KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

HIML/HITENHA ATEHUMA 1O NEKAPCTBATA
MWHM-MI

1. HME HA JIEKAPCTBEHHMA IPOAYKT

Iupokcukam Exodapm 10 mg/g kpem  (Kowpoe e ZTEI0 O,
Piroxicam Ecopharm 10 mg/g cream Paspewerue Ne 07
samame. £ 9577 N1U-UB
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2. KAYECTBEH H KOJMYECTBEH ChCTAB e,
Enyn rpam IMapokcnxam Exogapm kpem ceAspka 10 mg nupokcukam (piroxicam).

[ToMOIOHH BeMIECTRA ¢ M3BECTHO NeHCcTBUE:

Creaprios ankoxon nox 10 mg/g

MeTtunnapaxuapokcubenzoar (E218) 1.8 mg/g
IIponunnapaxuapoxcubensoar (E216) 0.2 mg/g
ITponunenrnukon 100 mg/g

3a IBJIHUA CIIMCHK Ha MOMOILIHUTE BEIEeCTBA BIDKTe TO4YKA 6.1.

3. JEKAPCTBEHA ®OPMA

Kpem
ABIITeHNKAB, ONANECIIMpaL, XOMOTEHEH KpeM ¢ XapaKTepeH MHPHC.,

4. K/HMHWAYHHA JTAHOA
4.1 TepameBTAuHH HOKAZAHHS

JlokanHO CHMOTOMAaTHYHO leyeHHe Ha:

J JICKa A0 YMEpeHa MyCKyiHa Goka;

. OCTPH MYCKYJIHO-CKCJICTHH HapyWEHHs, KaTO MOCTTpaBMaTHIHA G0J/IKA HJIH BH3MaICHHE Ha
CYXOKHITHA (TEHHHHUT), BPB3KH, MYCKYJIHTE H CTABHTE (MaBIXBaHHA, H3KBJIYBAHUA H
HAThPTBaHHA),

. JieKa 10 yMCpCHa peBMaTHYHA H0s1Ka, XapaKkTepHa Ha ocTpata (a3a Ha XpOHHIHH
ACTCHCPATHBHY CTaBHHU 3a00NsBaHuA (0CTE0apTPO3a), NO-CHEIHMATHO IPH apTpo3a Ha WHiAHHTE
NpelieHH, MymGanua apTposa ¥ apTpo3a Ha KOIAHHATA CTaBa.

4.2 [o3npoBKA H HAYHH HA NPHJIOKEHHE

O3HPOBKA
IIpenopburtenno e aa ce npunara | g mapokcuxam kpeMm (10 mg mipokcukam) B 3acernaTtata obnacr
(oxono 3 ¢cm m3neneH or Ty6ata kpeM ), 2 10 3 TIHTH AHEBHO.

[Iponb/DKHTEIHOCTTA Ha JIEYEHHMETO 33BUCH OT ECTECTROTO H TEXKECTTa Ha CBCTOAHHETO, KOETO CE

Jiekysa. Koraro ce m3nonsea 6es JICKApPCKO NMPEAIHCAHHE, 33 KOETO M Ja € OT TIOCOYCHUTE NO-LOPE....
TCPANEBTUYHM IOKA3AHMA, AKO MAIHEHTET HE Ce MOYYBCTBA NO-A00pe HIIK aKO CHCTOA
BJIOLIH B CPOK OT 7 2HH, TO# /T4 TpAbBa Aa ce koHCyITHpa C nexap. -

lleouampuuna nonynayus
IToxasanuaTa u HO3HpPOBKATA 3a NPHIOKEHHE NpH ela nox 12-royiina Be3pacT B
YCTaHOBEHM, THH KAaTO KJIHHHYHH NPOYIBAHHA C THPOKCHKAM 33 NpHJIAraHe BbpXY



NPOBEKIAHH CaMo NpH Bb3pacTHH. Mi3non3saHeTo Ha MAPOKCHKAM KpeM MpH Zeua Tpadsa na crasa
caMo 10 JIEKapcKO [peAnHCalHe » noj HabmoaeHHe.

