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3EI{PEH IIT3BEMTAJ 3A TEKOT

Deksom€D@, $n1u16loxceuu ra6ne rw, 25 Mr AeKcKerorpo$eu,
: L0, 30, 50 {rn.um-o6rox<eHu ra6Jrerrr,

Irlue Ha rteKou.t, odnurc, jauurua u f,tarcynarbe

flpousnogrdren:

Aqpeca:

floguocr,rreJr Ha
6apamero:

Agpeca:

Berlin-Chemie AG (Menarini Group)

Glienicker Weg L25,12489 Fepnun, fepvranuja

cE[Tr4MA AOOEJI

Jlougoncxa 19, Cxonje
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[excoveu@
INN: ,{ercxeronpo(reH

,2r;;KBAiIrl

Cercoja drunu-o6no)KeHa . ra6lera coApxu 36,9 rr,tr AeKcKeronpoSen-rpoMeraMoJr rrrro
(HHH).
3a erccr{unprencr4 - nunw 6.1

4. K Jll{HtZ,urcr,t1iuofi u,ui..,
4. l .  TepanucKr,r  HHAHKau[rH

CunrnrovarcKa repariuja na 6olra co 6lar Ao yMepen
AeHTairHa 6olxa.

O uru-o6roxeHn ra6leru,
Ee:rr, oxpymn Qrrrrr-o6nox<enu ra6lera co no,qenefia upra. @ulv-o6loxesure ra6leru Moxe 4a cejqefiar Ha nolroBl,rga.

,,,1.:, ,,,.,',, ,,;' , . ,r , i 'i;,;,:::i ;';i:.;;i,;l;ii:,1,t;.,;ilii:il:;liiii;l;ii iiit,iili;iii::ii.:;l i .. .
oAroBapa wa 25 Mr AeKcreronporpeu

I,IHTeH3L,rrer, KaKo Iuro ce MycKynHo-KocI(eHI4Te 6olxtt, Al{cMeHopea
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4.2. Ao3upaI5e u. HagnH Ha npfiMeHa

Onwma nonJneuuia
S*r*" 

"a "n}Ip"A"* 
n javranara na 6olxara, npenoparraHara .4o3a reHpanHo u3ftecyBa 12,5 rrar ([excorveH@ Qull,,r-o6.,roxeru

ra6,rern) xa ceron 4 -6 !^aca 25 lrr ( I ,{ercor"ren@ Qrrv-oonoxeH rr la6reru) ua cerorl g vaca. Brynuara lueBHa ao3a He cr{ee Aa
6l4ae [oroJreMa oa 75 Mr (3 Ae(coMeH@ rfulrrr-o6rorrexN ra6rerr), Ilojarara na HecaKaHr,r eQexrlr voxe aa 6rae varll"ru:rrpaua
co ynorpeoa ua najlra.rure eQnxacnr.qo:a:a rajrparox nepnol norpe6eu sa KoHTpoJIa r{a cr4Mnroume (rr,{ere 4.4).
,{ercouex@ He e HaMer{er sa gonrorpajna ynorpe6a r repannjara rpe6a .qa ce orpaHr,r3l{pa cflope11 nopuo.qor r{a noJaBa Ha
cI.IMmoMuTe,
Vcrozpeueua npl'{MeHa co xpaHa AoBeayBa.4o o.4nara$e }'a 6p:mara xa pecopnrylja ua lenor (at,Eere 5.2 lDapuaxorrnernvxn
fitroAaro[ll) na ro mlaaj Ha al(yrHa 6olxa ce npenopavyBa 3eMar6e na Qr,rmu-o6noxeHara ra6lera wajualry 30 r,,rld{yru npeg
o6oor.

flocmaou natueumu
K^aj nocrapr'l naqneirrra ce npenopat{yBa 3anoqryBaBe aa repanlrjara co floMaJrfi.qo3r{ Bo 4o:Hnor oncer (nrymra gxenia go:a o.4
50 vr) florupa*ero Moxe aa ce 3rone[4y'a ao npenoparauara JIo3a 3a onurara nonyraur.lja caMo aor(onKy e yr.ap.qeua go6pa
ONIUTA NOAHOCJIHBOCT HA JIEXOT,

Xenamatua ducdvurcuuja
Kaj nauueurr.r co 6naro ro ylvlepeHo nopeMeryBalbe Ha upxr,ror apo6 repanr.rjata rpe6a aa ce 3a[oqHe co peAyuzpaga roga
(BXylHa AHeBHa Ao3a o.{ 50 vr) x nxrvarelto ,aa ce HaAfneA)ca, [excoveH@ He rpe6a Aa rc Kop]lcrar rraqfiegTr,t co rerrrxo
o[JTeryBarse Ha qpHuor gpo6.

reH t4a oucavvKuuJa
fiotetlara,4o:a uopa 4a 6uge pepyqupaHa Ha Bh?r,Ha axegra lora oa 50 ur xaj naunexrn co 6raro oc.ra6ena pexalna r[yuxu,rja,
[ercoueu@ ue rpe6a qa roprcrar naqxeHT!{ co yMepeHx,lo reuxr nopeMerysi,oa ua oynxuajara na 6y6pe:rre.

.neua
fiexcoueH@ He e HctrnryBaH Ha Aeua pt aAonecqeHT].r. Co or.rleA AeKa He e yrBpAeHa
rpe6a Aa ce rpr,rMer{yBa Kaj Aerla H aAonecubirarra.
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4,3, KoHrpauuguraunn

,{excoueu@ ne cMee Ia ce flpriMeHyBa Bo cJretrHure cny{arr:
: Kaj fiaquelrru rIyBcrBI,rreJIHfi Ha ,qerrcxeronpo(reH, ra 6uro roj HCAI4JI rrJn4 Ha HeKorr or ekcunrlrescr{Te Ha JreKor
- I{aj naquenru raj Kor4 cy[cragur4re co cln'lxo aejcreo (Ha np. actrupltH ulu nexoj apyf HCAHI) npeau3BuKyBaar Hanaar.{

ua acrma, 6porxocna3Ma, aKyreH pIHr'rr,rc I4.nrl nperlr3BrKyBaap HaBaJTHH nonunn, yprI,lrapraja BJru anrr4oHeyporsqxu e,aeM
- Kaj flauneHTll co axrl{BeH Hi'Ir,r cycnerTeu racrporHTecr}rHaJreH nenr}lrtKu ynKyc ur,n co KpBaperbe Hn]r co pexypeHTeH

ytryc r4Jrr.{ xpBape}r}e (,4ae ula noae(e enrl3oAg no(a)KaHn ynqepau x ulu xprapera) xn}r xpoHr.r{Ha 4xcnenc4ja ao
aHaMffe3a

