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KO TRIMOKSAZOL I KOTPUMOK.[:{.fj30!i 

KOTRIMOKSAZOL I KOTPif1MOKCA30fl 
( co-tri moxazole) Ta6nen1 OA 480 mg 

Ta6nen1 OA 120 mg 
nepopanHa cycneH3!-1ja 100 ml (240 mg/5 ml) 

npe,o, ynoTpe6aTa Ha JleKOT BHI-1MaTe11HO npO"t~1TajTe fO ynaTCTBOTO. 

• Lfy8ajre ro ynarcr80TO. Mo/Ke6vr Ke rpe6a 11.a ro npoLfvrrare no8ropHo 
• AKo uMare /l,OnonHvrrenHu npawatba, o6parere ce Kaj Bawvror !l.OKTop vrnu 
cjJapMau,e8r 
• 080j neK Bu e npenvrwaH BaM nvtLfHO u He rpe6a 11.a vtM ro /l,a8are Ha 11.pyru 
flvtU.a, 6vt/1,8jKvt MO/KB /1,8 MM HBWTBTM !l.YPM BKO Ht18HMT8 CvtMnTOMM ce MCTM 
KBKO Bawure 

AKTvtBHvt cyncraHu,vr so KOTPV1MOKCA30n Ta6neTHTe 1-1 nepopanHaTa 
cycneH31-1jaTa ce cyncpaMeToKca3on 1-1 TPI-1MeTonpHM. 
EAHa Ta6neTa OA 480 mg COAP>KI-1 400 mg cyncpaM9TOKCa30Jl 1-1 80 mg 
TPI-1MeTonpi-1M. 
EAHa Ta6neTa OA 120 mg COAP>KH 1 00 mg cyn¢aM9TOKCa30Jl 1-1 20 mg 
TpHM9TOnpHM. 
noMOWHU cynCTBHU.M 80 ra6nervtre: JlaKT03a MOHOXI-'IApaT, nOBI-'IAOH, 
AOKY3aT HaTpHyM (Ta6neTI!1 OA 120 mg), KpocKapMeno3a HaTpl!lyM 
MarHe31!1YM cTeapaT, HaTpl!lyM nayp111n cyn¢aT 

5 ml nepopanHa cycneH3111ja COAP>KIII 200 mg cyn¢aMeToKca3on 111 40 mg 
TPHMeTonpi-'IM 
noMOWHvt cyncraHu,u 80 nepopanHara cycneH3vtja: caxapo3a, cop6111Ton, 
rn111uepon , npon111neH rni-'IKOJl , MeTIIIJl napaxi-1APOKCI!1 6eH30aT, npon111n 
napaXIIIAPOKCI!I 69H30aT, Jli!IMOHCKa KI!IC9Jl1!1Ha, HaTpl!lyM UI!ITpaT, 9TaHOJl, 
MI-1KpoKp1!1CTanHa uenyno3a, KCaHTaH ryMa, apoMa upewa, nom,cop6aT 80, 
6oja: po3eaa E 122, npe4HCTeHa BOAa 

naKJ18Bf-ba: 

KYTI-'Ija co 20 Ta6Jl9TI-1 OA 480 mg (2 6Jli!1CT9pV1) 
KYT~-'~ia co 20 Ta6neTI!1 OA 120 mg (2 6ni-1CTep1!1) 
W1!1we co 100 ml cycneH31!1ja (240 mg/5 ml) 

5poj t1 /l,BTYM HB 
peweHvrero 38 npoMer 

lf1Me ~ a,o,peca Ha npOL13BO,D,L1Te110T ~ HOCL1Te11 Ha O,D,06peHL1e 3a CTaBatbe BO 
npoMeT: ~ 

A.D. JAKA 80 PaAOBI!IW 
np01!13BOJJ,Ha JlOKaLJ,Hja: "npaOMajCKa" 6.6. 
Peny6n1-1Ka MaKeAOHHja 
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1. WTo npeTcTaeyea neKOT KOTPif1MOKCA3011 111 3a wTo ce ynoTpe6yea 
KOTplt1MOKCa30Jl e a HTlt16lt10Tlt1K KOj ce COCTOltl Qg gee KOMnOHeHTltl: 
cyncpaMeTOKCa3on 1t1 Tp~t~MeTonp~t~M. Oeaa KOM6lt1Hau,lt1ja ce KOPlt1CTlt1 3a 
TpeTMaH Ha lt1HcpeKu,lt1lt1 co pa3Hlt1 Mlt1KpoopraHlt13Mlt1. KoTplt1MOKCa3on ce 
ynoTpe6ysa 3a TpeTMaH Ha: lt1Hcj:)eKu,lt1lt1 Ha yp~t~HapHltiOT TpaKT ( MO'-leH Meyp, 
6y6pe3lt1 , MOI.JHltl naTltiWTa), lt1HcpeKU,lt1lt1 Ha opraHlt1T8 38 gltlWet-be, rpJlOTO, 
Cli1HYC1t1Te , KpajHitlU,ItlTe (TOH3lt1Illi1), cpegOTO yeo, ltlHcj:)eKU,Itlltl Ha Clt1CT8MOT 38 
eapet-be (6aKTeplt1CKa glt13eHTep~t~ja , T~t~cpyc , napaT111cpyc, Konepa), eeHepltl'-lHitl 111 
reHit1TaJ1Hlt1 ltlHcpeKU,Itlltl (60JleCTit1 1!1 ltlHcpeKU,Itlltl Ha nOJlOeltlTe opraHiil) 

