JiacroBka: Hadopmanus 3a norpeburens

AYJIUH 3% /T ren
AULIN 3% w/w gel

Humeszynun
Nimesulide

IIpoverere BHAMATEIHO OAJIATA JIHCTOBKA, MPEIH A 3aN0YHETe A2 H3NOJI3BATE TOBA
JIEKAPCTBO, Thil KATO TH ChAbPXKA Baxkua 3a Bac madopmanns.

Bunaru usnonspaiite Topa JIEKAPCTBO TOYHO KAKTO € ONKMCAHO B Ta3H JIMCTOBKA WK KAKTO
Bu e kazan Bamus nexkap wid dapMauesT.

3anasere Ta3u nucToBKa. MOXKe 1a Ce HaIoXKHM Ja 1 POYETETE OTHOBO.

AKO ce HyK[IaeTe OT JIONMBITHWTENHA HH(OpMalMs UK ChBeT, nonuTaiite Bawmus gapmauesT.
AKO MOJTy4HTE HIKaKBH HEXKEIaHHM JIEKapCTBEHH peaKluy, yBenoMere Bamms nexkap HiH
(dapmanerT. ToBa BKIFOYBA ¥ BCHYKH BB3MOKHH HEXKEITAHH PEaKilWK, HEOTTHCAHH B Ta3u
nucToBKa. BiokTe Touka 4.

Axo cien 7 AHM He ce MOYyBCTBaTe No-A00pe Win cheTosHAETO Bu ce riommwm, Tpabra na
MOTBPCHUTE JIeKapcKa MOMOLLL.

KakBo cbhabpika Ta3H JHCTOBKA:

KakBo npesacrapnsea AyJavH rell M 3a KAKBO CE€ W3M0JI3Ba
Kakgo Tps6Ba 1a 3HaeTe, Npey Jia u3nonspare AyiauH reJT
Kak na uznonzpare AynauH ren
BB3MOKHU HEXETTaHH pPeaKiiiy
Kak na cexpaHsBate AyJivH ren
ChbabpiKaH{e Ha OMAaKOBKATA H JOIMBIHMTEIHA HH(popMalmx

AL e TR e

1. Kakso npeacraBansa AyJHH rejl H 32 KAKBO ¢ H3M0J3BA

HmeTto Ha BameTo jekapcTBo € AyauH. [IpoayKTHT ChABPAA aKTHBHO BEIIECTBO HAPEYEHO
HUME3YITH]I, KOETO MIPUHALIEKM KbM IPYNa JIEKapCcTBa ¢ NIPOTHBOBE3NAIHTENHO H
BosikoycnokoaBallo AefcTBHe (HECTEPOMAHH NPOTHBOBL3NanuTenHy nekapersa (HCIIBIL)).

AVYJIHMH ren ce u3nonssa 3a obiekyaBaHe Ha Gokara ¥ OTOKA MpH:
* YBpEK/aHe Ha MEKMTE ThKaHH (KaTo HaBAXBaHUSI, HAPAHABAHE C KPHBOM3IIMB)
* HapaHABAaHE HA CYXO0XHITHETO, KOETO ce Haph4a ,»OCThp TPpaBMaTH4YEH TCHHHHHT”.

Tpabsa na rosopute ¢ Bammus nekap, ako He ce yyBcTBaTe 110-100pe 1K aKO Ce YyBCTBATE T10-3/1€
caen 7 AHU.

2. Kakspo TpaOBa 1a 3HaeTe, NpeH A2 H3N03BaTe AYJIHH rejl

He u3noJ3BaiiTe Ayaus rea:

*  aKO CTe allepriyHy (CBPBXYYBCTBUTE/IHH) KBM HUME3Y/IM UIIH KbM HAKOS OT OCTAHAJIUTE
CBHCTABKM Ha TOBA JIeKapcTRO (u30poeHu B Touka 6). -

*  aKO CTe aleprddyHH (CRPBXUYBCTBHTENHH) KEM aCNHUPHH WIH IPYTH HECTePOM/IHM ~ — »
NPOTUROBB3NANHTEHH Jekaperea (HCITBJT). it

*  ako cte noj |2 rogMinHa Bb3pact.




