
3EIIPEH II3BETIITAJ 3A OCOEI,IHIITE HA JIEKOT

1. I4ME HA JIEKOT, JArII{HA I,I @APMAIIEBTCKA AO3I4PAHA @OPMA

METFORMIN / METOOPMI4H 500 mg $unv-o6noxena ra6rera
METFORMiN / METOOPMI,IH 850 mg rlu,rrur-o6norxeua ra6rera
METFORMIN / METOOPMI4H 1000 mg $nnu-o6ronceHa ra6rera

2, KBAJIIITATI4BEH PI KBAHTI,ITATI4BEH COCTAB

1 (lunr,r-o6nolr(eHa ra6rera coAplr(H 500 mg ruertpopuuu xr4Apoxnopr,rA.
1 (lznu-o6no)KeHa ra6:rera coAp)r(H 850 mg naer$oprvruu xhApoxnopr4A.
I rf unu-o6nolr(eHa ra6rera coAp)r(H 1000 mg uerSopuran xuApoxnopal.

Erccunnneucu
3a uelocua rvc'ta Ha er(cut4nt4eHcvt Bvt1\l roqxa 6.1

3. <DAPMATIEBTCKA AO3r4PAHA OOPMA

@H,'rN.{-o6ronteHa ra6lera

METOOPMtr4H ra6mHTe oA 500 mg ce eAHoJ'rHLrHH) oKpyrnu, 6urcoHeercHu, 6e,ru
(l u,rna-o6no>reHu ra6,qeru.
METOOPMI4H ra6nernTe oA 850 mg ce eAHonr4qHr.r, AoJrrHaBecru,6uroHeeKcutt, 1eilvt
(runna-o6no>xenu ra6leru.
METOOPMVIH ra6rcrr4re oA 1000 mg ce eAHonrzqHr4, oBaJrHu, 6uxoHeexcuu, 6elu
rfunna-o6nox<euu ra6:rerr4, co pa3AenHa tunwja Ha ABere crpaHr ra co (taqera.

4. KJTpIHI4TIKI4 IIOAATOUI4

4. 1 TepaueBTcKrr r.r HAr.rKarI Itu

TperrraaH ua gnja1etec Menhryc run 2, oco6eHo xaj roja:Hn [aqrzeHTr4) ao cnyuaj xora
[po[HlxaHara Lt4era n sex6u, He ce AoBonHu 3a cooABerHa KoHTpoJra Ha rrurceuujara.

. Kaj Bo3pacHH, Mer$oprrazn (franvr-o6loxeHr{Te ra6,
yno'rpe6ynaar KaKo MoHoreparuja utu so KoN,r6uHatluja

ce
HH

au-ru guj a6 ervt\tr u ilvt s o xo Na 6 r.rH aryuj a c o r4 Hcynu H.
. Kaj AeIIa roqHyyajku oa l0 roAr.rrxHa Bo3pacr r.r

$rarna-o6lo)r(eHuTe ra6leru Moxe Aa ce yrrorpe6yeaar
eo rcoN46r4Har\uja co HHcynHH. .,r3, Q,lirl" "dg\ ^u,*r, ''"InYgri,"rl :-1-



3a6e,reixaso e HaMaJIyBaBe na guja6ern.rHu KoMrrJrnKarrlru Kaj Bo3pacHrd rojasnra
narIHeHTH co rl4rl 2 lnja6ercc MenHTyc rperr4paHlr co rvrer$opMaH KaKo neK oA rrpB
us6op, no Heycrex co Auera ( nra4ere ael 5.1).

4,2 [otuparbe rr Harruu ua ynorpe6a

nosHpame
Bospacuu co ttopwaruru peHaruru cpyurttluja (GFR>90 mL/min)
Mouorepanlrj a H rcoru6lrHarluj a co Apyru [epopaJrH r.r auru gujaderurlu
Boo6nqaeso rolrerHo Ao3r4parbe ua rraer0opMHH xuApoxnopuA e 500 mgvtv 850 mg,2
Ao 3 naru Ha AeH 3a BpeMe HJrH nocJre o6porc.
flo l0 ao 15 AeHa Ao3ara rpe6a La 6u1e ce rprznaroAr4 Bp3 ocHoBa Ha KoHueHTparyujara
Ha tJryKo3a Bo KpBTa. Ilocreneuo 3foJreMyBarbe Ha Ao3ara AoBeAyBa Ao no4o6pa
racTpoHHTecTH HaJI Ha nOAHOCn HBOCT.

Marccnnra,rua [pe[opaqaHa Ao3a ua rr,terdropur4H xuApoxnopuA e 3 g na AeH, 3eMeHa so 3
noAeneH14 Ao3H.
Arco e rorpe6uo Aa ce HarrpaBa [peMHH oA Apyr [epopaneH auruguja6ernrc:
nperxoAHara auruguja6eruqua repanaja ce [peKr4HyBa H ce 3anoqHyBa co uerrpopvrnH
cfropeA Ao3HparLeTo rpenopaqaHo IIofope.

Kou6lrsaqlrja co HHcyJrnH
Mer(lopnruH t4 t4HcynvH Moxe Aa ce ynorpe6yeaar so xoNa6riHapama repannja 3a Aa ce
rtocrHrHe nogo6pa KoHTpoJra Ha rrnrcennjara. Mer$opMraH xr4ApoxnoprzA ce rpHMeHyBa
co soo6uqaeHa rroqerHa Ao3a oa 500 wtg nnv 850 mg, 2 lo 3 flarv Ha AeH, AoAeKa
AO3aTa IIa I4HCynHH Ce llpHnar-oAyBa Bp3 ocHoBa Ha MepeH,aTa Ha tJryKo3aTa Bo KpBTa.

Ilocmapu tutla
flopa4a MoxHocra 3a HaMaJIeHa peHanHa rlyurcquja rcaj nocrapu rauueHTr4, norpe6uo e
[punaroAyBarle Ha Ao3aTa ua rtaerr[opMt4H Bo 3aBHcHocT oA peHanHara ipyHxrlnja.
Heonxo4ur,t ce nocrojauu npoBepKu Ha peHanHara OyHxrruja (era4ere net 4.4).

Hapyrue ua p eHarule cltyruryuj a
Bpe4Hocra ua GFR rpe6a Aa ce rpoBepu rpeA 3a[oqHyBarce Ha rperMaH co reKoBH Kor4

coAp)r(ar l,rerc[opmuH, u noroa Aa ce rpoBepyBa Hajrraanmy eAHau ro4r,lruno. Kaj
rtaut4eHTu co 3toJIeMeH ptI3HK oA rroHaraMorrrHa nporpecuja Ha peHanHoro Hapy[yBarLe
u rcaj locrapr4 rrarruer{Tu, peHaJrHara r}yHxqnja rpe6a roqecro Aa ce nporreHyBa, Ha
rpr4Mep Ha ceKor4 3-6 ueceqra.

