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DOYAAO OAHT'TQN XPHXHX: TAHPO®OPIEX T'TA TO XPHXTH
Brucelin® 5% w/w yéin
1. TPOXAIOPIZIMOX TOY ®APMAKEYTIKOY ITPOIONTOX
1.1. Ovopaoia
Brucelin®
1.2. XbHvOeon
Apaotikr] ovsia: Amikacin
"Exdoyo: Hydroxyethylcellulose, Glycerine, Methyl-p-hydroxybenzoate, Propyl-p-hydroxybenzoate,
Water purified.
1.3. ®appokoTeVIK popoen
[éAn.
1.4. TlgpreKTIKOTNTO GE OPUOTIKI| OVGiN
‘Eva ypoppdapio yéAng mepiéxet 66,75 mg Amikacin sulfate, mtov avtiotoryei oe 50 mg Amikacin.
1.5. Meprypagn — Zvckevacio
Xdaptvo KovTi TOL TTEPLEYEL GOANVAPLO TV 30 g Kot QOALO 0dNYIOV YXPToNG.
1.6. ®appakobepamevTIKI] KATYOPiQ
Avtiyukpofioxo.
1.7. Yrev0Ovvog kukrogopiag
TAPTKET ®APMA MON/ITH EIIE,
Mevavdpov 54, 104 31 Abnva,
TnA.: 210 5224830, ®a&: 210 5224838,
E-mail: info@targetpharma.gr, http://www.targetpharma.gr
1.8. MopaokevacTi|g
RAFARM SA, Ayiov Aovkd, [Totavia, 19002, Attikn
2. TI TIPEITIEI NA I'NQPIZETE T'TA TO ®APMAKO IIOY XAYX XOPHI'HXE O I'TATPOX
YAY
O Tinpoopics avToH TOV EVAAAOTIOV AVAPEPOVTAL HOVO OTO GUYKEKPIUEVO PAPNAKO TOV GOG
YOPRYNGE 0 YwuTpog cag, To Brucelin®. Mapakaiovps Sopdote Tig TpocekTiKd. Oa cag ddcovy
ONUAVTIKES TANPOPOPIES, ALG OEV PTOPOVV VO 60G T EENYIGOVY M.
Edv éyete kamoreg epmTNGEIS 1] 0EV €10TE GiyOVPOL Y10 KATL, pOTIGTE TO YLUTPO 1] TO QUPULIKOTOLO

coc.

2.1. T'evikég mAnpogopieg
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Ol KOTOTEP® AVOPEPOUEVES QPUPUOKOSVVOUIKES 1OOTNTEG OPOPOVY GOTI YEVIKN YOPNYNom 1ng
apIKOGTVIG.

H opwcacivn givon éva apivoyAukootdikd nuiovvletcd avtiBiotcd. O Baktnplokdg Tov Unyovicpog
dpdong etvar OUOlOG pHE OVTOV TV GAA®V OUIVOYALKOGLOMY KOl E€YKELTOL OTNV OVOGTOAN TNG
TPOTEIVIKNG c0vOeoNs Towv pikpofimv. In Vitro, n apukooivny mapovctdletl éva upv avTiuKPOPLOKO
QAac, EMOPOVINS TOGO €mi gram Betikdv 0660 koi emi gram opvnTikev pkpofiov Omwg:
staphylococcus aureus (cupmeptAapPovopEVOY Kol TOV GTEAEYDV TOV AVOEKTIKOV GTNV TEVIKIMAAGY
kot otn pebukidrivn), Escherichia coli, Klebsiella pneumoniae, Pseudomonas aeruginosa, 0gtiko ko
apvntikd Proteus indole, Providentia stuartii, Salmonella s.p.p., Shigella spp., Acinetobacter. H
apkooivn o dtuomdtat amd To TEPLEGOTEP VIV LA TOL AOPOVOTOLOVYV TOVG GAAOVS OLLLVOYAVKOGIOES.
Emiong, ov avBexticol ot yevTOopvKivn, TOUTPOUVKIVI] KOl KOVOUVKIVI] HIKPOOPYOVIGHOL, €yovv
amodelybel evaiocOnTol oty apkaciv.

