
Dpep,aar 3611peH i13Bewraj .38 oco6#Hure'f.ia .neKQT 
PENTOKSIFILIN I nEHTOKCt1(J)t1flt1H 

35V1PEH V13BEWTAJ 3A OC05V1HV1TE HA nEKOT 

PENTOKSIFILIN I nEHTOKCV1<DV1nV1H 

pentoxifylline 

o6no>KeHlt1 Ta6neTlt1 

1. V1ME HA nEKOT: 

PENTOKSIFILIN I nEHTOKC~<l>~fl~H 

2. KBAnV1TATV1BEH V1 KBAHTV1TATV1BEH COCTAB: 

pentoxifylline (06IlO>K8HV1 T86Jl8TV1 OA 400 mg) 

3. CDAPMALJ,EBTCKV1 Oonlt1K: 

o6no>KeHL-t ra6nerL-t 

4. KnV1HW1KV1 nO,D.ATOLJ,V1: 

4 .1. TepanearcKu 11HJ1.11Kau,uu 
- nopeM~TJ'881-be Ha nepV1cpepHara aprepV1cKa u,V1pKynau,V1ja V1 
MV1KpOu,V1pKynau,V1ja nopagV1 arepocKnepo3a, AV1ja6er - claudicatio~~~' 

intermitens, angiopatia diabetica, endangitis obliterans; ~~:c.\ 80 .;'"';~;;. .... ~ 
- AV1CTpOcpV14HV1 nopeM8TJ'881-b8 (n?CTTpOM60TV148H CV1HAPOM, ~ (;«; J~f' ' t):J ~\\ 
raHrpeHa, npoMp3nV1HV1, ulcus cruns); ;; ~ . ~~I 

( ) 
:t: P :Z:} 

- aHrV10He8ponaTV1V1 nopeTKO ; ": ~ ( ~ ~~ 
- H8M8IlYB81-b8 Ha cy6jeKTV18HV1T8 CV1MnTOMV1 npV1 M0304HV1T8 C\ • 0co'Y~~/, 
nopeMery8af-ba 80 u,V1pKynau,V1jara (V1cxeMV14HV1 HanagV1, nocneg . ~-!! _,i_~.-... ;;j 
H8 M0304H8T8 TpOM6038, XpOHV14H8 u,epe6p8IlH8 V1HCycplliU,lli8HU,V1J8, ~ 
KaKo V1 np111 nopeMerysaf-baTa Ha U,V1pKynau,ll1jara Ha 04V1Te ( aKyTHV1 111 
XPOHII14HII1 COCTOj6111 H8 H8A080JlH8 U.111PKYI18LJ,II1ja 80 Mp8>KH111LJ,8T8); 
- Hapywysaf-be Ha U,111pKyil8LJ,V1j8T8 80 8H8Tp8WHOTO Y80. 



npeJ]J70r 36upeH 11388WTaj 3a OC0611HUTe Ha !78KOT 
PENTOKSIFILIN I nEHTOKCMCDMflMH 

4.2. J].o3upa1-0e u Hal.fuH Ha ynorpe6a 

4.3. 

4.4. 

4.5. 

neKOT Ce )J,03111pa 80 3aBII1CHOCT OJ], 3a6onysat-b8TO. 
Ta6neTII1Te ce aJJ,MII1HII1CTp111paaT u,en111 no jaJJ,et-be. 
Bo noYeTOKOT Ha neKysat-beTo ce npenopaYysa 3 naTII1 Ha JJ,eH no 1 
o6nmKeHa Ta6neTa OA 400 mg. D.HeBHII1 A03111 noroneMII1 OA 1200 mg 
H8MaaT JJ,OnOnHII1T8nHa Tepanii1CKa Bp8JJ,HOCT. 0TKaKO COCTOj6aTa Ha 
6onHII10T Ke ce noJJ.o6pll1, JJ.03aTa ce HaManysa Ha 2 naTII1 Ha JJ.8H no 1 
o6no>KeHa Ta6neTa OJJ. 400 mg. 
np111 no6nar111 o6n111u,111 Ha 3a6onysal-ba, JJ,osonHa e JJ.HesHa JJ.03a OJJ. 2 
o6no>KeHII1 Ta6neTII1 OJJ. 400 mg OA noYeToKOT Ha TpeTMaHoT. 
Tepanii1CKlt10T ecpeKT MO>Ke JJ,a ce oYeKysa no 2-4 HeJJ,enll1 OJJ. 
noYeTOKOT Ha TpeTMaHoT, so OAAenHII1 cnyYall1 neKysat-beTo Mapa JJ,a 
Tpae AO 8 HeJJ,enlt1. 