- Kaj rlaqueHTll co racrporrHrecrxHaJ]Ho kpaapene xrn nep$opaqxja noupsana co nperxolxa repanuja HCAI4II
- flaquelfl.I co racrpor,rrrrepcrwHarHr4 l(pBapelra r,oru apyrl4 arTr{Bnr,r r(pBape*a urrK nopeMerenr.r KpBapera
- Kaj fla[t(eHTn co Crohn-ona 6olecr llnr( ynueparriBeH xoJrr.truc

Kaj naqHenrrr co 6porxrjarrHa acrMa Bo aHaMHe3a
Kaj naqrenrr.r co reruxa cpqeBa r4Hcy0uu?reHrruja
Kaj naqueHrl4 co yMeper{a Ao reuKa .rr.r{c0lrssquja Ha 6y6pe:u
Kaj uaqueHrn co reuKa orrrrereHa rpyHrcuuja Ha upHuor Apo6
Kaj naqueHrrl co xervroparnrrHa AHjare3a r,rJrr4 Apyru nopeMeryBalba Ha Koarynaulrja
3a nperr,re Ha dpeMeHocr H nepHCrA Ha AoeFbe.

flocebsu npeAynpeAyBarba H MepKrr Ha BHr,rMareJrHocr npn ynorpe6a Ha Jrer(or

He e yrrpAena 6et6egna lmorpe6a raj geua.
Bnumarenxa npr.nr,rena xaj naqlrenr co aleprrcru cocroj6r4 Bo aHaMHe3a.
flaparelua ynorpe6a ua flercoveH@ co apyrrl HCAtrlJI Bxryvyrajtu m u celreKrr,lBH]rre nrxr.r6llrppu sa unrnooxcarena:a Il 6u
rpe6a.no ua ce' u:6erxynaar. flojanara Ha HecaxaHx eOeKT l Moxe ,u.a 6r.r,qe urumiln:llpaua co ynorpe6a ua uajvara eSrxacaa ao:a
:a rajrparox nepnoA norpe6eli 3a KoHrpora Ha clrMrrroMr-rre (Br.rAere 4.2, fi mcrpor4HrecrrHareH u xapr}.roBacKyfiapeH plr3nx).

factporaarecraHarHo KpBapebe, yJruepau)4M r,{nfi nepoopaufil{ Kor.r Moxar,[a 6uaar @aralru, ce npajareHn xaj cNre HCAHII :a
6u,ro roe npeve Bo rexor Ha repantjara, co ulr 6e: npeAyflpeayBacrn cHMmoMI,r tnt 6e: nperxoaur4 racrponHTepcrwsaJrHH
npobneMl,l Bo aHaMH$ara. Axo gojge ao nojaaa Ha lacrpol{}rrecrnHanHn xpBaperla ulrr4 ynuepaufi}r xaj nauuerrn 3a BpeMe Ha
repanujara co ,{excover@, repanujam rpe6a qa ce npexune,
PrsNror og racrpollnTecrlrHalrHu KpBape*a, yJruepaunlr r,rr nepQopauru e [oroJreM co 3rolleMyBarlero ua.uo:ara HCAI4JI, raj
[aqtreHr]r co ucropuja Ha yJrryc, rloce6Ho aKe ce KoMrrlrxq]rpaHr co KpBapega unr.nep@opauuu (Br,rAerrs 4.3), uorororo raj
rIocTapr4.

flocrapr naurenru: xaj nocrapu flaqueHru e 3roJleMeHa {rpex{exqujara Ha r{ecaKaHrr lejcrra HCAHII noce6uo
racrpouHrecrsHa:rHr.r xpBape$a N nep$opaqnr r6u voxar aa 6saar 4aralsu (s,n,ere 4.2). OBr.re naqueHru rpe6a ga oanovnar
repamaja co najuaru uoNHu goru.
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r, i Kaxo n raj cr.rre HCAHJI, r,aopa BHr4MarerHo aa ce no6apa cexoj aHauuecrr.reH rloaaror :a e:oQarnruc, ractpxruc lrlwln

{' 
nenruvxu ynryc arrryvyraj in j a norBp.aara 3a nornonHa r.r3:reqeHocr npea 3afloqxyBa]le co repanuja co gexcxeronpo$eu.

' 
IJaqfieHTH co racrpouuTecrtHarHr,r clrMnioMr r'iru racrpor.{HTecrnuarulr o6olylana Bo aHaMHe3a rpe6a lwmareruro ,{a ce

a 
nparar 3a nojaaa ua racrporHTecruHarHv nopeMeryBarba. oco6eHo :a racrpoltHTecruHa[Ho xpBapelbe.

I HCaAI 6u rpe6alo ra ce aaBa co foJrello BHlluaHhe xaj nauueHru co rac'rporHTecr{narxlt o6orrynalra no a.uauirela
' 

, (ylueparunen xoluruc, Kpouona 6o.necr) taroa urro Hruuara cocroj6a voNe 4a ce anornn (eaAere 4.8 Hecarann gejcua).

., j Kou6r.ruupat'a npilr"reua co rrporeKT]tBHr,t areucn (Ha np. Mr,r3orrpocroJr ulr rxxu6r,nopu Ha nporoHcl(a rq,r'ana) 6ra rpedano.la ce

I 
' 

pa:rne,aaut su oBaa rpyrla Ha naulreHTu, r-.r Hcro rara 3a raureHTn KoLt Kopl,Icrar HI-lcKn ao3lr Ha acn[pI,IH, I{n!I apyf[ neI(oBIt KoH
J. 

, ro:torevyaaar racrpolrlrrecr],IHallnuor pu:r.rr (ru,u.ere noa 4.5).

- j nu*"n* co racrpor{rrrecrr,rHarua npo6revr Bo aHaMHe3a, noce6uo noctapr,me, Mopaar aa ru npujauar 6luo ror Heo6uqHr,I
-l I a6.uourHalxr cxr,.rnrouu (noce6rro racroxHTepcrl.rHaJrwr rpeapexa) nororoBo Ha floqeroxor ua repanljara,
J Ocg6eso BHnMaHue ce coBeryBa xaj nauuernl xoy npnMaar npenaparl4 KoH ro 3roJleMyBaar plr:nror oA yJIIIepaqHIr I{m{

, rpsaper$a, KaKo lrrTo ce opalHr.,re xopTHKocTepo[,Ar,r, a]rTuKoaryJlaltc[ xaxo ruro ce napQapnH, ceJIexTIrBHgTe I,Irxu6rroptr rou m
- , I nper:evaar ceporoHyHor r..rJrr,r rrHxu6uroprre ra arperaquja na rpou6ouurl4 xaro Ir.ITo e acnnpuuor (angere oaap.r 4.5).

