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PIROXICAM SOPHARMA caps. 20 mg

KPATKA XAPAKTEPHCTHKA HA IPOAYKTA

1. HAVMEHOBAHWE HA JEKAPCTBERMA TPOAYKT
PIROXICAM SOPHARMA
IMHPOKCUHKAM COPAPMA

2. KAYECTBEH 1 KOTAYECTBEH CHCTAB

Besika Karcyna chABpika TEKapcTBEHOTO BeIecTso piroxicam 20 mg.

3. JIEKAPCTBEHA ©@0OFPMA

TebpAM KeNaTHHOBH KarCy .

4, KJINHIYHHA JATHI
4.1. Hoxazanus
KpaTkoTpaiiHo CHMIITOMATHYHO JeYeHHe Ha:

¢ OctpH K XpoHHEYHE GOKI NPY BE3IANKTENHH ¥ JIereHepaTHBHY 3a00MIIBaHMd Ha
OTIOpHO NBHTaTeNHHs alapar: PeBMaTOMASH apTpHT; FOBCHHICH PeBMaTOWICH apTpHT;
aBKUIO3Mpal) CHOHJMIOAPTPHT; HPHCTRN OT [oJarpa H MOAArpPO3eH  apTpHT;
0CTe0apTPUTH;

¢ OxonocTapey 3a00RABAHYS; TEHAHHATH, Bypcury, TeHn00YpCHUTH,
TEHAOBACHHHTH, TPABMH NPH CIOPTHCTH,

+ JlucKoTIATHE, TINEKCHTH, PATHKYIOHEBPHTH;

¢ TlocromeparuBHa Golka MPH CTOMATOJNOTHYHH OPTONEHMUMKM H JPYIH MajkH
XMPYPTHUHH OIIEPaLIUH;

+ JlucmeHopes.
4.2. JIo3mpoBKA M HAYMK HA NPHIIOKEeHHE
[Ipuiiara ce MepopanHo, Clef XpaHene ¢ FOCTATHUHO KONHIECTBO BOJ(@.
Br3pacran u gena Hag 14 rojuun

ITo 1 xancyna (20 mg) AHEBHO.
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ITpu ocTpy CHCTORHI HayanHaTa gHeBHa fosa e 40 mg 1pe3 UBpBuTe 2 pHH, ciel TOBa
no 20 mg AHEBHO 3a IEPHOJ OT 1-2 ceaMMIA.

TIpu rioAarpo3eH MpHeTHI ObUYaiHaTa IHEBHA A032 € 40 mg 3a nepuoj o1 5-7 AHH.

ITpu mucMeropes ce npuinara 40 mg npes Nepsus JeH 110 20 mg npes cleABaMHTe AHH
110 0T3By4aBaHe Ha OONKaTa.

4.3. IlpoTHBOHOKA3ZHMA

o CBpBXUYBCTBHTENHOCT KBM MHPOKCHKAM HIUA HAKOS OT HOMOLIHHATS CHCTABKH Ha
HpPOAYKIA;

o CBpEXUYBCTBYWTENHOCT  KBM  ACOHPHH  WIH  JpYyr#  HECTEPOHAHM
TPOTHROBBAMAIMTENHH CPENICTBA ¢ KIMHHIHA H3Ba Ha aCTMATHYCH IPHCTRI, YPTHKApIA
WY PHHHT;

e AXTHBHA HENOTHYHA A3Ba Ha CTOMaXa U ABAHAACSCETONPBCTHMKA, A3BEH KOMHT,
/YA eHTEPOKOJIHT,;

o Texxa yeproApoCHa 1 Op0peyHa HEIOCTATEUHOCT;

s DbpeMeHHOCT H KEPMEHE;

o Jlena rox 14-rogdmHa BE3pacT.

4.4. CrnengajiHy HPeRyNpeKAeHHs H NPeaia3sHl MepKH

e  TNmpokcmkam Tpsa0Ba Ja ce Ipunara Clef BHAMaTeaHa MpPCHEHKa Ha
CHOTHOIICHHETO IION3a/pACK NpM DalHeHTH ¢ aHaMbesa 3a g382 Ha CTOMAxa H
JBAHANECETONPBCTHUKA B KPBBOM3IMEN OT CTOMAWIHO YPEBHH TPAKT.

