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npep;J10I- BH8TpeWHO yn8TCTBC 
DIKLO!Zl!NAK DUO I /].UKflOO=-­
DIKLOFENl;.KQ.UO Plus! UK- o:D=-

DIKLOFENAK DUO I A~KflO<l>EHAK AYO 
KancynH co"~.::.-.·:= ,. _,•::>aHo ocno6ogysat-be OA 75 mg 

DIKLOFENAK DUO Plus I A~KllO<l>EHAK AYO nnyc 
KancynH co • ·:::.=...·:: • _.•::>aHo ocno6ogysat-be OA 100 mg 

npe,o, ynorpe6ara Ha neKOT BHY. 'a'""'er'io npO"'HTajTe ro ynaTCTBOTo. 
• Lfysajre ro yn8rcrsoro. MoJKs5.• ·'E -::a5a t:,a ro npol..fUT8Te nosropHo 
• AKo UM8Te /J,On0!7HurenHI1 r.,x:_E.-x :J5:J8Tere ce K8j B8wuor P.OKTOP 111111 
cp8pM8LJ,esr 
• Osoj 11eK 811 e npenl1l118H &=.....:.: J - ,._ -~ / ..re rpe68 /1,8 11M ro P.8B8re H8 /J,pyrl1 
f711L1,8, 611/1,8jKI1 M0)f(8 /1,8 11/.f .~ r-g-;• :::..; ":;? 8KO HI1BHI1Te CI1MnTOMI1 ce 11CH1 
KaKo Baw11re 

AKTI1BHa cyncr8HU.a 80 Kar.cy;:.~ co • o.:..·o\llu,lilpaHo ocno6ogy8at-be 
)J.111KnO<DEHAK )J.YO 111 )J.vuc:oo:=-.:. -< ::..Yo nnyc e AHKnocpeHaK HaTp~t~yM. 
EgHa Kancyna co MO.O.Iilcp~~l.tJ~pG.'"'C x .-o5o.:,yaat-be )J.II1KnO<DEHAK )J.YO OA 
75 mg cogp)KV1 25 mg AJ.1K.r.~~r:..:a..- - a-:J, 1 ~.~ 80 cpopMa Ha racTpope311!CTeHTHitl 
neneTV1 V1 50 mg AV1Kno¢eHfu ;-.a::: ... .~ ·· 30 cpopMa Ha nenen1 co npogon)KeHo 
ocno6ogysat-be. 
EgHa Kancyna co MOAV.cp~~~v.pa-:..o oc.-o6o.:,ysaroe )J.II1Kn0<DEHAK )J.YO nnyc 
OA 100 mg COAP)KV1 25 mg .:,;.·~coa -a< ...ra7pH)'M BO cpopMa Ha 
racTpope3V1CTeHTHiil nenerv. .~ ~5 rg ::..- -v,ocpeHaK HaTp~t~yM 80 cpopMa Ha 
neneTitl co npogon)KeHo OCiio6o;:,}'3a~. 

noMOWHI1 cynCT8H_LJ,I1: Heyrpa,-;;-w - e}e)ll .. KOnOI!IA9H CltlnltiL.J,ItiYM AV10KCV1A, 
nOBII!AOH, XltiAPOKCV1nponHn .•eJ1.u-:. ~e,-;.;',103a qnanaT, CTeapltiHCKa KV1C9nV1Ha, 
TanK, g~t~6yTV1n cpTanaT, at.tHHo r •a-aKpxnaTeH KononV1Mep TV1n o, aMII!HO 
MeTaKp~t~naTeH KOnonHMep -rn:t A e:1~1 u.enyno3a, u,eTV1n anKoxon , TII!TaH 
AliiOKCitiA. 
naKysal-ba: 6poj 11 P.aryM Ha 

peweH11ero 3a npoMer 
Kyn11ja co 30 Kancynlil A!t1KnOO~HAK )J.YO OA 75 mg 

(3 6nHcTepa) 
Kyr111ja co 20 KancynH A111Kn0<DEHAK AYO OA 75 mg 

(2 6nll!crepa) 

