KPATKA XAPAKTEPUCTUKA HA TIPOIYKTA

COXTRAL

1. TEProBCcKO MME Ha JIeKapCTBEHUSA NPOAYKT

COXTRAL

2. KonuyecTBeH M KaUeCTBEH ChLCTaB

JlekapcreeHo BemectTeo: Nimesulide 100 mg B esHa TabneTka.

3. llekapcTBeHa thopma

TabneTtkn,
BrHuted sud:

CBeTrno Xol1Th, Kpbri, BMKoHBEKCHU Tabnetky, ¢ “CX" wamMrosaHo oT egHaTta cipaHa.

4. KnuamyHy HaHHm

4.1. NokaszaHusa

Jlevehne Ha ocTpa Gonka.
CuvmnTomaTyHO NeveHne Ha 6onesHeH OCTe0apTpuT.

MbpBUyHa gucMeHopes.

4.2. fo3npoBKa U HayuH ha ynotTpeba

Coxtral Tpsbea fa ce Uanosi3Ba Bb3MOXKHO Hal-KpatKo, B CbOTBETCTBUE C MBNCKBAHUATA
Ha KNMWHWUYHaTa cUTyauus.

BrapacTHu:

BtspacthHy v geua Hag 12 roawHn npuemat no 1 tabnetka Coxiral cyrpuH (100 mg
nimesulide) n Beuep, cnepg xpaneHe (oHesBHata posa e 200 mg nimesulide).
MpopbriknTenHocTTa Ha JeyeHweTo obukHoBeHO € 3 — 7 AHM (Héﬁ-MHoro 15 AHW).
MpoawmkutenHa ynotpeba e BL3MOXHA Mpu fiedeHue Ha apTposa. [lpoeegeHo e

KOHTPpOnRpaHo KnMHWUYHO Npoy4ysaHe B MHTEPBan ot 6 meceua.

4.3).




Mnanexwm (o7 12 A0 18 roguHn): Bb3 oCHOBA Ha KMHETUMHUAT RNPOdU Npy Bh3pacTHU U

hapMmaKkonHaMUUHUTE XapakTepucTyku Ha nimesulide, He e HeoBXxogwmo KopuripaHe Ha
BO3MpoBKaTa Npy Te3N NaLneHT!.

MNauveniy ¢ yBpepeHa ObbpeyHa dyHkumsa: He e neoGxonumo npucnocobseaHe Ha

A03aTa Npy NaUMeHTV C NIEKo A0 YMEpeHo yspexaaHe Ha 6ubpeuute (KpeaTuHUHOB KNMPBHC
30-80 ml/min), poxato B cnydyait Ha Texka ObbpeyHa HepocTaTbYHOCT nimesulide e
APOTMBOMNOKAa3aH (KpeaTuHUHOB KnKpsHE nog 30 mi/min) (Bmx 1. 4.3. 1 5.2.).

MaunenT ¢ yepefieHa dJepHoapobHa dyHkumA: Nimesulide e npoTueBonokasaH npw

nauveHT ¢ yspeneHa yepHogpobha dyHkums (BwK T.5.2.).

4.3. MpoTUEONOKa3zaHus

WssectHa cBPBLXUYBCTBMTENHOCT KbM nimesulide wayM KbM Hsikoe OT MOMOLYHKTE
BellecTsa.

Peakuvn Ha CBpBbXYyBCTBUTENHOCT B aHamHesata (Hanp. OpOHXOCMas®bM, PUHUT,
YPTUKapus) CBbpP3aHK C aueTWICaNMUWIORA KMCENMHA WM ApyrM  HecTepouaHu
npoTueoBb3nanurentu cpeactea (HCMBC).

XenaTtoTokcyuHy peakuyi keM nimesulide B aHamHesara.

AKTMBHa cTOMallHa WnM  AyofeHanHa s3Ba, MOBTOPHO  yruepupade  Whn
FacTPOMHTECTUHANHO KbpBeHe B aHaMHesaTta, MHCYNT unu Apyro akTusHo KpLBOTEYSHWE Nk
HapyLieHve.,

Texko HapylueHre B KoarynaunsaTa Ha KpbeTa.