GFR (rnl-/min) Bxynua MaKclrMaJrHa

AHeBHa losa (aa ce [oAeJ]r,r
na2-3 AHeBHr4 losu)

[o noluurerHra sa6erer.u rcH

60-89 3000 mg Mox<t

npeAr

Ao3ar
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45-59 2000 mg flpe4 sanouHyBarbe Ha

TperMaHor co uerSopnauu,
'rpe6a Aa ce pa3rJreAaar

tpax'ropnre Kor4 Moxe Aa ro
3roJIeMaT pr,r3I,IKOT OA

JraKTrarrHa arlr4Ao3a (nu4erc

rct 4.4).Ilo.rerHara Ao3a e

uajrrauory noJroBHHa oA
MaKCHMaJIHaTa AO3a.

30-44 1000 mg

<30 Mer$oprranno'r e

KOHTDAI4HAI4ITVIDAH.

II e duj ampucxa n onynatluj a
MoHorepauuja n rconrOuuaqlrja co rrHcyJrHH
- Mer$opnaan (rranna-o6ro)r(errr4re raltetu Mo)r(e La ce ynorpe6ynaar Kaj Aeua
nouHynajftra oa 10 roAurxHa Bo3pacr ra rcaj a4olecqeHrr4.
- Boo6uqaeHa noqerHa Ao3a e 500 mg rarra 850 mg ver(lopMr4H xr4ApoxnopuA eAHarx

AHeBHo, 3a BpeMe r,rJ.rn nocne o6pox.

fto l0 ao l5 AeHa Ao3ara rpe6a La ce rpunaroAr4 Bp3 ocHoBa Ha KoHueHrpaqujara Ha

rnyKo3a Bo KpBTa. Ilocreneuoro sroneMyBalr,e Ha Ao3ara AoBeAyBa Ao nogo6pa
racrpol4HTecrI4HaJ'IHa noAHocJ'ruBocr. MaxcaManHa npelopaqaHa Ao3a na uerrlopttun
xr.rApoxnopml e 2 g Ha AeH, 3eMeHa so 2 Lailv 3 noAeleHu Ao:1.r.

4.3 KourpaunArrKarruH
o XunepceH3I4TI,IBHocr ua naer$opMprH LlrH Ha nexoja oA [oMorrrHr4Te cyrrcraHur,ru

Ha rreKor HaBeAeHa eo 6.1.
o Eulo Koj TVn Ha aKyrHa uera6olHa arlr,rAo3a (rcaxo raKTuLrHa aur,rAo3a,

4raj a6erau Ha rceroaqn1osa).
o

a

o

flnja6errauna rpeKoMarosHa cocroj 6a.

Teurca peHanHa uHcyrpnqueuqaja (GFR < 30 rnl/rnin).
ArcyrHn cocroj6rz KoH Mo)r(e pa stujaat Bp3 peHanHara rpyurcrluja rcaxo ua
[pr4Mep: Aexr4Aparaquja, rerurca rzu$exquja, rroK.
Eolecru KoI4 Mo)r(e Aa rrpeAH3BVtaar rKr4BHa xnnorcnja (oco6eHo aKyrHa 6olecr
r4nr4 BnouyBaH,e Ha xpoHr4qHa 6olecr) KaKo: AeKoMrreH3HpaHa cpqeBa cla6ocr,
pecnl4paropHa cra6ocr, HeoAaMHeueH MrroKapgeH HH$apKT, rrroK.

Xenararsa uHcy$uqueHqraja, aKyrHo rpyem e co aJrKoxoJr, aJrKoxoJrr,rsaM.

4.4lloce6nu rpeAyrpeAyBarba rr MepKH Ha rrpertra3JrrrBocr npu yuorpe6a

Jlarcrv qua auuAoga
JlarcrzqHa ar-luAo3a, MHoty perKa, Ho cepno3Ha uera6olsa
jaeyea npu aKyrHo BnouyBaFbe Ha peHanHara rfyHrcquja
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3a6onyBame urTu cerca. Axyrray,raqnjara Ha uerdropurau ce janyra rpu aKyrHo
Bno[yBaH,e Ha peHanHara rpyHr<qrzja H ro 3roJ]eMyBa pH3HKor oA J'raKTHrrHa arIHAo3a.
Bo clyuaj Ha 4exra4paqraja (reruxa gujapea vilv nonpakame, noKaqeHa reJrecHa
TeMneparypa vnv HaMaJIeH BHec Ha reuHocra), ynorpe6ara Ha rraer$opnruu rpe6a
rlpnBpeMeHo Aa ce [peKI4He H ce flperopaqyBa rcoHcylraqr,rja co 3ApaBcreeu pa6orunrc.

Kai rtaut4eHTnTe KoI,t ce rpernpaar co rt,terfloprnraH, norpe6uo e BHr4MarenHo
3aIIOqHyBaH,e Ha TpeTMaHoT cO JIeKOBH I(oH Mox(aT aKyTHo Aa ja uapyuaT peHaJrHaTa

dryHrcrrHja (xaxo rrrro ce aHrr4xr.rrepreH3nBH, Auyperr4ur4 u HCAklJl). Apyna pr43HK

$arcropu 3a JIat(THr.tHa arrHAo3a ce [peKyMepHo KoHcyMHpaFbe Ha aJrKoxor'r, xenarar,rHa
raHcyrf raqneHquja, HecooABerHo KoHTponHpaH gujalerec, Kero3a, npoAoJr)KeHo
rnaAyBarLe u cexoja cocroj6a noBp3aHa co xunoxcuja, KaKo H HcroBpeMeua ynorpe6a ua
reKoBr.r KoH Mo)r(ar Aa npeAH3Br4Kaar JraKTHqHa arlr4Ao3a (arz4ere rct 4.3 u 4.5).

flailueHrrzre ulum,t craparenuTe rpe6a ra 6n1ar rzu(popunpaHu 3a pv3t4Kor oA JraKrr4qHa
alII4Ao3a. JlaxruqHara aL\u1o3a ce KapaKTepvsupa co arIr4Ao3Ha AncilHea, a64onrrzHa,lua
6olrca, MycKynHI,r tprreBu, acreHrzja 14 xr4rrorepMr,rja npocneAeHu co KoMa. Bo clyuaj ua
coMHeBa[Le 3a cHMnroMH, naqr4euror rpe6a Aa npecraHe Aa 3eMa rvrerSoprrarzH a 4a
no6apa I4THa MeAHurzHcKa noMorx. [ujarHocruurcu ,la6oparopucKr.r HaoAH ce HaMa,reHa
pH npe4Hocr Ha KpBTa(<7.35),3ror'reMeHo Hr4Bo Ha J.raKTarr4 Bo rrJra3Mara (> 5 mmol/L)
H 3roreMeHra aHjoHcrca npa3Hr4Ha H oAHoc tat<rarutlnupyBarr4.