2.2. Evociéeg

To Brucelin® gvésikvuton oe:
o  Em@ovelokd eToAVcUEVO TPADLATE, SOPBPDCELS TOL OEPLOTOS Kot TV BAEVVOYOVOV,
TLOJEPIEG KOl AALEG TAPOLOIEG KATAGTAGELS TTOL OQEIAOVTOL GTNV YELOOUOVAD | GE
GAAOVG HIKPOOPYAVIGLODE EVIGONTOVG GTO TTPOTOV AVTO.
Eniong, n tomkn gprion tov mpoidvtog oe:
o ®dlefootatikd £Akm, woyoukd Eikn (o@elddueva ce aptnplomddeio, vIEpTAon M
Swfrtn) mpémel va yiveton pe TPoooyn Kot OTav £xel damoTmbel epyacTnploKkd OTL
VIEIGEPYETOL LKPOOPYAVIGHOG EVAIGONTOG GTO TPOTOV.

2.3. Avtevoeiteg

Ta @appoxe pmropovv va Bondncovy tovg acbeveig, propodv OpmMS va SNUIOVPYNGOVY Kol
npofipata, 6tTov avtd o€ Aappavovial cOPEOVA pE TIS 00N YIES TOV YLOTPOV.

H yopfiynon tov Brucelin® avtevdeixvuotan otovg oceveic ekeivovg mov €xovv mapovciicet
CUUTTOUOTO VTTEPELALGONGIOG 6TV apKacivn 1 6€ GALOVS AUIVOYAVKOGIOES, 1| G€ KAmOo10 GALO amtd
T GUGTOTIKA TOV 1O10GKEVAGUATOG AVTOV.

2.4. E1d01kég mpouAaEels Kot TPOELDOTOUGELS KATA TN Ypiion

Kotd ™ ovotnpatikiy yopfynon g opkoacivng, onAadn 0tav auth yopnyeitol omd 1o oTtopa M
TOPEVTEPIKE, Exel avapepfel 1 mhovotnTe Vo mopovstacel veppoto&ikotnta, mToToEIKOTNTA 1)
veVPOTOEIKOTNTO.
H mBavotnro avth Sev vdpyet otnv nepintoon mov ypnoiponoteite to Brucelin®.
Ymv nepintoon avt o tpénel vo yvopilete ta kdTwoL:
o Eivar duvatév emiong va mapatnpndei mbavny dwactavpovpevn ariepyia, Otav yopmnyeiton
oLYYPOVAOS e GAAOVC OULVOYAVKOGIOES.

o  OnwgovuPaiverl kot pe dALo avtiprotika, 1) tomikn Oepaneio pe apkocivn eivat dSvvoTov
va empépet veproipmén (super infection) amd avOektikd pukpoPia. Xty mepintoon
aVTY, 1) YOPNYNON TNG OUIKOGIVIG TPETEL VO dlakoTtel kot va vtofAnOei o aoBevig otnv
KATAAANAN OgpomenTIKn oyy).

e  Yuviotdton va amo@edyeTol n xpron Tov Brucelin® kotd t Sidpreia g kuficeme. Edv
OUMG 1 YOopNYNOoN TOv Qapudkov kplel amapaitnn, t0te B Tpémel va yivetar VIO
AVGTNPY WTPIKN TOpaKoAOVON o).

e Tvuvictdtau va amo@edyetar 1 ypron Tov Brucelin® oe Onialovoeg untépec, kabhg kot
o€ veOYEVVITO. X& TEPIMTMGY, OV 1 YPNON TOL Qoapudkov Bewpndel avaykaia,
GUVIOTATOL VO SLUKOTTETOL O ONAUGLOG.

2.5. AM\Aiemodpacels pe dhho QApROKd 1] 0VGIE
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Ipw napere 10 POPUOKO CGOS, EVIUEPAOOTE TO YWIPO GO £0v maipvere GAha QApPpOKd,
SCVUTEPAAUPAVOREVOV GVTAV TTOV AYOPACOTE YMPIS CVVTAYT YLOTPOV.

Kotd v ovomnuatiky yopiynon g oukacivig €govv avoeepbel aAAnAemdpdoselg 0Tov oty
YOPNYEITOL GLYYPOVOS HE LOVPNTIKE TG OYKVANG, GAAES apvoyAvukooides, kepaloomopiveg, colistin
1 paromomycin.

Kaza v tomixn epopuoyn e ouikoaivig 0gv Eovy avapeplel courtmuato aAAniemidpacemy.

2.6. Aocoloyia

AKoAovOgioTE TIC 00MYiEG TOV YIOTPOV GUS Y10 TO TOTE KOL TAOG VO TAIPVETE TO PAPLAKO CVTO.
Hopokaiodpe AIABAXTE TA KEIMENA wov avaypdeovtol otov mepiéktn 1ov. Potioete to
YwaTpo 1 TO QUPUAKOTOL0 GOS EAV OEV eloTE GiyoVPOC.

