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npep,nor. 36MpeH M3aewraj 3a oco6uHure Ha neKOT 
OIKLOFENAK DUO I )J.VlKJlO<DEHAK JJ.YO 

""'DIKLOFENAK DUO Plus/ ,[I,VlKJlOCDEHAK )].YO n11yc 

ce npeu,111n111n11paH111 OA au,eTIII11Ca11111U.11111Ha KIIICe11111Ha 11111111 OA APYrll1 
11eKOBIII KOIII ja IIIHX1116111paaT npOCTamaHAIIIH-CIIIHTeTa3aTa. 
nau,llleHTIII CO KpBHIII AIIICKpa3111111, 
nau,111eHTII1 co Aenpeclllja Ha KOCKeHa cp)l(, 
TewKa xenaTa11Ha u,111po3a, 
T8WKO KOHf8CTII1BHO CpU,8BO 3aTajysal-be, 
T8WKIII 6y6pe)I(HIII OWT8TYBal-ba (GFR < 30 mi/MIIIH). 

4.4. MepKu Ha nperna3nuaocr 
Kaj naU,II18HTII1 CO IIICTOplllja Ha raCTpO-IIIHTeCTIIIH311eH ym<yc, XeMaTeMe3a, 
Me11eHa, y11u,epaT111BeH K011111TIIIC, Morbus Crohn, nopeMerysal-ba Ha 
XeMOCT333 11111111 XeM3T0110WKII1 a6HOpMa11HOCTIII , A111K110cj:>eHaK Tpe6a A3 Ce 
A3Ba CO npeTn3311111BOCT. 
nau.111eHTII1 co owTeTeHa cpyHKU.IIIja Ha u,pH AP06, 6y6pe3111, cpu,e 111 
nOCTap111 naU,1118HTIII Tpe6a Aa 6111A3T nOA KOHCTaHTeH HaA30p. 
BHIIIMaHII1e e HeonXOAHO Kaj nau,llleHTII1 KOII1 np111MaaT AlllypeTIIIU.III 11111111 KOIII 
ce onopaeysaaT OA ceplllo3eH x111pypwK111 3acj:>aT. 
CIIITe nau,ll1eHTII1 K0111 npii1MaaT A011rOpOYH3 Tepanlllja CO HeCT8pOIIIAH111 
aHTIII-IIIHcj:>11aMaTOpH111 11eKOBIII Tpe6a Aa 6111AaT nOA npeseHTIIIBeH H3A30p. 
PeTKO MO)I(e Aa ce pa3ellle nenTIIIYeH y11KYC 3a speMe Ha Tepanll1jaTa 
co A111K11ocj:>eHaK, 80 Toj c11yYaj Tepanll1jaTa Mopa Aa ce npeKII1He 
Kaj noso3pacHIII nau,111eHTIII Mapa Aa ce 8HII1Masa Ha A03111pa1-beTo. 

4.5. J1HT8p8KU,t1J1 
,[I,IIIKJlOcj:>eHaK npojasysa IIIHTepaKU,IIIIII CO C11eAHIIITe 11eKOBIII: 

8HTI1KOarynaHCI1 (3ro11eMeH pii13111K OA Kpsapet-ba), 
8THJ1/1,11}l168TULI,U (3r011eM8H p1113111K OA Xll1nOrJl iiiKeMII1ja) , 
U.UKfTOCnOpUH (nOCTOjaT nOA3TOU,III 33 Hecj:>pOTOKCIIIYHOCT), 
/l,UTOKCUH (3ro11eMeHa n11a3M3 KOHU,eHTpau,llljaTa H3 AlllfOKCIIIH), 
11.11yperuu.u ( pa3HII1 HCAVln MO)I(aT Aa ro IIIHXII16111paaT ecj:>eKTOT Ha 
AlllypeTIII U,II1Te), 
8HT11XUnepT8H311BHU neKOBU (AKE IIIHXIII6111TOplll , 6eTa 6110KaTOplll, 
6110KaTOpll1 Ha Ka11U,IIIYMOBII1 KaHaJlll1 , MQ)I(HO HaM3Jlii1Bal-be Ha 
XlllnOTeH31118HII10T ecj:>eKT Ha 08111e 11eKOBIII) 
flUTUYM (3roneMeHa n11a3Ma KOHU,eHTpau,ll1ja Ha Jlii1TIIIYM), 
Merorpei<car (MO)I(HO e 3roneMyeal-be Ha HerosaTa nna3Ma 
KOHU,8HTpau,lllja) 
/l,pyru HCAUfl (3r011eMeHa cppeK8eHu,lllja Ha HecaKaHIII ecj:>eKTIII), 