Peua,rHa 4r)zHrcurajg
GFR rpe6a Aa ce oApeAH npeA rroqeroKor Ha rperMaHor H peAoBHo Bo reK Ha rperMaHor
(ara4ere pn 4.2).
Mer$opvnH e r(oHTpar4HAr4uupaH Kaj narlaeHrr4 co GFR < 30 rnl-/min n rpe6a
npr4BpeMeHo Aa ce npeKuHe nprz cocroj6u rcou ztujaar Ha peHanHara $yHxqaja (nra4ere
ae,r 4.3).

Cpueea OyHxuraja
flaqueHrure co cptreBa cla6ocr nonefte ce r43rro)r(eHV Ha pv3t4r o4 xnnoxcr.rja H peHanHa
uucy$uquer-rqr.rja. Kaj naqraeHTu co cralumta xpoHHqHa cprleBa cla6ocr, naer$opuau
MO)r(e Aa ce ynorpe6yBa, co peAoBHo cneAerbe Ha cpueBara rz peHanHara rpyHrcrluja.
Kaj natlHeHTL{ co aKyrHa a secra6nrua cplleBa cra6ocr, rraersoprvrrar-r e
KoHrpaHHAr4r-u4paH (er.rgere ael aen 4.3).

ArN,tr.lHHcrpauzja Ha rcoHrpacrHh cpeAsrea xoH coAp)tar joA
hHrpaeacrcyn apHara aAM H H 14 crp au,yja Ha Ko HTpacrHH cpeAcrBa KoH

Aa AoBeAe lo Herfponaruja npe4H3BhKaHa oA KoHTpacrHo cpeAcrBo,
arcyr,rynaquja ua uer(ropMr4H 14 3roneMeH pr43HK o4 nojaea Ha raKTHq
Vnorpe6ara ua uerdtopnaraH rpe6a La ce rpeKHHe npe1L4ilt4 3a BpeM
I4 Aa He ce 3anoLrHe [oBTopHo co 3eMame Hajnranrcy 48 qaca no
rroBTopHo He ce [poBepr4 peHanHara $ynxqrzj a v He ce yrBpAH Ae
rcn 4.2 u 4.5)-

coAplr(ar jo4 ruoxe
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Oneparnsura :a0aru
Ynorpe6ara ua uerdtopuuu rpe6a [a ce npeKHHe 3a BpeMe Ha oreparr4BHr.ror:aSar no4
orltrlTa, crII4HaJIHa vilv er,v1ypaJrHa aHecresmja. Tepannjara He rpe6a 3a[oqHe rropaHo oA
48 qaca no :a(raror LltL,t noBTopHo BoBeAyBarbe Ha rrepopanHa vcxpaHa, H AoAeKa
rroBropHo He ce npoBepr4 peHanHara rbyHrc[hja u He ce yrBpAr4 AeKa e cra6uuta.

flear,tj arpracxa no nlz,rauuj a
flpe4 ga ce 3aroqHe co rperMaH co naertfopnauu, norpe6Ho e Aa ce [orBpAr4 gnjarHosara
Ha rr4rr 2 guja6erec MenHTyc.

flpra rasee4yBamero Ha KoHTponupaHr KJrr.rHrzlrKI4 cryLr4Ll co rpaerbe oA eAHa roAHHa, He

ce yrBpAeHI4 HHKaKBH e$exrrz na naer(ropMHH Bp3 pacrerr,ero ra ny6epreror raj Aeua, Ho
He ce AocranHr4 rroAaror-lu 3a oBlre [apaMerpx npH [oAonrorpajua tlpr4MeHa.
3aroa ce flpe[opaLlyBa BHHMaTeJ]Ho oj'reAeFr,e ua eQexrure Ha nrercpoprvtrau Bp3 oBHe
[apaMerpa Kaj Aeqa KoH ce rperr4paHu co uerdtopvlzu, oco6eHo Kaj Aer]a rpeA
ny6eprer.

[eqa ua Bo3pacr uoruefy 10 w 12 roAlrHH
Canro 15 ucrrurar,url,H Ha Bo3pacroa 10 rc 12 roAHHr4 6rale rxyueHr4 Bo KoHTponHpaHH
KJIIzHHqKI4 cryI..L4t4, crlpoBeAeHu t<aj Aeua v aAonecrreHTu. I4aro e(tuxacHocra L,t

6e:6e4uocra ua uer(ropMaH rcaj onue Aerra He ce pa3nHKyBa Bo oAHoc Ha e$nxacHocra H

6es6e4uocra rcaj nocrapu Aerra I4 aAonecueHTlr, rrorpe6ua e noce6Ha nperrra3Jrr4Bocr rrp14

nperrr4rxyBarLe Ha J'reKor rcaj 4eqa norraefy 10 u 12 roAuttrHa Bo3pacr.

.[PyrLr npel],npelveaH,a
Cure nauueHru rpe6a 4a ja npo4oJr)r(ar ceojara 1aera co npaBHnHa pacrpeAet6a sa
BHecyBaFLero Ha jar,reura xHApaTH Bo Ter(oT Ha AeHoT. flaqraeHrare co [peKyMepHa
TeJIecHa re)rc4Ha rpe6a Aa [poAonr(ar co H14BHara eHeprercKH-pecrp14KTr4BHa AHera.
Boo6nqaesure ,ra6oparopucKu TecroBr4 3a cneAeme aa puja6er.ecor, rpe6a peAoBHo Aa
ae H3BeAyBaaT.

Me'rSopnauH Moxe Aa ro Hauailu Hr4Boro Ha B:/,.TaMvtH Erz Bo cepyMor. Pusuxor oA
HI4CKO HI4BO Ha BVTaMI4H E12 Ce 3rOJreMyBa CO 3rOJreMyBarLe Ha AO3aTa Ua UersOpUUU,
BpeMerpaellero Ha rperMaHor ulutm raj naqueurr4 co prr3r4K Sarcropn 3a Kor4 e rro3Haro
AeKa [peAI,I3BuKyBaar HeAocraroK Ha BlaTaM:aH Erz. Bo cnyuaj Ha coMHeBarbe 3a
HeAocraroK Ha BI4TaMVH E12 (naxo rrrro e auerrruja uJrr4 HeBponaruja), 'rpe6a Aa ce cJreAH

CEPYMCKOTO HI,IBo Ha BI4TaMI4H Erz. fIepuoAHIIHo cJIeAeIf,e Ha BI,ITaMpIH BIz Moxe Ia 6uIe
Heo[xoAHo raj naqueurll co prI3I4K $axropa 3a HeAocraroK Ha BrrraMuu E12. Tepanujara
co ue'r(fopuuu rpe6a Aa npoAoJrxr4 oHoJrKy AoJro KoJrKy rxro ce ronepapa r4 He e
KoHTpaI4HAr4IJVpaHa u e o6es6eAeH cooABereH KopeKTr4BeH TperMaH 3a HeAocraroK Ha
BHTaMHTi 812 BO COTTaCHOCT CO Ceta[rHHTe Kr14Hr4qKH yrraTcTBa.

