
npeP.JTOr 36MpeH 113BeUJTBj 38 OC0611HI1Te HB neKOT NITROGLICERIN I HII1TPOrn111U,EPV1H 

35V1PEH V13BEWTAJ 3A OC05V1HV1TE HA nEKOT 

NITROGLICERIN I HV1TPOrnV1UEPV1H 

glyceryl trin itrate 

cy6Jllt1HrsanHV1 Ta6neTlt1 

1. V1ME HA nEKOT: 

NITROGLICERIN I H~TPOrfl~UEPir1H 

2. KBAnV1TATV1BEH V1 KBAHTV1TATV1BEH COCTAB: 

H1!1Tpornl!1u,ep1!1H - cy6ni!1HrsanHII1 ra6ner111 OA 0.5 mg rn111u,ep111n 
Tp111H111TpaT 

3 . <DAPMAUEBTCKV1 05nV1K: 

cy6JHIIHrBaJ1HI!1 Ta6neTII1 

4. KnV1HV1 YKV1 nOAATOUV1: 

4.1. TepanesTcKu uHp,uKau.uu 
H1!1Tporni!1U,9p1!1HOT e 111HA111U.111P8H 38 TpeTMaH Ha CI!1MnTOMI!1T9 np111 
aKyTeH Hanag Ha aHrl!lHa neKroplllc (cra6111nHa 111n111 sa3ocnacT1!14Ha). 
V1cTO raKa ce nplllMeHysa 111 3a KparKorpajHa npocp111naKca Ha 
aHri!1H03eH Hanag HenocpegHo npeg cp1!131!14KI!1 Hanop. 

4 .2. /),03Upal-be U HBLIUH HB ynorpe6a 

Tepanuja npu Hanap, Ha aHruHa neKTopuc: 
EgHa cy6nii1HrsanHa ra6nera OA 0,5 mg ce crasa nog ja3111K so 
ceA94Ka nono:>+<6a. no norpe6a ce nosropysa no 5 MII1HYTII1 . 
Ao3soneHI!1 ce HajMHory 3 cy6nii1HrsanHI!1 ra6ner111 so neplllOA OA 15 
M111HYTII1. AKo 6onKara nep3111CT111pa HeonxogHa e neKapcKa 
1!1HTepseHu,111ja 



npeMor 3lmpeH u3Bewraj 3a OC06MHUTe Ha neKOT NITROGLICERIN I HlllTPOrnV!.UEf.:lltH. 

npocJ:mnaKca: 
Eo.Ha cy6m1HrsanHa Ta6neTa OA 0,5 mg ce cTasa noo. ja3lt1K 5-10 
Mlt1HYT1t1 npeA aKTlt1BHOCTlt1T8 KOltl 61t1 MO:>Kene o,a np8Alt13Blt1KaaT 
aHrlt1H03eH Hanao. 

4.3. KoHrpauH/l,UKau,uu 
Hlt1Tpornlt1u.eplt1H e KOHTpalt1HO.lt1U.lt1paH Kaj nau.lt1eHTlt1 co no3HaTa 
npeOC8Tnlt1BOCT Ha Hlt1TpaTlt1. 0cTaHaTlt1 KOHTpalt1HAlt1KaLI,lt1lt1 3a 
HerosaTa nplt1MeHa ce aopTHa cTeHo3a, TaMnoHao.a Ha cpu.eTo, 
Mlt1TpanHa CT8H03a, KOnanc, aH8MJ..1ja,. Hlt1Tpornlt1LJ,8plt1H lt1CTO TaKa 
KOHTpalt1HAlt1LI,lt1paH npltl nplt1M8Ha Ha cpoccpOAlt18CTepa3a lt1HXlt16lt1TOplt1 
KaKo wTo ce Cll1nAeHacpt.-1n 1t1 sapo,eHacpltln. 

4.4. MepKu Ha npema3nuaocr 
Kaj nau.lt1eHTlt1 co xlt1nosoneMlt1YHa Xlt1noTeH3lt1ja, Xlt1nepTpocplt1YHa 
KapA1t10Mlt1onaTlt1ja, rnayKoM, u.epe6panHlt1 Kpsapel-ba 1t1n1t1 nospeAltl Ha 
rnasa e HeonxonHa npema3nlt1BOCT np1t1 ynOTpe6aTa Ha Hlt1Tpornlt1LJ,eplt1H. 

