[aneHuKd..

YIHATCTBO 3A TAODUEHTOT

IIpen ynmorpeda Ha J1eKOT BHUMATEIHO NPOYUTAjTE T0 YNATCTBOTO
o Yyeajme 2o ynamcmeomo. Moocebu ke mpeba 0a 2o npouumame no8MoOpPHO.
® AKxo umame 0ononHumMenHu npaularea,oopameme ce kaj Bawuom nexap unu
dapmayesm.
e 08oj ek Bu e npenuwan Bam nuuno u He mpeba oa um 2o oasame Ha Opyau
auya,oudejru modice 0a um Hawmemu OypU U aKo HUGHUME CUMNIMOMU Ce UCTU KAKO
Bawume.

YnarcrBoro 3a NalMEeHTOT COAPIKHA:

1.1ITo npercraBysa Diklofen®/ lnkiaoden® u 3a mro ce ynorpedysa
2.11lto Mopa 1a 3HaeTe, npen aa ro semere/ ynorpedute nexor Diklofen®/ Tuxiaopen
3.Kako na ro 3emare/ ynorpebysare Diklofen®/ Tuxiaoden®
4.MoOXHU HECaKaHU JejcTBa(peaKIun)
5.Yysame 1 pok Ha yrnorpeba Ha Diklofen®/ {uxiopen®

®

DIKLOFEN®/ TUKJIO®EH®
100mg TadJieTa co MPOIOJIZKEHO 0CJI0001yBam€
diclofenacum

AKTHBHA CYNCTAHUIMja: TUKIO(DEHAK.

IToMoIIHU CYyNICTAHIIUK:

ConprkuHa Ha jaapoTo Ha Tabnerara: xunpomenosda K-100 M; xunpomenosa K- 4 M; caxaposa,
TaJIK, MarHe3UyM CTeapart.

Conpxuna Ha punm oOBuBKara: xunepmenosa E-5, rmunepon, tutan nuokcua (E 171) CI77891;
xene3o (III) okeun, peen (E172) CI177491.

Hocuresn Ha omo0peHne 3a cTaBame HA JIEKOT BO POMeET:

I'anenuka a.n., [IpercraBaumrBo Ckorje, 1000 Ckonje,Penybnnka Makenonuja,
byn.Kovo Panun Op. 14

IIpousBoauTen HA JIEKOT:

lNanenwuka a.n. , barajamuku apym 6.6., 11 080 benrpan, Penybnuka Cpouja

1.1Ito npercrasysa Diklofen®/ Iuxioden® u 3a mro ce ynorpedysa



dapmaneBTCcKa 103upana ¢gopma

TaGnera co npoomKEeHO 0CTI0001yBabE.

Cocras

1 Tabyera co mpPOJOHKEHO 0CI000IyBamkEe COAPKU auKiopeHak HatpuyM 100 mg.
HUsraen

Tpkane3nu, OMKOHBEKCHU QUM 00J105KeHH TabJIeTH CO IIpBEHKacTa 00ja.

Coap:knHa Ha MaKyBamwe

2 6muctepa og ALU/PVC nentu u 1Bpau PVC nentu co o 10 tabnet co mpogonKeHo
0CII000/TyBamE.

JluknoeHak HaTpUyM, akTHBHaTa cocTojka Ha nekotr Diklofen®/ lukiaoden® rabnera co
poAOIDKEHO ocinoboayBame 100 mg , mpunara Ha TpynaTa Ha JIGKOBH HAPEUSHH HECTEPOUTHH
antunHpmamaropau sekosu (HCAWJI). HCAWJI ja HamamyBaaT OojikaTa U BOCIIATyBAHkETO.
Jlexor Diklofen® / Tuknoden® tadnera co npomoiskeHo ocaodoaysame 100 mg ce crnenujaano
HaIpaBEeHHU 3a MIOCTETICHO 0CJI0001yBambe Ha TUKIO(EHAKOT.

Jlexor Diklofen®/ Tuxaoden®co npogomkeno ociaoboaysame 100 mg ce ynorpedysa 3a
yOJtaKyBame Ha 00JIKa M HaMaJTyBamkhe Ha BOCIIAJICHUETO U OTOKOT Kaj OOJTHU COCTOjOM KOU TH
3a(hakaat 3r1000BUTE ,MyCKYJIUTE U TETUBUTE KAKO IITO CE:

- PEBMATOMJIEH apTPUTHUC, OCTE0APTPUTHC, AKYTEH I'MXT, aHKUJI03€H CIIOHAUIIUTHC,
- 00sIKM BO TPOOT, UCTETHYBAKE U U3MECTYBamE, CIIOPTCKU MTOBPEIN HAa MEKUTE TKHBA,
BKOYAHETO PaMO, U3MECTYBaWba U CKPIIECHULIN

- TEHJUHUTHC, TCHOCUHOBUTHC, Oyp3UTHC.

