KPATKA XAPAKTEPUCTHUKA HA IPOAYKTA
DICLOFENAC 25 STADA®
JAUKIIOPEHAK 25 STADA

1. Mlme na neKapcTBeHHN NPORYKT MUHHCTEPCTBO HA éﬁf‘ﬁﬁc& IASBAHETO

Diclofenac 25 STADA® floanoxense toa
Tluxnodenax 25 STADA paspewenzsaynorpesalt Y11 09y| gy, 0405

= 65%%1 05.05 W Yt
2. Keanyecreen 1 KayecTBeH CHCTaB
Besxa cromammso yeToliunsa Tabierka ceappika 25 mg diclefenac sodium '

TToMomunTe BelecTRa ca onucany B T.6.1

3. JlexapcreeHa Gpopma
Cromanrso yerolisusy TabreTku

i

4, Knupuasn JagHu

4.1. Hoxazanus

CuMnroMaTHuno Aedenue Ha 60NKa | BR3NANCHUE TIPH:

Octep apTpuT (BXI. OCTPH ATAKY Ha I0Jarpa)

XPOHUYEH apTPHT, HO-CHENHANTHO PEBMATOMIEH apTPHUT (XPOHIYEH HOHHapIpHT)

ABKIIHpaI], cioHIunuT (Gonect Ba BexTepes) ¥ ApyTrH BH3NANHTENHE PEBMATOHITHI

CBCTOAHUA Ha IphOHaKa

- Brananarenny chCTOSHUS, BE3HUKHAIM BCIESACTBUE ACTEHCPATHBHY CTABHY 1
TpbOHagHH - 3a00ABAHI XKaTo OCTEOparpuT (apTpo3a) ¥ CHOHIUIAPTPHT
{cnonmunaprpoza) .

- PeBMaTH35M Ha MEKHTE THKAHHA

- bonesHeny OTONM HNH BH3NANCHHE IPH TPABMH H IIOCTONEPATHBHH YBPEKIABNA.

Be3moxuo € 3a0aBaxe B 0cBOOOKIABaHe Ha aKTHRHOTO BewecTBo Ha Diclofenac 25
STADA®, cTOoMAamHO ycmiitmﬁn TabNeTKH, NPEeNH3BHKAHO OT ycToHuyMBaTa Ha
NeHCTBHETO HAa CTOMAIIHMA COK JNeKaperBera GopMynanusd, KOeTo Moxe fa IOBeOe B
Hayanoro mo 3abaBipe Ha JelCTBHETO Ha JIeKapcTBeHWA NpofdykT. Ilopanu Tasu
npuynHa Diclofenac 25 STADA® e 1pabsa na ce u3rionssa 3a BEBEMIAINA TePariis,
aKo e Heo6xbz{ma 6Bp3a ethuxacHoCT,

4.2, Tosupane ¥ HAYNH HA NPHIOKEHIE
Diclofenac Tpa6Ba 5a ce nozHpa B 3aBHCHMOCT OT TEXKECTTa Ha 3a60IABaHETO.
IIpenoppumaTeNHaTA 1024 32 BE3PACTHH 1 IOHOMIM Haf 15 TONHHE Ce JBHNH B
I'PAHULATE MEXNLY 50 u 150 Mr nueBHO, pazpenenw Ha 2-3 1preMa, OTHOCHS
JO3UPAHETO IIPU JENa ¢ peBMATHYHY 3a60IIBaHN HAMa JOCTATEIHO HANMHHT
TAHHA.




Bu3pacr Emnnauna posa JiHeBHa f03a

TOHomw (Han 15 ropuHm) 1-2 cToMamHO ycroiiunBR 2-6 cTOMALIHO YCTOHUHBH
H BB3PaCTHH Tabnerku (cpoTBerersanm Ha 25-50 | Tabnetin (croTeTcTBaM HA 50-
mg diclofenac sodium) 150 mg diclofenac sodivm)

CroMalllHO yCTOoHUnBATE TabneTKy TpaOBa Aa ce FBATAT LeAH ¢ NOCTaThYHO KOJIHYECTRBO
TEYHOCT ¥ He TpAGBa A2 ce B3eMaT Ha rilafso. IlanyeHTH ¢ YyBCTBHTEEH CTOMax TpadBa
na GBOaT ¢HBETBAHH Ja TH NPHEMAT IO BpeMe Ha XpaHeHe. IIpOABIDKHTEAHOCTTA HA
neueHue TpaOBa Ja ¢¢ ONpeNenH OT JeKap. PeBMaTHUHUTE CRCTOSHMI MOMKE Ja H3HCKBAT
neuyenme ¢ Diclofenac 25 Stada® 3a eauH 10-TRABT NEPLO OT BPeMeE.