.- Cure gecelexrueH HCAI4,[ rvoNar .4a ja unxu6apaar arperauujara xa tpov6ouurrz s Ia ro npo.qonxar apeuero ua xoarynauuja

I co r,txu6lrunja Ha cwlTesa Ha flpocrafnanAr,rHot. Tara ra ynorpe6ara xa gercreronpo{eH-TpoMeraMon xaj nawenrlr xou

j -l npunraar 11pyrt,t rlexoBr.l xor r,rnjaar Ha xeMocra3ara, xaxo urro ce nap$apnn xnu apyrlr KyMapItHr{ }rJIn xenaPI4HI4 He e

J npenopavlNna (aNaerlr o,ae.njax 4.5).

Kaxo n raj Apyrl,l HCAI,III, lroxe Aa AojAe ao nopacr Ha BpEJIHocra Ha ypeara Bo nra:]Mara H Kpcarrl{I,IHor, Kaxo u xaj apyrx

tuxu6nropu Ha ci{HTe3ara Ha npocrafraHAuHor, roj nopacr noNe ga 6uae norp:au co nojaeara ua necarana rejcraa Ha refior Ha

pegaflHr{or crlcreM rrrro MoxE Aa aciaeae Ao rnoMepylapeH ue{rpurtc, Nmepcrr,lEr.rjaneu xeQpNrrc, peualaa nanlliapxa Hexpo34

ne$porucex cnxgpov ra axyrna uucy$uuueHqtja ua 6y6pe:ure.
Kaxo I xaj apyru HCAI4-II, 

"o*" 
ru npaa"a""*u 

"-o 
npor*ro 3roneMyBalbe Ha IIoeAUHI,I napaMerpll la upHuor rpo6, xaxo n

3Haqaeg nopacr I{a BpeaHocra Ha eH:lr,rMor cepyM acrraprar avnrotpancQepa:a ir cepyuor aJIaH[H aMllHorpac$epa:a. Bo c.nylaj

Ha pelreaalrreH nopacr Ha oat,re napauerpr repanajara rtoPa na ce [peKwHe.

[ercoueu@ Mopa BHIiMarenI{o Aa ce rpBMeHyBa xaj naurenru Kor-r narar o.q [opeMeryBab"e Ha xeMaronoe3ara, cllcr€McKl,ror

nynyc epmeMaro3yc ruru pa:*t o6o,ryBaR a Ha Bp3Horo rxHBo,
Ka:ro a lpyrn HCAI4.II, aexcxeTo[pooeHoT Mox(e Ia fl{ fipl,lxpze cflMnroM[Te ua aHrferflnUUre 6oneCrU.

Tpe6a aa ce o6parra noce6No snulrane rcaj naulernn co reruKo or.rlreryBabe Ha upHllor Apo6 r/unlt 6y6p*ure, xtnepreH3l'lja

ulvLnu cpt\eza rurcyQuunenlnja, Kaj oBye naqnearn, [prMeHara Ha HCAHJI Moxe Aa pe3ynrlrpa Bo BJIoIU)'tsaIre Ha PeHa[Hara

QyHKu[ja I,t pererrl4ja Ha reqHocrt{ u eAeun. Tara Aa e Heorxo,4Ha flpernfiljlt{Bocr xaj flaqueHT}r Kou ce Ha repanrya co

a"Vp"t ru" nnu xaj oxue xor 6u uoxrele aa pa3Bnjai xrnoaorelruja 3aroa urro nocrol,I 3roJIeMeH pI,I3I,IX oA nedlporoxclrvnocr.

floce6xo gHr,rr\,raHfi9 6u rpe6ano Aa ce o6parN raj naqnenru co cpqeBl,r oooayaarra Bo aHaMHe3a, [ororoBo xaj narMerrm xon

ruane npo6leua co cpueBa uxcyQNuuexuuja 3a?oa ruro [ocror.r sroJreMyBaEe Ha pI43]'IKor oa rIpe.{x}EIIX}tsaI5e cpIIeBa

rucyQzuueuuuja.
lleorc<oAsa e nperna3nlrBocr npr4 reuelLero Ha nocrapu naq[enru l(ol{ ce reHepaJll{o GKJIoHI4 Ha HecaKaHI.l aejcrBa, oco6eHo KoH

racrpor.rflTepcruHa3lHu 1<pBaperra ra nepQopaqNu xor,r ruoxar ga 6Iz4ar rflara;rxu. Kaj flocrapl,I naufieHTrl e noroleua repojarnocra

3a fiocroeH,e 11a o reryra*e ua penanHara H Kap.unoBacxy.rapnara rlym4lja rnu r[yxxqxjara na uplruor apo6 (BLIAere 4.2).

floc€pno3Hg peaKugr{ na roxara (Herolr o4 unn Qara-nar), nrnyvynaj*r ro n ercctfiolujaruBHJ,Ior AepMarlrrfic, Cuoen-

IJoHcononuor cr,rH,npoMj r.t roRglqHara enriAepMa[Ha HeKpoJlt.fia, ce MHory pe"Ko rlpHJaByBarII.l Bo BpcKa co )morpeoaTa Ira

HCAI{JI (sfiAere 4,8), flaUuenrnre u3rJleaa aexa ce co 3roreMeH pr,r3lrK oA 'rBrle peKaI*{Il Ha noqeroKor Ha repam{ara, IraJMIrory

oA oBr,Ie peaxuuI7 ce cfiyqyBaar Bo rer( Ha npBltor Meceu aa repanwjara, Tpe6a .qa ce npeKl,Iire. np[Menara na ,{ercoueu@ npn

npnara nojara na:na(oBH Ha cBpa6 Ba Koxara, MyKo3HH Jresur, nnn 6nno roa ApyrI,I 3HaKoBH Ha npeocerJll,IBocr.
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Karo u raj ApITH HCAIII, yuorpe6ara xa aexcreronpoQeu Mgxe.qa AeJryBa Ha penpoAyKT]rBHr{T€ Oygxr$a xaj xeHrrTe H Ho enpenoparfiITB 3a oHr're xoll nJlanfipaar aa 3a6peMeHar. Kaj xeHr.r Kor.r rrJraHr.rpaar ,qa 3a6peraeuar Nlt ce ro rex xJr.rcnr.ITynaBe Ha
njloaHocra, Moxe ra ce pa3rre,qa npexuxyaaue ua repanuja.ra co aexcxe,ronpo$eu.
UooABerlro npareBe H coBeTyBaH,e ce norpe6ul xaj naullenrr co xunepreusuja Bo aHaMHeba nlwu co 6nara Io yMeDeHa
KoHrccEBHa cpueBa fiHcy{'IlrueHuqia co perexqsja sa reqBocrlt l{rr{ e.qeMr.r ro ce nonplanH co repan4la co HCAI4II.

