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TIPI,IJIOTTEHI4E I

KPATKA XAPAKTEPI{CTI{KA HA TIPONYKTA



rffi nbnHuTE nHA ArEHqry UtgIEKAPCTBATA

@vxna'npu^o)tcHuel
Kau Pez. u, ,,ln2..

4.

4.1

I. I,{ME HA JIEKAPCTBEHI4fl TIPONYKT

Sophamet 1000 mg film-coated tablets
Codrarraer 1000 mg $ranurapanu ra6lerru

2. KAIIECTBEH 14 KOJII,ITIECTBEH CbCTAB

BctKa $lrnunpana ra6,rerxa cbAbp)I(a aKTHBHo BeurecrBo rraerQoprrauHoB xnApoxnopr{A (metfurmin
lrydrochbride) IO00 mg, cborBercrBarqr4 ua 780 mg naer$oprv'uu (metformin).
3a nlrHuq crrucbK Ha rroMorrrHzTe BeurecrBa Br,rxre roqra 6.1.

3. JIEKAPCTBEHA OOPMA

@nLruupaHa ra6lerxa.
@u.nnaupauu ra6lerxu 1000 mg: 6etu, oB€urHr4, 4nofino r,r3rrbKHrrJrr4 QunnaupaHu ra6lerxu c
eA,'rb6uaro pe,reSuo o3HaqeHze "A" or eAHara crpaHa 14 "62" or Apyrara.
'l-a6,rerrcure 

I4Mar ecrerl4qecKa rrepra MexAy "6"v1 "2", Kotro He cny)Kl{ 3a ptnAenqHe Ha ABe paBHI{

IIOJIOBI'HH.

KJII4HI4TIHI4 AAHHTI

Tepanenrurrnu noKa3 ana.Lrr.

CoQauer e rroKa3aH rrpr.r Bb3pacrHt4, Aerla nal lO-rolnrrrHa Bb3pacr 14 roHorrrn.

Jleqeuue sa 4ua6er rul 2, oco6euo npa [arlr4eHTr4 c HaAHopMeHo refJro, Koraro caMo gl{era r.r

(ru'ruuecrcu ylpaxHeHnf, He BoArr Ao aAeKBareH rJII,IKeMpIqeH KoHTpon.

o flpr.r Bb3pacrHr{, Co$arr,rer $u:rvnpagz ra6rerxu Morar Aa ce npflnarar Karo MoHorepanur, B

xonr6uuaqur c Apyru nepopturrHr4 auru4na1eru.rHn neKapcrBeHrr rrpoAyxTrr vtrvt c r{Hcynr.rH.

. llpn Aeua HaA l0-roAuruua B63pacr r4 roHoruu, Co0auer $unuupaHn ra6lerxlr Mofar Aa ce
rrpr4narar Karo M o Hor epailvfl vrrru B roru6ranarrut c I{HcyJII.tH.

VcraHoseHo e, qe rrpn BT,3pacrHr4 rrarlr4eHTrr c gua5er rur' 2 I,I HaAHopMeHo rerJlo, KoI4To ca

ireKyBaH[ c rvrerSoprvruH cneA Heycnex Ha Anerara. rrpoAyKTBT BoAl{ Ao HaMaJItBaHe ycnoxHeHlrtra
na nta6eta.

4.2 loruponrca u HaqrrH Ha [plrJroxeHue

no:npoera

Bt sltucmttu

.\kiltomepunun u s xo"tt6uuauua c dpyzu nepopcamu aHmudua6emuquu nexapcmeeuu npodyxmu

O6uqafinara HarrturHa Ao3a Ha Co$auer e 500 mg vnr4 850 mg rraerSopvnHoB xl{ApoxnopltA 2 wu
3 nrru AHeBHo. Cnea l0-15 aHu Ao3ara rpx6na la 6rAe rvrpupapaHa Ha dazara Ha It3MepeHrlre

croiiuocru Ha KpbBHara 3axap. Cna6o rroBrrrrraBaHe Ha Ao3ara Moxe ra no4o6pu
f acrpo14HTecTIzHiul Hara noHocIrMocr.

Marcuualsara npelopbqureJrHa Ao3a Ha rvrer$opnruHoB xl4ApoxnopuA e 3 g AnenHo, pa3AeJIeHa Ha

rplr npr4eMa.

Corfauer 1000 mg e noAXoAruI npra ueo6xoAr.rMocr or rrpunaraHe Ha no-BrIcoKI.I Ao3H, T.e Koraro
ce Ha,'rafa cxeMa Ha MaKcI4ManHo Ao3npaHe.



nKo ce npeABrl)KAa rrpeMr4ilaBaHe KbM fp)'t rreprlpaneH arrrulua6eTnr{eH neKapcTBeH npoAyrfl,
rrpc)'c'raHoBqBa ce nppreMa Ha Ap)'-frlr rrsKiiFr r'tirJir ripo[]KT r,r ce 3arroqBa [pr4eM Ha MeTsopMr.rHoB

xuilpoxnopHA cbrnacHo Ao3ara, lrpenopT,qaHa lro-fope.

Ko.uStn tuuun c uucv:tuu

McltfopunHoB xlrApoxnopr4A 14 r4HcyJrrrH Mofar Ao ce npr4narar n rou6uHaqvs. 3a rrocrrlraHe Ha

rro-go6rp KoHrpon Ha KpbBHara 3axap. Co$aner ce rprdnara s o6uqafiHara HaquurHa Ao3a or 500

nrg r{JrH 850 mg uerSopnzHoB xuApoxnopuA 2 uttu 3 nrrn AHeBHo, AoKaro Ao3ara Ha r,rHcynr4Ha ce

lH lpnpa B 3aBucr{Mocr or r43MepeHr{Te croftHocru Ha KpbBHara 3axap.

