CATAFLAM/KATADINIAM®

OBBUTY TABJIETKHA
KPATKA XAPAKTEPUCTUKA HA NIPOJIYKTA

LiSNBLAHWTENHA AFERUMAS N0 ﬂEKAPGTBA:fAh
1. UME HA NEKAPCTBEHWA NPOOYKT + | Kpamua xapasmepuemuxa Ha apodykma - Mounomase 1

CATAFLAM ®/KATA®IIAM® 25 mg oBauT! TabNeTKN ey AAON- 3 0l am
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2. KAYECTBEH A KONMUYECTBEH CBHCTAB

JekapCTBEHOTO BELLeCTBO e kanuii-fo-[(2,6-anxnopdenunn)-amuHol-theHun]-auetar (=diclofenac
potassium/anknodeHaxk kanui). EaHa obsuta TabneTka cbabpxa 25 mg wwm 50 mg
avknodeHak kanvit. B CATAFLAM HaTpueBMAT OH OT AuKnodeHak HaTpui (VOLTAREN®) e
3aMeHeH ¢ kanmeB U1oH. CneposaTenHo, MpYHUMNBLT Ha AeAcTsve € CLLWAT, KaTo npu
VOLTAREN?®. 3a nomoLkuTe BeljecTsa ik T. 6.1.

3. NEKAPCTBEHA ®OPMA
QO6BUTH TADNETKN

4. KNTMHUYHAU DAHHW

4.1. TlokasaHusn

KpaTtkoTpaiiHo fieyeHne Ha cnejHUTe 0CTPU ChCTOAHUA!

- nOCT-TpaBmatiyry 6o, NpoTUHaLM C BBL3RANEHWE UNWN OTOK, Harp. Nopaau HaBsAXBaHe,

- MnocT-0nepaTrmeHU Oonka, Bb3naneHMe WnW OTOK, Hanp. cnep cromaronorvdHa wunu
opToneanyHa onepauns,

- BOME3HEeHN W/ BLINANNTENHY CLCTOAHWS B TMHEKONOFNATa, Hanp. MbPBUYHa AncMeHopen
UMK AGHEKCUT;

- MPUCTBAK Ha MUrpeHa
- BONe3HEeHN CUHAPOMN Ha FpbBHaqHUA CTBO;
- N3BLHCTABEH PEBMaTUIbM,

- KATO a/0BaHTHa Tepanusa Npyu Texky GonesHeMn BL3NANEHUA Ha yXOoTo, Hoca vunu rbprioTo,
Hanp. TOHaWUnodapuHriT, OTUT. [opeonucaHuTe 3abonsiBaHusi TpsiGBa Aa ce nekysar npu
. cnasBaHe Ha oBLWUTe TepaneBTUdHM NpuHLMIKU ¢ BasucHa Tepanua. PebpunureT, cam no cebe
cu, He e Nnokasaxue 3a NpuroxeHue Ha NekapcTeoTo.

4.2, [lo3snpoBKa 1 HauYMH Ha NPUNoXeHue

Mpenopsuntento e fosara ga Gbae cwobpaseHa ¢ UHAMBUAYANHUA Crydai v a & BB3MOXHO
Hal-HVUCKaTa, 32 BL3MOXHO Hal-KPaTKUs Nepyios OT BPeEME. S NEHL

Tabnetkutre TpsibBa ga ce NorMbLAT LEnW, C TEYHOCT, 38 npegnodvTade n
Aa BbAaT pasuynsani NNy CRbBKBAHN.




HexenaHute nexapCTBEHW peakuuu mMoraT aa ObgaT HamaneHW KaTo 3a KOHTPOonupaHe Ha
CYMMTOMUTE Ce ynoTpebaBa Bb3MOXHO Hall-HUCKaTa eeKTMBHE 038 38 BE3IMOXHO Hai-KpaTLK
CpoK oT Bpeme (BwxTe T.4.4).

Bb3pacTHuU

MperopkunTenHarta HadanHa AHeBHa posvposka e 100 go 150 mg. B no-nekute cnyyam
OGWKHOBEHO Ca focTathuHM 75 go 100 mg gHeeHo. Obwarta AHeBHa [osa OOMKHOBEHO ce
pasgens Ha 2 go 3 npuema.

[Mpy MbpBUYHA AMCMEHOPES [HEBHaTa Ao3upoBKa Tpadea ga ObAe apanTipaHa uHAMBUAYarnHo,
KaTo B NoBeYeTo cryyan ca gocratbuHnt 50 Ao 150 mg. ITbpBOHaY“anHo TpsAbBa Aa ce npunoxar
50 go 100 mg 1 npn HeoGXoaMMOCT, AOSWPOBKATA MOXE Aa ce MOBULIWM B XOHa Ha HAKOMKO
MeHCTpyanHn umkbiia ao 200 mg AsesHo. JleueHuero Tpabsa Ra 3anodHe ApW nosea Ha
MbPBUTE MPU3HALM W, B 3aBUCUMOCT OT CUMNTOMATVKATA, Aa NPOARITKU HAKONKO AHN.

Mpy NbPBUTE MPU3HALM HA HaCTbNBALLl MATPEHO3eH NpUcTBN TpsAGBa Aa ce npuemart 50 mg.
Mpw HepocTaThyeH edekT BLPXY BonkoeaTa CUMNTOMATUKE B PAMKNTE Ha 2 yaca, moraT aa ce
npuemar fonbnHuTenHo owe 50 mg. Mpu HeobxoaMMOCT MOraT Aa Ce NPUIoXaT ACMLIHUTENTHO
no 50 mg, rpea 4 go § yaca, KaTo MakcKumanHaTa gHesHa 403a He TpRbBa ga Hagsuwasa 200
mg.

Oeua v nogpacTealiun

Tabrnietkute CATAFLAM He ce npenopbyBaT Mpu Aeua W fogpaciealik rof 14-roguluHa
BL3pacT, MPW Te3W NaLMeHT MoraT Aa ObaaT M3Non3saHu Apyri opmMu Ha diclofenac, kato
kanku 3a nepopanHa ynotpeba u cynoauTopwn. 3a nogpacTsaiv Hap 14-roguwiHa Bb3pacT
0BMKHOBEHO @ foCTaTbyHa AHeBHA A03a oT 75 go 100 mg. Obuwara AHeBHa fo3a 0OUKHOBEHO
ce pazgens B 2 fo 3 nphema.

He TpsbBea ga ce HafsulLaBa MakcuMarHaTa gHesHa fo3a ot 160 mg.
MNpv aeya v nogpacteawm CATAFLAM He e Gun npunarad npy NpUCTLIM Ha MUrpeHa.