KOHCYJITHpaiTe ce ¢ Baluus Jiekap WM GapMalierT, Mpeiy 1a U3M0oI3BaTe TOBA JEKAPCTRO.
IpeaynpexieHns H NpeINa3HH MEPKH

['oBopere ¢ Banug nexkap win (papMalieBT, TIpeid a H3MoJ3BaTe AyIHH e, ako:

. WMare acTMa

. UMaTe TeXKH 4epHOAPOOHH, 6bOpeyHn uau crpieyHH npobaeMu
. MMaTe KbpBEHe WM CTOMAIIHA A3Ba

. uMare poGiieMu ¢hC ChCHPBAHETO Ha KPHBTA

. cTe OpeMeHHa UK KbPMUTE.

Jena A oHOIHA
AynuH ren He TpsaOBa na ce W3M012Ba MK fetia no 12 roIuHy.
Jpyru JiekapcTBa H AyJIHH rej

Ay7HH rejl ce NPUIIAra BLHIIHO U KATO TAKHB He Ca M3BECTHH WIIH OYaKBAHH B3aMMOJIEHCTBHS C IPyTH
CHCTEMHO NpHIaraHy nekapcTra. Jla He ce npunara BbPXY KOXKAaTa ¢ APYTH JIOKATHO (MECTHO),
TIPUJIATAHH MpeTapaTH.

Bpemennoct u KbpmMeHe

Ako cTe OpeMeHHa WTH KEPMHTE, CMATATe, Y€ MOXKEe J1a cTe OpeMeHHa HTH IiaHHpate OpeMeHHOCT,
nochBeTRaiTe ce ¢ Bammsa nexkap wiu (apmauest npeau ynorpefara Ha TOBA JIEKAPCTBO.
Ay4H ren He € MOKa3aH 3a MPUIOKEHHE TO BpeMe Ha OPEeMEHHOCT U KbpMEHe.

AyJHH re chAbp&ka MeTHIXuApokcH6ensoar (E218) n npomurxuapokcubensoar (E216). Te
MOTaT Jia MPHYUHAT allepridHy PeakuyH (BL3MOKHO U OT 3abaBeH THII).
ToBa MoJKe Ja ce cilyun BeaHAra WM Cliefl HIKOJIKO JHH.

3. Kak ga u3nonssare AyJiHH reja

BuHary u3nonseaiTe TOBa JIEKAPCTBO TOYHO KAKTO € OMMCAHO B TA3H JIMCTOBKA WIIH KaKTO
Bu e ka3zan Bamms nexkap wid GapMaueBT. AKo He CTe CUI'YPHH B HEINo, monuTaiTe Baius
nekap WM (apMaresT.

Koako aa ce H3noj3Ba

KonuuecTBOTO Tell, KoeTo € HeOOXOIMMO lile BapHpa B 3aBUCUMOCT Ha pasMepa Ha 6omesHeHaTa 1
OTTOYHA 00NacT.

» OGHKHOBEHO KOJTHYECTBOTO € 3¢ ren (MBHLA oT 6 40 7om H3CTHCKaHa oT TybaTa).

» M3nonspaiite 2 vy 3 nbTH BCEKH JIeH.

= M3nossBaiite JiekapcTBoTO 32 7 10 |5 NHHM. AKO CHMINTOMMTE He ce MoAoOpAT cnen 7 IHH, CBhpikeTe
ce ¢ Bamms nexap 3a mo-HararbluiHa o6paboTka.

» [lonuraiite Bamus nekap unu (hapmaneBT, ako He CT€ CUT'YPHM KOJIKO Aa W3MOJI3BaTe.

H3non3Bane Ha JIEKapCTBOTO

A NN

Macaxkwupaiite rejia Bupxy Gonessenara u orrouna obnact. Mamuiite pblUeTe CH CIE W3NOI3BAHETO -
Ha TeNna. (| Z



e Topa JleKkapcTBO HE € NOKA3aHO 3a BHTPEILHO NIPHIoKEeHHe., AKO ¢Iy4aiHO ro norejHeTe,
HezabaBHO noceTeTe Bamms nekap wnm Haii-6113K0TO GOTHHYHO 3aBe/IEHHE 3a CrIELIHA
MOMOIIL.

e He u3non3eaiite rena BEPXY HapaHeHa KOXa, aKO HMaTe MopA3BaHe, NPacKOTHHA WK KOXKHA
UHeKIMs.