Texxa cbpieYHa HEQOCTATBYHOCT.

Texko 610peyHo yBpeXaaHe.

YepHogpobHo yBpeXaaHe.

Heua nop 12 rogvHnA.

TpeTu TPUMECTHP OT BpeMeHHOCTTa 1 MO Bpeme Ha KbpMeHe (BWK T. 4.6 n 5.3.).

4.4. CheumanHy NpoTUBOMNOKa3aHUS U cNeLManiy npeaynpexXacHns 3a ynorpeda

PuckbT oT HexenaHn peakUuumn mMoxe fa O6bge Hamaned kato nimesulide ce npunara
BbH3MONHO Hail-kpaTko BpemMe.

INeveHneTo TpAbBa Aa Gbie MPEKbCHATO, aKo HAMa BUAMMO nogobpernne.

Psipko ca poknafBakn cepMO3HK YepHOZpobHM peakuuu, csbpsa' asulide,
Qi@b‘?
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yMopa, NOTEMHABaHE Ha YpuHATA) UNK TakvBa, NPy KOUTO PE3YNTaTiTe oOT YepHogpobHuTe
TECTOBE Ca M3BBH HopmanHute rpaHvuy. [lpy tesn naumedTn He TpsaGea NOBTOPHO Ja ce
onuTea npunaraHe Ha nimesulide. Joknaasano e yBpexgaHe Ha YepHus gpob, B NoBevyeTo
cnyyau obpatumo, AopY cnep KPaTKoTPatHO MPUNOXEHNE Ha JIEKApCTBEHOTO BELLECTEO.

TpsbBa ga ce nabarsa eqHORPEMEHHOTO MpunaraHe Ha nimesulide M XenaToTOKCW4HK
NeKapcTBEHKU NPOAYKTY, KaKTo W 3noynotpebarta ¢ ankoxon no BpeMe Ha JIeueHueTo, Thbil
KaTo € BE3MOXHO NOBULIABAHE Ha pucka oT YepHOOPoGHN YRpEXRaHUA.

MauuenTnTe TpRbBa Aa 6BLAAT NOCLBETBAHW fa Ce Bb3bPKaT oT ynotpebaTa Ha apyru
aHanreTMuy no BpemMe Ha neuveHmeTo ¢ nimesulide. He ce npenopb4Ba egHoBpeMeHHaTa
ynoTpeba Ha pasnu4Hn HeCTepONaHN NPOTUBOBL3NanuTenku cpeactea (HCTBC).

BbamoxHo € fa ce MosBU racTpOVHTECTUHANHO KbpBeHe unn ynuepauusi/nepgopauvs
no speme Ha siedeHneTo, ¢ uv Ges npenynpeavTenH CUMITTOMK UMY FacTPONHTECTUHANHKA
npobriemn B MmuHarnorto. MNpunaraHeto Ha nimesulide Tpabea ga 6bge npekpareHo npW
rosiBata Ha racTpouHTeCTVHanHo KopeeHe v ynuepauus. Nimesulide Tpsabea fa ce
npurara BHUMAaTENHO Mpu NadMeHTW € racTPoOUHTECTUHANHW HapylleHWs, BRITIOMUTENHO
HENTUMHA A3Ba, racCTPOMHTECTMHAaNHa Xemoparna B aHaMHesata, YNUeposeH KONUT WAK
Bonect Ha Crohn.

Fpn naumenT ¢ ObOpeuHn unu cepgaeyryn 3abonsealna € HeoBXoAUMO BHUMEHWE T
KaTo nevyeHneTo ¢ nimesulide Moxe ga npeagusBrKka BrowasaHe Ha 6w0peyHaTa dyHkuus. B
TO3U criy4ail neveHneTo TpAGAa Aa ce NpeKbeHe (BUX CbLO T. 4.5.).

