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351!1PEH 1113BEWTAJ 3A OC05111HII1TE HA nEKOT 

LIZINOPRILI nii13111HOnPII1n 

Lisinopril 

Ta6neTvt 

V1ME HA nEKOT: 

LIZINOPRILI fliii3111HOnPIIIfl 

KBAnV1TATV1BEH V1 KBAHTV1TATV1BEH COCTAB: 

lisinopril (ra6nen1 OA 5, 10 V1 20 mg nV13V1HOnpV1n 80 cpopMa Ha 
AV1XV1Apar) 

<DAPMALJ,EBTCKV1 OonV1K: 

ra6nen1 

Kn V1 H W-1 KV1 nO,D,ATOLJ,V1: 

TepaneBTCKU UH!J.UKau,uu 
- CV1Te creneHV1 Ha eceHu,V1janHa V1 peHo8acKynapHa XV1nepreH3V1ja 
- C1-1re creneHV1 Ha KOHreCTV18Ha cpu,e8a V1HCycpV1U,V1eHu,V1ja, KaKo 

AOA3TOK Ha CT3HA3PAH3Ta TepanV1ja CO K3pAV10TOHV1U,V1 V1 
AV1ypeTV1 U,V1; 

- V1HcpapKT Ha MV10K3PA 80 np8V1Te 24 43Ca OA npene>t<aHV10T 
V1HcpapKT Kaj XeMOAV1H3MCKV1 CT36V1nHV1 naU,V1eHTV1 K3KO npe8eHU,V1ja 
Ha 3arajy8arhe Ha cpyHKU.V1jara Ha ne8V10T 8eHrpV1Kyn 

- ,lJ,V1ja6e:rV14H3 HecpponaTV1ja Kaj HOpMOTeH3V18HV1 V1HCynV1H-338V1CHV1 
nau,V1eHTV1 V1 XV1nepreH3V18HV1 V1HCynV1H-H8338V1CHV1 nau,V1eHTV1 . 

,D,osupafbe u HBI..fUH Ha ynorpe6a 

,!Josuparbe Kaj nau.ueHTu co eceHg.!J}_anHa xunepreHsuja: 
no4erHara A03a Ha nV13V1HonpV1n Kaj naV1eHTV1 co 6nara 

XV1nepTeH3V1ja e 10 mg/AeH, AaAeHV1 eAHaw Ha AeH. ,D,o3ara ce 
npV1narOAY83 V1HAV18V1AyanHO 80 338V1CHOCT OA 0Ar080pOT Ha Kp8HV10 -~··M~ 

npV1TV1COK. 06V14HO ce AOBOnHV1 20-40 mg Ha AeH A3AeHV1 80 8AH3 . ~~(1~90 ~ :~~ 
A03a. ,D,o3ara MO>t<e Aa ce 3roneMysa so HeAenHV1 V1HTep8anV1 AO 1!! · \~ 1 

c: ~ "- , ~ .:~~ of!Q'~:j/~l!i I 
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LIZ I NOPRI LIDIII3111HORPIIlfl 

mg/geH Bo KOnKy so nep111og og 1-3 Meceu.111 He ce go6111e 
3agosonysa4KII1 Xll1nOTeH3111BeH ecj:>eKT, ce npenopa4ysa sosegysat-be 
Ha g111ypeTII1K, Kanu,ll1yMOB aHTaroHII1CT 111n111 6eTa-6noKaTOp 3aegHO CO 
nii13111Honpll1n. 3roneMysat-be Ha go3aTa H·a nii13111Honp111n gasa nocna6111 
pe3ynTaTII1. Hajgo6po ega ce gage g111ypeT111K 111 Toa 
x111gpoxnopoT111a3111g so go3a og 12.5 mg, egHaw Ha geH. 

~al-be Kaj nau,ueHTJ1 co peHoaacKvnapHa xunepreH311ja: 
no4eTHaTa A03a Ha nii13111HOnp111n Tpe6a ga e noHII1CKa 6111gejt<111 

os111e nau,ll1eHTII1 ce MHory ocen111s111 Ha II1HX1116111u,111ja HaAKE. Bo 
noi..JeTOKOT ce gasa go3a og 5 Mr 111n111 noManKy. ,lJ.03111pal-beTo e 
111HA111BII1gyanHo, a soo61114aeHa go3a Ha ogp>t<ysat-be e og 5 · 20 
mg/geH, egHaW gHeBHO. 

