
BHATPEWHO YnATCTBO 

npeA ynoTpe6a Ha JteKOT BH~MaTeJlHO npOLt~Taj Te ro ynaTCTBOTO. 
• 4yaajre ro ynarcraoro. Mo)Ke611 Ke rpe6a 11.a ro np0'-111rare 

nOBTOpHO. 
• AKa 11Mare P.OnonHI1renHI1 npawal-ba, o6parere ce Kaj Baw11or neKap 

11n11 cjJapMau,ear. 
• Oaoj neK 811 e npen11waH BaM nwmo 11 He rpe6a 11.a 11M ro 11.aaare Ha 

/l,pyrl1 fli1U,a 611/1,8jKI1 MO>Ke /],a 11M H8WT8TI1 !l.YPI1 11 aKO HI1BHI1Te 
C11MnTOMI1 ce 11CTU KaKO 8aWI1Te. 

BHaTpewHoTo ynaTCTBO COAP:>t<~: 
® ® 

1. WTO npercrasysa nnOJJ,ltlH 20 L-1 nnOJJ,ltlH 40 L-1 3a WTO ce ynorpe6ysa 
@ 

2. WTO Tpe6a Aa 3Haere npeA na ro 38MeTe/ynorpe6L-1T8 nnOJJ,ltlH 20 L-1 
nnOJJ.ltlH® 40 

® @ 
3. KaKo na ro 38Mare/ynorpe6yaare nnOJJ,ltlH 20 L-1 nnOJJ,ltlH 40 
4. Mo>KHL-1 HecaKaHL-1 nejcrsa (peaKUL-1L-1) 

® ~ 

5. '-lysat-be L-1 poK Ha ynorpe6a Ha nnOJJ,ltlH 20 M nnOJJ,ltlH 40 

PLODIN®20/ nnOAIIIH®20 Ta6neTIII OA 20 mg 
PLODIN®40/ n110.D.IIIH®40 Ta6neTIII OA 40 mg 
(isosorbide mononitrate) 

AKT11BH8 cynctaHu,a BO nnOJJ,ltlH®20 L-1 nnOJJ,ltlH®40 ra6neTL-1 e 
H30COp6MA-5-MOHOHHTpaT. 
EnHa ra6nera nnOJJ,ltlH®20 COAP>KL-1 20 mg L-130COp6L-1A-5-MOHOH1.npaT. 
EnHa Ta6nera nnOJJ,ltlH®40 COAP>KL-1 40 mg L-130COp6HA-5-MOHOHHTpar. 

noMOWHI1 cyncTaHU,I1: naKT03a MOHOXL-1ApaT, MMKpOKpMCTanHa u.enyno3a, 
>KenaTHH, ranK, MarHe3L-1YM creapar, HaTpMyM naypHn cyncpar, 
KpOCKapMeno3a HaTpHyM, npOYHCT8Ha BOAa. 

ATC KOA: C01DA14 

nat<yBatbe: 

KYTL-1ja co 30 Ta6neTH nnOJJ,ltlH®20 
on 20 mg (3 6nL-1CTepa) 
KyrL-1ja co 30 ra6nerH nnOJJ,ltlH®40 
OA 40 mg (3 6nHCTepa) 

5poj ~ AaTYM Ha 
peweH~eTo 3a npoMeT: 



lf1Me 1.1 aApeca Ha npOr.13BOAr.1TenOT 1.1 HOCr.1Ten Ha OA06peHr.1e 3a CTaBatbe 
BO npoMeT: 

HOCL-1Tefl Ha OA06peHL-1eTO 3a CTaBat-be BO npoMeT: 
"AD. JAKA 80 PaAOBL-1W" 
Mapwan Tl!1TO 6p. 2, PaAOBL-1W 
Peny6nli1Ka MaKeAOHL-1ja 

npOL-13BOAHa flOKaUL-1ja: 
npsoMajcKa 6.6., CKonje 
Peny6nl!1Ka MaKeAOHl!1ja 

® ~ 
1. WTO npeTCTaeyea nllOAif1H 20,., nllOAif1H 40,., 3a WTO ce 
ynoTpe6yea 

* • AKTL-1BHaTa cynCTaHUa BO Ta6neTL-1Te nnO,llV1H 20 111 nnO,llV1H 40 e 
11130COp6111A-5-MOHOH111TpaT, KOj np111nafa BO rpynaTa opraHCKII1 HII1TpaTit1 111 e 
Cll1fleH Ba30A111flaTaTOp (r111 npow111pysa KPBHII1Te CaAOB111). 
Ce ynoTpe6ysa 3a: 
- npeseHU111ja Ha HanaA111 Ha aHrii1Ha neKTOp111C, 
- OTCTpaHysat-be Ha cna3aM Ha KopoHapH111Te apTep111111 (Prinzmetal-osa 
aHrlt1Ha neKTop111c), 
- Tepan111ja Ha xpOHII14Ha 111HCycp111U111eHU111ja Ha M1110KapAOT. 

