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KPATKA XAPAKTEPHCTHKA HAFPORYEEA - . 10 0o oo oA TA

Kpamxa xapaKmepucmuxa Ha Rpoodyxkma - fpunoxenus 1

(G /) (4696, .84

HUME HA TEKAPCTBEHHA NIPOAYKT
Aymun tabnetkn (Aulin tablets)
Aynua rpanyni (Aulin granules)

QAOBNCHO! irrarrrersisrsslessrsrrssasenenssvaaransersn oy S s

KosauecTBeH H KAY€¢CTBEH ChCTAB
Beska tabnetka ceasprka 100 mg Nimesulide (Humesymin)
Besiko came cpappxka 100 mg Nimesuhide (HuMmezyaun)

3a moMOImHUTE BelnecTna, BuXx 6.1

JlekapcTBeHa popma
TabneTkn
[ panynm 3a nepopanna cycneH3nsg. Cl1aMeHO XXBATH I'PaHYNIH C BKYC Ha NOPTOKAJL.

Knuauynu 1aHHA

TepaneBTHYHH NOKA3aAHHUA

Jleuenue Ha ocTpa donka. (BHX T. 4.2 ).

CHMIITOMaTHYHO JIcUCHHE Ha Oone3HeH ocTeoapTpur (BHX T. 4.2 ).

[IspBUUHa AHCMEHOpES.

Pemmennero nma mnpennume Nimesulide TpsGsa 1a ce Oasmpa Ha OLGHKA Ha oOwmMA
MHIUBHAYAISH PHCK 3a nanuenTa (BUXK T. 4.3 u t.4.4),

Ho3HpoBKA H HAYMH HA NPUIQKEHHE

Munumannata edeKTHBHA J03a TPAOBa fa ce mpuiara 3a B3MOXHO HaH-KpaTbhbK Nepruoj OT
BpeMeE, B 3aBHCHMOCT OT KJIHHHUYHATA CUTYaIlUA.

MakcHMalIHaTa IpOILIDKHTENHOCT Ha JeuebHus kype ¢ Nimesulide ¢ 15 aum.

3a BB3DACTHH:
Nimesulide rpany;m nma tabnetku 100 mg cnexn aacHe.

[TanuenTd B HampeaHana BB3PAcT: MPH TAX HE € HeoOXOJHMO Ja C¢ HaMmalsgsa JHEBHATA
no3a (Bux 5.2).

Iena (mox 12 romumn): JlekapcTBeHuMTe UNPONYKTH, CBABpXKamM Nimesulide ca
NMPOTHBONOKA3AHH MIPH TE3H MAIMEHTH (BHXK CHIIO CEKIHA 4.3).

Muanexn (ot 12 1o 18 roguan): Ha GasaTa Ha KHHETHHHHA PO IPH BE3PaCTHHTE H HA
hapMakoJHHAMHYHHTE XapakTepucTukn Ha Nimesulide, He e HeoOXoAMMa MpOMAHA Ha
NO3HPOBKATa NP TE3H MalHEHTH.

[lanpentH c yBpeAena Ow6peuna ¢yHKuus: Ha Oasara Ha (apMakOKHHETHKaTa, HE €
HeoBXOIMMO MOHIDKEHHE HA JO3UPOBKATA NpH MAUHEHTH C JIEKO 10 cpefHo OnOpeuHo
yppexnane (kpeatmHuHoB KmpeHc 30-80 ml/min); noxaro JCKapCTBEHH IIPOMYKTH,
cpappxam  Nimesulide ca IpOTHBONOKa3aHM- aifi Ha Texxa OnOpeuna
HEIOCTATHYHOCT (KPEATHHHHOB KJIMPBHC < 3 5.2).

IEKapCTBEHH MPOAYKTH,
HTH ¢ 4epHoapobHa

[MauuenTH ¢ HapylieHa yYepHOIpoOHa (VH
cpiappxai  Nimesulide e NpoTHBOI
HEeI0CTATBYHOCT (BIK 5.2).
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IIpoTrnBONOKA3aHUA

[TarerTy ¢ UM3paseHa CBPBXUYCTBHTEIHOCT KbM Nimesulide HIH KbM HIKOH OT
EKCHUIIHEHTUTE HA JICKAPCTBEHUS IPOAYKT.

[lanpenTH ¢ aHAMHECTHYHH MJAaHHH 33 peakIHd Ha CBPBXYYBCTBHTEJHOCT (HAmp.
OpOHXOCHA3bM, PUHHMT, YPTHUKApHUA) KBM AUCTHICATUI[AIIOBA KHCEIHHA HIH KBM JpPYTH
HECTEPOUAHHU NPOTUBOBBIIANMUTEIHY JIEKAPCTBEHH HPOJKTH.

[TanuenTH ¢ aHaMHECTHYHH JIaHHH 34 XeNaTOTOKCHYHHU peakiui KM Nimesulide.
EnHOBpeMeHHO TIpMIOXKEHHE C JIPYTd NOTEHIMAIHO XEMAaTOTOKCHYHH JIEKapCTBCHH
BEILECTRA.

