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4.2. 

GLIMEPIRID/IDVlMEnltlPVlA 

35V1PEH V13BEWTAJ 3A OCOcV1HV1TE HA nEKOT 

GLIMEPIRID I rnV1MEnV1PV1.0. 

glimepiride 

Ta6neTII1 

VlME HA nEKOT: 

GLIMEPIRID I ffllf1MEnlf1Pif1.D, 

KBAnV1TATV1BEH V1 KBAHTV1TATV1BEH COCTAB: 

glimepiride (Ta6nen-1 OA 2 mg, 3 mg, 4 mg, 6 mg) 

CDAPMAUEBTCKV1 05nV1K: 

Ta6nen1 

KnV1HW-lKV1 nO,D.ATOUVl: 

T epanearCKJ1 11HP,J1K841111 
lfl~Men~p~A e VIHA~U,~paH 80 Tepan~jaTa Ha AVtja6eTeC MeJl~TYC 
T~n II , Kaj nau,VteHT~ Kaj Ko~ He e MO)KHO Aa ce nocT~rHe nomonHa 
KOHTpona Ha rn~Ko3aTa 80 KP8Ta co AVteTa, cp~3~4Ka aKT~8HOCT ~n~ 
co HaManysaH>e Ha TenecHaTa Te)K~Ha. 

,!J.o3upa!-be 11 HBLIJ1H Ha ynorpe6a 
0CH08a Ha ycnewHaTa Tepan~ja Ha A~ja6eTeCOT e C00A8eTHa A~eTa, 
HOpMaJ1Ha .cp~3~4Ka aKT~8HOCT, KaKO ~ P6A08Ha KOHTpona Ha 
H~80aTa Ha rn~K03aTa 80 Kp8Ta ~ yp~HaTa. Ta6neT~Te ~n~ 
~HCYil~HOT He MO)KaT Aa 6~AaT HaAOKHaAa AOKOJlKy nau,~eHTOT He 
ce np~Ap>Kysa AO npenopa4aHaTa A~eTa. 
,[l,o3aTa ce OApeAyBa Bp3 OCHOBa Ha H~BOTO Ha rfl~K03aTa 80 KpBTa 
KaKO ~ 80 yp~HaTa: ~CT~OT napaMeTap e ~ 3a MeHy8aH>e Ha 
npon~waH~Te A03~. . 
no4eTHa A03a Ha lnltlMEnPltl,[l, e 1 mg AHe8HO. ,[I,OKOJlKY ce 
nocT~rHe caKaH~OT ecpeKT, 08a MO)Ke Aa 6VtAe Tepan~ja Ha 
0Ap)Ky8aH>e. 
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Bo cnyYaj Aa He ce nocn1rHe COOABeTHa KOHTpona, A03aTa Tpe6a Aa 
ce 3roneMIII 80 3aBIIICHOCT OA HIIIBOTO Ha fnii!K03a BO KpBTa, 
nocTeneHo eo IIIHTepeanlll OA 1 AO 2 HeAenlll , cnopeA cneAHaTa 
weMa: 

- 1 mg AHeBHO- noYeTHa A03a; 
- aKo He ce noCTIIIrHe caKaHIIIOT ecpeKT ce HaroneMy8a Ha 2 mg; 
- aKo He ce noCTIIIrHe caKaHIIIOT ecpeKT ce HaroneMy8a Ha 3 mg; 
- aKo He ce nocTIIIrHe caKaHIIIOT ecpeKT ce HaroneMy8a Ha 4 mg; 
- aKo He ce nocTIIIrHe caKaHIIIOT ecpeKT ce HaroneMysa Ha 6 mg; 

Boo6111YaeHIIIOT oncer Ha A03111Te Koj Kaj no8eKeTo nau,111eHTIII 
o6e36eAy8a A06pa MeTa6oniiiYKa KOHTpona, 1113Hecy8a 1 mg - 4 mg 
rnii!MenlllpiiiA AHe8HO. CaMo Kaj noeAIIIHIII n111u,a HeonxOAHa e 
MaKCIIIManHaTa npenopaYaHa A03a OA 6 mg. 

AKO KOHU,eHTpaU,IIIII!Te Ha wet<ep 80 Kp8Ta He MO>KaT BO nOTOnOnHOCT 
Aa ce KOHTpOnlllpaaT CO npiiiMeHa Ha MaKCII!MaJlHIIITe AHe8HIII A03111 Ha 
MeTcpOpMIIIH, Ce npenopaYy8a BO Tepanll!jaTa Aa 611!Ae 80BeAeH Ill 
rniiiMpenlllpiiiA. ,D,o3aTa Ha nps111oT neK Tpe6a Aa ocTaHe 
HenpOMeHeTa, AOAeKa AOnOnHIIITenHIIIOT neK Ha noYeTOKOT Ce 
npii!MeHysa BO HajHIIICKaTa npenopaYaHa A03a. noHaTaMOWHO 
3rOneMysat-be Ha A03aTa OA IIICTIIIOT, no noTpe6a AO AHeBHIIIOT 
MaKCIIIMyM , Ce 8pW111 80 OAHOC Ha OCTBapeHaTa MeTa60niiiYKa 
KOHTpona. 8aK80TO KOM6111HIIIpaHO neYet-be MO>Ke Aa 3anOYHe Ill 
noHaTaMy Aa 6111Ae KOHTpOnlllpaHO CaMO OA CTpaHa Ha neKap. 

