KPATKA XAPAKTEPUCTHUKA HA JITPOAYKTA

1. HUME HA JIEKAPCTBEHHS ITPOAYKT
CATAFLAM %25 mg coated tablets / KATADJIIAM® 25 mg o6ButH Tabnerku
CATAFLAM ®50 mg coated tablets / KATAGJIAM® 50 mg o6BuTH TabneTkH

2. KAYECTBEH H KOJMHYECTBEH ChCTAB

JlekapcTBEHOTO BELIECTBO € Kanuk-[o-[(2,6-auxmopdennn)-amuno}-henwn|-auerar (=diclofenac
potassium/auKao(peHaK Kaium).

Bcesaka o6Buta Tabnerka crappxka 25 mg win 50 mg quknogpenak kanui. B CATAFLAM natpueBuaT HoH

ot amivtodenak Hatpuit (VOLTAREN®) e 3aMeHeH ¢ KaHeB HOH.
3a NBJIHUA CITUCEK HA MOMOLIHMUTE BellecTBa, BHXKTe To4Ka 6.1.

3. JIJEKAPCTBEHA ®OPMA
OOBHTH TabIeTKH

4, KJIMHUYHHU JAHHHU

4.1 TepaneBTAYNH NOKA3AHAA

KparkorpaiiHO IeUeHHE Ha CIIEIHUTE OCTPH CHCTOAHHA!
- MOCT-TPaBMATUYHH OOJIKH, NPOTHYALLY ¢ BB3NAJICHHE WM OTOK, HaNp. NOpajad HaBAXBaHE,

- IOCT-OMEPATHBHY O0JIKa, BB3MANCHUE WIIM OTOK, HAIMIP. CleJ CTOMATOJIOIHYHA HITH OpPTONeM1Ha
onepalys;

- ©oNe3HEeHN W/ITH BB3NAJIUTEIHNA ChCTOSHUS B THHEKOJIOTHATA, HAIIP. IEPBHYHA JUCMEHOPEes HITH
aJHEKCHT;

- MPUCTHIIM HA MUTPEHA

- 00JIe3HEHH CHHIPOMM Ha rphrOHaYHMA CTHNO;

- A3BBHCTABEH PEBMATH3bM;

- KaTO aIOBAHTHA TEPaIv NPU TEKKU O0JIe3HEHH BE3NAIECHAS Ha YXOTO, HOCA WY I'bpIIOTO, HAMp.
TonsuiodapuHraT, otuT. opeonrcannTe 3aGonsBanus TpAGBa fa ce JISKyBaT IpH Cna3BaHe Ha oOLIHTe
TepaneBTHYHH MPHHLAMH ¢ 6a3ucHa Tepanus. PeOpUUTET, caM Mo cede CH, He € NOKa3aHue 3a

NPUITOKEHHE Ha NEKAPCTBOTO.

4.2 JHo3apoBKa H HAYHH HA NPHJIOKEHHE

[IpenopbUYHTENTHO € fo3aTa Aa Obae cbobpaseHa ¢ MHAMBHIYATHHS Cily4Yal M 1a € Bb3MOXHO HaH-HUCKaTa,
32 Bb3MOXKHO Hal-KpaTKHA NEepHo OT BPEME.

TabneTkure TpAGBa Aa ce NONTBILAT LEH, C TEUHOCT, 3a MPEANOYUTAHE NPEAN XpaHeHe, be3 na Obaar
pa3dynBaHHM WM CABBKBAHH.

Hesxenanure nexapcTBeHH peakii MOrat fia 0pAaT HaM&IEHH KaTo 3@ KOHTPOJIHPaHe Ha CHMIITOMHTE C€
yroTpebaBa BE3MONKHO Hal-HHCKaTa eeKTHBHA 1032 32 B3MOXKHO HaH-KpaThK CPOK OT BpeMe (BIKTE
T.4.4).

Bn3pacTHH

[IpenopbaKTEIHATA HaYallHa AHEBHA A03upoBka ¢ 100 1o 150 mg. B no-nekure CiTyH4an 0OUKHOBEHO ca
noctaTbuHM 75 no 100 mg auesno. O6inara AHeBHa 10332 OOHKHOBEHO €€ pa3/iesia Ha 2 10 3 mpHema.
[Ipu mppBHYHA JUCMEHOpPEs AHEBHATA AO3HPOBKA TpAOBa na Obae aganTHpaHa HHAMBHAYAIHO, KaTo B
MOBEYETO CAydYau ca AocTaThuHH 50 1o 150 mg. IIxpBoHavanno Tpabea aa ce nmpuiokar 50 no 100 mg u
1P HEOOXOJWMOCT, JO3UPOBKATA MOXE A CE MOBHLIM B XOAA HA HAKOJIKO MEHCTPYAIHH LMKbAa a0 200
mg AHeBHO. JleweHHETO TPAOBa 12 3aMo4He NMPH NOsSBa Ha TbPBUTE NMPH3HALIM U, B 3aBHCAMOCT-OT:...

! "‘v-.
CUMIITOMATHKATA, JIa MPOABJIKA HAKOJIKO JHH. AL !:',;;j; u;;_.l
P -
[Mpy mbpBHTE MPH3HALK HA HACTHIBALL MUI'PEHO3EH NPHCTHLI TPAOBA Aa ce HpHGMﬂﬂ‘ﬁ}@ /mg” ) QAR
' e, orl % -
HeZOCTaTh4eH eeKT BLPXy GONKOBaTa CHMIITOMATHKA B PAMKHTE Ha 2 Yaca, MOTf /f,_‘ﬁ Ry mﬂ S

ponbanuTenHo oine 50 mg. [Ipn HeoOxoauMocT MOrar Aa ce NMpHJIOXKAT AOIBIIH
10 6 yaca, KaTO MAaKCHMAaJTHATa IHEBHA 1103a He TpadBa na Haasuwmaea 200 mg.
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Hena r nNoApACTBAIH

Tatnerkure CATAFLAM He ce nmpenopeyBaT NpH JeLa ¥ NoApacTBally noA 14-roauiliHa Bb3pacT; NpH
TE3M MALEHTH MOFaT na 6saaT usnonssadu Apyru dopmu Ha diclofenac, kaTo Kanku 3a nepopanHa
ynioTpeba H CyNno3uTopuy. 3a nojpacreally Haj 14-roayiuHa Bb3pacT OOMKHOBEHO € I0CTaThiHA JHEBHA
no3a ot 75 Ao 100 mg. O6mara gHeBHa 1032 OGMKHOBEHO Cce pasjaend B 2 10 3 mpuema.

He Tpsa6sa 1a ce HagBHlLABAa MAKCHMAalIHaTa JHEBHa A03a OT 150 mg.

Hpu neua v mogpacteamy CATAFLAM He e Oun nipuarat rnpyu NpUCTLIH HA MHIPEHA.