ANIKOXONMHU3BM, JIEKAPCTBEHA 3aBHCHMOCT,

AXTHBHA CTOMalllHA HIHM OyOJdcHAJIHA $3Ba, AHAMHECTHYHH JaHHH 34 NEpHOIHYHO
MOBTAPALNO ¢ 0Opa3yBaHe HA 13Ba HIH TaCTPOHHTECTHHAIHO KBPBEHE, 1IepeOpoBacKyIapHo
KBPBEHE HJIA APYTO aKTUBHO KHPBEHE UM HAPYIICHHUS CBBP3aHH C KEPBEHE.

[TalHeHTH ¢ TEXKH CMYIIEHHA B KPBBOCBCHPBAHETO.

[TanueHTR C TeXKA ChpASYHA HEAOCTATHYHOCT.

[TanuenTtn ¢ Texka 6p0OpeyHa HEAOCTATBYHOCT.

YeproapoOHa HeZOCTATHYHOCT.

[anienTH ¢ TeMneparypa H/Wid rpUIIONOACOHH CUMITTOMH.

Hena nox 12 roausm.

Tperus TpUMeCTHP Ha OPEMEHHOCTTA H IIPH KbpMeHe (BIK 4.6 H 5.3).

Cnenga/jnH npesynpexacHas H MePKH 32 Ge300acHOCT NPH YHOTPeba

HexenanuTe JeKapcTBEHH peaKIMH Morar Ja OBAaT HaMalleHH KaTo 32 KOHTPOIUpaHe Ha
CUMIITOMUTE ce€ yHoTpeOsBa BB3MOXKHO Haii-HucKara edeKTHBHA 032 33 BBIMOKHO Haii-
KpaThK CpOK OT BpeMe (BIXKTE T. 4.2. ¥ MO-ZOJIY IIOCOYCHHTE racTpO-HHTSCTHHAIMHH H
CBhPASYHO-CHI0OBH PHCKOBE).

Jleyennero Tpabpa na 6bAe peKpaTeHO, aKo He ce Habmoaasa NONOKHTEAECH eeKT.,

B penxu ciaydam e ycraHoBeHo, 4ye Nimesulide € cBBp3aH CBC CEPHO3HH X€NaTalHH
peakiH, BKIIOUHTETHO MHOTO peiKH ciaydad ¢ daTaneH H3Xo[ (BHX CHUIO CEKIHA 4.8).
[laumenTn, npM KOMTO ce HAaGMIOAAaBAT CHMIITOMH CBHOTBETCTBAIlM HA YEPHOAPOOHO
YBpEKIaHe 1o BpeMe Ha jeuecHHe ¢ Nimesulide (Hamp. aHOpeKCHs, rajeHe, NMOBpBIIAHE,
Oonku B KOopeMa, yMOpa, TbMHA YpHMHA) HIM IIpH IALKMCHTH, YHMTO TECTOBE HOKa3BaT
aHopManHa QyHKIHSA Ha YepHUL Apo0, Tpa0Ba Jia rpeKpataT Je4eHueTo. 1e3n nanueHT e
TtpaOBa 1a 6BJAT mojanarady OoTHOBO Ha jeueHHe ¢ Nimesulide. Cnex xpaTko npueMaHe Ha
JIEKapCTBOTO € YCTAHOBEHO YBPEXIaHe Ha YepHHA Apo0, B MOBEYETO CIy4an 0OpaTHMO.

[Io Bpeme Ha nevyeHue ¢ Nimesulide namuentnre Tpsbsa na OBAAT CHBETBAHH 2 Ce
BB3BPXKAT OT yoTpebara Ha APYrH aHaIreTUIH. EAHOBPEMEHHOTO JIpHeMaHe Ha pa3/IH4HH
HeCTEPOHIHH [IPOTHBOBL3NAIMTEIHH CPEICTBA HE CE NPENOPHYBa.

[Ipy moBHIIaBaHe Ha TeMIeparypaTa HW/HMIH TOsSBa Ha TPHIONOAOOHHM CHMIITOMH IIpH
naiuesT, npuemMaiy ¢ Nimesulide neuennero TpsAdBa Aa ce IPEKpaTH.

IacTpPOMHTECTHHAIHO KbpPBEHE HIIH A3Ba/Nepdopannsd MOTAT 1a C€ NOABAT BBB BCEKH
MOMEHT II0 BpEME Ha JICYEHUETO ¢ HIIH 0€3 IpeaynpeANTCART-CIMIITOMH HITH

aHAMHECTHYHH NAHHHU 33 TACTPOMHTHCTHHAIHE NpoGpeMuk AKO Ce
rACTPOMHTECTUHAIIHO KbPBEHE HIIH 53Ba, MpHEMaH gsﬁ" 1
npekpareHo. Nimesulide TpsibBa aa ce u3nosn3sa B
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raCTPOMHTECTHHAIHY CMYIICHUSA, BKIIOYBAINH JAaHHH 3a IICIITHYHA A3Ba,
racTpOMHTECTHHANEH KPBBOH3IUB, YLlepo3eH konuT v Oonect Ha Crohn.