4.3, IIpornBonoka3anus

Diclofenac 25 STADA® He Tpsa0Ba Ia ce ynoTpedsina IpH:

- [ANHUEHTH C JOKA3aHA CBPBXYYBCTBHTEIHOCT KEM aKTHBHOTO
BEIIECTBO AMKIO(eHaK HNM KBEM HAKOS OT JPYIHTE CBCTABKH
Ha JIEKApCTBGHHMS IIPOLYKT; '

-  TaOEeHTH ¢ HeH3SCHEH HapyIneHUs Ha XeMAaToNoe3aTa ¥ KoarynarpusTa
Ha KPBBTa;

-  OaUHeHTH, CTpafaliy 0T HEeNTHYHA HiH FyoJeH4IHa 1382

- TacTpO-MHTECTHHANHa, IepeCpoBacKynapHa WIH Apyra aKTHBHA
XeMOparus;

- IIpe3 MOCICOHATE TPH MeceHna oT OpeMeHHOCTTa.

Diclofenac25 STADA® me TpsiOpa 1a ce ynoTpedsisa IpH Aelld ¥ YOHOIM nox 15
TOIMHHM,

Diclofenac 25 Stada® Tpabsa Ja ce H3ION3BA CaMO CIIe]] BEUMATeTHA IpelieHKa Ha
CHOTHOLICHHETO O9aKBaHa TON3a/TTOTCHINANEH PHCK.

- Ipe3 OBPBOTO B BTOPO TPHMECEHHE 0T OPEMEHHOCTTA;

- II0 BpeMe Ha JaKTallidTa;

- TIpH NAl[HEHTH C HHAYKTHBHA HophupHsd;

- OpH NalUeHTH ChC CHCTEMEH epaTeMaTolieH nynyc(SLE) unn
cMmecens GopMH Ha 3ab0NgBaHe Ha CHEIUHHMTENHATA
Teka(MCTD).

Ocobeno BHEMATEIHO METUIIHHCKO HaOMONEHNe € HEODXOHUMO NIPH:

- TAIHEHTH ChC CTOMAMIHO-YPERHH ONIAXBAHN UK HHINKALMK
32 CTOMAIUHH WIH HHTECTHHAHE I3BH UIH €HTEPHTH
(ynuepo3ses xonut,00nect Ha Crohn) B McTOpHsATa HA
3a00JIBaHETO WM,

-  DAN@eHTH ¢ BHCOKO KPBBHO HATaHe WIIH CHpIEUHA
HEJIOCTaTHYHOCT;

- TaIEEHTH C Beue ChINEeCTRYBALlo Ob0pesHo YBpeKIaHe;

- TAUMEHTH C TeXKa YepHOIPOOHA HEAOCTATHUHOCT;

- [AUSHTH B HATPEAHANA BB3PACT;

-  TAIHeHTH, KOMTO CKOPO C& IPETHPIIENE CI0YKHA ONEpaliis

HpH Nal\pedTH, CTpafalid OT CeHHA XPpeMa, PHHOIIONIHAITH HilH XPOHKTHI

HECTEPOHAHHTE MPOTHBOBE3IANATENHI/aHAITeTHIHH JICKapCTRa, ID
B =
STADA® Tpalsa ja ce Hpriara ¢ 0co0EHO BHMMAHKE H IIPH IOCTO



HabmorieHyie (B GONHEFEHM YCIIOBI), IIOPaAH NOBHIIEH PHCK OF NOABA HAa aNePIUYHH
peaxrm. Te MOraT i BKJTIOYBAT ACTMATIHHH NIPACTEIT (HEHOHOCHMOCT KBM aHaNTe I/
aHAYTETHYHA aCTMA), aBTHOHEBPOTHYECH OTOK H YPTHKADHS.

CrIno TaKka ca HeoOXOomuMH criermi(IIHI MEPKH IPH YTAITHEHTH, Pa3BHBAIIK alNepIHHHE
peaKind KeM JIpYTH BEIECTBa, THi Kato mprraragero Ha Diclofenac 25 STADA®
VBEJIHYARA CHINO PHCKA OT N0SBa HA PEaKITHH Ha CBPEXIYBCTBHTEIHOCT.

Diclofenac Moyke BpeMEHHO [ia HEXHOHpA arperargisita Ha tpoMOonrare. ETo zamo
TIALEEHTH ¢ KOaryJIonaTHs TpaoBa Ja ObIaT BHMMATCHHO IPOCTC/BAHI.

