,aKyreH
raHKpearvrrr4c,nepsopaqnja ,qpeBa,racrpr4qHa xeMoparuja.Bo reeKor Ha reparuja coNirypan@ - or
PerucrpnpaHkr ce 3roJreMeHr{ BpeAHocrr,r Ha uranur rpaHcaMr,rna:a(AJlT,CfflT)acuaprar
rpaHcaMuuaau(ACT,CfOT) n alrKaJrHpr SocSarasu.Osue cnoMeHarr4 BorJraBHo He ce roBp3aHH co
KJrr{Hr4r{Kr{ craH4poM Lr ce penepsu6vrrHur [ocJre rrpeKr4Hor Ha repafivrJara.

AumuuuQnatvamopHu u uMyHocynpecunHu efuercmu: 3roneMeHa cKnoHocr 14 rroreruxrr o6ruqu Ha
rau$exqur4 co cynpecuja:aa KJrraHuqKr{ cr{MrrroMr4 r4 3Harlu ,olopryHncrurrKr4 ran$erquu,cylpecujaua
KoxHr4Te recroB r4,peaKTr,rBa r\r4ia na ry6epKyno3ara(uorne4Hr4 oAen 4.4) .

MycrcynruocKeremHu efuercmu: ilpoKcrrMaJrHa rrazonaruja,ocreoloposa,SpaKTypa Ha Aonrl{ KocKrI vr
rprxneHr4,aBacKyJrapna ocreoHeKpo3a,py[Typa Ha rerr4Bn,cna6ocr Ha MycKynH.

EnercmponumeH duc6anauc: pereHqnja Ha coJrr4 vr BoAa ,xn[epreHsuja,xnrroKulrreMvrcKa
an Kano3a, KoHrecrrlBHa cpueBa raucy$uquenqnj a.

f epuamottotaKu eQercmu: ga6aseHo 3apacHyBarbe Ha paHtr,arpo$nja Ha Ko)Ka

,crpkrk\TeneaHruaKTa3vrr4,aKHI4,IlerexkIkI,eKxl4Mosla.OnuIxaHI{Te ce cnyqaeBl4 Ha KauouueB capKoM

Eudorcpuruu / uema6onuqKu eQercmu: cyupecuj a Ha ocKara xr{rrorruraMyc-xr4no$usa-na46y6peNua
)KJre3Aa,3acroj Bo pacror raj HoBopoAeHrrr4rLara ,Ier\a kr aAoJrecrleHTr4 ,rrpoMeHu Bo MeHcrpyiureH
IIuKnyc fi aMeHopea, KyuuHron cr4HApoM,sajaxuar arrerr{T,rojasuocr,xkrp3yvrrr3aM,HaMurJreHa
ronepaHuraja ua jaueuuxvrparvr co 3roJreMeHa norpe6a 3a anrwyuja6ercxa repanuja ,Herarr{BeH
6ar,ale'c Ha KzuruuyM r,r a3or.

HeeponcuxujampucKu e$ercmu: ey(popnja ,rpoMeHa Ha pacronox(eHrle,Aenpecuja,rpoMeHa Ha
JILIqHocr ,HecoHrlrra,[ceyAoMorop qepe6pH Kaj Aerla (najuecro rocJre [peKprH Ha repannja

), n cuxo:Lr,BJro[ryB ame Ha rrrr43oSpeunj a, enzlenczj a.

O(tmanuonou.tKtt eQercmu: 3roJreMeH HHTpaoKyJrapeH rrpurrr4coK,rJrayKoM,rrarrr4JroeAeM co MoxHH
olxreryBarsa Ha o[TI,IrrKIaor HepB,KarapaKTa,r4creHqyBalbe Ha KopHeura vrrv cKnepara,er:eqep6aryuja
Ha Br4pycHr4 Lr rJurBlrr{Hra nu$ex\LrLr Ha oKoro,efso$ranvryc.

KapduoeacKynapHu eQercmu : MzroKapgujarcH raHSapKr r.r rocneAoBarenHa pyrrrypa Ha MHoKapAor.

Onrumu e$ercmu: JreyKorlr4To3a,xr4nepceH3r4TvrBH:a
, rp o u 6 o e u 6 on raj a, M aq H Ir H a, n ep3 rr creHTH o r{ K arL e.

peaKqr.rr4 BKnyqyBajkvt auaSzrarca

Cuunmouu Bo meK He Hazro npeKuHynatue Ha mepanuja: llpeunory 6pso HaManyBalbe Ha Ao3a Ha
Koprr4KocreponArz rrocre Aonra repanuja Mo)Ke Aa AoBeAe Ao aKyrHa aApeHaJrHa rancy$raquenuuja

,xr4rroreHsujau cMpr (norre4Hu floce6Hr4 [pe,{yrpeAyBarra r,r MepKkrHarrpeAocrpoxuocr)Mox.e rpcq
nojanu ((craHApoM)) rpecraHoK Ha repanuja roja BKnyrryBa rpo3Hr4rla ,nrljanrnja,lp,lna+1fjp''
)punzrrvrc,xonjyrrusurv.c,6oJrHu KolKHr4 HoAyiu4 npoilpareHn co rreilrarLe,urySuroK Ho;Tex,(uHa,ia. ;1, ,: 