Mer$opnaraH 3eMeH KaKo MoHoreparuja HHKotau He rrpeAr43BHKyBa

Mopa Aa ce BHuMaBa npr4 rzcroBpeMeHa ynorpe6a so rcoNa6nHar-r,r4.

Apyru4 opanHh arruauja6ernqa (ua rrpHMep cyrrpouranypea HnH Mer
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4.5. tr{urepamrlr.trr co lpyrn JreKoBH H Apyrn Qopmu Ha r.rHTepaKrIHH
IrlcroepeMeHa )rrorpe6a Koja He ce [peropa.ryBa
Anrcoxon

A,rrcoxoluara HHToKcHxaqaja e noBp3aHa co 3toJreMeH pa3HK oA naKTHqHa aL\LlAo3a,
oco6eno so cryuaj Ha rnaAyBarre, MaJ'rHyrputryja HJrH xe[aranHo Hapy[yBarbe.

Kortmpauru cpedunaa rcou codpucam jod
Ynorpe6ara na naer$opurau rpe6a Aa ce [peKr4He rrpeA r.rnu 3a BpeMe Ha ucfit4TyBatr,ero,
H Aa He ce 3aIIoqHe [oBTopHo co 3eMame uajrvtarrcy 48 qaca rro ucrruTyBarbero, AoAeKa
noBTopHo He ce [poBepl4 peHanHara SyHrqr.lj a v He ce yrBpAH AeKa e cralumta (ar.rgere
rct 4.2 u 4.4).

Kona6uHaurau raj rcoH e norpe6Ha npernasnueocr npu )rnorpe6a
Hexou neKoBH Molxe IrITerHo ga ztujaar Ha peHanHara $yHxquja ruro Molr(e Aa to
3loJIeMH pu3t4Kor o4 nojaea Ha i'raKTr,rrrHa arluAo3a, Ha [puMep HCAI4JI, BKnyqr4TerHo 14

ceJ'IeKTuBH14 nuxn6nropv Ha rlHKnooKohteHasa (COX) II, AKE waxu'utopu,
aHTaroHncrv Ha aHtvoreH3uH ll peqenropvre v Aayperuurz, oco6euo Auypernqr4 Ha
Xeureosara flerenKa. Kora raxeuTe rqeKoBr4 ce BoBeAyBaar vtt4 ce ynorpe6yBaar Bo
xona6rauarluja co naercpopnarzu, norpe6Ho e BHHMareJrHo cneAelbe Ha peHanHara

{lyurcqnja.

,Aercorsu co uHmpult3ultHa xunepznuKeMLtqHa aKmuBHocm (npuuep ztuKoKopmurcoudu
(cucmemcrcu u JtoKatruo npuneuemu) Lt cuMnantowuuemuqu)
florpedHa e floqecra KoHTpona Ha uuxevujara, oco6euo Ha noqeroKor Ha rperMaHor.
[or<o,rrcy e norpe6Ho, Ao3ara na uersopnuH rpe6a Aa ce npr4naroArz 3a BpeMe Ha
repanujara co Apyrr4or JreK, ce Ao HetoBoro npeKr,rHyBarbe.

Opeaucrcu rcamj oucxu mpoHcn opmepu (ORT)
Mer$oprraraH e cyrcrpar Ha ABara rpaHcrroprepra OKTl ra OKT2.
I4croepenaeHara ynorpe6a ua rr,rer$opnraH co
o Wttxtt6uropure ua OKTl (rcarco Luro e BepanaMu,r) naoxe ga ja Harvraru e$urcacuocra

Ha ruerrfopvnH.
. tr4HAyrropnre Ha OKTI (rcarco llrro e pra(ravnraquH) Mo)r(e La ja 3roJreMH

racrpo H HTecrH Han Hara ancop n quj a a e(t u racuo cr a Ha l,r er(loprr,r u u.
o Vlsxu1uropl4Te ua OKT2 (rcarco urro ce ur4Merr4Ar4H, AonyrerpaBup, paHoJra3r4H,

TpHMerorrpr,tM, aaugeraHH6, r4caByKoua:ol) Mo)r(e na ja HaMar.v peHaJ]Hara
enuuuHaquja Ha uer(topMHH u Ha roj HarrHH Aa AoBeAe Ao 3foneMyBaH,e Ha
Ko H ueHTp a :1ltja:.a H a na er{ op rra H H Bo nna3M ara.

c Vlttxu1wropure ua OKTI u OKTZ (xarco rrro ce Kpr43orHHH6, onanapu6) rraoixe 4a ja
[poMeHu e$uxacuocra u peHanHara eJrr.rMunaquja Ha uer$oprvrun.

3aroa, ce npeflopar{yBa nperna3Jrr4Bocr, oco6eHo Kaj HO

.IKHHapyuryBarLe, Kota oBlre JreKoBr,r ce ynorpeiyyaar ucroBpeMeHo co
KoHueHTpa\ujara na rraer$opMr{H Bo [Jra3Mara Moxe .{a ce
norpe6Ho, Mo)r(e Ia ce 3eMe Bo npeABHA rrpilnatoAyBarbe Ha

t-- qu$i? ,;;
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6u4ejku uuxz6nrop vnel wruayxropr4re na OKT
rraer$opurau.

4.6 (DepruJrlrrer, 6pevrenocr u Aoerbe

Moxe 4a ja npolaenar e(fnrcacHocra Ha

EpeveHocr
Hercourpoll,tpaHara xHneprn14KerraNja Bo repnoAor oKony :a6peuenyBamero H 3a BpeMe

Ha 6peueHocra e [oBp3aHa co 3roreMeH pH3hK oA r(oHreHVTarHLt a6uopualHocru,
ry6erre Ha [roAor, xnrrepreHsnja npe4ra3BzKaHa og 6penaeHocr, [peeKnaMncuja u
[epuHaraneH Mopranhrer. BartHo e, Bo reK Ha 6penreuocra, KoJrKy urro e Mo)r(Ho Aa ce
oAp)r(yBa HI4BOTO Ha fnyKo3a BO KpBTa BO HOpManHH rpaHHUH, 3a Aa Ce HaMaJrH pH3HKOT

oA HecaKaHV Llcxo1u:a naajxara a Hej:uuoro Aere, noBp3aHr4 co xurreprnurcen,tuja.

Mer$opuuu ja nruHyna flnaueHTara Bo KoHr-\eHTpar]Hr4 Kor4 Mo)r(e Aa ce Br4coKr4 KonKy H

KoHrIeHTparIH r4Te ua uaj xara.