KlnunrruTe cryAHH pI e[r4AeNrr{oJrou]tq4re cTyAHr.r c)irepgpaJre AeKa He6o}r IICAI,{JI (noce6Ho Bo BHcoKr{
TepanHH) Mof(ar Ea 6vhar noBp3aHH co [4anKy 3ro.rTeMeH pI43HK oA aprepucKr,l rpoM6ornqru HacraHH (Ha
MHoKapAo't r4IIr4 Mo3oqeH yAap). He nocroiar lononno noAarollr4 Aa 6u ce r4cKn),rrqJro raKBo AenyBarf,e

AO3H H AonforpajHH
rpuMep HHQapKr Ha
Ha AeKCKeTOnpO(beH-

< l  l

l i i
t '  . '

{r.r TpOMOTaIvIOJIOT.

llaqlresru co Her(oHrponlrpaua xnnepreu:uja, KoHrecr{BHa cpqeBa rHcyQl,lu}reHr.gaja, npocreaesa co ucxeuucra 6orra Bo cpuem,
fitrep[{ePHa aprepujcxa 6otecr, ulutru rlepeOporacxyrapn a 6oteq 6u rpe6aro 4a *oplrcrat 4"*creronpo4en-rpouerauon'noue
BHI.IMaTeJIH0 pa3rneAyBaH;e. Cltrvuo ncnlryaaee rpe6a;a 6rue cnponeAeso npeA 3ano.rnyBaBe co 4onrorpi;xa repamlja xaj
[aU!IeI{TI.{ co pr.r3r,rx oA KapMoBackynaplu o6olyraga (na np. xunepremtja, xnneprunuleMxjia, Arla6erec uelr.rqrc, nyl;u"*i). 

-

4.5. llnreparcqNn co Apyr[ neKoBt, r.r apynt Bpcrn HHTepaKur.rH

Cnegnrne rnr:eparqr{n reHepanHo ce o,{eHcyBaar Ha c}rre HecrepoHIHH aHTHr,rn{ualraropnu leroarz (HCAI4JI):
Kov6unauuu ron se ce rpeuopaqyBaar'.
- AplT u HCAI4JI, nxnyvynajtr u Bl,lcot(tl ao3u wa catu4wtar (< 3 r/,aen): acroapeueua npr-tMeHa ua uexolxy HCAHII uoxe

Aa ro 3roJle[4ar pl.l3ltKor oA racrpor,rHTecrfiHaJreH ynKyc g KpBapelie nocJre cr.rHeprrcrrqxoro Aejcrro.
- Opannn aHTI4KoaryJIaHcI,t: HCAI4JI t'roNat.qa to sroneuar eQexror Ha opalrHr4Te aBTnxoaryraHcr4, Kaxo uro e rapQaprx

(Bfirere 4 4), (3aroa uro aexckeroflpoq)eHor Bo BI.Icok crenoa ce Bp3yBa 3a nporer4HrlTe Ha rrJranMara, ja arx66rpa
4yrrqajara xa rpou6ouurrre rr ja oureD'Ba racrpol,JHTecr HaJrHara vyro:a). AKo oBaa *ou6rzxauuja He- rrox(e ra ce
r{s6erne, ce npenopaqyBa BHIrMareJIHo nocMarpalre Ha naqfieHTor rr rrparerbe Ha 6roxeuzc11yre napaveriu.

- Xenapr.[.u.]: 3roJroMeH pl,3r4x oa xeuoparuja (nopa.q[ rnxu6r,rqlja ua Qynxwrjara Ha rpou6oqnrure fi orureryBalbe Ha
facrpor4Hrecrr,rlraJrHara MyKo3a). AKo oBaa xolr6nnaulrja He Moxe 4a ce n:6enre, ce npenopaqyBa BHr{Maremto
nocMarpalbe Ha [aurreHTor u npareBe sa oroxeyucxrte napa]\terpK. Aro oBaa KoM6i{Haufija He Moxe ra ce u:6eru!, ce
npenopaqyBa BHl-rMareffro o6seprnpa}|,e Ha naqneHTor I,I nparere ua 6lroxeuucKltre naparlerpr,t,
KopruxocreporlH: 3roJreMeH pulxK oa racrpouHrecrr{HaJrHx ynuepaufix t-t KpBape*a (Br,uere 4.4)
,rlu'rNyu: (eQerror e onllulaw co HeKoJIKy HCAI4$: HCAI4JI ro 3ro;reMyBaar r{r,rBoro Ha nrrrxyM Bo rpara xoj voxe ga
,4ocrl'IrHe roKctrtlHI,l Bpe.[Hocr]z (naualexo ]BraqyBarse xa rurryra). 3aroa oroj napaMerap 

"opu 
4u i" Kor{rpoJrr,rpa Bo

Texor Ha Botse.qyBarrero, nolecyBarsero Ha ,[o3ara ]r npeKHHor Ha repanajara co lexcxeronpoQeu.
MerorpeKcaT, np[MeHer Bo ,{o3H b.4 l5 urlsetre.nxo u nonete: gmneMeHa xeMaroronlKa roxc}rttgocr Ha Merorpexcaror
nocre cHlrxyBalle Ha HetoBr-.tor peHaJreH KJIIrpeHc co aHTI,IIHtDnaMarop]tl,l neKoBfiMa Boonuro
XnAawrouut n cytrlouauwpt: roxclrs lute eQtexrn Ha oBr,re cyrrcraHux voxar ga 6u4ar nojauaHr
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: rKou6unauut xou 6apaar rnauaure:

, l- ,ftryperr'rqr, AI{E NHxx6Iaropu r aHraroHucrt Ha aurxoreH3}.rH II peqenropN: ,{excxeronpodreuor Moxe aa ro peayq}rpa
e(pexTor Ha Ar{yperltrlr.i u anTrrxnnepreH3}lBHr,rre JrexoBr,I. Kaj nerou naqrenTr,r co HapyueHa pexalna Qymqraja (nd

, npEMep aex[rpuPaHu_r]aq[eHrr,I [rIX nocrap [aqr4eHru co HapylreHa peHanHa 4ynrcur.rja), no"6"rnpu"u-ynotpJ6u'ru
i neKoBI'I rou ro ltHxu6upaar €H3]r[4or Ha ulrxjrooxc[feHa]a ]r AIIE xHxr.r6fimpor r.rr],l aHTaroHracrot anrraorengug I]

, I peqenTopu.Moxe Aa AoBeAe Ao noHaTaMoIlHo BJIolrIyBalI'e Ha peHatlHaTa Qyuxqlrja, xoe e soo6u.IaeHo pelepeH6r,r:tno. Bo
clyraj aa e fipoIIHIxaHa rov6uxrpaua ynorpe6a na ,4ercxeronpo$en 

" 
ty"pat"t{", MHory e Baxno naqueHTor aa He e

i,l aexnAp}lpaH !I BHI'IMareJIHo aa ce nparfl peHanHara 4 yHruuja Ha rloqeroKor Ha repanrjara (nugere 4.4, Iloce6nu
;. I npe.rynpeayBalsa K Meprdi Ha npelra3Jrt Bocr npn ynorpebara ua aer<or).
L,J
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- Merorpexcar npl{MeHer Bo ttaJrH llo3l..t. nol{aJlu oa l5 ur/seaento: 3roneMena xeMaroJro ka roxcl{qHocr Ha
MerorpeKcaror nocjle HaMary8a$e Ha HeroBltor peHaneH ur{peHc Ha amuraQ.navaropHH JreKoBI{ Boonltr-To. florpe6ua e
HeIeJIHa KollrpoJla Ha KpBHara cnlri n 6pojor Ha KpBHure *e;lnr so 'r"*ot ru ,rp""ra HeaeJrH co repan4ia no oaaa
xoubnuaquja florpe6eu e 3acrJreH Hamop Bo cryvaj ra npucycrBo.lypn r.r Ha 6laro ourerena Qyxrunja na-6y6pel5e
raro n xaj nocrapri Jrrlua.

