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CIPROFLOKSAClf\J / JJUDPQ([)J10KCAL{i1h 

3oii1PEH V13BEWTAJ 3A OCOoV1HV1TE HA nEKOT 

CIPROFLOKSACIN I UV1nPO<DJlOKCAUV1H 

ciprofloxacin 

cpV1nM-o6no:>+<eHV1 ra6neTV1 

1. ltlME HA JlEKOT: 

CIPROFLOKSACIN I LJ.I,,nPOCI>JlOKCAL\~H 

2 . KBAJlltlTATltlBEH lt1 KBAHTltlTATltlBEH COCTAB: 

ciprofloxacin {cpvmM-o6no>+<eHII1 ra6ner111 OJJ. 250 mg 111 500 mg 
u,111npocpnoKcau,111H so cpopMa Ha u,111npocpnoKcau,111H X111JJ.poxnop111JJ. ) 

3. <DAPMALJ,EBTCKltl 05Jllt1K: 

4. KJllt1HV1YKlt1 nOUATOLJ,Vl: 

4.1. 

4.2. 

TepanearcKM MH,ll,MKau,MM 
V1HQJ8KL1,111111 K0111 C8 np8JJ,II13BII1KaHII1 OJ], MII1KpOOpraHII13MII1 OC8Tnll18111 Ha 
u,111npocpnoKcau,111H (yporeHII1TanHII1, pecn111paropH111, a6JJ.OMII1HanHII1 , 
KOCK8HII1 111 JJ,pyr111). 
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yp111HapeH TpaKT ,o,o3a o,o, 250 mg, ,o,sa naTII1 ,o,HesHo 11111111 500 mg 
e,o,Haw ,o,HeBHO, 7 - 10 ,o,eHa. Kaj T8WKII1 111HcpeKU,111111 (nHeyMoHII1ja, 

OCT80MII1811111T111C) C8 ,o,asa BO ,0,03111 OA 750 mg ,!J,Ba naTII1 ,!J,H8BHO. 

BpeMeTpael-beTo Ha Tepanll1jaTa Kaj ocTeOMII1811111TII1c e 2 Meceu.111. Kaj 

XpOHII1YHO 6aL.J,II1110HOCII1T811CTBO Ha Ca11MOH811a C8 np111M8Hy8a ,!J,03a OA 

250 mg Y8T111p111 naTII1 ,!J,H8BHO, 4 H8,!J,811111. roHopeja C8 118KYBa CO 

8,!J,HOKpaTHa ,!J,03a O,!J, 250 mg. 
Kaj ocTaHanne 111HQJ8KU.111111 ce ,o,asa ,o,o3a o,o, 500 mg A8a naTII1 

AH8BHO, 7 - 14 ,!J,8Ha. ,0,03111pa1-b8TO Kaj 6011HII1 CO T8WKO OWT8T8Ha 

cpyHKU,II1ja Ha 6y6p83111T8 3a8111CII1 OA K11111p8HCOT Ha Kp8aTII1H111HOT: no,o, 

20 ml/min. ce npenopaYysa ,o,asal-be Ha no110BII1Ha o,o, A03111Te 

npenopa1.1aH111 norope 11111111 3r011eMysal-be Ha speMeHCKII10T 111HTepsa11 

Mefy ,!J,03111T8. 

4.3. KOHTP8UH/],111K8U.II1111 

npeOC8T11111BOCT Ha L.J,111npocp110KCaL.J,II1H 11111111 ,o,pyr111 K111H0110HII1. neKOT H8 

Tpe6a ,o,a ce ,o,a8a Ha ,o,eu.a , M11a,o,111 80 cpa3a Ha pacTel-be, np111 

6p8M8HOCT 111 11aKTau,111ja. 