MauvenTnTe B HanpegHana BBL3PACT ¢a OCOGEHO YYBCTBUTENIHW KbM HeEXenaHuTe
peakuum Ha HCIIBC, BKMIOYMTENHO racTPOMHTECTUHANHA Xemoparua un nepdopalus,
BrioweHa 6ubpeuHa, cbpgeuHa n depHoppobHa cyHkumK. Tlopagw ToBa ce npenopLYsa
CLOTBETHO KNUHWYHO HabniogeHve,

Tt KaTto nimesulide moxe na noenusie TpombouuTHaTa hyHKUWA, To TpsiGBa Aa ce
M3MOJSI3Ba ¢ BHUMAaHWE NPY NaUVEHTU ¢ XemoparnvHa guaresa (BWK ckiyo 7. 4.3.). Obaue,
nimesulide He e 3amecTuTen Ha aueTUnCanNUUMNOBAaTa KUCENMHa NPW KapAwnosackynapHa
npodunaKkTrka.

HCIBC morat ga mackupaT npusHauute (TemnepaTypa), Ab/mKawm ce Ha ckputa
BaxkTepuania uHdeKkUs.

Ynotpebatra Ha nimesulide moxe ga yBpegn hepTunHOCTTa NpU KEHWTE U He ce

npernopbysa NPy KEHW, KOWTO ce onuTBaT gda 3abpemeHear. [IpW KeHW, KOUTO uMat




4.5. llekapCTEBEHU M ApYIY B3auMOAelcTEus

QapmarkoduHaMuvry ezaumodelicmaus

Mpyv  nauvent, npvemaly BapdapvH WM JPYMM  aHTUKOArynaHth  unu
aueTuncanuuunosa KucernuHa ce yBenuyaBa pucka OT KbpBEHE KOraTo ce NekyBar ¢
nimesulide. Mopagy ToBa Tasu koMbuHaLMA He ce npenopbyBa (BWK Cblio T. 44.) 1 e
NpoOTUBONOKa3aHa MpY NaLMeHTU C TeXKW HapylleHwus Ha Koarynauwusita Ha KpbBTa (BUX
cuitio T. 4.3.). Axko Tasnm komOMHaums He Moxe ga Obge u3bsrHara, OelCTBUETO Ha
aHTuKoarynadTa Tpsdea a Obae cnegeHo BHUMATENHO.

QapmakoduHamuyHU/hapMakoKuHemuyHU ezaumodelicmeusi ¢ Suypemuuy

MNpwn sgpaBu cybektut nimesulide noHwxapa NpexopHo edexTa Ha dyposemui BHLPXY
. EKCKpeLATa Ha HaTpuid v B No-Manka cTeneH BbPXY eKCKpeuwusiTa Ha Kanuili U Hamansea
AVYPETUUHOTO MYy felcTBne.

EnHoBpemeHHOTO npunaraHe Ha nimesulide W dyposemup Npegussvkea NOHWKaBaHe
(oxonio 20%) Ha AUC u HapacTBalo oTaensHe Ha dyposemug, 6e3 fa ce NoBNWsABA HEroBUs
61u6peyen knNMpLHE.

EnHoBpemerHaTta ynotpeba Ha nimesulide u cypozemug MsUCKBA BHUMaHWe MpW
HYBCTBUTEIHU CbPAEUHO- 1 6B6PeyHO00THY NaLMeHTI, KaKTo € ONnUcaHo B T. 4.4,

DapmMaKokuremuyHy ezaumodelicmeuss ¢ Opyau nexapcmaeHu npodykmu

HecTeponghute npoTMBOBL3NANWUTENHN cpeaciea 3aBaBaT KNMPbHCA Ha NUTUS, B
pesynTar ce NoBMLLABET NAR3MEHUTE HMBa W TOKCMYHOCTTa Ha nuTvs, Axo nimesulide ce
npeanucea Ha nauueHTw, nNpuemalln NUTWA, HUBaTa Ha NUTKNS TpsbBa fAa ce KoHTponwvpart
BHUMATENHO.,