HcTo Taka ce KopucTu U 3a yOliaxyBame Ha OOJIKUTE TOCTIE CTOMATOJIOMIKY U TIOMAJU
XUPYPIIKH UHTEPBEHIIUU.

2.I1ITo mopa aa 3uaere npex aa ro semere / ynorpedure Diklofen®/ luxsiodpen®

Hemojre 1a ro semare / ynorpedysare Diklofen®/ Juxiaogpen®:

- aKO MUCJIUTE JIeKa CT€ aJepruuHu (MPEedyBCTBUTEIHN) HA TUKIOQEHAK, acCTIUPUH, HOypodeH
umm 6uno xoj apyr HCAWJI, umyi Ha 6uio koja apyra cyncranna Ha nekor Diklofen®/
Huxiaoden® (sunere nen CompkuHa Ha IOMOILIHHU CyIICTaHIM). Peakuuja Ha
MPEUYBCTBUTEIIHOCT MOXKE J1a ce MaHu(decTupa BO BUJ Ha OTOK Ha JIMIIETO U ycTaTa
(anrHOEEM), TPOOIIEM CO TUILEHETO, CEKpPelrja 01 HOCOT, KOXKEH MCHUIT WIHM OO Koja Ipyra
peakiuja oJ1 aJIepPrucKy THII,

- aKO UMaTe WU MPETXOJHO CTE UMaJIe Y HA KEITYJAHUKOT (TaCTpHUCH) UK Ha
JIBaHAECETIAIAYHO PEBO(TIENTHUYCH), U KPBAPEHE 01 TUTSCTUBHUOT TPAKT (BKIYyUYBajKU U
KpB BO TMIOBpaTeHaTa COIPKIHA, KpBApPEHE MPH MPa3HEHE Ha IpeBaTa, CBeXa KPB BO CTOJIHIIATA
WJIU cToJMIIa co 00ja Ha KaTpaH),

- aKO MPETXOJIHO CTe MaJie MPoOIIeM CO KETYTHUKOT MM O IpeBata no ynotpeda na HCANJI,
- aKO UMaTe YMEPEH WJIM CEPUO3CH CTEIICH Ha OITETYBamhe Ha (PyHKIIMjaTa HA CPIETO, OyOperor
WJIH IPHUOT ApOoO.

- aKO MMaTe MOTBp/ieHA OOJIECT Ha CPIIETO U / WM 1epeOpo-BacKyaapHa O0JIECT T.€. aKo CTe
UMaje CpIieB yaap, MO304YeH yap, 3aTHyBamke Ha KPBHUTE CaIOBU HA CPIETO UM MO30KOT, UITH
orepaiuja co mpemoctyBame (bypass), 3aTHyBamke Ha KPBHUTE CaJIOBH,



- aKO MMaTe WJIM HEeKOTaIll CTe uMalie mpoOeMu co MupKyaiujara (nepudepHa aprepucka
0oJecT),
- aKo cTe OpeMEeHH TOJI0JT0 OJT IIECT MECEIH.

Bugere noceono Buumaresnu coDiklofen®/ luxnopen®

ITpen ynorpeba Ha 0BOj Jiek, HHPpOpMHUpajTe To Bamumor nekap:

- aKo UMaTe OUJT0 KaKBO 3a00JTyBamk-¢ Ha I[peBaTa, BKIIyIyBajKu U yiiepo3eH koautuc u Chron-
oBa OourecT,

- aKo MMaTe MpoodyIeMu co OyOpe3nTe UK IPHUOT APOO, HIIM aKO CTE TTOBO3PACHH,

- aKo UMate 0oJiecT HapedeHa nopdupuja

-aKo CTpajiaTe 0J1 HEKOe MOPEMETYBakhe Ha KPBTa MIIM HAPYITYBamke Ha KpBapemeTo. Bammor
JOKTOp MOXe€ J]a Be IPAaTH Ha PEJJOBEH Mperie A0AeKa ' 3eMaTe OBUE TaOJIeTH.