4.4, CoenuaiiHg Npeayipe:RIeHis i COeNUaNHH NpeAnasHy MepKH 3a
ynorpebda

Iponsokutensara Tepamus ¢ Diclofenac 25 STADA® mzucKea pelOBHA
GYHKIIHOHAIHHA H3CIeABanKs Ha yepaus Apo0 u OE6penuTe i peffOBHO IpOCHe/BaHe
Ha KPBBHATA KapTHHA.

IpoabmxuTenHaTa ynotpeba Ha BUCOKA JI03H 0T DONKOYCIIOKOSBAILE JICKapCTBa, B
paspes ¢ TAXHOTO TIPEIMCAHEE MOXKe JIa IoBeNe IO TaBo0oire, KoeTo He TpsibBa 1a
ce JIeKyBa ¢ ITOBUITIABAHE Ha [O3HPOBKATA MM.

Penopnata ynoTpeda Ha 60JKOyCIIOKOSBAIIH 0COOEHO IPH NpHEMaHe Ha KOMOUHAH
OT HAKOJKO GONKOYCHOKOSBALIY JISKAPCTBA MOXKE a HOBEZE N0 TPaHHO YBpEKIaHe
ya 6E6penuTe ¢ pHUCK 0T GBEOPeyUHa HEIOCTATHIHOCT (AHANIeTHYHA JISKAPCTBO-
HHAyOMpaHa HedponaThs).

Ja ce mMa IpesBA, e IPH KEHH B JETEPOIHA BB3PacT Moxke 00paTuMo 1a IOTHCHS
deprumuTeTa, MOPATM HAMATIBAHE NOABHKHOCTTA HA MMIEKIETKATa O MEXaHH3Ma
Ha IIOTHCKAHe Ha IIpoCcTariaHIuHOBaTa CHITC3A.

4.5. JlekapcTBeHH B APYTH B3AHMONEHCTRHS
Emaospemennara ynotpeda Ha Diclofenac 25 Stada® ¢ duzoxcun, enumonn wint
JUmuesy npenapami Moxe ia TOBHND IIa3MEHATa KOHLEHTPALT Ha TE3H IeKapCTBa.
Diclofenac 25 Stada® Moxke 12 HaMmand ACHCTBHETO Ha owypemuyu u
aHmUXunepmen3ueHy JICKAPCTBEHH IPOTYKTH.
Diclofenac 25 Stada® Mos«e JTa HaMATH ASHCTBHETO HA UHXUOUMODH HA QUYenUIXORUH
ecmepasama (ACE). EnpospeMensaTa ynoTpeda Moxe CBINO JIa YBEIHIH PHCKA OT
pa3BHBaHE Ha OBOpeuHa HETOCTATHYHOCT.
EHoBpemMeHHaTa ynotpeba ua Diclofenac 25 Stada® ¢ xanudi-coxpanssavu ouypemuyi
MOXe Jia IpeAU3BUKa XHIEpKaneMus. 3aToBa Tpa0Ba jia ce CIefi CepyMHI KanuH.
ErmHospemerHata ynorpeba ia Diclofenac 25 Stada® u dpyeu necmepoudnu
NPOMUE06LINIUMENHI, IEKAPCMEa WA 2RUKOKOPMUKOUdY yBeIYaBa DpHCKa OT
TIOSBATA HA TacTPO-MHTECTHHAIHH CTPaHAYHH e(exTu.
Ipnema na Diclofenac 25 Stada® 24 gaca Iipe/u vl CICH MEMOMPEKCan MOXE Ja
IpeAR3BHEKA IOBUIIARAHE Ha KOHNEHTPAlMATa HA METOTPEKCATa M 3acuBaHe Ha
TOKCHYHOTO MY JeHCTBHE.
JlexapeTsa, CHABPXKAMN ApObeHeyud uny cyipuHnupason MOTaT na 3a0aBat
eTMMAHHEPAHETO Ha JUKIo(eHaK.
Joceramraute KIWHHYHE ONHTH HE IOKa3BaT B3AHMOMNEHCTBHE MEXKAY
muKino(erak M gumuxoazyraimy. Bee Hak, MAUeHTH ¢ TAKOBa ChIIETCTRAINO

neqeHne TpaOBa Aa ce HpOocieasBaT NabopaTopHo, 34 J1a Ce U30erHaT CBEHTYAHH
npobiemu.

