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35V1PEH V13BEWTAJ 3A OC05V1HV1TE HA JlEKOT 

KOTRIMOKSAZOL I KOTPV1MOKCA30n 

co-trimoxazole 

Ta6nen1, nepopanHa cycneH3V1ja 

1. VlME HA nEKOT: 

KOTRIMOKSAZOL I KOTP1r1MOKCA30fl 

2. KBAnVlTATVlBEH V1 KBAHTV1TATV1BEH COCTAB: 

3 . 

co-trimoxazole (sulphamethoxazole + trimethoprim) 
1 Ta6neTa OA 480 mg COAP>Klt1 400 mg cyncpaMeToKca3on + 80 mg 
Tplt1M8TOnplt1M. 

1 Ta6neTa OA 120 mg COAP>Klt1 1 00 mg cyncpaMeTOKCa3on + 20 mg 
Tplt1M8TOnplt1M . 

5 ml cycneH3lt1ja COAP>Klt1 200 mg cyncpaMeToKca3on + 40 mg 
Tplt1M8TOnplt1M. 

CDAPMALI,EBTCKVl OonVlK: 
ra6nen.., 
opanHa cycneH3~ja 

4. KnV1HV14KV1 nO)J,ATOLI,Vl: 

4 .1. TepanearcKu UH/l,UKau,uu 
- V1HcpeKU.lt1lt1 Ha yplt1HapHlt10T TpaKT: U.lt1CTlt1Tlt1C, U.lt1CTOnlt1enlt1Tlt1C, 

peU.lt1Alt1Blt1pa4Klt1 lt1Hcp8KU.lt1lt1 ; 

- lt1Hcp8KU.lt1lt1 Ha pecnlt1paTOpHlt10T TpaKT : aKyT8H lt1 Xp0Hlt148H 

6pOHXlt1Tlt1C, 6pOHXlt18KTa3lt1lt1 , nH8YMOHlt1ja , nypyneHTeH nnesplt1Tlt1C, 

TOH3lt1nlt1Tlt1C, Clt1HY31t1Tlt1C , cpaplt1Hrlt1Tlt1C, 0Tlt1Tlt1C M8Alt1ja; 

- lt1Hcp8KLJ,lt1lt1 Ha raCTp01t1HT8CTlt1HanHlt10T TpaKT: 6aKT8plt1CKa 

Alt13eHTep1t1ja, Tlt1cpyc, napaTlt1cpyc, socnaneH1.-1ja Ha Alt1recTlt1BHlt10T 

TpaKT, KOnepa. 

- reHlt1TanHlt1 1t1 seHeplt14Hlt1 lt1Hcp8KLJ.lt1lt1. 



4.2. /1,o3upa!-be u Hal..fuH Ha ynorpe6a 
B03f280j.!1 u AB48 nocrapu O!J. 12 ro!J,uHu: 2 ra6nen1 o,o, 480 mg 
ceK0111 12 Yaca. np111 npo,o,on>KeHo neYetbe (no,o,onro o,o, 14 ,o,eHa) ce 
,o,asa 1 ra6nera o,o, 480 mg ,o,sa naTII1 ,o,HesHo. 
IJ@a: Boo6111YaeHa ,o,HesHa ,o,o3a e 40 mg/kg cyncpoMeToKca3on, a 
8 mg/kg Tp111MeTonp111M, no,o,eneHa so ,o,8e A03111. 
/J,eu.a o,a. 2 ,a.o 6 Meceu.u: 1 I 2 na>KII1YKa cycneH3111ja ,o,8a naTII1 
,O,H9BHO. 
/J,eu.a O!J. 6 Meceu.u ,a.o 2 ro,a.uHu: 1 I 2 - 1 na>KII1YKa cycneH3111ja 111n111 
1 ra6neTa o,o, 120 mg ,o,8a naTII1 ,o,He8HO. 
/J,eu.a O!J. 2 ,ao 6 ro,auHu: 1 na>K111YKa cycneH3111ja 111n111 2 Ta6neTII1 o,o, 
120 mg ,0,83 n3TII1 AH8BHO. 
/J,eu.a o,a 6 ,ao 12 ro!J,uHu: 2 na>KII1YKII1 cycneH3111ja 111n111 4 ra6ner111 o,o, 
120 mg 111n111 1 ra6nera o,o, 480 mg ,o,sa naTII1 ,o,HeBHO. 
noce6Ho ,a.o3upa!-be: 
Tepanuja Ha roHopea: 4 ra6ner111 o,o, 480 mg Ha ceKoll1 12 Yaca so reK 
Ha ,o,8a ,o,eHa. 