('o(raver 1000 mg e [oAXoAqrrI ilpr{ seo6xoAauocr or npl4naraHe Ha Iro-BlrcoK}t Ao3u, r.e Koraro
cc HaJrafa cxeMa Ha MaKcrrMiInHo Ao3r.rpaHe.

Ilu4uattmu 6 cmapqecKa 6b3pacm

llopaau Bb3Mo)r(Hocrra 6r6pevHara SyHrirlrre Ilplr [aqpIeHTII B crapqecKa Bb3pacr Aa e HaMaJIeHa,

Jo'la'ra ua uer$opMr4HoB xr.rApoxnopn4 rpr6na Aa ce rr4Tpr{pa B 3aBr{cr.rMocr or 6r6pevHara

drl,rrxqnr. Heo6xoAr.uvro e penoBHo npocneAxBaHe Ha 6r,6peunara SyHxqur (ex. rouxa 4.4.)

Co$anrer 1000 mg He BrrHafu e [oAxojltJIl ilprt'la3u Kareroput [aIIHeHTn.

)lctltt u tortotttlt

,\ ktt t omcpunufl u e rco.v1uuauLtn c uttc))ttutt

Cot|lanael $rlrruupaHu ra6:rerrz Mofar la 6'slar rrpueMaHli or AeIIa uaa lO-roaH[IHa Bb3pacr Lt

I()t touil4.
OSuqailuara HaqaJrHa Ao3a e 500 mg r,rnu 850 mg nrerQopMLIHoB xliApoxnoplrA BeAHb)I( AHeBHo,

C';rca l0- 1 5 anu Ao3ara rpr6ea la 6r.qe rvrpvpapaHa Ha lazara Ha Il3MepeHlrre crofiHocrn Ha

Kpr,uHara 3axap. Cla6o noBuuaBaHe Ha Ao3ara Mox(e la no.qo6pll racrpol,IHTecrl,IHtulHara

IIOHOCHMOCT.

MaxcnnaiurHara ilpenopr,qrrre,rHa Ao3a Ha uerSopvruHoB xnrpoxnopl4A e 2 g rureano, pa3AeJIeHa Ha

-tBa HnH'tpl4 rIpI4eMa.

Cio$arraer 1000 mg e noAxolrul npu ueo6voinr,rMocl'or rIpI4JIafaHe Ha Iro-BI,IcoKId Ao3vI, r'.e Koraro

cc r'raJrafa cxeMa Ha MaKcuMaJIHo AO3IrpaHe.

Ila.rnH Ha npnroNeuue
-l'aSlerrlrre 

ce [pIneMaT rlepopanHo IIo BpeMe Ha vll.la cneA IIpI{eM Ha xpaHa.

-1.3 [IpornnonoKa3aHuq

. Clepbx.{yBcrBr4TenHocr Kr,M aKTIrBHoro BeulecrBo HJIH KbM HqKoe or rIoMouIHI{Te BeulecrBa;

e lua6erua Keroaul4Aoga, Aua6erHa rlpeKoMa;

. 6r6pequa HeAocrarr,LrHocr utu 6r6peqHa Auc$yHKl-luq (rpearr.urLrHoB Knlrpr,Hc< 60 ml/min);
o Ocrpu cbcrosHnr, KoHTo Mofar Aa rrpoMeHrr 6r6pevuara SynxIII4q Karo: AexlrAparalruq,

re)KKa nH$erqur, vHTpaBeHo3Ho rrpranoxeHr{e fiol-crlrpxaull4 KoHrpacrHH cpe4crea (nx.
'rourca 4.4.);

o Oc'rpo unr4 xpoHr4qno sa6orflBaqe, Koero Moxe Aa AoBeAe Ao rbKaHHa xlrnoKcl4t Karo:

cr,pAelrHa Hrv LLrxurenHa HeAocrarbqllocr, ocrbp I,rnQaprcr Ha MVoKapAa, lxoK;



9epHoapo6Ha HeAocra'rbqH()c'r, oclpa &rlKo\XorrH€I r4HToKcnKaur,rr, ilJrKoxonr{3r,M;

KrpveHe.

1.4 Cneqna,ruu [pe/IyIIpexAeHLIfl lr s.rii.:liil 'lil. mepxu upu ynorpe6a

JIax'rarHa auuAo:a
JlaxrarHara auuAo3a e pqAKo, Ho cepr4o3Ho naera6onr4Trro ycno)KHeHrre ( nucora cMbprHocr rrpu

-lr.lrca Ha cBoeBpeMeHHo neqeHr.re), Koero ce A:bJrxr{ Ha HarpyrrBaHe Ha uer@opunuoe
xr{ApoxiroprrA. Cro6ulasaHure cnyqau Ha tIaKTarHa aIII,IAo3a rrpfi [aIIueHrH, rrpueMailIu
rrcrrpopnanHoB xr.rApoxnoprrA, ca rpeAr.rMHo npn Ana6eru\u c rex(Ka 6r6peuna HeAocrarbqHocr.
Llccrorala Ha cnyr{auTe Ha JraKTarHa aquAo3a Mo)Ke z lpr'6na la 6r1e HaMirJreHa rrpe3 oqeHKara Ha

.fp,vlH cBr,p3aHH pr4cKoBH draxropu Karo Jro[ro (uru ueroHTponnpaH) .uza6er, Keroarlr.rAo3a,

lrpoilbnxnrenHo fJraAyBaHe, npr4eMaHe Ha rrpeKoMepHo KoJrr4r{ecrBo a,'rKoxon. uepHo4po6ua
lrc;loctaTbqHocT 14 BcrKo cr'crorHr{e, [poTurlaulo c xu[IoKcl4q.

.-Itttt,'t tosu
Pucrur'or narcarHara ar-u44oyr rpr6na Aa ce r.rMa [peABuA rrpu florBa Ha Hecrreuu$u.rur,r [pn3Harl]r Karo
NrvcKyirHn KpaMrru, npr4ApyxeHr.r or xpaHHTeJrHr,r pa:crpoficrBa Karo KopeMHa 6orxa I,I TexKa
ac feHHg.