- aKO HEeKOTall CTe UMajie acTMa

- aKo JIOHTE,

- aKO MMaTe aHTHHA TIEKTOPHC, 3rPyTUyBakhe Ha KPBTA, BUCOK KPBEH IMPUTHCOK, 3TOJIEMECH
XO0JIECTEPOJI WIIN TPUTIHULEPHUIH,

- aKO MMaTe MPOOJIEMH CO CPIIETO, MITH aKO CTE MMajie MO30YCH yIap WIH MUCIUTE JIEKa HMaTe
3roJIEMEH PU3HK 32 HUBHOTO HAaCTaHyBame (Ha MPUMEp, aKO UMaTe BUCOK KPBEH MPUTHUCOK,
mekepHa ooJect (1ujaderec), MOKaYeHN HUBOA Ha XOJIECTEPOIT WM aKO CTE TyIiay)

- ako OomyBare of 1ujaberec,

- @Ko CTe IyIay,

- ako umarte aymnyc epuremarosyc- CJIE (cuctemcka 6ojectT Ha CBP3HOTO TKHUBO), WIIM HEKOja
cau4Ha 00JIeCT,

- aKO MMaTe HacyeHa 0oJecT Ha MHTOJIepaHIIMja Ha HEKOH LIeKepH, KaKo Ha MPUMEp JIaKTo3aTa

OnumTH MepKH 3a NPeTna3jJuBoCT:

- 3emajre ja HajManara no3a Ha nekot Diklofen®/ JInkiaoen® Bo mTO NOKPATOK BPEMEHCKH
NepUoJI, 0COOEHO aKo CTe MOBO3PACHU WJIM aKO UMATe MaJla TeJIeCHA Te)KUHA.

- [locTon manky 3rojieMeH pU3UK OJ1 II0jaBa Ha CPLIEB yAap WK HUIOT 3a MEPUOJO0T Ha yrnoTpeda
Ha nek kako mro ¢ Diklofen® / ukioden®. Pusukor ce 3roneMysa JOKOJIKY CE 3eMa IOrojIeMa
7103a BO MOJIOJNIT BpeMeHCKH nepuoji. Cekorain ciiefieTe ' ynaTcTBaTa Ha JIEKapoT 3a
KOJIMYMHATA U JOJDKMHATA Ha yoTpeda Ha OBOj JIEK.

- 3a nepuogot Ha ynorpeba Ha nekor Diklofen®/ Juxaopen®, notpeGHO € moBpeMeHO 11a ce
Ol Ha KOHTpOJIa Kaj JeKap.

- JIokoIKy BO MHHATOTO CTE€ MMaJIe MPOOJIeMHU CO KEeIyAHUKOT nipu ynoTpeda na HCANJI,
0c00eHO aKo cTe MOBO3pacHH, HHPOpMHpajTe To Bammor iekap BexHal Kora ke IpuMeTUTe
HEKOU HEBOOOMYAEHU CUMIITOMH.

- Co orsiex Ha (akToT WTO JEKOT € anTurHpamaropen, Diklofen® / Tuxiaoden® moxe na
yOJ1a)Ki HEKOM COCTOjOM Ha BOCIIAJIEHHE, KaKO IIITO CE II1aBO00JIKA U BUCOKA TeMIIepaTypa.
JIOKOJIKY ce 4yBCTBYBATe JIOILIO U NOTPEOHO € J1a OAUTE Ha JeKap, He 3a00paBajTe J1a ro
unpopmupare aeka kopucrure Diklofen® / luxnoden®.

Jlexor Diklofen®/ Tuxiaoden® He € HameHeT 3a jena.

3emame / ynorpedysame Ha Diklofen® / luxsioden® co xpana u co HANUTOK
3eMamEeTo HAa XPaHa | TIHjajIony He Biujae Ha aejctBoTo Ha ekoT Diklofen® / Tuxkaoden®



bpemenoct u 10eme

Cosemyesajme ce co Bawuom nexap unu papmayesm npeo oa 3ememe OULO KAKOS JieK.

[Ipen na 3amouHeTe Aa 3eMare HEeKOj JieK, TIOCOBETYBAjTE CE CO CBOJOT JIEKap WK (papMarieBT.
Hanu cme bpemenu unu nianupame o6pemernocm? Naxo He € 4ecTo, IpUjaBEeHH c€ HEKOU
aOHOpMaTHOCT Kaj Oebuma unu Majku ynorpedysaie HCANJI 3a Bpeme Ha 6pemenocra. Jlekot
Diklofen®/ Tuxiioden® He cMee na ce 3eMa BO MOCIETHUTE TPHU MECELHU Ol OPEMEHOCTA,
Ouiejku MOXe J1a BlIMjae Ha MUPKYyJaljaTa kaj 6eoeTo.