HecTeponIHHTE aHTHPEBMATHIM (B TOBa YHCIO M JHKIOMEHAK-HATPH

KpBBHATA 3aXap, H3UCKBAIO YTOYHABAHE HA JO3MPOBKATa
aumuduabemuyume. 3aToBa 3a KU30ArBaHe Ha eBEHTYAIH



eIHOBpeMeHHa ymoTpeda ¢ TaKuBa JICKapcTBa TpAOBa Jia ce CIe BHBOTO Ha
KpBBHATA 3axap.

4.6. BpemenHocT H KEpMeHe .

Diclofenac 25 Stada® ne Tpslpa Ja ce U3MON3BA Hpe3 NOCNENHHUTE TPH MECeNa OT
OpemennocTTa. Toit Moxe Aa ce ynoTpebssa mpe3 OBPBOTO H BTOPOTO
TpHMeceurne OT OpeMEeHHOCTITA W II0 BpeME Ha JaKranus caMmo clell BHHMarelHa
IIPeNeHKa Ha CHOTHOIMICHHAETO 09aKBaHAa HONI3a/MIOTCHIANEH PHCK.

Besonacnoctra npu ymorpeba or OpeMeHHH XEHH HE € JoKasaHa. I'BH Karo
wexubupamore JeifcTsHe BHPXY IIPOCTANAHIHHOBATA CHHTE3a IO BpeMe Ha
OpeMEHHOCT HE € H3ACHEHO, He c€ IPEermophuBa Ha Ce M3MON3Ba AMKIOheHaK
pe3 mbpBUTE 6 Mecema oT OpeMEHHOCTTA. _

Diclofenac 25 Stada® e mpOTHBOIMOKa3aH B YIOCTESTHHUTE TPH MECena OT OpeMEeHHOCTTA.
MexaHu3sMBT Ha NeliCTBHE Ha JIEKapCcTBOTO MOXE A YABIKE POJOBMS IPOLIEC,
TMOTHCKAMKY MATOYHHS KOHTPaKTHIIUTET, Thi KaTo IpeNU3BHKBA IPEXIeBpeMEHHO
3arBapspe Ha ductus arteriosus, 3acHIIBaHKY TEHACHIATA KbM KPBBOUM3IUBH DK
POAMIKATA M MII0AA H Npeapasnoiarafiky KpM 00pa3yBaHeTo Ha OTOLH HPH
POJILIKATA.

Maliky KoNHYecTBa OT aKTHBHOTO BEMECTBO IUKIO(eHak H MCTabDOIETHTE My C€
eKCKpeTHpar B KbpMaTa. Thil xaro Jocera He ca HAOMIONaBaHH CTPAHHIHA
neiicTBuA, 3acTpamasainy GeGeTo, KpaTKOBpEMeHHATa yNoTpeba OGUKHOBEHO He
Hallara OPeKbhCBaHe Ha KBbpMeHeTo. Bce max KEpMadkuie, Ha KOHTO €
IIPEANHCAHO TPOABIKETEINHO JISYeHAE 1/ II0-BHCOKH TO3H 3a jieUcHHe

Ha peBMaTuaay 3ab0ngBaHus, TPSOBA Fa B3eMaT IPEABHL BE3MOKHOCTTA 38
TIPEXIEBPEMEHHO IPSKHCBAHE Ha KEPMEHETO.

4.7. EdexrT BHpXy cnocodnocTta 32 modupane u pabora ¢ MAMMHA

Twit kato ynorpebara Ha Diclofenac 25 Stada® moxke 13 DpeAH3IBHKEA HEKeNaHN
peakuum oT cTrpara Ha I{HC xaro ymopa, BuEHE Ha CBAT, CIIOCOOHOCTTa Ha
malHesTHTe Aa modupar u/uia ga paboTsr ¢ MamuHy Moxe Aa Ohae Hapylmena,
ocobeno mpH eJHOBpeMenHa yroTpeba Ha aJKoXoJl.

4.8. He:xenaum JeKapPCTBEHH PeaKHa

CreapamuTe HeXeNaHH JeKapCTBEHH peakipy 0OMKHOBEHO 3aBHCAT OT J034Ta H ¢a
PasIUYHH [IPH OTASIHATE MAlHeH . B 4acTHOCT PHCKET OT X6PBEHE B CTOMAIIHO-
YpEeBHHA TPAKT (A3BH, TACTPHUTH, AedeKTH Ha NUraBHIIATA) € B 3aBHCHMOCT OT
DO3HPOBKATA H IPOJBIUKUTEIHOCTTA HA NIEYCHHE.