f].o3upa1-be npu 6y6pe)f(Ha uHcycpuu.ueHu,uja: 
Bo cnyYaj Ha Kn111peHc Ha KpeaTII1HII1H nog 10 ml/min. (O, 16 ml/s)ce 
aJJ,MII1HII1CTp111pa 50-70 % OJ], B006111YaeHaTa JJ,03a. 
Kaj nau,111eHTII1 Ha xeMOJJ.II1janll13a ce npenopayysa JJ,a ce 3anoYHe co 
JJ.H8BHa JJ.03a OJJ. 400 mg, Koja Mo>Ke nocTeneHo JJ,a ce 3roneMysa (so 
111HTepsanll1 H8 nOManlll OJ], 4 )J,8Ha) JJ,O B006111YaeHaTa )J,H8BHa )J,03a. 

KOHTP811HJJ.I1K8U.1111 
- npeOC8Tnlt1BOCT KOH n8HTOKC111cp111nii1H 111/111nlt1 KOH JJ,pyn.ne neKOBII1 OA 
KCaHTII1HCKaTa rpyna (TeOcp111nii1H, KOcp8111H , XOnii1H T80cpll1n111HaT, 
aMII1HOcpll1nt.-1H 111 T806pOM111H); 
- H80)J,aMHa npene>KaH MII10KapJJ,8H 111HcpapKT; 
- nopcp111p111ja; 
- noTeWKII1 o6nii1LJ,II1 Ha Kpsapel-ba. 

MepKu Ha npema3nusocr 
n au,ll1eHTII1Te JJ,o6po ro noJJ,HecysaaT neHTOKC111cpll1n111HOT. 
D.o3aTa Mapa JJ,a ce HaManll1 Kaj 6onHII1 co HIII30K 111n111 H8CTa6111neH 
Kp88H np111TII1COK. 
npeTna3nii1BOCT e noTpe6Ha 111 Kaj nau,111eHTII1 co cpu,esa cna6ocT 111 
xenaTanHa 111n111 6y6pe>t<Ha 111Hcycp111u,111eHu,111ja. 
HeMa noJJ,a; ou.111 3a C111rypHocTa Ha neKOT Kaj nau,111eHTII1 noJJ, 18 
rOJJ,111 WHa B03paCT. 

MHrepaKu.uu 
l\111M8H1A111H : KOaJJ,M111HII1CTpll1pal-be Ha neHTOKCII1cpll1nll1 111 U,111M9 
)J,088JJ,ysa )J,O 3HaYII1T8nHO 3roneMyBal-be Ha nna3MaTCKII1T9 



f7pe,a,nor 36upeH u3aewraj 3a oco6uHure Ha neKor 
PENTOKSIFILIN I f7EHTOKCt1([)J1Jlt1H 

a,o.MI!1HI!1CTp1!1 pat-be ,o.ose,o.ysa .o.o 3roneMysat-be Ha nna3MaTCKI!1Te 
KOHU,8HTpaU,I!11!1 Ha T80Q:>1!1n1!1H 1!1 ,0.0 30 %. 
Bapcpap11'1H : Kaj nau,II18HT1!1 KOI!1 1!1CTospeMeHo np1!1MaaT 8apcpap1!1H 111 
neHTOKC1!1cpllln iiiH , nOTpe6HO 8 n048CTO np08epy8at-be Ha Bp8,0.HOCTIIIT8 
Ha KOarynaU,I!10HI!1T8 T8CT08111 (npoTpOM6111HCKO 8p8M8). 
AHTII'1XII'1nepT8H311'1BII'1 : neHTOKCI!1Q:>I!1niiiHOT MO:>Ke ,o.a r111 nOT8HU,111pa 
aHTI!1X1!1nepTeH31!1BHI!1Te ecpeKTI!1, np111 wTo e noTpe6Ho np111naro,o.ysatt>e 
Ha .0.031!1Te . 
AHT11'1A11'1ja6eTII'1U.II'1 : so ni!1TepaTYpaTa ce 3a6ene>KaHI!1 cnyYal!1 Ha 
3roneMyBal-be Ha Xl!1nOrn1!1K8MIIIYHI!1T8 ecpeKTIII Ha 1!1HCyni!1HOT 1!1 
opanHI!1Te aHTI!1AI!1ja6eTI!1U.1!1 , HO 1!1CKYCTBaTa co osaa nojasa ce 
KOHTpa,O.IIIKTOpH1!1. 