[Tpy nanuesTH ¢ O6BOPEYHO WK CHPIETHO YBpEXKJaHe ce€ H3UCKBa 0COOCHO BHUMaHHE, Thil
KaTo B pe3yaTar Ha ymoTpebata Ha Nimesulide Moxke na ce HabmozaBa BioniaBaHe Ha
Ou0Opeunata pyukiuga. B cnyudaii Ha Broinapade nedueHUETO TPAOBa Ja OBIE IIPEYCTAHOBEHO
(BIOX CHILO CeKnus 4.5).

Heobxonumo € fa ce OCHIrypaT NOIXOoA4IN0 HAOMOACHHAE U ChBET 3a MallNeHTH ¢ aHaMHEe3a
33 XHICPTOHKS H/HITH JIEKa 10 YMEPEHa KOHT€CTHBHA CHpJIEYHa HEJOCTATHYHOCT, ThH KaTo
MMa ChOOIIEHHS 3a OTOLH H 3aJpbiKKa Ha Te9HOCTH, ¢cBbp3anu ¢ nedeHuero ¢ HCIIBC.
KIMHHYHE NpoydYBaHHA H €IHIEMHAOJIONHYHH JaHHH ITOKa3BaT, 4e yrorpedara Ha HAKOH
HCIIBC (oco6eHo BbB BHCOKH JO3H H IPH MPOABIKUTEHO NPHIIOKEHHE) MOXKe 12 OpAe
CBBp3aHa ¢ JI€KO MOBUIIEH PHCK OT apTepHaIHUA TPOMOOTHYHM CHOHTHA (HapHMED
MHOKapAeH HHPapKT UK HHCYIT). HiMa 10CTaTh4HO JaHHH, 32 Ja ¢€ M3KIIFOYH TaKbB PHCK
npu Nimesulide.

[lanmeHTH ¢ HEKOHTPOUpaHa XUIEPTOHUS, KOHT€CTUBHA ChPAEUYHA HEJOCTATEYHOCT,
YCTaHOBEHA HCXEMHUYHA 60JECT Ha ChPLETO, 3a60BaHe Ha nepuepHUTE apTepHHH H/HIH
MO3BUYHO-CBIOBA Oonect Tpabea ga ce nekysar ¢ Nimesulide camo caea BHUMaTeTHO
obmucngne. Takosa oOMucsaHe TpsaOBa Ja ce mpaBH Ipeay 3alouBaHe Ha JBITOCPOYHO
JICYEHHE HA NAIHEHTH ¢ PUCKOBH (GakTOpH 3a ChpACHHO-ChAOBH CHONTHS (HAID.
XHATIEPTOHHSA, XMNEPIHITHACMHIS, 3aXapeH AuabeT, TIOTIOHOIYIIEHE)

[TanpeATHTe B HanpelHaNa BB3PACT ¢a OCOOEHO MPEAPaA3HONOKECHH KBM HEXEIAHUTE
JICKAPCTBEHH PEaKIMH Ha HECTCPOMIHHUTE NMPOTHBOBBIMAMUTENHH CPEICTBA, BKIIOYBAINA
racTPOMHTECTHHAIHH KPBBOH3IMBH M TniepdopallH, yBpelcHa OBOpedHa, ChphaedyHa H
xenatanHa (G yHKIHE. 3aT0oBa ce IPenophiBa INOAX0ALIN0 KINHHIHO HaOMOoACHHE.

Toit kato Nimesulide Moxe na nosmusie Ha QYHKIUATA HA TpOoMOOLIMTUTE, TOH TpsAOBa Ha ce

H3MOJI3Ba BHHMATEIHO IIPH MAllHEHTH ¢ XeMOparudHa JHares3a, 3all0TC TOH BIHMSE BBHPXY
IEHHOCTTa Ha JIeBKONUTHTE (BHXK cbimo cexuua 4.3). Ho Nimesulide He € 3aMecTHTEN Ha

alICTHIICAIIHITIIIOBATA KUCCIIHHA B ChPACHHOCBAORBATA HpOli)HIIﬂKTHKEL

Kakto mpu Bcaxo HCIIBC HMa mOTEHIHAIEH PHCK OT HapyllleHa PenpOAYKTHBHA (YHKIH
IIPH >KEHH, KOUTO € ONMUTBAT Aa 3a4yeHaT. I|IpH KeHM, U3MUTBALH TPYAHOCTH IIPH 3a4€BaHe
MJIH IIOAJIOMEHH Ha M3cleBaHe 3a Gesmnnoue, ce mpemophusa NpeKhCcBaHe Ha ynoTpebara
Ha Nimesulide (Brk cexums 4.6).