- fiexrorcNQlJIaH: 3roreMeH pr.r3llx or KpBaperua. Heonxo,qeg e 3acHJreH KJII.IHHTTKH qecra npoBepKa Ha Bpenrero Ha
rogrrylaurj a.

- 3uaonyaul: ce jaeyra PI,I3r.{r{ oa nopacror Ha roxcu-Hocra ua (errare ua qpeeHalra KpBHa no3a nocle lejcrnoro na
perHKynoulrrflre co nojaaa Ha reujKa aHeurja epua HetreJIa flocre no'reroKor r{a np[rMeHa na HCAHJL Heony,oAna e
lponepxa ua 6pojor Ha KpBHHre 3pHqa u perlrKynoqlrrl4re I -2 He,4erh oI 3aroqHyBarrero Ha repanujara co HCAI,IJL- AepnBarfi Ha cyncl our,rypea: HCAI4JI r',roxar 4a ro 3roJreMar xr.r[oDrr..rxeMrrcKrzor eq)eKr Ha aepr4Barure Ha cynrlonurypea
lcrucxynajfur ru o,r Mecroro Ha Bp3yBa$e Ha nporet4HIlTe Ha rrJlaBMara.

Kov6uHaqan xou Mopaar Aa ce 3eMar ao o6:tzp:
- Bera 6noxaropu: Tepamrjara co FICAHII Mo)r(e [a ro HaMarH HHBHr.ror aHT]rxr[epreH3rBex eSexr no nar ga uxxra6yunja

Ha c[HTe3aTa Ha npocTatIaHAr,tHol-.
- IllrxrocrloprH].{ I'( raKpo;ll.rMyc: HCAI4JI Mo}(ar .a.a ja :ro.neuar ueSpororcwruocra npery eQexror nocpereg Ha

peHaIHI'IoT IIpocTafJIaHII,IH. 3a BpeMe Ha xotvr6uuHpara repanuja uopa ga ce nparn peuannara tpyrrprja,
- Tpou6olrnnqll: 3roreMeH pu3lix or r(pnapelLe
- I"lxxlr6uropra Ha arperaul4jara ua rpolr6oqurnre fi cerexTrlBHrl r,uxx6nropu Ha npeB3eMa*e Ha ceporoHr.rHor: siblreMeH

pl,r3r,rr( oA racrpoHHTecrHHarHoro xpoaperue (ar.uere 4.4).
- lIpooeHellfia: KoHIreHTpaunure Ha aeKcxeronpoQegor Bo rrlr€BMara Morxar 4a 6ugar 3roneMeHlt; oBaa r4aTepaxu]Ia Moxe

.qa craHe noc.ne anxn6uropHt4or MexaHX3aM Ha Mecroro Ha peHanHara rylytapwa cenpewlja a xoujyraur,rja ca
fnyxypoHcxa Kr,rcen[Ha r{ 6apa Kopern par-6e Ha ro3ara ua .{ercxeronpo{reHor.

- Kapauomrir,rrHt rJ'ruKo3r.rru,r: HCAHII rvorxe Aa AoBeAe Ao 3roneMyBalbe ta xoHqeurpaqlljara Ha KaptrrloroHrrriHu
rnttKo3ltal.I Bo fiIa3MaTa.

- Ma$enpucroH: 3apa,ql{ Teopercxara MoxHocr r,rtxr46r,ITopnre Ha cnHre3ara Ha npocrarnagrsHor Moxar aa rlujaar xa

,eO[KacHocra 
ua lllSenprcrorLolj HCAfin He cMear ra ce 3eMaar oa 8 ao ]2 aexa o,a npruexara na vn$enpr.rcrourir.

- Xnuo,rottc.rx aHTJ46lrorxurl: c'ty[.hA Ha xr,rBorHfiTe lroKaxyBaar aexa npl,IMeHara Ha BncoKH .{o3[ Ha xHHoJIoHcIfi,I
asru6rorNru co HCAI4JI loseaysa ^qo 3roJleMyBabe Ha pmlxor o4 nojaaa na KoHByJl3ltlt.

: ]
, , , . j  4 .6 . I Ipwr teHa Bo nepr , roAor  Ha 6pen{eHocr  H Aoebe
t ..$ rot

AeKcoMeH- e I(oHrpaLIHAHIIHpaH 3a BpeMe Ha OpeMeHocra H nepuoAor Ha AoeFbe (nu4ere 4.3).
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EDeMeHocr

Ats.xuov:l;"1Ja Ha ct{HTe3ara Ha npocrarutaH,aHHor Moxe HelroBorHo ,ru ,[eJ]yBa Ha 6peueHocra n/nnr ua eu6puo/Qeranxnor pa:aoj.
floAaroqure oa enrAeMI,IonoIIrKt4Te cryl,Hu ja :rorevule rurr{xara 3a ncBp3aHr.ror pr{3}rK oA no6aqyaa*e r r,aaasoprr,ra4{a ua
cpuero L mcrpolljl4]a nocne ynorpe6ara ua uuxn6uropu ru 