/},o3upa!-be Kaj nau,ueHTJ1 co KOHrecruaHa cu,eaa cna6ocr: 
Kaj nau,111eHTII1 co KOHreCTII1BHa cpu,esa cna6ocT noi..JeTHaTa 

go3a Tpe6a ga e noHII1CKa 111 Taa 1113Hacysa 2.5 mg/geH nii13111HOnpll1n, 
ann111u,111paH egHaw gHeBHO. 

/Jo3upa!-be Kaj nau,ueHTJ1 co ameH uHcjJapKT Ha M110Ka121J.:.. 
Kaj xeMOA111HaMCKII1 CTa6111nHII1 nau,111eHTII1 co aKYTeH 111Hcj:>apKT 

Ha MII10Kapg, 80 npB111Te 24 4aCa OA npene>KaHII10T 111HapKT, 
nii13111Honp111n ce gasa cnopeg cnegHasa weMa: 

Kaj nau,ll1eHTII1 CO CII1CTOneH KpBeH npii1TII1COK Hag 120 mgHg 
Tepanll1jaTa ce 3ano4Hysa so npB111Te 24 4aca OA no4eTOKOT Ha 
CII1MnTOMII1Te CO A03a Og 5mg, egHaW Ha geH, BO nep1110A OA 2 
geHa, a noToa go3aTa ce 3roneMysa Ha 10 mg egHaw Ha geH so 
HapegHII1Te 6 Hegenll1 . 
Kaj nau,V1eHTII1 co HII130K CII1CToneH KpBeH np111TII1COK(1 00-120 
mmHg) npB111Te gee A03111 Ha nii13111HOnpll1n Tpe6a ga 6111gaT no 2.5 
mg, a HapegHII1Te A03111 go 6 Hegenll1 no 5mg. AKo gojge go nojasa 
Ha Xll1nOTeH3111ja nocne gasat-beTo Ha nii13111Honp111n (c111cToneH 
KpBeH np111TII1COK nOg 100 mmHg), AH8BHaTa A03a OA 5 mg ce 
HaManysa Ha 2.5 mg. AKO Xll1nOTeH3111jaTa (C111CTOneH KpBeH 
npii1TII1COK nog 90 mmHg) ce ogp>t<ysa so nep111og nogonr og 1 
4ac, Tepanll1jaTa co nii13111Honp111n ce gasa 6 Hegenll1. 

/Jo3upaf-b·e Kaj nau,ueHru co B11.l.a6erw-1Ha HeC/Jponaruja: 
no4eTHaTa A03a Ha nii13111Honp111n e 2.5 mg Ha geH 111 Taa ce 

np111narogysa 111HAII1BII1gyanHo co u.en ga ce noCTII1rHe gll1jacToneH 
KpBeH npii1TII1COK nog 100 mmHg Kaj 111HCynii1H-3aBII1CHII1 
HOpMOTeH3111BHII1 nau,111eHTII1 111n111 KpBeH np111TII1COK nog 90 mmHg Kaj 
Xll1nepT8H3111BHII1 naLJ,1118HTII1 CO A111ja6eTeC M8n111TYC KOII1 He Ce 111HCynii1H 
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npf!P,flOT 36J.1peH J.1388WTai 38 OC06MHI1T8 Ha 118/f...OT LIZINOPRtUnV13V1HOnPV1n 

naU,It18HTit1 CO KJllt1p8HC Ha KpeaTit1Hit1H nOA 1 0M11/MLt1HYTa, 2.5 MfiAeH. 
V1HAit1BLt1AYa11HO ce np111narOAyBa A03aTa Ha OAp>KyBat-be Ha ecpeKTOT. 
Co npes3eMat-be Ha noce6Hit1 MepK111 Ha npeTna3111t1BOCT Tpe6a Aa ce 
np1-1naroAysa A03aTa Ha 111113111Honplt1n Kaj nau,lt1eHTit1 KOI-1 111MaaT aKyr-eH 
lt1HcpapKT Ha Mlt10KapA 1-1 6y6pe>KHa A111CYHKU,II1ja. 

4.3. KoHrpauHP,MKaL(MM 
npeoceT111t1BOCT KOH lt1HXIt161t1TOp111 Ha AKE, 
AHaMHeCTit14Kit1 noAaTOK 3a nojasa Ha aHrlt10HeypoTCKit1 eAeM np1-1 
AaBat-be Ha 111HXIt161t1TOplt1 Ha AKE, 
opeMeHOCT 111 11aKTaU,It1ja 
PeHosacKy11apHit1 3a6o11ysat-ba 
AopTa11Ha CTeHo3a 111111-1 APYrl-1 oncTpyKTit1BHit1 3a6onysat-ba np111 KOI-1 
lt1Ma np84Kit1 Ha 111Ccpp11at-beTO Ha KpB OA CpU,eTO. 