4.3 IIpoTHBONOKA3AHHS

e UsBecTHA CBPBEXYYBCTBHTENHOCT K'BM JIEKAPCTBEHOTO BEUIECTBO MW HAKOE OT IOMOLIHHTE
BEHICCTBA.
AKTHBHO KBpBsila MM nepdopHpaHa CTOMaIHA A3Ba WM A3Ba HAa TyOJ¢HOMA.
TMocneaHus TPUMECTHP OT BpeMeHHOCTTa (BXK. ToUKa 4.6 BpeMEHHOCT M KbpMEHe).
Texxa uepHoApoOHa, 6EOpeuHa WK ChpACYHA HEJJOCTATBYHOCT (BXK.TOUKa 4.4).

[MoaoGHO Ha APYIMTE HECTEPOUIHU NpoTHBOBB3nanuTennn jekapetsa (HCIIBJL), CATAFLAM ¢
MPOTUBOTIOKA3aH MPH MALKEHTH, MPH KOUTO NPHUCTHIINTE Ha aCTMa, YPTHKAPHA HTH OCTHP PHHHT
ce MPOBOKHMPAT OT allETHACAININIOBA KHuceauHa uan apyra HCIIBJL

e Jla He ce ynoTpebsBa IIpH AeLla oA 4 roAxiiHa Bb3pacT
¢ Texka cupaeuHa HeJOCTATBYHOCT.

4.4 IMpeaynpexaenus B NPeANAZHA MEPKH

Ipeaynpexaenns

He>kenaHuTe AEKapPCTBEHH pPeaklM MoraT Aa 0bJaT HaMalieHH KaTo 33 KOHTPOJIMpaHe Ha CUMITTOMHTE CC
ynoTpebsaBa BE3MOXHO Hal-HHCKaTa e(eKTHBHA /1032 3@ BB3MOMKHO HAW-KpaTbK CPOK OT BpeMeE (BHXKTE
TouKa 4.2 ¥ TO-A0Y NIOCOYEHHTE TACTPO-HHTECTHHAIHH M ChP/ICHHO-CHIOBH PUCKOBE).

Cliydad Ha KbpBEHE OT FaCTPOMHTECTHHAITHHA TPAKT, 4383 WK NephopaLiisa KOUTO MOXKe Ja Obaar
daranuu, ca qoknaasany npu BcHuky HCTIBJIL, BxmovnTento an KNoQeHaK, 1 MOXe /J]a HACTBITAT BB
BCEKM eTan Ha JEUYEHHETO, ¢ WIH 6e3 npeaynpeayTe/IHY CHMITTOMH WJIM aHAMHECTHMTHH TaHHH 33 CCPHO3HA
racTPOMHTECTHHAIHM HApyLeHusa. Te OOMKHOBEHO UMAT TI0-CEPUO3HH NIOCASACTBHA NPH NALHECHTH B
CTApYECKa BBH3pacT. AKO HAcTBIM KbPBEHE OT FaCTPOMHTECTHHAIIHUA TPAKT WM A3B4, IIPH NAlMCHTH,
nexyeann ¢ CATAFLAM: npreMa Ha JIeKapCTBOTO TPAOBA /1a CC MpeYCTaHOBH.

JIOK/TAKBAHK ¢a MHOTO PeIKH CilydaH, cBbp3any ¢ ynotpebara Ha HCIIBJI, B Tosa uncno u CATAFLAM®
Mpy KOKWTO ¢a HaOMI0JaBaHH CEPHO3HM KOJKHH PEAKIHH, HAKOH OT KOWUTO ¢daTanHM, BKIKOUYHTEIIHO
ekcOTHATHBEH JepMATHT, CAHAPOM Ha CTHBBHC-JDKOHCHH, TOKCHYHA eTIMICpMantHa HEKPOTH3a (BXK.
4.8.). Ha Hali-BHCOK PHCK OT TE€3H PEaKLHH Ca M3/I0KEHH NMaLMCHTHTE B HA4YaI0TO HA JICHCHHETO, KaTo
MPOSABABAHETO MM B ITOBEYETO CIIYy4aH € Mpe3 MbPBHA MECELl OT JIEYCHHETO. IIpneMET Ha CATAFLAM®
TpaOBa [a c& MPEeyCTAHOBH MPH ITPBUTE NPOABH HA KOXEH 00pHB, MyCKYJIHO yBPEKAAHE HITH [IPYTH
NPOABH Ha CBPBbXYYBCTBHTEHOCT.

Kakro npu Beudky octaann HCIIBJL, BKIIOUHTENTHO AHKIOPEHAK, Ca BB3MOXKHH anepriHiHH peakliny,
BKIIFOUMTENTHO aHA(WIAKTHYHW/ aHa(QUIAKTOMAHH PEAKLHH, NOPH NPH JIMIICA HA NPEAX0AHA CKCITOIHLNA Ha
JIEKapCTBEHNA NIPOAYKT.

[Topany dapmakoanHamuunuTe cH cBoiicTBa, CATAFLAM Karo BCHUKH HCIIBJI, moxe aAa 3aMaCKHpa
ApHU3HALUTE H CHMIOTOMHTE HA HHpEKLMA.

HpeﬂHRSHH MEPKH ",r:_d____;,._.;"'.':.:_t'_,;..';-_;;..r 1.

O6mu T GRERE ) N
[Topaau nurca Ha 10KA3aTeICTBA, CBUACTENICTBALIM 34 110/13aTa ¥ AOTIB/IHHTC/ITHATE Hemenlaﬁnjpfea’f* %;ffgﬂ NS
enHoBpemeHHaTa yriotpe6ba Ha CATAFLAM ¢ HCIIBJI, BKirO9HTENHO cyclooxygenase-2, cengkFHE %j”’éj NERY
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OcobeHo BHMMaHHE € HeoOXOIUMO NPH NALIMEHTH B HanpeAHala Be3pacT. [1pH T€3n malueHTH, KakTo H
MPH TAKHBa ¢ HUCKO TeJIECHO TETJIO, CE MpenopbuBa ynorpeba Ha Hal-HHUCKaTa epeKTHBHA J103a.
Tabnerkurte CATAFLAM cpaepxkar 3axaposa H NOpaay TOBa MALMEHTHTE C PEIKH HACTEACTBCHH
npoGaemMu kaTo (PPYKTO3HA HEMOHOCHMOCT, IIIOKO30-TajlakTo3Ha ManadbcopOuMs Wik 3axapaso-
M30MaITa3Ha HEIOCTaThUHOCT He TpaOea Aa npuemaT CATAFLAM tabnetkw.