4.6. 6peM8HOCT U /],081-b8 
noKpaj TOa WTO CTYAIIIIII Ha )I(IIIBOTHIII He nOK3)1(a11e TepaToreH ecj:>eKT, 
AIIIKJlOcj:>eHaK He Tpe6a Aa ce A3Ba 3a speMe Ha 6peMeHOCT OCB8H 
AOKOJlKY 33 TOa nOCTOjaT y6eAJl111BII1 npiiiYIIIHIII. ,[I,OKOJlKY Ce ynOTQe6y8a, .. 
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npePJ!OT 36111p8H 11388l1JT8j 38 OC0611HII1T8 Ha !18KOT 
DIKLOFENAK DUO I .0.V1KJ10<DEHAK .O.YO 
DIKLOFENAK DUO Plus/ V1KJ10<DEHAK .O.YO nnyc 

YnOTpe6aTa Ha IIIHXIII6111TOp111 Ha npOCTamaHAIIIH CIIIHTeTa3aTa (sKily4ysajKIII 
ro 111 AIIIKilocpeHaK) 3a speMe Ha nocneAHIIIOT TPIIIMeCTap OA 6peMeHOCTa 
MO.>Ke Aa npeA1113BIIIKa cep11103HIII KOMnfiiiiKaU,IIIIII, 3aTOa He Ce 
npenopa4ysa. 
,!J,IIIKilocpeHaK ce 1113na4ysa so MajYIIIHOTO MneKo, 3aToa HerosaTa 
ynoTpe6a Kaj AOIIInKIII Tpe6a Aa ce 11136erHysa. 

4. 7. Bn11jaH111e sp3 cnoco6Hocra 38 so3ef-be 111111 paK}'Baf-be co MaWI1HIIf 
nau,III9HTIII Kaj KOIII Ce jasysa BpTOmaBIIIU,a lllfilll 3aW9M9T9HOCT 3a 
speMe Ha TepanllljaTa co HCAll'ln Tpe6a Aa 11136erHysaaT B03el-be 111 
paKyBal-be CO MaWIIIHIII. 

4.8. HecaKaHI1 IJ.ejcrsa 
HecaKaHIIITe ecpeKTIII Ha AIIIKilocpeHaK Haj4eCTO 3as111caT OA A03aTa 111 
IIIHAIIIBIIIAYanHaTa OCeTniiiBOCT. 

KapfJ.I10sacKynapeH CllfCTeM: KOHrecTIIIBHO cpu,eso 3aTajysal-be 
(1 %-3%), XlllnepT9H3111ja (1 %-3%), MIIIOKapAeH IIIHcpapKT, 
/acrp0-11HT8CTI1H8fleH CUCTeM: enlllraCTPIIIYHa 60nKa, Hay3ea, 
nospaK:al-be, Alllapea. nopeTKO ce jasysaaT racTpOIIIHTeCTIIIHanHIII 
Kpsapel-ba, nenTIIIYeH ynKyc, a nocTojaT 111 noAaTOU.III 3a 
nepcpopau,111ja Ha ynKyc, Hecneu,lllcp11149H xeMopariii49H KOfiiiiTIIIC 111 
er3au,ep6au,111ja Ha ynu,epo3eH KOniiiTIIIC. 
Ll,eHrpaneH HepseH c11creM: rnaso6onKa, spTomas111u,a, 
3aweMeTeHocT, 3aMop. MHory peTKIII nojas111 ce napecTe3111111 , 
nopeM9TYBal-ba Ha BIIIAOT Ill cnyXOT, H9COHIIIU,a, KOHByn3111111, 
Aenpecllfja, TpeMop 111 nCIIIXOTIII4HIII peaKLJ,IIIIII. 
Ko)l(a u nurasuu.u: paw, ypT111Kap111ja. Bo 1113onlllpaHIII cny4alll ce 
jas111ne 111 6yno3HIII epynu,111111 , eK3eMa, epiiiTeMa MynTIIIcpopMe, 
Stevens-Johnson-os CIIIHAPOM, ry6ett>e Ha KOCaTa, 
cpOTOC6H3111TIIIBHIII peaKLJ,IIIIII. 
YporeHuraneH cucreM: os111e HecaKaHIII ecpeKTIII ce eKcTpeMHO 
peTKIII Ill BKily4yBaaT aKYTHa peHanHa IIIHCycpiiiU,III9HU,IIIja, 
xeMaTYplllja, IIIHTepCTIIIU,IIIjaneH HecppiiiTIIIC, HecppOTCKIII CIIIHAPOM. 
Xenaro6unujapeH cucreM: MO.>KHIII ce nopeMeTYsatt>a Ha 
xenaTafiHaTa cpyHKU,IIIja co 111n111 6e3 .>KonTIIIu,a. 
XeMamnowKu ecjJeKru: Bo 11130nlllpaHIII cny4alll np111jaseH111 ce 
TpOM60U,IIITOneHIIIja, neyKoneHIIIja, arpaHynOLJ,IIIT03a, X6MOfiiiiTIIIYKa 
aHeMIIIja, annacn14Ha aHeMIIIja. 
JJ,pyru CUCT8MU: peTKIII nojaBIII Ha 9A9MIII Ill XlllnepC9H3111TIIIBHIII 
peaKU,IIIIII 