Jlirxlaruara auuAo3a ce xapaKrepuznpa c ArixareJrHa aIIHAo3a, KopeMHa 6orxa LI xr4[orepMuq,
lrocJteABaHH or KoMa. Jla6opa'ropHu [oKa3areJrr.i c Ar4arHocrr4qua clofiuocr ca HucKo pH na

KpbtsTa. nJra3MeHrr Hr4Ba Ha Mrer{Hara KucerliHa lraA 5 mm<ll/l u noBrdueHr{ aHI,IoHeH Ae$HIIrlr I4

sborHoureHr.{e laKra/rmpy&1. I lpr gbMHeHr4fl 3a naKrrlTnut arryAo3a, trpneMbr Ha uer$oparzuoB xHApoxnopI,IA

rpr6ea Aa ce [peycraHoBu rr naur4eu'rrlrpx6na Aa 6l.rye He:a6asuo xocll{raJlll3[IpaH (nx. roura
4.e).

Br,6peqHa tbynruu-s
lr,li r.no ver{np,tuuoe )il44po)Lropr.rA ce eKcrSpffupa..rpea G6perurre, HI,IBiila Ha cep}'Ntril.tt lgearatrfi ryffim rc

ce onpeAerurr rrpeA.r 3anoqBaHe HareqeHlrer0 H Aace npoareAtBirr peAoBHo cneA ToBa:

o ilOHe BeAr{:bx ro44rrrHo rrpu mrureHTr{ c Hoprtlalua G6pe.*ra Symrur,
. no}{e nBa Ao qsil4pr4 rr};Tt roAlrll]Ho npH naqueHTu c Hr,rBa Ha c€pwHl4t Kpetlrl4il{Ir rla ropHara fpaHI,IIIa Ha

HOpMaTa H [pr4 IIaI-UeHTH B CrapqecKa Bb3pacr.

Ilanreureua fu6peuna $yurqur ttpr4 rrar+reHrr.r B crapqecKa Rl:pafl ce cpeua qecro H e 6egcmwrrovtra

Cneruacuruo BHrrMal-rr4e rpr6na ra cE odspHe B cny{au Ha }tspeAeHa 6t'6pe.+ra Qyrm-uar, HauplrMep [p]r
'JiIfotlBal{e Ha aI{TlIXI4IIepIeffil4BHa I4rM WI}WIIILIHa TeparMt Ll npld 3anoqBaHe Ha JIeqeHIre C Hecrepol'I/Til'{

rlllo rxBoRb3rriuMrerHu neKapcrBerM cpeAcTBa.

I lp[rorxe'une Ha iioAcl,r6prcaurt xompasrnn cpeAsrel

'li,r:i Kar0 14HTpaBeHO3lroTo rrpvno)KeHnc Fra iiolt-clAtp)Kaul4 KoHrpacTHIr cpeAcTBa 3a

-l6al lroct'r4rrHu r.r3cneABaHhfl Mo)Ke ra AotseAe /lo 6r6peuna HeAocrarbr{Hocr, rlplleMbr Ha

rre'r$oprranHoB xr4npoxlropH4 rpr6na Aa ce flpeycralloBn \WWr LIJM rlo BpeMe Ha recra v Ia ce ssgo6Flosu

He no-paHo or 48 qaca cJreA ToBa [pr4 ycrroBr.re, ve 6r6per{Hara $yHrqur e HopMaJIHa.

(e)r. roqrca45).

XHp)pmqnn npoueArpu

Ilpncnrr ua lrer$opMnH xr4Apoxnopr4A ty'n6ea Aa ce npeycraHosn 48 qaca [peAlr xapyprllqHn
rrpolte/rypu c o6rqa crruHirJrlra rilM nepu4/parHa allecre3lul. Jleqerl,tero Moxe Aa 6r4e npoaulx(eHo He no-

llalro o'r 4tJ .raca cneA orrepaqrflTa r4Jrr4 Bb3craHoBtlBaHero Ha xpaHeHero I4 caMo npu ycraHoBeHa

HOllMil,'r H a 6r6peuua $yH rcuur.

/lerlan tououll

Iluiurro';am na wta&t run 2'tpltlsala 6trte norrbp4eHa i1peAl{ 3iutoqBaHe Ha Jler{eHuero c nrer$opMHHoB

xrrApoxn0pHA.

o

a



He e ycrauoBeHo BIII,UIHI{e Harraer$opvraroB xr4ApouopuA Rbpxy pasre>xa u rry6eprrvrHoro pa3Btrrue no BpeMe

Ha uF)BeAeH[Te KOmpOnppaIrH lgllil{rrtrHr4 npoyfiaH}Ir B rrpoAhrDKerMe rla eru{a rorotrr4 Ho rurMa Hiljrr,rrrHr,r

J,JI|{rcpoqHA ML{HA B Tir3I4 cnerulSn rua o6ragr. 3arosa ce [pelopbqBa BHr,rMarelHo rrpocleAtBaHe Ha

BlrHrHnsro Ha rr,ret[oprr,tranon xr.rApouo,pnA Rbpxy rvrn flapaMerpr4 npu AerI4 neKyBilHn c rr,rer$oprwnoe

xrtpoxJrop{n, oco6eno rpr.r Aeua B npegry6epr.rrerHa Bb3pacr.

ilatpr ttu ct spacm "vetrcdy I0 u I2 zdwu
Cauo 15 [auueHra Ha Rmpam Mexry l0 u 12 ro4,rHr,r ca 6usu BKrrroqeru B Korrrpompa]M Krrr.rHr.rrrHr.r

flpoy{BaHur, IIpoBeXAaHId c AeIIa u }oHoIrM. Br,nperca, ve dercmnnocrra H 6esonacrrocma Ha lrer$op,ruuon
xlulpoxJropnA npr4 rer{ Aerla He ce parrlrqaBa cn @ercumnocrra [r 6eeonacHoqma [pr.r flo-rcneMr{ Aer1a u
r()Horru. [penopbril.rrem{o e rrpelrtt4cmHsro Ha reqeHue Ha Aerra MeXry 10-n 12- ro4trm{a Brspacr ra craBa c

trco(reuo BHHMaHlre.

