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KPATKA XAPAKTEPHCTHKA HA IPOJYKTA

1. HAUMEHOBAHME HA JJEKAPCTBEHUS IIPOTVKT
INDOMETACIN SOPHARMA
HHAOMETACHH CO®APMA

2. KAYECTBEH ¥ KOJIMYECTBEH ChCTAB

Besixa TabneTka chAbPXKa JEKapeTBeHoTO BemecTBo indometacin 25 mg.

3. JEKAPCTBEHA ®OPMA

CromamHo yerolumey TabIeTKI.

4, KIMHAYHHA JTAHHA

4.1. Iloxazanus
KpatkoTpaiiHO CUMIITOMATHYHO JCUYEHHE Ha:

e Octpu 1 XpoHWYHE CONKH NPy BE3MANHTENHH ¥ JeTeHePaTHBHY 3a00ABaHuA Ha
ONOPHO - IBHUTATE/HAS AalapaT: PEeBMAaTOHNEH apTPUT, OCTBp ¥ O0OCTpeH IOBECHHIIEH
apTpuT, OCTBD ¥ OBOCTpeH XpOHHYEH AHKHNO3MpAall CIOHAWIoapTpur (6omecT Ha
BexTepes), IPHCTHII OT NMOJArPa K NONATPO3EH apTPMT, COpHATHYEH apTpurt, Donect Ha *
Reiter;

e OxonoctaBHM  3abolsBamus:  TEHOMHMTH,  OYpCHTH,  TeHAOOYPCHIH,
TEHIOBAIMHNTH, TPABMH IPH CIIOPTHCTH,

o JIpcKONATHH, IHEKCHTH, DAfHMKYTIOHEBPHUTH;

o JlucMeHopes.

4.2. No3npoBKa M HAYHH HA BpUIoKeHde
Tlpunara ce IEPOPAIHO, ek XParene ¢ AOCTATHYHO KONMUYEeCTBO BOAE.
Bu3pacran H gena Hax 14 rofuHu

Havanna nosa 25-50 mg (1-2 Tabnetxu) 2 — 4 WeTH AHEBHO.



(@) sephome®

INDOMETACIN SOPHARMA tabl.gastr.-res. 25 mg

Iipu mefocTaThueH TepalleBTHUEH e(peKT NozaTa ce yBeamyasa Ao 150 mg nHeBHO,
pasjieNieHH Ha Tpu mpmema. MakcumanHa nuesHa fosza 200 mg. Ilpu mpoABIDKATESHO
JIEYeHMe JHEBHaTa A03a He TpsAOBa Jja npeBUmasa 75 mg.

Tlonarpa ‘

3a Kynupate Ha OCTHp IOFAarpo3eH HpHCTHI HauanHaTa josa ¢ 100 mg, cnex xoero ce

npuaiara 3 oeTH fHesHo 50 mg Ko cTuxBaHe Ha OosKara.

4.3. IipoTHBRONROKA3AHKHSA

» CBpPBXYYBCTBUTENIHOCT KbM HHIOMETALWH WK HAKOS OT IOMOWIHHTE CHCTABKH
Ha IPOJYKTa;

e CBpBXUYyBCTBUTENHOCT  KbM  ACIHPHH  HIM  HPYrH  HECTEPOMIHE
NPOTHBOBL3MANUTENHI CpeACTBa ¢ KIMHWYHA [pOSBA HA AaCTMATHYCH IPHCTEIL,
YpTHKApHs HAH PUHUT;

s AXTHBHA NENTHYHA $3Ba HA CTOMaxa M JBaHANECCTONPBCTHMKA, SA3BEH KOJMT,
H/WIY SHTEPOKOIIHT;

e Texxa uyepHOApoOHa 1 6B0peyHa HeA0CTaTHUHOCT;
¢ DBpeMeHHOCT U KEpMEHE;

e Jena moz 14-romuinEa BB3pAcT.