HauyuH Ha MpHIOKEHHE
3a mpuiarade Bepxy KoKaTa. CaMo 3a BBHILHO NPHJIOXKEHHE,

Ciieq HaHacsHe, MacaskupakiTe BHUMATEHO, JOKATO He MOTHE M3Lno B Koxara. Pruere Tpsabea aa ce
U3MUBAT Clie[l IPHJIOXKEHHE, OCBEH B CLYYAHUTE, KOTATO TE HE ¢a OOEKT Ha JICHECHHE.

4.3 IIporaBonokazannn

. CBpBEXYYBCTBHTENHOCT KBM aKTHBHOTO BELIECTBO HJIH KBM HAKOE OT NOMOLIHHTE BE1IECTBA,
nW30poeHH B Touka 6.1,
° ChiecTByBa NOTEHL{MAJTHA Bb3MOXHOCT 33 KPbCTOCAHA YYBCTBHTEJHOCT KBM

ANETHACATHLIOBA KHCEJIMHA U APYTH HECTEPOUAHH NPOTURORB3MNATIMTENHH CPEACTBA
(HCIIBC). Ilnpokcukam xpeM He TpAOBa Aa ce ipWiIara OT NALHEHTH, NPHE KOWTO NpHEMa Ha
aUeTHICATHIHTOBA KHCeanHa W ApyrH HCIIBC npeaw3BHKBAT CHMITTOMH HA acTMa, pHHHT,
AHTHOHEBPOTHYECH €EM H YPTHKAPUA;

. Flpu nenmaTpuviHaTa nonyaaums (aera Ha Be3pacT nox 12 roquHu);
bpeMeHHOCT 14 KbpMEHe (Bk. T.4.6).

4.4 Coenuangp npelynpexIcHHY H NPEJOA3HE MEPKH IPH YyHOTpeda

[fopaau BepoaTHocTTa 32 KOXKHA a0copOIHA HA MUPOKCHKAM, PHCKBT OT MOABA HA CHCTEMHH €(eKTH
He MOXKE 12 Ce H3KMIOYH. PHCKBT OT MOABa Ha T€3H pPeakLiMH 3aBHCH, Hape C ApyTHTe (GakTopH, OT
3aCerHaTara MOBLPXHOCT U BPEMETO Ha eKCIO3HIHA. [IalineHTHTe, KOHTO HMAT WIH CKOPO Ca HMaJIH
CTOMAIIHO-YPCBHO KbPBEHE HIIH MENITHYHA A3Ba, TpAOBa a ce KOHCYNTHpAT ¢ Jiekap, npeay aa
M3NOM3BAT MHPOKCHKAM KpEM.

KoxHu peakuuu

CepHo3HH KOXKHM peaKlMH, HAKOM OT KOHTO (paTanHH, BKIKOYATEIHO eKChONHATHEEH JEPMATHT,
CHHAPOM Ha CTHBBHC-JKOHCBH H TOKCHYHA e€NMUAEpMalTHa HEKPON3a, CREP3aHH ¢ NPHIOKECHHETO Ha
HCIIBC ca cpobmasann MHOTO pamko (BiokTe pasaen 4.8). PHCKBT oT nossara Ha Te3d peakLidy e
MO-BHCOK B HAYAJIOTO HA JIEYCHHETO H B MOBEYETO CIYUaH, TE3H PEaKifHH ce NMOABABAT [1pe3 MEPBHA
Mecell OT JiedeHHeTO. [IpIIOKEHHETO Ha HPOKCHKAM KpeM TpabBa Ja ¢¢ NPEeyCTaHOBH NPH ITbPBHTE
MPpH3HALH Ha OOpHB, Jie3UH HA JINTaBMLATA WIH JIPYTHA MPU3HALM HA CBPBXYYBCTBUTEIHOCT.

Hma cro0benns 3a pukcupaHa nekapcTBeHa epyNiuHd NpH NHPOKCHKAM.

IIMpoxcukam He TpabBa aa ce npwjiara oTHOBO NPH NAKCHTH C aHAMHE3a 34 PHKCHPaHA JieKapCcTBEHa
CpYTMLHA, CBbP3aHa ¢ NHPOKCHKAM. Bh3MoxHO e ia Bh3HHKHE KPBCTOCAHA PCAKTHBHOCT C PYTH
OKCHKAMH.