Ap)'rur npe4vnpeNaeHuq

B,cnqrcn la{.reHrrd rpr6na ga [poAhrDxar 4zrerurau4 c peAoBHo pa3[peAerrerue Ha rrprreMa Ha Bbrnexurparu [pe3

leH-q. flauaeHTr4re c Ha#ropMeHo rerrlo rpr6naAa rtpoAbvD{<ar HucKoKt}Jropur{Hara cv 1nera.
CXraqariHrrena6oparoprurecroBe3aMoHrrropli&.teHaNrfur:arpr6nagace mnbptrnarpeAoBHo.

Menlnpur.rHoB xrz4pouoprr, [pr4eMa]r ciuocrornerrHo, He e rlprlrrrdHa 3a )oflornuKeMrr& Ho c€ r43r{cKBa BHr4MaHr4e

uph lrpneMa nly e xov6rularyH c Lrmcyrlzrr nru cylSar*r,rypeftu neKapcrBeHl{ npoAyIoLI.

4.5 BranmoAeficrBrre c Apyrrr JreKapcrBexn rrpoAyKTrr r.r Apyrrr Qopvru Ha B3auMogeficrnue

Kon6usaupr,r. rcouro se ce npenopr.man

.1.txoxo.'t

I loshueu pHcK or naKTarHa ar-u4Ao3il rrpn ocrpa aJrKoxo,tr{a I4HToKcHIcu-urt, oco6eHo n

c.relrHnre oryrmu: rJraryBaHe r{rm HeAoxparrBaHe, uepnoryo6uaHeAoclznb$Iocr.

I leo6xoannao e Aa ce n:6xrea ynorpe6ara Ha arrKoxoJr H nercapcrBeHr,r [poA/KIr{, cbAbpl€rr1l,I arIKoxoJI.

tr:hil-ctit pttca4u KoHmpecrruru cpedcmea (ar. nnuru 1.1)

l4mpaneHorHoro rrptuoxeHrle Ha fioA{bAbpxorl4 KonrpacrHu cpeAcrBa Moxe Aa AoBeAe .4o Gbpe.*ra
rrL)Iocftu'brrHocr, Ao aKytvryru4paHe uauer$oprr,lauoB xr,rApoxJropl4A LI noBHIrIeH plrcK or JraKrarHa aIIuAo3a.

Ilpraenmr ua rraer(np,omon )arApoxJropnA rps6na rc 6src ryeyomrloBeH npep vIrM no BpeMe rta

Lr3c,reABaHero n Aa ce srso6Honra He no-paHo or 48 qaca cJIeA ToBa rlprl ycJloBue, ue 6r6peuuara

dlyHxqr.rr e HopManHa.

Kol,t6nuaryru" xonro rnltqcar ronraleno murvnuue

I .)uoxoxopruwndu(a,rcwnwnunu tmnalnolpu,utttcvuue),ruMnamw;oMuwnuqluduwtmnpnplng{€Barrbrperuxa
xr{KprJrHK€MHrrH& aKrr4Brrocr. ll;averrrrr rpr6na {a 6bqg rperynpeAeH LI HHUro rxa I<phBFxa :axry m Gue
rqrorcffBaHo nG.regro, oco6euo B rraqaltoro rtar€parurra
Axo e um6xo4naq Ia € Mrpr,paAwrftr saawrurufurwqusJ€rcapcrBeH rporyKr no BpeMe rmneqeHlterc c lpyr
Jc'rclpsmeH nopryKr rn clleA HeroBoro untpaue.

..1CE-mxu(tumopume Monrr Aa HaMarrrr HlrBitra Ha KpbBHirra :axap. 3arona MOKe Aa 6lae neoSxoronao Aa c€

lH-rpnpa Ao3ara Ha uer(ppnmnon xr4ApoxJropr,rA no BpeMe Ha LI cJIeA Ao6astr{e I4JtrI crmpaHe Ha rIp}IeMa Ha

r roAo6uu neKapsrBeHlr flporyKrti.
\ptutxrxtwne dtq4:ennnlu Moftrr Ia rroBlilxar pt4cKa or JIaKrarHa al-u,lAo:a nopa4{ HiMaIIeH}Ie ua G6pe'*rara

dryuruu.

1.6 @epru"rurerr 6peueHHocr lr KbpMeHe

VnoqDe6a no epeNae Ha 6peN,{enHosr

Kr,nr nrouerrra He ca HaJMqHrr po'reBarmu em,rAeMr4oJIortItIHIi ,4alfiu. Ilpol"mamarra c oIMTTM xvBorrll{ He

uoKinBar Halttaqrde Ha yBpexAarru ofercru, cBbpoalu c 6pevennocrr4 eu6ptlouamoro lrm,I $eramcrro
palBHTHe. Karco H crbp3ilnu c paxAaHsro rlrv rrocftIalaJrHo pa3BI,ITLIe (nx. rovra 5.3).



lic;r1uaii.qexeHararlltatMpa4a:iSlrueHcr KirKi1rrl lr(, BpeMeua6perueHnocrr4 rufuianerpr6na lalsrc
ircKVBaH C uerSOpurauOB r{pupoK[opuA. Brvrecru iot-r.1 1'l|6* Aa 6sAe Ha3HaqeH r4HcyJrrrr 3a rroAAbp)r€He Ha

ur.rBoro Ha l(pbBHara 3axap Bb3MoxHo riafr6"rur;rrr {o HopMamir{ rpaHarlr4, n ra re HIMaJII{ pucKa or
rriurtlxlpnreqranHaruloAacBbp3aHLIcnaroJr()t1r,l1,rl iliir-r;i Ha KpbBHara 3axap.