2. WTo Tpe6a Aa ce 3Hae npeA Aa ro 3eMaTe/ynoTpe6yeaTe nllOAif1H
0 

20 
,., nl10Aif1H® 40 

<!I (:) 
HeMOjTe Aa ro 3eMaTe/ynoTpe6yaaTe nll0Aif1H 20 1.1 nll0Aif1H 40 aKo: 
- aKO CTe npeoceTflii1Bit1 Ha H111TpaTII1 111flll1 Ha HeKOja OA nOMOWHII1Te 
cyncTaHU111 HaBeAeHit1 BO ynaTCTBOTO; 
- aKO 111MaTe HII130K KpBeH np111TII1COK (X111nOTeH3111ja CO CII1CTOfleH KpBeH 
np111TII1COK noM all OA 100 mmHg; 
- aKO 111MaTe XL-1nepTpOcp1114Ha OnCTPYKTII1BHa KapA1110MII10naTII1ja; 
- aKO lt1MaTe aKYTeH 111HcpapKT Ha MII10KapA CO Hlt130K np111TII1COK Ha nOflHet-be; 
- aKo 111MaTe cTeHo3a Ha aopTa; 
- aKo 111MaTe TaMnoHaAa Ha cpueTo; 
- aKo lt1MaTe nospeA111 Ha rnasaTa co M0304Hit1 Kpsapet-ba; 
- aKO 111MaTe nOCII1flHa aHeMII1ja; 
- aKo 111MaTe."TeceH aron" rnayKoM. 



__] 

_] 

, 

Bo nOl.J8TOKOT Ha Tepanlt1jaTa e MO)K8H lt13pa38H na,IJ, Ha Kp8Hlt10T nplt1Tlt1COK 
80 cToel.JKa nono)K6a, AYP1t1 1t1 np111 Manlt1 A031t1. nopaAit1 Toa neKoT Tpe6a Aa 
ce Aa8a co noce6Ha npeTna3nlt180CT aKo nplt1MaTe A1t1ypeTlt1U.It1 111 aKo lt1MaTe 
HaManeH 80nyMeH Ha Kp8Ta lt1nlt1 Clt1CTOneH nplt1Tit1COK nO,IJ, 90 mmHg. 
neKoT Tpe6a Aa ro nplt1MaTe 80 ce,IJ,el.!Ka nono)K6a. 
np111 3HaliaeH naA Ha Kp8Hit10T np1t1Tit1COK 6onHit10T Tpe6a Aa nerHe, H03eTe 111 
pau,eTe Tpe6a Aa MY ce nOAit1rHaT. 

3eMal-be/ynoTpe6yeal-be Ha nnO.O.f..1H~ 20 11'1 nnO.O.f..1H(') 40 co xpaHa 111 co 
Hanii1TOU,II1: 
He ce npenopaliy8a KOH3YM1t1pa1-be Ha anKoxon 3a 8peMe Ha Tepanlt1ja co 
nno,o.V1H® 20 111 nno,o.V1H® 40. 

opeMeHOCT 111 AOel-be 
Coaerya8jre ce co 88wuor /l,OKrop unu C/J8PM8u,ear npe/1, /1,8 3eMere 6uno 
K8KOB fleK. 

Bn111jaH111e ep3 cnoco6HOCTa 3a eo3etbe 11111111 pat<yeatbe co Maw11'1HII1 
® ~ 

Ta6neTlt1T8 nnO,D.V1H 20 lt1 nnO,D.V1H 40 He 8nlt1jaaT 8p3 cnoco6HOCTa 3a 
so3el-be 111n1t1 paKy8al-be co MaWit1Hit1. 