2. Wro rpe6a ,D,a 3Haere npe,D, ,D,a ro 3eMere neKoT KOTPif1MOKCA3011 

HeMojre ,D,a ro 3eMaTe neKOT KOTPif1MOKCA3011: 
8KO CTe aneprW-tHltl Ha cyncpaMeTOKCa30J1, Tplt1M8TOnplt1M lt1Jllt1 Ha 
HeKOja Og nOMOWHitlTe cyncTaHU,Itl HaeegeHitl eo oea ynaTCTeO, 
aKO ltlMaTe TeWKO OWTeTyeat-be Ha 6y6pe>KHaTa lt1Jllt1 U,pHOgp06HaTa 

cpyHKU,ltlja, 
aKO lt1MaTe TeWKO nopeMeTyeat-be Ha XeMaTOnOeTCKltiOT CltiCTeM 

(CltiCTeM ogroeopeH 3a C03gaeat-be Ha KpeHlt1Te KfleTKiil), 
8KO CTe 6peMeH~lt1Jllt1 gOlt1Te, 

KoTplt1MOKCa30Jl He ce gasa Ha HegOHOCeHltl lt1 HOBOpogeH'-11111-ba eo npeltlTe gsa 
MeCeU,ltl Og >KitlBOTOT. 

61!1AeTe noce6Ho BHII1MarenHI!1 co neKOT KOTPif1MOKCA3011: 
aKO ltlMaTe 6y6pe:»<HO 0WT8TYeat-be, HeOnXOgHO e nplt1Ilarogysat-be Ha 
go3aTa Qg CTpaHa Ha JleKap, 
aKO nQAOJlrO speMe n plt1MaTe KOTplt1MOKC830Jl , HeOnXOgHitl ce 
pegOeHitl KOHTpOJlltl Ha KpBHaTa CJlltlKa, 
aKa 3eMaTe HeKoj gpyr1t1 neKOBitl nornegHeTe so genoT 3eMal-be Ha 
APYrll1 neKOBI!1. 

Be MOflltlMe ga ce nocoseTysaTe co AOKTOP 111 Toraw KOra ropeHasegeHitlTe 
yKa>+<ysat-ba ce ogHecysane Ha Bac 6111no Kora so MltlHaTOTO. 

3eMal-be Ha neKOT co xpaHa 11111111 co n1.1janoK 
CoseTysajTe ce co saw111oT AOKTOP 3a Hal.lltlHOT Ha 3eMat-be Ha neKoT. 
KoTplt1MOKca3on Mo>+<e ga ce 3eMa co lt1fllt1 6e3 xpaHa. 

&peMeHOCT 1!1 AOel-be 
Coserysajre ce co Baw11or .aoKTop 11!711 cf;apMaLI.eBT npe.a .aa 3eMere 611!70 
K8KOB J78K. 
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fJIJ/}lJ!!.Or - BHarpeWHO ypaTCTBO ~-KOTRIMOKSAZOL I KOTPt1MOKCA3Qfl 

BmtjaHf.lle ep3 cnoco6Hocra 3a eo3etbe Ha aeTOM06f.lln 1.1nf.ll paKyeatbe co 
MaWf.IIHf.ll 
Kaj H9KOII1 naU,1119HTII1 KOTp111MOKCa30fl MO>K9 Aa np9A11138111Ka 3aW9M9T9HOCT, 
AOKOJlf<Y 08a 8111 C9 CflY4111 BaM, 6111A9T9 8HII1MaT9flHII1 np111 80391-b9 Ha 
a8TOM06111Jl 111!1111 pat<y8at-b9 CO MaWII1 H111. 