Y r rmFfa no epeNae Ha Kbplaeue

McrdnparzuoB xrznpoxJropxA e r{xnztsorroKa3aH rro BpeMc Ha KbpMeHe.

Merrfxlpnr.rHoB xr4Apo)rrropuA ce eKcKpsrnpa B MJUrKoro Ha rcbpMeu1i rrlrbxoBe. Cxonru Mrrru He ca HaJIIar*M [pu
x()pil 'nroBa rpxbnaaa ce BeMe peueHr{e rullz' race crrpe KbpMeHero wM ra
cc npey'crdHoBr.r [pr4eMa Ha uer$opar4HoB xlrApo)LTopWL r<aro ce n:eMe rrpemug 3Har{4Mocrra Ha Jrer{eHr{ero c

ro'lH J f eKapcrBeH nporyKr 3a M ai'rrrffi.a^

Oc'grurur'rer

Ornorulrennara cnoco6uocr Ha MbxKr,r lr )KeHcKrr rurbxoBe He ce [poMeru crr fiprurox€Hr.rero ua 600 mdxg
.'urcBuo venfopmrzu.

1,7 ESerrlr Bbpxy cnocobsocrra 3a moQupaHe ra pa6ora c MarurrHrr

Mouuepaluar c rvrerdnprr,trcroB xr4lf,o,Klopnr riJ [prrquHrrBa xunoDMKeMI,It u nopqA]I rir3l,I [puql{Ha He oKa3Ba

n rr.rrHr.{e Bbpxy cnoco6uoqra :n uro<[rzpane u pa6:ra c MaIr[tM.
Br,npcrcu roBa naqr4errrre rpr6Ba Aa ca [pelyrrpeAeru n pucKa c[' notBara Ha xLrlorJIuKeM[It trpn

xonSuHnpiur rrpueM c Apyru iunr.rroaa6eftil.t ,reKapqBeHfl [poA/K[{ (cyn$auunypefiur,r, LIHcynhH,

pct tal'LrIaHu4).

:l.tt Hexe,raHlr JreKapcrBeHIr peaKIII{u

Hexe:rasnre neKapcrBeHrr peaKrluu ca flpelcraBeHu rro qecrora H rlo cl4creMoopraHHl,r KnacoBe.
tlccro'rarano MedDRAorronapr Ha: MHoro r{ecrl4 (> 1/10), vecru (> l/100 u<lll0), ueuecru (>
1/l 000 u <11100), pe4rcr.r (> l/10 000 u <l/1 000) 14 MHofo peAKLI (<l/10 000), c Heu3BecrHa
rrec'rora (or naruvuprre AaHHr.r He Moxe la 6l.qe HaIIpaBeHa oqenxa).

Ilpu ncmo rplrupaHe B 3aBucnMocr or qeflurar4 Hex(elraHrrre neKapcrBeru peaKLIu ce n:6pomar B Hl{3xolttq
pei I no orHorxeHHe HaTD(Haracepuo3HocT.

C.irciurn:re Hexgrar{h rer€pcrBeru pearc44lr Mofarlace rrorlBqr rIpI4 neqeHlre c naer$opnmroB xtlApoxnopl{A:

Haplrlter r Hq Ha uepsuara cnqreNaa
( Icc'utu: HapluleHl4q Ha Blqyca

Cr onaruHGTeelu HapyueHLIrI

I,hrttt qeL'mu: fareHe, rroBpr,uaHe. )rrapus," Kop)rvrHa 6o:u<a u zaty6a Ha arterlfl. 'l-e:u sexelaru peaxrudd ce

lontsrrBar Hafi-qecro B Haqa[c)To rla J'IeqeHnero rI crIMr.IHilBiIr crIoHTitHHo B IloBeqero clD tau. 3a rc 6trcr
nrSerHirra ce npenopbqBa rpneMa Ha nler{ropr,tlHoB xLuIpoxJIopHA in6rtp pa3Aer'IeH ra2uswr 3 ro:tl ro{eBHo no

BpeMe Ain4 cnen xpaHeHe. C:ra6onr loBrdrraBaHe Ha ,rlo3ar:r Mo)(e cr,rllo aa no4o6pa croMatrlHo-qpeBHara

rroHocHMocT.

Hap)'ureHl{q Ha rcoxam pr noAKo)Iclaralbl€rl
,l Ir u tt t pedrtl.' epnreMa rlpypl4lvc Lr yprIil<aqw.

I lapyucHnq Ha Naera6oruBNaau xpaHeHero

,\ h um t pe)xu.' Jlarrarna aqluo:a (eN. rovrca 4.4.).

lliNa;HeaHe Ha a6cop6qrarra Ha Br,rraMr.rH BI2 zremto c HaMaJUIEtilHe Ha cep)'Nffilrre HLIBa rlo BpeMe Ha

;tH norporrHo reqeHr.re c uer$oprrruHoB xlupoxJloplrA. floloSua etrolorur rpr6Ba Aa ce BeMe npeFllg n clyrafi,
(re 

r riilrHeH]'br nlra tteralo6,qacrHa aFIeMLUl.

Xer raro{u,rmpnu Hap}ueHuq

I lauscacmtru. LIzoltryaauc,rD {au Ha rroBr,flrreur4 noKtrrirre]nf npu vepHo4poSru vrc;rcffr.rut vIJM xeflarrrr, KoI,ITo

rr3lrglear cJreA r rpeKpartBaHe Ha lryueMa ua naeninpnr,rHoB xr4,rtfl)xJt()pl4A.



