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3E[4PEH I43BE]IITAJ 3A OCOE]4H]4TE HA TIEKOT

1 .14ME

METOOI-AMA@ 5OO mg, $nnrra-o6noxeHu talnern
METOOFAMA@ 850 mg, Qrnna-o6noxeHr ra6netn
METOOFAMA@ 1000 mg, $ranrrn-o6noxeHn ra6nern

2. KBAIII4TAT]4BEH 14 KBAHTI4TAT]4BEH COCTAB

E,qHa Qranu-o6noxeHa ra6nera METOOI-AMA@ 500 coApxr4 500 mg vrer$opvrraH
xr4ApoxnoprA, KonrqecrBo Koe oAroBapa Ha 390 mg uer$opMt4H.
E4Ha $r,rnru-o6noxeHa ra6nera METOOTAMA@ 850 coAp)Kvl 850 mg HltersopvrrH
xt/ApoxfloprlA, KonhLtecrBo Koe oAroBapa Ha 662,9 mg uer$optrlrH
E4Ha Qrrrnnr-o6no)KeHa ra6nera METOOT-AMA@ 1000 coAp)Kl4 1000 mg
rvrerQopvr,rH XytApoxnopn4, KonhqecrBo Koe oAroBapa Ha 780 mg verSopvnn
3a ercqrnvelcn angn 6.1

3. OAPMAUEBTCK]4 OEJI 14 K

Ounru-o6no)KeHr ra6nern
METOOTAMA@ 500, 6enu, oKpyrnil, KoHBeKcHH Sr,tnrvr-o6noxeHh ta6netvi
METOOI-AMA@ 850, 6enn, oKpyrnr, KoHBeKcHt4 Sran1,l-o6noxeHr ta6netn
METOOrAMA@1000, 6enra, oBanHh, 6HxoHeexcnn $nnu-o6noxeHn ra6nern co
CpeAr{uHA nr,rnutja Ha ABeTe CTpaHt{ tl t43rpaBi4paHo <<1000>> Ha eAHATa CTpeHA.
Ta6nerara Mox(e 6a 6nge noqefieHa Ha rqBe eAHaKBtl nofioBttHtl'

4. Kfi r4Hl4rr Kh noflAToql4

4.1 . TepaneBTcKl4 nnAuKaquu

TperuaH Ha 4raja6erec MenilTyc Tfin 2, oco6euo xaj rojasHra naqileHTil, ao cnylaj
Kora nponnuaHara Anerau eex6v He ce AoBoflHH 3a oAp)KyBabe Ha KoHTponara
Ha rnnxeunjara.

. Kaj Bo3pacHrl, Mersoraruat 500 mg, \tersoraMa@ 850 mg, Mersorava@
1000 mg Sranrvr-o6no)KeHn ra6nern MoXe Aa ce Kopl4cTaT KaKo
MoHorepanvja nnu so xoNl6t4xaqraja co ApyrH opanHil aatngwia6erwln nnw
eo xoM6t4Ftaqrja co nHcynilH,

. Kai Aeqa noqHyeajkn og 10 roAhuHa Bo3pacr H aAonecqeHrn, Mer$oraua@
500 mg, Mersorarrrat 850 mg, Mersoraua" 1000 mg Qranrr,r-o6noxeHh
-ta6ner11 Moxe Aa ce Kopt4crar KaKo MoHorepanrja vnt Bo xotu6rnaqrja co
hHcynhH.

3a6enexaHa e peAyxqraja na gnja6errt{Hn KounnrKaquw xa1 Bo3pacHh rojasxr
naqreHTh co Tnn 2 graja6er TpernpaHh co uer$optirrH XilApoxnophA KaKo
npnMapHa repanraja no Heycnex co Ahera ( era4vr 5.1 <DapnraKoALlHaMcKra oco6nnu),
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4.2. f losnparbe H HaquH xa ynorpe6a
3":3:  a : : i
tJ:-:-:ca-,rja n xonr6uua4wja co Apyru opanHr4 auruguja6eruqn :
3'r,r,5,,-??:.1c noeerHo Ao3rlpaFbe na ver$opMr4H xh4poxnopllA o4 500 mg n 850
- l  :  : - -a  ra6nera 2 go 3 naru Ha AeH sa BpeMe vnn nocne o6pox.  f lo  10 4o 15
-=-= *,r3,a 'p=i? Aa 6nAe noAeceHa Bp3 ocHoBa Ha KoHqeHrpaqrjara na
"::-:-a 

'nu<euuja. flocreneuo 3rofleMyBaFbe Ha Aosara AoBeAyBa 4o no4o6pa
-: :-: , : , f  -recrhHarl Ha noAHoct klBocT.
t.2., -z-,,?:ln KoL nphMaar BrcoKr4 Ao3il Ha verQopnarH xilApoxnopn4 (2 4o 3
- = r 1 . r  - :  n O u \  i t a ' \g r- iv, , / !  , , , -xHo e Aa ce gaMeHar 4ee ra6nerr oA Mersorarua@ 500 mg
*,,--r , r-3f ;s>KeHfi  ta6netu co eAHa ra6nera o4 MerQoraMa* 1000 mg Sranru-
=E-: -  e-, t  ralnerv.
i , f  : r  ^,rr , r=.1Ha npenopaqaHa Ao3a e 3 g Ha AeH, geMeHa Bo rpt4 noeAhHeHHtA Aogn.
l- :  :  r t :pe6Ho Aa ce HanpaBi l  3aMeHa oA Apyr opaneH npenapar:  nperxoAHara
=--r ' ,^,a6errLrHa repanrja ce npeKi lHyBa LA ce 3aMeHyBa co verSopvrlrH cnopeA
- t i - ' :  - -o  HaBeAeHoTo Ao3upaFbe.