3eMatbe Ha APYrf.ll neKOBf.ll (Ha WTO Tpe6a Aa ce BHf.IIMasa aKo ynoTpe6ysaTe 
APYrf.ll neKOBf.ll) 
Be MOflUMe A8 ro UHC/JOpMupaTe BaWUOT AOKTOp UflU cj:JapMaU,eBT 8KO 
3eM8Te, unu 8KO HeOA8MH8 ere 3eM8ne 6uno KOj /l.pyr neK, !l.YPU u oHue Kou 
He ce H8 neK8pcKu peu.enr. 
Be MonuMe /1.8 UM8Te so npe/l.BU/1. /l,eK8 oaue yK8)KYB8fb8 MO)Kar /1.8 ce 
O/l,Hecys88T u H8 oHue npen8p8ru KOU wro ere ru 3eMane so MUH8TOTO unu Ke 
ru 3eM8re so U/l.HUH8. 
Oco6eHo e 8a)KHO aKo 111CT08peMeHo 3eMar9: 

- cj:JeHUTOUH 
- aapcj:JapuH 
- MerorpeKC8T 
- /l,uyperuu.u (neKoau 38 U3MOKPYB81-be) 

3. KaKo Aa ce 3eMa neKOT 

Crporo npu/l.p)Kyaajre ce KOH yn8TCTB8T8 H8 !l.OKTopor. /1,o3ure He cMeere /1.8 
ru MeHyB8Te unu neJ<YBafbeTO /1,8 ro npeKuHyaare 6e3 /1.8 ce nocoaerya8re co 
/l,OKTOp. 

Bo3p8CHU u JJeU.8 nocr8pu op, 12 rop,uHu: 2 r a6ner111 OA 480 mg ceK0111 
12 4aca. np111 npOAOJ1)1(9HO !19491-be (nOAO!lro OA 14 A9Ha) ce Aa8a 1 
ra6nera OA 480 mg A8a na1111 AH98HO. 

jJ.eu,a: 8o061114aeHa AH9BHa A03a e 40 mg/kg cyncpOM9TOKCa30Jl, a 
8 mg/kg rp111Meron pii1M, noAeneHa so ABe A03111. 
/1,eu,8 op, 2 p,o 6 Meceu.u: 1 I 2 na)KII14Ka cycneH3111ja ABa nar111 AHesHo. 
/l,eu.a 0/1, 6 Meceu.u /1,0 2 ro!l,uHu: 1 / 2 - 1 na)KW1Ka cycneH3111ja 111!1111 
1 Ta6Jl9Tq OA 120 mg ABa naTII1 AH9BHO. 
/1,eu.8 0/1, 2 /l,O 6 ro/l,UHU: 1 na>KV14Ka cycneH3111ja 11111111 2 ra6ner111 OA 120 
mg ABa naTII1 AH9BHO. 
/l,eu.a op, 6 p,o 12 rO/l,UHu: 2 na)KII14KII1 cycneH3V1ja V1flV1 4 ra6ner111 OA 120 
mg V1Jlll1 1 Ta6nera OA 480 mg ABa naTV1 AH9BHO. 
noce6Ho /l,03upal-be: 

Tepanuja Ha rOHOQea: 4 ra6ne1111 OA 480 mg Ha ceKOV1 12 acaAs~~K Ha 
ABa A9Ha. rl. "'~' ~0 ~ - i. ., p.. Cl: • ~ 

~ ~ ~\ 
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KOTRIMOKSAZOL/KOTPMMOKCA30fl 

Cne11.ere ru uHcrpyKu,uure oc8eH 8KO 88wuor JJ.OKTOP He 8J.1 npenop848n 
nouHaKy. 

He 386op888jre 11.8 ro 3eMere neKor. 

AKo MM8re 8ne48TOK JJ.eK8 ecjJeKTor Ha neKor e npeMHory cuneH unu npeMHory 
cn86, noco8ery88jre ce co B8wuor JJ.OKTop unu C/J8pM8U,e8r . 

AKO ere 3eMane noroneMa A03a OA lleKOr OTK011KY wro Tpe6a 
(npeA031<1patbe): 

AKo ere 3eManelynorpe6une noroneMa 11.038 011. neKor orKonKy wro rpe68 
8e/l,H8W rpe6a 11.a ce noco8ery88re co Bawuor JJ.OKTop unu C/J8PM8U,e8r. 

AKo ere 3a6opae1-111e Aa ro 3eMere neKOT KOTPir'1MOKCA30fl: 
3eMere j8 nponywreHar8 JJ.03a KOnKY wro e MO)I(HO no6p3o. 
AKa e pe4ucu P.OjP.eHo 8peMeTO 38 3eM81-be H8 cneP.H8r8 11.038, no4eKajre 
P.OP.eK8 /1,8 P.OjP.e 8peMero 38 ucrar8 u 3eMere j8, a npecKOKHere ja 
nponywreH8r8 P.03a. 
He 3eMajre P.80jHa /1,038 3a 11.a j8 H8P.OMecrure nponywreHar8 11.038 

4 . Mo>KHl-1 HeeaKaHl-1 Aejerea 
K8KO u cure neKo8u, KorpuMOKca3on MOJKe 11.a uMa HecaK8HM P.ejcr88. 