AKO KOHU,eHTpaU,IIIIIITe Ha WeKep 80 Kp8Ta He MO>KaT 80 nOTOnOnHOCT 
Aa ce KOHTponlllpaaT co npiiiMeHa Ha MaKCII!ManHIIITe AHeBHIII A03111 Ha 
npenapaTOT fnii!Menlllpii!A, BO TepanllljaTa KaKO AOnOnHIIITenHa 
Tepan111ja Tpe6a Aa ce so8eAe II!HcyniiiH. JJ,o3aTa Ha rniiiMenlllpiiiAOT 
Tpe6a Aa OCTaHe HenpoMeHeTa, AOAeKa IIIHCyniiiHOT ce npiiiMeHysa BO 
HajManaTa npenopaYaHa A03a, Koja HaKHaAHO MO>Ke Aa ce 3roneMIII 
AO nOCTIIIrHyBat-beTO Ha aAeKBaTHa MeTa60niiiYKa KOHTpona. 8aK80TO 
neYet-be cMee Aa ce cnposeAy8a caMo noA HenocpeAHa neKapcKa 
KOHTpOila. 
Bo no8et<eTo cnyYalll eAHOKpaTHaTa AH88Ha A03a Ha rniiiMenlllpiiiA e 
AOBOnHa .. ce npenopaYy8a neKoT Aa ce 3eMa npeA nojaAOK, a aKo He 
ce 3eMe Toraw , Toraw Tpe6a Aa ce 3eMe npeA 111n111 3a epeMe Ha 
nps111oT cneAeH o6poK. 
Bo cnyYaj Aa ce nponywTIII npon111waHaTa A03a, IIICTaTa He cMee Aa 
Ce HaAOKKHaAy8a CO 3roneMyBat-be Ha CileAHaTa A03a. Ta6neTIIITe 
Tpe6a Aa ce ronTaaT u,enlll CO A080nHO KOniiiY8CT80 Ha T8YHOCT. 
J),OKOilKY nau,llleHTOT nOKa>KyBa CIIIMnTOMIII Ha XlllnOrniiiKeMIIIja 3a 
speMe Ha TepanllljaTa co rniiiMenlllpiiiA 80 A03a OA 1 mg AHesHo, 
Tpe6a Aa ce paJrneAa MO>KHOCTa Alllja6eTOT Aa ce KOHTpon111pa caMo 
CO AllleTa. f :-
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Co no.o.o6pysal-be Ha Mera6o11111'-1Kara KOHTpo11a Kaj ,o.111ja6eror ce 
3f0118Mysa OC8T11111BOCTa Ha 111HCY11111H. 3a ,o.a Ce 11136erHe 
Xll1nOrnii1K8MII1ja, Heonxo,o.Ho e .o.a ce pa3rne.o.a norpe6ara 3a 
HaMa11yBal-b8 Ha A03aTa Ha rJ1111M8n111p111,0.. npOM8HII1T8 Ha A03111T8 Ha 
rn111Menp111p111,o. Mopaar .o.a 6111,o.ar so Kope11au.111ja 111 co npoMeHII1Te Ha 
CTII1110T Ha )1(111BOT 11111111 Ha T8118CHaTa T8)1(111Ha Ha naU.1118HTOT 6111,o.ejK:111 
cero osa MO)I(e .o.a npe,o.II13BII1Ka HecaKaHII1 Xll1nOrnii1K8MII1'-IHII1 Kp1113111. 

npecjJpnatbe Ha nauMeHTOT 011. JJ.pyr opaneH BHTJ1fJ.J1ja6eTJ1K Ha 

TflJ1M8nl1pJ1jJ, 
npe.o. npecpp11al-bero Ha nau.111eHTOT Ha npenaparor rn111Men111p111A, 
Mopa .o.a ce 3eMe so npe,o.s111.0. jai..!II1HaTa 111 speMerpael-bero Ha 
,o.ejcrsoro Ha npen<o,o.Ho KOPII1CT8HII10T opaneH aHT111A111ja6eTII1K. 
nopa,o.111 osa, so HeK0111 C11y1..1a111, oco6eHo Kaj aHT111AII1ja6eT111U.111Te co 
no.o.o11rorpajHO .o.ejcrso ( Ha np. XllOpnponaM111A), Heonxo,o.Ho e .o.a ce 
npeKII1He MeA111KaMeHT03Hara repan111ja Ha o.o.pe,o.eH speMeHCKII1 
nep1110.0. 3a .o.a ce 11136erHaT Xll1nOr.nii1KeM111CKII1 eno30A111 nopa,o.111 
a,0.111TII1BHII10T ecpeKT. 
npenopal..!aHara no1..1erHa A03a Ha rn111Men111p111,o. 1113Hecysa 1 mg. 
noHaraMOWHOTO np11111aro,o.ysal-be Ha ,o.o3ara o.o. npenaparor 
rJ1111M8nll1p111A ce BpWII1 Ha npeTXOAHO Onii1WaHII10T Hai..!II1H. 
npecjJpfl8tb8 H8 n8LI,J18HTOT 011. J1HCYflJ1H H8 TflJ1M8nl1pl1JJ. 
Bo peTKII1 C11y1..1a111, Kaj nau.111eHr111re Kaj KOII1 ,o.111ja6eror o.o. r111n II ce 
pery11111pa CO 111HCY11111H, M0)1(8 ,o.a 6111,0.8 HeOnXOAHO npecppnal-be Ha 
nau.111eHTOT Ha r.n111Men111p111,o.. npoMeHaTa Ha repan111jara rpe6a .o.a ce 
1113spw111 no.o. Henocpe,o.Ha 118KapcKa KOHTpona. 
nau11eHTJ1 co owrereHa peHanHa 11n11 xenaTanHa cjJyHKLI,Mja 
B111,o.ere no,o. TOI..!Ka 4.3. KOHTpaii1HA111KaL.I,II1111 

KOHTP8J1HjJ,J1K8LI,J1J1 

rn111Men111p111,o. He cMee .o.a ce Kop111cr111 so cne,o.HII1Te c11y1..1a111: 
- 111HCY11111H-3aBII1C8H ,O.II1ja6eT (T111n 1), 
- A111ja6eTII1'-IHa npeTKOMaT03Ha COCTOj6a 11111111 KOMa, K8TOaL.I,II1,0.03a, 
- cep11103Ha peHa11Ha 11111111 xenaranHa 111Hcycp111U.1118HU.111ja 
- npeocern111socr Ha r.n111Men111p111,o., ,o.pyr111 cy11cp0H11111ype111 11111111 

Cy11cpOHaM111AII1 11111111 H8KOj OA 8KCU.111nii18HTII1T8 80 Ta6118TII1T8 
- 6peM8HOCT 111 ,0.081-be. 
- nau.111eH'FII1T8 co peTKII1 HaC118AH111 nopeMerysal-ba so ro11epaHLJ,111jara 
Ha ra11aKT03a, .o.ecpii1LJ.II18HU.111ja Ha 11aKTa3a 11111111 rnyKo3a-ra11aKT03a 
Manancopnu.111ja He rpe6a .o.a ro 38Maar osoj 11eK. 

Kaj 6011HII1Te co cepii103HII1 owrerysal-ba Ha 6y6pe)I(Hara 11111111 
xenaTa11HaTa cpyHKL.I,111ja HeOnXOAHO e BOBe,o.yBal-be Ha 111HCY11111H 80 • -~ 
Tepan"jaTa. ;::: ~·· • i'""' 
MepKM Ha nperna3nJ1BOCT 