Hanu ce obudyeame da sabpemenume?Jlexor Diklofen®/ luxaopen® moxe 1a ro oTexuu
MpoIIecoT Ha 3auHyBame. MHpopMupajTe ro BamuoT nekap 10K0IKy 1aHupaTe OpeMEeHOCT WUTH
uMare npobJeM co 3aYHYBabe.

Banjanue Bp3 cnoco0HOCTa 32 BO3eHe MM PAKYBamhe €O MalllMHA

Bo MHOry peTku ciy4au, NIpujaBeHH c€ BPTOIVIABUIIM YMOD MJIM ITOCIIAHOCT 32 BPEME Ha 3eMambe
na nexor Diklofen®/ luxaopen®. IpujaBenu ce 1 npobieMu co BUAOT. JIOKOJIKY 3a0€IEKUTE
HEKOM OJ1 OBU€ CUMIITOMH, HeTpeOa /1a yIpaByBaTe cO MOTOPHHU BO3MJIA WJIH J1a paKyBaTe co
MaIINHH.

Basknu unpopmManuu 3a HeKkou cocTaBud Komnonentn Ha Diklofen®/ Tuxiaogpen®
Jlexot Diklofen® / luknoden® , Tabnera co NpoIOIKEHO 0CI000yBaKkE COAPIKHU LIEKED
(caxapo3a). JIokoJKy cTe HHTOJIEpAaHTHU Ha HEKOja BPCTa Ha LIeKep, KOHCYITHPAjTe ce COo
Bammor nexap npen 3eMame Ha JIEKOT.

3emame / ynmorpedyBame Ha IPYTrd JIeKOBHU

Be monume 0a umame 60 6u0 0exa oue yKaxiCy8aroa Moxcam 0a ce 00Hecy8aam u Ha OHue
npoU3800U UMO CMme 2U 3eMaie 60 MUHAMOMO Ul Ke 2U 3emMame 60 UOHUHA.

Be monume 0a 2o ungpopmupame Bawuwom nexap unu ghapmayesm ako 3emame, Uiy ako
HeoO0amua cme 3emaie Ouno Koj opye niex, 0ypu U oHue Kou He ce Ha J1eKAPCKU peyenm.

Hexou nexoBu Moxe fa Bnujaat Ha Bamara tepanuja. UndopmupajTe ro Bammor nekap unu
(hapmaleBT JOKOJKY 3eMaTe HEKOU OJ1 CJIe/IHHBE JIEKOBH:

- JlekoBH 3a JIeKyBame Ha nujaderec,

- AHTHKOAarynaHcu (JISKOBH MIPOTUB 3TPYTUyBamkE Ha KPBTa, KAKO IITO € BaphapuH)

- Iuyperunu (JIEKOBU KOU C€ KOPHUCTAT 3a Uc(piiambe Ha BUILIOKOT Ha TEYHOCTH)

- Jlutnym (J1eK K0j ce KOPHUCTH 3a TPETMaH Ha HEKOM TICUXUYKH 3a00JTyBamba),

- MetoTpekcaT (JIeK KOj ce KOPHCTH 3a TPETMaH Ha HEKOM BOCTIaJICHU]ja M HEKOH TyMOPH)

- Huxiocnopus u TakpoauMyc (JIEKOBH KOU € KOPUCTAT 3a TPETMaH Ha HEKOU BOCTIAJIUTEIIHU
00JIeCTH U TIO TPAHCIIAHTALIN]a)

- TpumeTonpum (JIek KOj c€ KOPUCTH BO MIPEBEHIINja WM TPETMaH Ha MHPEKIINY Ha YPUHAPHHUOT
TPakKT),

- AHTHOMOTHIIN O] TPYIIaTa XMHOJIOH (3a JICKyBamke Ha HH(EKINN),

- Hexon npyru HCAWMJI naxuburopn nHa COX-2 (LMKIOOKCUTeHa3a-2), Ha IPUMEp. aCITUPUH
i uoympodeH,

- MudenpucToH (JeK Koj ce KOPUCTH 3a IPEKUHYBamke Ha OpeMEHOCTa)

- CprieBu TIIMKO3U/H, (Ha IPUMEP JUTOKCHH ), KOU C€ KOPUCTAT BO TPETMAHOT Ha O0JIECTH Ha
cpuerTo,

- JlekoBu no3natu kako CCPU-cenekTHBHM HHXUOUTOPH 3a MPEeB3eMamke Ha CEPOTOHUH, KOU Ce
KOPHCTAT 3a TPETMaH Ha JIenpecHja,



- Opannu crepounu (aHTH-UHGBIAMATOPHU JIEKOBH)

- JIekoBH KOM c€ KOPUCTAT 3a TPETMaH Ha cplieBa O0JIECT UM BUCOK KPBEH MPUTHCOK, Ha
npumep. Oera-6okaropu wim AKE naxuburopu,

- BopukoHa3oi (k0j ce KOpHUCTH 3a JIEKyBambe Ha raOnYHU HHPEKIIH),

- GennTonH (KOj ce KOPUCTH 3a JICKYBamke Ha KOHBYJI3H]Q),

- XonecTurosn / XonecTupaMuH (Koj ce KOPHCTH 32 HaMallyBame Ha XOJIECTEPOIIOT).