. Ipunara ce ¢ IOBHIIEHO BHUMAHUE TIPA TIAIMEHTH C JaHHM 34
CBPBXYYBCTBHTENHOCT KBM JEKAPCTEA M XPaHH.

° [IupoxcrKaM ¢e IpWilara ¢ BHHMaHHE IpH fonsr ¢ OpOpedHH HapyIISHMA
TIOpajii BE3MOXKHO OBOpeYHO YRpeXAaHe.

. IlopHmieH pHCK OT [OfBa Ha HEXeNaHH peakuuy OT CTpaHa na
FACTPOMHTECTHHANHAS TPaKT CHIIECTBYBa IpY NAUHCHTH, KOWTO 3HOYymnoTpebssaT ¢
aJIKOXON, MyINaYy, NalHeHTd Haa 65 rofuilHa Bh3pacT, KOUTO eIHOBPEMEHHO IIPHeMaT
IepOpaHs KOPTHKOCTEPOVAY M aHTHKOAryJaHTH, TOpand KOSTO NeUCHUETO TpsibBa faw-

Ce NpoBexaa ¢ ocoOEHR0 BHHMAHNE,
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. Flupokcrkam, kaxro H apyrute HCIIBC moxe ma Npeid3eyka 3aipbikia Ha
TEeYHOCTH M 10 TO3HM HAYHH Ja BJIOIIE CHCTOSHHUETO HA MAlMEHTH ChC ChPASYHO-CHIOBH
saBondaBanya, XUMepToHMd, OpOpeunn 3abondpanus, NPU KOMTO CHIIECTBYBA PHCK OT
3aipEKKa Ha TEYHOCTH.

. HeobxomuMo € jJa ce HasHayaBa BHUMATEIHO Ha HAlUEHTH C aHaMHesa 3a
HAPYIISHA KOAryNalus, Thil KaTo JeKapCTBEHHMAT NPOAYKT WHXHOHpa OmocHHTe3aTa Ha
[pOCTArIAHIMHATE M NOBIHABA QYHKIHATE Ha TPOMOOIHTHTE.

e  Jleuemwero ¢ UHPOKCHKAM, KaKTO # Jpyrure JIEKAPCTBEHH MPOJAYKTH OT
rpynata Ha HCIIBC, mMoxe Ia NpeNHsBHKa TPOMEHH B uepHOIpobHaTa (byHKUMA TIpU
NPOIEIDKUTENHO -JIeYeHHe, KOETO Hallara MEepHOAMYEH KOHTPON Ha yepHOAPOOHUTE
SH3UMHU.

e  Tlopaau HAIYHOTO TPOTHBOBB3MAIMTENHO JAEHCTBHE NEKRPCTBEHIAT IPOLYKT,
MOKE Jja MaCKHpa CHMIITOMMTE Ha OCTpPO BH3MalieHHe, KOeTOo Hajlara IpH HasHavaBaHeTo
My Za ce M3KMIOUH HanuyHa GaKTepHanHa HHpeKus.

. Tlpy mnpueMaHeTO HA HEKApCTBEHM YIPONYKTH' OT IpyraTa Ha HCIIBC,
CHINECTBYBZ PHCK OT DasBHTHE Ha XHIEpKaNpeMEsd, 0cOOeHO NPH HalMenTH Hax 65
TONWHH, auuesTs ¢ 6p6peyna HEAOCTATHYUHOCT, MALMEHTH, KOUTO C& Ha JeHEHME C B-
Grokepn, ACE-unxu6uropn 1 Kalni-CEXpanHaBald KuypeTHi. [Ipy Takuea UaHeHTH
ce Hanara npocie/siBase Ha cepyMHES Kai.