4.3. NpoTtuBONOKasaHUA

e 3BecTHa CBPbLXYYBCTBUTENHOCT KbM JEeKapCcTBEHOTO BeWeCcTBe unv HAKOE OT
NOMOLLIHKWTE BeLUeCTEa.

e AKTHBHO KbpBALLE Uru Nepdhoprpana croMaluHa A3Ba unu A3Ba Ha fyoaeHoma.
o [locneaHus TpUMecTbp oT BpemeHHocTTa (BX. 4.6. BpeMEHHOCT 1 KbpMeHe).
o Texxa yepHoapobHa, GbEpeyHa Unv CbpAeyHa HeJoCTaTLYHOCT (BX. 4.4.).

o [ogofHo Ha QJpyrvTe HEecTepoMAHM NPOTVBOBL3NANMTENHW nekapcrea (HCIBI),
CATAFLAM e npoTWBONOKa3aH NpU MauUWeHTV, NpU KOWTO MpucTeMTEe Ha acTMma,
YPTUKaPWs UMK OCTBP PUHKT C& NPOBOKMPAT OT aueTuncanuMuuiosa KicenuHa unmu apyrm
HCMBN.

e [ia He ce ynoTpeGasa npu geua nod 4 rogullHa BL3pacT

e Texxa copagyHa HegOCTaTLHHOCT.

4.4. TMpeaynpexpeHusl u npeanasHn Mepku
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Cryqan Ha KbpBEHe OT racTPOMHTECTUHAMHMA TPaKT, S3Ba WNi nNepopaLma Kouto Moxe Aa
fbaaT daTarnHu, ca goknagsaHu fpu scuukvw HCIMBI 1 moXe fa HACTLNAT BLB BCEKW €Tan Ha
nedyeHveTo, ¢ Unu 6e3 NpeaynpeauTenHn CUMATOMU KWW aHaMHEeCTVYHK AaHHW 3a CepuosHN
racTpOMHTECTUHANHU HapyweHua. Te OOWKHOBEHO WMaT f0-CepuosHK MocneacTsua npyu
nauveHTV B CTApYecka Bb3pacT. AKO HACTBMY KbpBeHe OT racTPOUHTECTUHAMHWS TRAKT win
saBa, npw nadvenTn, nekysaHn ¢ CATAFLAM npwema Ha nekapcTeoTo Tpabea pda ce
npeycTasoBu.

[JoknapsaHn ca MHOro pemku cfydaw, csbp3anu ¢ ynorpebara Ha HCIBJI, B Toa uvcno u
CATAFLAM® MPY KOUTO Cca HabMIIofaBaHy CEePUO3HU KOXHWN PeaKkuum, HAKOWU OT KOUTO dhaTanHu,
BKMIOWUTENHO  eKChonuaTueeH AepmaTtuT, cuHApoMm Ha  CTUBBHC-[PKOHCBH, TOKCHM4HA
enuaepmanda Hekponusa (BX. 4.8.). Ha Hai-BMCOK PUCK OT TesW peakyi ca U3NONeHu
nauneHTUTe B Ha4anoTo Ha NeqeHneTo, KaTo MNPofABABAHETO UM B MOBEYETO cnyyan € npes
MLpBUS Mecel oT neqerneto. flpuemsT Ha CATAFLAM® Tpsifea fa ce npeycTaHoBU npw
NMbpBATE MPOABW Ha KoxeH 0OpuMB, MYCKYfHO yBpexpaHe Wnu Apyrv nposBA  Ha
CBPBLXYYBCTBUTENHOCT.

Kakto npu Bcuukm octaHanu HCMBM, ca BLaMOXHM anepruyHy peakuvm, BKMOYUTENHo
aHapunakTMiH/aHacuNakTonaHW peakuvi, Aopu NMpu nunca Ha npegxofHa ekcriosuuna Ha
diclofenac.

Mopanu cbapMakoanHamuyHuTe ou ceoiictea, CATAFLAM kato scuuku HCMBR, moxe aa
3aMackvpa npusHauUTe U CUMNTOMUTE Ha MHGEKLInA.

NpeanasHu MepKu
O6wu

Mopagy nunca Ha [oKasaTerncTsa, CBUASTENCTBAWM 3a NoN3ara N BONLIHUTESIHUTE HeXenanu
peaxkuvn, egHoBpemeHHaTa ynotpeba Ha CATAFLAM ¢ HCIBJ, exrioumTentHo cyclooxygenase-
2 cenexTuBeH MHxnbuTop Tpsibsa fa ce nsbarsa.

QOcobeHo BHMMaHue & HeoBXoauMO Mpu NauMeHT B HanpegHana sbapact. [py Tesu nauveHThw,
KakTo W npKU TakMBa C HWCKO TenecHo Terno, ce npenopbusa ynotpeba Ha Hal-HUCkaTa
edeKTMBHa 1033,

Tabnetkute CATAFLAM cubabpxaTt 3axaposa W nopagy ToBa nauueHTuTe ¢  pearn
HacrencTeeHn NpoBremn kKaTo HPYKTO3HA HEMOHOCUMOCT, FMIOKO30-ranaKTosHa manabeopouus
WM 3aXapaso-N3oManTasHa HeJoCTaTLYHOCT He Tpabea Aa npuemat CATAFLAM Tabnetku.

Hanuuue Ha actMa

YpTuKkapusTa Kakto v eaem Ha Quincke ca no-4ecTo CpellaHn npu nauveHTn ¢ actma,
anepruyly CE30HHW PUHUTKW, NOAYBaHe Ha HasanHaTa MyKo3a (HasanHu nonuni), XpoHUHHW
oBeTpykTuBHU GenoapobHu 3abonsBanma Wit XPOHWUYHW VHMEKUWU HA PecrvpaTopHUA TpakT
(0coBEHO aKo Ca CBLP3AHW C AepritiHi NOJOOHA Ha PUHMT CUMITOMY), peakLyy cBbp3aHk C
HCIBN kato eksauepbauvia Ha acTmaTta (Taka HapeveHaTa HeTbPNAMOCT KbM aHanreTuuw/
aHanreTwyHa acTma). Mopagu Tasu npuymHa ca HeobxoAVMK crieLmanty npeanasHn Mepkn npi
Tesu naumeHTV (FOTOBHOCT 3a crellHa nomoul), ToBa C& OTHACR CbLY0 Taka U 3a NnauueHTy
aneprityHn KoM Apyrin cyBCTaHLmMK (Hanp. KOXHN Peakuun, NpYpUTyC Win ypTUKapus).