He npunaraitre kxpema B O4HTE, IMraBHIIHTE, MPH OTKPHTH KOKHH JIE3UH WIH KOXKHH ChCTOAHMUSI,
KOHTO 3aCAraT Wi HApyIIaBAT CTPYKTYPaTa H HOpMAIHOTO GYHKIHOHHPAHE HA KOXKAaTa. AKO TOBa Ce
CITyuH, 3acerHarara obnact TpabBa na ce us3nnakue oOWIHO © BOAA.

He u3naraiite TpeTHpaHOTO MACTO HA CITBHLE MO BPEME Ha JIEUEHHETO H IBE CEAMHLH CJIE
NPCYCTAHOBABAHE HA JIEYCHHETO. -

[upoxcrxam ExodapM Kpem ChEBpIA CTEApHIIOB ANKOXOJL, KOMTO MOKE AA MMPEAH3BHKA JIO
peaKLH (HAIMp. KOHTAKTEH ACPMATHT).

I npokcrkam Exodapm spem chbpika MeTwmapaxumgpokchbensoar (E218) 1 npo
(E216), xoHTO MOTaT 1A IpeIMB3BHKAT AEPIHYHH PEAKLIH {C BE3MOKHO OT/IOKEHO HAYATIO),



I npoxcrxam Exodapm kpem Chabpka NpOMATIEHTITHKOM, KOHTO MOMKE IA TIPHHHHM ApasHEHe Ha KOKATa.

4.5 BsaamogeiicTBHe ¢ APYIH J€KAPCTBEHN NPOAYKTH H APYrH GOPMH HA B3aHMoIeHCcTBHE

JHAypeTHIH, HHXHOMTOPU HA AHTHOTEH3UH-KOHBepTHpamms eu3uM (ACE HHXUOHTOPH) U
aHraoTeH3uH Il aHTaroHHcTH

Hecrepounnnte npotnsosb3nanuteniu cpeactsa (HCIIBC) Morat aa HaMansaT eeKTHBHOCTTA Ha
AWUYPETHLMTE H NPYTH AHTHXUNEPTCHIUBHM JIEKAPCTBEHH NPOAYKTH. [IpH HAKOH HALMEHTH C
HapyuicHa 6b0pedna ¢yHkunA (HanpUMep AeXHAPATHPAHH MALHEeHTH WIH NMALHEHTH B CTApYecKa
BB3PAcT ¢ HapymeHa OLOpeuHa PyHKUMA), eAHOBpeMEeHHOTO TipHioxkeHHe Ha ACE nHxuburop win
AHrHOTEH3HH Il aHTaroHUcTH U CpeacTBa, KOUTO HHXHOHPAT LIMKIOOKCHIeHA3a MOTAT Aa AOBEAAT A0
BNOLIABAHE Ha OBOpeunaTa HyHKIMA, BRIIOYHTEIHO Bh3MOXKHO ocTpa Ob0pedna HenocTaTbHOCT,
KOATO OOHKHOBEHO ¢ oOpatHMa. TloaBaTa Ha Te3n B3auMozeiicTBHA TpAOBa fla ce HMa NpeaBU TpH
NalUeHTH, KOUTO MPHIIAraT MEpOKCHKaM, 0coOeHO ako Ce H3MON3Ba BBPXY FO/1sMa KOJKHA MOBLPXHOCT
33 ABJITH NEpHOAH OT BpeMe H B komOuHanusa ¢ ACE mHxuburopu win anrnorensuH I antaronucTy.
[lopanu Toea, Ta3zu KOMOHHALMA TPAOBA A& CE HIMOI3BA ¢ TIOBHILEHO BHUMAHKE, 0COOEHO TIPH
TMalMEHTH B cTapyecka Bb3pacT. IlanmenTure Tpadea na 6nnar ageksaTso XHapaTHpaHH B TpaOea Ra
ce 0OMHCITH MOHHTOpHpaHe Ha GrOpevnaTa PyHKUIMA CER 3aM04YBaHe Ha KOMOHHHPAHOTO JICUCHUE,
KAKTO H NEepHOAHYHO ClIe] TOBA.