II e d uamouqu a nonyn auu.n

B rqdmcarUaa u nocrMapKsfle{roBu AarrHH, KaKTo 14 B Kor[rporu{pawl K]tr{HI{IIHH npoynaril4t npn orparmr{eHa

rre4,rarp.rqHa rrorryJralu{s Ha Rsspacr l0-16 roroarru, AeIIIIT4 neICyBulHI,I B npoAhJDl(eril{e na I ro4nr4 cit [porIBrIIII{

H9KerraHr.r neKapcrBerilr p€?KlM, cxoruIl,I IIo ecTecTBo 14 cepl4o3HocT c re3l{, Ha6lroAasauv ilpu
Bb3pacTHI4.

4.9 llpegosnpane

XrurounmennEr ne ce ua6rroAanaAopr4 npr4 Aoor,r uerSopr,mron >o{&oxitopl{A Aocu,n"u[{ 85 g rrnpercr, qe rpLI

rarcmao6crorreltcrBace norBrrBaJfxrurrrraarrylqo3a 3sa.na:rermo nperml4paHe nauer$opnm oB )a'upoxltoptu

r4[r4 c611brcrBa11ppr.rcKoBe MoftrrAaAoBeAarAo JIaKIufiraalrllosil JlarramaraalllAo3ilecnelrlHo clw[oflFma,

roero rpr6na.ua 6rle nergoauo n 6ornu*ro 3aBeIeHLIe. Hafi<$ernmum MsroA sa crrulpanffiaHe Ha JlaKrara H

rtaer$opnnmon xI,IApoxJIopuA e xeMoAvralfi43a^ra.

5. OAPMAKOJIOTIIqHTI CBOfrCTBA

5.1 (DapvranogrruaMlrrrHrrcsoftcrna

@aplraxorepaleBTr4rrHa rpyna: Jlercapcrnelu ryoryKr4 rmMaJrffialru KpbBHirarffoKos4 6wrrttt'twt;
ATCxoa: A10BA02

Mersoprrucron )s44oxropqq e 6lu'earil,rA c W eQerrl, xoirro ITMaIITIBa 6a:rulrrun, KtlKro I'I

11ocrqpag4{amararrJnt:MeHa HrroKo3a Jlerapcrnerurr nporyKr He crvMyrurpa ceKpel-u{ffa Ha HHcyJII'I}L EIToBa

He nperoBBIrKBa )il,I[OrJII,IKeMlIfl .

MexalrugrM Ha .[eftcrs[e
MerQopwcron )a44poxllopul Moxe Aa AeficrBa upes 3 MexaHIBMa

ryoryrCIslfl Wee lrrnsl6fipaHe Ha rJIIoKoHeoteHG{ra uo Flauama uepHopo6nara DIIoKoBHa

HII{KOTEHO}IIAfiA;

o B trlycryJlllTe, rlpe3 yBenuqaBaHe

uepuSepnoro ycBoflBaue v nPPIeM

Ha r,IHcynnHoBara qyBcrBI,ITeJIHocr, Karo uo4o6pnna

Ha rnroKo3a;

o 3a6assHe ua a6cop6ur4s'raHa rJIIoKo3a B qepBara

OapN{arco,qu HaN,r H.IHu ederru
Mer$opnnrron )fl4rcoxnopr4A c[^,{yJmpa BbrpeKrelb!trtrlt cI4IrTq} Ha rJII4KoreH qpee Bb3Aeficrme Bbpxy

HII,I KOTEH -CLI HTETA3 ATA.

Mersopwrron )qryouopr4A ymruqaBa rpanctropfi{I,Ifl latrtalfler Ira Bc]I.IKLI BI{AoBe iraevr6partlt DITOKOBHII

rpeHocrrrerlu (GLI-I-D, LEBecTTILI KbM MoMeHTa-

11p*opa, norunnct-o orAeficrBrasro My Bbpxy TJILII(eMI4IrA rrlerSoprwn )s.Iryoxropl,IAI.arna6rnronpErren {ert
Bbpry rl/[i[,.|F{rtfl, rraeraboilrybN,r. Tona e IIoKa3aHo B T€pAleBTlrqHL AosLI B KOI{rpOJMpAIil'I, Cpero{ocporlHll I'IJIII

Ahrtrocportraa Kru4Hr4rrHr.r npoysaril4s: uerQop,nmon )a{ApoxnoplrA H€MaIUIBa odulaq xonecrepo4 LDL

xoneqepora u EIr43€ImrfaTpl,IrJXilIeppuPne

Krunnqna eQuracsocr
flpocuelrrunno par{4oMr{rrdpaHo rpofmarre (JKPDS) ycraHoBrmaAhltrr)cpowara rIoJBa cr
[rrrerBr.rBeH KolilponBopxyI{pbBrfiIxa3€Xap [pLI Bmpacffil{ ualU'rerrna c.ryta6er twt2.
ArrailEbr r13 p6yJrraftrre 3€r ruuryrcHr]ne c Ha,UIqpMeHo rerno, neI{yBtlHLI c rvrer$oplruuon >a{ApoxJIopI{A cIIeA

HeycflerrrHo llpowI(el/€ wrcIalclro eAIHHCrBeHa Mtplq noKa3Ba cJIeAHOTO :

o 3sawnemro HaMarreHr.re na a6coffcrnilrq pI{cK or ycnoxHeHl{& cBbps€ull4 c 4zrffiera B rpyrlara Ha

l,rerQoprwm oB )fl.IlpoxTropr,rA Q9,8 ctry,nsl1000 nargenr-ro4tu) B cpaBHeHI,Ie c lpyrara IralryIerrrr'I

g6Mo Ha wrera (43,3 uryuas/1000 nar-uaern-ro4ru), fl,0023 B cpaBHeHHe c rpylrl{re, rIpI'IeMaIru'I

cyQarunypeirur rer€pcrBeril4 nporyKfl.r H TIHcyJILH, MoHoreparut (40,1 cnyq€u /1000 rauueHr-

ro4uuu), p:0,0034;
o 3rmwrreruro HaMarreHr,re ua a6comcrnuaq pucK or cMbplrlocr, cBbpBalra c wtaderu nrerSop,nmon