Hannuse na actma

VpTHKapusaTa KakTo ¥ egeM Ha Quincke ca no-4ecTo cpelany fpH NalMeHTH ¢ acTMa, AJIEPrUiHH CE30HHH
PHHHTH, IIOJYBaHE HA HA3aliHATa MyKO03a (Ha3aJIHW NONUIK), XPOHUUHH OBCTPYKTHBHU OenoapobHH
3a0019BaHUsA WIIH XpOHHYHH HHOEKLIMH Ha pecTTUpaTOpHUA TPakT (0COOEHO aKO ca CBBLP3aHH C al€pruyiHy
noAoGHH Ha PHHUT cuMATOMH), peakumy cesp3aii ¢ HCHBJI kato ex3auepbaums Ha actMara (Taka
Hape4YeHaTa HeTbPIIMMOCT KbM aHAITeTHLM/ aHanreTH4Ha actMa). flopaas Tasu npr4MHa ca HeOOXOAUMH
CMELIMATIHM NIPENa3HH MEPKH TIPH TE3H NALMEHTH (FOTOBHOCT 3a CMEHA noMoil). ToBa ce OTHACH CBILO
TaKa ¥ 3a MAUUEHTH aJIEPriYH KbM JApPYTH CYOCTaHLMK (HAmp. KOXKHH peaKLUH, NPYPUTYC HITH
ypPTHKapuA).

I'acTpOMATECTHHANIHH ¢PeKTH

Kakto u nipu octananure HCIIBJL, xniounTento AMKIoQeHaK, ¢e Hajlara CTpor MeIULIMHCKH KOHTPOJI, B
TpaGBa Na ce ofpria creHaTHO BHUMaHHKe, korarto ce npeamucea CATAFLAM Ha nanueHTH ¢
racTpoMHTECTHHAIHK HapyuieHus (I'H) uny ¢ aHaMHECTHYHHM JaHHH, MpeAaronaraiyd CroMaliHa i
MHTECTHHAITHA Y/ILEpALMA, KbPBEHE WX nepdopaums (Bx. Touka 4.8). [Ipu nanuerTr ysenuuaBaly
nosara HCITBJI, wiu TakMBa ¢ aHAMHE3a 3a 93B3, OCOOEHO NPH HATHYME Ha XEMOpAaruy WiM nepgopanmus,
KaKTO M [IPH XOpa B HAaTIpeJHAIa BL3PacT PHCKBT OT FaCTPOMHTECTHHAJIHO KbPBEHE CC YBE/IM1aBa.
Jleuenuero TpAGBa a 3aIOUHE M Ja ce NOJUTbPKa ¢ Hali-mankarta e(peKTHBHA 7032, 32 [1a C€ HaMaJlH pHCKa
OT raCTPOMHTECTHHATHA TOKCHYHOCT 1IPH NallMeHTH C aHaMHe3a 3a A3Ba C XEMOparut HiH nepdopaums,
KAKTO H MPH MALUEHTH B HANIpeHA/Ia Bb3pacT.

3a Te3u malueHTH TpA6BA 1a ce MMAa B NpeIBHI KOMOHHUpaHa Tepanusa ¢ npeanaseaiy JIB (Hanp.
MH30MPOCTO/ T MHXHOUTOPH Ha NPOTOHHATA NTOMIIA) & CHLIO U 3a MALHEHTH MMAIllH €IHOBPCMEHHA
HYI)KZA OT JIEKAPCTBA ChBPHKAIIM HUCKH [O3H OT ALETHICATMIUAIOBA KucenHHa (ASA) WiH Apyry
NEKApPCTBa 3a KOUTO € BE3MOXKHO J1a YBEJIHYAT FACTPONHTECTHHANIHUA PHCK.

[TaneHTH C aHAMHE3a 32 FaCTPOMHTECTHHAIHO OTpaBAHE, OCOOCHO NpH X0pa B HalpeJHaa Bb3pacT,
TpsabBa Aa cHOOIIAT 32 NoABaTa Ha HEOOMYAHHH, KOPEMHH CUMITTOMH (ocobeHOo racTPOMHTECTHHATHO
kbpBene). [IpH NaMeHTH NMOoTyH¥aBally eAHOBPEMEHHO JICKapCTBa, KOWTO MOFaT [a yBen4aT pucka oT
yALepaLus, W KbPBEHE, KaTO CHCTEMHH KOPTHKOCTEPOHNIH, AHTHKOAryJ/IaHTH, aHTU-TPOMOOLIUTHH HITH
ceJIeKTHBHH HHXHOUTOPH Ha CEPOTOHHHOBHUA pehNTTeHK (BXK. TOUKa 4.5)

Heo6x0aMM e cTPOT MEAMLIMHCKH KOHTPO/I MPH MALHEHTH C YJIEPO3eH KOJIMT HiH OonecT Ha Crohn, TBi
KATO ChCTOAHUETO UM MOXKE Ja ce BJIOLIH (BX. ToUKa 4.8).

Heo6xoauMo € /1a ¢€ OCHIYPAT NMOAXOAALI0 HaOJoJeHHE M CHBET 32 NALMEHTH C aHAMHE3a 33 XUIIEPTOHHA
W/WIIM JleKa 10 yMepeHa KOHreCTHBHA ChpAEYHA HEOCTATHYHOCT, Thil KATO MMa ChOOIIEHHS 33 OTOLW 1
3aapBKKa Ha TEUHOCTH, CBBp3aHH ¢ eveHuero ¢ HCIIBC,

K THHMYHA IPOYYBAHKA M €NMIEMHOJIOTMYHI IaHHH TI0Ka3BarT, Ye ynorpebaTa Ha JMKIo(eHaK, 0coO€eHO
BBLE BMCOKa 1032 (150 mg AHEBHO) H NPH MPOTBIDKUTEIIHO MPHIOKEHHE MOXE a OBb/ie CBBP3aHa C JICKO
NOBMIIIEH PHCK OT apTepHaNHK TPoMOOTHYHH CBOUTHA (HAPUMEP MHOKApAeH HHDAPKT HITH WHCYJIT)
(B1KTE T. 4.4).

[TarveHTH ¢ HEKOHTPOJIMpaHa XUITEPTOHHA, KOHr¢CTHBHA ChpACYHA HEAOCTATBYHOCT, yCTaHIQBﬁﬁﬁ::"T‘:::;:&
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HcxeMuuHa 6oMecT Ha chpHETOo, 3a60oaBaHe Ha nepUdEPHUTE apTEPHUHH H/ T MDB'HHG—;;B{G@F&.%B_@ I
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Tpsa6Ba 11a ce JeKyBaT ¢ AMIUIOBEHaK caMo clie/l BAMMATeHO 0OMuciaHe. Takosa oOMUCAAR 1Dadng nacey
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Yepuroapobuu edexTh

HeobxoauMm e cTpor MeAMLIMHCKM KOHTPOI, kKorato ce npeanucsa Cataflam na naumenTty ¢ yBpeaeHa
yepHOAPOOHA PYHKLHA, THH KaTO CECTOTHHETO HM MOXKE /12 CE BJIOLIH.