Tpomoc yopnynong: Xopnysitor ndvrote eEOTEPIKE TOTIKA.

SVVIOTATOL TPOGEKTIKOG KAOAPIGUOG TG TAGYOVOAG TEPLOYNG KOl KOTOTY EAOQPLE ETAAENYT LE TO
(appako ato.

Aocoloyia:

Eviilikec kou nhkiopéva dropa: To Brucelin® eraleipetan otny mhoyovea mepoyn kot o€ pio éktoomn
3-5 cm (avordymg TG £KTaoMS TOL TPOooPePANEVOL dEPLOTOG), i POpa TNV NUEPA.

Houdid: I'evikd, av de cvvictdton GAAn docoAoyio amd To yoTpod, 1) 0001 gival 1010 pe TV EVNAK®Y,
dAadn eha@pid emdrenym g Taoyovcog TePoNg Hio eopd v nuépa. To Brucelin® dev mpénet va
yopnyeitan o€ modid nikiog Kato twv 30 unvov.

2.7. Ynepdoooroyio — AVTINETOTION

Sopntdpoto vTepdocoroyiag, AOY® TG LOPENS KOl TOL TPOTOL YopnyNong Oev £xovv Léypt onUeEPa
avapepOel.

IMANTA XE MNEPIHITQXIEIX YIIEPAOXOAOITIAX AIIO TO BRUCELIN® MNPEIEI
AITAPAITHTA NA ZHTHXETE TH 'NQMH TOY I'TATPOY 'H TOY ®APMAKOIIOIOY
YAY, 'H NA THAE®QNHXETE XTO KENTPO AHAHTHPIAXEQN AGHNQN: Tni.: 210
7793777.

2.8. Tvwpémer va yvopileTe 6NV TEPINTOOT TOV TAPUALEIYATE VA TAPETE KATOLH dOGT)

Edv mopaieiyate pio 60om, 0o mpémel va mhpete T d6GN QLT TO TAYXVTEPO SLVOTOV. AV OUMC
mnodlel N Opa yio TNV €mOUEVN 000N, Unv Tapete T 060N TOL TapOAElyaTtE, OAAL cLVE)IOTE
Kavovikd tn Oepameia.

2.9. AvemOOunTeg evépyereg

Mol pe Tig emOopuntég, KGOE QAPROKO PTOPEL VO TOPOVGLAGEL KUl OPIGUEVES UVETIOOUNTES
evEPYELES. AV KO OAEC QVTEG OL TAPEVEPYELES OEV ERQPAVICOVTAL TTOAD GLYVA, 6TAV EpPavIcOovY Oa
npémel va. evi|puepmOEL 0 Y1aTPOS 6aC, Y10 VU 6OUG OMGEL TIS ATAPAITTES 001 YiES.
Ot kup1dTtEpEg TTOpEVEPYELES eivat mOOVOV va TopoLGLocOoby KOTA TI GLGTNUOTIKY YOPNYNOT TNG
apIKacivng Kot GuvoEovTol cuVIOmG Ue YopNynom VYNAGV d0cemv 1| e Bepameio peyaing oldpKelog
Kot gival: 0ToToKoTNTo, VEPPOoToLIKOTNTa, deppatiKd e&ovOnuato, veupounikds omokAEIGHOC K.a.
OV EKONADVOVTOL:
® 1 ©TOTOEIKOTNTO (KVPI®G TOV AKOVGTIKOD VEVPOL, OAAA Kot Tov atfovcaiov)
ue: pelmomn ¢ aKong, apylkd GTOVS LYNANG GLYVOTNTOC NYXOVS, EUPOEC 7
i\yyo.
® 1 VEQPOTOLIKOTNTA: LE TNV TOPOLGIN AEVKMUATOS, KUAVOp®Y, £puBpdv N
AEVK®OV opocalpiov oto ovpa, vrepalmbaipia, oAtyovpio Kol VEQPIKN
OVETAPKELQL.
Ao TApATNPOLVTOL TVPETOS, NOCWOPIMa, vouTia, EUETOC KeEPUAUAYia, TPOHOS, TapocOnoies,
v, LTOTACN Kot aOENCT TOV TPOVOUUIVICMY.
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AvemBOunTeg eVEPYELEG OVTOD TOL TVTTOV, GTIAVIL £O0VV avVaPEPDET KOTA TN YOPIYNCN TNG AIKAGTVIG
TOTIKA.