r11111Men111p111,0. 3a,0.011)1(111T811HO Ce 38Ma Henocpe,o.HO npe,o. 11111111 BO T8KOT 
Ha ja,o.el-beTo. 
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,O,oKOnKY o6pou.111re He ce 3eMaar ceKoraw so ~t~cro speMe 111n111 ce 
npecKOKHysaar, repan111jara co rnii1Menll1p111A MO>Ke Aa npeA1113B111Ka 
Xll1nOrnii1K9MII1ja. 
CII1MnTOM111Te Ha x111norn111KeM111ja BKny4ysaar rnaso6onKa, 1113pa3eHa 
rnaA. raAel-be, nospat<al-be, coHnii180CT 111n111 HeCOH111U.a, 
B03H9M111p6HOCT, arpeCII1BHOCT, HaManysal-be Ha KOH1..1,9HTpa1..1,111jaTa, 
6yAHOCTa 111 BHII1MaHII19TO, A9npeCII1ja, KOHcpy3111ja, OT9>KHaT rOBOp, 
nopeMerysal-ba Ha BII1AOT, rpeMop, nape3111 , nopeMerysal-ba Ha 
cer111nara, sprornas111u,a, ry6el-be Ha caMOKOHTpona, Aen111p111yM , 
KOHByn3111111, COMHOn9HU.111ja, ry6el-be Ha CB9CTa 111 KOMa, OT9>KHaTO 
AII1Wel-be 111 6paAII1KapA111ja. lllcro TaKa, Mo>Kar Aa ce nojasar 3HaU.111 
Ha aApeHepr1114Ha KOHTpaperynau,ll1ja, KaKo wro ce norel-be, 
aHKCII103HOCT, TaX111KapA111111, Xll1n9pT9H3111111, nann111Ta1..1,111111 , aHrii1H03HII1 
rero6111 111 ap111rM111ja. 
Pe4111c111 ceKoraw, x111norn111KeM111jara MO>Ke Aa ce Koper111pa co 6p3o 
3eMal-be Ha jarneHII1 X111Aparll1 (wet<ep). Bewra4KII1Te 3acnaAyBa4111 
HeMaaT ecpeKT. 
lllcKycrsara co ynorpe6ara Ha APYr111 cyncpoH111nype111 noKa>Kysaar 
CII1MnTOMII1T9 111 3Ha1..1,111T9 Ha Xll1nOrnii1K9MII1ja, 111 noKpaj n049THII1T9 
ycneWHII1 Tepanii1CKII1 M9pKII1, MO>KaT n08TOpHO Aa ce jaBaT. 
ll13pa3eHII1 111n111 AOnrorpajHII1 Xll1nornii1K9MII1111, KOII1 caMo nospeMeHo ce 
Koper~ttpaar co 3eMal-be Ha wet<ep, HanO>KYBaar cep~tto3eH aHra>KMaH 
Ha neKapoT, a so HeKoltt c~ttryau.~ttltt 111 6onHII14KO neKysal-be. 
npii14111HII1 3a nojasaTa Ha X111nornii1K9MII1ja o61114Ho ce cneAH~ttre: 
- Orcycrso Ha >Ken6a 111n111 (sornasHo Kaj nocTapll1 n111u.a) HeMO>KHOCT 

3a copa6oTKa co neKapor, 
- HeaAeKsarHa 111cxpaHa, HeaA9K8aTeH pacnopeA Ha o6pou,111Te 111n111 
HlttBHO npec~oKHyBal-be , nepii10A Ha nocr, 
- HenplttAp>KyBal-be AO nponii1WaHaTa A1119Ta, 
- H9CKnaA Mefy CTeneHOT Ha cpii131114Ka aKTlt18HOCT 111 BH9COT Ha 
jarneHltt XlttApaTltt, 
- KOH3YMII1pal-be Ha anKOXOn, OC069HO BO KOM6111HaU,lttja CO 
nponywTal-be Ha o6pou,111, 
- ocna6eHa cpyHKU.111ja Ha 6y6pe3111Te, 
- TewKo owrerysal-be Ha cpyHKU.II1jaTa Ha U.PHII10T AP06, 
- npeA031ttpal-be co npenapaToT rnii1M9n111p111A, 
- OAP9A9Hltt nopeMerysat-t>a Ha eHAOKplttHII10T CII1CTeM KOltt 111MaaT 
en~ttjaHII1e Ha MeTa6onii13MOT Ha jarneHII1 X111ApaT~t~ 111n111 nosparHara 
perynau.111ja Ha x~ttnornii1KeMII1jaTa ( Ha np. nopeMerysal-ba Ha 
Tlttp0111AHaTa >Kn93Aa, 111HCycpll11..1,lt19HU,lttja Ha npeAHaTa pe3aHKa Ha 
XlttnOcplt13aTa lttnltt KOpaTa Ha HaA6y6pe>KHII1T9 >Kn93Altt), 
- lttCTospeMeHo 3eMal-be Ha HeK0111 APYrll1 neKOBltt (B111A9Te 4.5). 

Tepan~ttjara co rn111Men111p111A Hano>Ky8a peAOBHa KOHrpona Ha 
KOHU.eHrpau.ll1jaTa Ha rn~t~K03aTa 80 KP8Ta 111 80 ypii1HaTa. 111cro TaKa, ~ 
ce co8erysa OAPeAysat-t>e Ha COAP>KII1Hara Ha rnii1K03111n111paHII10T I 
xeMorno6111H-Hb A. HeonxoAHO e cneAel-be Ha cpyHKU.111jara Ha U.PKlttOT 
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eH M388LlJTa. 38 OC06UHUTe Ha fleKOT GLIMEPIRID!rnlt1MEnlt1PLt1,0. 

AP06 KaKo 1.1 Ha xeMaT0110WKI!1Te napaMerpL-1 (oco6eHo Ha 
119YKOL.I,Li1TL!1T9 Li1 TpOM60LJ,Ii1Tii1T9). 
CrpeCHL!lTe Cl!1ryaLJ,Li11!1, KaKO WTO ce n08P9Aii1T9, XL!1pypwKL!1T9 
Li1HT9p89Hl..I,Li1Li1 1!1111!1 nOT9WKL!1T9 1!1Hcp9Kl..l,li11!1 CO 8Li1COKa TeMneparypa, 
cepL-1o3HO ja peMerar AOToraw nocrl!1rHarara KOHrpona Ha 
KOHLJ,8HTpal..I,L!ljara Ha rJlL!1K03a 80 Kp8Ta. 80 TaK81!1Te Cl!1ryaLJ,L!1Li1 , 
HeperKo nau.LileHTL!lre Mopaar np1!18peMeHo Aa 6L!1Aar npecpp11eHL-1 Ha 
repanL!lja co L!lHcynL!lH. 
HeMa L!1CKycr8a co npL!lMeHara Ha rnL!1Men1!1p1!1A Kaj nau,L!leHTL-1 co 
cepL!103HL!1 owrery8al-ba Ha cpyHKLJ,L!ljara Ha U.PHLilOT AP06 LilJlL-1 
nau.LileHTL-1 Ha AL-1ja11Li13a. Bo raKBI!1Te cny4aL-1, HeonxOAHO e 
808eAy8al-be Ha Li1HCY11111H 80 repan1.1jara. 