15-1 0150/07 12.07.2007 

KyrMja co 30 KancynH A111KnO<DEHAK AYO nnyc og 100 mg 
(3 6n111crepa) 15-10149/07 12.07.2007 

Kyrlilja co 20 Kancynlil AII1KnO<DEHAK AYO nnyc OA 100 mg 
(2 6nMcrepa) 

~Me 1.1 a,o,peca Ha np011!380,1J,HT9JlOT Ill HOCI.1T911 Ha O,D,06peHI.1e 3a CTaBal-be BO 
npoMer: 
AA JAKA 80 Pago8111W 
Peny6nii!Ka MaKeAOHlllja 

' 

80 copa6oTKa co 
Zim Laboratories Ltd ., 
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npe11.110r - BHaTpeWHO ynaTCTBO 
DJKLOFENAK QUO liJUKflOCDEHAK JJ,YO 
DIKLOFENAK DUO Plus/ /l,VJKflOCDEHA!i.[J.YO nnyc 

1. Wro npercraeyeaar 11eKoe111re A~KflO<I>EHAK AYO 111 A~KflO<I>EHAK 
AYO n11yc 111 3a wro ce ynorpe6yeaar 
,D,V1KnO<DEHAK ,D,YO V1 ,D,V1KnO<DEHAK ,D,YO nnYC KancynMre co 
MOAV1qJV1U,V1paHO OCn060AyBat-be COAp)KaT AV1KnocpeHaK, KOj WTO npV1nafa Ha 
rpynara neKOBV1 Hape4eHV1 HecrepOV1AHV1 aHTV1-V1HcpnaMaropHV1 neKOBV1 
(HCAV1n). Toj ce ynorpe6ysa 3a onecHysat-be Ha 6onKara V1 socnaneHMero Kaj : 

aKyrHV1 MyCKyno-cKeneTHV1 nopeMerysat-ba KaKo wro ce WV1Hysat-ba, 
V13Mecrysat-ba V1 socnaneHMja Ha 3rno6os V1, McrerHysat-be Ha 
MYCKynV1, CKpWeHV1U,V1 , 
oproneACKV1, AeHranHV1 V1 APYrV1 noManV1 xV1pypwKV1 3acparV1 , 
nopeMerysat-ba Ha 3rno6osV1re OA TV1 nor Ha aHKV1n03V1pa4KV1 
CnOHAV1nV1TV1C,pesMaTOV1AeH apTpV1TV1C, OCTeoapTpV1TV1C , 
60nKV1 BO AOnHV10T Aen OA rp6or. 

racrpope3V1CTeHTHV1re nenerV1 cOAP*aHV1 so Kancynara, ro ocno6oAysaar 
AV1KnOcpeHaK 6p3o co wro 111 ecpeKTor Hacranysa 6p3o. OcraroKor OA neKor e 
so cpopMa Ha nenerV1 co npoAon*eHo ocno6oAysat-be. Os111e nener111 ro 
ocno6oAysaar neKor nocnopo co wro osa3Ma*ysaar AanrorpaeH ecpeKr. 

2. Wro rpe6a Aa 3Haere npeA Aa ro 3eMere 11eKOT A~KflO<I>EHAK AYO 11111111 
A~KflO<I>EHAK AYO n11yc 

HeMojre Aa ro 3eMare 11eKor A~KflO<I>EHAK AYO 11111111 A~KnO<I>EHAK AYO 
n11yc: 