f7peP.J7or 36npeH n3aewraj 38 oco6uHnre Ha nexor 
DIKLOFENAK DUO I .UII1KJ10(J?)EHAK .UYO 
DIKLOFENAK DUO Plus/ AVlKJlOCDEHAIS.lWO nnyc 

5.0. CDAPMAKOJlOWKVl CBOJCTBA 

5.1. C!JapMaKO/l.UHaMcKu caojcraa 
- cpapMaKoTepam1cKa rpyna 
aHT~peeMantK I HecTepo~AeH aHTII1-~HcpnaMaTopeH neK 

- M8XaHV13aM Ha A8jCT80 V1 cpapMaKOAV1HaMCKV1 ecpeKTV1 
.llV1KJ10cpeHaK HaTpV1yM e A8pV18aT Ha cpeHV1J1aU.8TV1J1H8 KV1Ce11V1H8 V1 
V1Ma aHTV1-V1HcpnaMaTopHo, aHanreTCKO V1 aHTV1nV1peTCKO AejcT80. 
lllaBeH MeX8HV138M Ha H8rDBOTO A8jCTBO 8 V1HXV16V1LJ.V1ja Ha CV1HTe38T8 
Ha npocTarnaHAV1HV1Te, KOV1 V1rpaaT rnasHa ynora so HacTaHysal-beTo 
Ha V1HcpnaMau.IAja, 6onKa 111 noKa4eHa TeMnepaTYpa. )J,V1KnocpeHaK 
HaTpV1yM ro V1HXV161Apa eH31AMOT npOCTarnaHAV1H CV1HT8Ta3a (LJ.V1KnO
OKCIAreHa3a) co wTo ja cnpeyysa CV1HTe3aTa Ha npocTarnaHAV1HV1. 
VlCTO TaKa AIAKJ10cp8H8K HaTpV1yM ja p8AYU.1Apa IAHTpau.enynapHaTa 
KOHU.eHTp8U.V1ja Ha CJ1060AHV10T apaXV1AOHaT 80 neyKOU.V1TV1T8, 
HajsepojaTHO MeHy8ajKIA rO OCJ1060AyBal-b8TO Ha M8CHIAT8 KIAC8J1V1HIA. 

