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l. I,IME HA JTEKAPCTBEHI4fl nPOAyKT

Or,{rn I 00mg e$epnecqenrun ra6lerxr.r
AllDone 1 00mg effervescent tablets

2. KAIIECTBEH II KOTI,IIIECTBEH CbCTAB

B eAna e$epnecqeurHa ra6rerxa ce cbAbpxa 100 mg HnMByJrlrA (nimesulide).
3a nouoqHra BerrlecrBa sr,DK r.6.1

3. JIEKAPCTBEHA OOPMA

E$epnecqernnu ra6lencra.

4. IUII,IHI,ITIHI,I AAIililI

4.1 TepaneBTnqHrr nonasaurrfl

o Jleqenne Ha ocrpa 6onra.(rx. rourca 4.2).
o flrpsrdqHaAr.rcMeHopet

Hunre:yln4 cJreABa Aa ce lpeAnr{cBa eAr.rHcrBeHo Karo BTopr{qHa repa1vg.
Perueuuero 3a npeAnl{caBaHe Ha Hnuesyrrkr1rpt6naAa ce ocHoBaBaHa nperleHKa Ha o6qua pucrc
3a BceKr orAeJreH naquenr(nxc. TotrKH 4.3. u 4.4).

4.2 lowpoBKa rr Harrrrn Ha rrprrJroxen[e

Mulraualsara e$ertnnHa 4osa rpx6na Aa ae L€noJr3Ba c uaft-rparKa [poAbJDK[TeJrHocr, 3a Aa ce
HaM:UrflT He)r(eJraHilTe JreKapcTBeHH peaKrlnu.

Marcnua-tHara npoAbJDKldreJrHocr Ha IAtztH Kypc Ha JreqeHr,re c Hr,rMe3yirnl e l5 lHn.
Hnrrle:yrua4 rpt6r,a Aa ce H3[oJI3Ba 3a B63Mo)rcHo nafi-xpamr nepLroA or BpeMe, KaKTo ce n3ucKBa or
KrrnHItqHTa ckIry a\Hs.
Btspacmuu:
100 mg Hr,rMe3ynr,rA cJreA xpaHeHe ABa nbrn AHeBHo.
ITauueumu e nanpeduana etzpacm:
Hrnra nyxga Aa ce HaMaJrtBa AHeBHara Ao3rrpoBKa npu xopa B HarrpeAHaJra Bb3pacr. (nux 5.2)
,Aeua (nod 12 eoduuu.):
Huueynug e nporr,rBonoK{BaH npu Aerla uo,q 12 r.
Ifodpacmeaqu (om I2 do 18 eoduuul:
Ha 6asara Ha K[HeruqHr.rs nposun IIpu ynorpe6a or Bb3pacrHH, u $aprraarcoKr.rHerllrrHrrre
XapaKTepItCTlIKLI Ha HlIMe3yJIlIA, HtMa HyxAa OT HaM:UI{BAHi9 l,III.d KOpHILIpaHe Ha AO3aTa npr TA3]d
Bb3pacToBa fpyna.
Hapwe n a 6t 6p e uu a Qyuxt tun :
Ha dazara ua SapuanoKl,IHerl{Kara Ha HnMe3ynvrq, Hltv,a rrynqa or HaMrrrrrBaHe Ha Ao3ara rrplr
naIueHTlI c JIeKo Ao cpeAHorexro 6r6peqHo yBpe)KAaHe (xpearuHr.rHoB KlrapbHc ueNay 30-80
mVmin), AoKaro nplr rexffo 6r6pevno yBpe)r(AaHe (xpeauaHunoB KJrr{pbHc < 30ml/min) ynorpe6ara
Ha HnnaesyllrA e nporlrBonoKa3aHa (nrax 4.3 n 5.2).
Vepnodpoduo ]tepeucdane.' flpueurt Ha Hr4Me3yJrrrr e nporr,rBonoKa3aH npu flaqneHrn c
uepHo4po6Ho yBpexAaHe (ru>r< 5.2).

4.3 llpornnorroKil|aHrrfl

o YcraHoBeHa cBpbxrryBcrBl,ITenHocr KbM Huuesynug ltJrrr HtKoe or rroMorqHnre BerqecrBa B
cbcraBa Ha ra6.rrerrara.