,
r
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4.9. IlpeAo3uparbe

He nocrol4 KrI4Hr4rrKr4 cr4HApoM Ha aKyrHoro rrpeAo3r4parbe co Nirypant - or. Bo cnyuaj Ha 3eMarbe Ha
rorIeMH KornrruHrl Ha ra6reru ,Moxe Aa ce jauu upuraguja Ha )KeJryAHr,rKor.Bo roj cnyuaj uorpe6uo e
Hclluparbe Ha )KeJryAHlrKor. Heua cnequSuqeH aHTr{4or.Meu4JrrrpeAHrd3oJroHor ce [Lrurkrsvrpa.

s. oAPMAKOJTOTTTKpI IIOAATOUTI
5. 1. OapMaKoAr{HaMcKrr rroAarorltr

@apvrarcorepareBTcKa
rpyra:
ATU tr,\., 

- - x02AE04
KO.[:

Kopruxocrepor4A

Nirypan@ e cI4HrercKI4 rJryKoKoprrrKor4A co yMepeHo jaru uuQnavraropHr{ 14 r4MyHocyrpecrrBHr,r
4ejcrnynaFba,AoAeKa MrlHepiuoKoprr{KocrepouAHara aKTr.rBHcor e Mr4HHMaJrHa. IrlnQnarraaropHr4or
oAroBop ce uHxu6upa 6es pa3nuKa Ha roa Aanr4 e ABuxerrKr,r afeHc Ha MexaHr4qKa ,xeMr,IcKa vrilLr
14 MyHOIOTUKa rrpHPOAa.

Ha nrrarpocKorlcKo HI4Bo Nirypan@-oJa nuxu6vpa cr4HTe3ara rr ocJro6o4yearre Ha ve4ujaropr,rre Ha
BocnaJIeHuero ,trpocrarnaHAr{Hr{Te ,neyKorpr{eHr{Te,Jruu$oxuun,u Apyrr4 rIrlToKI4Hu,Vluxu6upa Lr
vrrarpaquja Ha vrarcpo$ar 14 cr4HTe3a Ha aHrzuu$naMaropHrr vre4rajaropn Ha Ba3oKoprr,rH 14
nr4roKopruH.3a arTzrilaileprplcKoro 4ejcrno suauajHu ce rr,rervr6pancKr4Te e$erru Kor,r cnperryBaar
AerpaHynaryvla Ha Macrorlrrrr,rre u oclo6oAyBarbe Ha xr4craMuH.
Nirypan@ uuxu6mpa He caMo paHa Sa:a Ha uusravraropeH rrpoqec (oror,uaco6upame Ha

Su6puH,KarlunapHa Annararlzja,vrurpa\uja Ha naanpo$aror Bo uuQrauaropHr4 perzu,SaroqurHa
aruanHocr) ryKy kr roKacHo uauu$ecrLrpa (nporu(peparyuja Ha Karrlrnapn,rrpoJrr4reparyuja Ha

S n 6p onn acrv,Haco6zpalb e Ha KoJrareH u rlilKarprasarluj a).
MerulupeAHl{3onoH uMa [oroJreM anruuu$naMaropeH noreHqzjal oA rrpeAHr43oJroHor,r{ rroMtrJra
reHAeHrluja ga rrpeAr43Br4KyBa 3aApxyBarLe Ha coJrrare r,r BoAara.

5. 2. OapMaKoKrrHerlrrrKr,r rroAarorltr

Nirypan@ ce aucop6upa Bo racrpor4HTecrr4HaJrHr4or rpaKT. Bo KpBoroKor ce Bp3yBa 3a rrJra3Ma
ilporerrHvrre 14 ce ruera6onvrcLrpa no uajroJreM AeJr Bo qpHr4or 4po6 Bo HeaKrHBHr4 naera6ornrn (o4 xolr
ce rnaBHu 20,13-xu4poKcr,rMerr{n-[peAHr4coJroH r4 20p-xuaponcn-6u-Merurn[peAHr43onoH ), Ho Bo
6y6pe:ure ce rsnarryBa v Bo ypuHara. Knupenc Nirypan@ - or e rrpoMeHnr4B ilpr4 r.rcroBpeMeHa
npr,rMeHa Ha epr4TpoMr4rlr4H ,pusanrnr4ur{H,reosrannu u4p.He e norpe6Ha KopeKur4ja Ha Ao3ara rcaj
ralllreHrr4 co peHaJrna uucyQr,ruraenqraja.Jlexor Mox{e Aa ce xerrao4ujalvsvpa.
flonyepeMe Ha eJrvMnHa\r4ja oA ur.rpKynaqnjara e oxoJry 2,5 qaea,a oA rKr{Bara 18 lo 36 uaca,ruro
oBo3MO)KyBA Ia Ce AaBa eAHarX AHeBHO AO3a.
Cpe4Ho BpeMe 3a Aocrr4rHyBarbe Ha HlrBoro Ha KoHrIeHTparywjara [ocJre opanHoro AaBarbe e I,I - 2,2
qaca.