FacTponHTECTUHANHYU edIeKTH

Kakro 1 npu octaHanute HCIBJ ce Hanmara cTpor MeAuUMHCKM KOHTpon, U Tpabea Aa ce
ofpbla cneupanHo BHUMAaHWE, Korato ce Mnpennucea CATAFLAM Ha paumeHtT™M ¢
racTPOVHTECTMHANHW Hapylienusi (TH) unu ¢ aHamHecTU4HW faHHK, npeanonaray cTomMatlHa
WAU  WHTECTMHanHa ynuepauus, KopBeHe win nepdopauus (8x.4.8). Tpu nauyvenTh
yeenuyasaww posata HCIBJ, vnu rakmsa ¢ aHamHesa 3a f3Ba, ocofeHo NpusHaTEMe Ha

-
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HaManu pucka OT racTPOMHTECTUHANHA TOKCUYHOCT MpU MaLMeHTH ¢ aHamHesa 3a s3Ba ¢
XemMoparuv unu nepdpopauus, KakTo 1 Npy NauMeHTy B HanpepHana sL3pacT.

3a Tesn nauveHTu TpabBa ga ce uma B npegsus xomSuHupara Tepanua ¢ npegnassawm J1B
(Hanp. MU3ONPOCTON WAN WHXMBMTOPW Ha NPOTOHHATa MOMNa) @ CbWOo U 3a NauueHTy VMaLLu
eJHOBPEMEHHa HYXOA OT JleKapcTBa CbAbPXall HUCKKM A03KW OT aueTuncanuunnosa KucenuHa
(ASA) unu gpyry nekapcTea 3a KOUTO € BbaMOXHO Aa yBenu4aT racTponHTeCTUHaNnH1sa puck.

MauMeHTM ¢ aHamHesa 3a racTPOMHTECTUHANHO OTpaBsHe, ocobeHO NpY Xopa B Hampea:Hana
Bb3pacT, TpAbea Aa CbOBLST 3a fossaTa Ha HeobuualiHW, KOpemHW cumnTomu (ocobeHo
racTpouHTeCTUHaNHO Kbpsehe). MNpy nauneHT rnonyyasally efHOBPEMEHHO nekapeTsa, KouTo
moraT fla yBenudaT pucka OT ynuepauus, WM KbpBeHE, KaTo CUCTEMHU KOPTUKOCTepouaw,
aHTVKoarynaHTy, aHTU-TPOMOOLIMTHM  MNW  CENeKTUBHW UHXUEWTOpM Ha CepoTOHMHOBUSA
pebnTenk (ex. 4.5.)

HeoBXoauM € CTPOr MEeAULIMHCKM KOHTPOST Mpy NauueHTy C yruepodeH KOnuT umnu Gonect Ha
Crohn, Tkit KaTo CLCTOSHUETO UM MoXe ga ce Briolum (BX. 4.8).

Heobxonumo e na ce ocurypAaT nogxoaswio HabnofeHne 1 CLBET 3a nauMeHTn ¢ aHamHesa 3a
XMMNEPTOHUA WVNK Neka Ao yMepeHa KOHrecTWBHa CbpAeYHa HeAOCTATBYHOCT, Tl KaTo uMa
cHOBLUEHNA 32 OTOLM 1 3aApbXKa Ha TEYHOCTW, cBbp3aHi ¢ neveruneto ¢ HCMBC.

KnvHW4HM NPoyYBaHUs 1 envaeMUONorMUHIN AaHkk rokas3saT, Je ynoTpebara Ha auknodenak,
ocoBeHo BbB BMCOKa A03a (150 mg AxHeBHO) U NPY NPOABLIMKMTENHO NPUNoXeHNe Moxe ga 6bae
CBBbP3aHa C NeKo NOBULLEH PUCK OT apTepuanHi TPOMGOTHYHN ChBUTWsA (Hanpumep MUoKapaeH
UHDEPKT Ui uHCynT) (BwxTe T. 4.4).

MauueHT C  HEKOHTPONKWpaHa XWNepTOHWA, KOHFeCTWBHA CbpAeYHa  HeAoCTaTLYHOCT,
ycTaHoBEHa McxemudHa GonecT Ha cbpueTo, sabonssaHe Ha nepucbepHuTe apTepumu wiunu
MO3bYHO-ChAOBa OoriecT TpsGBa ga ce nekyeaT ¢ puiiodeHak camo cnej BHUMAaTenHo
o6mucnsiHe. Takosa obmucnsane Tpabea pa ce npask fNpegM 3anocusaHe Ha ABNTOCPOYHO
fiedeHme Ha NauueHTU C PUCKOBU HaKTopu 3@ CbPAEYHO-CbA0BM ChOUTUA (Hanp. XMNEePTOHKS,
Xunepnunuaemvs, saxapeH auabeT, TIOTIoHoNyLEHe).

YepHoppobHn edhekTr

HeoBX0oAMM € CTpor MEAMUMHCKW KOHTpor, korato ce npeanucsa Cataflam Ha naumentn ¢
yBpefeHa YepHoapotHa yHKUMA, THI KaTo CbCTOAHMETO UM MOXE Aa Ce BIIOLK. -

CTONHOCTUTE Ha €AMH Wrv noseve YepHoapoGHW eH3uMW MoraT Aa ce roeuar, nogobHo Ha
apyrute HCIMBJ. Kato npeanasHa MApka npy NPOSbLIMKUTENHO NeveHve ¢ CATAFLAM Tpabea
NepUOAMYHO fa ce Ccregn uepHogpobHata dyHkumA. Tlpu nepcucTupade Ha aGHOpMHM
YepHoApPOBHU npobW VK [opY BNOWABaHe, ako ce NOABAT NpusHaun nian CUMNTOMU Ha
yepHoapobBHo sabonasaHe Unv Apyrv Genesn (Hanp. ecsuHodunna, o6puB), NPUNOKEHUETO Ha
CATAFLAM TpsibBa A3 ce NpeycTaHoBW. XenaTut MOXe fa HacTenm v Ges npoapomanym
CUMMTOMIA.

MoOBUWEHO BHUMaHWE € HeoBXoaumo npu nauveHTM c “depHoppobHa nopdupusa, nopagw
Bb3aMoxHocTTa CATAFLAM ga oTknoun npucten Ha 3aborsisiBaHeTo.