, :,,,t, '=a:Jnja co hHcynhH:

I  f  : - -  - ^ r  r r l !  v t /  n n r ' \ '.  - *-!, , , , ,  , . , ,-rr-XrophAor n nlcynt Hor Mo)Ke Aa ce Kopr4crar so xo[/6uHtApaHa
-a:?-,,)a 3a Aa ce nocrhrHe noAo6pa KoHTpofla Ha rf lrKeMnjata Bo KpBTa,
!*f :-: :p:,, !4H xr4ApoxnoprA ce npr4MeHyBa co Boo6ilqaeHa noL{erHa Ao3a og 500 mg
i-, '  3-J mg n roa eAHa ra6rrera2 Ao 3 nari l  Ha AeH, AoAeKa Ao3ara 3a i lHcynhH
:: -:  -s9)/Ba Bp3 6asa na oApeAyBaFbe Ha HrBoro Ha KpBHara rnnxerunja.

-:,:-?2,' 
-rxqai l-1opa4n Mo)KHocra 3a HaMafleHa 6y6pexHa +yHKql4ja xaj nocrapr

- i -2 r-3rpe6Ha e KopeKLlilja Ha Ao3ara Ha Mer+opMr4H xr4Apoxfropr4A Bo
!. i f  , , t*33T oA creneHor Ha cManeHocra Ha 6y6pexHara SyHxqnja. Heonxo4Hn ce
-., i- i .7-A npoBepKr Ha 6y6pe)KHara SyHK4tt ja (enpn 4.4).

. 3""Q[et]]€.ilIh:

h,r:----::a -nja u xonr6uua4uja co ,tHcynr4H:
. n, 'e-;oraMa@ 500 mg, Mersorarraa3 850 mg Mer+oraMa@ 1000 mg Qr,rnvr-

:4.-:xeHh ra6nern Moxe Aa ce Koprcrar raj geqa noqHyBajki l  o4 10
-::, ,*;a Bospacr v KaJ a$onecqeHTr,l ,

" 3"::: , ' -aeHa noL{erHa Ao3a e e4ra ra6nera oA 500 mg nnu 850 mg eAHaur
: - : . - :  3a BpeMe nnn nocf le  o6poK

m ': : .  r .  AeHa Ao3ara rpe6a Aa 6uge noAeceHa Bp3 ocHoBa Ha
trn'L€+--:,:r'"?-a Ha KpBHaTa rnilKeMhja. llocreneHo 3roneMyBaFbe Ha Ao3ara
*F8JEA :: nOAO6pa raCTpOl4HTeCTrHarHa nOAHOCnilBOCT, MaXCnVanHa
qryE'|-, : .-:  -t3? Ha uerQopMhH xr4ApoxnoplA e 2 g Ha AeH, noAeneHa Ha 2unu
t Enul51tlt3--,. 

- 
t3t4.

|.!. fcrnpaflHAHKaqHH
Xnre;, : :* : , i rk lBHocr Ha MerSopMr,rH xr, i .SoxnoprA tAnv Ha HeKofi  oA
gK ; ; l a r - r r : -  ^ / tTg ,

.  f lnace-, '--a KeToallf iAoga, f lvja6etn.-a 
-3e-KoMa.

. Eyece * -: ,r-cy$rqreHqrja vnn 6y6pey.-a nrc+yHxqrja (xpearrnrH
fKlllri,trr"*: <i I m I/min).

a ,.q,l.(r--r) ::: ':-a.5t4 co noreHqiljanHr npcf.'e-,1 ra 6y6pexHara QyHKqnja rarco
'a -Eilrrrsie: - 3xHAparaquja,reu xa r uQ e < :,'1 a, ur oK, l4HTpaBacKytapH a

-rf*r trr , -rr , t* i  a-, ' ,a Ha jorqnpaHn KoHTpac;N, '  apeAcTBa (en\u 4.4 ) ,
r  Ae*-, '  r ' " - , '  r r  ccHr4gnn 6onecrr Koh Moxe :a npe. T K h B H A

qf ieHqf iJa,

r  Xe:ala- h, aefiiloxonu3aM.
. larcra ;r a

t"1-.l-:t<::/Crporo AoBepnhBo

: ,  $rqreHqhja, aKyrHo
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4,4. Cnequjannu npeAynpe4yBaba lt nperna3flltBocr npu ynorpe6a

Deranna Qynxqnja.