)fl,lApoxJropul 7,5 aryqas/1000 naruaern-rororr4 B cpaBHeHLIe c raI{4eHrI4 caMo Ha /:lrcta 12,7

cnyrar/1 000 na{uenr-ToALIHI'I, p:0,0 I 7;
'7



3uaqu:rsruo HiMaJreHr{e Ha a6coffcnru.rq pucK cn oSrqa cvrspmocr: uerQop,unoB xI,IApoxJIopI4A 13,5

cJryqal{ /1000 naryeur-ro.u4Hr4 B cpaBHeHr4e c rar{ieHTr.r caMo Ha Wrcra20,6 ctrywl 1000 narryrern-

foAr4Hr4 (p=O,01l), r.r n cpaBHeHne c rpyrure, nprneMar{,r cy$aruurypefou neKapcrBeru rporyKr.I r
n{cynnH, MoHoreprr.r;{ 18,9 cnyvax / I 0 0 0 tr aIrI{ eHT- rogn ura (p:0,02 l) ;

3Hawrre,'rHo HaMarreHue Ha a6co,To[Mt pI4cI( m ml$apKr Ira MI4oI€paAa:

vrerfoprrar.tron xzrpo)Lropr4A t I crryqar, /1000 naruleHr-foAl4Hl4, B
cpaBHeHr.re c ilaqueHrr4 ciMo Ha ruera 18 cnyvar /1000 raqueHT-
roAr4HH (p-0,01)

He caua6rnolanarua Krr4Hr.rqHH rroJBr4 npr4 rconr6lallpase uacyldlaurypefou neKapcrBeHlt cpeAcrBac

rrurulxrpvr*roB xr4npoxJropuro [plrJmra]I Karo BTopa JMHHT Ha JIeqeHI4e.

Kon6ranar+rrra Ha ruer$op,rr4HoB )orApoxJropur{ H r,rHcyJrrH rrpr.I 4zrffier rwI I e 6rura upararana Ha onpeAelteH

Sgrii nauuerml, Ho rcrurHprqHara rroJna or rasu rola6rurar-ufl He e IcITeropIltIHo ycraHoBeHa.

I I a O uunpuwta nqnynauux
Kon'rpo,ruparu rorr4Hr,rrrHr.r ryofrBarilir c orpaluqeHa neA,IarppFIHa no[ynalrl4t m Brrpacr 10-16 rorotu,
.rteKyBaHr4 B rrpoAhrDr(eHr4e ua I ro4+r4 canoKa3€rJtrr cxoAeH oIToBop KbM rJllrKeMr4rtHvts. KoHTpon Karo ro3lt,
yc faHoBeH rrpH Bl,3pacTHH.

5.2 @apnrarorc[HeruqHlt csoficrna

AircoFryrq:
C.;rc4 nepopalna AU:la xzpouropag, Tn . ce Aoc[4ra arc1,2 rffi pt TIoJIoBHHZL A6wtcrnsra
Sr.rorruMqHoclrta 500 mg u 850 mg uer$opro.nron xl4ryoxrtopu e rpn6runrremro 5O4,Yo rlpn 3ApaBI.I xopa.

C,.rc,t nepopanHa Aoga, Hea6cop6zpauara Spaxqnr, orKphra nrn $exarnure e 20-3OVo.

(].'rel nepopa!'reH flpaeM, a6cop6oqaflTa Ha vertpopvruHoB xrlApoxnopuA e Hac[TeHa I4 HerIbJIHa.

IIpe4no,rara ce, qe a6cop6uurra ua nler$opMt'IHoB xI4ApoxnopI'IA e Herl4Heftsa.

IIpn npenopl.marnn:re Ao3r4 vt Ao3oBr.r pexo{\llI Ha ucrSopvu+ron xltApoxlopuA cre&I-srefil TIzBMeHI,I

KoHueilparrur..r ce Aocrr{ftrr B parffa4re ta24 lo 48 .r,aca u flo-trpmnnfl ca rIo-HLtcKI4 cn 1 pg/ml. B rcornpomaparu'r

lcrrHHHqHH [poyqBeur4q, MaKcrrMaJrHrrre rrJrit3MeHz HLIBa Ha uer$opl,omon xlrApoxrlopur (C",,n-) ue Hal&rruasar 4

prg/ml,,copu I{ rlplr MaKcI4MaJIHI4 Ao3I'I.

Xpanara nava,rrBa creneHTa [r cra6o nlansa6copSuurra Ha rraerQop,mnon xI4ApoxJIopHA. Cnel [ppleM Ha Ao3a

crr 850 mg ce sa6moAana 40 oh no+uwrcrrrdK Ha IrrIa3MeHa Kol{Ue}rrpal{rt,25 o/o HaMaJIeHI,Ie na AUC (ruroufra

non rcpnnara) ra 35-numynro yAhrDr€Barre Ha BpeMero Ao IIruca Ha rula3MeHilra KoHIIeHrpaI-utt. I0mru+nrara

3FIAIII4MOCT HA TE3I,I NAPt|MEIPN OCTABZI H E H3'C HEH A.

PaurlrrercHue:
Crtpanauero c rrJra3MeHr{re rtpsrerrilt e He3Haqr.rrellHo. Mer$op,nanoe )a{4oxJIopI{A rlpormGa B epl{tpoturune.

I Inrcsr B r(pbBra e [o-Hr.rgbK cn rrJra3MeHrrr ru,il( Ll c€ rrorlBflBa npa6.m:rrercro rlo cb[Ioro BpeMe. t{epnerure

hipbglrg rclerKr4 Hafi-nepornro npeAcra&'ItBar BroprueH erar Ha pasrlpeAeJlerue. Cperourt oSena Ha

FBnpeAe,'IeHIre (Vd) uap"pa B paMKpne Ha 632767.