BnOpeunn ehekTn

Tl KaTo ca AoknafBaHu criyyay Ha 3agbLpXaHe Ha TeyHoCTY W edem Mo Bpeme Ha fleyeHue ¢
HCMBA, e HeoBxoaumo ocofeHo BHUMaHWe Mpu NauveHT ¢ yBpeAeHa CbpAedHa wnn
6b6peuHa pyHKUMA, C aHamMHesa 3a XVNepToHUsA, NauMeHTh B HanpegHana Bb3pact, NauneHTy
npuemaLii e4HOBPEMEHHO SIeHeHVe ¢ AUyPEeTULM UMM NeKapcTea, KOUTO CepuosHo Morar Aa
sacerHat GbbpeuHata yHKUMA, KAKTO ¥ NpW NALMEHTUTE CbC ChLUECTBEHO v3YepnBare Ha
eKcTpauenynapHvs obem, He3aBUCUMO OT npUYMHaTa, Hanp. rnepu-/nocronep ﬁsgﬁém.a
CepVIo3Ha XMPYPritdHa MHTepBeHLMS (BX. 4.3.). B Tean cnyyau ce NpenopLusgf grj enaeaﬂ\@,ﬁ
Gu6peunaTa yHKUMA, KaTo rpeArnasHa mspka npu ynotpeda Ha CATAF ?anpﬁﬁe_ H
Tepanuata 06MKHOBEHO ce nocnefsa OT Bb3CTaHOBABAHE HA NPEUILIHOTO CECT. é s




Xemartonornuuu edrexTn

Ynotpebarta Ha Cataflam ce npenopbvBa camo 3a KpaTKOCPoYHa ynotpeba. Bce nak, ako
Cataflam ce npusnara 3a Mo-npoAbKATENHO Bpeme, & NPEenopsunTento, Kakro npy ocratanuTe
HCIBN, pepoBHo fa ce cnefy 6post KPBBHKA KNETKA.

Kakto ocTaHanute HCIBM, Cataflam moxe BpemeHHo p[a uWHxubupa arperaumaTa Ha
TpomBoumTnTe. [layueHTMTe C XEMOCTaTUMHW HapyweHws Tpsbsa fa Obaar BHUMATENHO
Habniogaganu,

4.5. JlekapcTBeHU U ApYrY B3aMMOAEUCTBIS

WN3BpoerHuTte No-gony BaanmoAeicTBUA BKIOYBAT U3CNeABaHNsA NPOBEXAARN C Cataflam obsutn
TabneTkn wwunu apyrv nekapctaeHn hopMn anknocheHax.

Tumuii: npu eGHoBPEMEHHO NpUnoxerue ¢ numull, QUKNogeHaK MOXe Aa NoBUILIN NnasmeHuTe
KOHLEHTpaUuu Ha nuTus. MNpenopsysa ce NpociiefasaHe Ha CepyMHUTe HMBa Ha nuTuA.

[uzoKcuH: npu eBHOBPEMEHHO NpUIoXeHue OUKIOeHak MOXe Aa NoBuiLM nnasMeHuTe
KOHLIEHTpaLmM Ha aurokcuHa. Mpenopsysa ce NpocneasBaHe Ha CePyMHUTE HIBa Ha QUrOKCHHA.

HQuypemuyu u aHmuxunepmeHsueHu nexapcmea: Kakto  octaHanuTe HCTIBI,
eaHoBpemMeHHaTa yrnoTpeba Ha AuknogerHak ¢ AUYypPeTULr N aHTUXUNePTeH3NBHA nekapcTaa
(Hanp. 6eTa Brnokepy, MHXMOUTOPU HA AHMMOTEH3NH-KOHBEPTUPALLA eH3NUM {ACE-uHxunbutopu)
MOXE fa HamManu aHTUXMNepTeHauBHuA UM edekT. Tlopaan ToBa, Tasu kombuHauma Tpsbea aa
6bae npueMana ¢ ocobeHo BHUMaHMe, kaTo TpabBa nepuoauyHO Aa Ce usMepsa KpPbBHOTO
HansraHe, Hal-BeYe NpW NauueHTM B Hanpegdara BbL3pact. [opagn MNOBUILEHWA PUCK OT
HetpOTOKCMYHOCT fauneHTure Tpsabea pa GbaarT AoGpe xuppatvpann, W ja um bbae
npocreasBaHa 6GuopeyHaTa (yHKLUS NpY 3anoyBakHe Ha KOMBUHMPaHO ieveHre ¢ AuypeTIUY 1
ACE WHXUOWTOpW, KaKTO W nepuoaudHo cries ToBa,. CbMbTCTBALOTO JieveHue ¢ Kanwn-
ChXpaHsiBalLy flekapcTea MOXe Aa Ce acoLrnpa C NOBULLIEHW CEPYMHIN KOHUEHTPaLMY Ha Kanus,
nopagu KOeTo € HeoBXoauMo YecTo HabnoaeHue (BX.4.4.).

Hpyau HCIBN u kopmuxocmepoudu: YcnopegHarta ynotpefa Ha AuvkrodeHak ¢ Apyry
cuctemHu HCTIBI uny KopTUKOCTEPOUAN MOXe fa MOBWWW YecToTaTa Ha racCTpuHTecTVHanHuTe
HeXesaHW nexapcTeeHy peakuun (BXx. 4.4.)

AHMUKoazynaHmu u aHmu-mpom6oyumHu nekapcmea: HeoOXOAMMO € MOBULIEHO
BHUMAaHWE NpY efiHOBpPeMeHHaTa M yioTpeba, Thi KaTo MoXe Aa ce NOBULLIW pUcka OT KbpBehe
(Bx.4.4.). Bovnpexu, ve KIMHVYHWUTE MpOyyBaHA He couar, 4e [AMdIoQeHaKk nosnvssa
[eiCTBMeTO Ha aHTUKoarynaHTuTe, uma oTAeNnHN choblieHUs 3a NoBULEH pUCK OT Xemoparim
npy MauveHTW, npuemalyd egHOBPEMEHHO auistodeHak u amTukoarynaxTu. [lopaau ToBa ce
npenopsYBa HeRocpeAcTBEHO HabnoAeHNe NpK Te3u NauneHTw.

CesnekmueHu UHXUGuUmMopu Ha cepomotuHosus pubnmelk (SSRIs): egHoBpeMeHHUR npruem
Ha cuctemHM HCIBA u SSRIs moxe ga yBenuuu prcka OoT racTpouMHTECTUHaNHo KbpBEHE
(B#.4.4.)