4.6 PepTHAHTET, OpEeMEHHOCT H KbpMene

bpemenHocT

Bwripexy, ye cHcTeMHaTa abeopOLms € HE3HAYMTEHA, JIOKATTHOTO HPHICMEHHE HA IIHPOKCHKAM T10 BpeMe Ha
OpPEMEHHOCT He ce MPENOPBYBA, Thit KATO (E30MACHOCTTA HA TTHPOKCHKAM 0 Bpeme Ha GPEeMEHHOCT BCe OLIE He €
ycranoseHa. He ca naOmonapaiu TepatoreHHY eekTv TIpH NepopanHO NPHIOKKEHHE HA ITAPOKCHKAM [PH
KJTMHHMHH H3ITHTBAHWA C JKHBOTHH.

ITaporcHKkaM HHxHOMpa OHocHHTe3aTa H OCBOOMKIABATO HA MPOCTArTIAHAMHHUTE Ype3 o0paTiMo HHXMOWpaHe Ha
CHBHMA LMKNIOOKCHIeHa3a. KakTo 1 npu apyri HecTepou/IHi MPOTUBOBE3NANHTEHH JIEKAPCTBA, TO3H SPEKT ¢
CBBP3aH C NOBHILECHA YECTOTA HAa JUCTOKHA H 3aTPyJHEHO PEOKAAHE, KOraTo MPHIOHKEHHETO HA JIEKAPCTBOTO
MPOIDKABA AO NMO-KBCEH eTan Ha GpemeHHOCTTa. MBBeCTHO €, e HECTEPOHAHHTE MPOTHBOREINIATUTETHH

JIEKApCTBA HH/TyLIHPAT 3aTBapAHE Ha JyKTYC APTEPHO3YC MPH ACIATA.

InpokcHkam TpsaOBa Aa ce H3M0M3Ba MPH GpeMeHHH JKeHH, CaMO aKO MOTeHHATTHATA NTONBA 34
MaiiKaTa HaJIBHILABA NOTCHIMATHMS PHCK 32 TUIOA.

KbpMmene
be3onacHoCTTa HA MHPOKCHKAM TIO BpeMe HA KbPMEHE HE € YCTAHOBEHA.

[IpeasapHTeHO H3NHTBAHE OKA3BA, Y€ CNCH TIEPOPATTHO MPHIOKEHHE, MAPOKCHKAM IIPHCHCTBA B MANYHHOTO
MJIKO B KOHIISHTpALiA npHOmiuTesHo 1% ot mnazmeHaTa KOHLSHTpaLma. Benpexu ye cucreMHara abcopOims
€ HESHAYHTEITHA, JIOKAMTHOTO HBIIOT3BAHETO HA IMTHPOKCHKAM TPH KBPMETH AKeHH He Ce MPenopbyBa, ThH Karo
HEroBaTa KIMHHYHA DE30MACHOCT BCE OIS HE € YCTAHOBEHA.

4.7 EdexTn Bbpxy cnocobnocTTa 32 modapane H paboTa ¢ MAMHARA
HsaMa naHHH, Y€ TeKapcTBOTO MOBNHARA COCOOHOCTTA 3a modupane u pabora ¢ MalIHHM.
4.8 Hexenand JeKapcTBeHH PEAKIHE

HexenaHH JIeKapcTBEHH peaKkiiii, CBbP3aHH C JEYECHHETO C MHPOKCHKAM €A 0K

KJIHHHYHH MPpOYYBAHHA C MHPOKCHKAM, MNIpANarar JIOKajaHoO, NO-rojaMara 4acT OT
HOXKCTIAHH pCaKIMHA CA KAKTO CaeaBa.




MedDRA-ba3a nausd Ha
CHCTEMO-OPraHHY KJIACOBE

YecToTa

HexxenaHu NeKapcTBEHH
peaKLHH

Hapyinenus Ha Koxkara H
NOAKOKHATA ThKAH

gectH (= 1/100 no < 1/10);

Jleka 10 ymMepeHa IOKainHo
Npa3HEHe, CPHTEMA, KOKEH
oOpHB, OLIBETABAHE U JIIOLLEHE
Ha KOXaTa, NPyPUTYC H
peakLHH Ha MACTOTO Ha
HPHIOKEHHS

l'IpH NOCT-MAPKCTHHIOBHA OITHT €4 JOKJIAABAHH CJICOHHTE JEpMaTOJOTHYHH ChCTOAHHA!