WNudopmupajte ro Bammor jgekap uiu ¢papManeBT ako 3eMare Ui HeolaMHa CTe 3emMajie OHiio
KOj JIpYT JIEK, TyPH B OHUE KOU C€ M3/aaBaaT 0e3 pelerT.

3.Kako 1a ro 3emare / ynorpedysare Diklofen®/ luknoden®

Cmpozo npudpoicyeajme ce Kon ynamcmeama Ha Jiekapom. J{o3ume ne cmeeme 0a 2u mMeHygame
UU JIeKY8aremo 0a 20 npekuHysame 6e3 0a ce nocosenmysame co jieKap.

Jlexor Diklofen® / luxiopen® tpeba 1a ro 3emare TOYHO Kako IUTO Bu mpenumran Bamwor
nekap. JIokoJKy He cTe coceMa CUTYpHHU IpoBepeTe co Bammot nekap win ¢apmaiieBT.

Bammor nekap ke Bu Kaxe Kako ce 3ema jiekor Diklofen® / Tuxkioden®. Buumarenno cnenere
r'" ynarcrBara of JiekapotT. Cekoraill 3emMajTe ro JIeKOT BO J03a Koja mrTo Bu e mpemnuiiana ox
JIEKapoT, OCBEH BO CIIy4aj ako c€ jaBaT HEKOW IpodieMu. Bo Toj ciiydaj, KOHCYITHUPajTE ce CO
Bammot nekap.

JlexoT 3emajTe ro mpea Win 3a BpeMe Ha 00pOK.

Tabnerure Tpeba na ce 3emaar 1emnu, co Boja. He ru kpirere nimu poHnere tabieTure.

BoobOuuaenu no3u:

Bo3spacau

100-150 mg mueBHO , mozeneHn BO 2-3 A03W. bpojoT Ha TabimeTuTe 3aBUCH O] jaunHATa Ha
MpenuiasaTa 103a oj Bammor ekap.

[ToBo3pacHu nuna

JlekapoT Moke Ja BW TMpemuIe 103a Koja € momayia 0jJ BooOMYacHaTa, a MOXKe M Ja mobapa
PEIOBHU KOHTPOJIM, €O 1en jaa morBpau aeka Jiekor Diklofen® / Tuxiaopen®na Biujac Ha
BammoT xenyHuK.

JlexapoT Mo3ke Ja BU MIpEeNHIle U APYT JeK, 3apaJu 3alITUTa Ha KEIyIHUKOT, KOj ke Tpeba na ce
3eme uctoBpemeno co jekor Diklofen® / Juxiaopen®, ocobeno ako cre mmane mpobieMu co
KEIyTHUKOT BO MHHATOTO, aKO CT€ TIOBO3PACHU WIIU TAK, aKO KOPUCTUTE HEKOU JPYTH JICKOBH.

Hena

OBoj JIeK HE € HaMEHEeT 3a JIela.

Axo umame éneuamox dexa nexom Diklofen® / lukmoden® npemnozy crabo uiu npemnozy jaxo
denysa Ha Bac, paseosapajme co ceéojom nexap unu chapmayeem.

AKo cTe 3emaJe / ynorpeduJiie norojaema no3a ox Diklofen®/ Juxiaopen®orkosky mro
Tpeda

Axo cme semane / ynompebune nozonema dosa 0o Diklofen®/ Iuxaodpen®omxonxy wmo
mpeba, eednaw mpeba 0a ce nocogemysame co Bawuom nexap unu gpapmayesm.



JIOKOJIIKY MMaTe 3eMeHO norojema konunuarHa Ha nekot Diklofen®/ luxaogen®, seqnam
uHpopMHpajTe ro BammoT jgekap uim ojere Bo HajOoIucKaTa O0IHULA MU Op3a MOMOIIL. 3eMeTe
ja co cebe KyTHjaTa O] JIEKOT, 3a JIa C€ BUJIU KOj JIEK € BO TIpalliame.