MoTeHuwanHy apMaKoKMHETUYHM B3aumonelcTeus ¢ rmubeHKknaMug, TeounvH,
BapdapyH, OWroKCUH, LMMETUANKE 1M aHTaumuan (Takmea Kato KoMOWHaLumMs Ha anyMuHUEB W
MarHeaneB Xxvapookuc) ca Habmogasany in vivo. He ca HabniofgaBaHn KNMHUYHO 3Ha4YMMK
B33UMOOENCTBUA.

Nimesulide urxndupa CYP2C9. MNnasmeHnTe KOHLIEHTPaLMKW Ha NekapCTBEHU NPORYKTY,
KOUTO ca cybcTpat 3a TO3M €H3WM, MOraT ga ce MnoBular Korato ce npvnarat
efHoBpeMeHHo ¢ nimesulide.

Heobxopumo e BHUMaHue ako nimesulide ce npunara no-manko ot 24 yaca npean ninw
crie nevexHye ¢ METOTPEKCAT, 3allloTO CEPYMHOTO HMBO Ha MeETOTpekcaTa MOXe Ja ce

NOBWILIW W TaKa Aa ce NOBULUX 1 TOKCUYHOCTTa MY.

MHxubutopute Ha cuHTE3a Ha npocrarnaHfavHn, kato nimesulide,
HehpOTOKCMYHOCTTa HAa UVKNOCMOPUHWTE TNOPaAM TAXHOTO BNWMSIHWE

NpoCTarNaHanH«.



BrusHue na Apyeu nekapcmeeHU nipodykmu ebpxy nimesulide

in vitro nacnenBaHys ca nokasanu namecTBaHe Ha nimesulide OT MecTaTa Ha CBLp3BaHe
oT Tonbyramug, canuuwrioBa kucesivHa M valproic acid. HesasucMmo OT Bb3MOXHOTO
BIUSHUE BBLPXY NNasMeHWTE HWBAa, Te3W B3aMMOKEHCTBMA He ¢a nokasank KivHudHa

SHa4YNMOCT.

4.6. BpeMEHHOCT U KbpMeEHe

BpemenHoct
Ynotpebata Ha nimesulide e npoTuBOMNOKa3aHa Mpe3 TPETMSA TPUMECTBR OT

OpemeHHocTTa (BMXK T. 4.3.).

Mopobro Ha ppyrute HCMBC nimesulide He ce npenopweYBa NpU XEHK, KOWTO CE CNUTBaT
Aa sabpemenesT (BWK T. 4.4.).

Couio kakto ppyrute HCIMBC, 3a kouTO € WM3BECTHO, e WHXUOMpaT CcuUHTe3a Ha
npocrarnaqayHy, nimesulide mMoxe Aa npeaussyKa NpeiBapuTENHO 3ateapAHe Ha ductus
arteriosus, nynvoHapHa xunepTeHaus, onurypus, oligoamnios v noBuUtleH pUCK OT KbpBeHe,
rieHMBa Matka U nepudpepeH otok. HabniogaBahu ca usonupaHu cnydau Ha GnOpeuda
HEeQOCTaTLYHOCT FipY HOBOPOZSHW OT Maliki, KOUTO ca npueManu nimesulide B HanpeaHana
OpemeHHOCT.

WscriensaHus npm 32Uy ca NoKasany atunmyHa perpoayKTveHa Tokeu4HocT (8ik 7.5.3.)
M HAMa HocTaTbMHO AaHHM 32 W3MONi3BaHETO Ha CbAbPXKalu nimesulide nekapcreehn
npoaykiu npu 6pemerHm xeHn. NMopagy ToRa NOTEHUMARHUAT PUCK NPU Xopa € HEeN3BEeCTEH U
NPeAnucBaHeTO Ha NeKapCTBEeHWAT MPOBYKT Mpe3 [bpBuWTe pfJBa TpumecTbpa Ha
6pemeHHOCTTa He Ce NMpenopLYea.