4.6. EpeMeHocr u ,a,oel-be 
Bo TeK Ha 6peMeHocTa neHTOKC1!1QJIIIni!1HOT ce np111MeHy8a caMo 
AOKOnKy neKapOT OU,8HIII A8Ka Tepanl!1jaTa e HeOnXOAHa. 
Bo TeK Ha naKTau,l!1jaTa, 1!1HAI!1B111AYanHo Tpe6a .o.a ce ou,eHIII .o.an111 Ke 
C8 np8KIIIH8 CO ,0.08t-b8TO 111n111 CO 38Mat-b8TO Ha neKOT. 

4.7. BnujaHue ap3 cnoco6Hocra 3a ao3el-be unu paKyaal-be co MawuHu 
neHTOKCIIIQJ1!1niiiHOT MO>Ke Aa np8AI!138111Ka Xl!1nOT8H31!1ja 1!1 
spTornas111u,a. Bo os111e cnyYalll He e npenopaYniii80 80381-be Ha 
aBTOM061!1nl!1 111n111 paKyBal-b8 CO MaWI!1H1!1. 

4 .8. HecaKaHu ,a,ejcraa 
HajYeCTI!1 HecaKaHI!1 .o.ejcTsa OA ynoTpe6aTa Ha neHTOKCI!1QJ1!1niiiH ce 
OA CTpaHa Ha _racTp01!1HT8CTI!1HanHI!10T TpaKT: ,0.1!1Cnencl!1ja, ra,o.el-be Ill 
nospaKatt>e. 081118 HecaKaHIII .o.ejcTsa HajYecTo He 6apaaT npeKIII H Ha 
Tepanl!1jaTa 111 1!1CYe3HysaaT co HaManysat-be Ha A03aTa 111n111 co 
npoMeHa Ha no3onorll1jaTa. 
0A CTpaHa Ha L1,8HTpanHI!10T HepseH CI!1CT8M HOT1!1paHI!1 ce 
spTorna81!1U,a, rnaso6onKa 111 TpeMop. 
0A KapA11108aCKYnapHIIIT8 HeCaKaHIII ecpeKT1!1 MO>Ke ,o.a AOjAe AO 
nojasa Ha xlllnOTeH3111ja, u,pseH111no Ha n111u,eTo 111 nanniiiTaU,I!1111. 
Kaj noManKy OA 0 ,1 % TpeT111paHIII nau,111 eHT1!1 , HOT1!1paHa e nojasa Ha 
neyKoneHI!1ja_. ~=~ ....... 

4.9. . f7pe,a,o3upa!-be 
nps111 3Hau,lll Ha npe,o.031!1pat-be ce : ManaKcanocT, spTornas111 
TaXI!1KapAIIIja 1!1 XlllnOT8H3111ja. 
3Hau,lll Ha Tpyett>e ce : u,p88HIIIno, 6ecco3HaHIIIe, nospaKatt>e, 
apecpneKCI!1ja 1!1 TOHIIIYHO-KnOHIIIYHI/1 rp48BI!1. 
CIIIMnToMaTcKa Tepanl!1jaTa : npoMIIIBat-be Ha >KenyAHIIIKOT, 
o.o.p>Kysat-be TeH 31!1ja 111 pecn111pau,111ja. 



npe,[J.J70I 36upeH JII3Bewraj 38 OC06JI1HJIITe Ha neKOT 
PENTOKSIFILIN I nEHTOKCt4(])/1flt1H 

5.0. 

5.1. 

5.2. 

<DAPMAKOnOWKV1 CBOJCTBA 

(])apMaKO/l.MHaMCKM caojcraa 
- cpapMaKoTepanlllcKa rpyna 
nep~cpepeH ea30A~11aTaTop 