Tacmpo-unmecmunanen mpaxm
ITpr manMeHTHTE YECTO MOTAT Ja HACTBHIAT CTOMAINHO-YPEBHH OILIAKBaHHUA
KaTo Tagese, HOBphIaHe U AHapHs, KaKTo M JEKO KbPBEHE, KOSTO B
H3KIIOYATEIIHO PEIKH CIydaM MOXe Ja IMpeIU3BHKa aHeMAsL.

HMmano e crobmenns 3a CMYINEHRS B XpasOCMHIIAHETO, IOAYBAHE Ha CTOMaxa,
KOPEMHH KOJIHKH, 3ary0a Ha aleTHT W CTOMAIlHH HIH TYOACHANHH A3BHU( ©
KbpBeHe # Mepdopanus B HiKou cnydan). ViMano e psako cro0menus 3a
HOBPEINAHE HA KPHB (XeMAaTeME3UC), KPBB B H3NpaXKHeHusTa(MEIeHa) HIlH
KbpBaBa JHAPH.
TTarmenTuTe TpabBa Ja ObIaT CHRETBAHN Jia CIpaT NCUSHHETO ¢ MEKIOM
KOHCYITTHPAT C TeKaps CH ako Ce TIOSBH HAKOH 0T Te3H CHITTOMHE




Viva uzonHupans CHOBIIEH S 32 BR3ancHue Ha YCTHATA TATABULIA K €3KKa,
YBpexIase Ha XPaHONpPOBOAa, OOMKY B JIOMHWS /171 Ha KopeMa { Hamp.
HecrenupUIeH XeMoparudeH KOIuT, YTeKHsBaHe Ha Oonectra Ha Crohn wiun
VIILIEpO3€H KOIIUT), 3alleK ¥ TIPH [iepopasHo Npuiarage, GopMupane Ha
MeMOpaHonoNoOHN crecHeH s Ha HepBaTa.

Ienmpanna —nepsra cuicmema u CeH30PHYU OP2AHY

TTonskoTa MOrar da ce HaOMIONaBaT HeXelany neficTBUA BEPXY HEHTpaNHaTa HepBHA
cucTeMa ¥aro rmagobonne, B530ya, pa3sApasHUTENHOCT, YMOPa, CBHIHBOCT B
CBETOBRPTEXK. VIMa HM30MmpaHM ChOOWICHHMS 3a HApYINCHHS Ha BB3NPHITHATR,
HApyIIEHUs HA BKYCOBHTE YCEIIaHys, CMYMISHHS HA 3PEHIETO (3aMbITNEHO Wili
JBOMHO BHXKIAHE), IHNYM B YIUHTE (THHHTYC) 1 0OpaTHMa 3aryba Ha ciyxa,
HapyIIeHa NameT, e30PHUCHTAlN, IbPY0Be, TyBCTRBO HA TPEBOTE,
KOIIMAPH,TPEMOD, JACHpPecHs H XpyTH HCHXOTHUYHH peaKiyy.

B oTgenun ciydyay FUKIOQEHAKET G CBEP3Ba ¢ IPH3HALM Ha acenTHICH
MEHMHTAT, BKIOUBAINY CXBalllaHe Ha Bpara, I'maBobosme, rafieHe, HoBphIIaHe,
TpecKa WM 3aMbINeHo ch3Hanne, [lanuesT! ¢ aBTONMYHHH Hapyienus (CHCTeMEH
SPHTEMATOZICH JIYTIyC MM cMeceHn dopMu Ha 3a00i4BaHe Ha CHCIUHATERHATA
THKaH) BEPOATHO Ca IPEAPa3IONOKEHH.

Koaea

ITousxora ce ¢500MaRa 30 peakliy Ha CBPEXIYBCTBUTEIMHOCT, H3pa3sIBally ce B
oGpuB, chpOex, a2 pAIKo B YPTHKapHs WIH Koconay. YiMa oTnens# chr0o0IIeHusS
3a 06pHB ¢ NYCTYNM, eK3eMa,epATeMA, POTOUYBCTBATERHOCT, TOUKOBRIHE KOMKHY
KPHLROM3IABH (CHINO C aNepradeH IPOU3X0) H TEXKH (OPMHI Ha KOXHH PeaKyH
(czmmpom Ha Stevens-Jonson, 6onect ma Lyell).

bwbpeyu

Wma OTHeNHE CHO0MMEHHS 38 YBPEXAAHHL Ha peHAlIHATa THKag(MHTEPCTHITHATIEH
gehpHT, HeKkpo3a Ha GrOpedHNTe NalMH), KOHTO MOXe Ja ce MaHudecTupa ¢
ocTpa 6E6pedna HeOCTATHYHOCT, IPOTEHYPUS, H/UIH XeMaTypHs.