4.5. UHrepaKuuu 

X111nOrnli1K9ML!1CKL!10T ecpeKT Ha rJlli1M9n1!1pli1AOT MO:>K9 Aa ce HaManL-1 
1!111Li1 Aa ce 3aCI!1Jlli1 nopaAI!1 LilHTepaKU.L-1111 co OAP8A8HL!1 11eK08Li1 npL-1 
HL!18Hara Li1CT08peMeHa ynorpe6a. OA TL!le np1!141!1Hii1, APYrL-1 neK08Li1 
rpe6a Aa ce 3aMaar co 3Hael-be (111111.1 no npenopaKa) Ha neKap. 
rnL-1MenL-1pL!1A ce Mera6011Li13Li1pa co nocpeACT80 Ha eH3Li1MOT 
U,LilroxpoM P450 2C9 (CYP 2C9). Ha Mera6onL!13MOT Mo:>t<ar Aa 8nL!ljae 
Li1CT08peMeHa npL!lMeHa Ha Li1HAYKTOPI!1 Ha CYP 2C9 (Ha np. 
pL!1cpaMnli1LJ,Ii1H} 1.1nL-1 1!1HXI!16111TOp1!1 Ha CYP 2C9 (Ha np. cpnyKoHa3on). 
Kn111Hii14Kii1Te 1!1Cnli1ry8al-ba Ha o8oj n11aH noKa:>t<ane AeKa noA 
811LiljaHL!le Ha cpnyKoHa30110T, nopaA111 nocna6oro pa3rpaAy8at-be, 
8KYnHaTa COAp:>K111Ha Ha rJlli1M9n111pli1A 80 Kp8Ta A80jHO Ce 3roneMy8a. 
Bo reKoT Ha ynorpe6ara Ha npenaparor rnL-1MenL!1pL!1A, C11Li14HO KaKo L!1 
Kaj APYrLilre· cyncpoHL!lnype1!1, MO:>t<ar Aa ce 04eKy8aar cneAHL!lTe 
LilHTepaKU,LilL-1: 
- no1!13pa3eH XL!lnOrnL!1K8MI!1CKL!1 ecpeKT 80 Kp8Ta, a 80 n08AL!1He4HL!1 
cny4aL-1 Li1 XL!lnorni!1KeMII1ja, MO:>t<ar Aa HacraHar npL-1 1!1CT08peMeHa 
ynorpe6a co: cpeHL!ln6yra3oH , a3anpona3oH, OKC1!1cpeHL!ln6yra3oH , 
1!1Hcynli1H 111 APYrL-1 nepopanHL-1 aHTI!1AI!1ja6eri!1LJ,Ii1, MercpopML!lH , 
canL-1LJ,Lilnarli1 111 napa-aML!1Hoca111!1LJ,LilnHa K1!1cenL!1Ha, aHa6onL-14KL!1 
CT8p0111AII1 Li1 MaWKIII nOJl08111 XOpMOHIII, xnopaMcpeHL!lKOJl , KyMapL!lHCKL-1 
aHTI!1KoarynaHC1!1, cpeHcpnypaMI!1H, cpL!16parl!1, AUE 1!1HXL-16LilropL!1, 
cpnyoKCeTV1H, cy11cp1!1Hn1!1pa30H, OAPeAeHI!1 cyncpoHaML!lAVl, 
rerpaL.J.L!1KJlL!1Hii1, MAO Li1HXL!161!1rop1!1, Kli1H0110HCKL!1 aHTL!16LilOTL!1U.Li1, 
npo6eHeU,111A, ML!1KOHa3011, 8111COKI!1 A031!1 Ha napeHTepa11HO npL!1M8H 
neHTOKCL!lcpL!lnL!lH, TPL!1TOK8ani!1H , cpnyKoHa3on, anonypL!lHOn , 
CL!1MnaTOJlli1TII1l..I,Li1 1!1 U.LilKnO-, TpO- 1!1 cpoccpaMI!1AL!1. 
- nocna6 Xl!1norni!1KeMI!1CKL!1 ecpeKT, r.e. nopacr Ha KOHU.eHrpau,Liljacra 
Ha weKepor 80 Kp8ra, ce A06Li18a np111 KOM61!1HaU.Ii11!1 co: ecrporeHL-1 Li1 
nporecrareHL-1, canypeTI!1U.Ii1 Li1 TL!la31!1AHI!1 A1!1ypeTL-1U.I!1, TL!1peoL!1AHI!1 
XOpMOHL-1, rnyKOKOpTL!1KOL!1Aii1, cpeHOTL!la3L!1Hii1, xnopnpoMa3L-1H, 
aAp9HaJlL!1H Li1 CL!1MnaTOML!1M8TL!ll..l,li1, 8Li1COKL!1 A031!1 Ha HL!lKOTL!lHCKa 
K111C9JlL!1Ha Li1 H8j3111HL!1 A8PLi18aT111, 11aKCaTL!18Li1 KOI!1 ce KOplllCTaT 
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4.7. 

GLIMEPfRID/rn~MEnV1PV1A 

noJJ.onnro speMe, cpeHVITOVIH , JJ.VIa3VIKCVIJJ., rnyKaroH, 6ap6V1rypaTVI , 
pV1cpaMnVIU,VIH VI au,eraJonaMVIJJ.. 
H2 aHraroHVICTVI, 6era 6noKaropVI , KnOHVIJJ.VIH VI pe3epnVIH MO>t<ar JJ.a 
ja nOTeHU,VIpaaT VlnVI JJ,a ja HaManaT XVInOrnVIKeMVICKaTa aKTVIBHOCT. 
·oera-6noKarop!.1re ja HaManysaar ronepaHu,l-1jara Ha rni-1K03a. 
nopaJJ,!.-1 TOa, OBI-1e neKOB!.-1 MO>KaT JJ,a ja KOMnpOMI-1T!.1paaT 
BOCnOCTaBeHaTa MeTa60nVI4Ka KOHTpOna VI JJ,a BnVIjaaT Ha 
3roneMysat-be Ha 3aYecreHocra Ha xl-1norn!.1KeMVI4K!.1Te en!.130JJ.I-1. Ce 
CMeTa JJ,eKa, KaKO 1.1 Kaj pe3epn!.1HOT, rBaHeT!.1JJ.!.1HOT 1.1 KnOH!.1JJ,!.1HOT, 
roa e nocneJJ.!.1U,a Ha HaManysat-be 1.1nV1 orcycrso Ha aJJ,peHeprVIYKara 
KOHTpaperynau,1.1ja. 
AKyrHOTO 1.1n1.1 XpOHI-14HOTO KOH3YM!.1pat-be Ha anKOXOnH!.-1 n1.1janOLJ,!.1 
MO>Ke JJ,a rVI HaManVI 1.1n1.1 naK JJ,a r~.-1 nOTeHU,VIpa X!.1nOrn!.1KeMVICK!.1Te 
ecpeKT!.-1 Ha rn!.1Men!.1p!.1JJ.. 
npenaparor rn!.1Men!.1p!.1JJ. ro HaManysa Vln!.-1 ro 3ac1-1nysa 
aHTVIKoarynaHTHVIOT ecpeKT Ha KYMapVIHCK!.1Te JJ.epVIBaTI-1. 