JlekapceTBeHH M APYTH (pOpMH HA B3AHMOACHCTBHE

DPapmaxoQuUHAMUYHY 63AUMOOLUCNEUA

[TarmenTH TpeTHpanu ¢ BapPapuH, HIA DOXO0OHA AHTUKOAUYJIAHTH HIIKM alleTHJICAJIHIIWIIOBA
KUCENINHA, ca W3JI0KEHHM Ha MOBHIIEH PHCK OT YCIOXHEHHA ¢ KBpBEHE IIpH ynorpeba Ha
Nimesulide. 3atoBa Tasu komOuHAllMs He Ce IpemopbuBa (BUXK CBINO cexima 4.4.) u e
NPOTHBOMNOKA3aHa MPH MAIHEHTH C OCTPH CMYINEHHS B KPBbBOCBCHPBAHETO (BHIK CBHIIO
cexund 4.3). Axo koMOMHanuUATa He MOXKe Ja Obae n30erHara, aHTHKOaryJaiTHaTa JeHHOCT
TpaOBa ga Opae cneneHa oToénu30.

DapMaKOOUHAMUYHYU/ DAPMAKOKUHEMUYHY 83AUMOOCUCTNBUSR C OYVDE penyyy
[Ipu 3apapu ungusuau Nimesulide namanasa edekTa Ha F e %g
HaTpHi, ¥ B TO-MaJKa CTENEH, BBPXY OTACNAHETO HA gﬁﬂ M
eekr. ShE

OTACIMMHETO Ha
A JHYPCTHYHHA




B pesyiraT Ha eIHOBpeMHEHHOTO mpuemane Ha Nimesulide u Furosemide ce mabmonasa
gamansBsae (¢ oxono 20%) sa AUC, KakTo 1 40 KyMyJIaTHBHOTO OTAe/He Ha Furosemide,
Oe3 7a ce IoBNHUAe HErOBHA OBOpeUcH KIMPBHC.

EnnoppemenHara ymotpeba Ha Nimesulide u Furosemide HM3MCKBa BHMMaHHE IIpH

MALMEHTH, NpeApaspoliokKeHd KbM OBOpedHHd U ChpAeYHH CMYINCHHA, OIHCAHH B CEKIHA
4.4,

DapMAKOKUHEMUYHU 83AUMOOCUCMBUA C OPY2U NeKapCcmeaq.

VCTaHOBEHO €, e HECTEPOHIHHUTE [MPOTHBOBB3NMATHUTENHN CPEACTBA HAMATABAT OTACTIAHETO
Ha JIMTHi, B pE3yITaT Ha KOETO C€ IIOBUIABAT IIA3MEHUTE HHBA H TOKCHYHOCTTA Ha JINTHA.
Axo Nimesulide ce npeanume Ha NDAIHMEHT, NOMIOXKEH HA IJHTHEBA TCpallis,
KOHLIEHTPALHATA Ha TUTHS Tp4OBa PEAOBHO Ja ce 1MpocicasBa.

[Moreunuantaure ($apMaKOKAHETHIHH B3aMMOJCHCTBHA C rnubeHKNaMua, TEO(HIHH,
papbapyH, IUrOKCHMH, IMMETHAMH M AHTHAIHJIHE CpencTsa (Hamp. KOMOHHAIMS Ha
ATYMMHHEB ¢ MAarHe3ueB XHAPOKCHI) CBINO Ca H3CleJBaHH in vivo. He ca HabmopapaHH
HUKAKBH B3aUMONEHCTBYUA C KIIHHHYHO 3HAUYEHHE,

Nimesulide waxubupa CYP2C9. [InasMeHnTe KOHIEHTpalMyd Ha JICKapCcTBa, KOHTO Ca
cyOCcTpaTH Ha TO3M €H3MM, MOrar za ce yBelIM4aT IOpH €JHOBPEMCHHATa ynotpeda ¢
Nimesulide.

Tpa6Ba na 6bae 0OBPHATO CIIEI{HANTHO BHUMaHHe, ako Nimesulide e u3nmosBaH [o-Majko OT
24 yaca npeay MM Ciel JeYeHHe ¢ METOTpeKcaT, 3aloTo CEPYMHOTO HHBO HA METOTPEKCaT
MOXE Ja C€ yBEeIHYH, a CIeJOBATEIHO M TOKCHYHOCTTa Ha JICKApCTBOTO CBHINO MOKC Jia
HapacHe.

3apagn edexTa CH BBpXy ObOpedHHTe MNpOCTAIIAHAMHHM, HHXMOMTOpHTE Ha
MpOCTATNIaHMHOBaTa CHHTe3a Kato Nimesulide Morat fa yBenmH4aT HeppOTOKCHYHOCTTA Ha
IHKIOCTIOPHHHTE.