AHmuduabemHu nekapcmeeHu npodykmu: KnnHuiH1Te npoyysaHna nokasear, Ye diclofenac
MOME Aa Ce Npurara egHoBPeMeHHO ¢ nepopantn aHTuanabetHn nekapcTea, 6es aa nosnusisa
TEXHUAT KNWHWYeH ecpekt. Cbobljaea ce 3a M3osiMpaHy Clydau Ha XUROTSIMKEMUYHW W
XVNEPrVKEMAYHIL  edbeKT), Hanaraj npoMeHW B [03MpoBkvTE Ha  aHTuAnabeTHuTe
neKapcTEeHU NPOAYKTW MO Bpeme Ha nedeHwe C Awknodedk. Mopaan Tasw npuunHa, Karo
npefAnasHa MsApka, ce nperopkyea HabMofeHNe Ha HVBaTa Ha KpbBHaTa 3axap no BpemMe Ha
KOMBUHMPaHOTO neYeHne.

Memompekcam: NoBULIEHO BHUMAaHWE € HeODXOAUMO NP NPUIOXKEeHKe Ha HCE: 2
OT 24 4aca MPean UMM ches feveHne ¢ MeTOTPEKCaT, oPaan B3MOXHOCTTa 32 410BY

fnnasMeHaTa KOHUeHTpaumsa Ha MeTOTPeKeaT W yBenuiyasaHe Ha TOKCUHHOCTTa ! §
Yuwmnocnopur: Kaxro octananute HCIMBJ, avknoceHak moxe aa nosuiun Heq«\‘gox
;5‘9% \




Ha LMKINOCNOPpWH nopaau edekra Ha 6b0peyHUTe npocTarnaHanHM, INopagy Task npuunHa TOi
TpAGBa Aa ce npuemMa B Mo-HICK1 [O3M OTKOITKOTO MK NaumeHTy He nphemally LUKIIOCTIOPpUH.

XuHonoHosu aHmubaxkmepuanHu nekapcmsea: Croblasa ce 3a nsonupaHy cryvay Ha rspyose,
KOUTO MOXe Aa BbaaT npeausBnkaHy 0T eQHOBPEMEHHOTO NpUNoXeHne Ha XuHornonu u HCTIBIL

4.6. BpeMeHHOCT ¥ KbpMeHe
BpeMeHHoCT

YnotpefaTa Ha auknogeHax npu GpemMeHH XeHu He e Guna npoyysaHa. Mopagy yosa Cataflam
He TpaGea Aa Ce rpuema npes NMbpBUTE ABa TPUMECTBPA OT OpemMeHHOCTTa, OCBEH aKo
noTeHUWanHaTa nonsa oT NeveHreTo 3a Malikara € no-ronsama oT pycka sa nroga. Kakro u npu
octaHanute HCMBI, ynotpeGata My No Bpeme Ha TPeTMs TPUMECTbP OT OpemeHHocTTa €
NPOTUBONOKA3HA, Fopaju BLEMOXHOCTTA OT MaroyHa WHEpTHOCT W MPeXaeBpemMeHHO
saTBapsHe Ha ductus arteriosus (Bx. 4.3.) TlpoyuBaHWATa NpW XMBOTHN He ca Mokasani HUKaKsa
AVIPEKTHA Wil HeguMpeKxTHa TOKCWYHOCT, 3acAraila GpeMeHHOCTTa, eMGPUOHanHOTO passuTue,
pasBMTUETO Ha Nroda WMnM NoCcTHATanHOTO passuTie. (BX. 5.3.)

Kbpmene

Kato Bcuukn octaHanu HCMBJ, diclofenac, npemuHaBa B KbpmaTa B Mankv KONUYecTBa.
Mopagu Tasu nputnHa Cataflam, He Tpabsa pa ce npuema no BpeMe Ha KbpMeHe, 3a ja ce
naberHaT HexenaHnTe NekapcTBeHn ehekT 3a KbpPMayeTo.

deprunureT

He ce npenopbuBa rpy >keHW, KOUTO OonuTBaT fAa 3abpemeHesT, Tbil KaTo ynorpebara Ha
Cataflam, kakTo v Ha Boudki HCIIBJ, moxe fa yBpegw XeHckus depTunuTeT. [pn xeHw, KouTo
¥MaT TPYAHOCTK fipn 3abpeMeHsiBAHETO UMW ca uscnegeaHu sa Oesnnoave, Tpsbea fa ce
o6cban npekpaTaBaHe Ha ynotpebara Ha Cataflam.

4.7. EchekT BLpXy cnocobHocTTa 3a wodmpane 1 pabora ¢ MawuHy -

MaumMeHTITe, KOWTO MMAT 3PUTENHK HaPYILIEHUs!, YyBCTBAT 3aManHoCT, CBETOBBLPTEX, CbHMNBOCT
WM APYIA HAPYLLEHUS Ha LeHTpanHaTa HepBHa cictema, aokato npuemart Cataflam, Tpabea aa
ce BL3ALPKAT OT Wodmpane unn paboTa C MalnH,

4.8. HexenaHu edrekTu

Hexxenannte peakuwy (Tabnuua 1) ca NogpeAeHu cnopes YecToTaTa, KaTo Hai-yecture ca Ha
MbPBO MACTO, U € W3NOoNI3BaHa CrieAHaTa Bb3npueTa knacuhdikaums: mHoro yectu (>1/10), vectu
(>1/100, <1/10), Heuectm (>1/1 000, <1/100), pemwm (=1/10 000, <1/1,000), mHoro penxu
{<1/10 000), BxnoHATENHO N30NMPaHK C'bOGIJ.IeHldﬂ

W3BpoeHnTe nO-RONY HEXeNaHW nexapCcTeeHn edpexTn, BKiloYBaT Tesu AOKNajsaHu npu
ynoTtpebara Ha Cataflam oBeutn TaGnetku wunu ppyrn apmauesTUHHU  opMn  Ha
AukriocheHak NPy KpaTKocpoUHa Wik NPOABIHKMTENHA yroTpeba.

Tadnuua 1 o

HapyleHus Ha KPLBOHOCHATa U NuMdHaTa

cuctema

Mioro pepku: TpomBOLMTONEHUS,  NEBKOMEHWs,  aHeMus

(BKRIIOYNTENHO  XEMONUTUHHA aue_mm& "
annacTuyHa aHemis), arpaHyp goaa@}“

Hapyluenus ia MMyHHaTa cucTema ;/ k&
N &% s !! R HM
Pegkw: CBpPbLXYYBCTBUTEMHOCT, gcpv? o g“ :3},5




MHoro pepm:

aHachunakrongH peakunn (BKi. XUNOTOHUSA U
LHIOK).