5r qeJkvt ver$opvttH xt4ApoxnopuA ce eKcKpernpa npeKy 6y6pesr,rre, HhBoro Ha
:sa,,,r'.tcKr4or KpearilHr,tn rpe6a Aa ce oApeAyBa npeA noqeroKor Ha rperMaHor t4
-:crojano Bo reK Ha rperMaHor:
. .ajf'rarKy eAHaru roAnxHo raj naqneHril co HopManHa 6y6pexna QyHxqr,lja,
. Hajr.4arKy ABa Ao qerhpt4 narh roAhtuHo xaj naqheHrh co cepyMcKr4 KpearhHl4H Ha
-ooHara HopMarHa rpaHhqa n xaj nocrapn nnqa.
Har"raneriara 6y6pexna Syxqnja xaj nocrapn nnqa e qecra il acnMnroMarcKa.
iorpe6ua e noce6Ha BHilMareflHocr Bo cfiyqar xage 6y6pexHara SyHxqraja Mo)Ke
-a 6vtpe HaManeHa, Ha nphMep Kora ce ganoLrHyBa aHTilxnnepreH3ilBHa repanraja
,,nv AfiyperilqHa repannja h Kora ce 3anoqHyBa repanraja co HecrepoilAHt4
a,rN r H$naMaropH14 neKoBr4.

:qr,4[HNcrpaqrja Ha xoHrpacrHil cpeAcrea xoh coApxar joA:

i.1:rpaeacxyrapHa aAMilHl4crparyja Ha KoHrpacrHt4 cpeAcrBa Koh coApxar jo4 ao
:af fionourKt ncnnryaaFba Moxe Aa AoBeAe ,qo 6y6pexHa uHcyQr,rqreHqrja, 3aroa
',,eiQopvr,rH xr44poxnopnA He rpe6a Aa ce 3eMa npeA vntA ga BpeMe Ha recror 14
:3 Llaca no hcnr{TyBaFbero n Aa He ce ganoqHe noBTopHo co geMaFbe oA
::;nocraByBaFbero Ha HopMaflHa 6y6pexHa Syuxqnja (aupn 4.5).

,,r^;_er i lKh 3aSarul

' , ' :-xopMr4H xr4Apoxnoph4 He rpe6a Aa ce seMa 48 LJaca npeA oApefleH xi lpypruKt4
:a-a- co onu.lra, cnkrHanHa tArln *nw&ypafiHa aHecresrja. Tepanll jara He rpe6a 4a
:z 3aloqHe co noBTopHo geMaFbe nopaHo oA 48 Llaca no xupypuKara
r,--3339Hq4jannl/|  nOBTOpHO 3eMaFbe Ha repoparHa HyTpr4r-l t4ja r roa CaMo AoKonKy
*:: =3:nocraBena HopManHa 6y6pe>xna QyHxquja.

-lg; 
" 

-::e.euelirr4i

rfff :: :g 3anoLrHe co rperMaH co r,rerSopr.lnH xrlApoxnopnA norpe6no e
@-?-r 'r3=3 Hd 4rjarHosara Ha Thn 2 pula6etec f, lerhryc,
*roe -r:-: : :etkl sna.iajnn eQexrr Bo pacreFbero v, ny6epreror xaj 4erqa npra
rw.n4e::: 

" 'eisopMhH 
xl4ApoxnopfiA 3a neprc'r o4 eAHa roAnHa.3a anujaHnero

: ne-: ' : : i , , ' ' ior Bo nepuoAoT Ha pacreFbero n ny6epreror Kaj
-rrrtr: :Jr-:-TpeTMaH 3acera HeMa Hr-1Qo3l.f arrf i11, 3aroa ce npenopaqyBa
-T--eni{: :.-3 "eFbe Ha naersopMr4HcKl4Te e.leKTrl sa oBre nepuoAt4 xai 4eqa
IC Tlp€-)': :-,' co ver$opMhH xr4Apoxrop;/: ccoSeno xaj npe4-ny6eprercrara
F

ffinrcca:- t,,.ty 10-12 ro+nHt4:

,b 15 naLl/,€--,1 Ha Bo3pacr oA 10 r,3 12 ro$ttHt 6ea BKyL{eHh Bo
rnmtwl+rr= -.-:,tlnqKv1 cry+t4tA cnpoBer.e-r, <ai 4eqa h aAonecqentu. V1a<o
@ a r r ] l t 1 . 3 r ] o C T a H a n a e r s o p t t , l r H X , / . l : o X r ] o p n 4 x a j o B i l e A e q a H e c e
wnnKlEa 3: ::-:3 Ha esnXaCHoCra il 3;11,rpHOCTa Kaj
a|mlm-EF-r,f -r:-€:-a e noce6Ha npeTna3l:,1333- npr npeF
{q Jreua 13ilrrE:r 'l , 12 roguwua Bo3pacT.

ipl!-rl l!Ei_r:tr€r--:r = =r: a

ella 14
KOT
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crare naqraenrn rpe6a 4a ja npoAonxar ceojara At eraco coo4BerHo BHecyBabena jarnexn Aparn Bo reKor Ha AeHor. raqraenrrar8 
"o 

ip"*yr"pra rexnHa rpe6aAa npoAoflxaT co Hl4BHaTa cTporo KoHTpOnhpaHa AneTa.f'lorpe6Ho e nocrojaxo h3BeAyBabe Ha aoo6r4qaeHh KoHTpoJ-rn Ha rnvKerirnjara.Mer$opvraH xhApoxnopnA seMeH caM HilKorau, He npeArsB,,KyBa xnnornn<e*nja,HO, MOpa Aa ce BHnMaBa npr ilcroBpeMeua annrtxarlnla ao *ororruqrja conHcy nnH n nn cy n$oHn ny pea.