4, 4. CoedanHy NpefyIpeREeHHA 1 NPeAIasHy MepKH
HBpoMeTauyH ce IpHiara ¢ IOBUIISHO BHUMAHUE B CICTHATE CIIydan:

e lpmoMerauud MoOXe Aa DpeHu3BHKa s3BeHa OOJISCT HE3aBUCHMO OT [03aTa,
nopany KoeTo TpAOBA Ma ce Tpunara Clel BHEMATEHa NpereHKa Ha CHOTHOLICHUSTO
noN3a/prUcK NpH TALKEHTH ¢ aHaMHe3a 3a A3Ba Ha ¢TOMaxa ¥ JBaHaJeCeTONPhCTHIKA U
KpPBBOM3NHBH.

s Ilpunmara ce ¢ TOPMINGHO BHAMAHHE YPH TANMEHTH ¢ JasEd 33
CBPHXUYBCTBUTENHOCT KBM JIEKAPCTBa ¥ XPAHH.

s MumoMmeraluyH ce NpHNara ¢ BHHManMe IipH GolmM ¢ 6156peqﬁn 3a0oJiBaHuA

TIOpazK Bp3MOMKHO Or0peuro yepexane.
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e JloBumed puCK OT HOSBa Ha HEKENAaHW NeKapCTBEHM peaKudy OT CTpaHa Ha
rawpozmecm;zénnm TPaKT CHLIECTBYBA IpH HAUHEHTH, KOWTO 3RoynorpebsBar ¢
ANKOXOJI, MYyINAuH, IaleHTH Hal 65 rogpiiHa BB3pacT, KOMTO e{HOBPEMEHHO NPHEMAT
TiepopalHyl KOPTMKOCTEPOUAH ¥ aHTHKOATYIaHTH, IOPAZy KOETO JIeYeHHeTo TpAOBa 1a
ce npoBexza ¢ oco0eHO BHUMAHME.

e [Ilpunara ce BHMMaTeNHO INpu OOMHM C NCHXMYHH HapyIeHHd, ACTIPECcHd,
eMUIIETICHS, TIAPKWHCOHU3BM, THH KaTo MOXe A2 [0Belle Ao BIOIIaBaHe Ha OCHOBHOTO
3afoJIgBaHe. .

o Hupomeraums, kakre u apyrure HCIIBC moxe ja NpenwsBHKa 3aiphiKka Ha
TEYHOCTH M [0 TO3H HAYHY J[a BIOWHK CHCTOSHHETO Ha IHANUEHTH CBC CHPASUHO-CHAORM
3aB0NABAHKA, XMIlepTOHus, Gb0peury 3abonspanyd (KpeaTHHUHOB Kimpasc < 30 ml),
Tpepa3noliaraiiy KbM 3apEKKa Ha TEUHOCTH.

¢ HeobxomuMo € Na ce HasHavapa BHHUMATENIHO Ha [AUMEHTH ¢ aHaMHe3a 3a
HapyeHa KOAryNalus, Thi KaTo NeKapeTBEHUAT NPORYKT MHXuOHpa CHOCHHTE3aTa HA
OpOCTarfiaHAUHATE K HOBAUABZ QYHKIMATA Ha TPOMOOLHTHTE.

o JleyeHueTo ¢ WHAOMETALNH, KAKTO ¥ APYTUTE JSKAPCTBEHH NPOXYKTH OT IPynaTa
na HCIIBC, moxe Ja NpeAusBiKa IpOMEHM B 4YepHoApoOHaTa GQYHKIA IipH
NPONBIKATENHO JIeUeHre, KOSTO Hajara NepHOAMYeH KOHTPON Ha YepHOApoGmuTe
SH3UMU.

e Tlopany Hanu4HOTO NPOTHBOPLANANUTENHO AEHCTBHE JEKAPCTBEHHAT IPOAYKT,
MOXKE A2 MACKHpa CHMIITOMETE Ha OCTpO Bh3IajieHke, KOeTo Hallara H3KJOYBAHETO Ha
Haxrepuania HHQEKUH PH HA3HAYABAHETO MY.

o Ilpu mnpmemameTo Ha JEKapcTBeHH NpoxykTd oT rpymara Ha HCIIBC,
CBINECTBYBA PHCK OT pasBHTHE Ha XHIepKandeMus, 0co0eHO NPH HamHeHTH Hajx 63
roguHH, nanpenTd ¢ 6n0peyHa HeAOCTaTHYHOCT, MAIHEHTH, KOMTO Ca Ha JISUCHHE ¢© B-
Enokepu, ACE-HEXHORTOPH 1 Kanuii-cpxpaHdpally AHYyPETHHH. Ilpn TakmBa HMallMeHTH

ce Hajiara IIpocneABate Ha CepyMHHA Kanuy.