KtpmeHe

He e wuseecyHo panu nimesulide npemuHaea B MailyuHoTo Mnsiko. Nimesulide e

NpoTUBONOKa3aH B NEPMoAa Ha KbpMmeHe (BWK T. 4.3. 1 5.3.).

4.7. Echektu BLpXY criocoBHOCTTa 32 wodupaHe U padoTa ¢ MalinHK

Hsama uscnenpauua Ha BNUSHUETO Ha nimesulide BbPXy cnocobHocTTa 3a Wodupake un
pabota ¢ MatmHK. Ho, nauneHT, Npy KOUTO cneg npueMaHe Ha nimesulide ce HabniofasaT
BUEHE Ha CBAT, 3aMasHOCT WIiKM CLHNMBOCT TPAGBa 4a ce Bb3AbLpXKAaT OT LiodupaHe WK

paboTa ¢ MaluHu.




4.8. HexxenaHM nexkapcTBEeHW DeaKLinm

Bba ocHOBa Ha KOHTPORMPaHN KNMHNYHY nacnegeanua (npubnuautento 7 800 nauneHTh)

W NOCT MapKeTUHroBU npoyyBaHuAa ca Haﬁmo.anaHu criegBlnUTE HeXenahW rneKapCTseHU

peakyuKn, KOUTO MOTatT Aa ce Knacuuumupar B 3aBUCUMOCT OT 4JecToTara Ha TAXHOTO

fposBsaBaHe, YCHAOBHO Taka: MHOro vyecth (> 1/10), yectu (> 1/100 < 1/10), nevecrn (> 1/1000

< 1/100}, pegku (> 1/10000 < 1/1000), mHoro pegku (< 1/10000}, BKMIOYATENHO U N3ONKPaHK

cnyyan.

Kpre

Pegkun

AHemus*, eosuHodpunng*

MHoro pegku

TpombBoLmTOoneHUs!, RaHLUTONEHNS,
nyprniypa

XPaHOCMUNAMeTHU HapyWeHUs

WmynHa cucmema Pegku CBpBbX4YBCTEATENTHOCT*
MHoro peakun | AHachunakcus
Memabornuasm u Pepxn Aunepkanemunsi*

TTcuxuyHU Hapyulerus

Penku

[MoTueHaTocT*, HepsHOCT*, KoWwMapu*

HepesHa cucmema

HeuecTti

3amasHocT*

MHoro pefxu

Masobonue, CLHMMBOCT,
eHuedanonaTus (CURLpom Ha Peil)

Ouu Peaku 3ambriieHo 3peHne*®
MHoro pefixu | 3puresiin HapylueHus
Cnyx u yuu Muoro pepikn | Bepturo
Crpue Pepkun Taxukapans®
Cndosu HapyuierUst Hevectn XuniepTeHsus*
Penku Xemoparus*, HecTabUnHo KpbBHO
HanaraHe*, ropely sbnHu*
Huxamenna cucmema Heyectn OucnHes*

MHoro pegku

AcTma, OpoHXocnazbMm

FacmpouxsmecmuHanen mpakim

Uectin

Duapus*, rageHe*, nospbliaHe*

HeuecTit

Konctunaums®, meteopusbM®, raciput*

Muoro pegku

KopemHa Gornika, AWCHENCUS, CTOMATWT,
MeneHa, FaCTpOUHTECTUHAIHO KbpBeEHE,

AyoseHanHa fa3Ba U nepdopalind,
cTOMaLlHa s38a U nepdopauust
Yepen dpoy u xiibyKa (ewx 4.4. | MHoro peaku | Xenatur, CKOpOTEYEH XenaTut
CreyuanHu npomueoiokasaHus (BrriounTEINHO CMBPHN cny4yau),
U crieyuantu npedynpexoertis XBTEHWUa, X0necTasa
npu ynompeba)
Koxa u nodkoxHU mbKaHu Heuectu Mpypuryc*, 0obpunB*, 3acuneHo
nsroTnBaHe*
Pepku Eputema*, gepmatunt®
Mroro pegkv | YpTuKapysi, aHrMoHeBpoTUiHa efiema,

oToK Ha nuueTto, erythema multiforme,
cuHgpom Ha Stevens-Johnson, TOKCUYHa
enuaepmManta Hekponusa