B oTHenHHA CIyYau MOXKE Jia C€ NOSBH He(pOTHIeH CHHApPOM. ETo 3a1io € HyKHO
Ha ce ciemu peaoBHo OnOpeusaTa QyHKIH. :

Yepen Opobd

Tlomsxora ce ¢h001NaBa 3a MOBHIIABAHE HUBOTO HA YCPHOAPOOHHTE €H3HMH B KPHBTA
(cepyMHuTE TpaHCaMUHa3H). PAaKo IpH HIKOH HAUMCHTH CE JIONy¥aBa

yBpeskaase Ha gepHud Jpod (xenaTut ¢ wian Oe3 KXpITeHHUa, TPOTHIAl B
Texka (opMa B PefiKu CITydau, DopH Ge3 IpeABapHTENHE CHMITOMH). 3aT0Ba
Tpa6Ba PENOBHO JA Ce CIENM YepHORPOOHATA (yHKIIS.

Hanxpeac
Viva exuHAIHE CHOOMICHHS 32 ITAHKPEaTHT.

Kpve
Psimxo ce cro0inaBa 3a HapylieHus B KpBBooOpasyBaHeTo (aHEMus, IEBKOICHHU,
arpadynonuTo3a, TpoMbonuToneHysA). PaupuTe npmspany morar jAa

BKIFOUBAT Tpecka, OONKH B IBpIIOTO, NOBEPXHOCTHH PAHKWYIKH B yCTaTd
TPHHONONO0HH CHMITOMH, CHJIHA YMOP4, KBpBEHE OT HOCA H KOXK]
ITpoABIDKATENHOTO TEYCHUE H3HCKBA PEAOBHO CACAEHE HA KPHBHA
ViMa oTHenEH cho0IMenns 3a XeMONNTHYHA aHEMHS.




Coupoeuno-cvoosa cucmema

Vima orpnennu cpo0menus 3a crpuebuene, 00iKa B IphIHUS KOWE K
MOBHIIABaHE Ha KPbBHOTO Hamaraue. FiMma OTACIHH CHO0MEHNS 38 ChpeuHa
HEHOCTATHEYHOCT.

Cucmemuu pearxyuu u Opy2u op2anHy CHCIMEMY
MoraT 5ia ce HaOmoJaBaT TEXKH Peakuy Ha CBPEXIyBCTBHTEIHOCT, KOHTO Ce
HU3pa3sBar ¢ OTOK Ha JHIETO, OTOK Ha €3%Ka, OTOK Ha I'NIOTHCA, HPeIH3BHKBAN]
CTeCHABAHE HA AUXATENHATE I'bTHINA, 3a0yX A0 acTMaTW4eH IpHCTBII,
TaxMKapmusd MU chajlaie Ha KpHBHOTO HAJLITaHe JO JKHBOTO3aCTpallaBaill UIOK.
AKO Ce IposBH HAKOH OT Te3H CHMITOMY, (KOSTO MOXE A CE CIY4H OIle IIpH
NPUEMAHETO HA JIEKAPCTBOTO 34 NPHB I'BT), HANHESHTHT TPAOBa Ja NOTHPCH
He3a0aBRHO JieKapcKa IIOMOIIL.
Wma oTaennyn cH00IIeHN 32 ATePIrHIHO BE3IaJCHNE Ha KPBBOHOCHHTE CHI0BE
(BacKyyuT) B Oenure ApoOoBe (IIHEBMOHHKT).
Panxo ce mabmozasa oTox (epudeper), INaBHo IpH NANKEHTH ¢ BACOKO KPEBHO
Halnsirane @iy Op0pedna HeZOCTATEIHOCT.
Hma oThenns chOOIMEHNH 34 BIOIIaBaHe HAa HHGEKINO3HE BE3NaNeHNs (HaIp.
pasBHTHE HA HeKpoTm3upam (acluuT) BBB BpeMEHHa B3aMMOBPB3Ka ChC
CHCTEMHATA YIOTpeOa Ha HecTepOHMIHH IPOTHBOBB3NAIHTEIHH JieKapcTBa.
Te3n cnyyaw MOTAT fa 0BIaT CBBbP3aHH C MEXaHU3Ma Ha JSHCTBUE Ha TE3H
neKapcrBa. AKO ce HOSBAT WK BIomar OeNe3nTe MK CHMIITOMHTE Ha HHGEKIMA 10
BpeMe Ha jieyenue ¢ Diclofenac 25 Stada® , Ha nanuenTHTe CE NPENIOphUBa Ja Ce
KOHCYNTHpar He3abaBHO ¢ Iekap. 1ps#6Ba na ©Opge obchIcHA
HYXKIATa OT aHTAMHKPOOHA/anTHOHOTHIHA Tepanus.