EpeMeHocr u /l,Oel-be 

HeMa C!.1rypH!.1 noJJ,aTOLI,!.-1 3a np!.1MeHaTa Ha rni-1Men1-1p!.1JJ. BO TeKOT Ha 
6peMeHOCTa. 
CnopeJJ. roa, 3a JJ.a ce Vl36erHe MO>KHocra 3a owrerysat-be Ha 
nnoJJ.OT, npenaparor rni-1Men!.1p!.1JJ. He rpe6a JJ.a ce 3eMa 3a speMe Ha 
6peMeHOCTa. 
,OoKOnKY ce noJJ. repan1.1ja co rni-1Men!.1p!.1JJ. , nau,VIeHTKI-1Te K0!.-1 ce 
6peMeH!.1 Wl!.-1 nnaH!.1paaT 6peMeHOCT Tpe6a KOnKy WTO e MO>KHO 
no6p3o JJ.a ce npecppnar Ha repan1-1ja co VIHcynVIH. 
HeMa C!.1rypHV1 nOJJ,aTOLI,VI 3a eKCKpeu,!.1jaTa Ha rnVIMen!.1p!.1JJ,OT BO 
Maj4!.1HOTO M·neKO. Toj Ce !.13na4yBa BO MneKOTO Ha >KeHK!.1Te Ha 
craopu,~.-1. Co orneJJ. Ha cpaKToT AeKa APYrl-1 cyncpOH!.1nype!.1 ce 
!.13nayysaar so 40Be4KOTO MneKo 1.1 JJ.eKa nocTOVI p!.13VIK OA 
x!.1nOrni-1KeM!.1ja Kaj AOeH4!.1t-baTa, He ce npenopaYysa ynorpe6ara Ha 
rn!.1Men!.1p!.1JJ. Kaj JJ.OI-1nKVI. 

BnujaHue ap3 cnoco6Hocra 3a ao3el-be unu paKyaal-be co MawuHu 

CreneHoT Ha BHI-1MaH!.1e 1.1 6p3!.1Hara Ha peaKu,VIja Ha nau,l-1eHTI-1Te 
MO>KaT JJ,a 6VIJJ,aT 3Ha4!.1TenHO !.13MeHeT!.1 KaKO nocneJJ,!.1U,a Ha 
HacraHyBat-bero Ha Xl-1norni-1KeMI-1ja 1.1n1.1 xVIneprn!.1KeMI-1ja 1.1n1.1 , Ha 
np!.1Mep, KaKo nocneJJ,VIu,a Ha nopeMerysat-baTa so B!.1AOT. Co roa ce 
3rOneMyBa p!.13!.1KOT BO Cl-1ryaU,!.1!.1T8 KOra OB!.-18 CnOC06HOCT!.1 ce OJJ, 

!.1CKnY4!.1TenHa Ba>KHOCT (ynpasyBat-be CO MOTOpHVI B03!.1na 1.1n1.1 
paKYBat-be CO MaWI-1H!.1). 
nau,l-1eHTVITe rpe6a JJ.a ce coserysaar JJ,a npes3eMaT MepK!.-1 Ha 
nperna3n1.1socr 3a Aa ja !.136erHaT Xl-1norn!.1KeM!.1jara 3a speMe Ha 
B03et-beTo. Osa oco6eHo ce OAHecysa Ha nau,!.1eHTI-1Te Kaj K0!.-1 
X!.1norn!.1KeMI-1jara HacraHysa 6e3 3Hau,!.1 Ha npeJJ,ynpeJJ.yBat-be Vln!.-1 -
naK Xl-1norni-1KeMI-1CKI-1Te eni-130JJ.!.1 ce YeCT!.-1. Bo saKB!.-1 ycnos~.-1 Tpe6a 
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4.8. 

·. 

GLIMEPIRID/rDl!IMEnliiPlii)J, 

Aa ce npou,eH~ Aan~ ce npenopallysa ynpasysal-be co MOTOPH~ 
B03~Jla Wl~ pat<yBal-be CO MaW~H~. 

HecaKaHu aejcraa 

3a6ene:>+<aH~ ce cnenH~re HecaKaH~ Aejcrsa: 
[]QQeMervsal'be Ha Kpara u nuMdJHure opraHu: 
PerKu: yMepeHa AO ~3pa3eHa rpoM6ou,~roneH~ja, neyKoneH~ja, 
ep~rpou,~roneH~ja , rpaHynou,~roneH~ja, arpaHynou,~ro3a , 

xeMon~T~llKa aHeM~ja ~ naHu,~roneH~ja; sornasHo ce M~Hn~s~ ~ 
~cYe3Hysaar nocne npeK~Hysal-beTo Ha repan~jara co neKOT. 
nopeMery_aal'be Ha UMVHuor cucreM: 
MHory perKu: anepr~cK~ sact<yn~r~c. peaKu,~~ Ha npeocern~socr, 

06~llHO 6nar~, KO~ BO peTK~ cnylla~ MO>KaT Aa npeM~HaT BO 
norewK~ nopeMerysal-ba co ore:>+<Haro A~Wel-be, co naA Ha KpBH~OT 
np~T~COK ~ WOK. 
Mo:>+<Ha e 8KpcreHa peaKu,~ja Ha npeocern~80CT co cyncpoH~nypeL-1, 
cyncpoHaM~A~Te ~Jl~ CJl~llH~ neKOB~. 

nopeMeryaal'ba Ha Mera6onu3MOT u ucxpaHara: 
PerKu: XL-1norn~KeML-1CK~ peaKu,~~ KOL-1 8ornasHo HacraHy8aar 
senHaw, Mo:>+<ar Aa 6~nar cep~03H~ ~ rewK~ 3a Koper~pal-be. 
3aYecreHocra Ha noja8ara Ha 08L-1e peaKu,L-1~ 3a8~CL-1, KaKo L-1 np~ 
npL-1MeHara Ha Apyra x~norn~KeML-1CKa repanL-1ja, OA A03ara L-1 
L-1HA~8~AyanH~re cpaKTop~ ( Ha np. Ha8~K~Te 80 ~cxpaHara). 
DopeMe!VBBI'be H8 BUP,OT.' 
M~HJlL-18~ npeYK~ 80 8~AOT Mo:>+<ar Aa ce noja8ar, oco6eHo 80 
noYeTOKOT Ha repan~jara, nopaA~ 8ap~pal-be Ha KOHU,eHrpau,~jara 
Ha wet<epor 80 Kp8ra. 
/8QQOUHTBCTUH8flHU nOf2eMeryB81-b8.' 
MHory perKu: MallH~Ha, no8pat<al-be, A~japea , llY8CT80 Ha np~TL-1COK 
80 >KeflyAH~KOT ~ a6AOM~HanHa 6onKa KO~ peTKO Hano:>+<y8aaT 
npeKL-1H Ha repan~jara. 
Xenaro6unu jaQHU nopeMeryaal-ba: 
MO)Ke Aa AOjAe AO nopacr Ha eH3L-1M~Te Ha U,pH~OT AP06. 
MHory perKu: owrery8al-be Ha cpyHKU.~jara Ha u,pH~OT AP06 ( Ha np. 
co xonecra3a L-1JlL-1 )K0JlTL-1U,a). 
noQeMeryBB!-b8 Ha KO>K8T8 U nOTKO>KHOTO TKUBO: 
PeaKu,L-1ja Ha npeoceTJlL-180CT, jMe)K, ypTL-1Kap~~ ~n~ u,p8eHL-1na Ha 
KO)KaTa. 
MHory perKu: npeocern~socr Ha C8ern~Ha. 
OcraHaro: 
MHory peTKU: HaManeHL-1 8peAHOCT~ Ha HaTp~yMOT 80 cepyMOT. 