AKo ce cny4u 6uno wro 011. JJ.OnyHa8e/l,eHoTO, 88/l,Haw npecraHere co 
3eMaJ-bero Ha neKor u 38 ucroro 8eJJ.H8W M38ecrere ro Bawuor P.OKTop unu 
011.ere 80 ypreHrHO!O o/1,/].eneHue 80 H8j6nucK8ra 6onHuu,a: 

• OreKysa~e Ha m-1u.e, ycHII1 111n111 rpno wro MO.>t<e Aa npeAIII3BI!IKa 
rewKor111111 np111 ronTa~9TO 111n111 A111W9~9TO, 

• V1c111n/ er3aHTeMa, 

C111r9 081119 C9 MHory c9pii103HII1 H9CaKaHII1 A9jcrsa. AKo C9 nojasar Kaj Sac, roa 
noKa.>t<ysa MHory c9pii103Ha anepr111cKa p9aKu,ll1ja Ha n9KOT. Bo raK08 cnyYaj 8111 
e norpe6Ha 111THa M9AiiiU.111HCKa noMow 111n111 xocn111ran1113aU.111ja. 
CII1T9 081119 MHOry C9pii103HII1 H9CaKaHII1 A9jCTBa C9 MHOry p9TKII1. 

AKO 3a6eneJKure H8KOJ.1 0/1, Cfl8/l,HJ.188 CJ.1MnTOMJ.1, 88/].H8W J.1388CTere ro 
88WJ.10r /l,OKTOp J.1flJ.1 0/l,ere 80 ypreHrHOTO O/l./].8fl8HJ.18 80 H8j6nUCKara 
6onHuu,a: 

• 
• 
• 

no:>+<onry8a~9 Ha 04111T9 111n111 KO:>+<ara (:>+<onr111u,a) , 
nojasa Ha H9soo61114a9111H Kpsap9~a 111n111 MOAPII1U.111 , 
Harno noKa4ysa~9 Ha T9Mn9parypara, rp9cKa . 

LC 
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nQe/J,nor ~ BHarpewfjp Yl!§![C[BO KOTRIMOKSAZOL I KOTPI1MOKGA30fi 

CV1Te os1t1e ce cepV103HV1 HecaKaHV1 JJ.ejcrsa, 3a KOV1 e norpe6Ha V1THa 
M9JJ.V1L.J,V1HCKa nOMOW. 
Ceplt103HV1Te HecaKaHV1 .o.ejcrsa ce peTKIII . 

I13Becrere ro Bawvtor JJ.OKTop aKo 3a6ene)f(vtre: 

• MaLfHIIIHa, 
• nospat<:at-be, 
• cna6eet-be, 
• rnaso6onKa, 
• 3aMop, 
• .0.111japea, 
• 3aW9M9T9HOCT, 
• spTornas111u,a. 

C111re os111e ce cna6V1 HecaKaHIII .o.ejcrsa Ha KOTPV1MOKCA30Jl . 

AKO 386ene)f(vtTe 6vtnO K8KBM HeCBK8HM J].ejCTB8 KOM He Ce cnoMeH8TY1 BO 088 
ynarcrao, Be MonuMe JJ.a ro vtHC/JOpMvtpare 88wuor /l,OKTOP vtnvt C/J8PM8u,ear. 

5. "'yeatbe Ha neKoT 

.Qa ce yyea Ha reMneparypa ,D.o 25° C, 3awnHeHo OA ceer11111Ha. 
JlEKOT "'YBAJTE ro HA MECTA HE.QOCTAnHif1 3A .QEUA! 
nepopanHa cycneH3vtja: 
nPOTPECETE .QO&PO nPE.Q YnOTPE&A. 

PoK Ha ynorpe6a 
2 rD,lllt1Hit1 
fleKOT He CMee /],8 ce ynorpe6yB8 no J].8TyMOT H8 UCTeKOT H8 pOKOT H8 
ynorpe6a wro e HaBeJJ.eH Ha Kyrvtjara vt H8 6nucrepor. 

HaYHH Ha 1113,D.aeatbe Ha neKoT 
JleKOT Ce 1113JJ,aBa CaMO Bp3 OCHOBa Ha peu,em . 

.QaryM Ha nocne,D.Ha peBI.13111ja Ha eHarpewHOTO ynarcreo 
B_HarpeWHOTO yn8TCTBO e 0/l,06peHO H8 -------

CKonje, asrycT, 2007 r . 