Evbpeyu

Pepakn

MHoro pengmn

BrbpeuHa Hefo
WHTEpCTALIMANE

Lesypusi¥, xe:\ﬂarry%a';m&He Ha
ypuha* Jm\\‘:‘,%”o,,
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e
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Oobuwy ) Hesectn OToK*
Pegru Hepasznonoxexue*, cnaboct*
Muoro pegku | Xunotepmns
llabopamopru uscnedeatius Yectu MNosuiuasahe Ha YepHOAPOOHUTE
eHaumm*

* yecToTara e onpegesieHa AP KIMHUYHK M3cneaBaHnus

4.9. lNpepo3upale

CumntoMmute npu octpo npefiosmpanHe Ha HCMBC ofukHOBEHO ca orpaHyyeHn f[o
netaprus, CbHNMUBOCT, rageHe, noppuulaHe U Gonka B enuractpyuyma, KOMTO B TIOBEYETO
criyqau ca ofpatumu. Bb3MoxHa € nosABaTa Ha racTpoMHTECTUMHaNHO KbpseHe. Pagko e
BE3MOXHa NOosBaTa Ha XunepTeHsus, ocTpa GubpeyHa HEOOCTaTLYHOCT, NOTUCKAHE Ha
AVIUGHETO 1 Koma. AHaunakrovgHy peakuuM ca J[oKAafBadHy py  npuemaHe Ha
TepanesTu4HK 4o3n HCHBC n e BE3MOXHO Aa ce NpoABAT Npy Npeaosupaxe.

B chyualt Ha npepgosupaHe Ha HCMBC Ha nauveHtiTe TpaAbBa fAa  MpUnoxu
CUMNTOMaTUYHO U NogobpXallo nedyenve. Hama crneuyguueH aHTugot. Hama aasHn
OTHOCHO OTAEenaHeTo Ha nimesulide upes xeMonmanusa, HO Nped BWI BUCOKaTa CTENEH Ha
CBbp3BaHe ¢ nnasmenute nipotemHn (no 97,5%), manko BeposiTHO e phanusaTa fa €
ethektuBHa npu npegosuvpade. lMoepbluaHe wunu aktveed BurneH (60 go 100g mpw
BL3pacTHi) WWNM OCMOTMMHO OMMCTBaHE Morar Aa ce npunoxar fo 4 vaca cneg
NPegosnpaHeTo Ukt cneg nosearta Ha cuMnTomuTe. MNpuHyauTenHa guypesa, ankanusupaxe
Ha YypuHaTa, xemoguvanusa wrn Xemoniepdysus BepoATHO HAMa ga nomorHat nopagv
BWCOKaTa cTeneH Ha cBbp3BaHe ¢ npoTueHuTe, TpabeBa fAa ce criedat (yHKUWIWTEe Ha

ovbpeuurte u yepHus apob.

5. @apMakoJIorMyH CBOMCTBA

5.1. dapMakoguHaMWiHY CBOMACTEA

PapmaKoTepaneBTUYHa Ipyna;

HectepongHo npoTUBOBL3NANWUTENHO CPEACTBO C aHANMETUYHK W aHTUMNMPETUYHW
CBOIiCTRA.
ATC kon: MOT1AX17

MexaHn3atsM Ha NeicTBue:

Nimesulide e HecTepouBHO MNPOTUBOBBLINANUTENHO CPEACTBO C aHANreTUYHKU WU

CUHTE3 Ha eH3nMa LIKIIo-OKCUIeHasa.