aKa ere anepr1114HII1 Ha A111KnacpeHaK, acn111pV1H, 1116ynpacpeH 111n111 Ha HeKaj 
Apyr HecrepaV1AeH aHTII1-111HcpnaMaropeH neK, 111n111 Ha HeKaja aA 
nOMOWHV1re cyncTaHU,V1 Ha8eA8HII1 8a a8a ynarcrsa, 
aKa V1Mare aKrV188H 4V1p Ha )KenyAHV1Kar V1nV1 4111p Ha 
ABaHaecrnana4Hara u,pesa, aKo MV1cn111re AeKa 111Mare (casery8ajre ce 
CO BaWV10T AaKTop) V1nll1 aKa 8a MII1HaTaTa ere V1Mane Ha naseK.e 
Hasparll1, 
aKO V1Mare aKrV1BHa Kpsaset-be OA opraHII1re 3a sapet-be (u,pHa KaKO 
Kacpe cran111u,a, na8paK.at-be Kpsa8a caAP*II1Ha) 111nV1 naK 111Mare V1crap111ja 
Ha no8ropy8at-be Ha as111e Kpsapet-ba Ha HeKonKy Hasparll1 , 
aKo sa cKdpa 8peMe ere 111Mane Ma3a4Ha Kpsapet-be (Ma3o4eH yAap) 
V1nV1 HeKae APYro aKTII18Ha Kp8apet-be, 
aKo V1Mare HapyweHa cpyHKU.Mja Ha KacKeHara CP* 111n111 nopeMerysat-ba 
Ha caMara Kps, 
aKa 111 Mare acrMa 111n111 ere III Mane acrMarw-leH HanaA npeAV138V1KaH aA 
3eMat-be Ha HeKaj APYr Hecrepa111AeH aHTV1-111HcpnaMarapeH neK, 
aKa 6aneAysare aA rewKa u,111pa3a Ha U.PHII1ar Apa6, 
aKa 111Mare rewKa KOHrecrlllsHa cpu,esa cna6acr, 
aKa V1Mare rewKa owrery8at-be Ha 6y6pe3111re, 
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,UV1KJlO<DEHAK ,UYO lt1 ,UV1KnO<DEHAK ,UYO nnyc KancynMTe co 
MOAMcj:mu.MpaHo ocno6oAyBal-be He ce Aasaar Ha Aeu.a noA 14 rDAMHM 
so3pacr. 

o111Aere noce6Ho BHI.1MarenHI.1 co neKOBI.1Te A~KllO<t>EHAK AYO 1.1 
A~KflO<t>EHAK AYO nnyc: 

aKo HeKoraw ere MMane 4Mp Ha >KenyAHMKor Mnltl Ha AYOAeHyMor, 
aKo HeKoraw ere nospar1r1ne Kps, 
aKo HeKoraw ere MMane u.pHa KaKo Kacpe cron1r1u,a, 
aKo 6oneAyeare OA Morbus Crohn Mnltl ynu,eparMBeH KOnMT (socnanMrenHM 
3a6onysal-ba Ha u,pesara co Kpsapel-ba), 
aKo 6oneAyeare OA HeKoe nopeMerysal-be Ha npou.ecor Ha 3rpyrYysal-be 
Ha KpBra, 
aKo ce onopasyeare OA HeKoj xMpypwKM 3acpar, 
aKo 3eMare APYrV1 neKOB V1 (norneAHere eo nornasV1ero 3eMal-be Ha 
APYrl.1 neKOB1.1). 

,UOKOnKy neKOT e HaMeHeT 3a nOCTapltl nau,V1eHr HeOnXOAeH e KOHCraHreH 
HaA30p 1t1 KOHrpona Ha A031t1pa1-bero 1t1 HeCaKaHitlre ecpeKTitl .. 

Be MOnV1Me Aa ce nocoeeryeare co AOKTop 1r1 roraw Kora ropeHaBeAeHMre 
yKa>Kyeal-ba ce OAHecysane Ha Bac 6V1no Kora so MV1Haroro. 