AHar'rnesa 3a peaKIII{u Ha cBpbxrryBcrBureJrHocr (nanp. 6porrxocuasrM, pvrHrrr,yprznapur) r
orfoBop Ha ynorpe6a Ha arlErwIcuDrIII4JroBa KI,IceJrr4Ha v[ru Apyra Hecrepo]rAHr,r
rrpoTnBoBb3naJrnTeJrHr,r cpeAcTBa.
Auanrsega 3a xelaroroKcr{rrHa peaKrln}r KbM H}rMe3ynur.
E4HonpeueHHa eKcno3HIIHfl KbM Apyru rroreHrlrlzlJrHo xenaroKcrrrrHr.r BeruecrBa.
A-rroxorurgtM, npplcrpacreHocr KbM HapKorlIrIH[ BerrlecrBa.
AKrvseH racrpnr vtrlu AyoAeHaJrHa fl3ria, aHaMHe3a 3a
racrpot4HTecrraHuurHo KbpBeHe, qepe6poracKyJrapuo KbpBeHe
KpbBoTerreHpre ',.rrv HapyrxeHn_f, Ha KpbBTa.
Texxz HapylreHrafl Ha Koarynaq[rrra.
Texxa cbpAeqHa HeAocrarbqHocr.
Texxo 6r6pevno yBpexAaHe.
r{epnogpo6Ho yBpexAaHe.

flaqzernu c Se6pnnarer u/ulu rpnno4o6nu cr,rMroMn.
Tperororo rpr4Mecerrne or 6peueHHocrrawwrKspMeHe (Bux r.4.6 n 5.3).
flpz.qeqa nol l2r.