Brusnue na opyau nexapcmsa evpxy Nimesulide:

H3scneBaHHATa HH BUTPO NOKa3BaT M3MecTBaHe Ha Nimesulide ot MecTaTa Ha CBbp3BaHe OT
cTpaHa HA TONGYTAMHJ, CATMIIHIOBA KHMCEIMHA H BalnpoeBa KucenumHa. Ho BBIpEKH
BE3IMOXEH c¢(eKT BBpPXy IUIA3MEHHTe HHBA, TE3M B3aMMOACHCTBHS HE Ca C JIOKa3aHO
KIHHUYHO 3HAUCHHE.

4.6 DbpemMeHHOCT B KbpMeEHe

Vioorpebata ua Nimesulide e mnpoTHBOIOKa3aHa Mpe3 TPETOTO TPHMECEHHE HA
OpemenHOCcTTa (BHXK 4.3).

[TopoOHO Ha octananute HCIIBC, Aynun He 6uBa Ia ce MpHeMa OT KCHH, OITHTBAILM €€ Ja
3aGpemMeHear (Bux. 4.4).

[Tono6HO Ha OCTAHAMUTE HECTEPOHIHH NPOTUBOBB3MAJMTEIHH CpPEICTBA, 334 KOHTO €
YCTAHOBEHO, 4 NOATHCKAT CHHTE3a Ha MpocTarmanjuH, Nimesulide Moxe na NpHIHHH
OpeXIEeBPEMEHHO 3aTBapAHe Ha apTepaiHuA NPOToK, 6enoapodHa XANepTeH3H, Oy pu4,
OJINT0AMHUO3a, YBEIHYEH PHCK OT KBpBEHe, CMabocT Ha MATOYHHTE KOHTPakIHH, H
nepudepeH OTOK. YCTaHOBEHHM ca OTIESIHH Clly4an Ha OBOpeUYHa HEAOCTATBHYHOCT TIPH
HOBOPOACHHU, YHKTO MaHKH ca B3uMany Nimesulide kuM KpaikH

HscmenpanpsTa Ha 3alilii IOKa3BaT aTHIHUYHA pe
5.3), HO HAMa Ha pa3MQJIOKEHUE NOCTAaTBUHO X
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NPOAYKTH, chAbpXKalM Nimesulide, oT OpeMeHHH keHH. Taka 4e NMOTCHUHAIHHAT PHCK 3a
X0pa He € YCTAaHOBEH C TOYHOCT, 3aTOBA HE C€ MPEenopbhyBa NPEANMACEAHETO Ha JEKAPCTBOTO
npes NBEPBUTE JIBE TPUMECEYH Ha OpeMeHHOCTTA.

KbpmMmene:
Hava panam pgamn Nimesulide ce otraens B MaidgHOTO MIsIKO. Nimesulide e

[IPOTUBOITAKA34H IIPH KbpMEHe (BHX cexunu 4.3 u 5.3).

Biimaune BbPXy cnocodHocTTa 32 modupane u patoTaTa ¢ MallHHH

He ca npoBeneHu uscnenBaHua oTHOCHO edekta Ha Nimesulide Bupxy cnocobHocTTa 32
Iogupane 1 pabora ¢ ManuHH. Ho naijieHTH, pH KOKUTO ¢e HaOMI0jaBa 3aMasHOCT, BUEHE
Ha CBAT HIH CBHIHBOCT ciex ynorpebara Ha Nimesulide tpabBa na ce BB3ABPXKAT OT
mogupade 1 padora ¢ MallTHHH.

Hexenann JeKApCTBEHH peaKmHH

KiuHHYHK NpoydYBaHMA M €MHAEMHONOTHYHM JaHHM TIOKA3Bar, Y€ YIoTpebaTa Ha HAKOH
HCIIBC (ocobeHo BBB BHCOKHM L03H M IpPH IPOJBIDKMTENHO NPHIOKEHHE) MOXE Ja ce
CBBDXKE C JIEKO MOBHIIEH pPHCK OT apTEPHAIHH TPOMOOTHYHH CHOMTHA (HApHUMeEp
MHOKapACH HHDAPKTHIN HHCYIT) (BHXKTE T. 4.4.).

MMa cnoOmeHUA 3a OTOLH, XMOEPTOHHSA H ChpAeuHa HEROCTATBHYHOCT, CBBP3aHH C
yriorpedatanaHCIIBC.

Hacrosimus cHHCBK € HeXeNaHW JIEKapCTBEHHM peaknuu ce 0Oasdpa Ha JAHHH OT
KOHTPOTHPAHU KIIHMHHYHH NpoyuBaHua™* (npubimsutenno Ha 7800 manueHTH), KaKTO H OT
IMOCT-MapKETHHTOBO MPOYYBAHE, KHACTO IONYYCHHUTE PE3YJTAaTH ca KIaCH(PHIMpaHH IO
CneAHUA HAYMH:




MHOI0 yecTd (>1/10); yectu (>1/100, | Penxu Anemusa*
<1/10), veuectn (>1/1,000, <1/100); EozurodHms*
peaxu (>1/10,000, <1/1,000): MHOorO | MHoro peakn | TpoMGOIHTONEHAA
peaku__ (<1/10,000), BKIIOYHTEIHO [lannETONEHUA
H301MpPaHu ciay4qau. Kpvenu Ilypniypa
CMYU{ERUA
Cmywenun 6 umynnama cucmema | Peaxu CBpbX4yBCTBHTEIHOCT™
MHoro penku | AHapHIAKCHS
Cmywmenua ¢ memaboauima u | Paaxo Xunepkamiemus*
XpaneHemo
Hcuxuvecku cmywenua Penku besnokoiicTeo*
HN3HepBeHoOCT™
Kowmapu™
Cmywienus 6 Hepsnama cucmema Heuvectn 3amasHOCT™
Mmuoro peaxu | ['maBobonue
bezcbHME
Ennedanonarna (CanapoM  Ha
Rey)
3pumennu cMyuenua Peku 3aMBIJIEHO 3peHHe™
Muoro peaku | Hapymeno 3peHue
Crywienun 6 cayxa u aabupunma | Muoro penky | BHeHe Ha CBAT
Copoeunu cmyuienus Penxu Taxuxapaua™
Cvooeu cmyuienun HevecTH XHunepreH3ug™
Penxu Kpseouzmip*
Hectabnmsocr  Ha KPBBHOTO
Hanarane*
I'operny BBJIHH®
Pecnupamopnu cmyuienun HeuecTH TucnHes™
Msoro peaxu | ActMma
bpoHX0oCHa3EM
Facmpounmecmunannu cmymwenun | Uectn Huapus™*
['agene*
[ToBprinane*®
Hevectn 3amex™*
®naryneHus*
["acTpuTH™
Msuoro penxu | KopeMuu 001Kku
Hucnencus
CTOMATHTH
Meinena

IacTpOMHTECTUHAIHO KHPBEHE

JlyonenTanHa s3Ba ¥ nepdopanys
CTomaluHa 513Ba H nepgopanps
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Xenamo-ounuapru CMyuleHunA
(B 4.4.°Cnenyansm
NpeAyTpexIeHUAs] H MEPKH 34
yrnoTpeda”)

MHoro peaku

XeraTur
QOyIMHHAHTEH XEIIaTUT
(BKJI. CMBPTHH CJIy4aH)
Xrnreruna

Xonecrasa

CMyuienun na Koxcama u
ROOCKOMCHUME MBKAHN

HeuyecTn

[Ipypuryc*
OopuB*

3acHIIeHO H3noTaBaHe™

Penxu

Epurema*
HepMmatur*

MHoro penxu

Yprukapus

AHTHOHEBPOTHYEH OTOK

JIuieB OTOK

Epurema myntudopmac

CunapoM Ha Stevens Johnson
TokcH4YHa eENHAepMalHa HEKPOIH3a

bvbpeunu u ypunapuu cmyuienun

Penxn

Jusypus®
XeMmarypus*
JanpbKka Ha ypuHA®

MHoro peaxu

brOpeuHa HEAOCTATHUYHOCT
Omuarypus
HuTepcTHIMAIEH HEPPHT

O6mu cmyuenun HeuecTu Enema*
Penku Pu3HIECKO HEPA3MOIOKEeRHE™
O6ma pusHyecka oTnagHaIoCT*
MHoro peakn | XHNOTEPMHA
Jabopamopnu uschedsanun Yectn YBEIHYECHHU XCIIATAIHH €H3UMH ™

¥*yecToTa, DazUpaHa Ha KIUHWYHUTE
NpOyYBaHHS

IIpenosupane
CHMOTOMUTE Clied OCTpO IIPEIO3UpaHEe ¢ HECTEPOUIHH IIPOTHBOBBIMAIMTEIIHHM CPeJCTBA
OOMKHOBEHO C€ CBEXJAT JO JeTaprus, 3aMasHoCT, raieHe, MoBpbINaHe, Oolka B
eMUracTpHyMa, KOHTO IO NPHHIMI ca o0paTHMH cied MeAuNUHCKa nomoni. Moxe na ce
HabmoaBa raCTpOMHTECTHHAIHO KbpBeHE. M3BECTHH ca CIy4yal Ha XMICPTEH3HA, OCTpa
OBE0peyHa HEeZOCTATHUHOCT, peclHpaTOpHA AEIpecHA H KOMa, HO T€ ¢a MHOTO pPIJKo
CpellaHH. YCTaHOBEHH ca M aHapHJIAKTOMJHH pPEaKLMH Cclel]l TepPalcBTHYEH IIpHEM Ha
HECTEPOMHU TNPOTHBOBBIMAJNTEIHH CPEACTBa, KAaTO Te MOraT jAa ce HabnromapaT cnen
peao3upaHe.