- M8XaH!113aM Ha ,o.ejCTBO Ill cpapMaKO,O.IIlHaMCKIIl 8QJ8KTII1 
neHTOKCII1QJIIlm1HOT 8 M8TIIlnKCaHTII1HCKII1 ,o.eplllBaT KOj fill no,o.o6pysa 
xeMopeonowKMTe csojcTsa Ha KPBTa np 111 3a6onysal-ba Ha KPBHIIlTe 
ca,o.os111 Ha neplllcpepllljaTa 111 so u,eHTpanHIIlOT HepseH ClllCTeM , 
HaManysaj KIIl ja BlllCK03HOCTa Ha KpsTa , aTX83111BHOCTa 111 arperau,111j aTa 
Ha Kn8T04HII1T8 eneM8HTII1 , KaKO Ill 3roneMysajK!11 ja cpneKCII16111nHOCTa 
Ha ep111Tpou,II1TII1Te. Ha Toj Ha4!11H ce oso3MO>Kysa no.o.o6pysatt>e Ha 
OKCIIlf8HaU,IIljaTa Ha TKIIlBaTa np111 naTOnOWKIIl COCTOj6111 KOIIl ce 
KapaKTep1113111paaT co HaManeHa u,111pKynau,111ja Ha KpsTa. 
MexaHII13MOT Ha ,o.ejcTBo Ha neHTOKCIIlcplllnlllH ce o6jacHysa npeKy 
111HXII16111U.IIlja Ha cpoccpo,o.ll1eTepa3aTa np111 wTo ce 3roneMysa 
KOHU.eHTpau,MjaTa Ha cAMP so TKIIlBaTa. V1cTospeMeHo ce 3roneMysa 
KOHU.8HTpau,MjaTa Ha 111HTpau,enynapH1110T ATP 111 ce MeHysa o,o.HocoT 
noMefy ATP 111 ADP. Ce cMeTa ,o.eKa no,o.o6pysatt>eTo Ha KPBHIIlOT 
npoToK Kaj neplllcpepHaTa U.lllPKYnaTopHa !11Hcycpll1u,llleHu,lllja ce .o.on>t<111 
Ha X8MOpeonOWKII1T8 OC06111HII1 Ha n8HTOKCII1cpll1n111HOT, TaKa WTO CO 
3roneMysal-beTo Ha cpneKCII16!11nHocTa Ha ep111TPOU.111TII1Te ce HaManysa 
BlllCK03HOCTa Ha KpBTa Ill C8 no,o.o6pysa MII1KpOU,IIlpKynau,!l1jaTa. 
EcpeKTIIlTe sp3 arperau,111jaTa Ha eplllTPOU.IIlTIIlTe 111 TpoM60U,IIlTII1Te KaKo 
111 ,o.enysal-b8TO Bp3 KOHLI,8HTpaU,IIljaTa Ha cp1116p111H0f 8HOT 111CTO TaKa 
np111,o.oHecysaaT 3a no,o.o6pysatt>ep Ha npoTOKOT Ha HII1BO Ha 
Kan111nap111 KOIIl_ ce noM an ill o.o. 5 MlllKPOHIIl, a KOIIl rill nponywTaaT 
8pi11Tp0L1,111TII1T8 CO roneM!I1Ha 0,0. 7 M111Kp0HIIl. 
noHOBIIl no,o.aTOU.IIl yKa>t<ysaaT ,o.eKa neHTOKCIIlcplllnlllHOT sn111jae Ha 
HaManysal-b8 Ha C03,o.asal-b8TO Ha 111HT8pneyKII1H111 BO MOHOL1,111TII1T8 Ill 
MaKpocparMTe 111 Ha TOj Ha4111H ro HaMany8a 111HcpnaMaTopH1110T 
o,o.ro8op. V1crospeMeHo, neHTOKC111cplllnlllHOT sn111jae 111 8P3 
npon111cpepau,111jara 111 aKTII1sau,MjaTa Ha MOHOU.111TII1Te 111 n111MQJOU.111TII1Te, 
a BO XlllnOOKC1114HIIl COCTOj6111 ja pe,o.yu,111pa npo,o.yKU,111jaTa Ha 
TpoM6oMo,o.ym1HOT 111 npoKoarynau,MoHaTa aKn1 BHOCT. ~~~' LA~ c,TBo 41/ • " <--({ a #'.· .. 