4.3. KOHTp8UH!J,UK8U.UU 
npeOC9TJ1111BOCT Ha 6111Jl0 KOja 0,0, KOMnOH9HTII1T8 Ha Jl8KOT. neKOT He 
ce ,o,asa 3a speMe Ha 6peMeHOCT 111 ,o,oetbe, Ha He,o,oHoceHII1 111 Ha 
HOBOp0,0,9HYII11-b3 80 npB111T8 ,0,83 M9C9U,111 0,0, >K11180TOT, H3 n3L.J,II18HTII1 
CO T9WK111 OWT9T)'B31-b3 Ha cpyHKL.J,II1jaTa Ha U,pHII10T ,o,po6 111 Ha 
6y6pe3111Te, 111 Ha nau,111eHTII1 co cep11103HII1 nopeMe-rysal-ba Ha 
X9M3TOnOeTCKII10T CII1CT8M . 

4.4. MepKu Ha nperna3!7uaocr 
Kaj 6onHII1 co owTeTeHa cpyHKU.111ja Ha 6y6pe3111Te Tpe6a ,o,a ce 
pe,o,yu,111pa ,D,03aTa 111 ,o,a ce CJ18,0,111 KOHL.J,8HTp3U,111jTa Ha Jl9KOT 80 KpBTa. 
Ce npenopayysa KOHrpona Ha KpBHaTa cn111Ka Kaj 6onHII1 KOII1 ,o,onro 
speMe ro 3eMaaT neKoT. 

4 .5. t1HT8p8KLJ,UU 
KoTp111MOKCa3on ro 111Hx1116111pa Mera6onii13MOT Ha cpeHII1TOII1HOT 111 
8apcpap111HOT 111 CO T03 ro nOT9HU,111pa HII18HOTO ,o,ejCT80. 
KoTp111MOKCa3onoT ro 111CTII1CHysa MeToTpeKcaToT o,o, Mecrara Ha 
Bp3yBal-be 33· npOT9111HII1T9 80 nJ133M3T3. nau,II19HTII1 K0111 np111M33T 
,o,111yper111u,111 , oco6eHo Tll1 ja3111AH111, noYecro ce 1113no>KeHII1 Ha noja8a Ha 
rpoM6ou,111roneH111ja 111 rpoM6ou,ll1roneHII1YHa nypnypa. 

4.6. EpeMeHocr u ,a.oe!-be 
Co orne,o, Ha roa ,o,eKa 111 ,o,sere KOMnoHeHTII1 o,o, KOM6111Hau,ll1jara ja 
noMII1Hysaar nnau,eHrapHara 6ap111epa 111 MO>KaT ,o,a 111HTepcpep111paaJ:.~ 
co Mera6onii13MOT Ha cponHaTa Kll1cenii1Ha, np!itMeHara Ha 'Ap,.ec~~ ~ 
KOTp111MOKCa3on 80 reK~T Ha 6peMeHocra ceKoraw rpe6a ,o,a 6111,o,e no-~ 6'0 ~~ 
8HII1M3T9JlH3 esany3U,111J3 Ha KOp111CHOCT3 0,0, 111CTII10T 80 O,D,HOC Ha . "-. c:l 