MedDRA-6a3a naHum Ha
CHCTEMO-OPTraHHH KIIACOBE

YecTOTa

Hexenany jekapcTBeHH
PCAKIHH

Hapyiienss Ha Koxkara v
NOAKOKHATA ThKaH

yectH (= 1/100 no < 1/10);

Jleka 80 ymMepeHa JIOKanHo
Apa3HEeHe, EPUTEMA, KOXKEH
00OpHB, OLIBETABAHE H JIOLICHE
Ha KOXKaTta, NPYpUTYC U
peaKLHH HA MACTOTO Ha
NPHIIOKEHHE

peaku (=1/10000 no <1/1000);

KOHTAKTEeH JICPMaTHT, €K3¢Ma,
peaKkiiuy Ha
(OTOUYBCTBHTENHOCT Ha
KOKaTa, JIeko ofe3LBeTaBaHe
HA KOXXaTa

MHoOro peaku (<1/10000),

byn03HH peakunH, BKIIOUYBAIIH
CHHIpOM Ha CTHBBHC-
JIKOHCBH M TOKCHYHA
enuaepMalHa HEKpOJIH3a

C HEHU3BECTHA Y€CTOTA (OT
HaJIMYHMUTE JAHHH HE MOXE Aa
ObJe HanpaBeHa OLEHKa)

PukcHpaHa JeKapcTBeHa
epynius (Bx. Touka 4.4)

Crob HA IO,

HEXECTaHH

Cho0LIABAHETO HA NOO3MPAHA HEXETAHH PEAKLIMHA CJIe]] paspellaBaHe 3a ynoTpeOa Ha IeKapCTBEHHS [TPOIYKT €
BaKHO. TOBA NO3BOMABA 12 NPOIL/DKH HAGMKOACHHETO HA CHOTHOLIEHHETO TIOIT3A/PHCK 33 JICKAPCTBEHUS

IPOAYKT. OT MEAHLIMHCKHTE CTIELMA/IHCTH CE H3KCKEA 14 CROOIIARAT BCSAKA MOACRHPAHA HEXKENAHA PEaKLI|S KEM

H3reymHHTe HATa areHLs 10 feKapeTRaTa, ViL. ,.Jdamsas I'pyes” Ne

yeOcaitt: www.bda.bg.
4.9 Ilpenosmpane

8, 1303 Codun, Ten.: +3592 890 34 17,

[py ynotpeba Ha TEKAPCTROTO BLPXY KOYKATA, PHUCKLT OT MPEAO3HPAnE € HEZHAUUTENICH.

5. ®APMAKOJIOI'MYHH CBOMCTBA

51 ®@apmMaxko HHAMETHH CBOHCTBA

{apmakoTepaneBTHYHA rpyna: JIOKUTHH poIyKTH 33 CTABHA M MyCKYJIHA GonKa;

MPETIAPATH, HECTEPOHIHH 32 JIOKATHO MPHIOMKEHHE

ATC xon: MO2A AQ7




HHXHOMpa CHHTE3a H OCBOOO)KIABAHETO HA TIPOCTAITIAHWHH Ype3 O0paTHMO HHXHOMpPAHe Ha €H3HMA
LIMKJIOOKCHTE€HA3A.

32 @apMakoKHHETHYHH CBOHCTBA

MsnMTBaHKA NPK ITEXOBE H Ky4eTa MOKA3RAT, Ye TIPIIAraH JIOKAITHO, MHPOKCHKAM ce OCBOOOKIABA
HEMPEKBCHATO M MOCTENEHO OT KOXKATA [0 NOVISKAIIIA MYCKYJT HITH CHHOBHAITHATA TEYHOCT. bananceT MexIy
KOMKATa H MyCKYJIHTE WH CHHOBHA/THATA TEYHOCT CE AOCTUrA OBpP30 B pAMKHTE HA HAKOIKO 4aca Clie/l [IpHaraHe.