8a>t<HII1 111HQl0pMaU,111111 3a HeKOII'1 COCTaBHII1 KOMnOHeHTII1 Ha nflQ,[J.f..1H® 20 111 
nnO.O.f..1H® 40 

@ ® 
Ta6neTlt1Te nnO,D.V1H 20 1t1 nnO,D.V1H 40 COAp>+<aT naKT03a. AKO B1t1 e 
Ka>+<aHo OA Baw1-1oT neKap AeKa He nOAHecy8aTe HeKOit1 wet<ep111, npeA Aa ro 
ynOTpe61t1Te 080j neK KOHTaKTit1pajTe ro neKapOT. 

3eMatbe/ynoTpe6yeal-be Ha APYrll1 neKOB11'1 
Be MonuMe /1,8 ro uHC/JOpMup8re B8wuor neK8p unu cpapMau,ear aKa 
3eMare, unu aKa Heo/l,aMHa ere 3eMane 6uno Koj /l,pyr neK, /l,ypu u oHue 
Kou He ce Ha neKapcKu peu,enr. 

Be MOJlUMe /1,8 UMare BO npe/l,BU/1, /l,eKa OBUe YKB>K}'B81-b8 MO>K8r /1,8 ce 
O/l,Hecyaaar u Ha oHue npen8paru KOU wro ere ru 3eMane ao MUHaroro unu 
Ke ru 3eM8re ao U/l,HUHa. 

Oco6eHo e 8a:>+<Ho aKo lt1CT08peMeHo 3eMaTe: 
- 8a30Ait1naTa-r:oplt1, 
- 6eTa a,IJ,peHeprlt1l.!Hlt1 6noKaToplt1, 
- ceneKTit18Hlt1 6noKaTOPlt1 Ha Kanu,lt1yM081t1 KaHanlt1, 
- J18KOBlt1 3a TpeTMaH Ha epeKTit1Jla )J.It1Ccj:)yHKU,It1ja. 



- 3a xpoHII14Ha npocp111naKca 111n111 Tepan111ja Ha aHrii1Ha neKTop111c: 2 naTII1 Ha 
neH no 1 Ta6neTa on 40 mg Ha 12 Yaca 111n111 no 2 Ta6neTII1 on 20 mg Ha 12 
Yaca, 2 naTII1 Ha neH. Ha osoj Ha4111H ce o6e36enysa 111HTepsan 6e3 H111TpaTII1 
on HajManKy 12 Yaca, co wTo ce 11136erHysa nojasaTa Ha TonepaHu,lllja. 
- 3a Tepan111ja Ha xpoHII14Ha 111Hcycp111u,111eHu,111ja Ha MlllOKapnor 3 naTII1 Ha neH 
no 1 Ta6neTa on 40 mg Ha ceKOII1 8 Yaca. 

Cne11.ere ru uHcTpyKu.uure OC8eH aKo BawuoT neKap He 8u npenopal..fan 
nouHaKy. 
He 3a6opa8ajre 11,a ro 3eMeTe neKoT. 
AKO t1M8T8 8n81..f8TOK /1.8K8 eC/JeKTOT Ha J78KOT e npeMHOry Ct1JleH t1Jlt1 
npeMHory cn86, noco8erya8jTe ce co B8wuor neK8p unu C/J8pM8U.88T. 

® 
AKO CTe 3eMane/ynoTpe6f..1Jle noroneMa A03a OA nflOA~H 20 f..1 

® 
nflOA~H 40 OTKOllKY WTO Tpe6a: 
AKo cre 38M8ne/ynorpe6une noroneM8 /1,038 011. neKoT OTKOflKY wro rpe6a 
88/l.Haw rpe6a 11.a ce noco8ery8aTe co Bawuor neK8p unu C/J8PM8U.e8T. 

® 
AKO CTe 3a6opasr..111e Aa ro 3eMeTe/ynoTpe6f..1Te nnOA~ H 20 f..1 
nnOA~H~ 40: 
3eMeTe ja nponywTeHaTa /1.038 KOflKY WTO e MOJKHO no6p30. 
AKo e pelfucu !l.Oj!l.eHo 8peMeTO 38 3eMafbe Ha cne11.Hara !l.03a, nol..feKajre 
11.011.eK8 11.a !l.Oj!l.e 8peMeTO 3a ucrara u 3eMere ja, a npecKOKHere ja 
nponywreHara /l.03a. 
He 3eMajre !1.80jHa /l.03a 38 !1.8 j8 H8/l.OMecrure nponywreHaTa !l.03a. 