e Tlpu >xeHu B penpOAyKTHBHA BB3pAcT CHINECTBYBA PHCK OT 00paTUMO MOTHCKAHE o~ wn.

el

Ha (pepTUHITeTa IPH YIOTpebaTa Ha MPOAYKTA.
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e KaTo rioMOIHY BelIECTBa B CbCraga Ha TabNeTKWTe € BKIROWCHA: JAKTO33,
Yopagy KOETO JEeKapCTBEHMAT NpOMYKT € HEeNOAXoNAml HpH Xopa C [aKTa3Ha
HeROCTATHYHOCT, CHEAPOM Ba MagabcopOuums Ha [IIOK03a/ranaKkro3a.

o Tlopamu HANMYMETO HA IIIEHHYCHO HHINECTE JCKAPCTBEHIAT IIPONYKT €
HEoAXO/ALL 34 NAIMEHTH ¢ TIIyTeHOBa SHTEpONaTH .

4.5, JlekapcTBenn H APYTH B3apMopeHcTBHS

o EHOBpeMEHHOTO UPHIOKEHHE Ha HHAOMETalmH C ApyrH HECTePOMAHH
IPOTHBOBB3NANUTENH CPECTBA, ACTHPUH, KOPTHKOCTEPOMAH alKOXOJ IOBUIIABE
PHCKa OT TACTPOUHTECTHHAIHY HeJKeNaH  NEKapCTBEHH PCaKIiyL.

o MHmoMeTanyH MOJKe 8 MOBHIIH I/i23MeHaTa KOHIEHTPalyd Ha AUTOKCHH.

o UnjomerauyH yIsIKaBa W NOTEHIUD2 AEHCTBHETO HA JIMTHEBHTE CONM, KOSTO
H3MCKBA KOPEKIHA Ha JO3UTE Ha MOCHENHATE

o FpuoppemenHara ymorpeba Ha HHIOMETAUWH M HMMYHOCYNPECOpH BOIH [0
3aCHJIBAHE HAa TOKCHUHOCTTA M.

e HCIIBC, pxmouuTensHo H  HHIOMETANHH, IIOHIDKaBaT TepaneBTHUHATa
edexTHBHOCT Ha , [-Onokepu, AMypeIHIA (mopamu HamaliBaHe Ha TyOylHAT2 MM
ceKpellyis) Py eAHOBPeMEHHATa UM yrorpeda.

e EpfHOBpeMeHHOTO IpPWIOKEHWE  Ha WHIOMETalHH C Kanu#-ch¥paHssay
mayperiuy, ACE-HHXuGuTOpH MOXKE XNa JOBSAS A0 [OBHIIZRAHE HAa IJIA3MEHHTE
KOHUEHTPAUMH Ha KaHi.

o Tlpu enHOBpEMEHHO MpPHMICKEHHE HA AHTHKOAryNawuTH, auTHArperaHT u
HECTePOHEHK NPOTHBOBE3NANKMTENHY CPEACTBA C& NOBHINABa PUCKA OT S3BH ¥ KbpPBEHE.
HeofXxomuMo € KOHTPONHpaHe Ha BPEMETO Ha KLPBCHE H IpOTPOMOMHOBOTO BpEME.
HngoMeTaiyH KOHKYPEHTHO B3aHMONEHCTBA € KyMapHHOBHMIC AHTHKOATYNIAHTH Ha
MecTaTa Ha CBBp3BaHe C IUIa3MEHMTS IPOTEHBN B PESyATar Ha KOSTO co FIOBWINABAT
MNa3MEHHTE UM KOHIGHTPAIHI.