AKo cTe 3a00paBuJie 1a ro 3emere / ynorpeoure jexor Diklofen®/ luxnoden®

He 3emajme 06ojna 0o3a 3a 0a ja Hadomecmume nponyuimeHama 003d.

Ako cte 3a60pasuie na ro zemere jexot Diklofen® / lukinoden®, 3emere ro BeHaII ITOM cE
ceTuTe. AKO BPEMETO 32 3€Mambe Ha JIEKOT € OJIMCKY, TOYeKaTe U UCTIHJTE TO 110 BOOOMYAEHUOT
pacniopen. Hukoram He 3eMajTe JBOjHA J03a CO 1IeJ Ja ja HaIOMECTUTE MPOITyIITeHaTa.
Huxkoram He 3emajTe moBeke oa 150 mg o 0BOj Jiek BO pok of 24 yaca.

Edexru kora npecranysa tpermanot co Diklofen®/ luxsiodpen®

He Tpeba na ce nmpexnHyBa Tepamnujata 6€3 mpeTXoeH COBET O] JICKapOT.

JIOKOJIKY MMaTe JIOTIOJIHUTEIIHY Tpalliamba 3a MpUMeHaTa Ha 0BOj JieK, oOparere ce kaj Bammor
neKkap i GapmarienT.

4.Mo:xHu HecakaHu AejecrBa (peakuun) Ha Diklofen®/ luxaogen®

Kaxo u cume nexosu Diklofen® / Tuxaopen®vooice 0a uma necaxanu oejcmesa, uaxo mue ne
Mopa 0a ce manughecmupaam Kaj cume.

Kako u cure nexosu, u jiekot Diklofen® / ukiiodpen® Moxe 1a npeausBuKka HeCaKaHH JI€jCTBA,
HO THE HECaKaHH JIC]JCTBA HE C€ jaByBaar Kaj cekoro. HecakanuTe iejcTBa MOXKe J1a c€ HamasaT
CO KOPUCTEHE Ha HAJHUCKHU €(DEeKTUBHU 103U BO HaJKPATOK MOKEH MEPHOJ] Ha KOPUCTEIHE,
noTpedeH 3a J1a ce OTCTpaHAT CUMIITOMUTE.

Hexowu Hecakanu jiejcTBa MOXKe J1a OMAAT CEPUO3HU

ITpecranere co npumena Ha jekoT Diklofen®/ Jukiaoden® u seanam undopmupajre ro
Bammor nexap 1oKoJKy 3a0enexuTe:

-Bornka Bo jkenyTHUKOT, TUTECTUBHU MTPOOJIEMHU,KETABUIIA, TACOBH, Ta/ICHE UK MMOBPAaKambe,
-buno xakoB 3HaK Ha KpBapeHwE BO KEIYAHUKOT WM LIpeBaTa, Ha IPUMEp 3a BpeMe Ha Mpa3HeHme
Ha IpeBara, MPUCYCTBO HA KPB BO MOBpATEHATA COAPKMHA WA CTONHUIIA co 00ja Ha KaTpaH,
-Aneprucku peakiuu, BKIy4yBajKu OCUII Ha KOXKaTa, Yellame, MOJIPUHKY WIH OOJTHU LIPBEHU
00J1acTH, JTyIemhe Ha KOXKaTa U CO3JaBame Ha IJIMKOBH,

-OTeXXHATO JUIICHE WIIM OCTaHyBambe 0e3 31uB (OpoHXOCIa3am)

-OrekyBame Ha JIUIETO, YCHUTE, palleTe Uil MPCTUTE,

-IToxonTyBame Ha KOKaTa WK OEIKUTE Ha OUUTE,

-ITocrojana 6oKa BO TPJIOTO, MM BUCOKA TEMIEpaTypa,

-HeouekyBana npomeHa Ha KOJIMYMHATA U / WIK U3TJIEIOT HA ypUHATA.

-Braru rpueBM U OCETIIMBOCT HA CTOMAKOT,I0YHYBajKK KpaTko 1o tperMan co Diklofen®/
Jukaoden® 1 mocaen0BaTENHO PEKTATHO KPBAPEHE WM KPBAB IIPOJIMB BOOOKWYAEHO 3a 24 yaca
OJ1 TOYETOKOT Ha CTOMayHaTa 0oJIKa.

Jlokonky 3abenexxure mojaBa Ha MOJAPUHKHU MTOYECTO 01 BOOOWYACHO WIIM UMATE YECTO
BOCIIJICHHE Ha TPJIOTO WM MHQEKIMH, H3BeCTeTe ro BammoT nekap.