. O6paTuMO TOTHCKa (EepTIIMTETa HPH KEHH B IETEPOJHA BBE3PACT, KOCTO
Tpa6Ba Ja ce ¥Ma IPeIBHL| IpH ONHTH 3a 3a0peMeHIBaHe.

e  KaTo MoMOINHHM BeIUECTBA B CHCTABa Ha KATICYNHTE ¢4 BIIOUEHM: MUSHHAYCHO
HUIIECTE — HEMOAX 04 3a Xopa ¢ MIIyTeHOBa EHTepOIaTHA.

4,5. JlexapcrseHH W APYTH B3aBMONEHCTBIS
e °  TIpOmBIUKMTENHOTO EAHOBPEMEHHO MPWIOXKESHHE HA IMPOKCHKAM C anlKkoxoi,
IpYrH HEeCTEPOWIHM [POTHBOBB3NANNTENHY CPEACTBA, ACIHPHH H KOPTHKOCTEPOAH

TIOBHIOABA PHCKA OT II0ABa Ha FACTPOUHTESCTHHAIHN HEXKEIaH! PeaKiH.
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. TIzpoKCHKaM YIBIDKABA W TOTEHIMpa NEHCTBAETC Ha JIMTHEBMTE COMH KOETO
H3HCKBA KOPEKIIUs HAa JO3MTe Ha HOCNEHHTE NPH €XHOBPEMEHHOTO MM IPUIOXEHHE C
IHPOKCHKAM.

. EnpoBpeMenHata yriorpeba Ha NHMPOKCHKaM H HMYHOCYNPECOPH BOAH 10
3aCHJIBAHE HA TOKCHYHOCTTA HM.

. HCTIBC BRIOYATENHO H MUPOKCHKAM MOHVIKABAT TePANeBTHYHATA e)EKTHBHOCT
Ha JUYpEeTHEHTE NIPH SIHOBPEMEHHOTO BM NPHIOKEHMS

. TIHpOKCHKAM MOXe Ja HaMaWd aHTHXMUEDTEHSHBHHS edexT Ha ACE-
MHXHGUTOPH ¥ B-GIOKepH NpH eFHOBPEMEHHA YIIoTpeba.

. TTpH cEBMECTHO KOMOMHUPAHO NPUIOKEHHE Ha AHTHKOATYIaHTH, aHTHArPeranTH
H HECTEPOMAHM NPOTHBORBINANTHTENHH CPEACTRA Ce NOBHINABA PHCKA OT PHCKa OT SI3BH M
xopeete. HeoOXoHAMO & KOHTpONMpaHe Ha BPEMETO Ha KBPBEHE H TIPOTPOMOMHOBOTO
BpeMe N0 BpeMe Ha EJHOBPeMEHHOTO HM NpHoKeHHe. IIMpOKCHKaM . KOHKYPEHTHO
B3aUMOZeHCTBA ¢ KYMapWHOBMTE AHTUKOArylauTH Ha Mecrara Ha CBBp3Bale ©
[IIa3MeHHTE POTSHHY K TIOBHINARA IIA3MEHHTE FM HHBA.

. EAsOBpeMEHHOTO NPUIIOKEHHE Ha XMHOJOHM H IHMPOKCHKaM, MOKE ia HMOBHIIH
pHCKa OT TOsBaTa Ha bPUYOBE IpPH IMAIMEHTH C MM 0e3 amaMHesa 3a eTTANCIICHS HITH
I'BPYOBE.

4.6. BpeMeHHOCT ¥ KbpMeHe

ITHpoKcHKaM He ce MpKAara 1o BpeMe Ha OpeMeHHOCT.

Topagu exCKpelysa B MaffqMHOTO MILIKO, NPHIOKEHHETO MY B NEPHOAA HA KBPMEHE ©
MPOTHBOMOKA3AHO WM H3UCKBa MPEyCTaHOBIBaye HA KHPMEHETO 3a MNEPHOAa HA
NeqeHue.