~ A:."' • .,c;; "'1 ''((\\ 

(])apMaKOKMffercKM caojc raa ; ~ 1!":,""~ '€: w 
I ~:~ -".,. IJ Cl• 

no nepopanHa npii1M8Ha, neHTOKC111cp111nlllHOT ,o.o6po 111 6p3o ce a. s 't:'f>.v:r';! l> ~1 
pecop6111pa o.o. ,O.IIlrecTII1BHII10T rpaKT, HO no.o.nerHysa Ha cpeHOMeH · c"'i· ~,~ <o$~ ~ 
Ha "nps npeMII1H" Hll13 u,pHIIlOT ,o.po6. E>p3o ce MeTa6onll13!11pa so + 0 • . ? .. "" 

r; ' -cpapMaKonowKIIl aKTII1BeH Mera6onlllr, .o.o.o.eKa no nar Ha OKC111,o.au,111 ja ""-
npeMII1Hy8a 80 HeKonKy HeaKTII1BHII1 MeTa6on111n1. )J.oKonKy ce ,o.a8a co 
xpaHa, ce 3a6asysa pecopnu,111jaTa, HO He ce HaManysa Hej3111HaTa 
anconyrHa spe,o.HOCT. 
neHTOKCII1cj:)ll1nii1HOT ce enii1MII1HIIlpa 80 HajroneM .o.en npeKy yp111Hara 
(95 %), a oKony 4 -5 % npeKy cpeu,ecoT. 
KaKo 111 ocTaHanne MeTII1nKcaHTII1H111 , 111 neHTOKC111cp111nii1HOT ce 
enii1MII1HIIIpa Ill npeKy Mn8KOTO. 



t7pe!1.J10T 36upeH J13B8WTaj 38 OC0611HJ1T8 Ha fl8KOT 
PENTOKSIFILIN I nEHTOKCt1(])t1flUH 

Kaj 6onHI!l co 6y6pe>t<Ha IIIHCYQJIIIU.IIleHu,lllja yTBpJJ.eHo e HaManysal-be 
Ha Knl!lpeHCOT Ha neHTOKCI!lcplllnlllHOT. 

5.3. t7peTKflJ1HJ14KU n0/1,8TOU,U 
ToKCI!lKonowKI!lTe l!lCnlllryBal-ba ce onwl!lpHo on111waH111 so 
)J.ononH8HII18TO Ha cpapMaKOnOWKOTO MlllCnel-be ( 2008 r.) 

6.0. <DAPMALJ,EBTCKV1 nO,D.ATOLJ,V1 

6.1. Cocraa 
1 o6no>KeHa Ta6neTa COJJ.P>KIIl 400 mg neHTOKCI!lcplllnlllH. 

6.2. EKcu.unueHru 
X111JJ.POKCIIleTI!lnu,enyno3a 
KonoBIIIJJ.OH 
TanK 
MarHe3111YM cTeapaT 
Caxapo3a 
TlllTaH JJ.IIIOKCIIIJJ. 
MaKporon 6000 
AKau,111ja 
5oja po3esa 85 E 122 

6.3. t7aKyB8f-b8 
KYTIIlja co 20 o6no>KeHII1 Ta6neTI!l OJJ. 400 mg 

6.4 . PoK Ha rpae!-be 
3 rQJ],IIlHI!l 

6.5. Ha4uH Ha 4yaaf-be 
,D.a ce LJysa Ha TeMnepaTypa JJ.O 25°C, 3aWTII1TeHo OJJ. cseTnlllHa. 
nEKOT ,D.A CE LfYBA HA MECTA HE,D.OCTAnHV1 3A ,D.ELJ,ATA! 

6 .6. KapaKT8pUCTt1Kt1 H8 BH8Tp8WHOTO (KOHTBKTHO) naKyBaf-be 
onlllCTep naKyBal-be OJ], anyMIIIHIIIYMCKa TBpJJ,a cp0n111ja Ill nBLJ, cpon111 ja 

~=~ ...... 
6.7. . Ha4UH Ha U311.aaaJ-Oe 

neKoT ce 1113JJ,asa co neKapcKIIl peu.enT. 

7.0. UMe u a11.peca Ha npou3B0/1,urenor 
A,D. JAKA 80 PaJJ,OBIIIW 
np01113BOJJ,Ha noKaU,IIlja"npsOMajcKa, 66-CKOnje 
Peny6nii1Ka MaKeJJ.OHIIlja 

8.0. JJ.ara Ha npaara perucrpau.uja 
20.11.1991 roJJ.. 



npefinor 36upeH U388WTaj 3a OC0611HUT8 Ha 118KOT 
PENTOKSIFILIN I nEHTOKCI/I(]Jt1J71//H 

9.0. ,D.ara Ha nocne!J.Hara pesu3uja Ha 36upHuor U3Bewraj 3a oco6uHure 
Ha 118KOT 

CKonje, AeKeMBplt1 , 2011 r. 