5.2, dapMakoOKMHETUYHU CBOMUCTRA

Nimesulide ce abcopbupa pobpe crnen nmepoparnien npuvem. Cnep npunaraHe Ha
eguHMyHa fAosa ot 100 mg npu Bb3pactHW JocTUra MakeymanHa MnasMeHa
koHUeHTpauus ot 3-4 mg/l cpen 2-3 vaca. AUC e 20-35 mg/h. Hama craTucrudecku
3Ha4YMMUN pasnnunsa MeXIY TesK CTOMHOCTH K CTOMHOCTUTE NONYyYeHW crieq npunaraHe Ha
100 mg nimesulide gBa nT AHEBHO B NPOABLIDKEHUE Ha 7 GHW.

[lo 87,5% ce cBbp38a C NAa3MEHNTE MPOTENHN,

Nimesulide ce meTabonmsupa rmaeHo B YepHuA Apob, cnepsaiikv pasniuyHy NbTULla,
BrritouBaiu yutoxpom P450 (CYP) 2C9 usoeHsnmi. 3atoBa ChllecTBYBa noTeHUnanHa
BBL3MOXHOCT 3a B3auMOAESNCTBME C ApYrY, eOHOBPEeMEHHO fpunaraHy reKapcTBEeHU
npoAaykTy, kouto ce Metabonuaupar upesz CYP2C9 (B T. 4.5.). Masnuat metabonur e
napa-XxuapoKkcu AepuBaT, KOWTO CblUo e dhapmakonorMyHo akrueeH. BpemeTo npenwu
nosiBata Ha To3n MeTabonuT B KpbBooOpawenneto € kpatko (okomo 0,8 Yaca), HO
HETOBaTa KOHCTaHTa Ha obpasyBaHe He € BUCOKA M € 3HaYUTenHo no-Hucka oT
abcopbumoHHatTa KoHcTaHTa Ha hnimesulide. XuApOKCUHUME3IYNWL € eQUHCTBEHUST
MeTabornmT oTKPUT B NaamaTa U TOl e [OYTU HambnHO CBbp3aH. Tz e mexay 3,2 1 6
yaca.

Nimesulide ce otgens rnasHo ¢ ypuHaTta (npubnusutendo 50% oT npueTtarta [osa).
Camo 1-3% ce orgensT B HenpomeHeH BUA. XWAPOKCUHUMESYnuf, OCHOBHUAT
MeTabonuTt, e OTKPUT CamMo KaTo rniKypoHat. [pubnusntento 29% o1 npueTtata fosa ce
oTAenAarT cnep metabonusupare ypes cekanuure.

Mpu nauveHTU B HarnpegHana Bb3pacT KMHETUHHWAT npodun Ha nimesulide He ce
MpOMeHs cref, YAapHO U MHOTOKpaTHO NpurioKeHue.

B ycrioBusita Ha OCTPU eKcnepyMeHTanHu Npoy4saHvs, NpoBefeHy Ha nauueHTu c
neKu Jo ymepeHy yBpexaaHus Ha Ovbpeunnte dyHKUMM (KpeaTuHnHoB KriupbHC 30-80
mi/min), He ca ycTaHOBEHM MO-BUCOKM MakCUMariHu NnasMeHu Huea Ha nimesulide n
HEroBMSA OCHOBEH MEeTabOonMUT OTKONKOTO hpu 3gpaey AoBposonun. AUC v tizbeta ca
50% no-BuCOKW, HO BUHAT Ca B rpaHUUMTE Ha KUHETUMHUTE CTOWHOCTW, MNORNYyYeHn ¢
nimesulide npu 3apaeu pobpoeonuw. MuorokpatHoTo MpwWnarade He BOAU [0
HaTpyrBsaHe.

Nimesulide e npoTtusonokasaH npyM nNaUMEHTM C 4epHOAPOGHW yBpexaaHua (BuX
T.4.3.)