4.4. MepKM Ha nperna3nMaocr 

4.5. 

nlt131t1HOnplt111 Tpe6a Aa ce ynoTpe6ysa 8Hit1MaT811HO np111 111CTOBpeMeHa 
ynoTpe6a Ha Alt1ypeTII1U,It1 3aTOa WTO MO>Ke Aa npeA1113Bit1Ka Clt111HO 
lt13pa3eHa Xlt1noTeH31t1ja. 
noce6HO Tpe6a Aa ce BHit1MaBa AOK011KY 111t13111HOnplt111 ce np1t1M8HyBa 
Kaj nau,lt18HTII1 KOI-1 lt1MaaT OWT8T8Ha cpyHKU,It1ja Ha 6y6p831t1T8. 
nll131t1Honplt1n Tpe6a Aa ce Aasa co noce6Ha npeTna3Jllt1BOCT Kaj 
nau,1-1eHT1t1 co nep1o1cpepHit1 sacKynapHL-1 3a6onysaH>a 1t1n1-1 
reHepa111113111paHa aTepocKnepo3a. 
Kaj nau,111eHT1t1 co aKYTeH MII10KapAeH 111HcpapKT noYeCTO ce jasysa 
A111ccpyHKU,I-1ja Ha 6y6pe31t1Te np1-1 Tepan1-1ja co nl-131t1Honplt111. Kaj 
naU,1118HTII1 CO aKYT8H Mlt10KapA8H lt1HcpapKT He CM88 Aa ce 
3an04H8 Tepan1-1ja CO 111t131t1HOnp111J1 AOK011KY Clt1CT011Hit10T KpseH 
np1t1TII1COK e 1 00 mmHg 1-1111-1 nOHII130K. 
noce6Hit1 MepKII1 Ha npeTna3nlt1BOCT ce noTpe6Hit1 np1-1 lt1CTospeMeHa 
ynoTpe6a Ha 111t13111HOnplt111 co Alt1ypeTit1U.It1 KOII1 wTeAaT Kan111yM 111 APYrll1 
AI-1YP8TII1U,II1 , KaKO 111 Kaj naU,II18HT111 KOII1 ce Ha pecTplt1KTit188H BH8C Ha 
COJ1111 80 OpraHII13MOT 1-1 Kaj naU,It18HT111 CO KOpOHapHa 1-1 
u,epe6posacKy11apHa 111Hcycp111u,111eHu,111ja. 
Tpe6a Aa ce OA6erHysa np111MeHa Ha 111113111Honp11111 111 APYrl-1 
lt1HXII161-1TOpll1 Ha AKE Kaj nau,1-1eHTII1 co xepeAII1TapeH 1-1111-1 111Ait1onaTCKI-1 
aHrlt1oeAeM. 
He ce npenopaYysa Aasat-be Ha J11113111Honpll111 Kaj Aeu.a, nopaAL-1 
ceywTe H8AOB011HO 111CKyCTBO CO HerosaTa np111M8Ha BO OBaa 803paCT. 
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/].uyp8TJ.1L/,U KOU WT8!1.8T KanuyM: np111 npiiiMeHa Ha niii3111HOnpllln CO 
AlllypeTIIILI,III KOIII WTeAaT KanlllyM MO>Ke Aa HaCTaHe onacHa 
XlllnepKanllleMIIIja. _ 
HecTepOU/l.HU aHTUUHcfmaMaTOpHu neKosu: MO>Ke Aa ro HaManar 
ecpeKTOT Ha niii3111HOnpllln Bp3 KpBHIIIOT npiiiTIIICOK. 
flUTUYM.' MO>KHO e 3roneMyBal-be Ha TOKCIIILlHOCTa Ha niiiTIIIyM. 

XpaHara He sn111jae Ha cpapMaKOKIIIHeTIIIKara Ha niii3111HOnpllln . 

4.6. Ep8M8HOCT u !l.081-b8 
n1113111Honp111nor ja npeMIIIHysa nnau.eHrara. 
opeMeHOCTa Ill AOel-beTO npeTCTasysaaT penaTIIIBHIII 
KOHTpaiiiHAIIIKaU,IIIIII 3a npiiiMeHaTa Ha niii3111HOnpllln. 

4.7. BnujaHue sp3 cnoco6Hocm 38 B0381-b8 unu paKysal-b8 co MawuHu 
HeMa noAarou,lll AeKa neKor sn111jae Ha cnoco6Hocra 3a so3el-be 111 
paKyBal-be CO MaWIIIHIII . 