) , 
noreHu,ll1janHII10T p1113111K. Bo nocne,o,HII10T rp111Mecrap o,o, 6peMeHocra ~~ ;, 
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rpe6a Aa ce V136erHyea Heroeara ynorpe6a co orneA Ha pV13V1K OA 
nojaea Ha KapHV1KTepyc Kaj HOBOPOAeHOTO. 
)J.BeTe KOMnOH8HTV1 npeMV1HysaaT BO M.neKOTO Ha MajKaTa 33T03 He 
ce npenopaYysa so reK Ha AOel-beTo 

4.7. BnujaHue sp3 cnoco6Hocra 3a B03e!-be unu paKysa!-be co MawuHu 
He nOCTOjaT V1Hcp0pM3LJ,V1V1 AeKa KOTpV1MOKC830.n B.nV1jae Bp3 
CnOC06HOCTa 33 B03el-be V1.nV1 paKyBal-be CO M3WV1HV1 , HO naLJ,V1eHTOT 
rpe6a Aa BHV1Masa AOKO.nKy eseHTYa.nHo ce nojasV1 sprornasV1u,a. 

4.8. HecaKaHu 11.ejcraa 

4.9. 

5.0. 

HajYeCTV1 HecaKaHV1 ecpeKTV1 ce racrpOV1HTeCTV1Ha.nHV1Te: Ma4HV1Ha, 
nospat<al-be, c.na6eel-be. ,D,pyrV1 HecaKaHV1 ecpeKTV1 ce V1CV1n no 
KO>KaTa, peTKO npoMeHV1 80 KpBHaTa C.nV1K3 V1 OWTeTYB31-be Ha 
6y6pe3V1T8 (V1HT8pCTV1LJ,V1ja.neH HecppV1TV1C V1 KpV1CTa.nypV1ja) , a MHOry 
perKO Stevens-Johnson-as CV1HAPOM , TOKCV14Ha enV1AepMa.nHa 
HeKpO.nV138 (lyeii-OB CV1HAPOM), acenTV14eH MeHV1HrV1TV1C , 
arpaHy.nou,V1T03a V1 an.naCTV14Ha aHeMV1ja. PerKa e V1 
Mera.no6.naCTV14Hara aHeMV1ja V1 MeTXeMorno6V1HeMV1jara. 

npe!J.o3upa!-be 
He nocrojar noAaTOLJ,V1 3a npeA03V1pa1-be co KorpV1MOKCa3o.n. 

<DAPMAKOnOWKV1 CBOJCTBA 

5.1. ([JapMaKO!J.UHaMCKu caojcraa 
- cpapMaKorepanV1CKa rpyna 
aHn1Mlt1Kp06HO cpeACTBO / KOM6lt1HaU,lt1ja Ha cyncpOHaMltlA CO 