4.4. MepKII1 H8 nperna3nii1BOCT 

LJ.II1npOcp110KCaL.J,II1HOT Tpe6a BHII1MaT811HO ,o,a C8 np111M8HyBa Kaj 

nOCTap111 6011HII1 , 6011HII1 CO OWT8T8Ha cpyHKL.J,II1ja Ha 6y6p83111T8 111 

U.PHII10T ,o,po6, KaKO 111 Kaj 6011HII1 OA en11111enc111ja. nau,II18HTII1T8 KOII1 ce 

118KysaaT co u,111npocp110Kcau,111H Tpe6a Aa ro 11136erHy8aaT coHYal-beTo 

111 1113110;>KyBal-b8TO Ha Y11TpaBII10118TOBII1 3paU,II1. 

4.5. t1Hrep8 KU.111111 

np111 111CT0Bp8M8HO ,O,aBat-b8 Ha aHTaL.J,II1,!J,II1 , MY11TII1BII1TaMII1HCK111 

npenapaTII1. 111 co11111 Ha ;>K811830 ,o,oara ,o,o cMa11ysal-be Ha ,o,ejcTBOTO Ha 

L.J,111npOcp110KCaU,II1HOT. V1CT0Bp8M8Ha np111M8Ha Ha rQ118MII1 ,0,03111 

L.J,111npOcp110KCaL.J,II1H (1 500 mg 11111111 nOB8K8, AH8BHO) 111 T80cp11111111H MO;>K8 

,o,a npe,o,II138111Ka 3ro11eMy8at-be Ha KOHU.eHTpau,ll1jaTa Ha Teocpii111111H so 

nna3MaTa. 

4.6. f>peMeHOCT 111 /l,OeJ-be 

Cnope,o, FDA cnara BO KaTerop111ja C. 
LJ.II1npocpnOKCaU,II1H MO;>K8 ,o,a C8 KOpii1CTII1 80 T8K Ha 6peM8HOCTa CaMO 

so o,o,pe,o,eHII1 c11yYa1t1 Kora n oTeHu,ll1 j a11HaTa KOPII1CT 3a MajKaTa ro 

onpa8,o,ysa p1113111KOT 3a cperycoT. MajKII1Te KOII1 ,o,ojaT Tpe6a ,o,a ro 

np8KII1HaT A08t-b8TO 3a Bp8M8 Ha Tp8TMaHOT. 

4.7. Bnuj8Hue Bp3 cnoco6HOCT8 38 B03eJ-be 11111111 p8J<YB8J-be co M8WMHM 

B006111Ya8HII1T8 ,0,03111 Ha U,111npocpnOKCaU,II1H MO;>KaT ,o,a ja HaMa11aT 

KOHL.J,8HTpaU,II1jaTa Ha naL.J,II18HTOT nOC86HO ,!J,OK011KY C8 38MaaT CO 

anKoxon. nau.111eHTOT Tpe6a ,o,a ce npe,o,ynpe,o,111 ,o,eKa HerosaTa 

CnOC06HOCT 3a B038t-b8 111 ynpasysat-b8 CO MaWII1H111 BO T8KOT Ha 

Tepanll1jaTa K:e 6111,o,e HaManeHa. 
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4.8. HecaKaHu /l,ejcTsa 

80 TeKOT Ha Tepanl!tjaTa CO U,1!1npocpnOKCaU,Ii1H HeCaKaHI!tTe AejCT8a Ce 
8orna8HO peTKI!t. Mo>t<aT Aa ce ja8aT anepr1!1CKI!1 peaKU.Iitl-1, 6onKl-1 80 
3rno6081!1Te l-1 MyCKYI1l-1Te, rna8o6onKa, 8pTorna8l-1U.a, HeMl-1p , npei..!Kl-1 
80 COHOT, pa3Apa3Ill-180CT l-1 npei..!Kl-1 80 KOOpAl-1HHaU,l-1jTa Ha 
A8l-1>Ket-baTa. Bo TOj cny1..1aj orpaHl-1\..leHo e aKTl-18HO y4eCT80 80 
coo6pat<:ajoT KaKo l-1 pa6oTa Ha MaWl-1Hl-1. KaKo racTpol-1HTeCTl-1Hai1Hl-1 
Tero6l-1 MO>KaT Aa Ce ja8aT Mai..IH1!1Ha, 60J1Ka 80 CTOMaKOT, ry6et-be Ha 
aneTl-1T, no8pat<al-be l-1 npom-18. Bo cny•-mj Ha noja8a Ha TeWKl-1 l-1 
AOilrOTpajHl-1 npOill-181!1 , 8eAHaW Tpe6a Aa ce npeKl-1He Tepanl-1jaTa CO 
U,l-1npocpnoKcau,l-1H. Mo:>+<Hiit ce 1t1 Mlt1Hill-18lt1 3roneMy8al-ba Ha 
8peAHOCTl-1Te Ha 6111nl-1py61!1HOT, KpeaTl-1Hii1HOT 80 cepyMOT l-1 eH3l-1Mii1Te 
Ha u,pHl-10T AP06. 