Cneqna.nnn [peAyrpexAeH[s r rpeArra3Hrr MepKrr npn ynorpe6a

Pncrur or notBa Ha He)I(eJIaHH neKapcrBeHr,r peaKrlr,rfi Moxe Aa 6rge uanaa.neH aKo HnMe3yJrr,rA ce
LI3noJr3Ba 3a Bt3MoxHo Haft-xpamK neprioA or BpeMe.
Jleqenuero c HI,IMesynutI :rpr6na la 6rle ilpeycraHoBeHo, aKo ne ce Ha6mo4ara no4o6peHve wvr
o6rercqasaHe ua 6onxara.
B pegxu cIryqav ce cro6rqana 3a Bpb3Ka Me)KAy Hr,rM$yJrnA r{ [orBara Ha cepno3Hu uepHogpo6un
peaKIII,IIa, BKIIIoEIIITeJTHo Ir MHoro peAKr,r cMbprHrd cnylar4 (nux crqo r. 4.8). flaquenrrn, Konro
L€nI4TBar cuMnroMr{ HanoAo6.f,saIrln rrepHoApo6so ga6orsBaHe rro BpeMe Ha flpneMa Ha HvMe3yJrr{A
(nanpnuep aHopeKcat, rar\eHe, [oBpbrrlaHe, KopeMHa 6orna, yMopa, norbMHrBaHe Ha ypgHara) wm
rIaqIneHTI{, KoHTo IIoKzBBaT a6HopueHu HlnBa Ha uepuo4po6nrrre noKa3aTerrur rlptr recrBaHe, :rpr6na
Aa rlpeycraHoBtr JIeqeHI,Iero c Hr{Me3ynnA. r{epno4po6upr yBpexqaHvrn, B noBeqero c[q.truu
o6paruun, ca cto6ulenkr cIrcA r<parxorpafina ynorpe6a Ha ro3rr JreKapcrBeH npoAyKT.
flo epeiue Ha ynotpe6a Ha HuMe3yJIlrA Ha narlr{er{Ture ce rrpenopbqBa Aa He rrpueMar Apyru
aHaJIrerHIII{. E4HonpeMeHHara ynorpe6a Ha piBrurrHH Hecrepor4lHr.r [porr4BoBb3rranlrreJrHr,r
JreKapcTBeHn cpeAcTBa He Ce npelopbqBa.
Ilaqueuru, [oJryqaBalrlll HI{Me3yJrr,rA, Kor{To pa3Br{rr $e6punnrer u/unu rpunono4o6Hr{ czMToMr.r,
tpx6na Aa [peycraHoB.f,T JrerreHnero.
BrrpeuruonopeMHo KbpBeHe Iara o6pasyBaHe Ha rsna./nepQopaqu.fl Mofar Aa ce [osBrr rro BcsKo
BpeMe Ha JreqeHuero, c Hlrvt 6es npeAynpeAHTeJrHH cHMrrroMa wrvr a]FraMjHe3a 3a npeALrrxHlr
racrpollHTecrvHarrlrvl HapyIIIeHI{t. Axo ce rrorBu racrpounrecruHzurHo KbpBeHe utm o6pasyBaHe Ha
fl3Ba' ynorpe6ara:aa HI,IMByJTTIA rpr6na Aa ce rpeycraHoBr{. Tona lexapcrBeHo cpeAcrBo rptlna ga
ce H3noJI3Ba C nOBLIITIeHO BHI{MaHHe npu narlr4eHT[ c racrpolrnrecTr,IHzlJrHl Hapy[IeHnr,
BKJTIOqHTeJIHO C aHaMHe3a 3a nemHqHa fl3Ba, racrpoHHTecrr4HaJreH KpsBOu3JrHB, f,3BeH KOJrrrr r,rJII,t
6onecr ua Kpou.
flpn naquenru c 6r6pevHo I4JrI,I cbpAeqHo yBpexAaHe, ce H3r{cKBa noB}rrrreHo BHlrMaHne, rufi rcaro
ynorpe6ara Ha HLIMByJIHI Mox(e Aa AoBeAe Ao BJrorxaBaHe Ha 6t6peuuara Syunqur. B crryvafi Ha
no4o6uo yBpeXAaHe, JreqeHr,rero rp.r6na Aa6r1e npeycraHoBeno (rux< r. 4.5).
Xopara B HanpeAH:ula Bb3pacr ca oco6eno [oAarJr[rBr.r KbM Hex(eJraHHTe peaKrrr,ru Ha HecrepolrAHr{Te
nporHBoBs3naJII{TeJIHH neKapCTBeHH CpeACTBa Lr CA [peApa3[oJrox(eHu KT'M rrorBa Ha
racrpouHTecrl4HzureH KpbBoIr3Jrr.rB u nep<|opaq[r, yBpexAaHe Ha 6r6peuuara, cbpAeqHara rr
uepHo4po6Hara SyHxqura. flopa4v roBa e neo6xo4ur,ro rroAxo.q{r{o KJTHHLTTHo MoHnToprrpaHe.
Ttft xato HI'IMe3ynHA Mo)Ke Aa nsaanao4eficrna c QyHrcqrama Ha rpou6oqlrrlrre, rpa6na Aa ce 11p14eMa
c noBI,IuIeHo BHHMaHLIe rrpu [aq[eHTH c KbpBrr{a Ar,rare3a (nux r.4.3). Huuesylzg He e 3aMecrureJr
Ha aqerr4Jrcar[q]rJroBara KnceJrnHa 3a cbpAeqHocsAoBa Upooulaxrnna.
Ynorpe6ara Ha HuMe3yJru.q Mox(e Aa yBpe$v xeHcKara penpoAyKTunua Synxqvrfl n He ce
npenopbr{Ba Ha )I(eHu, KoI{To ce on}rrBar Aa 3aqeHar. flpn xeHu, Kor4To r{Mar rpyAHocr}I B
3aqeBaHero ullkr ca noAJIo)I(eHLI Ha I{3cJreABaHe 3a uHQeprrrrrrrer, rpr6na Aa ce [peABr4Ar.r
rpeycraHoB.sBaHe Ha ynorpe6ara Ha Hr,rMe3yJrr.rA.
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vurkr Apyro aKTT4BHO
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KapAzoncxya apnu u qepe6nacxynapHu peaKrlrra
Heo6xoAunao e Aa ce ocnrypu lroAxoA.f,rrlo na6*o.4enae E cbBer 3a narIr4eHTH c aHaMHe3a 3axHleproHI4JI ilunn neKa Ao yMepeHa KorrecrnBHa cbpAeqHa HeAocrarbquocr, rrfi Karo r,rMacro6tqeunr 3a ororlu r4 3aAprxKa Ha reqHocru, cBbp3aH[ c JreqeH'ero c HCIIBC.
ftnnqlruHu npoyqBaHr4{ r.r enr4AeMr.ronoruqHv AarrHr4 rroxzBBar, .re ynorpe6ara Ha HrKoH HCIIBC(oco6eHo) BbB BHcoKrr ro3I'I or pI'IcK or aprepvaJrlurpou6oruuuu cs6vnus.(uanpurr,rep Mr{oKapAeH
$Sanrr vIfi4r4*cynr). H.srraa AocrarbrlHo gutn ,3a Aa ce u3KJrroq[ TaKbB pucK rrpu HnMe3yn]rA.
rlaqnenrn c -HeKoHTpoJrI'IpaHa x'neproHl{r, KoHrecrHBHa cbpAeqHa HeAocrarbqHocr, ycraHoBeHa
I{cxeMuqHa 6o'uecr Ha cbpqero, aa6olxrane na nepzS"p""t" aprepvpr ulustu Mo36rrHo-cb4oBa
6olecr rpr6na Aa ce JreKyBar c HI,IMe3ynru caMo cJreA BHr{Maremro o6uzcnsHe. Tarosa o6}rucrsHe
rpr6na Aa ce [paBI'I npeAx 3anoqBaHe Ha AbJlrocpoqHo JreqeHr{e Ha naqneHTr,r c pncKoBn Qaxropn sa
cbpAeqHo-cbAoBl'I c's6urus (Hanp. xxneproHar, xunepJrvrnla1envrs,, 3axapeH Aua6er.rlonouorryrueue).
Trft xaro HI'IMe3ynA Moxe Aa noBJr[te na Qynr<quara na rpou6orlr4Trrre, rofr rpx6ra Aa ce Lr3oJr3Ba
BHLIMaTeJIHO [p]r IaIIHeIITII C XeMOpar[rIHa ALIaTe3a.
Ho Hr,rM€yJrHA He e 3aMecrareJr Ha arlerr,rJrcanuur,rJroBara
npoSnnaxrura.