4.8. HecaKaHu 11.ejcTBa 
n1113111Honp111n e neK KOj A06po ce nOAHecysa. 
HecaKaHu 11.e}cma Kou ce KapaKTepucTuKa Ha u.enam rpyna 
uHxu6umpu HaAKE ce: XlllnoreH3111ja, pesep31116111nHo 3roneMysal-be 
Ha cepyMCKaTa ypea Ill KpeaTIIIHIIIH, aKyTHa peHanHa IIIHCycpiiiU,IIIeHU,IIIja 
Kaj nau,111eHTIII co creHo3a Ha peHanHara aprep111ja, XlllnepKanllleMIIIja, 
KaWniiiU,a Ill aHriiiOHeypOTCKIII eAeM. 
Hajl...feCTU HecaKaHu !l.ejcTsa Kaj nau.u8HTU co xunepTeH3uja c8: 
rnaso6onKa, sprornas111u.a, Kawn111u.a 111 Alllapea. 
Hajl...f8CTU H8C8K8HJ1 !1.8}CTB8 Kaj n8L!,U8HTU CO KOHr8CTJ1BH8 CpL/,888 
cna6ocT ce:· sprornas111u,a, Alllapea, XlllnoreH3111ja, 3aMop, rnaso6onKa 111 
IIICIIIn no Ko>+<ara. 
lacTpouHTecTuHaneH cucTeM: raAel-be, nospat<al-be, Alllcnenc111ja, 
Alllapea 111n111 oncr111nau,111ja. 
0CT8H8TU H8C8K8HJ1 !1.8}CT88.' MO>Ke Aa Ce jasar Ill nopeMerysal-be Ha 
oceror 3a sKyc, xlllnoHarpllleMIIIja, 3roneMysal-be Ha HIIIBOTO Ha cepyMCKIII 
rplllrnlllu,epiiiAIII, ypea, xenaranHIII eH3111MIII 111 rniiiK03a, rpaH3111TOpHo 
CHIII>KyBal-be Ha Bp8AHOCTIIIT8 Ha X8MOrn06111H, KOHcpy3111ja, npOMeHIII BO 
OAHecysal-bero, acreH111ja, norel-be, IIIMnoreHu,lllja 111 anoneu,111ja. 

4 ~9 . np8/l.03upa1-b8 
np111 npeA031t1pa1-be Ha nlt13111Honpllln ce jasysa nponoHrlllpaHa 
xlllnoreH3111ja. Mo>+<e Aa ce jas111 crynop, peHanHa A111CcpyHKU.IIIja AO 
aKyrHa peHanHa IIIHCycpiiiU,IIIeHU,IIIja, XlllnepKanllleMIIIja Ill XlllnOHaTpllleMIIIja. 
Tepan111jara e CIIIMnroMarcKa (nasa>+<a Ha >+<enyAHIIIK, AaBal-be Ha 
MeAIIIU.lt1HCKIII jarneH, 111Hcpy3111ja Ha paCTBOp Ha HaTplllyM XJlOPIIIA Ill 
Apyra CIIIMnroMarcKa repan111ja). Cneu,lllcp~4eH aHTIIIAOT He nocro111. 
niii3111HOnpllln ce orcrpaHysa co xeMOAIIIjanlt13a. ~. 
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, n pe/l,nQf 36111peH JI/3Bewrgy 3a oco6uHJI/Te Ha neKor 

5.0. <DAPMAKOnOWKVl CBOJCTBA 

5.1 . (/)apM8KOjJ.UH8MCKU CBOjCTB8 

- cpapMaKOTepam1CKa rpyna 
AKE IIIHXIII6111T0p 

LIZINQPRIL!nii13111HOnP111n 

- MeXaHIII3aM Ha AejCTBO Ill cpapMaKOAIIIHaMCKIII ecpeKTIII 
niii3111HOnplllnOT e IIIHXIII6111TOP HaAKE (aHriiiOTeH3111H-KOHBepT111pa4KIII 
eH3111M) co AOnroTpajHo AejcTBO. 111HXIII6111LJ,IIIjaTa HaAKE A08eAy8a AO 
6noKaAa Ha KOHsep3111jaTa Ha aHriiiOTeH3111H I 80 aHriiiOT8H3111H II , co 
WTO Ce IIIHXIII6111pa Ba30KOHCTp111KTOpHOTO AejCT80 Ha aHriiiOTeH3111H II Ill 
ce nOCTIIIrHy8a XlllnOTeH3111BeH ecpeKT. 
niii3111HOnplllnOT ja HaManysa CIIIHTe3aTa Ha anAOCTepOH, a CO TOa ce 
HaMany8a peTeHLJ,IIIjaTa Ha COnlll Ill Te4HOCTIII Ill Ce AOnOnHy8a 
Hero80TO aHTIIIXIIInepTeH31118HO AejcT80. 
AHTIIIXIIInepTeH3111BHOTO AejCT80 Ce ja8y8a 80 pOK OA 1 4aC Ill Tpae 
HajManKY 24 4aca. 3apaAIII AOnroTpajHOTO AejCT80, niii3111HOnplllnOT ce 
A03111pa eAHaW AHe8HO. 