CTOHHOCTHTE Ha €1MH HJIM IIOBeYe YepHOAPOOHU €H3UMH MOTAT J1a C€ NOBMILAT, IOAOOHO Ha APYrUTe
HCTIBJI, sxnounrenso auknodeHak. Kato npeanasHa MApKa NpH MPOABLIDKHTENTHO JICYEHHE C
CATAFLAM Tpa6Ba nepuoau4xo aa ce cneau yepHoapobHaTa dyHkima. [Ipn nepcucrupane Ha
aOHOPMHH 4epHOAPOOHKN NPOOH WM AOPH BIOLIABAHE, aKO CE MOABAT NPU3HAIIH HJIH CUMITTOMH Ha
YepHOApoOHO 3ab0naBane uau apyry Oenesu (Hanp. eo3UHOGUIHA, OOPHB), MPHIOCKEHHETO Ha
CATAFLAM Tpabea aa ce npeyctaHOBH. XenaTHUT MOXE Jla HACTBITH MpH yriotpebara Ha AMKIodgeHak |
0€e3 NpoAPOMAIHH CUMIITOMH.

IToBHiteHO BHUMaHHE € HEOOXOOUMO MNP NALMEHTH ¢ YepHOAPOOHA nopdupua, Nopaad Bb3MOXXHOCTTA
CATAFLAM ga oTKAIOYH NPUCTHN HA 3ab0ABaHETO.

buOpeunn edexTn

TBH KaTO ca JOKJIAaABaHU CIYy4YaH Ha 3aQbPKaHE HA TEUHOCTH U €1eM No BpeMe Ha JeueHHe ¢ HCIIBJ,
BKJTIOUHTEITHO AnKIo(peHak, € HeoO0XxoaumMo ocoOeHO BHAMAHUE MPU MaLUHEHTH ¢ YBPEAEHA ChPACYHA WIIH
Obp6pevuHa hyHKLMA, C aHAMHE3A 32 XUIIEPTOHHA, NAIIMEHTH B HamnpeHalla Bb3pacT, HALUMEHTH NpHeMally
€HOBPEMEHHO JICYUEHHNE ¢ JUYPETHLIMA WM JIEKApCTBa, KOUTO CEPHO3HO MOTaT Ja 3acerHar OnbpeuHara
(DYHKLIMSA, KAKTO M IPU MIALMEHTUTE CBC ChUISCTBEHO M3USPIIBAHE HA EKCTpalleTyaapHus 00eM,
HE3aBUCHUMO OT NMPUYMHATA, HATP. NEPH-/TIOCTONEPATUBHU (a3U HA CEPUO3HA XMPYPruvyHa HHTEPBCHIUA
(Bx. 4.3.). B Te3u cnyyau ce npenopbUBa npocacassaHe Ha OrOpeyHaTa dyHKUMA, KAaTO NpeanazHa MapKka
nipu ynotpeba Ha CATAFLLAM. CnupaHeTo Ha TepanuaTa OOMKHOBEHO C€ MOCJIEABA OT Bb3CTAHOBABAHE
Ha NPEAAIIHOTO ChCTOAHHE.

XeMaToJJOrH9HH epeKTRH
Ynorpebara Ha Cataflam ce npenoprusa camo 3a KpaTkocpodHa yrorpedba. Bee nak, ako Cataflam ce

npuiara 3a no-npoabIZKATEIHO BpeMe, € IPenopbhIHTenHo, kakto npy octaHanute HCIIBJIL, penosHo na
ce cieam O0pos KPBBHH KIIETKH.

Kakro ocrananure HCIIBJI, Cataflam Moxe BpeMeHHO aa nHxuOupa arperauuata Ha TpOMOOLMTHTE.
[TaupeHTUTE C XEMOCTaTUYHH HApYLICHHUA TpAOBa na OB1aT BHUMATEIHO HabM0AaBaHH,

4.5 BzanmoaeHcTBHE ¢ APYIH JIEKAPCTBEHH NPOAYKTH U APYrd $OpMH HA B3IaHMOACHCTBHE
N36poeHnTE NO-I0/TY B3aHMOACHCTBHS BKITIOUWBAT U3CieBaHuA NTpoBexaanu ¢ Cataflam o6sutH Tabnetku

W/ WK JPYTH JEKApCTBEHH (POPMH AUKIIOdEHaK.

Jumuii: npu eOHo8peMeHHO RPUAONCEHUE C AUMUL, OUKTIOpeHaK MOXKE a TIOBUIIH IIIAa3MCHHTE
KOHLICHTpalUMK Ha NTUTHA. | [penopruBa ce npociaeadaBaHe Ha CEpYMHUTE HHBA Ha JIMTHS.

HuzoKkcun: npu eOHo8peMeHHO RPUIoJICeHUe QUKIOPEHAK MOXE Aa NOBULIY TUIa3MEHHTE KOHLUEHTPALIHH
Ha gurokcuHa. IlpenoppyBa ce NpocieAIBaHE HA CEPYMHUTE HHBA Ha JUIOKCHHA.

Huypemunyu u anmuxunepmenzusnu nekapcmeaq: Kakro ocrananmure HCIIBJI, ennospemennara
ynoTpeba Ha JukitodeHaK ¢ JUYPETHIIM MW aHTUXHIICPTEH3MBHM JieKapcTBa (Hanp. Oera Gsi0kepH,
HHXUOHUTOPH HA AHF'HOTEH3HH-KOHBEPTHPAIUKA €H3UM (ACE-uHXHOHTOPH) MOXKE /1a HAMAJTH
aHTHXHUTIEpTeH3UBHMA UM edekT. [Topaaw ToBa, Ta3zu komOuHauus TpaOBa 1a Oblae npHemMaHa ¢ 0coOeHo
BHUMAaHHKeE, KaTo TpAOBA NMEPUOAMYHO [1a C€ H3MEPBa KPBEBHOTO HalAraHe, Hai-Beye IPH MaLUSHTH B
HamnpeHalIa Bb3pact. [lopaay NoBHLIEHHA PHCK OT HEPPOTOKCHUYHOCT NauMeHTHTe TpaOBa aa ObaaT nobpe
XHApaTHPaHH, U 1a uM Obe npoclieaseada Op0peunaTa dyHKIMA NPH 3aN0YBaHE HA KOMOMHHPAHO
nedyeHue ¢ JuypeTHIH U ACE HHXUOUTOPH, KaKTO M MEPUOJUMHO el TOBA,. ChITETCTBALIOTO JIEUCHHE ¢
KATUR-CbXpaHABALLM JIEKAPCTBA MOXKE J1a Ce aCOLKMpa C MTOBUILIEHH CEPYMHH KOHueHrpauHH Ha,.lem "

e 1 i N
Mopagy KOeTo € HeoOX0AUMO 4eCcTo HabmaeHHE (Bx. TO4Ka 4.4.). o "" 59

HCIIBJI vt xopTHKOCTEPOHIN MOKE 1a MOBHIIH YECTOTATa HA raCTPUHTECTHHATTHATE Hﬁﬁﬂaﬂﬁ_; oA
JIEKAPCTBEHH PEAKIWU (BXK. TouKa 4.4.) \eid
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Anmuxoazyranmu u anmu-mpomboyumnu nexapcmea: Heo6xomqumMo e NoBUIIEHO BHUMAHHE NIPH
€IHOBPEMEHHATa UM YNIOTpeda, ThH KaTO MOXe Aa ce TIOBUILY PUCKA OT KbpBeHe (Bxk.4.4.). Bnnpekn, ye
KIIHHAYHUTE NPOYYBAHUA HE COYAT, Ye JUKIO(PEHAK NMOBAHABA ASHCTBHETO Ha AHTHKOATrYJIAHTHTE, UMa
OTIE/THH ChOOLIEHHA 3a MOBHLIEH PUCK OT XEMOPAruH MpH NMAUMEHTH, TIPHEMALLH €IHOBPEMEHHO
nuknogeHak u anrukoarynanty. [lopaam Tosa ce npenoprusa HENOCPENCTBEHO HAOMIOAECHHE NIPH TE3H
MAaLUECHTH.