4.9. npeJJ.03Upa!-be 

npeA03L-1pal-beTO CO rn~Men~p~A MO>Ke Aa BOA~ 80 TeWK~ COCTOj6a 
Ha x~nornL-1KeML-1ja, Koja rpae OA 12 AO 72 llaca L-1 MO)Ke no8TOpHo Aa 

~ 
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GLIMEPIRIDtrnV1MEnV1PV1.0. 

ce jas111 nocne noYerHoro noAo6pysat-be. CII1MnroMV1Te MO:>Kar Aa 
V130CTaHaT BO T8KOT Ha npBV1T8 24 YaCa OA 38Mat-b8TO Ha Jl8KOT. Ce 
COB8TYBa HaA30p Ha naU,V18HTV1T8 BO 3ApaBCTB8HaTa ycraHOBa. Ce 
jasysa raAet-be, nospat<at-be 111 6onKa so en111racrp111yMoT. 
X111nOfJ1111K8MV1jara MO:>Ke Aa 6V1A8 npOCJ18A8Ha CO H8BpOJlOWKV1 
CV1MnTOMV1 KaKO WTO ce 3aMOp, rpeMOp, nopeM8TYBat-be Ha BV1AOT, 
HaMaJleHa KOOPA111HaU,V1ja, COHJ1111BOCT, KOMa 111 KOHBYJ13111111. 
Tepan111jara np111MapHo noApa36V1pa cnpeyysat-be Ha ancopnu,111jara 
Ha neKor co npeAV13BV1KYBat-be Ha nospat<at-be 111 nocne roa opaneH 
BH8C Ha T84HOCTV1 CO aKTV188H jarneH (aACOp6eHC) 111 HaTplllyM cyncpar 
(naKCaTV1B). ,[J,OKOJlKY ce 39M9HV1 f0Jl8MV1 A03111 Ha fJ1111MenV1pV1A, 
HeOnXOAHa e JlaBa:>Ka Ha :>K8JlYAHV1KOT CO AaBat-be Ha aKTV188H jameH 
111 HarpV1yM cyncpar. So cnyYaV1 Ha rewKo npeA03111pat-be, HeonxOAHV1 
ce xocn111ran1113au,111ja 111 V1HT8H3111BHa Hera Ha nau,111eHTOT. Tpe6a Aa ce 
3an04H8 CO npV1M8Ha Ha fJ1111K03a KOJlKY WTO e MO:>KHO nOCKOpO, 
AOKOnKy e norpe6Ho, rpe6a Aa ce AaAe 6onyc 111.s. V1H8KL.J,V1ja OA 50 
ml , OA 50 %-TeH pacrsop , 111 Aa ce npOAOJl:>KV1 co V1Hcpy3111 ja co 10 %­
reH pacrsop, co crpor HaA30P Ha HV1soara Ha mii1K03a so Kpsra. 
noHaraMowHara repan111ja e CV1MnroMarcKa. 
So CJlyYaj Ha H8HaMepHO 39Mat-be Ha fJ1111M8n111pV1A Kaj MaJlV1 A8U,a, 
A03111Te Ha rnii1K03a KOV1 ce Aasaar Mopa Aa 6111AaT crporo 
KOHTpOJlV1paHV1 3a Aa ce V1368rHe MO:>KHOCTa OA HaCTaHyBat-be Ha 
cep11103Ha x111neprn111KeM111ja. 3aAOJl:>KV1TeneH e HaA30P Ha mii1K03ara 
so Kpsra. 

5.0. CDAPMAKOnOWKI/1 CSOJCTBA 

5.1. (J)apM8K0/1,1!1H8MCKI!f CBOjCTB8 

- cpapMaKtnepanV1CKa rpyna 
nepopaneH aHn1A~ja6en1K 

- MeXaHV13aM Ha A9jCTBO 111 cpapMaKOAV1HaMCKV1 ecpeKTV1 
rn111Men111p111A e Aep111sar Ha cyncpoHV1nypea. Ce KOpV1CTV1 3a Tepan111ja 
Ha V1HCYJlii1H-He3aBV1CeH Diabetes Melitus.OcHoseH MexaHV13aM Ha 
AejCTBO e CTV1Mynau,111ja Ha Jla48t-b8TO Ha V1HCYJ1111H OA 6eTa KJ18TKV1T8 
Ha naHKpeacor. KaKo 111 Kaj APYfii1Te cyncpoHV1nypeV1 , osoj ecpeKT ce 
AOJl:>KL-1 Ha 3roneMysat-be Ha oceTnlllsocra Ha 6eTa KJleTKV1Te so 
naHKpecoT Ha cpV131110JlOWKV1 CTV1Mynyc111 co myKo3a. rn111Men111p111A 
V1CTO TaK-a npojasysa 111 eKcTpanaHKpeacHV1 ecpeKTV1. 
naYet-be Ha V1HCYJ1111H: 
CyncpoHV1nypeV1Te ro peryn111paaT ocno6oAysat-bero Ha V1HCYJ1111H 
3aTBOpajKV1 fill ATn-3aBV1CHV1T8 Kall111YMOBV1 KaHaJllll BO MeM6paHaTa 
Ha 6eTa KJ18TKV1Te, wTo npeAV13Bit1Kysa AenonapV13aL.J,V1ja Ha 6era 
KJ18TKV1Te, oTsapat-be Ha Kanu,V1yMOBV1Te KaHanV1 111 111HcpnyKc Ha 
KaJlU,VlyM BO KJl8TKara. Osoj MeXaHV13aM AOB8AyBa AO 
OCJl060AYBat-be Ha V1HCYJ1111H no naT Ha er30U,V1T03a. 
EKcrganaHKpeacHa aKTV1BHocr: 
EKCTpanaHKpeaCHV1 ecpeKTV1 ce 3fOJleMeHa OC8TJ1111BOCT Ha 