5.2. cPapM8KOKUH8TCKJI/ CBOjCTB8 

niii3111HonplllnoT cnopo 111 HeKoMnnerHo ce pecop6111pa OA 
racTpOIIIHTeCTIIIHanHIIIOT TpaKT nocne nepopanHa ann111Kau,111ja. 
XpaHaTa He sn111jae Ha onceroT Ha pecopnu,111jara Ha neKOT. 
He ce Mera6onlll3111pa np111 "np81110T npeMIIIH" Hlll3 u,pHIIIOT AP06. 
MaKCIIIManHIIITe nna3MaTCKIII KOHu,eHrpau,llllll ce nocrlllrHysaar nocne 
OKony 6-7 4aca OA opanHaTa anniiiKaLJ,III ja Ha niii3111HOnpllln. niii3111HOnpllln 
cna6o ce 8p3y8a 3a nporeiiiHIIITe 80 nna3Mara. EniiiMIIIHau,llljara Ha 
niii3111HOnpllln ce OA8111Ba npeKy 6y6pe3111Te. 

5.3. npeTKflUH/1/LfKU nOjJ.BTOI...l/11 

ToKCIIIKonowKIIITe 111Cnlllry8al-ba ce onw111pHo on111waH111 80 
<DapMaKOnOWKOTO MIIICnel-be OA 2007 rOAIIIHa. 

6.0. <DAPMALJ,EBTCKVl nO,D,ATOLJ,Vl 

6.1 . Cocraa · 

1 Ta6nera COAP>KIII 5 mg niii3111HOnp111n 80 o6nii1K Ha AIIIXIIIApaT. 
1 Ta6nera COAp>K111 10 mg niii3111HOnp111n 80 o6nii1K Ha AIIIXIIIApaT. 
1 Ta6nera COAP>KIII 20 mg nlt13111HOnp111n 80 o6nii1K Ha AIIIXIIIApaT. 

6.2. EKcu,unueHTU 

MaHIIITOn 
Kanu,111yM XIIIAporeH cpoccpar AIIIXIIIAPaT 
n4eHKapeH CKp06 
no8111AOH 
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npe)Kenan1HII13111paH CKp06 
KpocKapMeno3a HaTp111yM 
MarHe3111YM creapar 
>Kene3o (Ill) OKC111A - )KOnT (ra6ner111 OA 1 0 mg 111 20 mg) 
>Kene3o (Ill) OKCII1A - u,pseH (ra6ner111 OA 20 mg) 

6.3. naKyBBf-68 
Kyr111ja co 20 ra6ner111 OA 5 mg. 
Kyr111ja co 20 ra6ner111 OA 10 mg. 
Kyr111ja co 20 ra6ner111 OA 20 mg. 

6.4. PoK Ha rpaef-be 
3 rOAII1HII1 

6.5. Ha'-111H Ha Yyaaf-be 
)J,a ce Yysa Ha reMneparypa AO 25°C, 3aWT111TeHo OA csern111Ha. 
nEKOT )J.A CE 4YBA HA MECTA HE.UOCTAnHVt 3A )J,ELJ,ATA! 

6.6. KapaKrep11CTI1KI1 Ha BHarpewHOTO {KOHTBKTHO) naKyaaf-be 
onii1CTep naKYBaJ-be OA anyM111H111YMCKa TBpAa cpon111ja 111 nBLJ, cpon111ja 

6.7. Ha1.111H Ha 113/l,aBaf-be 
neKor ce 1113Aasa caMo co neKapCKII1 peu,enr. 

7.0. t1Me 11 a,apeca Ha npoi13BO,al1renor 
A)J, JAKA 80 PaAOBII1W 
Peny6n111Ka MaKeAOHII1ja 

8.0. ,D,ara Ha npaara peri1CTPBL.I11ja 

9.0. ,D,ara Ha nocne/l,Hara peBM311ja Ha 3611pHuor 113Bewraj 38 oco611HI1Te 
H8 neKOT 

CKonje, Maj, 2007 r. 
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