53 Hpemcauau1an AaHHH 32 6e30IACHOCT

OcTp¥ H XpOHHYHW H3IIMTBAHMS 32 TOKCHYHOCT M NPOYYBAHHKS 33 JIOKAITHA [IOHOCHMOCT Ca POBEICHH MPH
xMBOTHH. [ Ipy npoy4BaHe 3a 0CTpa TOKCHYHOCT NPH ILTHXOBE ATOMHOCH, € TIPWIKEHA JEPMATTHO SIHOKPATHA
nosa or 5 grkg (200-300 meH npenopryaHaTa KHumusa 1103a). He ca nafmosapani CMBpPT, NPU3HALY HA
TOKCHYHOCT HA KOXKATA WIH JPasHEeHe, HHTO ca HaOmmroaaBaHi MAKPOCKOFICKH NPOMEHHA IIPH TMCEKLMS.
IlpoBeneHo € H3MHTBAHE 38 TOKCHYHOCT [IPH MHOTOKPATHO MPIIArAHE [PH [TEXO0BE ATOHHOCH B MPOXWDKEHHE
Ha SAHH MECELl, He € Hab/TOHABAHO APa3HEHE HA KOMKATa B TPETHPAHHTE 30HM, KAKTO H HE Ca HaOIIOMABAHH
TIPOMEHU B CCAHWTE NAPAMETPH: XEMATONIOTHYHH A OHOXMMHYEH M3CTIEIBAHHA, TEITIOTO HA OPraH|Te, JHCEKLIHA
WIH XHCTONATOIONHYHH H3CASABAHKA.

I MpoxcHKaM 3a NOKATHO NPWIOKEHHE € HeCTEPOHAHO NpoTHRoBL3maMTeNHO cpeacteo (HCTIBC), koeto crmpo
HMa aHaTreTHuHH cBOACTBA. [ IpH NokanHo mpWiKkeHHe HA TAPOKCHKAM [TPH 1A00paTopHH ;KHBOTHH MOTAT 1A CE
HHXWOHPAT OTOK, €pHTEMA, THKaHHA NMposkdepaups, Tpecka i Goka.

6. ©OAPMAHEBTUYHH JAHHHU

6.1 CuhHcbk Ha OMOIIEHATE BEIIECTBA

CTCAPHUHOBA KHCE/THHA

ACLIAIONeAT

MaKpOroJUueTocTeapHIoB eTep 12
MaKkporoJneTocteapunos erep 20
MeTHInapaxmsipokcudersoar (E218)
nponunnapaxuapokcudenzoar (E216)
TTHLIEPHIOB MOHOCTEApaT, CAMOEMYJIITHpaIll C&
CTCapMIOB alkoxoj/mereaper 20

nonucopbar 80/eTHn aueraT/naHOMHMHOB ATKOXOJ, AUETHIHPAH
OPONHJICHTIMKON

HATpHUEB XHAPOKCHI,

apomatusupall ecenc R123175

Npe4yucTeHa BOJIa

6.2 HechBmecTaMOCTH
Henpunoxumo
63 Cpox ma rogaocr

3 roguHH
Cpok Ha roIHOCT cltel ITbPBO OTBapAHEe Ha TyOaTa: 1 roguna

64 Coenuannm ycioBas HA ChXpaHeHHE

Ha ce cbxpanaBa Ha MACTO, HEAOCTBITHO 33 JIeLIa.




Ha ce cexpansasa nog 25°C.
6.5 BuHan chabpkaHne Ha ONAKOBKATA

Kpem B asntymunuesa Ty0a ¢ kanauka or PE na BunT.
Besaka tyba coanpxka 100 g kpem.

6.6 Chnensaanu DpeAna3HH MEPKH NPH H3IXBLPJIRHE H padora

Hsama cneuHaIHy u3HCKBAHMA.

7. TIPHTEXATEJ HA PAZPEINEHHWUETO 3A YIIOTPEBA
EKODAPM I'PVIT AJ]

yia. AtaHac lyxoB Ne29, er.3,

1407 Codun, buarapus

Ten: (02) 906 90 70
¢akc: (02) 906 90 71

8. HOMEP HA PAZPEINIEHHUETO 3A YIIOTPEBA

Per. No 20180306

9. JATA HA ITBPBO PASPEHIABAHE/TIOAHOBABAHE HA PAZPEHIEHHUETO 3A
YHNOTPEBA

HlaTta Ha mepBoO pazpeinaBane: 05 Hoemepu 2018 r.
JlaTta Ha nocnegHO NOAHOBIABAHE!

10. JATA HA AKTYAJIU3SHPAHE HA TEKCTA