. EIHOBPEMEHHOTO [PHNOKEHHE Ha XHHOIOHH i HHAOMETAIINH, MOJKe Jia IOBHINH

pHCKa 0T II0sBaTa Ha TbpUCBE TIpH HaryuedTH ¢ HINA Oez aHaMHe3a 3a eTWJICIICHA HIH

TBPYOBE.
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. MHOMGT&HHH HE TIpoMeHA TepalleBTHYHAaTa G(I)CKTHBHOCT‘ Ha OpalTHHUTE

aHTIHabeTHH CpeOCTBa ¥ HHCYIHH.

4.6. bpeMeHHOCT U KbpMeHe

HHpoMeTaluH He ce IIpMNara no BpeMe Ha GpeMeHHOCT.

Hopanu exckpenys B MalfYHHOTO MIBIKO, NIPHIOKEHHETO MY B HEpHONA Ha KEPMEHE €
IPOTHBONOKA3AHO MM M3MCKBAa IIPEYCTAHOBABaHEe Ha KBPMEHETO 3a IEpHOJa Ha
jieYeHue.

4.7. EfperTn BBPXYy cnocobHocTTa 32 HIopHpaHe B padoTa ¢ MANIKHA

Hnpomeranun Codapma MOXKe fja NpeJu3BHKa HeXelaHu eeKTH Kato IUyM B YINHTE,
CBETOBBPTEXK, CBHIIHBOCT, CIYXOBW H 3pHTE/IHH HapyIIEeHHUA, KOUTO MOTaT Ja Hapymar
aKTHBHOTO BHEMaHMe H pedieKcuTe.

4.8. HesxeTaHH JeKAPCTBEHN peaknuy

Ot crpaHa Ha racTPOHHTECTHHANHMS TpaKT - Oe3ameTHTHe, rajeHe NOBPHINAHE,
H0onKa, KpEBOU3NMBH H A3BH (CBINECTBYBa PHCK OT aCHMITOMHA Nepopauil), Auapys.
OT crpaEa HA NeHTPRJAHAT2 HepPBHATA CHCTeMa H NCHXHKATa — 3aMaliBane,
CBETOBLPTEX, InaBobONme;, pIAKO COMHONEHTHOCT, OTHNAJHANOCT, HapylleHa
KOHUEHTPANUsA, yMOpPa; MHOTO PAAKO - CCTHBHH HapylIeH¥s, BKIIOYBAIIM [ADECTe3y,
YyBCTBO Ha [Ae30pHeHTaiiys, OeschbHHE, Pa3ApasHUTENHOCT, AENpecHs, TPEBOXHOCT,
HAMETOBH Pa3CTPOHCTRA, IICHXOTHURY PeaKiiiy. '

OT crpaHa Ha CeH30PHMTE OpraHyu — JUNIONHH, HeACHO BIDKJaHe, HapylIeHHA Ha
ciIyXa, MIyM B YHINTe, HapylUeHHe Ha BKyca.

OT c¢TpaBa Ha CHPAEYHO-CLAOBATR CHCTEMA — DPAAKO NaJNIHTALMM, CTEHOXapius,
apUTMHHN; BIIOINABAaHE HA HANW4HATa ChpAeYHA HEOCTaATEYHOCT, XUIEePTOHHUI.

OT cTpaHa Ha KOKa ¥ NPHAATHUM — obpOex ¢ uiu O6e3 0OpHBY; PAKKO — YPTHKADUL;
MHOTO DSAKO — OYJIO3HM €pyNHuH, 3adepBsBaHE, €K3eMa, eKC(OIHATHBEH AEPMATHT,

IIypnypa oT ajlepriaJyer THIT.
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Or crpasa Ha OTHEJHTENHATA CHCTEMA — PANKO OTOLM; MHOTO DARKO — OCTpa
Op0OpeyHa  HeNOCTAaTBYHOCT, HedpO3eH CHHEPOM, HPOTCHHYPHA, XeMaTypusd,
HHTEPCTHLMANEH He(pUT, NanuapHa HeKpo3a.

XeMaTONOrHYHH HAPYHIEHHS — JICBKOIEHHS, TPoMOOLMTONEHMA, arpaHyllolHTO3a,
XeMOJIHTUYHA aHeMIsl, aracTHYHa aHEeMH.