Cenexmuenu unxubumopu na cepomonunogun puvnmeiix (SSRIs): exHOBpeMEHHHS IPHEM Ha
cucteMHd HCIIBJI, simountenano auknodenak, u SSRIs Moxke 71a yBeTH4IH PHCKA OT
raCTPOMHTECTHHAIHO KbpBeHe (BX. TouKa 4.4.)

Anmuouabemnu nexapcmeenu npodykmu: KITHHHYHKATE MPOy4YBaHMUsa Tokasear, 4e diclofenac Mmoxe na
CE MpHJlara €¢THOBPEMEHHO ¢ NMEpOPaTHY aHTHAHAOESTHH JIeKapcTBa, 0€3 a NOBJINABA TEXHUAT KJIHHHYEH
edekr. Crobmara ce 3a M30NMpaHU ClTydaH Ha XHNOTJTHKEMHYHH W XHMEPTIIHKEMHYHH edeKTH, Hanaramy
IPOMEHM B IO3HPOBKHTE HA aHTHANAOETHUTE JICKAPCTBEHU MPOAYKTH 10 BpEME Ha JIEUeHHE ¢ AUKJIODEHK.,
Hopaau Tazyu MpHUYKHA, KAaTO NMpeAna3Ha MApPKa, ce NpenopbyBa HaOMOAeHHE Ha HUBATA HA KPLBHATA
3axap no BpeMe Ha KOMOMHHUPAHOTO JIeYEHHE.

Memompexcam: noBHLIEHO BHUMaHHe ¢ HeoOXonuMo npu nipunoxkenre Ha HCIIBJL, gxmousnresno
AHKNOMEHAK, MO-MAJKO OT 24 Yaca NMpeau WM ¢/l ISYEHUE ¢ METOTPEKCAT, MOPaaH Bb3MOKHOCTTA 3a
MOBHILIABAHE HA IUTa3MEHATa KOHLEHTpALMA HA METOTPEKCAT H YBEJIMYABAHE HA TOKCHYHOCTTA MY.

Hurnocnopun: Kakro ocraHanure HCIIBJI, auxiodenak Moxe 1a NOBHLIH HEPPOTOKCHUHOCTTA HA
LIMKJIOCTIOPHH Nopaay egekra Ha OsOpeuHnTe npocrarnanauHy. ITopaau Tazu npuunHa Toi TpadBa aa ce
NPHEMa B MO-HUCKH A03H OTKOJIKOTO MPH NaLHEHTH HE MPUEMaLy LIHKIOCIIOPUH.

Xunononosu anmubaxmepuainu aexapemea:; CpoOlllaBa ce 3a H30JIMPaHH CIIyYaHl Ha I'bpU0OBe, KOUTO
MOKE J1a ObJaT NpeAM3BUKAHU OT ¢IHOBPEMECHHOTO NpWiIoXKeHHe Ha XuHomoHu 1 HCIIBJI.

4.6 BpeMeHHOCT H KbpMeHe

bpemennocTt

Yrorpebara Ha auknodeHak npu OpeMeHHH KeHH He € O6una npoy4eaHa. [lopaau Tora Cataflam He
TpAOBa Ja ce mpueMa 1npe3 MEPBUTE ABa TPHMECThpa OT OpeMEHHOCTTa, OCBEH aKo ITOTEHLMATHATAa M0J3a
OT JICUCHUETO 3a MaHKaTa € no-rojiiMa ot pyacka 3a roga. Kakro v npu octananute HCIIBJL, ynorpedara
Ha ZUKNO(EHAK IO BpEME Ha TPETHA TPUMECTDLP OT OPEMEHHOCTTA € NPOTHBONOKA3HA, NMOPaIH
Bb3MOXKHOCTTA OT MaTOYHA UHEPTHOCT M NPEKIACBPEMEHHO 3aTBapaHe Ha ductus arteriosus (BxXK. TO4YKa
4.3.) Ilpoy4usaHvsaTa NpH }KUBOTHHU HE Ca NMOKa3aNM HUKaKBa JUPECKTHA UIH HEAUPEKTHA TOKCHYHOCT,
3acArama OpeMeHHOCTTa, eMOPHOHATHOTO pa3sBHTHE, Pa3BUTHETO HA TUI0Ja H/HJIY NOCTHATATHOTO
pa3Burue. (Bxk. Touka 5.3.)

Knpmene

Kato Bcnuxku ocrananu HCIIBJI, nuknodenak, npemuHaBa B KBpMaTa B MaJIki KoamvecTsa. [lopajy Tasu
npuurHa Catatlam, He TpabBa aa ce nprueMa no BpeMe Ha KbPMEHE, 3a 1a Ce U30erHar Hexxenanure
JIEKAPCTBEHH €(PEKTH 32 KbPMAUETO.

Peprunaurer
He ce npenopw4Ba Npu )XKEHU, KOWTO ONMTRAT Aa 3a0peMeHedrT, Thi kaTo ynotpedara Ha Cataflam, kakTo

Ha Bcuuxy HCIIBJI, Mmoxe na yBpeau xeHckusd peprunuret. [Ipu >KEHH, KOUTO UMAT TPYAHOCTH IIPH
3a0peMEHABAHETO WIH ca u3cneaBaHu 3a Oesrnoaue, Tpabea aa ce obcoau pekpaTABaHe H;&Jyl}/
Ha Cataflam.
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oT wodupane win paboTa ¢ MAIIMHH.
4.8 Hexenann JIeKAPCTBEHH PeaKIHH

25-5¢ep-2008

Hexenanure peakumu (Tabnuua 1) ca moapeaeHu criopes 4e€cTOTaTa, KATO HAal-4€CTHUTE Ca HA MBPBO

MACTO, M € U3MO0JI3BaHa cJIe[JHaTa Bh3NpHeTa Knacupukauna: MHoro uectd (>1/10), vectu (>1/100, <1/10),
HedecTd (>1/1 000, <1/100), peakn (>1/10 000, <1/1,000), muoro peaku (<1/10 000), sxrrounTenHo

H30JIMPAaHH CHOOILICHHA.