5.3. MNpepknMHUYHWU ASHHK 33 06300acHOCT

lMpegrnuHuyHUTE  A2HHW, NONy4YeHM npu  CTaHAapTHW  [poyuysaHus  Ha
dapmakonorniHa 6e3onacHOCT, TOKCUYHOCT FpW MHOroKpateH npueM, reHOTOKCHMYHOCT U
KaHLleporeHeH noTeHlMan MoKasBaT OTCbCTBUE Ha PWCK 32 Xopara. | OKCUKONOTUYHWTE
uscrieAsaHna Mpu MHOOKpaTeH npuem Ha nimesulide nokassar FacTpoMHTECTUHAaNHA,
peHanHa n XenaTo-TOKCUMHOCT. TOKCWMKONOMMYHW M3crepBaHuda, B [03W HETOKCWMHWU 3a
MaiikaTa, BLPXY PenpoayKTMBHOCTTAa Ha 3aliLl ¢a fnokasany eMOpMOTOKCUYHN 1 TepaToreHH!
Bb3feficTBUsA (CKeNeTHX MandopmaiLuy, annarauua Ha uepebpanunute BEHTPUKYNN), 40KaTO
npY nAbxoBe TakMBa He ca HabniogaeaHw. [pu nnbxoBe e HabnwjaBaHa noBUlLEHRA
CMBPTHOCT B FOTOMCTBOTO B paHHWsi NocTHaraneH nepuog w nimesulide wma

HebnaronpyaTHO BNNsIHNE BHPXY epTURHOCTTA.

6. QapMaleBTUYHU AaHHN

6.1. CnNUCHLK Ha NOMOWHUTE BEIECTER U TEXHUTE KOJIKYECTBA

IoMoLLHN BELLECTRA Konnyecteo
Lactose monohydrate 158.70 mg
Cellulose microcrystalline 100.00 mg
Sodium starch glycolate (type A) 35.00 mg
Hydroxypropylcellulose 0.80 mg
Docusate sodium 1.50 mg
Magnesium stearaie 4.00 mg

6.2. DU3UKO-XUMHMYHY HECHLEMECTUMOCTH

He ca yctaHoBeHW.

6.3. Cpok Ha rogHoCT

3 rognHn

6.4. Cnenuranyu ycroBmsi Ha cbXpaHeHue

Toan nexapcTBeH NPOAYKT He USMCKBA CMELNAaniW YCIOBUS HA CbXpaHeHue.

6.5. laHHW 3a onakoBKaTa
6, 10 vnn 30 Tabnetknm — Gnuctep ot Osno, HenpospadyHo PVC/PVDC/AI donuo,

VIHCbOpMaLMFi 3a NauveHTta, KapToHeHa KyTina.




100 TabneTkn — OaAna, HenpospadeHa Oytunka ot HDPE, 6sna, HenpospadeHa
kanayka Ha BuHT oT PE c 6esuserHa ocuryputenHa rpuBHa ot PE, uHthopmaums 3a
nalueHTa, KapToHeHa KyTus.

100 rabnetku — kagnaBa cTokneHa ByTunka, 6sna, HEMpO3paYeHa Kanayvka Ha BUHT
of PE ¢ GesuseTHa ocuryputenHa rpueHa ot PE, nHdopMauus 3a naumeHTa, KapToHeHa
KyTUsI.

CbAabpxaHue Ha 1 onakoBKa:

6, 10, 30 unu 100 vabnetkn

6.6. MpenopbKM Npy ynoTpeba

3a nepopariya ynotpeba.

7. Wme v appec Ha npuTexaressa Ha paspeuleHMeTo 3a ynoTpeda

Zentiva a.s.

Prague, Czech Republic

8. PermcrpaumoHneH Ne B perucripa no un. 28 or 3NAXM
20060016

9. [Harta H2 NHPBO pa3peliaBaHe 3a ynoTpebda Ha _JieKapcTBeHUA TIPOAYKT

(nonHoBABaHE HA pa3pelieHUeTO)
17.01. 2006 .

[aTa Ha nocnefHa pepakuus Ha TekcTa: 0860407
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