"unte:ata "a 
niocraanur4rr"or ro purutu 6p"r"oo"t. Ancojryrlrl.Ior

px3liK oA I(apAI'IoBacxynapHH tr,|andlopvauuu e 3rore[4eH on I.09/o Ha oxory 1.5%. ce BepyBa aer(a pui]t,rKor ce 3fo[eMyBa co
3roJIeMyBaILe Ha Ao3ara I{ TpaeEero Ha repanfijara. K4j Nruornr.ne, npHMeHara na nuxw1utopu Ha cr.rHTe3ara Ha
npocrarnaHAllHor .4oBeayBana Ao npe- r,r nocrnurauucKl-r ry6urox n er,r6puo {iera,ren ,eraJlurer. KaKo ,EoaaroK, 3ro1leMeHara
HHIII'uIeHqa Ha pa3JrrrrlHK va.l$opvaulttt axly.ryaajttra rH LI KaptrlroBacKyjlapHr{Te, ce npujaneuu xaj xcaorul Ha Kou }rM ce azBaHw
nuxN6uropN Ha cI'IHTe3ara Ha npocrarnaHrl,rHor 3a BpeMe Ha opraHoreHuor repno4. Zaxo, cryniwre Ha xr,tBorl{fre co
4excxeronpotpeu-rpoMeraMoJ He noKax(ajre penpolyxrJrBHa roKcrrlrHocr (erpere 5.3). 3a apeue na flpBtror a BTopt,|or rpHMecrap
oa 6pevenocra, gexcreronpo$eN-rpolre'raMono1. re rpe6a ,qa ce ,[aBa aoKoJrxy He e Heoflxo,[Ha neroeam- npuueua. Axo
4excxeronpo{en-rpoMeraMoJlor ce xopucrlr raj rxexn xou nnaHHpaar aa :a6pelrerat, lrnx 3a BpeMe *, npuro" g BTopr.tor
rpuvecrap o4 6peueHocra, ro3ala rpe6a la ce apNr.r luro noHr.rcKy H Tpaersero Ha repanujara aa 6]tae uro e *o*no no*paa*o.
3a nperve Ha rperuor rpuMecrep oA 6peveHocra cHTe uHX146r,rropr{ Ha cr,rHTe3ara
cperycor Ha clreAHolo :
- KapAr4onynMoHapHa roKcrrrrHocr (ca npepaHo 3arBaparLe Ha Ayuryc aprepHoycyc Bo 6enoApo6sa xr4nepTeHsHja);
- peHaJrl{a AHcq)yHKrInja, xoja Mox(e Aa nporpecHpa Ao orKax)/BaFLe Ha 6y6perare co oJilrro-xprApoaMHHo3oM
Kaj uajxara !t HoBopoAelrLlerona r(pajor Ha 6peMeHocr.a Moxe aa r-rpeAr.r3BHKa:

Ha npocTarnaHAl,rHoT MOXaT Aa fO H3JIOXaT

- MOXHO [pOAOnX(yBarLe Ha Bpe]vreTo Fra KpBapeH,e, aHTr.rarpeFar{prcKr.r eoerfl Mo}r(e Aa HacTa}re Eypu
- I4HXr{6Huuja Ha KoHrpaKuvtre Ha yrepycor txro pe3ynrnpa Bo o.[JroxeH H npoAonxeH nopaiaj
He e uo:naro AalH AeKcKeroflpo$eHor ce H3JraLr)/Ba Bo N,rajqLtHoro N,rrrsKo.

L T n .  O

H npH MHOfy MzurH AO3r{
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:1 4.7, BlnjaHae na ncr.rxotfn:rvrrrre cnoco6norrrr :a epenre nn ynpaByBa[he co Mompuo Boo]ino ra parqBase co MarrrnHl1

,{excoueu@ Mo)Ke aa uMa 6naro ao yvepeno unjauue Ha cnoco6Hocra 3a ao3erle t,tnH paKyBarhe co Marr]Hn]r, nocJre Moxfia
nojana Ha apronranllua I{Jrt nocllaHocr

4,8, Hecarcauu qejrraa",.

ce MoxHo noBp3aHH co npHMeHa na xa 4excxemnpoQen-
TpoMeraMoios, Kako Lt HecaKaHI-t ,{ejcrea nplivercult flocle craBa}be Ha reKor Bo npoMer, HaBeaeHr ce so ra6eram noroJry,
xlacvQuqupawt no cHcreMor Ha opfaHH u 3aqecreHocra:

CHCTEM HA
OP|AHH

Llecra ( l  -10%) [Ioa;relreua
(0, I - l ' ,6)

Perxa (0,01 -0,lYo) Mr-rory perKa/!r3onHpaHH
cryqaeBrr  (<0,01%)

[Iopeuerynarsa Ha
r(pBoTor(o'r r.r lr NurliHuor
CHCTEM

I{eyrponeHr,ia,
TpoM60Ur.rroneHHj a

llopeue'rynarua na
HMyHHOT CHCTeM

AH acpnrraxruqKa peaKrlHj a,
B KnyttyB aj *H aHaf$HnaKrHq KH
IIIOK

flopeuerynarua Ha
MeTa6onu3MoT t{
HCXPAHATA

AHoperccu.ja

llcuxuja'rpHjcru
flopeMeTyBatba

Hecou lr ua- aHKcu03Hocr

flopeuerynana Ha
HEDBHHOT CI4CTEM

I  IABOOOJIKTi, BpTOmABI4Ua

COtvlHOJIeHUa
l lapecreeuia, cHHKona

lloper'rrryOarba Ha
tlrysxuuiata Ha oqHTe 3amaleH au4

flopeuerynarua Hii yutu're
U UEHTADOT 34 DAMHOTC)I(A

Bepra ro Tr'rHuryc

LpueBH nopeMeTvBalba [Jarnrmauuu Taxnrcap4u ja
Bacrcyraprl,r
nopeMeTvBalba franaArr Hrt BperuHa (flushing) Xnneprenslr ja XunoreHsrrja

Pecnupa'rop Fr H, TopaKarrnH
H N4eAlrjaCTHHaJrHr,r
nopeMeTyBaFba

Epa4unue.ia Epouxocna:Ma, AHcnHeja
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f i .

!
I-acrpolrHrecrHHarHH
nopeMeTyBAlba

Ma.rHr.rna n/r.rrr.r
nonpa*ame, a6Aorr nHaleH
6or,  nu japea, .&ncnencu ja

f acrp lrrn c. roHcru nauu-ia,
cyBocT Ha ycTa>

(iraryneuuuia

Ilenrl.r.r r<l.r yn uyc,
xevopzrrur.ja ulu
neprf opaur.rja Ha nenrlrrr Kt r
yrKyc (sr,laere 4.4)