Cnen npeno3upane ¢ HECTEPOMAHH IPOTHBOBBL3NAJUTENHU CPEJCTBA, HA IIALMCHTUTE
TpsabBa Ja UM OBJe OKa3aHa CHMIITOMATHYHA W MEOULMHCKA momoll. He chiectsyBa
HH(OpMAaLUa OTHOCHO OTCTpaHABaHeTo Ha Nimesulide upe3 xeMoguami3a, HO OCHOBaBa Ky
C€ Ha BUCOKAaTa My CTEIICH Ha CBBpP3BaHE C IUTa3MEHH NpOoTeHHH (10 97,5%), HAMa roaaMa
BEPOSITHOCT AHMANH3aTA JA € OT I10J13a npH npenosupane. [Ipeauspukpanero Ha NOBPHIAHE
n/win akTHBeH BbrieH (oT 60 mo 100 g npu BB3pacTHH) H/HIH OCMOTHYHH CHAOHTEIHH
cpedcTBa Morar aa OsaaT IpeanHcaHd Ha MamaeHTH 4 daca CJIe] HOribIIaHETO, MPH KOHUTO
ce HadmMOIaBaTr CLOTBETHHTE CHMIITOMH HJIH KO ﬁ iyq ronsMa CBpPBXIO03a.
3acuyieHata Iuypesa, anKaJH3HpaHETO Ha YPHHAT J ﬂﬂﬂ.ﬂl\fﬁﬂﬁ WM XeMonepdysus
MOTraT Ja C€ OKa)kaT Oe3MoJIe3HH Nopaay BHCOKOT ¢. beOpeunara u
xenatanHara ¢pyHkuug tpabBa aa 66aaT Habmoa




S PAPMAKOJIOI'NYHU JAHHH
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PapMakoIHHAMHAYHH CBOHCTBA

dapMakoTepanieBTHYHA IPYIIA:
ATC xnacudpukanusa: MO1AX17

Nimesulide e HecTepoumuo npoTHBOBE3NAMHTENHO cpeacTso /HCIIBC/ ¢ aHTHIHpEeTHIHH
CBOMCTBA, KOETO JIEMCTBAa KaTro0 HHXUOUTOp HA €H3MMa IMKJIOOKCHI¢Ha3a Ha
MpOCTarJaHIUHOBHA CHHTES.

DapMAKOKHHETHYHH CBOHCTBA

Nimesulide ce abcopGupa no6pe, npHeman nepopando. Cnex exuudsHa xosa or 100 mg
Nimesulide npu BB3pacTHHTE & MOCTHTa BLPXOBO IUasMeHo HUBO oT 3/4 ml/l caex 2-3
yaca. AUC = 20 - 35 mg hW/L. He e nabmonaBaHa HHKakBa CTATHCTHYCCKH 3HA4YMMAa
pA3JIHKA MEXKIY IMOCOUEeHMTe pe3yNTaTH H Te3u cnel 100 mg, npHeMaHu 2 I5TH NHEBHO B
IpOIbIIKEHUE Ha 7 JHH.

CebpaBane 70 97,5% ¢ nma3zMeHu NpOTCHHH.

Nimesulide ce meTaGonH3Upa €KCTEH3HBHO B 4YepHHA ApoO, cneapaiikM MHOroOpoHHH
merexd, BKJI. Llutoxpom P450 (CYP) 2C9 wuzoenzmMu. Taxka 4ye HMa NOTCHI[HANHA
BB3IMOXMOCT 34 B3aMMOJEICTBHE HAa JIEKaPCTBOTO TIPH €JHOBpPEMEHHATa yrnorpeba Ha
neKapeTBa, KOMTO ce MeraGomusmpar 4pe3 CYP2C9 (Bmx cexims 4.5). OCHOBHMAT
MeTabOJINT € MapaxHAPOKCH JepHBAT, KOKTO € ChII0 (apMaKOJOrHYHO aKTHBEH. BpemeTo
N0 mosBaTa Ha TO3M MeTabOMHT B IHpKylanuara e Kpatko (okono 0.8 wac), Ho
dopMHupaiaTa My KOHCTAHTA HE € BHCOKA M € 3HAUMTENIHO Io-HHCKa oT abcopOHpainara
KoHcraHTa Ha Nimesulide. XuapoKcHHHME3YMIBT € €AMHCTBEHHAT MEeTa0OJUT, OTKPHT B
nIa3Mara M e IOYTH H3IAI0 KOHIOTHpaH. /Ty/ e Mexxay 3.2 ¥ 6 1aca.

Nimesulide ce exckperrpa riaaBHO B ypHHaTa /cpento 50% ot npuerara 1034/,

Camo 1-3% ce u3XBBpiIZ B HenpoMeHeHa d¢opma. XHAPOKCHHHME3YNIHI, OCHOBEH
MeTaboTHT, ce OTKpHBA ¢caMo KaTo rmoKypoHaT. Okono 29% ot no3ara ce eTMMUHHDA, Clex
MeTaboNMH3upaHe BHB PEKATHUTE.

KuHeTHuHata KaptiHHa Ha Nimesulide ocTaBa HenmpoOMEHEHa NPH NO-Bb3PAcTHH NALHCHTH
Clle/l MpHIaraHe Ha HHTEH3HBHH W HEKOJIKOKPATHH JO3H.