4.5.l4ll'repaK1nn co Apyru fleKoBt4 u Apyru $opurn Ha nHrepa Ktlul

3roneuen ptrcnK oA naKTil'Ha al{rAosa npfl aKyrHa nuroxcnxatqnja coaflKoxofl,oco6eHo BO KOHTeKCT Ha: rnaAyBalbe nnvt ManHytpnquja, xenaraflHavincySnqneHqraja' lzle6erHyeajre KoHcyMnpat+e Ha aflKoxoflH14 nnjanoqn nnvfieKoBt4 KOt4 COAp)KaT ar.tKoxofl.
naxrrcHa aqugmal

flaxrilq'ara aqilAo3a e perKa, Ho cepilosHa uera6o.nHa KoMn.,.rnxa4nja (arcorMoprarilrer Bo orcycrBo Ha hreH rperuaH) roja ce jaayea npn aKyMynaqraja HauerQopn/|raH xnApoxnopr4. ce cnyL{ah Ha fiaKrhqHa aqn4o3a xaj naqr,reHTh Kon ceHa rperMaH co ruer+opMl4H Xr4ApOX'rOpvA, a rlMaar cnrnuunx"*r*u 6yopexHanucy$nlneHqraja. Hejsranara nojaea Moxe n rpe6aAa ce HaMaflr npeKy npnMapHocneAerbe Ha Apyrnre Saxropra Ha pnsnK KaKo ulro ce: HepeAoBHa KoHTpofla Ha4rja6erecoT, Kero3a, npo,'roHrhpaHo rnaAyBaFbe, ilHTeHsLlBHO KOHCyMLlpaFbe HaatrKoxor, xenaranHa nncyFvrqaeHqraja ra cexoja cocroj6a acoqhpaHa co xrnorcrja.

flujaruocrn4upabe:

Pt'tsuxot oA naKTl4r{Ha aqilAo3a MOpa ga 6n4e 3eMeH B npeABkrA n ao cnyvaj HaHecneqrQrLtHt4 3Haqn KaKo uro ce MycKynHh rpLJeBh co AktrecrrBHnnopeMeryBaFba KaKo uro ce a640rrrrxanHa 60n<a r reuKa acrennja.
fiaxrfi'Hara aqrAo3a. ce KapaKTephs,pa co aqrAo3Ha AhcnHe a, algoravtHafiHa60nxa ra xrnorepurja npocneAeHa co KoMaro3Ha cocroj6a. flrjarrocrnvro_na6oparopvlcKfTe TecroBt4 noKaxyBaar HaMafieH KpBeH pH, nnasrraarcKo Hr4Bo HanaKTarv HaA 5 mmor/L, 3roneMeH anjoHcxr ,,gap" h 3rofieMeH OAHOC HanaxtatnlnupyBarh. floxonxy nocro14 coMHeBaFbe 3a rrrera6onn.rxa aqhAo3a,3eMaFbero Ha uer$opvl4H xt4Apoxnoptt1 rpe6a Aa ce npeKilHe il naq[eHTor r4THo
Aa ce xocnnranvsnpa (anpn 4.9).

Kourpacruh cpeqcrBa Kor4 coqpxar jog (engu 4.41:

l4HrpaaacxynapHa aaMnHncrpa4ia Ha KoHrp.acrHr4 cpeAcrBa Koil co4pxar jogMoxe Aa AoBeAe 40 6y6pexHa 'ncygraqraeHqrja. peayriril[alkw co u^vrfr"qri" ,uuerQopulrH xHApoxfi opv1 n 3roneuteH pn3nKo4 nafihLJHa aqnAo3a.Mersopr"*aH xrApoxnopnA He rpe6a Aa ce 3er"{a HenocpeAHo npeA h 3a BpeMe HaTecror' KaKO H 48 .{aca no hcnrryBa|bero, H fqa He ce SanolrHe noBTOpHO co3eMaFbe 40 BoCnOCTaByBaHrero Ha HopManHaTa peHarrHa cocroj6a.

I-nyxoxoprnKoHfrH (cncreucxu n noKanHh HaLthHn Ha annwxapwja); 6eta_2_
?:,?:1"^:.^:,_!!!p_?i!,1! 

rMaar ilHrp14H314qF{a xHneprnnKeMrcKa aKrHBHocr.

ffi ;ll jfi:Irr:q:i{"J:ci^*"'iJ.?5:f,:* j::t";rru;:ffix
nphnaroAere rH Ao3nre Ha aHrnTnja6erravHraor neK ro rE^oi'r i ,"6i"i"!-rY;X,",ii]rrpyrHor neK ce Ao HeroBoro npeKhHyBaFbe. 
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AKE-LIuxu6uropu
MO)Ke Aa rO HaManar HnBoro Ha rnyKo3ara Bo KpBTa. ,{oxonxy e norpe6Ho,
npilnaroAere rh Ao314re Ha ver$opMr4H xytApoxnopilA Bo reKor Ha repaniljara co
ApyrnoT fleK ce Ao HeroBoTo npeKilHyBaFbe.