He cnaraiire ren B oyuTe CH. AKO TOBa ce CIy4H, H3IUIaKHETE OUMTE C YHCTa BOJA.
He u3rnon3saiTe HUKaKBH KPEMOBE M MeXJIEMH BBPXY BalllaTa TpeTHpaHa koxka. Tosa Moke
Jla NOTPeYH Ha BaLIeTO JIeKapCTBO Ja paboTh MPaBUIIHO.

o He u3naraiite TpeTupaHaTa KO¥Xa Ha OMpEeKTHa CibHYeBa ceeTnuHa. [lo BepoaTHO € na

[OJIY4HTE CITBHYEBO M3rapsiHe OTKOJIKOTO ODHKHOBEHO.

He nokpupaiite TpeTHpaHaTa KoXa ¢ XepMETHYECKa HITH HETIPOMOKAeMa MPEBPb3Ka.

AyJIHH rejl MO€ BpEMEHHO /1a IOBeie [0 JbJITO OLBETABAHE HA TPETHPaHaTa KOJKa, KaKTo
JPEXH, KOMTO Ca B KOHTAKT ¢ TPETHpaHaTa 30Ha.

AKO cTe H3N0JI3BATH MoBede AYJIHH reJl 0TKOJKOTO TpadBa
[Ipeno3upaHeTo e MajJIKko BEpOATHO, KOraTo ce MpHiara BbpXy Kozkara.
AKO ciTy4aiiHO noreiHeTe AyJTHH rel, CBhpKeTe ce He3abaBHO ¢ Bamus nexap.

AKO cTe NponycHAIH A2 H3N0JI3BaTe AYJIHH reJ

Axo npornycHaTi Aa u3noissare Baluus ren, HanpaseTe ro BeHara crieji Kato CH CIOMHHTE.
CJiez1 TOBa ro NpHIIcXKeTe 0THOBO B 0OW4YakiHoTO Bpeme. He onmTBaliTe 1a HaBakcaTe MOCTaBAHKH
roBeYe I'eJi OTKOJIKOTO € HOPMAIIHO.

AKO HMaTe HAKAKBH JOITBIHATE/IHM BBIIPOCH, CBLP3aHH ¢ YIIOTpe0ara Ha TOBA NeKapcTBO, OMHTANTE
Barmms nexap wid apMauesTt.

4. BB3MOKHH HEKeJAHH PEAKIHH

KaxTo BCHYKH JIeKapCcTBa, TOBa JIEKAPCTBO MOKE [1a MPeAU3BUKa HeXKeNaHW PeaKiWH, BEINPEKH Y€ He
BCEKH TH M0JTy4aBa.
Hexenanure peakumy 0OUKHOBEHO Ca JIEKH.

Cupere BeiHara H3N0J3BAHETO HA reJia H He3a6aBHO NMoceTeTe JieKap, K0 pa3BHETE AJIePrHYHa
peaxknus.
e [Ipu3HauyTe Ha anepryvyHa PeaKis BK/IIOYBAT OTOK, [I0yBaHE Ha BALIETO JIMLIE, YCTHH,
€3MK MJTH IbpJIO HIH 3aTPYAHEHO JUINaHE.

CIIPETE Aa H3NO0JI3BATe rejia, aKko NoJdy4HTe HAKOHA OT CJEIHHTE HEKE/IAHH PCAKIHH:

e cppbe, 3a4epBABAHE HA KOXKATa UM OOpHB (Te3M HEeXENaHW PeaKIHH ca YEeCTH, Te 3aciraT
no-manako ot 1 Ha 10 gymm).