4. Mo>t<Hf..1 HecaKaHf..1 AejcTea (peaKU,f..1f..1) 
K8Ko u cure neKo8u, nnoJJ,uf! 20 u nnoJJ,uf! 40 MoJKe 11.a uMaar 
H8C8K8Ht1 /1.8jCT88. 

AKO Ce CJ7YI..ft1 6uJ70 WTO 0/1. /l.OflyHa8e!l.eHOTO, 8e/l.H8W npecraHeTe CO 
3eMafbeTO Ha neKOT u 3a ucroro 88/l.Haw t138ecrere ro BawuoT neKap unu 
0/1.8T8 80 ypreHTHOTO 0/l.!l.eJleHue 80 H8j6Jlt1CK8T8 60J7Ht1L/,8." 

- OTeKysat-be Ha pau,e, cTonana, n111u,e, ycHII1 111n111 rpno WTO Mo>+<e n.a 
npeA1113B111Ka TewKOTI/1111 np111 ronTat-beTo 111n1-1 A111Wet-beTo, 
- ~c111n/ er3aHTeMa, ypT111Kap111ja . 

• C111Te os111e ce MHory cep11103HII1 HecaKaHII1 nejcTsa. AKo ce nojasaT Kaj Bac, 
Toa noKa>Kysa MHory cep111osHa aneprii1CKa peaKu,lllja Ha neKOT. Bo TaKOB 
cnyYaj 6111 e noTpe6Ha 111THa MeA111U.111HCKa noMow 111n111 xocn111Tan1113au,111ja. 



- 6onKa 80 rpanr..n8; 

- 3a6p3aHo 4yKal-b8 Ha cpu,eTo; 

- 4Y8CT80 Ha 3a6p3aHa 111n111 Henpa8111nHa pa6oTa Ha cpu.eTo, H8HanejHa 

H8C88CTII1LJ,a (C111HKOna). 
MHOry p8TKO MO)t(Ha 8 noja8a Ha M8TX8MOrn06111H8MII1ja. 

CII1T8 081118 c8 C8PII103HII1 H8CaKaHII1 nejcT8a, 3a KOII1 e noTp86Ha 111THa 

M8A111U.111HCKa nOMOW. 

Cepii103HII1Te HecaKaHII1 A8jCT8a c8 p8TKII1. 

t13Becrere ro Bawuor neKap aKo 3a6ene)Kure: 

- rna8o6onKa, 

- Y8Wal-b8, 111c111n (paw); 
- cToMa4Ha 6onKa 111n111 rp488111 ,npon1118, nowo 8ap81-b8, raA81-b8, 

nospat<:al-b8; 
- 6onKII1 so 3rno608111T8 

- Cna60CT, 8pTorna8111LJ,a, 3aMOp, H8COHII1LJ,a, 4Y8CTBO Ha CTpa8, 

803H8M111p8HOCT(aHKCII103HOC~; 
- HaMan8H Kp88H np111TII1COK (X111nOT8H3111ja). 

C111Te OBII18 C8 cna6111 H8CaKaHII1 A8jCT8a. 

AKo 3a6ene)KMTe 6uno KaKau HecaKaHu JJ,ejcma KOU He ce cnoMeHaru ao 
oaa ynarcrao, Be MonuMe p,a ro MHcjJOpMupare Bawuor neKap unu 
cj:JapMaL(ear. 

5. "'ysatbe Ha nnOAHH® 20,.., nnOAIIIH<'I 40 
)J.a ce YyBa Ha T8Mn8paTYpa AO 25° C, 3aWTII1T8HO OA CB8Tnii1Ha. 

nEKOT YYBAJTE 10 HA MECTA HE,lJ,OCTAnHV1 3A ,lJ,ELlA! 

PoK Ha ynoTpe6a 
fleKor He cMee JJ,a ce ynorpe6yaa no JJ,aryMor Ha ucreKor Ha poKor Ha 
ynorpe6a wro e HaaeJJ,eH Ha KJITUjara u Ha 6nucrepor. 

Ha'iii1H Ha 1113AaBatbe Ha neKoT 
n8KOT ce 1113Aasa caMo co n8KapcKII1 P8U.8nT. 

AaTYM Ha nocneAHa pes1.13111ja Ha BHaTpewHoTo ynaTCTBO 

BHarpewHoro ynarcrao e oJJ,o6peHo ........... ... ....... . 

CKonj8, Maj. 2009 rOA111Ha 