M36poeHnTe no-noiy HeXxeNaHH JIEKapCTBeHH e()eKTH, BIUTIOUBAT TE3H AOK/IaBaHH MpH ynoTpedara Ha
Cataflam oOBuTH TabaeTKH 1/Wwin Opyrd dapMaLeBTHUHU (POPMHU Ha ZMKIOGEHAK NIPH KPaTKOCPOYHA HIIH

NpoabJKHTEAHA yroTpeda.
Tabnrana 1

Hapyumenna Ha KPbBTa H JUM$HATA CHCTEMA

MHoro peaxu:

TpombouuTOneHus, TEBKONEHHA, AHEMHA
(BKJIFOUMTENIHO XEMOJIMTHYHA aHEeMHUS H
aTuIaCTUYHA aHEMMHA ), arpaHyJJIOLUTO34a.

Hapymenna Ha AMYHHATA CHCTEMA

Penku:

CBpBXYYBCTBUTEIIHOCT, AHAQWIAKTUYHH U
aHa(QWIAKTOU/IHH peaKLUMH (BKJI. XMIIOTOHHA H
LIIOK).

MHoro peaku:

AHTHOHEBPOTHYEH €/IeEM (BKJI. JIULIEB EIEM).

Icuxavuan HApYIIEHHA

MHoro peakmy:

JlezoTHEHTALUA, AeNpepcHa, OE3CHHUE, KOLIMApH,
pa3apa3sHeHHe, ICHXOTHYHH HapyUICHHS

Hapymenusi Ha HEPBHATA CHCTEMA

YecTH:

I"'naBobonne, 3aMafsHOCT.

Penkwu;.

CBHIUBOCT

MHOrc peaKu:

[Tapecre3nu, HapyLIeHUs Ha NaMeTTa, KOHBYJICHH,
TPEBOXKHOCT, TPEMOD, aCENTHYCH MEHHHTHT,
BKYCOBH HApYUICHHS, MO3BYHOCHI0B HHLIMACHT

HapyiieHAs HA OYHTE

MHoro peaku:

3puTeTHA HAPYLICHHS, 3aMBIJIEHO BHXKIAHE,
JUTIOTIVA.

HapyimeHAs HA YXO0TO H na0npHATA

YecTH:

CBETOBBPTEXK

MHOro peaKu:

BnouweH cayx, WyM B YIIUTE.

ChbpaeyHH HAPYIIEHHA

MHoro peaxu:

Copuebuenre, rppaHa 00Jika, ChpAcUHa
HEJ0CTAThbYHOCT, HH(APKT HAa MHOKap/a

ChA0BH HAPYIICHHS

MHoOro pelku:

XHUNEPTOHHA, BACKYJINT

PecnApaTopHH, IPLAHH B MERHACTHHAJIRH HAPYIICHHAS

Penkwu: Actma (BKJI. dispnoea)

MHoOro peaku. [THeBMOHUT |
CromMamHo-YpEeBHH HAPYINCHA I
Yectw: ["aneHe, NOBPBIIAHE, Illflapl'ﬁi
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Penku: ["acTpuT, raCTPOMHTECTHHAIIHO KbPBEHE,
XeMaTeMe3a, MeJieHa, XeMOparuyHa JHapus,
CTOMALUHA WK YPECBHA A3Ba ¢ MM 0€3 KbpBEHE WIH

nepgopanus.

MHoro peaku: Konut (BKN. XeMOparuyeH KOMuT U ek3auepdaiuu
Ha ynuepo3eH KoiauT win Oonect Ha Crohn),
KOHCTHUMAIHA, CTOMAaTHUT, IVIOCHUT, e30(darcaiHu
HapyIHEHUsA, AnargparmMo-nogoOH HHTECTHHAIHH
CTPUKTYPH, NAaHKPEaTHT.

Xenaro-On.THAPHH HAPYIIEHHA

Yecru: YBEJIMYCHHE Ha TPAHCAMHHA3HUTE.

MHoro peaxu: DyIMUHAHTEH XEMATUT, YEPHOAPOOHA HEKPO3a,
YepHOAPOOHA HETOCTATBYHOCT.

HaEyIIIEHHH HA KOAKATaAa H NNOJRK0KHATA THEKAaH

YecTu: O6pus.
Penku: YpTUKapus.
MHoro peaxu: bynosuu epyniuu, ekzema, erythema, erythema

multiforme, cunapoM Ha Stevens-Johnson,
TOKCHYHA enuaepMonu3a (cHHApoM Ha Lyell),
eKCc(pONMaTUBEH AEPMATHUT, KOCOMNAa/, peaklHH Ha
(OTOUYBCTBUTENHOCT; ITypIypa, alepruyHa

yprypa, NpypHTYC.

Hapymenna Ha 00pennTe H NAKOYHHTE NBTHINA

MHoro peaku: OcTpa 6BbOpevHa HEAOCTATHYHOCT, IPOTCHHYPHH,
MHTEPCTHLIMANIEH HEDPUT, HePPOTHUYEH CHHAPOM,
6n0OpevHa manuaapHa HEKpo3a.

O0mn HapYIIeHAS H ¢(pEKTH HA MACTOTO HA NPHJIOXKEHHE

Peaku: Enem

KAMHUYHH MpOYUBAHHS M eMMIEMHONOTHYHIA AaHHH MOKa3Bar, de ynorpebara Ha AuknodeHak, ocobeHo
BLB BHCOKa 4032 (150 mg AHEBHO) M NpH NPOIABIKUTENHO NIPHIOKEHHE MOXE Jla CC CBBPIKE € ICKO
[MOBHILIEH PHCK OT apTepHaiHK TPOMOOTHYHM CHOUTHSA (HallpHMep MHOKAapJAeH HH(APKT WK HHCYIIT)
(Bmxre T. 4.4).

MMa choOIIEHHA 33 OTOLM, XMIIEPTOHHA H ChpAEYHA HEAOCTATHYHOCT, CBBP3aHu ¢ ynoTrpebara Ha
HCIIBC.

4.9 IIpenpo3upane

CuMnToMn

HsaMa THIMYHA KIMHA4HA KapTHHA, acOHMHpaHa ¢ ipeo3upane Ha avkiogenak. [Ipenosupanero Moxe na
MpeaAU3BMKa CHMIITOMH KaTO: NIOBpBbUlaHe, TaCTPUHTECTHHATTHO KbPBEHE, TAAPHA, 3aMasHOCT, THHHTYC HIIH
KOHBYJICHH. B13MOXHH ca ocTpa 6p0peuHa Kpu3a 1 yBpex/(aHe Ha YepHus ApoD NpH 3HAYHTETHO
npeao3upaHe.