Kr.ICeJrHHa 3a cbpAeqHocbAoBa

4.5 BsauuogeficrBrle c Apyrr JrenapcrBeHrr rrpoAyKTrr rr Apyrr Qoprvu Ha BsarMoAeftcrsre

@ apuarcoduuaJvuquu ez autaod eilcmeun
flaquemu, nppleMalql nap$apraH Hnx cxoAHr,r aHTr,rKoaryn a]rru v$ru arlerr.r,JrcanuqnJroBa Kr.rceJrr{Ha, ca
I|I3JIo)I(eHH Ha noBHIIreH pHcK or KbpBeHe r,r ycro)cHeHr,H, Koraro npueMar HvrMre3yrrhr/.. Ilopagn rora,
rasld roM6unarlus He ce npenopbqBa (nux crqo r.4.4) r{ e rrpornBonoKa3aHa npr,r [aquerrrpr c re)KKlr
HapyureHl'Iq B cbcl,IpBaHero Ha KpbBTa (nux crqo r. 4.3). Ano xona6zlgra\vtffa Bce naK He Moxe Aa
6t4e us6erHtra, ce nperropbqBa Aa ce [pocJreArBa BHr,rMareJrHo arrraKoarynaHTHara Aeftnocr.

@ opro*odurarrrrutt/Q ap*o*o*uremuvru esat*od eil" *eun 
" 

drryp"*uuu
flpn s4paer'r 4o6ponolqu, HI,IMe3yJILA BpeMeHHo HaM:ur.flBa eSenra na QyposeuvA Bbpxy HarpgeBara
eKcKpeqruI, Id B [o-MaJIKa creleH HaMaJrrBa orroBopa KbM A[yperr,rqn. CtsMecrHoro [pr4Jrox(eHlre Ha
HHMe3yJIUA r'r Qyposeun4 BoALI Ao HaMarrrBaHe (or oxolo 20%o) ua AUC (nnoqra no4 xpunara) u
KyMynarI'IBHoro eKcKperHpaHe Ha Qyposervrug, 6es Aa ce [oBJrtrrBa 6r6pevnur rurupbHc.
E4norpenaenHara ynorpe6a sa Qyposenan4 r,r Hr,rMe3yJrnA rr3r.rcKBa BHr4MaHr{e npr{ naqgeHT1a,
noAarJluBu KbM pa3BI,ITLle Ha 6r6peuHlr lt ctpAerlHtr ycno]KHeHLrr, KaKTo e on]rcaHo s r. 4.4.

c
Cro6qana ce 3a HaM€uIeH KiIHpbHc Ha rrruir, BoAeIrI Ao noBnrrreHlr rrJra3MeHpr HyrBa u llzffyleBa
ToKcI{lIHocr IIpLI clBMecrHa ynorpe6a Ha HecrepoulHlt npor]rBoBb3rr{lJrr,rreJrHr,r JreKapcrBeHlt
cpeAcrBa. Axo nnnaesylul ce npeArlucBar Ha rIarIHeHTI4, noAJlo)r(eHkr Ha JrrcrueBa repanun,, H[Bara Ha
n*nuit rpr6na Aa ce npocJreArBar BHriMareJrHo.
IorenqualHn saprr,rarcoxuHerlrrrHH nrauuo4eficrau.r c uu6enKJlawvrl., reosr.uzn, napQapaH,
AI'I|OKOLIH, III'IM€rIdAI{H H aHTaIII,IAHI,I BerrlecrBa (r.e. xorr,r6znarlLrt or arryMr.rHrEft u uarHe3rEeg
xltgpoxcl't4) cbqo ca 6unu uzctteABaHLI in vivo. He ca Ha6nro4anaHn KJrr{Hr{r{Ho 3Harr[Mr{
sgaNldo.{eficrsru.
Hnrr'resylrl4 uuxu6upa CYP2C9. fllasueru,rre KoHrlerrrpar\vrv Ha neKapcrBeHoro cpeAcrBo, Kouro ca
cy6cr:parn Ha ro3a eH3HM Morar 4a6rpar [oB]rrrreHu, Koraro ce r{3rroJnBar cbBMecrHo c Hr,rMe3yJrHA.
flpu ynorpe6a sa nuena3ynlcA, flpeAlt ]$rvr cilelJreqeHr{e c MerorpeKcar, rpx6na Aa u4arrpeABuA, qe
cepyMHnre HIIBa Ha MerorpeKcar Morar Aa ce rIoBI{IIIAfi A ilOpAEn roBa Aa ce yBerr4rr}r roKcnrrHocrra
Ha TOBa JIeKapcTBo.
flopa4u eSexm Bbpxy 6r6pevHIrre [pocrafna.quuu, urtxtt6r,rropr{Te Ha npocraruraAr,rHoBara crrHre3a,
KATO HHME3YJII,IA, MOTAT AA YBEJII,IqAT TTEQPOTOXCTETIHOCTTA HA III,IKOCIOPI,IH.