4.9. npe/l,03Up81-b8 

npeA03l-1pat-beTo MO:>+<e Aa npeAii138l-1Ka raAel-be, no8paKat-be, 
Alt1japea, rna8o6onKa l-1 8pTorna81!1u,a. Bo noTeWKl-1 cny1..1al-1 MO:>+<e Aa 
npeAl-138l-1Ka KOHcpy3l-1ja, TpeMOp, X3IlYU.l-1H3U,l-1l-1 l-1 KOH8YI13lt1l-1. npl-1 
npeA031!1pat-be noTpe6HO e Cl-1MnTOMaTCKO neKY8at-be. ,0,o6paTa 
Xl-1APaTau,lo1ja l-1 au.111Aii1¢l-1Kau,lt1ja Ha ypl-1HaTa ce MHory 6111THlt1 6l-1AejKlt1 
ja cnpe1..1y9aaT Kplt1cTanl-13au,l-1jaTa. XeMOAl-1jam13aTa Killt1HIIII..!Kl-1 HeMa 
ecpeKT npl-1 l-1HTOKCl-1KaU,IIIjaTa. 

5.0. <DAPMAKOJlOWKV1 CBOJCTBA 

5.1. (J)apM8KO/l,UH8MCKJ1 CBOjCTBa 

- cpapMaKoTepanl-1cKa rpyna 
cpnyopOKif1HOJ10HCKO aHTif1Mif1Kp06HO cpeACTBO 

- M9XaHl-13aM Ha A9jCT80 Ill cpapM3KOAl-1H3MCKl-1 ecpeKTl-1 
Ll,l-1npOcpilOKC3U,l-1HOT npl-1nafa H3 rpynaTa cpnyopOKl-1HOI10HCKIII 
aHTl-1Ml-1Kpo6HIII cpeACT8a co w111poK cneKTap Ha AejcT80. 
b3KT9pl-1U,Ii1AHOTO AejCT80 Ha U,l-1npocpnOKC3U,Ii1HOT ce OCT83py8a CO 
l-1HX1116l-1U,111ja Ha eH3l-1MOT ,0,HK-rl-1pa3a, H90nXOA9H 33 Clt1HTe3a Ha 
6aKTepl-1CKa ,D,HK. CneKTapoT Ha A9jCT80 Ha u,l-1npocpnoKcau,l-1HOT r111 
8KI1Yl-IY83: 
rpaM(-) Ml-1KpoopraHI!13MW Escherichia coli , Salmonella spp., Proteus 
spp., Ktebsiella spp. , Enterobacter spp. , Haemophilus influenzae, 

. Acinetobacter spp.; 
rpaM(+) MIIIKpoopraHIII3Mlt1: Staphylococcus spp. , Streptococcus spp ., 
Streptococcus faecalis ; 
CnpeMa Pseudomonas aeruginosa noKa:>+<ysa noroneMa 
AeilOT80pHOCT OA neHl-1U,Ii1IliiiHl-1Te, u,ecpanocnopl-1Hl-1Te l-1 
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Chlamydia trachomatis, Mycoplasma hominis, Mycobacterium 
tuberculosis. 

