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3oli1PEH l!13BEWTAJ 3A OCOoli1Hli1TE HA nEKOT 

NISTATIN I HII1CTATII1H 

nystatin 

npawoK 3a nepopanHa cycneH3lt1ja I KanKlt1, MacT 

V1ME HA JlEKOT: 

NISTATIN I HlJICTATlJIH 

KBAnV1TATV1BEH V1 KBAHTV1TATV1BEH COCTAB: 

nystatin (100 000 V1.E . HVICTan1H/1 ml nepopanHa cycneH3VIjai KanKVI) 
nystatin (1 00 000 V1.E. HVICTaTVIH / 1 g MaCT) 

<DAPMALJ,EBTCKV1 OoJlV1K: 

npawoK 3a nepopanHa cycneH3v.ja I KanKv. 
M3CT 

4. KJlV1HV14KV1 nO,O.ATOLJ,V1: 

4.1. TepanearcKu uHp,uKau,uu 
npocpVInaKca VI TepanVIja Ha VIHcpeKL.J,VIVI npeAVI3BVIKaHVI OA Candida 
spp. Ha cny3oKo>KaTa (so ycHaTa wynnVIHa, racTpOVIHTeCTVIHanHVIOT 
TpaKT) VI Ha KO>KaTa. 

4.2. /1,o3upa1-be u H8Lfl1H Ha ynorpe6a 
npawoK 38 nepopanHa cvcneH3uja I KanKw 
KanKVITe ce nOArOTBysaaT CO AOAaBal-be Ha 23 ml A8CTVInVIpaHa BOAa 
so npawoKoT 3a nepopanHa cycneH3VIja. WVIweTo Tpe6a Aa ce 
npoTpece npeA ynoTpe6a. npVI ynoTpe6a cycneH3VIjaTa Tpe6a ga_ ce 
3agp>KV1 so ycTaTa KOnKY WTO e MO>KHO nogonro npeg ga ce roJnHe. 
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n pe/l,nor 36upeH M3Bewra · 38 oco6MHMTe Ha neKoT NISTATIN I Hlt1CTATit1H 

803p8CHVJ: 
3a rperMaH Ha 111HcpeKU,ItH1 so ycrara soo6w-1aeHo A03111pat-be e 4-6 ml 
cycneH3111ja 4-5 nar111 AHSBHO. 
neua: 
Boo6w-1aeHo A03111pat-be Kaj Aeu.ara e 2-4 ml cycneH3111ja 4-5 nar111 
AHSBHO. 
Hosopop,eHI..fllftba: 
Ce Aasa 1-4 nar111 AHSBHO no 2 ml cycneH3111ja. Kaj npeAspeMeHo 
poAeHII1 HOBopoAeHYII1t-ba 11111111 Kaj HosopoAeHYII1t-ba co HII1CKa POA111I1Ha 
re>KII1Ha, nocrojar orpaHII1YSHII1 CTYAII1111 KOII1 yKa>t<ysaar AeKa 1 ml 
4 naTII1 AHeBHo e AOBoneH 3a Tepanii1CKII1 ecpeKT. 

Macr: 
Ce npeMaYKYBa 3a6oneHOTO MSCTO 3 nar111 Ha ASH co reHOK cnoj Ha 
MaCT. 

BpeMeTpaet-beTo Ha repan111jaTa 3ae111c111 OA TS>KII1HaTa Ha 
111HcpeKu,ll1jara, a rpe6a Aa npOAOJl>KII1 ywre 2 -3 AeHa no 
111CY83HyBal-beTO Ha CII1MnTOMII1T8. 

4.3. KOHTp8UH/l,UK8LJ,UU 
npeOC8TJ1111BOCT Ha HII1CTaTII1H. 

4.4. MepKu Ha nperna3nuaocr 
H111CTaTII1HOT He ASilyBa Ha CII1CTeMCKa KaHA111A111ja3a 6111AejK111 He ce 
pecop6111pa OA racrpo111HTeCTII1HanHII10T rpaKT. KanKII1Te ce HaMeHeTII1 
3a nepopanHa, a Macrae HaMeHera 3a noKanHa npii1MeHa, np111 wro 
HII1CTaTII1HOT soonwro He ce pecop6111pa 111 3apaA111 roa HeMa onacHocr 
OA TOKCII1YHII1 ecpeKTII1. 