AHIMOHEeBpOTHYEH efem (BKIN. NULEB eaem).

lMenxuaTpriHu HapylieHus

MHoro pegku: [esotveHTauus,  pgenpepcun,  GeacbHue,
KoLLMapH, pasgpasHeHue, MCUXOTHUYHK
HapylueHns

Hapywenus Ha HepBHaTa cucTema

Yectu: maeobonuve, 3amManHoOCT.

Penxu: CobHNuBOCT

MHoro pegKu: Mapecrtesny, HapyweHWa Ha  naMmeTTa,
KOHBYNCUW, TPEBOMHOCT, TPEMop, acenThdeH
MEHWHIAT, BKYCOBU HapyleHus,

MO3IBYHOCHA0B MHUIMASHT

3pUTesiHn HapyweHun

MHoro pepiu:

3puTenHN HapylleHus, 3amMbriieHo BidkaaHe,
Aunnonus.

HapyweHusn Ha yX0TO U BLTPEWHOTO yX0o
Yectu:
MHoro pegxu:

CeeToBbpTEXK
BrioweH cnyx, WyMm B ylwure,

Cbpaeyutn HapylueHUs
MHoro pepku:

CupuebueHe, rpbaHa Oonka, ChbphaevHa
HEeAoCTaTLYHOCT, MRMAPKT Ha MroKapaa

CbjgoBu HapyweHUs:

Muoro pegxu:

XVNepToHUA, BacKynuT

PecriupatopHu, rpbAHN U MeRMACTHMHaNHU
HapyLwWweHus:

Penku: Actma (Bkn. dispnoea)

Mnroro penku. FTHEBMOHUT

FacTPOMHTECTUHANHN HapyLWeHUs

Yectu: MapgeHe, noBpblyaHe, aAvapud, AUCHencus,
kopemHa 6onka, hrnaTyneHumns, aHoPEKcUa

Pein: FacTpuT, racTpovHTECTWHANHO  KbpBeHe,

Xemaremesa, MeneHa, XemoparuyHa Auapus,
cToMallHa wnM upeBHa ssBa ¢ unm Ges
KbpBEHe Unu nepdopalins.

Kormr  (BKfT.  xemopariyeH KQW

eksauepbauun  Ha ynuepose <5 ?pmm i\ng;
MHoro pegku: 6onect Ha Crohn), KoHCTUM g cmnﬁ’a‘qyi )
‘ [TIOCWT, esocpareantu |f 3 Haﬁ ‘”u‘.leﬁmag
avardparmo-noao6am SIHTEC, ﬁﬂéﬁ?-iﬂ
\“"“‘«A‘i‘:ﬁ"ﬁ‘*
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CTPUKTYPY, NaHKpeaTuT.

XenaToOunuapHU HapylueHWs

YecTu: YsenudeHue Ha TpaHcamuHasuTe.
Penku: : Xenatur, KBIATEHULA, YepHOZPOOHY
HapyLeHus.

MHOrO peaku; dynMUHaHTEH XenaTuT

Koxa ¥ NoOKOKHN ThKaHK

YecTu: O6pus.
Penku: YpTukapna.
MHoro peau: ByniosHu  epynuum, eksema, erythema,

erythema multiforme, cungpom Ha Stevens-
Johnson, ToxcudHa enugepmonusa (CMHAPOM
Ha Lyell}, ekccponuatmeeH AepmaTiT, Kocorag,
peakuymm Ha ¢oToMYBCTBUTENHOCT, nyprypa,

arneprudHa nypnypa, npypuTyc.

B1L6peyHH M YPUHAPHKA HapyLieHUs

MHoro pefkn: Ocrpa 6bbpedHa HEAOoCTaTh4HOCT,
NPOTEUHYpWURA,  MHTEpPCTULManeH  Hedpur,
HethpoTrdeH cuHapoM, Bb6pedra nanunapHa

HeKpo3a,
O6wmn HapyweHuAa U etheKTU Ha MACTOTO Ha
npUnoxeHue

Pepaku: Enem

KnvHW4HI NpoyysaHus W enuaemMuononyyHi faqHi rnokassar, Ye ynotpebara Ha guknodeHak,
ocobeHo BbB BUcoKa Ao3a (150 mg AHEBHO) M NPYU NPOABLIMKUTESTHO NPUIOXKEHNe MOXe aa ce
CBBbPXE C fIeKo MOBMIUEH PUCK OT apTepuanHin TpoMBoTUUHK CbBuTUA (Hanpumep MuoKapaeH
NHDAPKT UNy UHCYRT) (BukTe T. 4.4).

Ma cboBLUEHMS 32 OTOLYM, XMNEPTOHNA U CbPAEYHa HEAOCTATLYHOCT, CBBP3aHn ¢ ynotpebara
Ha HCIMBC.

4.9. Npeposunpave
CuMRATOMM
Hama TunMdla KnuedHa  KaptuvHa, acouuupada Cc  npejosvpaHde  H
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MpeposnpaHeTo MOXe [a npeavasuka CUMNTOMM KaTo: moBpbluade, racTPUHTECTUHaNHO
KbpBeHe, AMApUSs, 3AMasiHOCT, TUHIUTYC Uit KoHByncun. Bramoxuu ca octpa 6bBpeyna kpnsa u
yBpesxaaHe Ha YepHis Apob npK 3HaYUTENHO NPeao3npaHe.

TepaneBTUYHN MEPKU

fleveHneto Ha ocTpoTo otpaBAHe ¢ HCIBJ1 Brkmouysa rnaBHO noAAbpXalin MEpkn W
CUMMTOMATUHHO NeveHne. 3a YCAOMHEHMA Karto XWNoToHus, ObBpeuHa HEROCTATBYHOCT,
KOHBYNCMY, TACTPOMHTECTUHAMHM HapyLeHUs W pecnupaTopHa Aeripecus ce npunarat
MOAALMKALM MEPKY U CUMNTOMATAYHO NeveHre.

Manko BEpOSTHO € CheLmanHi Mepku kato Qopcupana Auypesa, auanusa unu Xemonepcpysns
[a fOMOrHaT 3a envMuHupaHe Ha HCPIBJI, To¥ KaTo cTeneHTa Ha TAXHOTO CBLp3BaHe ¢

npoTeUuHNTE € BUCOKa U MeTabonnamMbT UM € eKCTEHaNBEH.