Epojnrare rroAarol(H oA npHMeHa ua uerrfopMuH xaj 6perraeHr4 )r(eHr4 (noaefte oa 1000
H3no)I(yBarL,a), nps ocHoBa Ha perr4crpvpaHure Koxopr cryLt4Ll ra o6janeurz rroAarorlr4
(rraera aHalrktgt4, K,rruHr4qKH cry1lr.:z, a perr4crpr4) He noxaxcyBaar 3foJreMeH pH3HK oA
KoHTeHHTaJIHu a6Hopnaar'IHocrr4 u (tero/neoHaraJrHa roKcr4qHocr no I43lo)r(yBarbe Ha

rraerSopn,tnH Bo [epr4oAor oKony:a6perraeuyBarbero 14 3a BpeMe Ha 6petreuocra.

flocrojar nuMr4Tr4paHh 14 HeAoBorrHr4 AoKa3H 3a Aonrorpajuuor e$ercr ua uer$opvr4H Bp3

Te)KHHara rcaj leua r43Jro)r(eHu Bo MarKara, Mer$oprrar4H He a,rujae Bp3 MoropHr4or h

coqrzjarHuor pasaoj go 4 roluu-rHa Bo3pacr rcaj aeua H3ro)r(eHr4 3a BpeMe Ha 6peveuocra,
HaKo floAarouure 3a Aontorpajuuor HcxoA ce otpaHnLreH14.

floxo,rrcy e KJrr4Hr4rrKn norpe6uo, 3a BpeMe Ha 6petreHocr H rrepuoAor oKony
:a6penaeHyBarbero ynorpe6ara ua uerdtopMuH Molr(e Aa ce 3eMe Bo rpeABHA KaKo

Aorro,.rHeHHe hrL| anTepHaTHBa Ha VHcyIIVH.

noeme
Mer$opnaraH ce I43JIaqyBa Bo xyMaHoro MJreKo. He 6ule sa6e,,rexaur4 HecaKaHr4 Ae.icrsa
xaj Hoeopogeuuur+,al goeHquma. Karo u Aa e, nopa1.kr ItvMLtrvpaHr4 noAarorln, He ce
npenopaqyBa AoerLe 3a BpeMe Ha rperMaHor co uerSopMHH.
Oglyrcara Laml Aa ce [peKr4He co Aoe]r,ero rpe6a Aa ce Haflpaen:evraj(Lr rr4 Bo rrpeABHA
Kopr4cra oA AoeH,ero ra noreuqajaJrHHor pr43HK oA HecaKaHu 4ejcrna Bp3 Aerero.

@eprururer
flro4Hocra Ha Ma[rKt4Te vrv ]r(eHcKHTe craopur4 6u,'ra Hen o'rpe6a Ha

nrercfopnruH Bo Ao3t4 BHcoKo xarco 600 mgikgl4eu, uro e o oA
MaKCHMaJlHara [peflopallaHa AHeBHa Ao3a 3a lyie, sps oc

4.7 EQexrH Bp3 cnoco6socra 3a Bo3erLe rn 3a paryBarbe h '6fi
r'j E ol
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MerSoprr.lrzu KaKo l,roHorepanr.rja He npeAr43BHKyBa xunorrurceunja H 3aroa HeMa
HHKaKoB e$ercr eps cnoco6Hocra Bo3eH,e vrh 3a paKyBarbe co Maurr4Hr4.

Cenax, [atrHeHTHTe rpe6a ra 6a1al [peAy[peAeHr,r 3a Mo)KeH pr,r3r4K oA xr4rrorJ]Hxenaraja
rcora ruerSopMHH ce ynorpe6yna eo Kor\a6ranaqraja co Apyru aurvtgujaleruqrz (Ha rrpuMep
cynrf ouunypea, HHCyn hH vlLt rraerluruHu4a).

4.8 Hecaxaun gejcrna

3a npenae Ha [or]eroKor Ha rperMaHor, uajuecrure HecaKaHr.r 4ejcraa ce raAeee,
norpaftame, lujapea, a6AonaaHalua 6o,rra u ry6en e Ha aneruT, Kor4 Hcqe3HyBaar
crIoHTaHo ao uajro,rerrauor 6poj cilyqat.3a la ce crlper{ar, ce flpenopaqyBa rraer$opnauH
Aa ce yrlorpe6yna so 2 uilu 3 4ueaHu Ao3H H Ao3HTe rrocrerreHo Aa ce 3roJ.reMyBaar.

flpu rperrraau co naerQoprrauu, Mo)r(e La ce nojaear cJ'reAHHBe HecaKaHH 4ejcraa,
r,racraSraqapaHu cnopeA qecrorara Ha HuBHoro jaayname: MHory qecru >lll0; qecra
>1/100, <1/10; roManKy qecru >1/1,000, <1/100; perKu >l/10,000,<1/1,000; MHory
perKu <l/10,000.

Bo cercoja rpyna, HecaKaHHTe 4ejcraa ce npercraBeHr4 KaKo [rro ce HaMaryBa
cepHo3HocTa.

Hapyru)rearra ua N,{era6o r ra:aNa or H racxpaHara
Vecmu:
o Hairaaryaame/ue4ocraroK Ha Br.rraMr4H El2 (erz4ere net 4.4).

Mrtozy pemrcu:
. JlaxruqHa arruAo3a (eu4ere rct 4.4.)

Hap)rm)rsaH,a Ha HepeeH cucreNa

Vecmu:
. HapyruyBama Ha BKycor

Hap)zur yearLa H a racrpora HrecruHareH cra crela
Muozy qecmu:

o facrpouHTecrr4HaJrHH Hapy[yBaH,a KaKo raAeH,e, noapakame, Llajapea,
a64ovuHa,rsu 6o,rrcu n ry6urox Ha alrerr4T. Oerae HecarcaHn 4ejcrea ce nojasyBaut
uajuecro Ha noqeror< na repanujara H Hclre3HyBaar crroHTaHo eo uajroreruuor 6poj
cnylrau. 3a Husua npeneHqrzja, ce npelopaqyBa uer$oprr,tlrH Aa ce 3eMa so2 vru3
AHeBHH Ao3I4, 3a BpeMe I,IJIIz trocJre o6pox. EasFro 3roneMyBarbe Ha Ao3ara uoxe 4a ja
no4o6pra racrporrHTecrr4HaJrHara ronepanqnj a.