Ty mepintwon mov yopnyeiton Brucelin® 0o mpéner va Aapfdvetar veoyn Ot €xovv omavimg
avapepbel mepmTmoelg vaepevaictnciag kot Tomikog epediouodc.

Mnv avnovynocete pe TS avoTéipo ovoeepiupeves avemOopntes evépyeiec. Ibavog va pnv
TOPOVCLACETE Kapia and avTéc.

Ye mepintoon mov Oempeite OTL TO QPAPUOKO GOC TPOKAAESE KATOW OVETIOOUNTY EVEPYELN
TOPOKOAOVUE VO TN YVOGTOTMO|GETE 6TO Bgpdmovia 1aTpd GG, 1| OTO (UPUOKOTOW0 1) GAAO
emayyelpatio Tov Topéa TG vYyeiag, 1 anevbeiog otov EOvikd Opyaviopd Goppixev (Mecsoyeimv 284,
15562, Xolapyog, www.eof.gr).

2.10. Tvmpénmer va yvopilel 0 ac0eviig Yo TV nuepounvia Méng Tov mTpoidvrog

Evnuepwbeite yio v nuepounvio ANEng tov @apudikov omd v Evoelln oty eEmTEPIKN Kol
ECMTEPIKT GUOKELOGIN TOV TPOTOVTOC,.

Ta papuaka yevikd Aappavoviol Tpv amd v nuepounvia Anéng tovg.

2.11. Iowitepeg TPOPUVAGEELS YO TN QVAAEY TOV TPOIOVTOG

doraEte 10 Kovti Tov Brucelin® oe Ogppokpacio yopniotepn tov 25°C.

2.12. Hpepounvia televtaiog avadedpnong Tov gUAA0D 00N 7LAV

23-09-2020

3. HAHPO®OPIEX I'TA THN OPOOAOTI'IKH XPHYXH TQN ®PAPMAKON

o To @apuroKo anTtd Gag TO £YPOVE O YIUTPOG GG LOVO Y10 TO GVYKEKPIUEVO 10TPIKO GO TPOPAN L.
Ag Ba pémel va o divete og dAla dTopa 1| va TO XPNOUOTOIETE Yo Kdmola AAAN wdnon, yopig
TPONYOLUEVAG VO £YETE cuUPovievdel To YiaTpd Gog.

e Edv xotd ™ didpkewa g Oepaneiog eppavicdei kdmolo TpOPANUO LE TO PAPLOKO, EVIUEPDOTE
OpECMS TO YLOTPO 1] TO PUPHLOKOTOLO GOC.

o Edv éxete 0mol0dNmote EPOTNUATIKA YOP® OO TIG TANPOPOPIEG TOL OPOPOVY TO PAPLOKO TOV
Aapupdvete M yperdlecbe KoAvTEPN EVNUEPMOOT Y10 TO WTPIKO GG TPOPANUA, U SIOTACETE Vo
{ntoete TIg TANPOoPOopieg AVTEG amd TO YIOTPO N TO PUPUOKOTOLO GOC.

o [ vo eivol amoTeEAeCUOTIKO Kol OCQOAEC TO PAPHOKO TOL oag Yopnyndnke OBa mpémer va
Aappdvetar cOpEVa, e TIC 001 YiEC TOV GO dOONKaV.

e [ v acpdAeld cog Ko tnv vyeio cog eivol omoapaitnto va dofdcete pe mpocoyn kdébe
TANPOQPOPIn TTOL APOPH TO PAPLAKO TOV GAG XOPNYHONKE.

e Na un dwutnpeite ta EAPUOKE GE EPUAPLE TOV AOVTPOD, d1OTL N (EoTN KO 1 VYpacio umwopei va
OALOIDGOVY TO PAPUAKO KoL VO TO KOTAGTNOOLV EXPAAPBES Yia TV vyeia cog.

e Awnpnote ta paplroKa 6Tov apyiKd TEPIEKTN TOVG.

e Edv o ywatpdc cog amopacicet va otapatnoste ) Oepaneio, tetdéte To VIOAOUTO PAPLLOKO.

o Mnv maipvete ta QAppoKo LETA TNV Nuepounvia ANEng mov avaypdeetor otov tepiéktn. [letdére
0.

o OvAAGETE TO PAPHOKN OE ACPAUAEG LEPOG OOV TO TOLYL OEV UTOPOVV VO, TAL HOLV 1) VO TO. PTAGOLV.
To @apuaxod cog propet vo, BAGYEL ToL TALOEL.

4, TPOIIOX ATAGEXHX
To Brucelin®yopnyeitot pe wrpikn cuvroym.