5.2. (!JapM8KOKI1H8TCKI1 CBOjCTBa 
UltlnpocpnoKcau,ltlHOT MHory 6p3o 1t1 A06po ce pecop61t1pa OA 
raCTpOlt1HT8CTlt1HaJ1Hlt10T TpaKT, a MaKCltlManHa KOHU,8HTpau,ltl ja ce 
nOCTltlrHyBa 3a 1 - 2 4aCa. nonysp8M8TO Ha 8J1lt1Mlt1HaU,ltlja Ha 
u,ltlnpocpnoKcau,ltlHOT e 3- 4 Yaca. ,llo6po ce Alt1CTplt16yltlpa Hlt13 CltlTe 
TKltlsa. oltlopacnono>KltlBOCTa Ha u,ltlnpocpnoKcau,ltlH e oKony 70 %. 3a 
npoTelt1Hlt1Te so nna3MaTa ce sp3ysa 20- 40 %. Toj ja npeMltlHysa 
nnau,eHTapHaTa 6ap1t1epa 1t1 ce lt13naYysa so Maj4lt1HOTOT MneKo. 
L.lltlnpocpnoKcau,ltlHOT sornasHo ce lt13naYysa npeKy 6y6pe3lt1Te. 

5.3. npeTKfli1HI1LfK11 nO/l,aTOL/,11 
ToKClt1KonowKlt1Te ltlCnltlTYBal-ba ce onwltlpHo onltlwaHltl so 
,llonOJ1H8Hlt18 Ha cpapMaKOJ10WKO Mlt1CJ181-b8 ( 2007 r.) 

6.0. CDAPMAL.lEBTCKV1 nO,llATOL.lV1 

6.1. Cocraa 
1 cpltlnM-o6no>KeHa Ta6neTa COAP>Kltl 250 mg u,ltlnpocpnoKcau,ltlH so 
cpopMa Ha U,ltlnpocpnOKCaU,ltlH Xlt1APOXJ10plt1A. 
1 cpltlnM-o6no>KeHa Ta6neTa COAP>Kltl 500 mg U,ltlnpocpnoKcau,ltlH so 
cpopMa Ha U,ltlnpocpnOKCaU,ltlH Xlt1APOXJ10Plt1A . 

6.2. EKcu,unueHTI1 
n4eHKapeH CKp06 
noBltlAOH • 
MltlKpoKpltlcTanHa u.enyno3a 
KpocnOBltlAOH 
KOJ10lt1A8H Clt1J1lt1U,lt1YM AltlOKCltlA 
MarHe31t1YM cTeapaT 
X1t1npoMeno3a 
,ll1t16yT1t1J1 cpTanaT 
TltlTaH AltlOKCltlA 
MaKporon 6000 

6.3. naK'fBal-be 
KYTltlja co 10 cpltlnM-o6no>KeHlt1 Ta6neTlt1 OA 250 mg 
KYTltlja co 10 cpltlnM-o6no>KeHlt1 Ta6neTlt1 OA 500 mg 

6.4. PoK Ha rpael-be 
3 rOAltlHltl 

6.5. HatfuH Ha LfyBal-be 
,lla ce Yysa Ha TeMnepaTYpa AO 25°C, 3aWTlt1TeHo OA cs . 
nEKOT ,D,A CE YYBA HA MECTA HE,llOCTAnHV1 3A nl"rit~,......,~ 
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6.6. KapaKrepucruKu Ha BHarpewHoTO (KOHTaKTHo) naKysaJ-be 
om1CTep naKyBatt>e OA anyMV1HV1YMCKa TBpga cpOnVlja V1 nBU cpOnVlja 

6.7. Hal.fuH Ha u3p,asaJ-be 
neKOT ce V13Aasa caMo co neKapcKVl peu,enT. 

7.0. J1Me u ap,peca Ha npou3sop,urenor 
A)J, JAKA 80 PagOBVIW 
npoV13BOAHa noKaU,Vlja: npsoMajcKa 6.6. CKonje 
Peny6nV1Ka MaKeAOHVlja 

8.0. ,D.ara Ha npsara perucrpau.uja 
08.11.2001 

9.0. JJ.ara Ha nocnep,Hara pesu3uja Ha 36upHuor u3sewraj 38 oco6uHure 
H8 neKOT 

CKonje, JaHyapVl, 2008 r. 