Tplt1M6TOnplt1M 

- MeX3HV133M Ha AejCTBO V1 cpapM3KOAV1H3MCKV1 ecpeKTV1 
KoTpV1MOKC330.nOT e KOM6V1H3LJ,V1ja OA ABe cynCTaHLJ,V1 YV1V1 AejCTBa 
Mefyce6Ho ce noreHu,V1paar V1 TaKa ce nocrV1rHysa 6aKrepV1U,V1AeH 
ecpeKT, V1aKo ceKoja OA HV18, noeAV1He4HO, noKa>Ky8a 
6aKrepV1ocrarcKo AejCT80. AHTV16aKrepV1CKV10T MexaHV13aM Ha Aejcrso 
ce 3acHysa Ha 6.noKaAa Ha ABa noc.neAysare.nHV1 eH3V1MCKV1 CV1CT8MV1 
80 CV1HT833T3 H3 cpO.nHaTa KV1C8.nV1H3 80 63KT8pV1V1T8. 
Cy.ncpaMeroKca3o.nor ro V1HXV16V1pa srpaAysal-bero Ha nAE>A so 
cpo.nHaTa KV1Ce.nV1Ha, a TpV1MeTonpV1MOT ja V1HXV16V1pa 
AV1XV1Apocpo.naTHaTa P8AYKTa3a, CO WTO ce OH8803MO>Ky8a 
cpopMV1pal-beTO Ha T8TpaXV1ApOcpO.nHaTa KV1C8.nV1Ha. o.narOAapeHV1e Ha 
080j M8X3HV133M Ha A8jCT80 V1 pe3V1CT8HLJ,V1jaTa Ha 
MV1KpoopraHV13MV1Te KOH KOTpV1MOKCa30.n e peTKa. AHTV16aKTepV1CKOTO 
AejCTBO Ha KOHTpV1MOKCa30.n oncpaKa ro.neM 6poj Ha rpaM-n03V1TV18HV1 
V1 rpaM-HeraTV1BHV1 MV1KpoopraHV13MV1: Escherichia coli, Proteus .A"~ 
mirabilis, Haemophilus influenzae, Neisseria gonorrhoeae, Salmoo ella>.ecr: -~ 
species, Shigella species, Vibrio cholerae, Streptococcus p_neu~opif:ie, ~h ~~\ 
Streptococcus pyogenes, Staphylococcus au reus, Nocardta spe~es:''9 • ~I 
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36MpeH M3Bewraj 3a oco6MHJ1Te Ha n eKor 

KQTRIMOKSAZOL I KOTPt1MOKCA30fl 

Listeria monocytogenes, Klebsiella pneumoniae, Acinetobacter 
species, Citrobacter species, Xantomonas maltophilia, Morganella 
morganii,Brucella species, Bordetella pertusis, Pneumocystis carinii. 
111cTo TaKa ce ocem111s111 111 aHaepo6HII1 MII1KpoopraHII13M111, Chlamydia 
species, aKTII1HOMII1U,8TII1 111 nna3MOA111YM-BpCTII1. 

5.2. (J)apM8KOKUH8TCKU CBOjCTB8 

KoTpii1MOKCa3onoT A06po ce pecop61.1pa OA racTp0111HT8CTli1HanHli10T 
TpaKT. MaKCII1MaJlHLi1 KOHU,8HTpaU,II1111 BO nna3MaTa Ce nOCTltlrHyBaaT 3a 
1 - 4 '-laca. Bp3ysat-beTo 3a npOT8111HII1Te so nna3MaTa Ha 
cyncpaM8TOKCa30JlOT 8 70 %, aHa Tpli1M8TOnp111MOT 8 44 %. 
nonyspeMeTo Ha en111M111Hau,111ja e 9 Yaca 3a cyncpaMeToKca3onoT, a 
1 0 Yaca 3a Tplt1MeTonp111MOT. KoTpLi1MOKCa3onoT A06po ce 
A111CTpLi16yL-1pa BO CII1T8 TKL-1Ba Li1 T8Jl8CHL!1 T84HOCTL!1. 111 
cyncpaMeToKca3onoT 111 TPII1MeTonpli1MOT ja npeMLi1HysaaT 
nnau,eHTapHaTa 6ap111epa 111 ce 1113naYysaaT so Maj4111HOTO MneKo. T111e 
ce MeTa6onll13111paaT so u,pHII10T AP06, ace 1113naYysaaT npeKy 
6y6p83111T8 (AO 90 %). 

5.3. npeTKJ1UH/t14K/t1 n0/1,8TOU,/t1 

TOKCII1KOJ10WKL.1T8 111Cnii1TYBat-ba ce OnWL.1pHO Onii1WaHII1 BO 
EKcnepTCKII10T 1113BewTaj 3a cpapMaKonowKO-TOKC111KonowKo 
KJ1111H1114KaTa AOKYM8HTaU.111ja 3a J18KOT OA 2007 r0AII1Ha. 