TepaneBTHYHRH MEepKH
Jleuenueto Ha octporo orpassaHe ¢ HCIIBJL, BkarounTeiHo AHKIONCHAK, C€ W3pa3sBa IaBHO B

NOAABPKALIM MEPKH H CHMITTOMATHYHO JIeYeHHe. 3a YCTOXKHEHHA KaTO XUNoTOHUA, Ob0perna
HEAOCTATBYHOCT, KOHBYJICHH, FACTPOMHTECTHHAIHH HapYIIEHHA ¥ PECIIPAaTOPHA NEIPECHA ggﬂpm:am

NOAABPKALIM MEPKH M CHMITTOMATHYHO JIEHEHHE. pd ,f.':"’i ‘lﬁ«‘ 2o Y
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[Ipu nornbIIaHe HA >XMBOTO 3aCTpalIaBalla CBPBX 103a, MOKE Jla CC W3I10JI3Ba aKTUBCH BBIVICH CIIC/
W3c/ieABaHEe Ha TIOTEHLIWIHOTO TOKCHYHO TIPEAO3HPaHE H FAaCTPaATHO XEKOHTAMHHHUpaHe (TIOBPBILaHe,
racTpajiCH JlaBax).

S, PAPMAKOJOI'MYHHU JAHHH

3.1 PapMaKkoIUHAMHYHH CBOHCTBA

PapMakoTEepaneBTHIHA I'pyna

HecTepouaeH NpOTHBOBB3NANNTENICH H AaHTHPEBMATHYEH JISKapCTBEH NPOIYKT, MPOU3BOJHO Ha OLIETHATa
kucesuHa U cpoaum Bewectsa (ATC koa: MO1A B03S)

MexaHA3BM Ha JEHCTBHE
CATAFLAM crabpxa Kanuesa cojl Ha JUKIOQEHaK, HECTCPOHIHO BELIECTBO C H3PAa3CHH aHAITCTHHHH,
IIPOTHBORB3NAIMTEIHA M aHTU-IIMPETHYHH CBOHCTRA.

Ta6nerkure CATAFLAM umat 66p30 HauaiHO ASHCTBHE, KOETO I'M NPaBy 0CODEHO MOXOIAILH 32
fieueHre Ha OCTPH GONE3HEHH H BE3NATNTENHU CCTOSHUA. 33 OCHOBEH MEXaHM3bM Ha JCHCTBHE CE CYHTA
MHXUOHpAHETO Ha NMPOCTArIaHJUHOBATA CHHTE3a, KOETO € AEMOHCTPHPAHO CKCNCPUMCHTAIIHO.
[TpocTarnanMHATE HIPAsT OCHOBHA POJIs B IPOLIECHTE Ha BB3NalICHHETO, OOTKaTa H MOBHLIABAHETO Ha
TeMIIepaTypara.

TuxnodeHak Kanui in vitro He MOTUCKA NPOTEONIMKAHOBATa OHOCHHTE3A B XPYLIA/A B KOHUCHTPALIUH,
EKBUBAICHTHH Ha KOHIICHTPALIMKTE JOCTHIaHH MPH XOpa.

PapmMaKkoARHAMHYHH CBOHCTBA

VeranoseHo ¢, ue CATAFLAM nMa u3paseH aHanreTHueH egext npy ymepeHa v Texka Goska. Ipu
BB3MAICHUE, HAIIp. [IPH TPaBMa WM ClIell oTiepawnHs, Toi 6bp30 obiiekuaBa CTIOHTAHHATA bonka n Hoskara
MpH ABHKCHHE M HAManasa oToKa. KUIMHMYHMTE NPOyYBaHHA NMOKA3BaT, Y€ NPH MbPBHHA THCMEHOPCA
aKTUBHOTO BelecTBO obiiexuara 6onKaTa M HaMangBa KbpeeHeTo. 11pu nNpHCTHIN Ha MHTPEHA
CATAFLAM rnioka3Ba eeKTHBHOCT B OBJIaJgBaHeTO Ha GoKkaTa M noJo0psABaHe B CHIBTCTBALIATE
CHMIITOMH, KaTO FajicHe H MOBPBIIAHe

5.2 PapMaKOKHHETHYHH CBOHCTBA

Pezopouns

JluknodeHak ce pesopGupa u3Lano 1 66p30 OT TabNETKATE AMKIIOPEHAK KaHH. Pesopbuusra ce
OCBHLIECTBABA BEAHATA ClIeA NPHEMAHE U ce pe3opOHpa CHIIOTO KOJWYECTBO, KAKTO W OT CKBUBAJICHTHATA
1033 HAa CTOMAUIHO-YCTOHUMBH TabneTkH MKnogeHak HaTpui. CpelHaTta Tna3sMeHa KOHUEHTpalHA OT 3.8
mukpomolr/] ce goctura 20-60 MHHYTH Cejl IOrTbINAHe Ha eaHa Tabnerka ot 50 mg. [Tpuemanero ¢ XpaHa
He TMOBJIKSIBA KOJIMYECTBOTO Ha pe3opOupaHus AMKI0(EHAK, HE3aBUCHMO Y€ HAYAJIOTO U CKOPOCTTA Ha

pesopOums MOTAT JEKO Ja ce 3abapHT,
Pe3op6upaHOTO KOJIHYECTRO € NTPAaBO NMPONOPLHOHANHO Ha pasMepa Ha I03HPOBKATA.

QK00 MMOJIOBUHATA OT AMKIO(PEHAK ce MeTadOoIN3Hpa NPH ITBPBOTO MPEMHAHABAHE NMPE3 YCPHIA apod
(“first pass” effect), n 3atoBa miowra nox kpueara (AUC) e MouTH ABOHHO NO-MAJIKa MU NEPOPATTHO HITH
PEKTAHO TIPUIIOXKEHHE, B CPABHEHHE C NapEHTEPATHOTO NPHIOKEHHE Ha €IHAKBH JO3HPOBKH.
(>apMAKOKHHETHKATA He Ce [POMEHS CJIEM TIOBTOPHO npuiioxkeHue. IIpy cnasane Ha npenopbHaHUTe
N030BH HHTEPBAIM He ¢e HaOmoaasa KyMyJjiHpaHe.
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KOHIICHTPALIMATa HA AKTHBHOTO BEUIECTBO € BeYe M0-BHCOKA B CHHOBHANHATA TEYHOCT B CPAaBHCHUE C
1a3MaTa ¥ ce 3arnisBea Takaea 1o 12 gaca.