[Iauxpearu'ruc

Xenam6nrudapHr.r
nope[{eTyBal6a Oureryaarre ua rteluure Ha upHr.tor

apo6

flopev er-yualba Ha Ko)r(ara
H NOTKO)I(HO TKI,IBO Ocun Yprllrapu_ja, aKHr.r,

3acHIeHO nOTelbe

CT HseHc [oucolr cr{HAporvr,
'r'o KcHq Ha en lrAspM anHa HeKpoIl lt3a
(Lyell-oa cprHApor"r),
a'{r}toHeBpoTcKr,r eAet\.t. e.qeNt Ha
JIr 'ruero, peaxull ja Ha
( l to.rocerrar,r iruRlJnnr nn\/11r-rnr^

l  lopeMeTyBalba Ha
MycKynH0 H CBp3HO TKHBO Eor no rp6or
r Pnn'.lPrtYt h Uy0pe)KHH

nopeMeTyBatba floruypr,r_ia He(lpnruc uln netliporcxH ct.lH.{poM
f lopeverysaH,a Ha
penpoAyKftj BHHOT cHCTeM
14 fiopeMeTyBalba Ha

lo.irure

Xeulr - Meucrpya-nHn
nope[{eryBaFr,a Ma)KH:
flopeMeryBaBa r{a
npocTaTa

Onurru nopeMeryBaria l.lcqpneHocT, ooJl,

acreuu ja. p14 rop, cna6ocr
flepnr[repHr,r eAerdH

Ia6oparopucxN
HCnr{TytsarLa

f loraqenu BpeAHocrt4 Ha
RapaMeTpt4Te Ha
qlyH r<Llil iara tra upH rror

Apo6

ni 
l FacrpounrecruaaJlJ r Hecal(aHa eQenrr: Haj,recrr sa6e,rexanr uecaxaau e$exrr ce racrpoagrecrl,inaagme raxo ,o. raj

,r 
r ocraHarnre HCAI4II. llen,rzqxt4 yJluepu, nep$.opaqrzu rlru racrpol,rHTecwrHa,rHo KpeapeH,e, noHeKofauj qrur-"o, nomro#
. Moxar Aa HacraHar Kaj no"tuoL-:.1u""nt (auaere 4.4). MaqHrHa, noopar(ame, 4rjapea, rplaryreruln1a, Kogcrr.rnaqnJa,
1ff;I.#?:lti"I:::: l"l-y*eHa, 

xeMareMecucj ynueparrrBeH croMarurr.rc, er:aqep6aqnja Ha Korrr.{rr.rc r KpoHoBa 6orecr
:(r'nAErE AcJl ++ lloceoHr npelynpeayBaBa 14 Mepl(y Ha npefialnu8ocr npu ynorpe6ara ta ,reror) 

""tar""tr,tpurru "" 
nocn"

:llfjTl-:i "*or. 
]foBpeMeH_o, racrpl4l"Hcor e rara rprMerer{. E4erilme, xuneprensajar:a ra 

"p,1""uru 
rr.y$"qn rcx4uia ce. npr.rJaBeHH nocJle npruenara ta HCAH,rl repanuja.

Kaxo u xaj apyfr HcAl'ul cJleaHllr€ 
""au*a"n 

.,p*r" Mo)r(ar aa HacraHar r,r roa acenrrrr(H MeHHHrATHc, xoj ruoxe ga ce jarr,r raj)naquegtN co c['IcreMclq4 epflMa?I'I3eH ayny" ,r" 6orectr xa cBp3Horo rl(rrBo, xeMaro.lolrlKl4 peaKqu]r (nypflypa, aruracrI.IrlHa a
, 
xeMoJurTLrqKa aHeMrja, a perxo_ arpanyJlou)4To3a u ve4ylapxa xNnonla:uja),

lbyto3Hl'l peaxausl nxnyvyrajftu ro H crHBeHc florcoroalor cHHApoM l.r roKcltqHa enulepMalHa HexpoJu.r3a (r,auory perxo).
JKu.nxnvrure cryl;l.ir u e'rraeMuorolllxy no,qarour,r cyr€p,4paar .{"*u 

"r*o, 
HcAnn floi;6,a 

-ro'u""o* 

.qo3r, aMa r.r Boaolrorpa.;xa reparurja) vorrar Aa 6Naar noBp3aHr4 co Maro 3roreMyBarne rra pr3llxor o,q aprepr,rcKr-r rpouborrvnr oryvyra15a (lra
lnpH[,lep 

rHoapKT Ha MrdrrKapIoT lt jrx vorolelr yaap).
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4.9. f lpego3r.rpa]be

Bo cnyuaj ua cnyvaj Ho HIrv npeKyr\4epHo BHecyBar-be, HeonxoAHo e BeAHaul
cofJlacHocr co I(JIrIHI,tqKara cocroj6a Ha naur,rerlror, Moxe Aa ce npHMeHpI H
oA crpana Ha Bo3pacua oco6a uJtv Aere Bo BpeMeHcKt{ nepuo.u. ua I qac.

[erccxeronpoQeH-rpoMeraMoJr Mo)r(e ra ce orcrpaHr4 co nnjarusa.

,: i. jSi;i.o ruPmAK.Ofi O u K I,I:i:r{ o[A T o tlH
5. 1. CIaprrla KoAr,r Ha McKlr noAa.roupr

Aa ce nplrMeHr,r cuMnroMarcKa'r.epa.niaja no
aKTHBeH jarneH aKo e 3eMer{o npexy 5 rvr/xr

-t
J

(DaprraarcorepanHctta rpyna: Hecrepor4nHr.r aHruuHsnaMaropr-rH JTeKoBr,r HCAH1

ATC rcot: M O l A E 1 7

,{excreronpo$ex-rpoMeraMoJI e rpoMeraMl.llrcKa con s-(+)-2-(3-6emoanQeulu) na rponr4oHcKara xgcoJrr4Ha, aHaJrrerc*n,
alrr'rlnQnauaropeH H aIlrI,InHpertItIKl4 ,rex, roj npr.rnafa Ha rpyrrara Ha Hecrepor.rar{n axrr.runrl narr.rampuu nerorn(M0 rAE).
Mexauu:trtor ua ,4ejcraa Ha Hecrepol4lHrre aHTalTHQnaMaropHr,r JIeKoBu e noBp3aH co peayKurjara Ha cg6Te3ara Ha
npocraHIaHALIHor no nar Ha nuxr,r6uuuja Ha ur.tx.rrooKcr.rreHa3Hr.ror [ar. Cnequ$y.rHo, nojrorz rnxu6nu.rja sa
rpauc$opnraqujara Ha apaxrroncxara KncenrrHa Bo uraxJl,fiBr,r eu.qonepoKc6.rr4, pdc, ,o pGHr, xou rpoayq'paar
rIPOCTB|J]AH,qI-IHI,I PGEI, PGE2, PGF" U PGD, KAICO I,I NPOCTAqI'XJIIIH PGI2 U TPONAoOXCAUA (TXA, ;'TXB,). .',OP"A.IOA,
uwxuduuujara Ha cuHTe3ara Ha rrpocrarnaHrlrHor voxe aa urjae Ha apyrl Me,arrjaropu na lx{lnalraqu.;ara KaKo rrrro ce
KHHI{Hfl, npeAr.{3Br,rkyaajku u uuaupexrxo 4ejcreo roe 6rz 6r.{ro aaHTltBHo Ha Ar{pexrHoro .4ejc,rao.
.{excreronpo$en ce noxaxaJl raxo rHxu6urop xa axr}rsnocrure CoX-1 r Co*-z ra.i excnipuveura:rHr.r xr1BorHg r,r nyie.
KnlrHlTqK[Te cry,q cnpoBeaeHI4 Ha HexoJIKy MoreJlrn Ha 6orxa noraxane efuaracxa agaJlrerl,rqka a(TI,IBHocr Ha
AeKcxeroflpoQeH-TpoMeraMora. flo'jsroxor Ha aHallrer[qKa?a arTl,rauocr 

"o 
rrexon c.ryaul e flocr]lrHara nocle 3.0

Mr,rHyrr{ or np}rMeHara sa ,rexor. AHalrertrtnor eQexr rpae oa 4 ro 6 qaca.