3eMal-be Ha neKOJ' co xpaHa ...,n..., co n1.1janoK 
KoHcynrMpajre ce co BawV10T AOKrop 3a Ha41t1HOT Ha 3eMal-be Ha neKor. 
,UV1KnO<DEHAK ,UYO V1 ,UV1KnO<DEHAK ,UYO nnyc KancynV1re co 
MOAM¢V1U.It1paHo ocno6oAyeal-be HajAo6po e Aa rV1 3eMare eeAHaw npeA 
jaAel-be. 3eMal-beTO Ha neKOr CeKOj AeH BO V1CrO BpeMe MO>Ke Aa BV1 nOMOrHe 
Aa He 3a6opaeV1re Aa ja 3eMere A03ara. 

opeMeHOCT 1.1 AOel-be 
Coaeryaajre ce co Bawuor JJ.OKTOP unu cfJapMau,ear npeJI. JI.B JeMere 6uno 
K8KOB neK. 



n pe11.nor ~ fmarpeiilfiffJ ynarcrao 
DIKLOFENAK DUO I /l.MKflQ(J)EHAK /l.YO 
DIKLOFENAK DUO Plus! /l.MKflQ(J)EHAK /l.YO nnyc 

3eMal-he Ha Apyrlll neKOBIII (Ha wTo Tpe6a Aa ce BHIIIMaea aKo ynoTpe6yeare 
Apyrlll neKoe111) 
Be MonuMe 11.8 ro UHC/JOpMup8re B8wuor P.OKTop unu C/J8pM8U.ear 8KO 
3eM8Te, unu 8KO HeOP.8MH8 ere 3eM8ne 6uno KOj ll.PYT neK, P.YPU U OHUe KOU 
He ce H8 neK8pcKu peu.enr. 
Be MonuMe 11.8 uMare ao npeP.BU/1. P.8K8 oaue yK8JKYB8fb8 MOJK8r 11.8 ce 
OP.HecyB88T u H8 OHue npen8p8ru KOU w ro ere ru 38M8ne ao MUH8Toro unu Ke 
ru 3eM8re ao Ufl.HUH8. 
Oco6eHo e sa>t<HO aKo l-1crospeMeHo 3eMare: 

8HrUK08ryn8HCU (IleKOBI-1 KOI-1 ja HaManysaaT KOarynau,VljaTa Ha 
KPBTa, np. au,eHoKyMapon) 
8HTUP.uja6eruu.u (neKOBI-1 3a perynau,1-1ja Ha KPBHI-10T weK:ep) 
U.UKJ70cnopuH, 
IJ.UTOKCUH, 
P.uyperuu.u ( neKOBV! 3a li13MOKpysat-be), 
neKoau 38 npurucoK 
nuruyM, 
MerorpeKc8r, 
11.pyru neKoau 38 6onK8 u aocn8neHue (HecTepOV!JJ.Hl-1 aHTV1-
li1HcpnaMaTopHV1 neKOBV!, np. V16ynpocpeH , KeTonpocpeH, HanpoKceH), 

3. KaKo Aa ce 3eMa neKoT 
Crporo npUP.PJKYB8jre ce KOH yn8TCTB8ra H8 P.OKTopor. )J.o3ure He cMeere 11.8 
ru MeHyaare unu neKYBafbeTO P.a ro npeKuHyaare 6e3 11.a ce nocoaeryaare co 
/l.OKTOp. 

Boo6w-iaeHaTa JJ.03a e eJJ.Ha Kancyna eJJ.Haw l-1Jl l-1 JJ.Ba naTVl JJ.HeBHO. Ba>t<HO e 
BTopaTa JJ.03a Aa ce 3eMe 8 AO 12 yaca no npsaTa. MaKCV!ManHaTa A03soneHa 
A03a so 24 Yaca He Tpe6a Aa HaJJ.MV!He 150 mg - 200 mg (2 Kancynlil 
JJ,V1KnO<DEHAK JJ,YO li1JlV1 JJ.V1KnO<DEHAK JJ,YO nnyc). 

JJ.V1KnO<DEHAK JJ.YO 1-1 JJ.V1KnO<DEHAK JJ.YO nnyc Kancynli1Te co 
MOA111cpV1U,111paHO OCJl060JJ.YBat-be Ce rOJlTaaT U,eJlV1 CO AOBOJlHO Te4HOCT (OKOJlY 
nonos111Ha Yawa soAa). He r111 usaKajTe lilfllll oTsapajTe Kancynli1Te. 