4.6. EpenaeHocr ,r Aoebe

flo 4enec, He nocrojar crrypHLl enilAeMronouKr4 noAaroll4 naKo t cnwryBaFbara
xaj xnaorHil He noKaxane uJTerHil e$exrr Ha 6peueuocra, eu6proiannror,
SeraneHror paseoj, nopoAyBaFbero il nocrHaraflHilor pasBoj (ara4ra 5.3)
Kora naqreHrKara nnaHnpa 6pelaeHocr I Bo reK Ha 6peueHocra, ,qrja6erecor He
rpe6a pa 6npe rperhpaH co vrerSopMt4H xhApoxnopLlA, Ho rpe6a Aa ce Kopl4crh
AHcynnH co Llen Aa ce oAp)KyBa HhBoro Ha KpBHa rnrxeurja Bo HopManHV rpa1nqn
il KOnKy IIJTO e MOXHO nOOnnCXy cO L{en Aa ce HaMaflh ptAgtAKor o4 $eranHr,r
uansoprrraL{ilh acoqhpaHn oA a6Hopuannil BpeAHocrn Ha KpBHara rnuxevinja.

MerSopvrrlH xhApoxnopilA ce eKcKperilpa Bo MfleKoro xaj craopqh ea BpeMe Ha
naxraqrja. cnnqHn noAaroLll4 xaj xeHrre Bo nepnoAor Ha naxraqraja He ce
norBpAeHiln Ho cenax e norpe6no Aa ce npeKhHe AoeFbero nnr rperMaHor co
uersoprurH xnApoxnopilA a npn roa Aa ce hMa Bo npeABrA e4paajero Ha uajxara.

4.7. ESexrr,r Bp3 cnoco6nocra 3a ynpaByBarbe co Bo3[ra u MawuHn

MerSoptrluH xl4Apoxnopr4 KaKo MoHorepanraja He npeAil3BllKyBa xrnornuxeuinjaw
saroa HeMa HHKaroa eseKT Bps CnOCO6XOCTa 3a ynpaByBar-be co Bosnna r
MauhH14.
cenax, naqileHTilTe rpe6a Aa 6npat npeAynpeAeHil sa Mo)KeH pnsnK oA
xhnofnilKeHllrja xora uer$opurH xnApoxl'ropl,lg ce nphMeHyBa so xor\46nHaqnja co
Apy I tA aw n puja6erfi Lt H H areHcr (cyn son ranypea, llHcy nnH, pe n arn ra H n4).

4.8. Hecaxann,qejcrea

Moxe Aa ce nojaaar cne4Hhre HecaKaHh 4ejcraa nph rperMaH co vrer$opnrran
xr/ApoxflopviAco SperQeHqrja 4e$ltHhpaHa KaKo ulro cne1ni MHory Ltecril: >1/10;
Lfecri l  >1/100, <1110; xeeoo6r4.raenn >111,000, <1/1 00; perxra >1/10,000,<1/1,000;
MHory perKlt <1/10,000 n HenogHarr cnyL{an (He r,,noxe rqa ce npoqeHar oA
AocranHhre no4aroqr).
Cexoe rpynrpahbe no QpexQeHTHocr Ha HecaKanrare 4ejcrBa ce npercraBeHn
KaKO UjTO Ce HaManyBa Cepno3HocTa.

HapyuiyeaFba Ha HepsHilor cilcreNr:

1ecru: Hapyuyeaba Ha BKycor

l-acrpor nrecrr nan ur uapyrxyBaFba:

MHOry qecrui l-acrponHrecrilHanHil ct4MnroMH KaKO raAeFbe, noepa(arue, Arjapea,
a64oturnannn 6onxn w ry6utor Ha anernr. OeHe HecaKaH[ e$exrr ce nojaaysaar
o6r.{Ho Ha nol{eroK Ha repanttjatavi cilMynraHo Hcqe3HyBaar Bo najronevrnor 6poj
cnyLtan. 3a npeeenqraja Ha oBre AhrecrHBHH HapyutyBarba ce npenopaqyBa
AHeBHara AO3a Ha llerQoprurH xil,qpoxrlopHA Aa ce noAenil na 2 wnu 3 narn,
3eMeHa 3a BpeMe hnh nocne o6pox. SaeHo noKal{yBaFbe Ha Ao3ara Moxe Aa ia
n o4o6plr racrpou HTecrr4 H an H ara ron epaHTHocr.

HapyLuyaaFba Fta xoxara h cy6ryraHoro rKl4Bo:

MHory perKu: KoxHr peaKqilh KaKo qpBeHnflo, qeuaFb€, v

Crporo AoBepnhBo
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Mera6onHsa[,r h HapyulyaaFba eo HcxpaHara:

MHOry peTKu:
IarrnqHa aqfiAo3a (angn 4.4.)
Halaanyearre Ha ancopnqrajara Ha BhraMrHor 512 co HavanyBaFbe Ha cepyMcKoro
HHBo npr AonrorpajHa repannja co ver$opMr4H xr,qpoxnoprA. oeaa nojaaa rpe6a
Aa ce 3eMe Bo npeABilA AoKonKy ce pa6orr 3a nallheHr co Merano6nacrna
axevrja.