B HMHTEH3MBHO EKCIEPHMMEHTANIHO H3CJIeiBAHE, NPOBEJCHO IIpH MNALHEHTH ¢ JIEKH J0
yMepeHH OBOpedHH yBpexHaHusa (kpeaTHHHHOB KiupbHC 30-830 ml/mim), CpaBHEHH CEC
3ipaBH I0OPOBOJIIM, BEPXOBHTE MIa3MeHH Husa Ha Nimesulide u Ha ocHOBHHS MeTabONHT
HE ca I0-BHCOKH IIpH MAIMEHTHTE ¢ YBPEXAAHHUA, OTKOJIKOTO HPH 3IpaBHTC TOOPOBOIITH.
AUC u t1/2 B ca 50% mo-BHCOKHM, HO BHHArd B paMKUTE Ha KHHECTHYHHTE CTOMHOCTH,
Habmonasaau 11pu Nimesulide v 3xapaBu ydactHuiid. 1loBTOpHOTO nmpueMaHe HE BOAU 0

KyMyJTHpaHe.

Nimesulide e npoTHBONOKAa3aH NIpH MAUHEHTH ¢ 4YepHOAPOOHA HEAOCTATHUHOCT (BHXK
cexnusd 4.3).

HpeaKIHNHHYTHA JAHHHA 32 0€30MACHOCT

NPeNKIHMHHYHATE JAHHH HE II0KA3BaT HUKAKBB PHC
TOKCHYHOCT CJiell MHOrOKpaTHH O034, Nimesulide mo
H 9EpHOAPOOHA TOKCHYHOCT.




[Ipn wm3cleaBaHHATA 3a PENPOAYKTHBHA TOKCHYHOCT ca HAOMIOZaBaHM €MOPHOTOKCHYHH H
TepaToreHHHu e¢eKTH IpH 3ailii, HO He H MpH INTHX0BE, Ha J03H ¢ HETOKCHYHO 332 MaHKaTa
auBo. [Ipyu mrpxoBeTe ce HaOMIOMaBa yBelIMUE€HAa CMBPTHOCT HA4 HOBOPOACHHUTE B paHHHA
clieApoauiieH nmepuol, a Nimesulide oxa3pa orpuiiarenet epexr BLpXy IIOIOBHTOCTTA.

6. DPAPMAINEBTHYHHU JAHHH

6.1 CnHcbK HA NOMOIHHTE BELECTBA

Tabremnu:

HATPHEB JAOKY3aT, XHAPOKCHIPOIHILENYI03d, JaKTO3a, MHKPOKpHCTalHa LECAYI03a, HATPHEBA
rTIOKOCKOPOSna, XUAPOTrSHUPAHO PACTHTEIHO MAcao, MarHe3ueB CTeapar.

HAaTPUEB MOKY3arT 1.5 mg
XUIPOKCUTIPOTIMIILIETY JIO3a 0.8 mg
J1aKTO34 153.7 mg
MHUXPOKPHCTAIHA [eNyJ103a 100.0 mg
HATPHEBA IMIOKOCKOpOAIa 100.0 mg
XHAPOTCHUPAHO pPacTUTENHO Macito 8.0 mg
MarHe3ueB cTeapar 1.0 mg
[ panynu:
keroMakporon 1000 8.0 mg
3axapo3a 1804.69 mg
JIMMOHEHA KMCEITHHA 30.0 mg
IJAPEBUYHO HUIIECTE 6.00 mg
Te'Ha IJII0K03a 8.75 mg
IIOPTOKAIOBA €CEHIIUA 42.0 mg

6.2 HecuBMECTHMOCTH
He ca H3BeCTHH.

6.3 Cpok na rogHocTt
Tabmerku 100 mg v rpanyma 100 mg — 5 roaunw.

6.4 CnenpanH yCJI0BMA 332 ChbXpaHeHHe
Jla He ce cpXpaHABa IIpH TeMIepaTypa no-Bucoka ot 25°C .
CrxpaHgBaiiTe TeKapCTBEHUA NPOAYKT B OpTHHAIHATA OIIAKOBKA.
Ha ce u3monssa He3abaBHO clief] OTBapAHE.

6.5 Bua u ceabpxanie Ha ONIAKOBKATA
Tabnerku B Gmucrepu no 3; 10 wim 15, moctaBeHH B KapTOHeHa KyTHsA, ChAbpKaima 1, 2
iy 3 omucrepa.
I'panynu — canreTa B KapToHeHa KyTHA X 6; X 9; x 10; x 15; x 30; x 60; x 90

7. IPUTEKATEJI HA PASPEIDNEHUETO 3A YHHOTPEDA
"ICL ®apmacroteksa Jitg - bearapua” EOO/
Codus 1592, 6y “Acen Hopaanos™ 10

8. PETHCTPAIIHOHEH HOMEP
AULIN tabl. Ne 96001168 o1 13.08.1996
AULIN gran. Ne 9700287 ot 15.05.1997
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10