IIpujaBeHu ce u cjieIHUTE HECAKAHM /1€jCTBA, HCTO TaKa:



Yecmu necaxanu oejcmea (MOXe J1a ce jaBat HajMHOTY Kaj 1 Ha 10 marueHTH Kou To 3emMaar
JIEKOT):

- bBonku BO ey IHHUKOT, JKEeTraBUIIa, Ta/ICHE, MOBpakame, 1ujapeja, JUTeCTUBHU TPOOJIEMH,
racoBU, TyOCHE Ha alleTHT,

-I'maBoGonka, mocrnanocT, BpTOIJIaBHIIA,

-Mcum unm JaMKH Ha KOXKaTa,

-3rojemMyBame Ha HUBOTO Ha XeMaTaJIHUTE €H3UMU BO KpBTa

Pemxu necaxanu oejcmsea (Mmoxe na ce japat HajMHOTY Kaj 1 Ha 1000 manueHTH KoM ro 3eMaar
JIEKOT):

-Uup Ha KeTyTHUKOT WM KpBapeme (MHOTY PETKO ce MPHUjaBeHH CIy4yau cO CMPTHHU MOCIEAUIIN,
0COOCHO Kaj TOBO3PACHU JIUIIA)

-I"acTpuTuc (BocmajieHne, HpUTaIlija Uil OTEKyBamkEe Ha CIIY3HHIIATa HA JKEITYTHUKOT)
-IloBpakame KpB,

-IIponuB co Tparu o KpB WM KPBaBU CTOJIMIIN,

-Cronuua co 60ja Ha KaTpaH,

-ITocnanocr, 3amop,

-XwurnoreH3uja (HU30K KPBEH MPUTHUCOK, CHMIITOMHTE MOKE J1a BKIIy1yBaaT HECBECTHIIA,
BPTOIJIABHIIA UJIH 3aIIEMETEHOCT),

-Ocun u Jemame Ha KOXKaTa,

-3aapKyBambeTo Ha TEYHOCTUTE, YU CUMIITOMH CE€ OTOK Ha 3TJI000BUTE,

-JlucyHnkuuja Ha HPHUOT APOO, BKIYUyBajKH XENATUTUC (BOCIIAJICHHUE HA LIPHUOT Jpo0) U
KOJTHIIA.

MHnoey pemku necaxanu dejcmea (Moxe na ce jaBat HajMHOry kaj 1 Ha 10000 mamueHTH KOu TO
3eMaar JeKOT):

Egexmu na nepgnuom cucmem:

TpHeme niar BKOYaHETOCT Ha IIPCTUTE, TPEMOP (TPEcere), BU3YEITHN IIOPEMETYBamka, Kako IITO
ce 3aMaTeH BUJ] MJIU JIBOJHO TJe/ahe, IyOeHe MU OIITETYBabhEe Ha CIIYXOT, THHUTYC (3yeHe BO
yIIUTE), HECOHNIIA, HOKHU MOPH, IPOMEHH BO PACIOI0KEHUETO, ACIPECcHja, aHKCHO3HOCT,
MICUXUYKH [TOPEMETYBamba, Ae30pHEHTAINja U TyOeHmhe Ha MEMOPHja, KOHBYJI3UH, TI1aBOOOJIKH
OPUAPYKEHHU CO YYBCTBUTEITHOCT HA jaKa CBETJIMHA, TPECKA M BKOYAHETOCT, IOPEMETyBamba Ha
ceTuiara.

Echexmu na sicenyonuxom u oucecmusHuOm mpaxkm:

3arnek, BOCTaJICHHE Ha Ja3UKOT, paHU BO yCTaTa, BOCMAIICHUE HA CIy3HHUIATa HA YCTaTa WK
YCHHUTE, TPOMEHH BO BKYCOT, 3a00J1yBab¢ Ha JIOJIHUTE JICTIOBU HA IjpeBaTa (BKIY4yBajKH U
BOCIAJICHHE Ha J1e0€JI0TO IPEBO MM BIIOIIYBAhE Ha YIIepaTUBHUOT KonuTre uiu Chron-osa
ooJecr).

Edhexmu na cpyemo, epaonuom xows u kpema:

[Manmurtanuu (6p30 WKW HEMPABUIIHO YyKamke Ha CPIIETO), OOJIKA BO IPaIUTe, XUIEPTECH3H]a
(BHCOK KPBEH MPUTHCOK), BOCTIAJICHIE Ha KPBHUTE CaJI0OBH (BaCKYJIUTHUC), THEBMOHH]ja, CPIICBU
3a0011yBama, BKIy9yBajKi KOHTECTHBHA CpIeBa caadbocT (C1abocT Ha CPIIETO), HIIN CPIIEB yaap,
MOpeMEeTyBama Ha KPBTa (BKIIyUyBajKU aHEMU]a).