,..--

n{28P.flOT 36UJ2.8r{J.1JBeWJE1 38 OC06UHUT8 H8 fl8KOT GLIMEPIRID/rnVIMEnVIPL-1A 

neplt1cpepH1!1Te TKI!18a Ha lt1Hcynlt1H 111 HaManeHo npe83eMat-be Ha 
lt1HCynlt1HOT 0,0, CTpaHa Ha U,pH1t10T ,0,p06. 
npe83eM3t-beTO Ha rnyKo3a 0,0, KP8Ta 80 nep1!1cpepH1!1Te MYCKynHit1 1!1 
MaCH Ill TK1t182 ce 8pW1!1 npeKY npeKY cneu,lt1cplt14Hit1 Tp3HcnopTHII1 
npoTeii1H111, CMeCTeHVI 80 KneT04H2Ta MeM6paHa. rnii1M8nlt1p111,0, MHOry 
6p3o ro 3roneMy8a 6pojoT Ha rnyKo3a-TpaHcnopTH111Te MoneKynll1 so 
MeM6paHit1Te Ha MYCKYnHit1Te 111 M2CHII1Te KneTKit1, wTo e np11141t1H2 32 
3roneMeHo npe83eMat-be Ha rnyKo3a. 
rnlt1Menlt1plt1,o, ja 3roneMy8a aKTit18HOCTa Ha rnlt1K03111n -
cpoccpaTit1Ait1nlt1H031t1TOn - cneu,lt1cplt14HaTa cpoccpon111na3a C, wTo 
MO>Ke ,0,2 6111,o,e no8p32HO co lt1HAYU.111paHaTa nlt1noreHe3a 111 
rnii1KoreHe3a 80 11130nlt1paHit1 MaCHVI 111 MYCKYnHII1 KneTKit1. 
rnlt1Menlt1plt1,o, ja lt1HXVI61!1plt1 xenaTit14HaTa CVIHTe3a Ha rnyKo3a 
3roneMy8ajK:II1 ja 111HTpau,enynapHaTa KOHU,eHTpau,lllja Ha cppyKT03a-
2,6 - 6111cpocaT, WTO nocne,o,o8aTenHo ja 1t1HX1t16111pa rnyKoHeoreHe3aTa. 
0nWTit1 KapaKTep111CT111Kit1: 
Kaj 3AP281!1 n111u,a, Mlt1Hit1ManHaTa ecpeKTII18Ha ,o,o3a e oKony 0.6 mg. 
EcpeKTOT Ha rnlt1Menlt1plt1A e ,o,o3HO - 3281t1CeH 111 penpo,o,yu,1116111neH. 
<DII13111onowKit10T o,o,ro8op Ha 2KYTHO cplt131!14KO 8e>t<6at-be 111 pe,o,yKu,ll1ja 
H2 ceKpeu,ll1jaTa Ha lt1Hcynlt1H e nplt1CYTeH 111 np111 3eMat-be Ha 
rnlt1Menlt1plt1,o,. 
HeMa 61!1TH2 pa3nlt1Ka 80 ecpeKTOT aKo neKOT ce ,o,a8a 30 M111HYTII1 111n111 
Henocpe,o,Ho npe,o, o6poK. Kaj ,o,lt1j26eTit14apVI, ,o,o6pa MeT36onHa 
KOHTpona 80 poK o,o, 24 Yaca MO>Ke ,o,a ce noCTII1rHe co np111MeHa Ha 
e,o,Ha ,o,o3a ,o,He8HO. X111,o,poKc1t1 MeTa6onlt1TVITe Ha rn1t1Men111p111,o, 
npe,D,It1381t1KY82aT Man HO Olt1T8H na,o, Ha cepyMCKaTa rnyK03a Kaj 
3,o,pa81!1 n111u,a, Toa npe,o,cTa8y8a caMo Man npou,eHT o,o, 8KYnHaTa 
aKTV18HOCT Ha neKOT. 
KoMOit1H111p·aHa Tepan111ja co MeT~opM1!1H: 
Bo cry,o,111ja e noKa>KaHo no,o,o6py8at-be Ha MeTa6onHaTa KOHTpona 80 
TeK Ha KOM6111Hit1paHa Tepan111ja co rn111Men1t1p111,o,, cnope,o,eHo co 
MeTcpOpMII1H MOHOTepan111ja, Kaj nau,lt1eHTit1 Kaj KOI/1 He e 
80cnocTa8eHa a,o,eK8aTHa KOHTpona co M2KCit1ManHII1 .0.031!1 
MeTcpOpM1!1H. 
KoM6111H111paHa Tepan111ja co 111Hcynii1H: 
HeM3 MHOry no,o,aTOU,VI 33 KOM6VIH111p2H3 TepanVIja CO VIHCynii1H. Kaj 
nau,ll1eHTit1 Kaj KOI!1 He e 8ocnocTa8eHa a,o,eK82THa MeTa6onHa 
KOHTpona co MaKCit1ManHII1 A031!1 Ha rn1t1Men111p111,o,, Tpe6a ,o,a ce 
3ano4He co 111CT08peMeHa nplt1MeHa Ha lt1Hcynii1H. Bo ,o,8e CTYAII11t1 
,o,o61t1eHit1 ce lt1CTII1 pe3ynTaTit1 3a nocTI!lrHaTaTa KOHTpona np111 ,o,a8at-be 
Ha KOM6111HII1paHa Tepanlt1ja 111 nplt1MeHa Ha 111Hcynii1H MOHOTepan111ja, 80 
ceKoj cnyYaj KOM61!1HII1paHaTa Tepan111ja 6ap2 noHII1CKII1 npoce4HII1 .0.03111 
Ha lt1HCynii1H. 
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5.2. (])apM8KOKUH8TCKU CBOjCTB8 