IMpu normbLaHe Ha XMBOTO 3acTpallaBalla CBpbX 4033, MoXe Aa ce U3MNOom3sa aKTMBEH BbIneH
Cneq vscneasaHe Ha NOTEHUMNHOTO TOKCUMMHO MPego3vpaHe W racTpanHo AekoHTamukupaHe
(noBpblaHe, racTpaneH fasax).

5. ®APMAKONOIrUYHK JAHHI
5.1. PapmMaKoguHaMuka
dapMakoTepanesTUiHa rpyna

HecTeponaeH NpoTUBOBBL3NANUTENEH U aHTUpeBMaTU4eH NexapcTBeH NpoAaykT, NPoMU3BOGHO Ha
oueTHaTa KncenuHa u cpoanu eetyectea (ATC kog: MO1A BOS5)

MexaHn3bM Ha geiAcTene

CATAFLAM cbabpxa KanMesa con Ha AukrodeHak, HecTepougHo BEWecTB0 C u3paseHk
aHaNreTMYHK, NPOTUBOBLANAIUTENHU N aHTU-IIMPETUYHI CBONCTBA.

Ta6netknre CATAFLAM umMaT 6bpso HauanHo AeicTene, KoeTo i Npasy 0coGeHo MoaXoaai
3a neyeHne Ha ocTpu GONesHEHU Vi BbL3NANUTENHW CbCTOAHUSA. 33 OCHOBEH MeXaHusbm Ha
AevicTBMe ce cumTa UHXMGUpaHeTo Ha NpocTarnaHguHoBaTa CiHTesa, KOeTo & AeMOHCTpMpaHo
ekcnepumeHTando. MpocrarnaHavHuTe WIPasT OCHOBHE POfIA B NMPOLIECHTE Ha BbINaneHneTo,
BorikaTa 1 rMoBuLLIAaBaHETo Ha TemnepaTyparta.

[vkriotheHak «amil in vitro He noTucka npoTeornukaHoBaTa OuocuHTesa B Xpyuwsna B
KOHLIEHTPaLWW, EKBUBANEHTHIN Ha KOHUEHTpauunTe JOCTUraHu fpu Xopa.

dapmakoaMHaMUYHU CBOUCTBA

VeraHoseHo e, ye CATAFLAM nma uspaseH aHanreTdeH edheKT npu ymepeHa u Texka Gosika,
Tpu BB3NANEHKe, Hanp. rpy Tpasma Unn cnep, onepauvs, Toit 5up3o obsiekiyaBa cnoHTaHHaTa
Gonka 1 GonkaTa npy ABWkeHUe 1 Hamansea oToka. KIMMHUYHATE NpoyYBaHMA Mokassar, “e npu
MbpBUIHA AMCMEHOPEs akTUBHOTO BelLecTBO obiekyaBa GonkaTa 1 HamanaBa KbpBeHEeTo. Mpw
npuctemy Ha murpesa CATAFLAM nokassa edeKTMBHOCT B oBRagasaHeTo Ha Oorkara v
noaoBpsABaHe B CbIMTLTCTBAWWMTE CUMITTOMM, KaTo rageHe 1 nospbhiliaHe

5.2. ®apmaKoKMHeTUKa
Pezopbuun

[duinodenak ce pesopbupa usuAno U 6bPp3o oT TabneTkuTe ANKnodeHak kanuih. PesopbuusaTa
ce oChblUuecTBsBa BegHara cnef npvemaHe u ce pesopbupa CLLUOTO KONMUYECTBO, KAKTO U OT
eKBUBanNEHTHATa f[03a Ha cToMallHo-ycToliuusr Tabnetky JuknodeHak Hat uﬁrﬁ?’@enygra
nnasmeHa KoHuUeHTpauusa ot 3.8 muxkpomon/L ce goctura 20-60 MuHYTW Cn mér‘iﬁ.‘éf ’éﬁ%‘ﬂ

enHa Tabnetka ot 50 mg. MNpuemaxeTo € XpaKa He nosnuAsa KONMM4ECTBOT KA "pe30 6 ‘
AnKNodeHaK, HesaBUCMMO Ye HaYaroTo 1 CKopocTTa Ha pesopbuus morar r5§ arceus;




Peaop6upaHoTo KONMUECTBO € MPABo NPONOPLMOHANHO Ha pasMepa Ha A03MpoBKaTa.

OKorno nonoeuHara oT guknodeHak ce Metadonuanpa npy MbPBOTO NpeMuHaBaHe npes YepHuA
ppob (‘first pass” effect), u satosa nnouwyra nog kpusara (AUC) e noutu ABOMHO no-manka npy
nepoparnHo WK PEKTanHo NpuUroXeHue, B CPaBHEHME C NapeHTeparHoTo NpuokeHue Ha
eAHaKBK [1O3NPOBKM.

dapMaKkokMHeTUKaTa He ce TrpoMeHs cnej TMOBTOPHO npunoxewdwe. Tipu crassaHe Ha
npenopkuaH1Te 4O30BY UHTepBany He ce Habnloaasa kymynmpaHe.

PaznpepeneHue

99.7% oT AMknodeHak ce CEbp3Ba CbC CEPyMHUTE NPOTEMHY, rnasHo ¢ anbymiHa (99.4%).
YcTaHOBEHNST 06eM Ha pasnpeaeneHne ce usuucnsiza Ha 0.12 no 0.17 L/kg .

[Ouknoderak npemMuHaBa 8 CUHOBUANHaTa TEYHOCT, KbASTC MaKcumarHu KoHLieHTpalum ca
usmepeHn 2-4 vaca cnej AoCTUraHe Ha MUKOBUTE NITa3meHu cToHocT. FpMBYAHOTO
enyMMHaLMOHHO BpeMe OT CUHOBWanHata TedHocT e 3 fo 6 yaca. [isa yaca cneg focTuUraHe Ha
AVKOBY NNA3MEeHW HUWBA, KOHLEHTpauwsTa Ha axkTMBHOTO BELLecTBO € Be4ye MO-BUCOKa B
CVMHOBMANHaTa TEeYHOCT B CPaBHEHWE C MriasmaTa 1 ce 3anassa Takaea A0 12 vaca.