Ebexm ua dpyzu nercpcmeeuu cpedcmea stpxy awwesynud:
In vitro npoyrIBaHI'It ca noKa3aJrll l€MecrBaHe Ha HnMe3yJrr,rA or cBbp3Baulr4Te rIeHTpoBe or
rol6yraung, czlJrtlqueBa KuceJrraHa H BannpoeBa KnceJrHHa. Brupexr.r' tona, He3aBgcr.rMo or
B53MO)KHHTe e$ercru Bbpxy ITJIzBMeHI,ITe HHBa, Te3ll n:anuogeficrBur He ca noKa3aJrvr K[rvrHvrLtHa
3HAqI,IMOCT.



4.6 Epenreunocr H KbpMeHe

Vnorpe6ara Ha HI4MByJIHA e [porLIBoIIoKa3aHa npe3 Tperoro rpuMeceqne na 6peueHHocrra. (rux< r.
4.3).
rlo,qo6Ho Ha Apyrfi HcfIBc, H]IMBynLIA He ce upenopbqBa rrpn )r(eHH, onrrrBarrlr4 ce Aa 3aqeHar
(nux r'4.4). flpu 4pyrn HCfIBc, KoHTo nnxu6upar cuHiesara Ha npocrarn a\LrHvr, HnM$yJrr,rA Moxe
Aa nprunHl'I rpexAeBpeMeHHo 3arBaptHe Ha ductus arteriosus, 6eno4po6Ha (nynuoHapHa)
XH[epTOHlIt' Olmrypv'I' oJIHIOaMHI'Ifl' nOBHIIIeH pItCK oT KbpBeHe, HHepIIIdt Ha ypldHaTa n nepusepeH
eAena. I4ua clo6rqeHr'r eArHI{qHI,I crryqav na 6r6pevun ycJroxtueHr{r npu HoBopoAeH[ or )r(eHu,
npr.reMar{l Hr,rMeyJruA B KscHr,rr craguit ua 6peuennocrra.
flpoyvraHna Bbpxy na6oparopuu zafii1u ca noKEBaJrr4 arunr4qHa
5.3) n HrMa AocrarbtrHo AaHHn or ynorpe6ara:na neKapcrBeHz
or 6peuenHr.r )KeHn. flopagra roBa, rroreHrrr4aJrHr{rrr pr{cK or
ycTaHoBeH H npeAnr.rcBaHeTo Ha TOBa neKapcTBeHo CpeACTBO
6penaeHHocrra He ce flpenoparrBa.

Jlanrauns:
He e ycranoBeHo AaJIH HHMe3ynI{A ce eKcKperr,rpa B KbpMara. Tofi e nporrrBonoKa3aH 11o BpeMe Ha
KbpMeHe.

4.7 EQerrn Bbpxy cuoco6nocrra ra uoQnpaHe rr pa6ma c MarrrrrHrr

He ca usntpIrIBaHI,I npoyrlBaH[t orHocHo eSercra Ha H]rMe3yJrlrr Bbpxy cnoco6nocrra sa uro{upane
unupa6wa c MaITII{HII. Ilaquenru, Konro [3nHTBar 3auaftnaue, Bepruro vrvr crtJrvrBocr cJreA
ynorpe6a Ha HI,IMBynug,rprrlr;aAa ce Bb3Abp)Kar or ruoSupaHe wmpa6o,rac MarrruHn.

4.8 Hexelanrr JreKapcrBeurr peaKq[rr

B ra6nuqara no-AoJry ca H3JroxeHI{ Hex(eJraHr{Te JreKapcrBeH}r peaKrlulr, 6azupauu:aa Aa:a:apr, rroJryqeHu
oT KoHTpoJII'IpaHI,I KIII,IHLIqHI,I H3cJIeABaHHr (oxolo 7 800 naquerrrlr) v rrocT-MapKeTHHroBH
npoflBaHl4t, npn cneAHara rrecrora Ha He)r(eJraHr,r peaKrlnn: MHoro qecru (>l/10); qecrn (>1/100,
<l/10), Hellecru (>1/1000, <1/100); peAxz (>1/10 000, <1/1000); rranoro pelxra (<1/10 000),
BKJIIOqHTEJIHO H EAI,IHIIIIHLT CJII/qAKT.

Hapyureur,rx Ha KpbBra Pe,qxu AHer,rus*, EsnHodnrn.f, *

Mnoro
DE]IKH

Tpona6oqu:rorreHu-s, flanquroneunr, flyprrypa

Hapyneuur Ha HMyHHara
CI,ICTEMA

Peaxu C nprx.ryn crnureJlHocr *

MHoro
DEiIKI'

AHa$rurarcnr

Hapyruennx na uera6olvrgMa vr
xpaHeHeTo

PeArn XunepranaeMr,r.s*

flcnxuqun HaDvlrreHr4t Pe4ru fperoxuocr*, Hepurocr+, Kouuapn
HapyrueHna Ha HepBHara
CI,ICTEMA

Heqecryt 3anrafisane*

Mnoro
DE.IIKH

kano6onne, Crrurunocr, Euqe$a-nonarr{r (Cunapona
na Peft)