6.0. <DAPMALJ,EBTCKl!l nOD,ATOU.l!l 

6.1. Cocraa 

1 Ta6neTa oti 480 mg COAP>t<ll1 400 mg cyncpaMeTOKCa3on + 80 mg 
TP111MeTonpL.1M 
1 Ta6neTa OA 120 mg COAP>Kl-1 1 00 mg cyncpaM8TOKCa30Jl + 20 mg 
TpL.1MeTOnp111M. 
5 ml cycneH3L.1ja COAp>t<111 200 mg cyncpaMeToKca3on + 40 mg 
TpL.1M8TOnpL.1M 

6.2. EKcu,MnMeHru 

Ta6neTL.1: 
naKT03a MOHOXII1ApaT 
noBL.1AOH 
)J,OKY3aT HaTpL.1yM (Ta6Jl8TL.1 OA 120 mg) 
KpocKapMeno3a HaTpll1yM 
MarHe3L.1YM cTeapaT 
HaTplt1yM nayp111n cyncpaT 



36uj)eii7138r/iJJT'a[!la:oco7JUHJ1re Ha neKoT 
· KO,TJ3Jff4Jiiilli4'Ql!'/i:ff{fff!fEJ!MOKCA30fl 

CycneH3V1ja: 
Caxapo3a 
Cop6V1ron 
rnV1u,epon 
nponV1neH rnV1KOn 
MerVIn napaxV1,o,poKCV1 6eH3oar 
nponV1n napaXV1,D,pOKCV1 6eH30aT 
nV1MOHCKa KV1C8nV1Ha 
HarpV1yM U,V1Tpar 
EraHon 
MV1KPOKpV1cranHa u,enyno3a 
KcaHraH ryMa 
ApoMa u,pewa 
nonV1COp6aT 80 
E>oja po3esa E 122 
npe4V1CT8Ha BO,D,a 

6.3. naKyBaJ-be 
KyrV1ja co 20 ra6nerV1 o,o, 480 mg 
KyrV1ja co 20 ra6nerV1 o,o, 120 mg 
WV1we co 100 ml cycneH3V1ja (240 mg/5 ml) 

6.4. PoK H8 rp8eJ-be 
2 ro,o,V1HV1 

6.5. Ha4uH H8 4YB8!-be 
,D,a ce 4ysa Ha reMneparypa ,o,o 25°C, 3aWTV1TeHo o,o, cserm1Ha. 
nEKOT ,D,A CE l1YBA HA MECTA HE,D,OCTAnHV1 3A ,D,ELJ,ATA! 

6.6. KapaKrepucruKu Ha BHarpewHoTO (KOHTaKTHO) n8KYB8J-be 
Ta6neru: 
onV1CTep naKyBal-be 0,0, anyMV1HV1YMCKa TBp,D,a cponV!ja V1 nBLJ, cponV1ja 
OpanHa cycneH3J1ja: 
WV1we V13pa6oreHo o,o, cpapMau,esrcKo craKno 

6.7. Ha4uH Ha J1311.8B8!-be 
neKor ce V13,o,asa co neKapcKVI peu,enr. 

7.0. t1Me 11 aapeca Ha npou3aoaurenor 
A,D, JAKA 80 Pa,o,OBV1W 
npOV13BO,D,Ha nOKaU,V!ja: "npsOMajCKa" 6.6. 
Peny6nV1Ka MaKe,o,OHV1ja 



36vtpeH u3seitFFCJj' :JCJ Q006UHMTe Ha -· 
KOTRIMJ,Q;K~&/:,~b~(KOTPUMOKCA3 

8.0 . /],aTa Ha npaara perucrpaLJ,uja 

9.0. /],ara Ha nocne!l.Hara peau3uja Ha 36upHuor u3aewraj 3a oco6uHure 
Ha fl8KOT 

CKonje, asrycT, 2007 r. 