Yepuoapobuy YEpeKNaHus — HOBHIIABAHE HA CEpyMENTe aMHHoTpancdepasy (ALAT,
ASAT), npexonno moBumapaye Ha CHIMPYOHHA; PAIKO TOKCHYEH XEraTHT ¢ uim Oe3
HKTEp; MHOTO PSAKO — QYIMHHAHTEH XElaTHT.

Oprapu3sbM KaTe Ao — pagxko OpoHXOCHasbM, acTMaTHyYHH  IPHCTBIH,
aHa(UIAKTHYHM HITM agahUIaKTOMRHE PeaKy IPH alleprHYHH TAUHEHTH.

4.9. llpegosupane

KnauHuysaTta KapTuHa Ha CBPBXJO3HpaHe BKIIOYRA CHEAHMTE CHMOTOMH: TajieHe,
IOBPBIIAHe, CHIHO rilaBobolile, CBeTOBBPTEK, NaMETOBH HaDYINSHHs U Je30pHeHTal .
B no-TexKWTe ciydad ce HaGmiofapaT mapecTe’wd ¥ KomByncuu. Jleyemuero e
caMnToMaTHIHO. MugoMeranvH He Moxe pna Obpfe OTCIPAHEH OT OpraHusMa upes

XeMonHaniia.

5. PAPMAKOJOI'UYHHU TAHHHA
ATC xon: MO1AB0O1

(I)apMQKOTepalIBBTH‘-llia rpymoa. HpOTPIBOB’f:SH&JIHTBJIH}I u AHTHPCBMAaTHYHK

JIeKapCTReHH NPOAYKTH — HECTePOHAHY; IPOU3BOAHH Ha HHACNOHCTHATA KHUCEeIIHHA.

5.1. dapmaKogHHAMHKA

Hyupomerailil € POM3BONHO Ha MHFOJIOUETHaTa KUcenyuHa | IpHHaIexy KbM Ipynara
HA HECTEPOUIHUTE NPOTHBOBBAAIMTESIHY JISKapPCTBEHH CPEACTBa. 1IpuTeKaBa H3paseHo
HpPOTHBOBB3TANHTENHO Heticrsue. [IpuTeixasa aHTHIMPETHYHO AeifcTere. FlupoMeTalms
OKa3Ba MOUIHO HOTHCKAIO NeHCTBHE BEPXY [POCTArNIAHAHHOBATA CHHTE3A 0 IBTA Ha
UHXVOHpaKe Ha HUKIIooKcHreHasaTa. OCBSH T0Ba HaMa/I1Ba M TpOMOOLMTHATE arperalus
H IMNOKCHI€HA3HATa aKTHBHOCT BBB Bb3NaJIEHHI YYacThK, CHOTBETHO H JICBKOTPHEHHTE,
CHIO TaKa NOHMKapa OcpoBOXKIABAHETO Ha EHAOTGHHH HMPOTEHH, MHAKTHBRUpaE .=+

MHM3030MHHATE CH3UMH, NMOTHCKA aKTHBHOCTA Ha HEYTPanTHATS IPOTCa3H.
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5.2. PapMaKOKHHETHKA

PesopGuus: [Ipu nepopanso npuaoxenue 80-90% oT mpuioKeHaTa 4032 ce pesopbupa
‘TIpes THHKOYPEBHATA H B MHOTO N10-c/aba CTENeH Tpe3 CTOMAaliHaTa JUrapana 1 JocTara
MaKcHMaJlHa IflasMeHa KOHNIeHTpauys 3a 1-2 yaca.

Pasupenedsenue: Pasnpenens ce BbE BCHYKA ThKawum M opramu. IIpemwHapa
MareHTapHATa ¥ Xemaro-eHUedanHata Oapuepa. Ilpes cuHoBhannata MemOpaHa
NpOHHKBA B CTABATA, KATO KOHUEHTpPAIMATA MY B CHHOBHANHATA TEYHOCT C€ OBUIIaBA.
C nnasmenute OenTEIM ce cBEp3Ba B 90-98 % 1 MOXKe A2 WIMECTH APYTH NSKApCTRA X A
YCHJIH TEPaNEeBTHYHHUAT UM e(eKT P €JHOBPEMEHHO IpHeMaHe.