5.2, (Dapuarcoruuer yKri noaarortlr

Ilocle oparHa IIp[MeHa Ha,4excxeronpo{:er-rpoMeraMoJror raj ayie, C,n* ce rocrr.irHyBa ga 30 uuryru (oncer oa l5 ao60 MlrEyrlr).
flolyaperuero na alcrproyquja a flotyBpeMero na eluvrzHauNja xa rercreronpoQeH-rpoMeraMonor ulnecyaa 0,35
ognocuo 1,65 'iaca. Kaxo r xaj apyru reroru co Blrcox crerreH Ha Bp3yBabe 3a rrporelrHr4Te Ha n.na:vam (99%), ueroruor

:::li::",Ii ry"ry:gyurja 
r.ru3 cpeAHa BpeaHocr nox0,25 Jtlrc. FrasHror nar ua eruuuxaqaja ua .aercxeronporlenot bxoHJyfaurnja co rryKypoHcraTa KHcellHHa nocle roja c,rear peHanHa eKcKpeuuja. ,

1:.1:.:!-rT*:1, 
na 4excreronporfen--por.tu"o, ,o ypr"ura ce tro6lrsa car'lo S_(r ) eHaHruolvrep, uro noxax)iBa .{e*a(aJ ryfero HeMa KoHBep3r.tja eo R-(-) etauruouep.

Bo Sapuaxoxuuerrq*rzre cryaltl co no"rop"ro Ao3r,rpalbe Ha JreKor, nppMereHo e gexa AVL{_ro ,,o nocJre,q'ara

ll1Y:l:tu 
oo.u He ce pacrfixyBa co apeaHocra ot AUC flocjre noenrHeqHa Ao3a, nro nokaxyBa aexa ueua anyrrylaqNja

HA JICI(OT.

Kora ce npuvenyaa 3aerHo co xpara, AVII-ro He ce MeHyBa. Ho MaxcuMaJrHara ronuenrpaurja Ha ne1or Bo xprra C,no*gercreronpoQeu-rpoMeraMoJror ce cMaJt yBa H 6p3uliara Ha a6coputjara e clranexa (npoaolxer]o e t,"J.

5,3. IIperrcnnHnv6fi rroaarour.r 3a 6ea6eaHocra Ha JreKor
r rperxrl4H[t{K[Te noAaroul'l He orKpl4re noceoeH plr3rzk no nyiero Bp3 ocHoB Ha xoHBeHuxoHajr:flw c-tyll\iv Ha
OapMafto,'IoI]JI(a 6e:6e4aocr, ToKct'IqHocr Ha noBTopeHr.{Te ro3rr, feHoro*caHocr, peflpoayrorrBHa rol(clrrlHocr r,ul}r
HMyHoQapMaxonorItKr.r ficat ryBa*a. Ctynuute Ha xpoHr,rrrHa rorcrlr{Hocr tr3BeleH}l Ha xJr}Tur4 I r,.rajuyxll ,;a florBpArdrre
ao3ara o! 3 r'rr/xr/aan r(aKo HrBo Ha ao:a 6ec Hecaxaxu erpexrrr (HoAEn). fnas"rre 

"""axjH 

'r;;F*; ';;;;;

laoenexaxn npr'r nlcoxla ao3x 6ule racrpouurectuHanHH ep03uH H ynKycu xorr ce pa!BnBane Bo 3aBrrcHocr oII no3ara.
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#trffi{.ftr-w#'/rsf#
MEI\ARINI

i6iiji$#FMfiTIEBTeKI{ n OAATOIIH
6.1. .I lprcra Ha eKcur{nr.reHcr.r

!1rc6, 
nuexxanen; qenyno34 

11"*qoyp19gu-41a1 HarpryM-ckpobrlIrtonar; Druuepon narr"rurocreapar; xrmpoMeno3a;
rr{raH-.{uokcr.ra; flpomr:lesrmitoiifi dxporol 6000.

6.4, Iloce6xn ueprc" *" no"oyno"or"arI'e nliu vyra*e 
I i 

" ' ' l
'  ,  

, , ,  , .  " , ,  , '  
'

ff;""""H"*lu 
*t"epaqypa ao 30"q, a" "" "*u'ur-"".P 

,r*yBarr;bro Bo opl,"'l-"; *"oa-*" -rr4la co.-q'n lu1Try

6,5.  f lp tpoAa v co l lpxf iHa r {a KoHTaKTHnra av6ala* ta :  . . \ '  .  . . ,  . . r  .  i : : : ,
Ta6neifre ce so drlrcrep narrrare (lI

f:":xg:.:lt:ry::::, . -10,30 nru50 Qr- ri,i.o6roxeHrl ra6leru 
. :.. .

U 
". 

*.;Urra *"0*":*, ,rp"+n""n""oti rpr oqrr*r*ato Ha Marepnjaiof *o| tp*a.A" ., pprr" n;:-^ *--.'^-a*,
HA JICKOT .

Fleua rtoce6HH,MepKH.

; i , i i7i;;;;n@'cm,ff,rci l#Iff i lo3iB@Jlfi;- '  ::1,,,::; ' : , ,::,;;:;;::1",,, ' ;

Berlin-Chenie Ag (Menarini Gr,or.rp)
Glienicker Weg 125, 12489 Eeplrau, fepvraHuja

flexcoueu@
Kytraj a .o 

] I Qr.rnrr,r-o6,rro)KeHu ra6neru.
Kyrnj a co 3 0. $rEnnr-o6no)KeHr.r ra6nerw.
Kyruja co 50 $u:ru-o6;ios(0riu ra6nerr.r.

iiiiiqifl#mylilt'liiijffiffiffinBffitru,ilos:B i;miff#mnar{, HA ontroBn,HA,Ao's8,6$ffmiliii,:.;i,':,il!,',il,,i:,r;

, {excowren@ 13.03.1998
, Kyrraja co l0 Qnnr,,l-o6noxeHH Ta6nerr4.
KynEja co'30 $r.urtvr-o6roxellu ra6teri.' ,

Kyruja co 50 Sunrta-o6noxeHx ra6rerr,r.

{ilii"0riiA##ivMlff #iiP"run-raAlar*ilna,rprcror

tDenpyapn 2007.
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