4.5. UHrepaKu,uu 
He ce no3HaTII1. 

4.6. 6peM8HOCT U /1,081-be 
CnopeA <D,QA KJ1ac111cp111Kau,111jara HII1CTaTII1H cnafa so Karerop111jara U.­
,Qocera He ce 3a6ene>t<aHII1 6111110 KaKBII1 npoMeHII1 Kaj cperyc111 '-1111111 
MajKII1 6111ne rper111paH111 co HII1CTaTII1H 3a speMe Ha 6peMeHocra. 
CenaK, so HSAOCraroK Ha npeAKJ1111H111YKII1 111Cnll1ryBat-ba, norpe6Ha e 
nperna3Jlii1BOCT np111 np111MeHa Ha osoj npenapar 3a speMe Ha 
6peM8HOCTa. 
D111AejKII1 HII1CTaTII1HOT He ce pecop6111pa OA CJ1Y30KO>Kara, HII1TY naK OA 
KO>KaTa, HeMa onaCHOCT Aa ce nojae111 BO MajYII1HOTO MJleKO BO 
nepii10AOT Ha A08t-be. 
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4.8. HecaKaHM P.ejcrsa 
H~crar~HOT ann~~~paH noKanHo ~n~ nepopanHo perKo 
npeA~38~t<y8a HecaKaH~ AejCT8a, ~ aKo e8eHTYanHo ce noja8aT r~e 
ce co cna6 ~HTeH3~TeT. 
nepopanHO 3eMeH~OT H~CTaTio1H MO:>Ke Aa npeA~38~Ka Mal.iH~Ha , 

no8pat<al-be ~ A~japeja. o~AejK~ npaKT~l.iHO He ce pecop61-1pa 80 
c~creMcKara ~L-1pKyna~L-1ja, HeMa Aejcr8a Ha Kp8HL-1Te eneMeHTL-1 Ha 
xeMaronoercK~re opraH~ H~TY Ha Apyr~ TKL-18a. 
nocne noKanHa npL-1MeHa perKo Mo:>+<e Aa npeAL-138L-1Ka L-1pL-1ra~L-1ja Ha 
Ko:>+<ara ~ cny3oKo:>+<ara. 
AneprL-1CKL-1Te peaK~L-11-1 ce L-13B0Hp9AHO peTKL-1. 

4.9. npefJ.0311patbe 

5.0. 

80 A03~ KO~ ce HaA 5.000.000 lll.E. 39MeHL-1 per OS MO:>+<e Aa 
npeAL-138L-1Ka Ma4HL-1Ha. 

<DAPMAKOnOWKIIl CBOJCTBA 

5.1. aYapM8KOIJ.MH8MCKJ1 CBOjCTBa 
- cpapMaKorepan~cKa rpyna 
aHn1M~KOT~K I aHT~6~oT~K 

- MeXaHL-13aM Ha AejCT80 ~ cpapMaKOA~HaMCK~ ecpeKT~ 
HL-1cTaTL-1HOT e aHTL-1M~KOTL-1K Koj Aeny8a cpyHr~~~AHO 1-1 cpyHrL-1cTaTCKL-1 
Toj e aKTL-18eH npoTL-18 roneM 6poj K8ac~~ 1-1 ra61-1 , a oco6eHo npOTL-18 
Candida spp. Toj He AejCT8y8a Ha 6aKTepL-1~ 1-1 8~pyc~. 
MexaHL-13MOT Ha Aenysal-be Ha HL-1CTaTL-1HOT e noset<eKpaTeH.Toj ce 
sp3ysa ~a crepon1-1re Ko~ ce cocraseH Aen Ha MeM6paHara Ha 
ra6L-1l.iHaTa KnerKa 1-1 co HL-18 C03Aasa HepacrsopnL-18~ KOMnneKCL-1 . 
MeM6paHara craHysa nponycn~sa 3a jOHL-1Te (Kan~yM, cpoccpar~) ~ 
3a APYrL-1Te eceH~L-1janH~ Mera6on~TL-1, KO~ ~3nerysaaT OA KJlerKara. 
noKpaj roa, cn1Myn1-1paHa e ~ norpowy8a4Kara Ha K~cnopoAOT, 
npersopal-beTo Ha ATn so A)J,n, ce HaManysa c~HTe3ara Ha 
a30TH~Te coeA~HeHL-1ja, ce HaMany8aar ~ pe3epBL-1Te Ha jarneH~ 
x~Apar~ ~ non~cpoccpar~. Cero 08a AOBeAysa AO n~3a ~ CMPT Ha 
ra6L-14HaTa KJleTKa. 