Hapyrueunx Ha oqr{Te PeAxH 3aurrleso sux,uaHe*
Mnoro
PC,IIKI,I

Bueyaruu HapyrrreHr,r.rr

Hapyueuur )rxoro vr
secru6yr ap r,krfl . ailarr tn

MHoro
DE-IIKH

Bepruro

CtpAeqnu HaDVrrreHHfl PeAnn Taxuxap4ur*
Crgonx HapyrueHr.{t Heqecru XnneproHnr*

penpoAyKTLrBHa roKclqnocr (rnx r.
npoAyKTH, CbAspx€qu HHMe3yJrlrA
ynorpe6ara na HuM$yJrr,rI He e
rrpe3 [bpBLlTe ABe TplrMeoequr Ha



Pe4rn Kprrous.nzn*, rcone6
ToruIH gtllttn*

PecnnparopHr.r HapyureHzt He.{ecru AvcnIIe
MHoro
PCAKH

AcrMa, 6porrxocnasrnr

IacrpoamecraHzurHr4
HapyureHr,rjr

9ecrlr 4uapus', Ilpanoruanane*, florprrqane*
Heqectu 3anex*, (Drarynenqns*, facTpurl
Mnoro
peAKlr

Kopenana 6olra, Aucrrencrdll, 
"ronrarr.,-ilGil[racTpolrHTecTHHUUrHO KSpBeHe, AyoAeHanHa s3BA U

neOdooalrHc- croMar[H, stlrnA Dr npnihn^o"',o
Xeuaro-6rur uapnkr HapyrueHr.rt
(nux r. 4.4)

MHoro
peAKr,r

(pynMuHaHTeH (6rpsopa:onnaq ce) xerraruT,
(nrcnrcvu:remro rr cMbprHH crryuaa), xerrarr{T,
xoJlecTa3a, xcbJrleHr{qa

Hapyrueuzr Ha Koxara H
noAKor(HaTa TbKaH

Heqecryr flpypr.rryc*, O6pnn*, VsenuqeHo n:norsBaHe*
Pe,ann Epureua*, Aepuarvr*
MHoro
peAKr.{

Yprut<apun, AurnonerporaqeH 
"ger, 

-E4il- 
ua

Jrrrqero, Epurenaa rvrynruSopnae, CraH4pona ua Stevens_
Johnson, roxcn.rua enr,rAepManHa HeKpoJru3a

Hapyrueuux Ha 6r6peqvne pr
n[KoqHI,rTe rrbTlllqa

PeAxu A^"yp"t*, Xenrarypr.rx*, 3a4rpxaue Ha ypr"al
Muoro
pe,{Kr{

Er6pevna HeAocrarbqHocr, 
-Onurypv",

I4HrepcrnqvaleH seOpur
O6rq" Hepa3noJroxeHr4lr Heqecrlr EAeu*

Pegnu Actena.g*, uepagnoloxceHae *

Msoro
PEIKI{

Xznorepunr

Llgcrersanvx IIecru Vserr4 qeHrre Ha qe puoApo6Hr,rre e us r.r N,rr,F*qecrorara ce lazupa Ha
npoMeHr.r a la6oparopua
TIOKA3ATEJII,I

4.9 lpegoenpane

cuumouure nocJIeABaIrIn roJItMo rlpeAo3xpa'e c Hecrepor,rAHlr nporr,rBoBb3[anrrreJrHrr JreKapcrBeHr{
cpeAcrBa o6[xnoseHo ce orpaHllqaBar c Jreraprnr, cbrrJltrBocr, rryBcrBo Ha ra4eHe, rroBpbrUaHe ll 6orra
B enHracrpl{yMa' KolITo o6uxHoeeHo ca o6paruul4 c noAAbp)€rqo rer{eH[e. Moxe Aa Bb3Hr,rKHe
racrpoI4HTecrlIHzIJIHo Kp6BoreqeHIae. XzneproHI4JI, ocrpa 6r6pe.*ra HeAocrarbqHocr, pecnprparopHa
Aenpecnt s KoMa Morar Aa Hacrbrrtr B cJreAcrBr{e Ha npeAo3llpaHe, HO B peAKpr cryqav.
AnaQralrarrol4rHl{ peaKII}rI4 ca 6wtu cro6uqanann npr,r repaleBT}rrrHoro u3cJreABaHe na HCIIBC rd Morar
Aa Bb3HtrKHaT npr{ npeAo3r4paHe.
Cnel npeAo3l'IpaHe c HCIIBC, naqueHrltre rpnlta aa 6s4ar nocraBeHr4 Ha rroAAbp)trarqo 14
cI{MmoMar}IrIHo JIeqeHI4e. }kua cneqa$rreH aHTI{Aor. Hs}ra unQoprvraqur no orHorxeHpre Ha
rlpeM'xBaHero Ha HnMe3yJrI'IA qpe3 xeMoAuranrvlga, HO Bb3 OCHOBa Ha BLICOKaTa crerreH Ha cBbp3BaHe crrJIa3MeHHTe nporel4HH (go 97 '5yo), e MaJIKo BepotrHo Avanru3ara ga 6sae or noMorrl rpu npeAo3rpaHe.
flpe4usrznnaHe Ha roBpblqaHe ulunurpueM Ha MeAnrIaHcKr.r BbrlreH (60 ao l00g npu nrepacruv) nl*tnvt
ocMorl4tlHo otII4crHTeJIHo Mo)I(e Aa 6rAe Ha3HaqeHo npl4 naqaeril,r B paMK[Te tta 4 ,raca cJreA roJIrMa
Ao3a wtur Ilplr HaJIH.IHII cllMrrroMu 3a npeAo3lrpaHe. flpe4usnuxnaHe Ha Aarypesa, €urK,urr,rHu3arryrt HaypvlJara' xeMoAI'IiuII{3a, xenaonepQysva He_6rxa uv,aIrr4 eQerr nopaAa BucoKoro Hr4Bo Ha cBbp3BaHe cnporelrHr{re. Tp.a6ra Aa ce rpocneA{Bar 6r6pe.rHara 