Xenat o6vt nu ntiapH r H apyu yB aFba :

Henoeuaru cnyqau: vlsonupaun cnyLrail ua a6HopnaanHocrl4 Ha qpHoApo6nrre
QyHKqfioHanHil TecroBt nnw xenarilTr4c roj ce noBneKyBa co npeKrHyBaFbe Ha
MerQopMilH xt4ApoxnopylA.

Bo ny6nwxaunnte oA nocr-MapKerilHruKilTe ucnnryBafta r KoHTpoflnpa11re
KnLtHvlttKvi cryAntt xaj ne4njarpracxa nonynar-qraja o4 10-16 roAiluHa Bospacr
rperfipaHh Bo reKor Ha eAHa roAVHa, npnjaaeunre HecaKaHr 4ejcraa no npilpoAa
h rexhHa ce crh..{Hr KaKo oHre xaj eoepacun.

4.9. tlpe4mrpabe

ilYpn vi npil TonKy Bl4coKh Ao3n KaKo 85 g He e ga6enexaHa xhnorfl n<etrivija, uaxo
Bo BaKBn oKonHocrl4 nua nojaoa Ha flaKThrlHa aqrAo3a. Bvicoxu npeKyMepHvl Aogvl
Ha naerSopMr4H xhApoxnopilA nnh nphApyxHLl pnsnqv Moxe Aa AoBeAar Ao
raKrilqHa allilAo3a. flarrnqHara aqnAo3a e ypreHrHa MeAilqhHcKa cocroj6a xoja
6apa rHrepeeHqraja so 6onHilqKv1 ycnolvl Haj4o6ap HaqilH 3a orcrpaHyBaFbe Ha
f aKTaror n uerSopvrr4H xt4ApoxnoprlA e xevo4rja nnsa.

5. OAPMAKOfl OUJ Kt4 oCOEEHOCTI4

5.1. <DapuaKogrHaMncrn oco6unn

oap M a Kore pa n e BTcKa rpyna : o pan n ra aw vt gvtja6er vwt. 6vtr aann gta; ATLI rcoA :
A1 OBAO2
Mer$oprurr xhApoxnophA e 6vtreanup, co aHrilxhneprnnKeMrLreH eeerr,
Haraanyeajr(vt ia rt 6asanHara il nocrnpaH gujanaara nra3MarcKa KoHqeHTpaqraja Ha
rnyKo3ara. He crnrrrynnpa ceKpeqraja Ha n+cynvH ta 3aroa He npeAhsBr4KyBa
xrnOrnrxelu,,|rja.
MerSopurH xrApoxnoprA Moxe Aa AeflyBa npeKy 3 vexaHnsN4l4:

(1) 3roneuyea npeB3eMaFbe i l  i lcKophcryBabe Ha rf lhKo3ara Bo HanpeqHo-
npyracTaTa MycKyflaTypa co LUTO Ja CIJIsrtB? VtHcynn{cKaTa pe3ilcTeHqraja.

t2) Ct'tanyaa npo4yxqr,rja Ha rnuKo3a Bo upr-r 4po6 (ycnopeHa rnuKoHeoreHe3a
H rlHKoreHonrsa))

t3) Cuaryea HfiBo Ha nilnonporehHH co r,,rar]a il MHory Mana rycrhHa
iVDL VLDL)

i4) r sa6aByBaFbe Ha ilHTecrhHafiHara a6copnuNja Ha rnyKo3a.
lulerQoprunFt x!4rqpoxnoprg ja crnMynilpa hHrpaqe.i-rynapHara c1aHTesa Ha rflilKoreH
,,renyeajKil Ha rtHKoreH cNHTaga.
P''lel$opn.rurH xl4,npoxnoprA ro 3rofieMyBa rpaHcnoprHr4or Kanaqhrer Ha cHTe
r,"l toBH na l.qen"rSDaHoKh rnyKo3Hl4 TpaHcnopTepr4 iGLUT) nogHaTn Ao AeHec,
Ka1 nyfe, ooBer-i cene e$exrv Ha KpBHara r-fiHKOrJHjd, versopnrraH xhApoxno
I '| lt,ta He3aEW-c€n [rc3!4THBeH eQerr Ha uelaS0,rngn,lor Ha nvnnh4.
net,iroHcrpHpaHo itofi TepanklcKil Ao3h Ha cpeAHo- h Aofirorpajrr xo
K;tfir+.lqKm hcni,lTytsarba: r,lerQopvt4H xl4ApoxnoprlA AoBeAyBa Ao
ir/tsoTo Ha ToTafll-{!4oT X0,tecTepon, flr!fl-xonecTepor.t h BKynHil rpvf nv

lJr
g

3-c:c xotseprnrrBo
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-=.--e<rvBHara 
paHAoMt43t4paHa cryAraja (UKPDS) rra norBpAt4 golrorpajnrare-:::-3c14 Ha rHTeHgilBHa KoHTpona Ha rnnxevrjara xaj aoapac+n na\veHTV co-, '-  2 ,",vt la6er.