5.2. C!JapMaKoKuHercKu caojcraa 
3a Aa ce o6e36eAV1 KOMnaTI!161AnHOCT 111 nceu.IAcpV14HO ocno6oAyBal-be 
Ha aKTIABHaTa cyncTaHu.a so opanHV10T o6niAK Ha A03V1pa1-be, neKOT e 
np838HTV1paH 80 06111AK Ha KancynV1 KOV1 COAp.>KaT M8J1 V1 OKpyrnV1 
neneTV1 . .O.VlKJlOCDEHAK .O.YO V1 )J,VlKJlOCDEHAK )],YO nnyc COAp.>KaT 
ABe cpopMV1 Ha neneTV1: 1) racTpope3V1CTeHTHIA neneTIA V1 2) neneTV1 co 
npOAOn.>KeHo ocno6oAyBal-be KOlA cnopo ja ocno6oAysaaT aKTV1BHaTa 
cyncTaHu.a. 
Pecopnunja: 
no opanHa npti1MeHa, .>KenaTIAH03HaTa Kancyna ce pa3rpaAyBa V1 
neneTV1Te ce ocno6oAysaaT 80 .>KenyAHV1KOT. neneTIATe ce co 
YHIAcpOpMHa rOJ18MV1Ha WTO OB03MO.>Kysa 6p3 npOTOK HIA3 
.>K8IlYAHV1KOT. lacTpope3V1CT8HTHV1T8 n8J18TV1 , 6p30 OCJ1060AYB88T 25 
mg OA 8KTV18H8Ta cynCT8HU.a, B8AH8W no V1Hr8CTIAjaTa lA OA TaMy 
npeMV1Hy8aaT 80 LJ.V1pKynau.V1jaTa no 20-30 MV1HYTIA. neneTV1Te co 
npoAOn.>KeHo ocno6oAy8al-be ja ocno6oAy8aaT aKTV18HaTa cyncTaHu.a 
so TeHKOTO u.peso V1 0803Mo.>KysaaT npeMV1H 80 KP8Ta no 2 AO 3 yaca. 
nopaAV1 osa 8AHa Kancyna HajYecTo e A080nHa 3a nocTV1rHy8al-be Ha 
8AHOAH8B8H :repaniACKIA ecpeKT CO n088K8 nV1K081A Ha nna3Ma 
KOHU.8HTp8U.IAja 80 TepaneBTCKIA oncer. MaKCIAMYM nna3Ma 
KOHU.eHTpau.IAja ce noCTIArHysa 3a OKony 3 Yaca. , AYPIA V1 no6p3o 
AOKOilKY J18KOT ce 38M8 Ha rnaAHO. 
fll1CTQJ16VUJ1ja: 
)J.IAKJ10cp8H8K HaTpyM C8 8p3ysa 38 cepyMCKIAT8 npOT81AHIA V1 TOa 80 
npoceK oKony 99,7% . HajroneM Aen ce sp3y8a 3a an6yMIAHV1Te. 
)J.V1KJ10cp8H8K H8TPV1YM A06po npeMIAHY88 80 CIAT8 npOCTOpV1 80 --=-~· ....... 

·~ 1.£ ' ·~. 
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npep,nor 36upeH u3aewra.j 3a oco6uHure Ha neKoT 
DIKLOFENAK 0\:::JO I )J,ll1KJ10<DEHAK ,D,YO 
DIKLOFENAK DUO Plus/ AvtKnO<DEHAK AYO nnyc 

EuorpaHcC/JopMaL(uja: 
.O.~KilocpeHaK HaTp~yM ce MeTa6on~3~pa V1 AO 50% ywTe co npsoTo 
M~Hysal-be HV13 xenapoT. Bo MeTa6on~3MOT ce sKnyYeH~ ~3oeH3~M~ 
Ha U.~ToxpoM P-450. MeTa6on~T~ ce: 3'-x~APOKC~A~KnocpeHaK, 4'
X~APOKC~A~KilocpeHaK, 5' -XV1APOKC~A~KnocpeHaK, 4' ,5'
A~X~APOKC~A~KnocpeHaK ~ 3-X~APOKC~-4-MeTOKC~-A~KJlocpeHaK. 
EnuMuHaL(uj a: 
0Kony 60% OA np~MeHaTa A03a ce en~M~H~pa npeKy yp~HaTa so 
cpopMa Ha MeTa6on~T~. a noManKy OA 1% KaKo HenpoMeHeTa 
cyncTaHu,a. OcTaHaT~OT Aen ce en~M~H~pa so cpopMa Ha 
MeTa6on~T~ npeKY >KonYKaTa so cpeu,ecoT. 
,lJ,OKOflKY e HaManeHa 6y6pe>KHaTa cpyHKU,~ja He AOara AO 
aKyMynau,V1ja Ha aKT~BHaTa cyncTaHu,a, nopaA~ 3ac~nysal-be Ha 
enV1M~Hau,~ja npeKy >KOnYKaTa. 
Pecopnu,~jaTa, MeTa6on~3MOT ~ en~M~Hau,~jaTa Ha AV1KnocpeHaK 
HaTp~yM He 3aB~CaT OA 803pacTa Ha nau,~eHTOT. 

5.3. npeTKflUHU4KU n0/],8TOL(U 
TOKC~KOJlOWK~Te ~Cn~ry8al-ba ce onw~pHO On~WaH~ BO 
EKcnepTcK~OT ~38ewTaj 3a cpapMaKonowKo - TOKC~KonowKaTa 
AOKyMeHTau,~ja Ha neKOT OA 2007 rOA~Ha. 