Xenaro6Hr u,r fi.i apH H uap-vu vea Fr,a

Muoey pemrcu:
o [4go,,rr4paHlr cnylran ua a6HopManHocrr4 Ha xenaraJ'rHure $yH

vrv xenail4lzc rcoj ce [oBneKyBa co rrpeKuHyBarse Ha naercpopnauu.
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Hap)rruysarra Ha xorxara 14 norrcoxrHoro rKraso
Muozy pemrcu:
o KoxHn peaKr-lun KaKo ephreMa, [pypr4Tyc,ypturcapnja

Ileguj arpucKa rory,'raquj a
Bo ny6naxyBaHl4Te 14 [ocrMapKerr4HnrrKr4Te rroAarour4 14 Bo KoHTponI4paHHTe KJ,u4HHrro4
cryl.Vt4 Kaj JIHMHTHpaHa ne4lajarpucra nony,raqnja oA 10-16 roAt4urHa Bo3pacr,
TperHpaHH BO TeKOT Ha eAHa tOAr4Ha, npujaneunre HecaKaHH 4ejcrea flo flphpoAa H

Te)r(aHa ce cnr4qHn KaKo oHr.{e xaj eospacHn.

IIpujanynaH,e Ha Hecar(aHH gejcrna
IlpujaeyearLero Ha HecaKaHHTe 4ejcrea perr4crpapaHu rro go6aeame ua o4o6peuue sa
craBarbe Ha neKor Bo npoMer e oA ro,'reMa Bax(Hocr. Ha oaoj Ha.uuH ce o6es6e4yna
KoHTI4HytzpaHo cneAerbe Ha Kopr4cra Hacnporu pLt3HKor oA yrrorpe6ara rua JreKor.
34paecreeuure pa6orHHIlH Mo)Ke 4a ro nprEjanar cercoj coMHe)K 3a HecaKaHo gejcrro o4
JIeKor no HaquouaJlHl4or qeHTap sa QapnaarcoBr4ruJraHrla ilpu Arenrlrzjara 3a JreKoBH H

MeAHI-(HH0KH cpeAcrBa (yl.Ca.Kapul u Meroguj 6p.54 xar l) r4rrr4 rro eneKrpoHcKt4 ilat
npeKy ee6 crpauara ua Areu\njara http://malmed.gov.mk/

4.9 IIpego:upaH,e

He e sa6ere)KaHa xanorluKevujanpu Ao3r4 Ha rvrerQoprrar.tr xuApoxnopr4A.qo 85 g, uaxo
BO Tar(BH yCnOBH r.rMa nojaea Ha raKTuqHa auuAo3a. fo,'reNao [peAo3uparbe co
uer$opuuu vml [paApy)r(Ht4 pvr3r4r\kt, Mo]r(e Aa AoBeAar Ao JraKTr..rqHa aqhAo3a.
Jlarruquara arluAo3a e ypreHTHa MeAr4ur,rHcxa cocrojla n vopa Aa ce nexyBa Bo
6o,rHuqa. Hajao6ap HaLrr,rH 3a orcrpaHyBame Ha JraKTarHTe h rr,terQoprr,u.rHor e
xeuo4ajalusa.

5. @APMAKOJTOIIIKT,T IIOAATOIII,I

5. I @aprvraKoAuHaMcrcn cnojcrna

{DaprrrarcoreparreBTcKa rpyfla: JIexoeH KoH to
KpBTa. Buraauugrz
ATC xol: Al0BA02

MexaHusaN{ Ha Aejcreo
Mer$opnrran e 6ureaHHA co aHTuxr4rreprJrHKeMr4qeH e(rerr, uanaanyeaj(u ja u
h nocrnpaH4ujaluara xHneprnr4Kenauja. He cruuylHpa ceKper-luja ua r4Hcyn
He npeArn3B ptKyBa xuuorluxeuuj a.

Mer$oprraun ja HaManyBa 6agaluara xHrepuHcynuuevuja, a
HHcyn14H ja nan,tanyea norpe6ara oA HHcyJr14H.

AuraxaneptJrHKeMr4qHuor e(texr na rraersopn,tHH ce oABHBa rrpeKy

HaManyBaaT HIIBoTO Ha r-nyKo3a Bo

6asamtara

,Koo6 H,16.\.

ZtiNt oi,e o/ac\
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MerSoprrarau ja uauaryBa xerraraJrHara npoAyrqraja Ha rnyKo3a.
MerdlopvraH ro oJlecHyna nepratfepHoro npeB3eMame 14 HcKopucryBame Ha rJryKo3ara,
AenyMHo rlpeKy 3roneMyBarbe Ha r4HcyJn4HcKara aKTHBHocr. Mer$oprrarau alujae eps
t4cKopr,rcryBaBero Ha tnyKo3ara Bo rlpeBara: ce 3toneMyBa ancopnqajara oA
qrapxynarlrajara v ce HaManyBa ancopnqr,rjara oA xpaHara. ,{onoluureJrHr4Te MexaHr43MH
Kot4 ce npl4nutxyBaut Ha rlpeBara BKnyqyBaar 3toneMyBalre Ha oc,'ro6oAyBarLero Ha
t]erlrHA 1-crl4.]eH Ha tnyxatou (GLP-I) H HaManyBarbe Ha pecopnqrajara Ha ]r(oJrqHa
KHceJr14Ha. MerQopvrau nnujae Bp3 upeBHara rrlurcpoQnopa.
Mer$opnarzH Mo)I(e Aa ro no4o6pra JrhnHAH14or npo$r.r,r Kaj xHrrepJ.rHnr4AeMr4rrHH
I]AIIHEHTH,

Bo rcrHHa.tKHTe cryAI4H, yflorpe6ata sa nrer(lopn,taH 6ula noep3aHa co cra6ulua
TeJIecHa re)r(HHa ulu 6laro HaManyBame Ha reJrecHara relt(14Ha.

MerdroprtauH e aKTI4Barop Ha aAeHo3HH rraoHorpocQar-[poreuH-KuHa3ara (AMPK) ra ro
3toneMyBa rpaHcnoprHHor Ka[auuTer Ha cHTe rr,rrroBr4 Ha rraeu6pancxn tnyKo3HH
rpaHcnoprepu (GLUT) rro3Hara Ao AeHec.