Bbuorpanchopmanns

JuxirodeHak npeTbpnsea yacTH4Ha OGnoTpaHcGopMaLHs Ypes NIIOKYPOHHPaHe Ha NHTAKTHATa MOJIEKYJIa,
HO TJIABHHWAT MEXAHH3BM € Ype3 AMHMYHO WIM MHOXKECTBEHO XHAPOKCHIMPaHe HIH METOKCHIIUPaHE, B
pe3yJITaT Ha KOETO Ce MOJTyYaBaT HAKONKO deHoHH MeTabonuTa (3 -hydroxy-, 4 -hydroxy-, 5-hydroxy-,
4’ ,5-hydroxy-, u 3 -hydroxy-4'-methoxy-diclofenac), nose4yero ot KOUTO C€ KOHBEPTHPAT 110
FIIOKYPOHOBH CheaHHeHHA. [Ba oT Te3n deHonHn MeTabonnra ca OMONOrMYHO aKTHBHH, HO B MHOIO MO~
MaJIKa CTeNeH OT AUKJIO(PEHaAK,

EJanmuannpane

TOTATHMAT CUCTEMEH KIMPBLHC Ha JUKIo(eHak oT nna3mara € 263 + 56 ml/MHH (CpeAHN CTOHHOCTH £
CO). KpaiiHoTo BpeMe Ha IIOMY>KHBOT B Tu1a3mata € 1 10 2 yaca. YeTupn oT METabOIMTHTE, BIIIFOUHTETHO
[BaTa aKTHBHH MeTabo/IUTa, CHIO MMAT KPaTKO BpeMe Ha IUTa3MEH NoJyKUBOT oT 1 Ao 3 uaca. EauH oT
metabonuture, 3 -hydroxy-4'-methoxy-diclofenac, uma mo-gbaer IasMeH noJyxHeoT. Ha npakrrka
ofbade, TO3U METaOONHT € HEAKTHBEH.

Oxono 60% ot npueTaTa A03a Ce U3ThYBA ¢ YPHHATA KATO IIIOKYPOHOB KOHIOTaT Ha HHTaKTHATA MOJIEKYJIa
{ KaTo MeTaboIUTH, IIOBEYETO OT KOMTO ChIIO CE IIPEBPBIIAT B INIIOKYPOHOBH KOHIOTATH. ITo-Maiko ot 1%
ce W3TBYBA KATO HEMIPOMEHEHO BelecTBo. OcraHaliaTa 4acT OT JO3HPOBKaTa Ce MeTadoIH3Hpa Ypes
MIBYHHSA COK B M3INPaXKHEHHATA.

Oco0enocTH NpH HAKON KOHTHHIEHTH OT NAIHEHTHTE
He ca HabGnogasany paznudus B pesopbumsara, merabonyu3ma KM SKCKpeLMATA Ha JIEKApCTBOTO B

3aBUCHMOCT OT BB3pacTTa.

[Tpu nauneHTH ¢ OLOpPEYHH HAPYLUEHHA, KOFATO Ce NpHiara oOHuaiHus 1030B PEXXHM HE MOXKC a ce
HaMpaBH 3aKJIIOYEHHE 3a HATPYTIBAHE HAa HENPOMEHEHO aKTHBHO BELUECTBO OT KHHETHKATa Ha eIMHHYHA
no3a. IIpH KpeaTHHHHOB KAXPBHC o-MaabK 0T 10 ml/MHH n3uncneHuaT steady state KOHLIEHTpaLUUATA B
[U1a3MaTa Ha XMAPOKCH-METABOIHTHTE € OKOJIO 4 MBTH MO-BUCOKA OT T3 NPH HOPMAJIHK NALMEHTH. B
KpaiiHa cMeTKa, MeTabONMUTHTE Ce ETMMHHUPAT YPe3 AKITbUKATA.

[TpH NalHEHTH ¢ XPOHHYEH XEMAaTUT WK LMpO3a B KOMIICHCHPAH CTaJMi KUHETHKaTa H MeTaboTi3Ma Ha
auiotodeHak ca ChIMTE, KAKTO TNpH naueHTH 6e3 yepHOApoOHO 3abonsaBane.

3.3 IIpeaxkTMHAYHEA JaHHH 32 6€30MaCHOCT

[TpeJKTMHUYHUTE JAHHM OT W3C/AE/ABAHHA Ha NOBTapAINa ¢ CIHAKBA [103a 38 TOKCHYHOCT,
FeHOTOKCHMYHOCT, MyTaAr€HHOCT H KAaHLIEPOr€HHOCT ¢ AUKIO(EHaK He NIOKa3BaT PHCK 3a XOpaTa MnpH
olpeie/ieHaTa TepaneBTHYHa 1o3a. HsMa noxasaresicTa Ye JUKAO(EHaK HMa TCPaTOTCHEH MOTEHLMAT
MPH MHILIKH, [UTHXOBE HITH 3aHIIH,

NnknodeHak He noBJIHABA GepTHUIIMTETA IIPH TUTBXOBE., IIPE-, NEPU- H NMOCTHATAIHOTO Pa3BUTHC Ha
MOKOJCHHETO HE Ca 3aCErHaTH.

6. ®APMAIIEBTHYHH JAHHA

6.1 CraHchK HA NOMOIIHHTE BEINeCcTBA
CoplueBdHa; MarHe3UeB CTeapar, NOBHIOH, CHIIHLUEB ANOKCHA, KOJIOHW/ICH Oe3B0o/iEH, Ha'rpﬂeﬂo Hﬂmecw

[JIMKOJIAT, LIAPEBHYHO HHULIECTE, Kanuues gocdar.
[lokpUTHE; MUKPOKPHCTAIHE LIETy/103a, nonneTwieH riukon 8000, uepBeH kene3eH o
turadues nuoxcua (E171) (dispersed Anstead), noBuaoH, Tank, 3axaposa. Ornevaral "
3a 25 mg n 65010 3a 50 mg, k

6.2 He¢HLBMECTHMOCTH
He ca U3BECTHH.
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6.3 Cpok na roguoct
3 roauHH
6.4 CnennanHm yCJI0BHA HA ChXpaHEeHHe

Ja ce cexpansaBa nog 30°C. Jla ce na3u ot Biara.
Jla ce cbxpaHsgBa B OpMIrHHAJIHATa OMaKOBKA.
Cataflam Tpa6Ba na ce chxpaHsABa HAa HEJAOCTHIIHH 34 JIS1Ia MECTA.

6.5 /lannn 3a onakoBKAaTa
brucrepu ¢ 06BuTH TabBnetrxku 25 mg x 20
bnncrepu ¢ ob68uTH Tabnetku 50 mg x 10

6.6 Cnenuannn npeanasnu MEpPKR NPH AIXBLPJAsHE H paboTa
Hsama cneuuanHy M3MCKBaHUA.

7. ITPUTEXATEJI HA PASPEINEHHUETO 3A YIIOTPEBA
Novartis Pharma GmbH,Roonstrasse 25, 90429 Nuernberg, I'epmanns

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA
20010728 (Cataflam 25 mg coated tablets x 20)
20010729 (Catatlam 50 mg coated tablets x 20)

9. JATA HA IIBPBO PA3PEHIABAHE/MIOJHOBABAHE HA PA3PEIIEHHETO 3A

YIIOTPEBA
29.03.1994

10. JHATA HA AKTYAJIN3APAHE HA TEKCTA
Hexkemepu 2008
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