4.5. UHrepaKu,Mu 
lllCTOBpeMeHa nplt1M8Ha CO anKOXOn, Apyrltl Ba30Alt1naTaTOplt1 lt1nlt1 
neKOBltl CO Xlt1nOT9H3lt1BHO A8jCTBO MO:>K9 o,a AOB9A9 AO T9WKa 
Xlt1nOT8H3lt1ja. lltCTOBpeMeHaTa ynoTpe6a Ha Hlt1Tpornlt1L1,8plt1H CO 
cpoccpoo,lt1ecTepa3a lt1HXlt16lt1TOplt1 {cltlnAeHacpltln, sapo.eHacpltln) nasa 
3aCJ..1neH Xlt1nOT8H3lt188H ecpeKT. 

4 .6. 5peMeHOCT /If /],Oef-be 
HeMa o.osonHo noo.aTOU.ltl 3a ynoTpe6aTa Ha Hlt1Tpornlt1u.eplt1H 3a speMe Ha 
6peMeHocTa, 3aToa Tpe6a BHlt1MaTenHo o.a ce ynoTpe6ysa, 1t1 Toa caMo 
aKO e HeOnXOAHO, OAHOCHO CaMO CO npOL1,9HKa Ha OAHOCOT noMefy 
OY9KysaHaTa KOpltlCHOCT lt1 MO:>KHltlOT plt13lt1K. npltl A091-b9 plt13J..1KOT 3a 
A09HY9TO ti9MO:>K9 Aa ce lt1CKnYY1t1. 

4.7. BnujaHue ap3 cnoco6Hocra 3a ao3el-be unu paJ<Yaaf-be co MawuHu 
Hlt1Tpornlt1LJ,eplt1HOT He sn1t1ja Ha nclt1xocplt13lt14Klt1Te cnoco6HoCTlt1. 

4.8. HecaKaHu p,ejcraa 
HecaKaHlt1Te ecpeKTltl KOltl soo6lt1YaeHo ce jasysaaT ce neCHI.-1 1t1 
BKny4ysaar 
KapP.UOB8Cio/fl8peH C/lfCTeM: Xlt1nOT9H3lt1ja, nannlt1TaLI, lt1lt1, 
3au.pseHysal-be Ha nlt1U.9TO. 
Ko)f(a u nMraamJ,u: lt1Clt1n, 
racrpouHrecruHaneH cucreM: cywel-be Ha ycTaTa, ranel-be, 
nospaKal-be. 
HeaponowKu ecj:JeKTu: BpTOrnaBltlLJ,a, ManaKcanocT, rnaso6onKa, 
nopeTKI.-1 HO noceplt103Hlt1 HecaKaHltl o.ejcTsa ce CltlHKona, 
6paAlt1Kapo.lt1ja, MeTxeMorno6lt1H8Mlt1ja. 



4.9 . npep,o3upa!-be 
Bo cnyL~aj Ha npeA031!1pat-be Tepanl!ljaTa e CI!IMnTOMaTCKa. ,D.oKonKy 
noCTOII1 3HaLII!ITenHa MeTxeMorno6111HeMI!Ija ce Aa8a MeTI!IneHCKO 
nna8o. 

5.0. CDAPMAKOnOWKV1 CBOJCTBA 

5.1. (])apM8KOJ1,t1H8MCKt1 CBOjCTB8 

- cpapMaKoTepanl!lcKa rpyna 
Ba30A111nararo p 

- MeXaHiil3aM Ha AejCT80 Iii cpapMaKOAI!IHaMCKI!I ecpeKTI!I 
Hli!Tpornlllu,epi!IHOT ja npeKII1Hy8a 6onKaTa np111 HanaA Ha aHri!IHa 
neKTOpliiC. ,0,eny8a KaKO 8a30AiilnaTaTOp 80 8eHCKI!IOT CI!ICTeM, ro 
HaMany8a nplilnlii80T Ha KP8 80 cpu,eTo, cpu.e8aTa pa6oTa 111 
nOTpOWy8aL!KaTa Ha KI!ICnOpOA. ,D.ejCT80TO HaCTany8a MHOry 6p30, 
8eKe nocne non081!1Ha MI!IHyTa AO 3 MliiHYTiil OA CTa8at-beTO Ha 
cy6ni!IHr8anHaTa Ta6neTa nOA ja31!1K. ,0,ejCT80TO Tpae KpaTKO, OA 30 
AO 60 MliiHYTiil. 