K,'IHHraqxa e0u rcacHocr:

flpocnercruBHara paHAoMH3HpaHa cry4nja (UKPDS) tt4 rrorBpAyBa 4olrorpajHure
npr.r4o6nrxtz oA HHTeH3HBHara KoHTpona Ha rnyKo3ara Bo KpBTa rcaj nospacr,rh rrau,HeHTV
co rurr 2 pja6er.
AHalugnre oA pe3ynraraTe Kaj rarIHeHTH co rpeKyMepHa re)r(HHa rperr4paHu co
nlerrfoprranH no Heycflex Ha Anerara [oKa)r(aJre:
o oHTHH$HKaHTHo pelyrcuaja Ha a[conyreH pr43HK Ha 6alo rcoja rcounlurcaquja

noBp3aHa co 4nja6erec r<aj rnrer(roprvrrzucKara rpyra (29.8 cnyuaul1000 rrar-lueHru-
ro4rauuo) Bo oAHoc Ha rperMaH caMo co Auera (43.3 clyuanl1000 rrarlueHru-
ro4rzmHo), p:0.0023, H Bo oAHoc Ha rpyrruTe Ha rcov6uHupaHa cylrlouvnypea L,l

vHcy ilt4H MoHorepan uja (40. I c ty uaul 1000 naqueuru roAHtx Ho), p:0. 0034 ;

r cl,trHpltpHKaHTHa pe4yxqraja Ha aflconyreH pr43HK Ha MopraJruTer [oBpsaH co
4nja6eror: nerQopnauH 7.5 ctyuaul1000 rau?reHTr4-foAl4rrrHo, caMo co pueta 12.7
ctyuaul 1000 narlueHru-roAt4rrrHo, p:0.0 1 7;

o curHut|ll4KaHTHa pe4yrcr-laja Ha a[conyreH pa3HK Ha BKyneH Mopranr4Ter: uerrfopnrrzr-r
13.5 cnyuarzll000 naqr4eHrr4-foAurxHo Bo oAHoc caMo Ha Lnera 20.6 cryuarall000
naur4 eHTH-foAr4txHo (p:0.01 1), v Bo oAHoc Ha rpyrrHTe Ha rcou6nunpaHa
cyntfoHnnypea v HHcynr4H MoHoreparuja 18.9 ctryuaull}}O naqneuru-roAr{rrrHo
(p:0.021);

o crarHHQHKaHTHa pe4yxquja Ha ailconyreH pn3r4K

uer$oprr,rrzH 11 cnyuaul1000 naqaeHTrz-roAurxHo, Bo

ctyuaul 1000 naqueurh-roAr.rxHo (p:0.0 I )

oA MrroKapAeH vt

oAHOC CaMO

Kora uerrlopMuH ce ynorpe6yaa KaKo JreK oA BTop ras6op Bo
cyn$oHr.rnypea, He rroKa)KyBa upu4o6unrcr4 Bo oAHoc Ha KJrHHr,rqKHor
Kaj rnn 1 4raja6er, rcov6nuaqraja Ha rtaer$opMuH v vtHcynvH, 6ut
ceneKTupaHr4 rrarlueHTr4, Ho He 6nle norapAeHpr Knr,rHr,ruxn npu4o6uBKr4.

'*rrNE otie r;,'A
lal\gta. iQ,g 9. r.'
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KoHrponrapaHhre KJ'IHHH.TKH cryAL4v rcaj tuxtutupaHa ne4ajarpr.rcKa nonylaqraja oa 10-
16 roAuruua Bo3pacrrperupaHa Bo reKor Ha eAHa roAr4Ha [oKa)r(aJ're cJrhqeH oAroBop Bo
rrr4KeMr4cKara KoHTporra KaKo ouaa rcaj Bo3pacHlr.

5.2 @apruaKoKrrHercKu cnojcrna

Ancopnun-ia
llocle flepopanHa Ao3a Ha uerrfopuur-r xuApoxnopr4A ra6,lera, MaKcHMaJrHara
rIJIa3MarcKa KoHlleHTpaqraja (C,rr*) ce rocrarHyBa 3a oKony 2.5 qaca (t,r,or). AncoryrHa
6uopacnono)I(HBocr Ha uerQopMaH xuApoxnopuA oa 500 mg r4lr4 850 mg ra6rera e
npu6rnx<Ho 50-60% rcaj s4panra nI4r1a. llo nepopaJrHa Ao3a, uepecop6rapaHara $paxqraja
rcoja ce nojaeyna eo dteqec e20-30%.
flo nepoparHa aAMI4Hvcrpaquja, ancopnrlujara Ha vrer$opMuH e 3acr4TeHa H HerleJrocHa.
Ce [pernocraByBa AeKa $apvarcoxuHeruKara Ha aflcopn\uja"ra Ha versoprraran e
Hen14HeapHa.

Bo npenopaqaHu Ao3H Ha xaerrfopuaH H [reMa Ha Ao3Hpa]Le, [Jra3Ma KoHueHTpaL\yrvre
Bo paMHorell(Ha cocroj6a ce nocrr4rHyBaar Bo reKot aa 24 Ao 48 qaca v BorraBHo ce
noMaJIH o4 I prg/rll. Bo xourponr4paHr4 KJu4Hr,rr{KH cryLVL4, MaKcHMarHHTe nra3MarcKtz
HHBoa ua rr,rer(hopvrzu (C,ro") He rrpeMr4Hyeaar 5 p,glml, Ly?n n npH MaKcHMaTHH Ao3r4.
Xpauara ro HaManyBa crereHor a 6raro ja o4noxyea ancopnqaj ara Ha naerrfopvr.rH.
flo nepopaJlHa aAMuHncrpaqraja Ha 850 mg ra6rera, sa6erex<aHr4 ce HaMaJreH rrHK Ha
rna3Ma KoHlleHTpaqujara za 40Yo, HaMaJreHa e AUC (noepuruHa no4 xprzna) za 25o/o w 35
Ml.IHyrHo npoAonll(yBame Ha BpeMero Ao rruKor Bo rrJ.ra3Ma KoHrleHTpaqujara.
KruHrz.Ircara peneBaHTHocr Ha oBHe HaoAI4 He e [o3Hara.

nucrprz6yqhjg
Bp:yeau,ero :a nla3Ma nporeuHr,rre e 3aHeMapnuBo. Mer(loprraurr rraprzlrrypa Bo
epHTpoLU4Ture. fluror Bo KpBTa e rIoHI.I3oK oA nna3Ma rrHKor u ce nojaayBa cKopo Bo
I4cro BpeMe. I-I.paeHrzre KpBHII KJIeTKH, uajnepojatro flpercraByBaar ceKyHAapeH
KoMnaprMeHr Ha auwpn6ygraja. flpoceqHrdor BonyMeH aa pucrpu6y\r4ja (Vd) e rraefy
63-276 t.

Mera6orHsar\a
MerrfoprrauH ce eKcKperupa He[poMeHer Bo ypnHma. He ce r,t4eurl.r$urcyBaHV
naera6oluru rcaj nyie.