Meft-(nnIacla:

Mcnlnplr+roB xr.upo)lroplu ce eKcrperupa HenpoMeHeH B ypl{HaftL He ca ugeHru$I,ilITparil{ uera6o,ruru [pI4

\opara.

Duauururpane:

B's5F.xa1qr KrupbHc uaner$opnmoB xnApoxJlopq e > 400 mVmin, noxarnafticl ve

uerdnprr.ruxaApox'ropuceerunflxilpaypernoMepyJmaSumpalvrnry6yrrracerperuu.



Cre,1 nepopa,'ma Ao3a. rpafruu:r noryraBcn Ha eJrr4MrnHr4paHe e nplr6rm:rrernro 6.ntaurroJroBr,rFriL

Korano 6t5pe.+rara $ym4.u e yBpeAeH4 Gutrrcwurr KIMpblIc ce HiMiIIUIBa npolopt14oHarHo Ha ro3l{ Ha

hlL-aTIIHt{Ha r4 :ATOBa rronPIfiBOTbT Ha eJrI{MI{HIIpilHe e yAhJDKeH, KoeTo BopI Ao IIOBHIITeHH HI,IBa Ha

n're r r[opnln uoB xI4Apoxnopl4A B rIJIa3Mara.

llcrF n tclroruu:

llrcjrelieaHe rrpr4 e4roKparrra lo3iu Cnel nprerra Ha e.ryIoKparlla Ao:a uenpopumroB )o4ApoxJIopIrA 500 mg

Jeuara ca iloKtrruuu cxoAeH $apuaroroaHenrueu npr$tl.;r Haro3l4, sa6ruoAanaH npH 3ApaBH Ao6pono.lqpr.

l'l'rc,reaeaHe npr.r N,{uoroKparHo losplpaHe:

/[anurre ca orpaHurreHn Ao eAHo [poy,{BaHe. CleA usxormoKparHo rlpz,ro)KeHlre Ha 500 mg rua m,TIl AHeBHo B

sp()i{hJrxeHr4e sa 7 ArM npn AsrcKa rrorrynar{4r, ulrKoBi[a ['IiBMeHa Kol{Irerrupaurt (Q'*) u cucreMHiila

eKcrro3grlgr (AUCg-| ca6wwrHaMarreHr.r c npr6nnrureimo 33% uWocborBeruq B cpaBeHeHl4e c tr.1rffierwryte,

Kor{'rc ca [pneMaJru MHoroKpaftM lo3rr crr 500 mgana rrbrl4 ro{eBHo B npoAhrDKeHLIe Ha 14 nlz.. Tt'fi rcaro Ao3i[a

cc rmpupa vH2nl,BlrqilurHo Ha 6anra Ha rJrrrKeMr,rqHrrr Korilpon, To3u peyJnar I{Ma olpalrl4qeHa IgIlIHpIqHa

']IIAqHI\{OCT.

5.3 fIpe4x,ruHlrqHrr AaHHrr :a 6e:onacnocr

Iler,ruunqsr,rre IaHHr.r He rroKil3Bar oco6es pplcK 3a xopa Ha 6a3ara Ha KoHBeHul'IoHanHI'ITe

$apuaxolorr4qHr.r v3trvrBa*vrfl 3a 6e3onacuoct, ToKcl4t{Hocr nplt MHoroKparHo rIpI4JIaraHe'

lerIoToKcttqHocT, KapuLIHoI'eHeH IIOTeHUHtIJI I{ pe[poAyKluBHa TOKCI4I{HOCT.

6. OAPMAIIEBTI{IIHI4 AAHHI,I

6.1 Cnucrx Ha rIoMotuHI{Te BelrlecrBa

'f 
a6.n el u o tApo : noulgou (K-9U) M arH e 3 H e B creap ar.

OhLrnroso noKpr.rrrae: Onagpafi YS-1R-7006 (xunpolaenosa 5cP @a6\; MaKporon 400; rraanporo:r

6(XX)).

6,2 HecrnmecruMocrlr

I Icrrpurtoxlttrlt'l

6.3 Cpox Ha roAHocr

-5 r'tunuu

6.4 CnequalH[ ycroBnq Ha cbxpaHeHne

'forn :rexapcTBeH npoAyKT He II3I4cKBa c[eluaJIHI{ ycnoBllt Ha cbxpaHeHl4e.

65 [aHHu 3a o[aKoBKara

Ctxberver- lfiX) mg Su,nnrpalu ra6:rerrcl: 10 $u:mnpanu ra6rerrcr e 6:nacrep cn'PVC/PVdC/anyr,,MHueso Oo"turo;

rro 3 u:ru 6 6;uacrepa B KaproHeHa Kyrpls, 3aeAHo c l-lllcroBKa'

Ile scuqKra BHAOBe OrraKoBKr4 MOfaT Aa 6tAar rrycHarn n npo4ax6a.

6.6 Cneuua.nHIt IIpeAIIa3Hrr MepKIr npu n3xBbpJrnHe

I Iri\,ra cile[HaJIH H H3t4cKBaHut.



lrr,

Heugnoresanfltrr npoAyKT I,IJIH orrraAbqnr{Te Marepr,raJrr,r or Hero rpr6Ba Aa ce ngxBbpJrrr B

CbOTBETCTBI,IC C MECTHI{TE H3HCKBAHI^{fr..

7. NPI'TEXATEJI HA PA3PEUIEHI,IETO 3A YIOTPEEA

YHI,IOAPM AA
BbJIfAPI4t, rp. CoSur 17 97, y tr."Tp.Cranoes" Ns3
+359 21970 03 10
+359 2197120 86
officeGDunipharm.bg

HOMEP(A) HA PA3PETIIEHITETO 3A ynOTpEEA

AATA HA tIbPBO PA3PEIIIABAHEnOAHOB'BAHE HA PA3PEIIIEHI4ETO 3A
YTIOTPEEA

10. AATA HA AKTyAJIII3I,IPAHE HA TEKCTA
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