Cne11.ere ru uHcrpyKu.uure ocaeH 8KO B8wuor P.OKTOP He au npenop848n 
nOUHaKy. 
He 3a6opaaajre 11.8 ro 3eMere neKor. 
AKO UMaTe Bne48TOK P.eK8 eC/JeKTOr H8 neKOT e npeMHOry cuneH 1117}'tJ:}P.etil[ljO{Y.._ 
cn86, nocoaerya8jre ce co B8wuor !l.OKTOP unu C/J8pMau.ear. ~~'- ... :\ ..... oJ .;~ ·: ~ 

"i ~v \r ·~\ : ::! -s'f~ ~-7\ -0 .. ~ :;;> J: 
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npe. - BH8rpeLJJHO yn8rCTBO 
0/KL NAKDtJO I !Jt1Kfl00Eh!:J< IJYO 
DIKLOFENAK DUO Plus/ /J/.1fV-OQ=-:3F<JJYO nny_c 

AKo CTe 3eMane noroneMa A03a op. neKoT OTK011Ky wTo Tpe6a 
(npeA031.1patbe): 
AKo ere 3eManelynorpe6une norone:.1a p,038 011. neKor orKonKy wro rpe6a 
ae11.Haw rpe6a /1,8 ce nocoaeryBa:-e co Bawuor P.OKTop unu C/J8pMau,ear. 

AKO cTe 3a6opae1.1ne Aa ro 3eMeTe neKoT A111KflO<l>EHAK AYO 1.1111.1 
Alf1KflO<I>EHAK AYO nnyc: 
- 3eMere ja nponywreHara groa ~o.-:<y wm e MO.>KHO no6p3o. 
-AKa e pe4111c111 AOiAeHo spe:.1s-;o 3a 3e .~at-be Ha cneAHara A03a, no4eKajre 

AOA8Ka Aa AOj}J.e BpeMeTO 3a YC7a:a l-1 3eMeTe ja, a npeCKOKHeTe ja 
nponywreHara A03a. 

- HeMOjTe Aa 38MaTe ABe }].03~ 30 VCTO 9p8M8. 

4. MO)KHI.1 HecaKaHII1 AejcTBa 
K8KO u cure neKoau, JJUKflOOEHAK J:YO u !Jt1Kfl0(J)EHAK JJYO nnyc MO)I(e 
!1.8 J1M88r HBC8K8HJ1 /l,ejcraa. 

AKO CB CflY'·IU 6uno LJJTO 0/1, /1.0J11.fH8BBfJ,BHOTO, BB/l,H8LJJ npecraHeTe CO 
3BM8fDBrO H8 flBKOr 11 38 UCTOTO BBt:.HBLJJ J13BBCrere ro 8 8LJJJ10r /l,OKTOp WTJ1 
OP.ere ao ypreHTHOTO OMeneHue so H8j6nucK8T8 6onHuu,8: 

• OreKysatt.e Ha n111u,e, ycH~-t , j a3~-tK litn~-t rpno, 
• TeWKOTII1111 np111 rOnTal-beTO ~-tnl-1 }J.Ii\W81-b8TO, CB111p8.>K np111 AIIIWel-beTO, 
• V1c111n/ er3aHreMa, jaAen< 

C111re os111e ce MHOry cepiii03HIII HecaKaHII1 Aejcrsa. AKO ce nojasar Kaj Bac, roa 
noKa.>Kysa MHory cepii103Ha anepr111cKa peaKU.IIIja Ha neKOT. Bo raKos cny4aj 8 111 
e noTp86Ha IIITHa M8}J.IIII...I,IIIHCKa nOMOW 111n111 XOCn111Tan1113a1...1,111ja. 
C111re 081118 MHOry C8p11103HII1 HeCaKaHIII A8jCTBa C8 MHOry peTKII1. 