4.9. Ilpegozapane

a) CEMuoToMM HA pPeX03UpaHe
CAMIITOMHTE Ha PERO3MPAHE MOTar Ja Brmousar eMymenus sa ITHC xaro
riiaBoGoiie, CBETOBBPTEK, 3aMatipane | 3ary0a Ha Ch3HAHME, a IPH Jena -
MHOKIIOHHYHY FBpaoBe. AGnoMunanya 6oNKa, rajieHe W IOBPBIaHe ChHIO
MOTar Jia ce MogBAT. Hsxou nanueHTs MOTaT Ja TONydaT CTOMAIHO-YpEeBHH
KPBBOH3IHBH | YepHOApoOHa 1/ Gr0peuna BexocTaTEYHOCT.

0) Jledenne Ha peo3HPAHETO
Hsva m3BecTeH ciielluHYEH aHTHAOT.

5. ®apmakoJorHIHH cBOHCTBA

5.1. @apmaxogHHAMHTHM CBOiicTBA

DapMakoTepaneBTHYHA rpyna: I[Tpou3soHo Ha QeHuoleTHATA KIICETHHA,
HECTEPOU/IeH IpOTHBOB3HANNTEICH/aHANTeTHICH IeKapCTBEH IPOIYKT.
Jiuiorodenax e HecTepOUTHO HPOTUBOBE3IANMNTEHO U 00e30019BAI0
NEeKapeTBO, YHATO eeKTHBHOCT € W3IpoOBana Ipy oONIaiiHATE MOJCH Ha
RB3NAICHYS IIPH KUBOTHH, KaTo AeHCTRA Ypes HHXuOHpade Ha
npocTarnagAEHOBara cuaTesa. [lpu xopa guknodenak HamarBa Gonkara, 0ToKa
H TeMIepaTypara, Ib/DKaIly ce Ha Bp3nancHne. OcBeH ToBa ToH HHXHOKHpa
TpoMOOIITHATA arperarysd, Npeyu3BuKada oT ADP u xonarena.

(DapMakoTepaneBTHYHA IPya: AHanreTHK
ATC xom: M01 AB55

5.2. @apmaxkoKHMHETHIHH CBOicTBa
Cren opaHOTO EpHeMane Ha 00MKHOBEHHTE CTOMAITHOYCTOHIHE
uKnoderak ce abcopOupa HaWBIHO B CTOMAIIHO-9PEBHES TPak



cToMaxa. BpeMeTo Ha Hali- BECOKA MIIa3MeHa KOHICHTPALHS € B rpaHuETe Ha 1-
16 vaca KaTo yHKIMA Ha BpEMETO 32 IPEMHHABAHE npes croMaxa.Crey
HHETPAMYCKYTHO NPHIIOKEHHE IIIA3MEHOTO HUBO Ce JOCTHI citex 10-20 Marytw, a
CIEI PEKTAIHO NMPpHIOXkeHHe Cluex 0kono 30 MuryTH. OpaNHO TPHETHAT
JEKIoesaK e o0exT Ha suaunTeneH first-pass edexr; camo 35-70% ot
abcopOupanoTo NEKapeTRO JOCTHTAT OCTXEMATAIHATA UHpPKYNalHsg
HenpomeneHn. Oxono 30% ot Kosara ce eKcKpeTHpar B MeTabonusupara Gopma
upe3 examinre. Oxono 70% ce eTEMERHNpAT Upes 6BbpernTe Karo
(hapMaKOIOrHYHO HEaKTUBHH MeTabOHTH ClIeH YEPHOAPOOHOTO
Merabonusupade (XHAPOKCHIANESL ¥ KOHIOTalks). BpeMeTo Ha MONYXUBOT e
IPHONU3UTENHO 2 Yaca | JO TOMIMA CTelleH HE3aBUCHMO OT YepHOAPOOHaTa U
OsOpeuna Qyukiws. CBbp3anHaTa ¢ IIa3MeHnTe IIPOTENHH (hopma € 0KoIo 99%.