Edpexmu na ypnuom opobd u 6yopezume:

[TopemeryBama Ha OyOpekHaTa PyHKITM]ja WU CEPUO3HH TIOPEMETYBamka BO (hyHKIIMjaTa Ha
LPHHUOT Ap0o0, BKIyYyBajKU U OLITETYBAKkE HA LIPHUOT JPO0, MPUCYCTBOTO HA KPB U MIPOTEUHU BO
ypuHarTa.

Edhexmu na xoorcama u kocama:

Cepuo3Hu MCHIN HA KOKaTa, BKIy4dyBajku u Stevens-Johnson u Lyell-oB cunapom, kako u
JPYTH UCUIU Ha KOXKaTa KOU MOXeE Jja C€ BJIOLIAT IPH U3JI0’KYBamE€ Ha COHLIE.

[Tarame Ha Kocara.

Ocmanamu npujasenu Hecakanu eghexmu:

Bocnanenne Ha nmankpeacot, umMnoTeHja. OTekyBame Ha JIMIETO, BOCIIaJCHHE HA MO30YHATA
00BUBKA (MEHUHTUTHUC), MO30YEH YAap, TOpPEMETyBama Kaj rpjoTo, KOH(Y3H1ja, XaIylIMHAIUH,
YyBCTBO HA OMIITA CIA00CT, BOCIIAJICHNE HA OYHUOT HEPB.

Jlexosure, xako mto ¢ Diklofen®/ luxiaoden® moxe na 6umar Bo Kopenaumja co MajaKy
3rOJIEMEH PU3UK O] CPLIEB yAap UM MO30YEH yaap.

OBo0j cIMCOK Ha HecakaHH JIejcTBa He Tpeba J1a Be BOZHEMHUPH — Kaj TIOBEKETO Jyf'e KOH Io
3emaar nekot Diklofen®/ JIukmoden®, He ce jaByBaaT HUKAKBH IIPOOIEMH.

Jokonky Hekoe Hecakano 0ejcmeo cmate cepuo3Ho uau 3abenexcume 0eKa UMda HeKoe HeCaKaHo
dejcmeo Koe He e HagedeHO 80 080j cnucok, Be monume oa 2o ungopmupame Bawuwom nexap unu
dapmayesm.

Ao npumemume 6UN0 KAK6U HECAKAHU 0ejCMBa KOU He ce CHOMHAMU 80 084 Ynamcmeo,Be
Monume oa 2o ungopmupame Bawuom nexap unu gapmayesm.

5.UyBame 1 pok Ha ynorpeda na Diklofen®/ luxnoden®

[a ce uyBa HaaBOp o1 A0(aT U BUAOKPYI HA Jaena.

JIekoT ce uyBa Ha TeMmneparypa 10 25 °C BO OpUTHHAIIHOTO NTaKyBawe, MOPAIU 3alITUTA O
CBETJIMHA U BJjara.

JlexoBuTe He Tpeba na ce (praaT Bo KaHAIHM3AIIM]a, HUTY MMaK BO JOMAITHUOT oTtman Ilpamajre
r'0 CBOjOT (hapMaleBT KaKo Jja M OTCTPaHUTE JIEKOBUTE KO Beke He Bu ce motpedun. OBue
MEpKH TloMaraat BO 3a4yBYyBam€ Ha JKHUBOTHAaTa Cpe/IMHa.

HeynotpeGeHHOT Jiek ce YHUIITYBA BO COTJIACHOCT CO BAYKEUKUTE MTPOMHUCH.

Pox Ha ynorpeda

5 roguHu

Jlexor Diklofen®/ Iuxiaopen® He cMee 1a ce KOPUCTH 110 KCTEK HA POKOT Ha yIoTpeba 03HaYeH
Ha TaKyBambeTO.

PokoT Ha ymoTpeba ucTeKyBa Ha OCIEAHUOT JCH OJ1 HaBEJICHUOT MECEIl.

Ha4yuH Ha u31aBam-€ HA JEKOT
JIekoT ce u3maBa BO anTeka caMo Ha pelenT.



JdaTtym Ha mocJielHa peBU3Hja HA BHATPENIHOTO YIIATCTBO
Buampewnomo ynamcemeo e o0obpeno dexemspu 2017.

Bpoj Ha onoOpenne 3a ctraBame Ha JIEKOT BO IPOMeT
15-6140/12 na 29.11.2012.