47. EdekTH BLPXY cnocobHOCTTA 32 WOQupaHe K pabora c MalIHBH
TTMpoKCHKaM MOYKe [d UpPeJU3BHKA TAKUBA HeXeNaHH e(peKTH KaTo myM B YUIHTS,
CBETOBBPTEXK, CHHIWEOCT, CIyXOBH ¥ 3pHTeNHY HAPYUISHHs, KOMTO MoraT fia Hapyinar

aKTHBHOTO BHYIMAHME U pepuexcute.
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PIROXICAM SOPHARMA caps. 20 mg

4.8. Hexenany JeKapcTBeHH PeakuHk

OT crpana Ha TaCTPOMHTECTHHANHHN TPaKT — OezamervrTie, TafeHe, NOBPBLIIANE,
enmracTpanHa GONKa, CTOMAIIEH ANCKOM(bOPT, 3alleK, KpHBOUNHBY H 38U (CHLISCTBYRA
PHCK OT aCUMITOMEO TIPOTAYama neppopaluit), JUapusi.

OT crpaHa HAa NEHTPAZHATA HepBHATa cHCTeMAa H NCHXHKaya — 3aMaiiBaHe,
CBETOBBPTEX, INaBoboive; pAOKO  COMHOJEHTHOCT, OTHAAHANOCT, HapyIleHa
KOHIEHTpAalii, yMOpa; MHOTO PAAKO - CETHBHY HapyIOeHWs, BKIIOUBAINY [apecTe3nd,
YyBCTBO -HA HE30PHEHTANHs, OE3CBHHE, pas[pasHHTENHOCT, JAENpecHd, TPeBOXHOCT,
IAMETOBM pa3cTPOHCTRa, NCHXOTHYHH PEaKLHH.

OT crpana H2 CEH3OPHHUTE OPraHH — NUIIONMA, HEICHO BIDKAaHE, HapyIUeHud Ha
CryXa, IyM B yII¥Te, HAPYIICHNE Ha BKyCa.

O7 crpana Ha CHPAEYHO-CHAOBATA CHCTEMAa — PSIKO NATNHTallkM, CTSHOKApIILd,
ApUTMHK; MHOTO-PAAKO — BJOIABAHE Ha HAJMYHATa CBHPACYHA HELOCTATHUHOCT,
XUNEPTOHM.

Ot cTpaHa H2 KOXa M IPHAATHIH — OGHKHOBEHO ChpOex ¢ Wik 6e3 0OpHBH; PAAKO —
YPTHKAPUS; MHOTO pAAKO — OYIO3HH epyIiWH, 3a4epBABAHE, €K3eMa, exchonraTHBEH
JepMAaTiT, Iypuypa OT alepruvieH THI.

Or crpasa Ha OTJeNHTeJHATA CHCTEMA — DAIKO OTOLM; MHOTO PAAKO — OCIpa
GpOpeyda  HEHOCTATBYHOCT, He(pO3eH. CHHADOM, NPOTEHHYpHd, XeMaTypHi,
HHTEPCTHUPANICH HEQPHT, NAIIAIAPHA HEKPO3a.

XemMaToNorMyEd HAPYMIeHHs] — JISBKOIIEHHsd, TPOMOOLMTONEHHS, "arpaHyIonHuT03a,
XEMONMTHYHA aHEMU, allNaCTHYHA aHEeMUH.

YepHoApOOHU YBPEXAAHHS — NOBMIIABAHE HA CEPYMBHTe aMHHOTpaHC(epasy (ALAT,
ASAT), mpexoHHO IOBHINABaHE HA OunupybuHa; PAAKO TOKCHYEH XEIMaTHT C MM ‘Be3
HKTEp; MHOTO PAIKO ~ (YIMHHAHTEH XeIaTHT.

Opramu3bM KATO - NAJ0 — PAAKO . — OpoHXOCHAZBM, ACTMATMHHM NPHCTBIM,

aHaQHIAKTHIHY WIH aHaQHIaKTOMIHI PeaKIHi NPy aNepTHIHH IaleHTH.
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4.9. Xlpegosupane

KnuauYHAaTa KApTYUHA Ha CBPHXZO3MpAaHe BKIIOYBA CIEJHHTC CHMITOMM: CHHIMBOCT,
HapymeHWe Ha 3PEHHETO, TpH NPUIOXKEHWe Ha MHOTO BHCOKH JIO3M zaryba Ha
CHIHAHMETO. JICUeHHeTO € CHMIITOMaTHYHO. JIupokcuKaM He Moxe ja Gbae OTCTpaHeH

OT OpragM3Ma Ipe3 XemMoaHanaia.