5.2. aYapMBKOKMH8TCKJ1 CBOjCTBa 
H~crar~HOT ce ann~~~pa noKanHo, Ha Ko:>+<ara 1-1 cny3oKo:>+<ara 1-1 ce 
AaBa ~ nepopanHo. 
3eMeH nepopanHo, npaKT~4HO He ce pecop6~pa OA 
racTpO~HT9CTL-1HanHL-10T TpaKT. Ill nOKpaj TOa WTO e MHOry OCeTnL-18 Ha 
KL-1cena cpeA~Ha, cycneH3~jara Ha HL-1CTaT~H ja ~Ma coYysaHo 
AOBOnHaTa aKT~BHOCT Aa YHL-1 WTL-1 99.99% OA ra6~Te Ha Candida 
albicans nocne KOHTaKT OA 60 M~HYTL-1. 
H1-1craTL-1HOT He ce pecop61-1pa HL-1TY nocne noKanHa np~MeHa Ha 
Ko:>+<ara 1-1 cny3oKo:>+<ara. 
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npeTKJ1J1HJ14KJ1 n0/].8TOL(J1 
TOKC~KOJ10WKIH9 ~Cn~-ryBat-ba ce Onw~pHO On~waH~ BO 
,llonOJlH9H~e Ha cjJapMaKOJlOWKOTO M~CJlet-be ( 2007 r.) 

6.0. cr>APMAU,EBTCKI/1 nO,D,ATOU,I/1 

6.1 . Cocr8B 

1 ml nepopanHa cycneH3~ja I KanK~ COAP>K~ 100 000 lll.E. H~crar~H. 
1 g MaCT COAP>K~ 100 000 lll.E. H~CTaT~H. 

6.2. EKCL(unueHru 

np8WOK 38 nepop8!7H8 cycneH3Uj8 I K8nKu: 

Caxapo3a 
n~MOHCKa K~CeJl~Ha 

KOJlO~AeH C~Jl~U.~YM A~OKC~A. aHX~AP~49H 

Harp~yM u.~rpar 
Kan~yM cop6ar 
Harp~yM 6eH3oar 

M8cr: 

E>en sa3en~H 
Te4eH napacjJ~H 
l.J,eT~Jl aJlKOXOJl 

6.3. n8KYB81-b8 

6.4 . 

w~we co npawoK 3a noArorsysat-be Ha 24 ml nepopanHa cycneH3~ja 
(KanK~) · 
Ty6a co 5 g Macr 
Ty6a co 20 g Macr 

PoK H8 rp8el-be 
npawoK 3a nepopanHa cycneH3~ja I KanKW 
noArDTBeHaTa cycneH3~ja I KanK~: 

Macr: 

3 roA~H~ 
7 AeHa Ha co6Ha 
reMnepa-rypa ~n~ 14 
A9Ha BO cpp~>K~Aep 
2 rOA~H~ 

6 .5. H84UH H8 4YB81-be 
np8WOK 38 nepop8!7H8 cycneH3Uj8 I K8nKU: 

,lla ce 4yBa Ha JlaAHO M9CTO ( 8- 15°C), 3aWT~TeHO OA CB9TJl~Ha. 
noP.rOTB8H8 cycneH3Uj8 I K8nKu: 

,D,a ce 4ysa AO 7 AeHa Ha co6Ha reMnepa-rypa ~n~ 14 AeHa so 
cpp~>K~Aep. 
M8cr: 

,lla ce 4yBa Ha TeMnepa-rypa AO 25°C, 3aWT~T9HO OA CB9TJl~Ha. £.--1./f-;..- ..._ 
nEKOT ,D,A CE 4YBA HA MECTA HE,D,OCTAnHI/1 3A ,D,EU,ATA! ~0~\1° 3-4~()-"' 
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6.6. K8p8KTepucrMKM H8 BH8rpewHOTO {KOHT8KTHO) n8J<YB8J-be 
np8U10K 38 nepop817H8 cycneH3Jtlj8 I K8nKM: 
W111we OA KacpeHO cpapMal.l,eBTCKO CTaKllO, nE 3aTBOpa4 CO ryMeHa 
nBLJ, nyMnlt1LI,a 111 rpaAy111paHa CTaKneHa n111neTa 
M8cr: 
AnyMII1H111YMCKa TY6a conE 3aTBOpa4 

6.7. H81.fMH H8 M3P,8B8J-be 
neKOT ce 1113AaBa caMo co neKapCKII1 peu.enT. 

7.0. t1Me u 81J.pec8 H8 npou3aop,urenor 
A,[J, JAKA 80 PaAOBII1W 
npoii13BOAHa noKal.l,lt1ja: npsoMajcKa 6.6. CKonje 
Peny6nlt1Ka MaKeAOHII1ja 

8.0. /l.8ra H8 npB8T8 perucrpau.uj8 
21 .11.2001 r. 

9.0. /l.8ra H8 nocnep,H8T8 peBM3Mj8 H8 36upHMOT M3Bewr8j 38 oco6uHure 
H8 f78KOT 

CKonje, anp111n, 2008 r. 