Ancopnuuja 
o1.1opacnonm+<J1BOCTa Ha rnlf1M9n1.1p1.1AOT nocn9 n9popanHa ynoTp96a 
e KoMnneTHa. 39Mat-b9TO Ha xpaHa H9Ma 3Hal..flf1T9nHo snlf1jaHI.19 Ha 
ancopnu,l.1jaTa, oc8eH wTo ancopnu,1.1jaTa e ManKY OAnO>K9Ha. 
MaKCI.1ManHI.1Te KOHL.J,9HTpaU,If11.1 80 C9pyMOT (Cmax) C9 nOCTI.1rHy8aaT 
np1.16m1>KHO 3a 2,5 Yaca nocn9 n9popanHaTa np1.1M9Ha 111 nocTOII1 
nlf1H9apHa 3a81.1CHOCT M9fy np1.1M9H9TaTa A03a 1.1 Cmax 1.1 AUC. 
/).ucrpu6yuuja 
ln1.1M9n1.1p1.1A 1.1Ma MHOry Man BOnyM9H Ha Alf1CTp1.16yu,1.1ja (OKOny 
8,8 L), Man Kn111P9Hc 1.1 80 ron9M npou,eHT C9 sp3ysa 3a npoTelf1Hif1T9 
80 nna3MaTa (> 99 %). 
Mera6onu3aM u enuMuHauuja: 
Cp9AHOTO nony8p9Me Ha 9nlf1MII1Hau,lf1ja OA nna3MaTa nocne 
nosTop9Hif1 A031.1 1.13H9Cy8a OKony 5 AO 8 Yaca. nocn9 noron9Mif1 A031.1, 
3a69ne>KaHo e He3Hal..fii1T9nHo noAonro 8p9M9 Ha 9nlf1Mif1Hau,lf1ja. 
nocne 9AHOKpaTHa A03a Ha paAif10aKTII18HO o69n9>K9H rnii1M9n1.1p1.1A, 
58 % OA 8KynHaTa paAII10aKTif1BHOCT 9 lf13Mep9Ha 80 yp1.1HaTa 111 35 % 
80 cp9U,9COT. Bo yp1.1HaTa He 9 A9T9KTII1paHa 111HTaKTHa cyncTaHu,a. 
,[lea M9Ta60ni.1Ta, HaCTaHaTI.1 KaKO p93ynTaT Ha M9Ta60nlf13MOT BO 
u,pH1.10T AP06, 1.1A9HT1.1cp1.1U.If1PaHI.1 C9 so ypii1HaTa 1.1 80 cp9U.9COT: 
Xlf1APOKCI.1 A9PI.1BaT 111 Kap60KCI.1 Aep111BaT. 
nocn9 n9popanHa np1.1M9Ha Ha rnii1Menll1p1.1A, T9pMV1HanHoTo 
nonysp9M9 Ha en1.1M111Hau,111ja Ha 081119 MeTa6oni.1Tif1 1.13Hecysano 3 AO 
6, OAHOCHO 5 AO 6 Yaca. Co cnopeA6a Ha eAHOKpaTHO 1.1 nOBTOpeHO 
A03111pat-t>e 9AHaw AH9BHO, He ce 3a6ene>KaHV1 3HaYajHI.1 pa3nii1KI.1 so 
cpapMaKOKI.1HeTI.1KaTa, a 1.1HTpa1.1HAV18111AYanHI.1T9 sap1.1jaU,1.11.1 ce MHOry 
Man1.1. He e 3a6ene>KaHa 3Ha4ajHa aKyMynau,lf1ja Ha neKoT. 
<DapMaKOKI.1HeTCK111T9 napaM9TpV1 C9 Cnll11..fHII1 Kaj nyfeTO OA MaWKII1 
non 111 OA >K9HCKV1 non, KaKo 111 Kaj noMnaA111 111 nocTap111 nau,II19HTV1 
(nOCTapll1 OA 65 rOA111H111) . 
Kaj nau,lf19HTII1T9 co Man Kn1.1p9HC Ha Kp9aTI.1HII1HOT, 3a69n9>KaHa e 
T9HA9HL.J,II1 ja Ha nopaCT Ha Kn1.1p9HCOT Ha rnii1M9n1.1p111AOT 1.1 
HaManyBat-b9TO Ha C9pyMCKII1T9 KOHL.J,9HTpaU,I.1111, WTO 9 nocn9Aif1L.J,a Ha 
3a6p3aHaTa 9nlf1MI.1Hau,ll1ja Ha neKOT nopaAI.1 HaMM9HOTO sp3ysal-b9 
3a npoT9111'!1.1T9 so nna3MaTa. P9HanHaTa 9nii1Mif1Hau,lf1jaTa Ha 
M9Ta6oni.1Tif1T9 e ocna69Ha. 
H9Ma p11131.1K OA aKYMynau,lf1jaTa Ha rn1.1Men111p111A 80 cepyMOT Kaj 081.19 
nau,I.19HTI.1. 

5.3. npeTKflUHUI..fKU n0/],8TOLJU 

TOKCII1KOnOWKI.1Te 111Cnii1TYBal-ba C9 OnWII1pHO Onlf1WaHI.1 80 
EKcn9pTCKI.10T 1113B9WTaj 3a cpapMaKonowKO-TOKCII1KonowKaTa 111 
Kn111HII14Ka AOKYM9HTau,Vlja Ha n9KOT OA 2007 rOA111Ha. 
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6.0. <DAPMAUEBTCKV1 nOUATOUV1 

6.1. Cocras 
1 Ta6neTa COAP)f(lll 2 mg rn111Men111p111A. 
1 Ta6neTa COAP)f(lll 3 mg rniiiMenlllpiiiA. 
1 Ta6neTa COAP)f(lll 4 mg rniiiMenlllpiiiA. 
1 Ta6neTa COAP)f(lll 6 mg rniiiMenlllpiiiA. 

6.2. EKcu.unueHru 
Ta6neru op, 2 mg: 

~ JlaKT03a MOHOXIIIApaT 
MIIIKpoKplllcTanHa u,enyno3a 
HaTplllyM CKpo6eH rniiiKOnaT 

~ 
/"'""\ \ noBIIIAOH 

MarH83111YM CTeapaT 
ooja )f(OnTa E 172 
5oja nnaBa E 132 

Ta6neru op, 3 mg: 
.....- JlaKT03a MOHOXIIIApaT 

MIIIKpoKplllcTanHa u,enyno3a 
HaTplllyM cKpo6eH rniiiKOnaT 

~ noBIIIAOH 
MarHe3111YM CTeapaT 
5oja )f(OnTa E 172 - Ta6neru op, 4 mg: 
JlaKT03a MOHOX111ApaT 

~ 
MIIIKpoKplllcTanHa u,enyno3a 
HaTplllyM CKpo6eH rniiiKonaT 

\ noBIIIAOH 

~ 
MarHe3111YM cTeapaT 
5oja nnaBa E 132 

I Ta6neru op, 6 mg: 
JlaKT03a MOHOX111ApaT 
MIIIKpoKpiiiGTanHa u,enyno3a - HaTplllyM CKpo6eH rniiiKonaT 
noBIIIAOH 
MarH83111YM CTeapaT 
ooja nopToKanoBa E 110 

6.3. naKyaaJ-be 

~ I KYT111ja co 30 Ta6neTII1 OA 2 mg .... 
KYT111ja co 30 Ta6neTII1 OA 3 mg ~ -

I 
KYT111ja co 30 Ta6neTII1 OA 4 mg 

......--- KYTIIIja co 30 Ta6neTII1 OA 6 mg 

I I 
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6. 4. PoK Ha rpaetbe 
3 ro.o,V1HV1 

6.5. Hal..fuH Ha '-waatbe 
,D,a Ce 4YB3 Ha T9Mneparypa .0,0 25°C, 33WTV1T9HO 0.0, CB9TnV1H3. 
nEKOT ,D,A CE YYBA HA MECTA HE,D,OCTAnHV1 3A ,D,EUATA! 

6.6 . KapaKTepUCTUKJ1 Ha BH8Tp8WHOTO (KOHTBKTHO) naKyBatbe 
onV1CTep naKyBal-be OA a.nyMV1HV1YMCKa TBPA3 cponV1ja V1 nBLJ. cpOnV1ja 

6.7. Hal.fuH Ha us,aaaatbe 
neKoT ce V13.o,asa caMo co neKapcKV1 peu,enT. 

7.0. 11Me u BP.peca Ha npousaoP.urenor 
A,D, JAKA 80 Pa.o,oBV1W 
npoV13BO.O,Ha noKaLJ,V1ja: "npsoMajcKa" 6.6. CKonje 
Peny6nV1Ka MaKe.o,OHV1ja 

8.0. /J,ara Ha npaara perucrpau,uja 

9.0. /J,ara Ha nocne,a,Hara peausuja Ha 36upHuor usaewraj sa oco6uHure 
Ha neKOT 

CKonje, CenreMBpV1, 2007 r. 

·. 
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