5. OAPMAKOJOTHYHA TAHHHA
ATC xog: M01ACO1

@apmakoTepaneBTHyHa  rpyna:  [IpOTHBOBBINANATENHH M AHTUPEBMATIIHH
NeKapeTBeHH PONYKTH — HECTEPOHNHM; TIPOX3BOAHM Ha OKCHKaMH.

5.1. @apMakogHHAMHKA

TIupoxcukaM DPHHAMIEHKH KbM IPYHATa Ha HECTEPOMAHMTS NPOTHBOBBINATATEIHH
NekapcTBeHd CpefcTBa. llpurexkasa m3paseHa MPOTHEOBE3NANMTENHA, aHANreTHIHA M
QHTHIMPETHYBA aKTHBHOCT. Mexanmambr Ha AeficTeHe ce oOycnaBs ¢ W3paseHo M
IPOXBIDKATENHO, HO 00paTHMO MHXHOWpane Ha NpOCTATNAHAWHOBATA CHHTE3A HPE3
yuxubupade Ha IEKIOOKCHTEHA3aTa. Oxassa uExHOMpamo JHelcIBHe BBPXY
TpOMOOHUTHATA arPeranis.

52. @apMaKOKMHETHKA

Pesopbums: [Ipu Hepopanyo NpUIOKeHHe ce pesopbupa 6BP30 .1 MBIHO B CTOMAIIHO-
upeBHUs TpakT. Jloctira MaKCHMANTHA TUIa3MeHa KOHUeHTpamys 3a 3-5 yaca. ParHoBeCHa
KOHUEHTpals B KPBBTA C& YCTAHOBBA B NIPOJBIDKERkE Ha 7-12 Juam.

Pasnpegenense: Pasnpefens ce BhB BCHUKY TBKaHK 1 opradi. C mnasMeHnIe MpOTeHHU
" ce cBBp3Ba J0 90-98 %. Ilpu ennOBpeMeHHO LPWIOKEHHE ¢ APYIH JIeKapeTBa MOKE Aa
rH W3MECTH IIPU CBBP3BaHeTo € IPOTEMHMTE, B PE3yNTAT Ha KOETO [a ¢& yCHIn
TeparieBTHUHMAT MM edexr. IIpemuHaBa INaueHTapHata M xemaTo-ernedaHaTa
Gapuepa. OTAEA c& B MAHIHHOTO yaaxo. He Kymymmapa.

Merabomusem: Mertabonusupa ce B 4YepHHAI Apo0 upe3 OKMCISHHE M KOHIOTHPAaHE.
OCHOBHHTE METaGONUTH Ca 5-XHAPOKCUNTEPOKCHKaM, N-MeTHIOeH30CYI(POHaMUL B JIP.,

KOHTO ca (h)apMaKOIOTHUHO HEaK THBHY. o
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Exckpenus: ENiMIHANUMOREH NOIYKHBOT Ha NHPOKCHKaM Bapypa H ¢ OKONO 50 yaca.
Vipmwkasa ce LPH TAlMeHTH Ccbc 3a60NsBaBKA HA wephus Apob. Mampusa Hpes
GrbperuTe W TACTPOMHTECTHHANHYS TPAaKT (B YpHHATa C€ ONpejeld 2 IETH IO0BEYE
OTKOJKOTO BBB (PEKaNHuTe), NPEMMYyM(ECTBEHO BDbB BHI Ha TIOKOPOHMIH (5% ce
eKCpeTUpaT B HempoMeHeH Ba)). ExckpeTypa ce U B MaHUHHOTO MIILKO.