5.3. llpeakiIMBHIHA JARHH 32 6e30HACHOCT

a) Octpa Tokeuunoer

IIpoBesieHATE C JKHBOTHE TECTOBE 3a OCTPA TOKCHYHOCT He

IOKa3Bar 0coOEHa TYBCTBUTENHOCT. 32 CHMIITOMATE Ha

TOKCHYIHOCT BIXK T 4.9.

0)Xponnuna roxcuaHoOCT

X pOHHIHATA TOKCHYHOCT € W3CHeABaHA BBPXY ILTHXOBE, KydeTa B MaiMyHu. [Tpu
M3CIIC/BANM HA TOKCHIHN HHBA HA NO3UTE (T.€. M0-Bucoky oT 0.5 wm 2.0 Mr/kr)

B 3aBHCHMOCT OT BHJA HA JXHBOTHATE ca O HaOIIONABAHH S3BH HA CTOMALIHO-
JPEBHUS TPAKT ¥ KPEBHA AUCKPA3HSL.

B)MYTareHeH W KAHIEpOreHeH OTEHIHAT

Uszcnexpanusra in vitro u in vivo 3a MYTareHHOCT He NIOKa3axa JaHHH 32 MyTareHHOCT.
Wzcnenpanysara 3a KaHIEpOreHHOCT MPH IITHEXOBE ¥ MUIIKH He IOKazaxa
kaHIepoTreHeH edexT Ha AuKiodeHaxa.

O)PenpoayKTHBHA TOKCAYHOCT

EMOPHOTOKCHIHIAT IOTeHTHAT Ha JHTO(EHAK € H3CIIeHBAH IpA TPH JKHBOTHHCKH
BUfia (IDIBXOBE, MUINKH, 3aiiim). ToxcHIRy fo3u 32 MaiikaTa ce CBBP3BAT CBC
CMEPT Ha 11072 i 3ababeH pactex. He ca maGiromasany Manbopmarm.
Huistodenak yasmxapa kKaxto NMepHoja Ha H3HOCBAHE, TaKa 0 IPOXBIKUTENHOCTER
Ha pogoBHH nponec., Hava noxazatencTea za OTpHIaTeNen eeKT BEpXy
IonoBATOCTTIA. CYOTOKCHYHY 03K 3a MaiikaTa He 0Ka3BaT NeliCTBHe BBpPXY
CIEeOPOJOBOTO Pa3BHUTHE HA IIOTOMCTBOTO.

6. @apManeBTHIHH FANHH

6.1. CiuchbK HA HOMOIIHM BelIeCTBA
Microcrystalline cellulose, Lactose monohydrate, Macrogol 400, Macrogol 6000,
Magnesium stearate, Maize starch, Methylhydroxypropylcelulose, O-acetyl-triethyl-
citrate, methylerylic acid copolymer (type C), Povidone, colloidal anhydrous silica,
Talcum, dyestuffs E171, E172

6.2. OH3NK0 —XUMHYHE HECHBMeCTHMOCTH
Hsmva w3BecTan gocera.

6.3. Cpox Ha rogsoct
3 rogrHU
Ha He ce H3MON3Ba NEKapCTBOTO CIIE]] H3THYAHS CpoKa Ha rogHocT!

6.4. CoenHaNHm yCIOBHSA 32 ¢hbXpaHeHde




Ha ce cbxpamssa npu Temneparypa mox 25°C, Ha CYXO0 H 3aIIHTEHO OT CBETIIMHA
MiACTO. la ce chXpansiBa Ha MecTa, HEAOCTHIRH 32 Jyena!

6.5.1anmu 3a onaxerxaTa

Kapronenu xyTau csaspxamu 20,50 i 100 cToMarmmo YCTONYHBY Ta0NeTKy.
Bimictepute ce CHCTOAT OT aANyMUHAEBO ¢rommo 1 PVC/PVDC donmo
6.6.IlpenopsKu 11pu ynorpeda

Hsnva enetansy nperopska npn yrnorTpeba.

7. IIPOU3BOXUTEJ K HPUTEXATEJ HA PASPEINIEHHETO 3A
YIHOTPEBA

STADA Arzneimittel AG

Stadastrasse 2—18

D-61118 Bad Vilbel, Germany

Telephone:; +49 6101 603-0

Fax: +49 6101 603-259

Internet: http://www.stada.de

8. PETHCTPATITMOHEH HOMEP
9. IATA HA IBPBO PA3PEIIEHME 3A YIIOTPEBA
10. TATA HA IOCJTEIHA IIOTIPABKA HA TEKCTA: mapt 2002

11. HAYFH HA OTIIYCKAHE:
Camo 1o nexapeko Ipenucanse.