MeTabomnzem: MeTaGoausupa ce B 4epHUA Jpod Ype3 OKHCIeHUe U KOHIOrHpaHe.
Excxpenus: ENMMUBANHOMHUAT HOLYKUBOT Ha HHAOMETAIIUH Bapupa Mexay 2,6 u 11,2
waca W cpelHo 3,8 yaca. Msnsusa ce upes 6uGpeuure po 60-75 %, 10-20% ot xouto B -
HETIPOMEHeX BHJ, 2 OCTAHANOTO KOJNHYECTEO Ce OTACNA © JKIBUKAaTa M (eKamuure.

ExckpeTHpa ce ¥ ¢ Maif9MHEOTO MIAKO.

5.3. MpeaxauHMYEA J2HHH 32 0e30MaCHOCT

(LDso) IpH MHTPAIEPUTOHEAHO NPWICKEHHe Ha WHIOMETallH BBPXY InbXose e 13

mg/kg T. M.

Ilpy mpoydsaHyMsa Ha OCTpaTa M XPOHWYHA TOKCHYHOCT Ha MHJOMETAIMH NPOBEAECHH
BEPXY TUIEXOBE W KyueTa, TPeTHPaHH NepopaiHo ¢ A03H ONU3KH JO TEpAneBTHHIHHUTE C&
YCTAaHOBSBA YIILEpOTeHeH edeKT BHpKY CTOMAllHaTa Nurasuia, §es ma ce sacarar
ApYTHTe BHTPELIHYE OPTaHy. YIIEpPOrepHUAT My eeKT ce poABABa B LO3H HaL 1 mg/kg
TENECHO TELJO

PesyaraTHTe OT TpPOBEXEHHUTE H3CHEABAHMA BbPXY €KCUESPMMEHTAlIHU JKMBOTHU
IIOKa3BaT, Y€ WHAOMETAUMH NpeMuHaBa Npe3 mpalenHtapHara Gapuepa H NPUTEKABA

GeTOTOKCHYEH H TEPATOreHEHEH SeKT.

6. DAPMATEBTYHA JAHHH

6.1. Coucbk Ha IOMOIHHTE BEECTBA H TEXHUTE KOJHYECTBA

CrcraB Ha TabNETHOTO ANpo




(@)sophoma®

INDOMETACIN SOPHARMA tabl.gastr.-res. 25 mg

Lactose monohydrate, wheat starch, microcrystalline cellulose, povidone, magnesium
stearat, silica, colloidale anhydrous, talc;

CreTaB Ha IOKPHTHETO

Eudragit T, 100, endragit S 100, dibutyl phthalate, diethyl phthalate, tale, titanium
dioxide, euroblend brown-smoked fich 601608, castoroil, macrogol 6000, macrogol 400
6.2. Du3EKO-XHMAYHE HeCHBMECTHMOCTH

He ca n3secTHH.

6.3. Cpox Ha rogHOCT

Ilet (5) ropMuM OT JaTaTa Ha NPOH3BOACTBO.

6.4 Yenopust 3a chXpaHeHne

B OpUrMEanHa ONAKOBKA Ha CYXO H 3aIIMTEHO OT CBETIMHA MACTO IPH TEMIIEPATYpa IIOK
25°C.

6.5. Haunn 32 oaKoBKaTa

30 CTOMAIIHOYCTONYHBE TabneTKy B Giuctep oT IIBX/ anymunueso ponuo; mo 1 v 45

6Jmcrepa B KapTOHEHAa KYTHA 3acQHO C JJUCTORBKA.

6.6. IlpenopwxH 32 ynoTpebda

Hama crienpansd

7. IPUTEXATEJL HA PASPEIIEHHETO 3A YIIOTPEBA
CO®APMA. AL, Bearapus

1220 Codua, yn.”Hnuencko moce” N 16
8. PETUCTPAIEZOHEH Ne B PETHCTBPA: 20010025

9. TATA HA TIHPBO PA3PEIIEHHE 3A YIIOTPEBA (MOOHOBABAHE HA
PA3SPEIIEHUETO): 03.01.2001 r.

10. BATA HA (JACTHYHA) AKTYAJIEZANNAS HA TEKCTA -21.06 2006