5.3. IIpepxINHMYHHA JAHHH 32 Ge30MacHOCT

IIupOKCHKaM € M3CHEABaH 33 0CTPa TOKCHYHOCT JIPH NEpOPAilHO BEBEXNANC Ha Genu
IrEXOBe M MUKW, HMsumchesa cpefHa JerajHa [o3a (J1Hsp) 1pu NEpopanHo
IpURoKeHUe BBPXY Mrsxose e 191 Mr/kr 1 219 MI/KT IPH MMIIKH.

TIupoKcHKaM € IpHIara Ha IIIEXOBE B HO3M 5.0, 10.0 u 15.0 My/kT B OPOAB/RKEHUES Ha
30 mmu u B no3u 1.0 m 2.5 mr/kr B npoxsmkenne va 90 u 180 mau. MakpoCKOICKOTO
H3CAEjBAaNe HA OPTaHWTe OT ONUTHHIE M XOHTPONHHTE XHBOTHH HE C24 MOKasadiH
oTKnoHeHue, MUKPOCKOIICKOTO ¥3CIeABaHe IOKa3Ba, 4e INHPOXCHKXAM NpHUIOKEH Ha
msxope B mo3d 10 um 15 mr/kr 3a mepwon oT 30 XHW Npeiy3BHKBa YIHICPAIMN Ha
CTOMAIIHATA JHrABUIA Ha €HO JKHBOTHO OT 6 mscuexanu. B mosm map 20. MI/KT
TPIIOKEH TISPOPANHO Ha IIBXO0BE IPeM3BUKBa A3BY B UpCBHATA N¥YraBUIA.

Hpnnoﬁ-:en g mo3: oT 1 go 10 MI/Kr repopalHo B NpOXbIDKEHHE Ha 1 roguua Ha Oend
TIIEX0BE, HPEAUSBHKBA TOKCHYHY e(eKry B Gem npo6, yeppata 1 6pOperuTe.

[lpsr machenBade 3a eMOPHOTOKCHYHOCT M TEPAaTOreHHOCT B 034 10 mr/kr BBPXY

UISXOBE He 0Ka3Ba eMOPUOTOKCHYEH, TEPATOreHeH eeKT i KaHIIEPOreHeH ehexT.

6. ®APMANEBTHYHHA JAHHU

6.1. .Cnomchk Ha IOMOIHHETE BeHiecTsa

Cperap ma kaumcynata: starch wheat, microcrystalline cellulose, glycin, magnesium
stearate, silica, colloidal anhydrous, talc.

Coneras Ha KancyjJsara o6BHBKA: titanium dioxide, yellow iron oxide, sunset yellow
FDF- FD&C vellow 6, gelatine up to 100%.
6.2. ®W3NKO-XEMHIHH HECLBMEeCTHMOCTH

He ca u3BecTHY.
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6.3. Cpox Ha rOgHOCT
Tpu (3) roguun.
6.4  VYcnopus 3a chxpanenne

B OpUTHHANHA OTIAKOBKA Ha CYXO ¥ 32IUTEHO OT CBETIAHA MACTO NpH TeMITepaTypa oA
25°C.
6.5. [anmd 3a ONAKGBKAaTa

10 xancymu B 6mactep ot IIBX/ anymunueno Gonmo; 1o 2 GmmcTepa B KAPTOHEHA KyTHs
32€[HO C JHCTOBKA.

6.6. IIpenopnxu 3a ymorpeba

Hsama cnenuansm

7. IPUTEKATEI HA PASPENIEHUETO 3A VIIOTPEBA

CODAPMA AJL, benraprs

1220 Codus, yn.”HUmuescko moce” N 16

8. PEIVICTPAIIIOHEH HOMEP: 20010322/26.03.2001

9. IATA HA IIBbPBO PASPEINEHHIE 3A VIIOTPEBA (IIOJAHOBABAHE
HA PA3PEIIEHHMETO): oxtomeps 1986/ 26.03.2001

10. JATA HA (JACTHAYHA) AKTYATTH3ATIHAA HA TEKCTA 21.06.2006