Crobmagane Ha HeKeNAHN PeaKIHH

AKO MOMYYHTE HAKAKBH HEMKENAHH JIEKAPCTBEHH peakiiiH, yBegomere Balnus nexap Hin
(hapmarieBT. ToBa BKIIOYBA BCHYKH BB3MOXKHH HEOMHCAHY B TA3H JTHCTOBKA HEXKENAHH peakLiH.
MozkeTe ChlIO Aa ChOOIIHTE HEXENaHH Peakiiy JHPEKTHO Ype3 HAaIlMOHAIHATA CHCTEeMa 3a
crobmarane: U3MbIHATENHA areHU|s No nekapersara, yil. ,.Jlamsn [pyer” Ne 8, 1303 Codus,
Tem.: +359 2 8903417, yebcaiiT: www.bda.bg.

Kato crobluaBaTte HeXXeaHH peakllMi, MOXeTe Jia IaJIeTe CROS TIPHHOC 3a nonyqanaue Ha uoae'ie
wHGOpMalLKg OTHOCHO 0e30M1acHOCTTa Ha TOBA JIEKAPCTEO. A e



5. Kak ga cexpansiBate AYJHH rej

= (CwnxpaHsBaiiTe TOBA JIEKADCTBO HA MACTO, HEJOCTHIIHO 3a Jela.
He u3non3saiite TOBa 1IEKapCTBO ClIeJl CPOKA HA NOIHOCT, 0TOeNA3aH BbpXy Ty0ara W KapToHeHara
OMNaKoBKa ciel ,rogeH 70:°. CpoKBT Ha I'OJHOCT OTrOBapsA Ha MOCIEAHHS JIEH OT MOCOYEHHUS MECELL.
Jla He ce chxpausiea npu TemnepaTypa Haza 30°C. BuHaru nocrassiite Kanavkara Ha Tybara Bh3MOKHO
Hal-CKOpO CJTe/I KaTo CTe i H3MOI3BalIH.
e Cpok Ha rogHOCT clief TbPBO OTRapaHe: 14 quu.
e He u3xpupngiiTe nekapcTBaTa B KAHATH3ALMATA HIH B KOHTElHepa 3a JOMALIHHA OTMNaIbIH.
IoruTaiire Bamus apManesT kak a H3XBLP/IATE IGKAPCTBATa, KOHTO BEYE HE
u3noseare. Te3u MEPKH I1ie CITOMOTHAT 3a ONa3BaHe Ha OKONTHATA cpefia.

6. Coabp:kaHHe HA ONAKOBKATA M JONBbIHATENHA HHpOpManus

KakBo ¢habpixka AyadH rej
e  AKTHBHOTO BellleCTBO €: HUMe3yua. Beekn | g Ayyms ren coabpia 30 mg HAMEsY M.
e JIpyrute CBLCTaBKH ca: TIPEYMCTEHa BOJA, JHETWICHTJIMKOIOB  MOHOETHIIETED,
MaKpOrO/IN/IMLEPHAM KanpwioKanpatd, kapOOMEpH, NWHATPHEB €ETaT, TPHETAHOIAMMH,
meTHmapaxuapokcubensoar (E218) u nponwmapaxunpokcubensoar (E216).

Kak m3rjexaa AyJinH reJl H KAKBO ChIbp:Ka B ONAKOBKATA
AyJuH ren e XomoreHeH 6/1e/10 JKBIT rei1 6€3 uysKIK YaCTHIIH.
Hanmuen e B Tybu ot 50 g m 100 g.

He BcHuku BH1OBE 0OnakoBKH Morat Aa Obaat mycHaTH B npoaaxOa.

Ilpurexare] Ha pa3pemeHHeTo 3a ynorpebda
Anmxenunan ®apma Brarapus EOO/]

Byn. Acen Mopaanos 10

Cotus 1952, bearapus

Tem: + 359297513 95

@akc: + 359 2971 57 45

Ipon3BoguTen

Helsinn Birex Pharmaceuticals Ltd., Damastown, Mulhuddart, Dublin 15, Hpnanana

COSMO S.p.A, Via C. Colombo 1, Lainate (Milan), Mranus

Aziende Chimiche Riunite Angelini Francesco, ACRAF SPA. Via Vecchia del Pinocchio, 22, 60131 —

Ancona, Uranus

Jara Ha mocJIeiHO Npepasrjexjane na aacroskara 12/2021.