Nirypan@ necuo ja roMr4HyBa qepe6poBacKynapHara 6apHepa,co uajroreua KoHrIqHlpA-rIuj.? Bo
qepe6pocnr4HuureHnr{KBop oa5 -60/o cooABerHoHr.IBoBo[JIa3MaTa. , :" ' ." , .  . ."" '  . .  

' : , , ,

Hajnncor<oro Hr{Bo Ha Nirypan@ - or Bo Jrr4KBopor ce janyBa Bo reKor Ha rrer *z*ivr4,uo eads,Caai',
nocnevI .BIaBaI5eHaAo3aoA500MIHaI Iaq[eHTI4coJIy[ycuepe6pVTvIc,
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Nirypan@ noMr.rHyBa Hr.r3 ntraqeriruara 6apuepa.
HeMa noAarorlr.r 3a r,r3rarryBalre Bo ltajuuuo urero,go.qera e AereKTIlp,lH Bo MJrexoro Ha )rorBorHure.

5.3, Ilpegnruunqxr{ noAarorlrr 3a 6er6e4nocra ua .nexor

Pesynraro:r Ha cryAr,rr,rre 3a aK)'THa x xpour,rqHa roxcr.rqHocr flor<al(yBaar AeKa ce cficreMcKure
erpexrr.r orr.runu na oHr,re rtou ce Booqerlt nocJle AaBzuSe Ha ,qpyn4 rJry(oKoprnKor4Ar.r :
,{o6uBarbe Ha reJrecna Maca,arpoQuja ua nunQor.r4uo rKrBo l,t aJlpeuaJrua xopa.He nocrojar 4orasu
,nocne flportreHKa Ha pa3IurIHI.r TecToBLI KoI4 [oKarKyBaaT AeKa e MeT[JIupe,4rI[3oJroHoT KaHrleporeH
,uyrareu vnu ja uzrMaJryBa rrJroAHocra.

6. OApMAqfBlclCfiilrotlulf.t'f|i|lllliiif:ililiiii4iiiit]illlir#il isii:,t,i .:r:.:,,, ..'..'l:;*|il,,lrril;::r'ii:.-

6.1. Jlncra na erccq[[ueHcr{

flvenxapen crpo6; ranx; crlnt,rquyM-Ar.roKcrrA,(onor,rAur,r 6esaoguu; JraKTo3a MoHoxr,rApar;MarH*r4yM -
cTeaDaT.

6 .2.Vlmrco M rr arr{ 6 r,r Jr H o cr

He e no3Hara.

6.3. Porc Ha yrorpe6a

5 roArauu

6.4. Iloce6nn uepxr Ha rrpe4yrrpeAyBase npu qyBarse

!a ce uyna eo opI4rIrHaJIHo [aKyBarbe nopaAr,I 3arflrr,rra oA cBerJrr,rHa r,r BJrara Ha reMfiepurypa go 25'c.
AA CE TIYBA IIO.4ANEKY O.q AOOAT HA AEIIA.

6.S.flpupo4a n coApxr{Ha Ha Konrarrnara au6a;ra:xa

Nirypano ra6nerra oa 4lrr ce naxynanu no 20 ra6leru no ryruja xoja cogpxn 2 6:rupre!-n"oa IIBII
/Ary Qo.ruja co no 10 ra6:reru(2 x 10 16l ) . .,

.l*'.'.1u,-,,,t 1,"',i..,..
6.6.Iloce6ur MepKrr Ha [perna3lfiBocr flpr orr[p.rane na lrarepuja.nor ndj rpc6a.4a 

-ce 
Qp.rln

rrocJre [p[MeHara Ha Jrenor , . ,t , 
,..,- --,, 

i . j
r l  

.  
i | "  t t ' , '  n
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Heua noce6uz ynarcrBa 14 MepKr{ Ha nper[a3Jrr4Bocr.
Ilexor ce yHr{rxryBa Bo corJracHocr co Ba}KeqKr.{Te npotrr4cu.

7 . I1 POI{3BOAI,ITEJI

Jyropenre4uja Qadpnna Ha JreKoBu AA 3pernauuu
flaHqenaurca 66,23000 rCp6uja

8.uME I4 AAPECA HA HOCT4TEJIOT HA OAOEPEHI,IETO 3A CTABATbE HA JTEKOT BO

cErrTrrMA nooEn
JloH4oucrca 1 9, 1 O00Crcouj erMarce4onnj a

9.FPOJ HA rrpBA IO3BO JTAVTOEHOBA HA IO3BOJIATA

(R)
Nirypan- ra6teru 4 ur 1s-39 r0t2-04

l0.AATyM HA rrpBA AO3BOIA Ir AATyM HA OEHOBA HA AO3BOJTA

@
Nirypan* ra6teru 4 ur 18.10.2004.

11. AATyM HA PEBpT3pIJA HA TEKCTOT
l

Cenreilrepu 2007 .
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