5.2. (])apMaKoKuHercKu caojcraa 
Pecopnuuja: Hli!Tpornl!lu.epi!IH 6p3o ce pecop6111pa npeKy opanHaTa 
cny3oKo:>Ka. MaKCI!IManHI!I 8peAHOCTI!I 80 Kp8Ta no o8oj HaL!I!IH Ha 
npi!IMeHa ce nocTI!IrHy8aaT 3a oKony 3 MliiHYTiil . 
1Jucrpu6vu,uja: BonyMeHoT Ha AI!ICTp1!16YU.I!Ija e roneM 111 1!13Hecy8a 
3,3±1 ,2 Lfkg. HajMHOry Ce KOHU.9HTp1!1pa 80 SI!IA081!1T9 Ha KP8HI!IT9 
CaAOBI!I. nony:>KI!IBOT Ha HI!ITpOrni!IU.epi!IHOT 80 nna3MaTa e 1-3 
MI!IHYTI!I, 111 oKony 60% ce 8p3y8a 3a npoTei!IHI!ITe Ha nna3MaTa. 
Mera6onu3aM: MeTa6onlil31!1pat-beTo Ha Hli!Tpornlilu.epi!IH ce OABI!IBa so 
xenapOT Ha TOj HaL!I!IH WTO CO nOMOW Ha eH31!1MOT HI!ITpaTHa 
peAyKTa3a TOj pear111pa co 2 MoneKynlil Ha peAYU.IilpaH rnyTaTI!IOH, 
np111 WTO ce ocno6oAy8a eAHa MoneKyna Ha NO. 
EnuMuHaguja: 0cTaHaTII1 npOAYKT111 Ha MeTa6oni!I3MOT Ha 
Hli!Tporni!IU.epi!IH ce 1 ,3- lilnlil 1 ,2- rni!IU.epl!ln AliiHI!ITpaT Iii OKCI!IAI!IpaH 
rnyraTI!IOH. T111e ce rnyKypoHI!I31!1paaT 111 ce l!lccppnaaT npeKy :>KonL!KaTa 
lilnlil ypi!IHaTa. HI!IBHO nonyspeMe Ha eni!IMI!IHaU.I!Ija e oKony 40 MliiHYTiil 
111 MO:>Ke Aa ce KyMynlilpaaT np111 xpoHI!IL!Ha npi!IMeHa. 

5.3. npeTKf711Ht14Kt1 nOP,8TOUJ1 

ToKCI!IKonowKI!ITe 1!1Cnlilry8at-ba ce onw111pHo on111waH111 80 
EKCnepTCKI!IOT 1!13B9WTaj 3a cpapMaKOnOWKO - TOKCI!IKOnOWKaTa 
AOKYM9HTaU.Iilja Ha neKOT OA 2007 rOAI!IHa. 

6.0. CDAPMAWEBTCKV1 nO,D.ATOL..lV1 

6.1. Cocraa 
EAHa cy6ni!IHrsanHa Ta6neTa COAP>Kiil 0,5 mg rn111u.epliln TPIIIH111TpaT. 
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6.2. EKcu.unueHTu 
MaHIIITon 
n\..feHKapeH CKp06 
KpocKapMeno3a HaTplllyM 
>KenaniH 
TanK 
MarHe3111YM cTeapaT. 

6.3. naKyB81-b8 
W111we co 40 cy6nii1HrsaJJHIII Ta6nen1 OA 0,5 mg. 

6.4. PoK Ha rpael-be 
2 fOAIIIHIII 

6.5. Hal.fuH Ha l.fyaal-be 
)J,a ce yysa Ha TeMneparypa AO 8-15°C, 3aWTII1TeHo OA cseTniiiHa 111 
snara. 
neKoT He Tpe6a Aa ce ynoTpe6ysa no IIICTeKOT Ha 8 HeAenlll OA 
OTBapa1-b9TO Ha WII1W6TO. 
nEKOT .O.A CE 4YBA HA MECTA HE.O,OCTAnHI/1 3A .O.EUATA! 

6.6. KapaKTepuCTUKU H8 BHarpeWHOTO (KOHT8KTHO) naKyB81-be 
WIIIW9 OA T9MHO KacpeHO cpapMaU,eBTCKO CTaKnO Ill 6aKeniiiTHO 
KanaYe. 

6.7. Hal.fuH Ha U3p,aaal-be 
neKoT ce 1113Aasa caMo co neKapcKIII peu.em. 

7.0. UMe u ap,peca Ha npou3aop,urenor 
A.D. JAKA 80 PaAOBIIIW 
Peny6ni!IKa MaKeAOHIIIja 

8.0. /J,ara Ha npaara pemcrpau.uja 

9.0. /],ara Ha nocne/].Hara peau3uja Ha 36upHuor U3aewraj 3a oco6uHure 
Ha neKOT 

CKonje, jyHIII, 2007 r. 
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