AKo 386ene)l(ure HeKou OP. cne/l,Huae cuMnTOMU, ae/l,Haw u3aecrere ro 
B8LJJJ10T /l,OKTOp 88/l,HBLJJ 11fll1 0/l,eTe BO ypreHTHOTO 0/1,/l,BflBHUB BO Haj6nUCKara 
6onHuu,a: 

• BIIICOK KpBeH npii1TII1COK, 
• 6onKa so rpaAIIITe co w111pett.e KOH nesara paKa 111 npenorysatt.e 
• nospaK:att.e Kpsasa COAP.>KIIIHa, u.pHa KaKo Kacpe cron111u.a, 
• ClllnHa KOHCTaHTHa 60nKa BO CTOMaKOT, .. ~ .. ~~.:'-..;, 
• .>KOnTI-11...1,a, 60nKa BO A8CHaTa CTpaHa OA CTOMaKOT nOA p_eR,~Ja,3,. .• ~ 

·~ !:::• t:."' , - .. , .. , 
• npoMeHIII so KOnl-14ecrsoro 1-1n111 6ojara Ha yp111Hara, r{;l]j; ~*-. ~;~\ 
• nopeMerysatt.a so OAHecysatt.ero, (~ ~ ,::,a:~.:~ g ;r 
• rpecett.e Ha pau,ere, ~~~~ ~~ 0~~1/ 

~;~~ 



npe/]/70r- BH8Tp8WHO y'"'a-:=.:: 
DIKLO~E.NAK DUO I Jl./lfK.fi"S=-­
DIKLOFIENAK DUO PluSt~ii~--

C111Te oe111e ce cepii103HII1 HecG.."":E...- == :--::.G :.a .rot-t e noTpe6Ha 111THa 
M8A111U,II1HCKa nOMOW. 
Cep11103HII1Te HecaKaHII1 JJ,ejc-x.. :: =-=-· 
/113aecrere ro Bawuor JJ.O.:r-::: ~ =. · ~ :;c.:~ -= - r-s: 

• raAet-be, 
• noepat<at-be, 
• npon111B, 

• rnaeo6onKa, 

• epTornaeV1u,a, 
• 3aWeM9T9HOCT. 
• 3aMop, 
• nopeMeT}'earna so s.·.::::-
• OTOU,V1 , 

CV1Te OBV1e ce cna6111 Heca<a- T· .::::; ~~ -~ ;.. K.,~O<DEHAK ,O.YO V1 
,0.111 KnO<DE HAK ,D. YO n;-;:; 

AKo 3a6ene>Kure 6wo Ka-G/ - s:::E·.c-T· -==::..~ '58 Kou He ce cnoMeHaru so osa 
ynarcrao, Be MonuMe #1 :-c / - ::::;..::;::; ,·J.£-9 3a..Jvtor p,oKTop unu cpapMau,esr. 

5. 'iysatbe Ha neKor 

Aa ce ~yea Ha TeMnepa-rypa ::.o 25-C 3aUITKTeHo OA ceeTni.1Ha. 

flEKOT AA CE 'iYBA HA • ECTA EJ].OCTAnHL-1 3A AEUATA! 

PoK Ha ynoTpe6a 
3 rDAI!IHV1 
fleKOT He CMee /1,8 ce ynO}Je6j'38 :"0 ;::.aT'flAOT Ha UCTeKOT H8 pOKOT Ha 
ynorpe6a wro e Haaep,eH Ha ~}a-a Y. ?-fa 6nHcrepor. 

Ha~I.1H Ha 1.13Aasatbe Ha neKoT 
neKOT ce V13Aaea ao ameKa BP3 oc.noaa Ha peu,enT. 

AatyM Ha nocne.o.Ha peei.13Hj': Ha BHarpewHoro yn~rpe;>J ·~~,-.;~:-
BHarpewHoTO ynarcrao e o,aoopeHo Ha 12.07.200~~!: 9..0-<- ~~\ 

I.J J.t; p-A~ ''\) " \ :a. t5 . y.JI.~ "? :r. , 
C ·e 0 2007 C s;. 1:: "'·::--: CDr;J • KOnj , KTOMBp111, f. l<i ~ '*'-. !] ~. l ' 
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