" ""p"o4po6inatpyH*rl"".

5. OAPMAKOJIOTFTHT,T IAIrrilr

5.I OapnraroAruaM[qnu cnoficrna

@apuaroreparreBTEr{Ha rpyna: unxu6uropz Ha rlr{Krro-oKcHreHa3a, ATC roa: MOl AxuHuuesyll'tg e Hecrepo'AHo [porldBoBb3nulJr[rreJrHo ireKapcTBeHo cpeAcrBo c aHiurrerrdr{Hr{ uaHT[[]Iper]Iqxn csoicrBa, Koero Aeficrsa xaro urrxu6uTop Ha i""zra rluK[o-oKcrrreHa3a , Karuurrd3r,rparqnpocTarnaAlrHoBaTa crrHTe3a.



5.2 Oap*ranoK[Her[rrnll csoft crna

Huuesynngce a6cop6upa go6pe, Koraro ce rrpueMa nepopaJrHo. Cre4 e4HorparHa Ao3a or l00mgHvMgyrrnAce AocrHrar IInKoBH rura3MeHH HHBa or 3-4 mgll rp]r Bb3pacrHn cJreA 2-3 qaca. AUd,(nnoqra noA KpI'IBara) : 20-35mg Vl. He e orKprrra crarprcr'rrecK' 3HaquMa p:BJrHKa MexAy re3plnoKa3areJrH I{ OHe3r,r, na6ruo4aaaHr,r cJreA [pr{eM Ha 100mg ABa nr,r1a AHSBHO CtegT anu.
Ao 97.5% HnMe3yJrnA ce cBbp3Ba c rrJra:rMeHr{Te nporer{Hn.
Huuesynng ce uera6olvgvpa eKcreH3HBHo npes qepHn{ Apo6 uo rvruoro6pofiHr.r rrt,Tgrrla, BK;rrorrrrreJrHo
III{ToxpoMa P450 (CYP) 2C9 u:oeHazuu. flopa,urr roBa 

" ""rro*"o 
rreKapcrBeHo B3ar.rMoAefrcrnr.re npa

csBMeorHoro npI'IJIaraHe Ha neKapcrBeHx CpeAcrBa, Kor{ro ce uera6olngupar qpe3 c]/p2cg (nux r. 4.5).
ocHosHlat uera6onnr e [potI3BoAeH Ha [apa-KrrpoKcr.r H]rMe3yJrrrr, xofiro cbrrlo raKa e
$apuanolorHqHo aKTIIBeH. 3a6arsnero [peAra no.f,Bara Ha ro3t4 uem6onul'B r{ipKynaqwrra e KparKo
(oxono 0'8 vaca), Ho HeroBoro KoHcraHrHo o6pa.:yraHe He e Br{coKo I,t e 3HaqHTeJrHo no-Hr{cKo,
orKoJlKoro KoHcralrrHara a6cop6qnr Ha HI,IMByJIug. Xz4porccr,rHr,rMe3yJrr,rA e eAnHcrBenzs Mera6orr,rr
9]*p^ B IrJI:BMara H ce HaMIrpa roqrr,r lr3rlf,Jro B KoHrorrpaH Br{A. Ty2 e nreN4l 3.2 n 6 ,taca.
Hzuesyla4 ce orAeJIt ocHoBHo B ypHHara (npn6nr,rsuretmo 50%o ot-r*"u"""-utu aora). Eana I - 3 yo ce
orAens Karo HeMoAuSutlupaua cbcraBKa. Xu4porcnlrr.rMe3yJrr,rA, ocHoBHHrr ruera6orur, ce orKpHBa caMo
KaroruryKyposar' Oxono 29%o ot Ao3ara ce orAer.f, B lrcnparKHeuvrflTa,cle4 uera6oJrlr3r,rpaHero.
Kune'"'IHH{r npo$ru Ha HI{Me3ynI,IA ocraBa He[poMeHeH ,,pu xopa B HalpeAH:rJra Bb3pacr cJreA roJreMu
H MHOTOKpaTHO npr4eMaHlr AO3r.r.
B eKclepl'IMeHTaJIHo npoyr{BaHe l,I3BbprueHo npn naquerrrn c JreKa Ao cpeAHorex(a 6r6pevua
HeAocrarbqHocr (npearnHzHon ruIplpbHc 30-80 mVmin) u HalpaBeHo cpaBHeHr{e cbc 3ApaBr,r
4o6ponolqu, nLIKoB[Te rrJIa3MeHH HvRia Ha HHMByJTTaA H HeroB]rt ocHoBeH naera6olprt ue ca 6wtu no-
BI{coKIt, orKoJrKoro upH 3ApaBHre 4o6pororlu. AUC (ruroqra roA Kp}rBara) u tl/2 6sra ca 50%o to-
BHooKI'I' Ho BlIHarIt B AInarIuBoHa Ha KnHeTI{qHLrTe croftuoctu, Ha6mo4anaHn npr,r HLrMe3yJrr,IA c'5c 3ApaBrt
4o6porolqu. flonropno [pI4Jro)I(eH]Ie He AoBexAa Ao aKyMyJraqnx. Hzue3yJrnr e rrporr{BorroKa3aH npv
naqlreHTr{ c qepHoApo6na He4ocrarsqHocr (nnir< r. 4.3).