Erravranaqnja
Penarsaor KnHpeHc Ha H,rerdlopMuH e >400 ml/min, ruro yKa)r(yBa AeKa M

enilMr4Hr4pa co rnoMepynapHa $r,rnrpaquj a ra'ry6ynapHa cerpeqnj a.
TepMr4HanHHor nonyxlrBor Ha enunauuaquja e oKoJry 6.5 qaca.
Kora peHanHara (pynrcquja e HapyrxeHa, peHanHr,ror
lpolopuHoHaJrHo Ha KpeaTr,rHLrHoT r,r [oJryxl,rBoT Ha erlJ1tl,lkt

4onegynajr(r4 Ao roKaqeHr.r BpeAHocruHa uersopuuH no

Kapar<'repucrIarcu Ha cneuu0u.{Hra rp}rnpr Ha nauueHrlr

bmi6*t'
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PeHa:rHo HapyruysarLe

flocranuure rtoAaror]H rcaj nraqa co yMepeHa peHanHa rzucyrf uqrzeHqrzja ce orpaHuq eHV u
He MolKe Aa ce HalpaBH ct4typHa npoUeHKa Ha cr4creMcKara lr3r'roxeHocr ua naer$opnauu
Bo oBaa rloArpyra eo cnope46a co nurla co HopManHa peHanHa $ynr<qraja llopagu roa,
npl4naroAyBaFbe Ha Ao3ara rpe6a Aa ce HarrpaBr4 Bp3 ocHoBa Ha KJu4Hr,rrrKara edtnrcacHocr/
noAHocJrHBocr (en4ere rct 4.2).

flear,rj arpucxa non)rnaquj a
Cryruja Ha eAHoKparHo Ao3uparLe: ilo eAHoKparHa Ao3a Ha rraer$oprraun xrrApoxJropr4A
500 mg rcaj ne4rajarpvcKV ilarryeHTr4 rroKa)r(aH e cJlaqeH rfapnaarcoKr,rHernqKr4 npo$nn
KaKo H xaj s4panrz Bo3pacHu vHluBklyyv.
crygHja ua nosekeKparHo Ao3r4parbe: flo4aroqure ce caMo oA eAHa cryanja. flo
troBTopyBarbe Ha Ao3ara oa 500 mg ABa [arr4 AHeBHo za 7 4eua xaj ne4rzjarpncxn
nauueHTu rIHKor Ha nJIa3Ma KoHueHTpaqrajara (C,ro*) H cHcreMcKara eKcrrosraquja
(AUCo-I) ce HaMaJIeHI4 oKony 33oh u 40o/o,eo cnope46a co Bo3pacHu guja6erurlapu Kor4

3eMaJIe noeeltexparHu Ao3H oA 500 mg ABa rarr4 AHeBHo sa 14 4eHa. Era4ejkn gozata
I4HAABHI.yaJIHo ce rt4Tpl4pa Bo 3aBucHocr oA rlurceuujara, oBr4e rroAaror-u4 vMaur
n HM HTHpaHa Krrr4 HHq Ka BaII(HOCT.

5.3 II pe4 x,r r,r H rr rr KH rr oAaro rI H sa 6er6e4Hocra

flpegr<nraHr.rLIKHTe noAaror-u4 He yKalr(yBaar Ha cnequja,rHr.r urerHu e{ercrr.r xaj ryiero
Bp3 ocHoBa Ha KoHBeHIJIzoHaJrHr4Te cryLt4L4 sa 6e:6eAuocr, drapvarco,roraja, ToKcuuHocr
llo noeefterparuo Ao3HpaHre, reHoroKcr4rrHocr, KaHueporeH noreuqrajar v
peIIpoAyKTHBHa TO KcHLr HOCT.

6. @APMATIEBTCKU IIOAATOTIU

6.1 Jlncra Ha eKcur.rrreHclr
(Du.nna-o6roxeHr ra6reru 500 mq
MurporpracraJlHa IIenyJIo3a, Ko[oBrrAoH, cviluuuyM AI4oKc[rA KoJror4AeH 6esno4eH,
MarH$r{yM creapar, xu[poMeJro3a, MaKporol 6000, TaJrK, THTaH Ar{oKcr4A.

(Durna-o6.roxenu ra6.neru 850 mg
Tarx, MarHe3nyM creapar, xr,rnpoMeJro3a, MaKpotoJr 6000,
M HKpOKpr,rCTaJrHa qeJryJro3a.

(Du.nna-o6.noxenu ra6ure'ru 1000 mg
MrzxpoxpncraJrHa uenyJ'ro3a, KonoBr4AoH ) cultl,tr\t4yM AHoKcaA Ko
MarHBr4yM creapar, xr4npoMeno3a, MaKpoton 6000, TaJrK, TnraH Ar4oxc

6.2 LIn rconanaru6lr.ir nocr
He e npuvreHJrr4Bo.
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6.3 Porc Ha rpaeH,e
3 ro4uurz Bo opHrr4HanHo [aKyBarLe.

{a ue ce ynorpe6yBa rocJ're HcreKor Ha poKor ua ynorpe6a!

6.4 Haqun Ha rryBaH,e

!a ce qyBa Ha reMrreparypa 4o 250C, Bo opurr4HaJrHoro rraKyBarre.

6.5 flprrpoAa r.r coApxrrHa Ha rramyBarbero
Kyruja co 30 tpu,rrra-o6rox<esu ra6,reru oa 500 mg (6,rracrep 3 x 10)/xyruja).
Kyrraja co 30 $rznna-o6loxeuu ra6reru oa 850 mg (6nacrep 3 x 1O)/rcyru.ia).
Kyrr.rja co 30 Qranr'a-o6loxeHIa ra6reru oa 1000 mg (nracruueH xonrejuep/xyrrzja).

6.6 rroce6nlr Mepr(Ir Ha rrperrra3r'ruBocr 3a orcrpaHyBarr,e H Apyro paxyBarbe
floce6un MepKr4 He ce norpe6nu.
HeucrcopzcreHlzor JIeK uJIr4 orrraAeH vrarepujar rpe6a Aa ce orcrpaHar Bo corJracHocr co
JroKaJrHure 6apama.

7. HOCr{TEJI HA OAOEPEHI,IE 3A CTABAIbE HA JrEK BO IIPOMET
PEIIJIEK OAPM IOOEn Cronje, yn: Ko3ne 6p. 188, 1000 Cxonje, Peny6nura
Ceeepua Maxegouuja

8. EPOJ HA OAOEPEHT4ETO 3A CTABAIbE HA JIEK BO trpOMET
Kyrraja co 30 $unrra-o6loxresuta6leru oa 500 mg; ll-196116
Kyrnja co 30 (pranna-o6loxenu ralteru oa 850 mg; 11-196212
Kyrr.rja co 30 $unrr,r-o6loNeuu ra6leru oa 1000 mg; ll-196312

9. AATyM HA rIpBO OAOEPEHI,IE 3.{ CTABAIbE HA JIEKOT BO
ITPOMET/ OEHOBA HA OAOEPEHT4E 3.{ CTABATbE HA JIEKOT BO
TIPOMET

Mer$oprrarEn $znrvr-o6JroxeHr4 ra6le'ru 500 mg x
Mer$opurln $unrvr-o6JroxeHr{ ra6le'ru 850 mg x
Mer:([oplauu $unrr,r-o6Jro]KeHa'ra6leru 1 000 mg

30;19.06.2006/0
30;19.06.2

x 30; 19.

10. AATYM HA TIOCJIEAHATA PEBTI3IIJA HA T
Iyuu2023
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