) - : -  ' a t t t o  a \ n  n 6 e-- ' '  
"rvt s uH ycollTdTl4Te KaJ nal{heHTh CO npeKyMepHa Te)KhHa TpeThpaHh CO

', ':-xcpMt/H xt4ApoxnophA no Heycnex caMo co AVeTa noKaxaa:
-:,'--,rQ14KaHTHO HaManyBaFbe Ha anconyreH pvsvtK Ha 6uno xoja xovnnnxaqnja-:333aHa co 4rja6erec xaj ver$opvrrHcKara rpyna (29.8 cnyvawll}Oo nall i leHri l--: : ' r :uo) Bo o4Hoc Ha rperMaH caMo co Arera (43,3 cnyvar,r/1000 naqneHTil--: - ' :uHo),p=0.0023, n Bo oAHoc Ha rpynrre Ha xou6nHrpaHa MoHorepanraja
:..-: tcHr/nypea i l  t tHcyntAH (40.1 cnyvau/1000 naqneHTil ro4nu:Ho), p=0.0034;
' : , ' -rnsnraHrHa pe4yxqrja Ha anconyreH pil3t4K Ha Mopran[rer noBpsaH co-,'.a5eror: ver$opvrlrH xl4Apoxfiopvtp,z.s cnyuanl1000 naqraeHTil-roAhr.uHo, caMo
.. .  Aera 12.7 cnyuanl1000 nall [eHrkl-roArluHo, p=0,017;
' :"-rrsrraHrHa pe4yxqrja Ha anconyreH prAsnK Ha BKyneH Mopranilrer:
' , ' :-$optrrrH xrApoxnopr4 13.5 cnyvara/1000 naqheHri l-roAhulHo Bo oAHoc caMo Ha
:, 'era 20.6 cnyvan/1000 naqreHrh-roAfiutHo (p=O.Otl), r ao oAHoc Ha rpynnre Ha
,.:: , '6vuupaaa cyn$oHrnypea v nHcynvH MoHorepanraja 1B,g cnyvara/1000- =-AeHrn-roAt4r.rHo (p=0,021 );
-:,':av'QuxaHTHa pe4yrqnja Ha anconyreH ph3t4K oA MLloKap4r,rjaneH nHsapxr:
','e,Qopr',lr,rH xr/Apoxnopu,q 1 1 cnytatalloOO naqraeHTh- roArrurHo, Bo oAHoc caMo Ha- , ' ,era 18 cnyuanl1000 naqr,reHTr/-ro4il tr lHo (p=6,9'1 ;
(:ia verQoprrnr,rH xr4ApoxnophA ce Kop14crrl KaKo neK oA Brop rs6op Bo
<t,t6ttuaquja co cynSoHilnypea He noKaxyBa Kri lH!4qKL4 npeAHocrh,
1a) rvtn 1 gnja6et, xorrr6uHaqraja na ri,rersopurraH xhApoxropr4A tA vtHcynvH e
<cpticreHa raj cenerrnpaHn naqheHTfi, Ho He ce nplrjaeeHtA KnLlHtAvKh npeAHocrt4,

(orrponrpaHilre KnAHvteKtA crygtt/ xaj nuuurtrpaHa ne4hjarprcra nonynaqraja o4
10-16 roAruHa Bo3pacr rperf ipaHa Bo reKor Ha eAHa ro4uHa AeMoHcrprpaa
ln HL{eH oAroBop Bo rni lKeMLAcKara KoHTpora KaKo oHaa raj aospacnn.

5, 2, Oapn,laKoKuHertavrh oco6nHH

' ; ^ ^ ^ -  |  , i - .

-: -et3:aneH annnxaquja rr ler$opuhHor ce a6cop6/pa oA TeHKrre qpeBa u
l*a< --- . .rr.r l l rHyBa 3a oKoJIy 2 s-aco 5;rcpacnonoxrBocra Ha rr lersopurH

oa 500 mg rAnn 850 mg raer=-a e npr6nrxHo 50-60% raj s4paalt
i lo nepopanHa annt/Ka\t4)e cJ ,rececop6rpaHara KonilqhHa Bo

e.. ilAt/tHnpa 20-30%.
' ! r - , ' :e  -  nepopaneH TpeTMaH Cc 

" re-sOCr, | , t l  
norpe6eH nephoA 3a

, ' -3 : -=3TO Ha nna3MaTCKf iTe  KOr_3* -3?r ; r r  (S teady  s ta te )  e  24  po  4g
3: *= , '3 -3CT OA rOneMhHi lTe  Ha I IC€- . ' :e - : r , ' re  AO3v1 Ce ABi lXaT O4 1-3  1

' . :a-a-a , '  -a- :xoulKi lTe cocro j6r  r :a- : - , ,
- a l - : : , , - - 3 : - , , - : . . - - t o T  

T p a K T  M O X a T  3 H a * ?  - :  : a
' . , 4 - :  l l r , , , , _  : , ,  -  :  l . i . - c P l z 1 A ,

J , ' : - i i 1 ; - , ' . ?

cc 3aop3aH MoTnfihTeT B0
a HaManar a6copnqv,jata aa
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' , r3-a3pr,4HH xt4Apoxnopi lA ce eKcKperrpa HenpoMeHer Bo yphHara. He ce