5.3 llpe4rnnurrrrurr AaHHrr sa 6esonacHocr

rlpeqxnuHl'ttlHllTe AaHHH :a 6egonacnocr He pa3KpuBar HHKaKBu cnerlz:rJrHr{ orracHocrn npu ynorpe6a or
xopa, 6asupaHl4 Ha KoHBeHqHanHH npoyqBaHux ea QapnaaKoJrorlrqHa 6egonacHocr, noBTopHa roKc[qHocr
Ha .Ao3ara' reHoroKcl{qHocr Il KapIIeHorcHeH noreHIILIuIJr. flpn upoyvBanus. 3a roKcgqHocr npg
MHoroKpaTHa Ao3LIpoBKa' HI{M$yJrHI rIoKa3Ba racTpoHHTecTHHuUIHId, 6r6peunu Lr .repHo4po6Ha
HapyrIeHH.[. [Ipa penpo4yKrHBHLI npoyqBaHu.f, 3a roKcurrHocr, eu6puoro*c"t"i n repuro.e"nu eQexru
(crceleruu ual0oprrlaunvl, Avrara\vlw Ha Mo3brrHure cronaax.rera) ca na6nrolaBaHr,r npr4 zatrll1u, Ho He rr
npI'I ruIsxoBe' IIpu HeroKcLIqHrr ga uafirara Ao3oBLI uuna. flpn rrJrbxoBe, rtoBtrlrleHara cMbprgocr Ha
rroKoJreHr{ero noKa3Ba HexeJraHrr peaKrlr,rr4 Bbpxy $eprznu.rera.

6, (DAPMAIIEBTI,ITIHI,I AAHIilI
6.1 Cnucrx Ha noMorrlHure BeruecrBa

JluuoHesa KrrceJrr,rHa, 6enogna
Harpuen xzAporeHKap6onar
Cop6uron
Ka.nuen xap6onarfloproKaJroB BKyc
Cuuerurcos
3axapuH narpuft Aexurpar
CoQruren 767
Harpnen naypulcyn$ar

6.2 HecrnuecrrrMocrrr

FIsMa.

6.3 Cpon Ha roAHocr



6.6

8.

10.

9.

2 roruttu.

6.4 Cneqna;rnn ycJroBrrfl 3a cbxpanen[e

,{a ce crxpaHrBa noA 25 "c,Ha Mscro 3arqrreHo or BJrara H HeAOCTbnHo 3a Aeua.

6.5.{aunu 3a orraKoBKara

flnacrMacos u ry6u, nocraBeHrr B KaproHeHa KWva.

Cneqna.nnu [peArra3Hrr Meprrr rrprl rr3xBbpJrflrre rl pa6ora

Cleg ncaro rtnoJr3BaHe, sarnaprfire rrJrbrHo ry6ara.
He[snorssaHH{T npoAyKT HJIIT or[aAbqHr{Te Marep}raJru or Hero rpr6aa Aa ce rr3xBbpJr{T BCbOTBETCTBHE

C MECTHHTE U3HCKBAHI4'.

TIPIITEXATEJI HA PA3PEIIIEIII4ETO 3A YIIOTPEBA
*r{afixa$apnra BncoxoxaqecrBeHr,rre Jlexapcrna,, A,{
6yr. "f .!I.A*rMr.rrpoB,' Nl l, rp. CoQzr | | 7b, Brlrlaput
ren.:02/962 54 54
Saxc: 021 96037 03
e-mail : info@tchaikapharma. com
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