6.0. <DAPMAUEBTCKlll nO,D,ATOUlll 

6.1 . Cocras 
1 Kancyna co MOA~cp~u,~paHo ocno6oAy8al-be OA 75 mg 
,llvtKnO<DEHAK ,D.YO COAP>K~ 25 mg A~KJlocpeHaK HaTp~yM so 
cpopMa Ha racTpope3V1CTeHTH~ neneT~ ~ 50 mg A~KnocpeHaK 
HaTp~yM 80 cpopMa Ha nenen1 co npoAon>KeHo ocno6oAysal-be 

1 Kancyna co MOA~ct:>~u.~paHo ocno6oAysal-be OA 100 mg 
,llll1Kn0<DEHAK ,D,YO nnyc COAP>K~ 25 mg A~KnocpeHaK HaTp~yM 80 
cpopMa Ha racTpope3~cTeHTH~ neneT~ ~ 75 mg A~KnocpeHaK 
HaTp~yM so cpopMa Ha neneTV1 co npoAon>KeHo ocno6oAysal-be 

6.2. EKcL(unueHru 
HeyTpanH~ neneTV1, 
Kono~AeH c~n~u,~yM A~OKC~A. 
nos~AOH, 
X~APOKC~nponV1JlM8TV1Jl u,enyno3a cpTanaT, 
CTeapV1HCKa K~cen~Ha, 
TanK, 
,0,~6yT~n cpTanaT, _,. ;:;::;:·,~ 
AM~Ho MeTaKp~naTeH Konon~Mep T~n 5/'~~~._, ::.A ~)~ 
AM~HO MeTaKp~naTeH KOnOJ1V1Mep T~n ~/f:;(· 4:'fbu j~~c;) fi. ~'<t.\ ... 
ET~n u,enyno3a, ~ 8 ~ '/-- : g ::1 
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npfi;J.rfor-36P1peH 1113BeWraj 38 oco6MHJ:!TB tta fJBKOT 
DIKLOFENAK DUO I JJ,VlKJlO<DEHAK AYO 
DIKLOFENAK DUO Plus/ AV1KJ10<DEHAK ,UYO nnyc 

L.leTII1n an Koxon, 
T!I1TaH A1110KCII1A. 

6.3. naKyB81-bB 
KYT111ia co 30 Kancyn111 JJ.VlKnO<DEHAK ,UYO OA 75 mg 
KYT111ja co 20 Kancyn111 )J.VlKJlO<DEHAK JJ.YO OA 75 mg 
KYT111ja co 30 Kancyn111 )J.VlKJlO<DEHAK JJ.YO nnyc OA 1 00 mg 
KyT111ja co 20 Kancynll1 )J.V1KJ10<DEHAK JJ.YO nnyc OA 100 mg 

6.4. PoK Ha rpael-be 
3 rOAII1H111 

6.5. Ha'-luH Ha '-lyBal-be 
JJ.a Ce 4yBa Ha TeMnepaTYpa AO 25°C, 3aWTII1T8HO OA CB8Tfl111Ha. 
nEKOT ,D.A CE '-IYBA HA MECTA HE)J.OCTAnHV1 3A JJ.EL.lATA! 

6.6. KapaKTepucruKu Ha BHarpewHoro (KOHTaKTHO) naf<YBal-be 
bm1CTep naKyBat-be OA anyMII1H111YMCKa TBpAa cpon111ja 111 nBL_l cpon111ja 

6.7. Ha'-IUH Ha 113/J.aBal-be 
neKoT ce 1113Aasa caMo co neKapcKII1 peu,enT. 

7.0. t1Me u ap,peca Ha npoM3BO!J.MTenor 
A,U JAKA 80 PaAOBII1W 
Peny6n111Ka MaKeAOH!I1ja 

so copa6oTKa co 

Zim Laboratories Ltd. 
India 

8.0. JJ,ara Ha npaara perMcrpau,Ytja 
)J.VlKJlO<DEHAK JJ.YO 30 Kancynll1 oA 75 mg 12.07.2007 
,D.V1KJlO<DEHAK JJ.YO 20 Kancynll1 OA 75 mg 
,UV1KJlO<DEHAK JJ.YO nnyc 30 Kancynll1 OA 100 mg 12.07.2007 
,D,V1KnO<DEHAK JJ.YO nnyc 20 Kancyn111 OA 1 00 mg 

9.0. 

CKonje, OKTOMBp111, 2007 r. 