BuoTtpaHcdopmauyus

OuknodheHak npeTbpnaBa YacTUiHa BuoTpaHchopmaums vpes rMIoKypoHUpaHe Ha UHTaKTHaTa
MOTEKYNa, HO MaBHUAT MEXaHW3bM € Ypesd eAUHUHMHO UMY MHOXECTBEHO XUAPOKCUipaHe uni
METOKCUMMpaHe, B PE3ynTaT Ha KOEeTO ce MonydyasaT HAKONKO (peHosiin metabonura (3'-
hydroxy-, 4 -hydroxy-, 5-hydroxy-, 4*,5-hydroxy-, 1 3 -hydroxy-4'-methoxy-diclofenac), nosevero
OT KOWTO C& KOHBEPTUPAT /10 FIIOKYPOHOBM CheauHeHws. [iBa oT Tesy deHonHy meTabonuTta ca
BUONOrMYHO aKTUBHK, HO B MHOIO No-Marnka cteneH oT AuknogeHak.

EnumMnHupate

ToTanHWAT CUCTEMEH KNMPBLHC Ha AMKMotheHak oT nnasmara e 263 £ 56 mi/muH (cpegHu
cToiHooTu + CO). KpaitHoto Bpeme Ha nonyxvsoT B nnasmata e 1 o 2 vaca. Yetupn ot
meTabornuTuTe, BKIOMATENHO ABaTa akTMBHM MetabonuTa, CbLO UMAaT KpaTko Bpeme Ha
rifiasMeH nonyxveoT oT 1 ao 3 yaca. Egun oT meTaGonutute, 3'-hydroxy-4'-methoxy-diclofenac,
“UMa No-AbMbLI NNa3MeH NonykWeoT. Ha npakTuka obave, To31 MeTabonnT € HeakTUBEH.

Okorno 60% oT npueTaTa f403a Ce U3sibYBa ¢ YpUHaTa KaTto rfIoKYPOHOB KOHIOraT Ha UHTakTHaTa
Monekyna u kato metaBonuty, NOBe4HeTO OT KOWTO ChLUO ce npespbhllaT B FNIOKYpOHOBU
koHioraTh. [o-marnko oT 1% ce uanbLYBa KaTo HefpomeHeHo BelecTso. OcTaHanara vacr ot
[l03VPOBKaTa ce MeTabonmaypa HYpes XITLYHIA COK B M3MPaKHeHUATA.

OcobeHocTH NpY HAKOW KOHTUHIEHTU OT NaLlueHTUuTe

He ca HabmopaBaHv pasnuumsa B pesopbuusta, meTabonusma wnyM  eKckpeuuata Ha
NEeKapcTBOTO B 3aBYCUMOCT OT Bb3pacTra.

[py naumeHTn ¢ 6L6PEYHK HapYLIEHNA, KOraTo Ce npurara obuyaliiiA A030B PEXUM HE MoXe
[ia ce Harpasy 3akrioveHre 3a HaTpynBaHe Ha HefllpoMeHeHO aKTMBHO BELLECTBO OT KMHeTVKaTa
Ha eaMHMYHa go3a. TpU KPEaTUHUHOB KIMPBHC no-Mansk oT 10 mi/muH nsuncneHusT steady
state KOHUEHTpaLVATa B NnasMara Ha Xuapokcu-metabonurure € okono 4 mbTu fO-BUCOKA OT
Ta3W NPW HOPManHW NaumeHTV. B kpaiiHa cmeTka, meTabonurute ce enumMuHupaT Ypes
KITbuKaTa,

flpy nauweHTU ¢ XpPOoHWYEeH XenaTuT unKk uMposa B KOMMEeHcnpaH cTagwii KMHeTukaTa
vMeTabonuama Ha auKrnoeHak ca ChluuTe, KakTo nNpu nauyuerTn 6es HepHoRPobHO 3abonssauxe.

—

NEHS
‘?\"":Mmj
\s‘-' f(" - ““"gﬁr ‘\
MPeAKTMHIIHATE [aHHM OT W3CNSABaHMA HA MOBTApAINA Ce eAHakBa AESEN 34 TOKCMYHOCT,

1

Y 1 TR b
FEHOTOKCUYHOCT, MYTaresHOCT M KaHLEPOreHHOCT ¢ AWKNOMeHaK He NoKasgar ?:%K,fg&a;’}@p;‘a
T »'\“CJ\‘ l' |J

MR

uE 2 N

%); -q:’m?;h«({_z-%?“%u
CELI

5.3. MpeaKnMHMYHM JaHHU 3a Ge30nacHOCT




npu onpefeneHata TepaneBTudHa Ao3a. HaMa [okazaTtenctsa 4e AUKNOdeHak uwa
TepaToreHeH nOTEHUMAs NP MULLKY, NMBLXOBE UK 3ainun.

AvknodbeHak He nosnusasa epTuNUTETa NPK NNBLX0BE., Mpe-, Iepu- 1 NOCTHATaNHOTO Pa3skThe
Ha MOKONEHNeTO He ca 3acerHaTi.

6. ®PAPMALEBTUYHW DAHHW
6.1. CNUCHLK HA NTOMOLHUTE BelleCTBa

CopuesuHa: Magnesium stearate; povidone; silica colloidal anhydrous; sodium starch
glycollate; maize starch; calcium phosphate.

Mokputwe:  Microcrystalline cellulose; polyethylene glycol 8000; red iron oxide (E172) and
titanium dioxide (E171) (dispersed Anstead); povidone; talc; sucrose.

6.2. HecLBMECTUMOCTH

He ca wzeecTHW.

6.3. CpoK Ha rogHOCT
Cataflam SCT 25 mg: 3 roguHK oT gataTta Ha NPpou3BoACTBO.
Cataflam SCT 50 mg: 3 roavHm oT AaTtarta Ha nponssoaCcTEo.

6.4. Ycnopua 3a CbXpaHeHue

Da ce cbxpansnea nog 30°C. [a ce na3un ot Bnara,

[Ja ce cbxpaHsBsa B opurMHanHaTa onakoeka.

Cataflam Tpnfsa pa ce ChxpanaBa Ha HEQOCTHLNHY 32 Aelia mecTa.

6.5. Bua v chabpxaHve Ha onakoBKaTa
Brnvctepu ¢ o6BuTK TabrieTkt 25 mg X 20
Brncrepu ¢ obeuTU-Tabnetkn 50 mg x 10

~ 6.6. MncTpykuum 3a ynotpeba

Hsma cneumanHn 3nckeaHus.

npuTex{a-reh Ha paspelleHWeTo 3a ynoTpeda

Novartis Pharma GmbH,Roonstrasse 25, 80428 Nuernberg, Mepmarus
PeructpaunoHeH HoMep: \

Cataflam SCT 25 mg x 20 -20010728 ; Cataflam SCT 50 mg x 10 - 20010729

Hata Ha mbpBa peructpaums 8 Bbnrapua: 29.03.1994
NOCNEQHA PEQAKLIUA: 28.02.2007
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