,, - a -',, bv,KyBaHh Mera6onhril Kaj nyie,

=.- ," . ' , l  laqr jal

3:-a.llror KflfipeHc Ha rr,rerSopMr4H xr,qpoxflopilA raj s4paan oco6il e noroneM oA
j,-. -l r,4r4H, Litro vi1ryAqnpa 4era H/lerQopMt4Hor xl4flpoxnopv4 ce ennMuHilpa co
-.- : ' , ,ecyrapHa 

*hnrpar-4raja ra ry6ynapHa ceKpeqr,r ja,  f1o nepopanHa annuxaqrja,
-3: ' , ' , lHarHHor enhM[HaLlhcKl4 nonyxrBor Ha vrerSopMrH e oKony 6'5 qaca.
-" :--  Sy6pexHaTa SyHrqraja e HaManeHa, 6y6pexHiloT Kni lpeHc ce HaMaflyBa Bo

::-:3 Ha KpeaThHhHoT v ennM41aqiloHl4oT nony)K]4BoT e npoAot'l)KeH,
-^=3"yaajxi l  

Ao noKaLteHn BpeAHocrn Ha MerQopMr4H xr4Apoxf lopl4A Bo nna3Mara.

-:-? , /  aAOIleCUeHTil :

2-;  -  t ia Ha eAHoKparHo Ao3hpaFbe: l lo eAHoKparHa Aosa Ha MerSopMl4H
,,,  - : :xNopt/A 500 mg Kaj ne4hjarpi lcKh nal l reHri l  noKaXaH e cni lveH
-3:,,,aKoK!4HerfiL{Kt/ npoQhn KaKo il KaJ 3ApaBil Bo3pacHr nHAvlBt AyVt'
J--, -,,.? Ha noBekeKparHo Ao3hpaH,e: noAaroqilTe ce caMo oA eAHa cryAhja' no
-:=-rtyBaFbe Ha Ao3ara o4 500 mg ABa naTil AHeBHo 3a 7 geaa Kaj neAhjaTpvtcK.tA
-z-, , . rr l  nrKor Ha nnagMa KoHl{eHTpaqi l jara (Cmax) h ci lcreMcKara eKcnosvqtAJa
: -  -r : - : ]  ce HaManeHh oKony 33% tt  4Ook, ao cnopeA6a co Bo3pacHr
-, , .=a?-nraph Kot4 3eMane noBekeKpaTHil  Ao31/ oA 500 mg ABa naTi l  AHeBHo 3a 14
-:-: -tAetlkvt Ao3aTa VHAABI AyanHO ce TuTphpa Bo 3aBilcHocT OA rflhKeMiljaTa,

-: , '3 -Siarol [4 hMaar f lL lMl4ThpaHa Kni lHhL{Ka BOKHOCT.

5,3. l - lpegxnHHHqKl4 noAaroqu 3a curypHocHa ynorpe6a Ha neKor

:=, . . --a-;rTe OA npeAKni lHi lqKhTe Hcnf iTyBaFba Ha cneqhjaf lh3hpaHaTa
-t,  t , , - - l : -  (  r , , lyrareHocr,  TeparoreHocr,  eM6pt4oroKct4gHocr,  KaHqeporeHocr '

l4n-t , t - . . - i )q yKaxyBaar AeKa MerQopMt4Hor noceAyBa nph$arf lhB npo$i ln Kaj

[ E l ] r i ' - : -  
- : e T M a H .

a rAPl|,il A t-lE BTCKl4 oCO6EHOCTI4

al. !fonsra Ha eKcLlHnHeHcn

Il@.:-r: = -: :
lbrmr " : :  ' , 'arHe3ilyM creapar

hde*= ' :  ' , ' rpoueno3a (Merpotat , '?-  5- '  -3 : 'v ier6oravra @ 850 mg)

hgfutre. '  ' , ' -DoMeno3a, MaKpoTon / l l  ' , 'aKDoTo1-1 8000

Itffiw@anlra '- -, - mg)

62 ffiiarm6nnHocr

l'r-;tlma-m.C

i , )  mg; MerQorar, , ra i  850 mg)
' - lO  mg)
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6.4. Cnequiannu YcnoBr Ha qyBarbe

Heua noce6Hn npeAynpe4yBaFba 3a ycnoBrre Ha qyBaFbe.

6.5. l-lprpoAa n cogp)KhHa Ha naKyBalbe

Snrcrep (f1B!-anyvrraxr,ryrrr) 6 30 r,1120 ra6neryr (Mersora1l1a@-500 mg)

Snxcrep (f1B{-anynrr,*rrayvr) 630 u 120 ra6nerra (Mer$orartra@ 850 mg;

MerQoraua@1000 mg)

6.6. CneqtjanHa nperna3nnBocr 3a orcrpaHyBalbe

Heua noce6nr 6aParua.

7. HOCT4TEJI HA ABTOPl43ALll4JA 3A nPOflAXEA

Woemag Pharma GmbH Co- l-lpercraBHilulrBo Cronje ,PM
1000 Crconje,
P. MaxegoHnja

8. nPoh3Bofll4TEn
Woerwand Pharma GmbH Co-l-epuaxnia
Md;io ia nporageoaciaolOtagencipharm Apothekar Puschl GmbH-l-epuanrja

10. AATyM HA PEBvl3l4JA HA TEKCTOT

Aerycr 2009
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