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Amikacin sulfate
5% wiw, yé\n
O®YAAO OAHT'TQN XPHXHX: TIAHPO®OPIEX I'TA TO XPHXTH
1. TTPOXAIOPIZMOX TOY ®PAPMAKEYTIKOY ITPOIONTOX
1.1. Ovopooia
Brucelin®
1.2. X9vOeon
Apaoctikn ovcio: Amikacin sulfate.

‘Exdoyo:  Hydroxyethylcellulose,  Glycerine, = Methyl-p-hydroxybenzoate, = Propyl-p-
hydroxybenzoate, Water purified.

1.3. ®appoxoteyvikn poper)
['éAn.
1.4. IleprekTIKOTTO OE OPAOTIKI] OVGIN

‘Eva ypoppdpro yéing mepiéxer 66,75 mg Amikacin sulfate, mov avtictoryel oe 50 mg
Amikacin.

1.5. lIeprypagn — Xvokevacia

Xaptvo kovti mov mepLEYel coAnvaptlo Tv 30 g Kot UAAO 001 YLDV XPYONG.
1.6. ®appoxobepamevTiKy KaTnyopio

Avtipkpofoxo.

1.7. Yred0vuvog kukrogopiog

TAPTKET ©OAPMA,

Mevavopoo 54, 104 31 ABnva,

TnA.: 210 5224830, ®a&: 210 5224838,

E-mail: info@targetpharma.gr, http://www.targetpharma.gr

1.8. MopaockevaoTig

OAPMAKEYTIKH BIOMHXANIA PROEL EITAM. I'. KOPQNHX A.E.
Andov 9, 12134 Tleprotépt, ATTIKN|
TnA.: 2105755711, ®a&: 2105748398

2. TI NPEIEI NA I'NQPIZETE I'TA TO ®APMAKO II0Y XAX XOPHI'HXE O
I'TATPOX XAX


mailto:info@targetpharma.gr
http://www.targetpharma.gr/

Ov winpoopicg avtod TOV ELVALAOGIOV AVAPEPOVTAL POVO OTO GUYKEKPIPNEVO GAPRAKO
OV GOG YOPNYNOE O YLUTPOS GOG, TO Brucelin®. IMopoxkaiovps Swofdote TIG TPOGEKTIKA.
B0 600G 0DGOVV GNUAVTIKES TANPOPOPIES, 0ALE OEV PTOPOVY VU 60S TA €ENYNGOVY OAC.
Edav éxete kamoleg epoTNOGEIS 1| 0€V £i6TE GiyovpoL YO KATL, POTIOTE TO YWNTPO 1| TO
QPUPRAKOTOLO GUG.

2.1. T'evikég mAnpo@opieg

O KATOTEP® AVOPEPOUEVES POPLLOKOOVVOUIKES 1OLOTNTES APOPOVV GTN YEVIKN XOPYNON TNG
OUIKOGTVIG.

H opwkacivn elvar éva apivoyAvkootdikd nuovvietikd avtifotikd. O Paktnplokdc tov
uNaviocpog dpdong lval OLO0G HE OVTOV TV GAA®V OUIVOYAVKOGIOMV Kol £YKELTOL OTNV
OVOOTOAN] TNG TPOTEIVIKNG oVvBeong TV pkpofiov. In vitro, n apkacivn mapovstalet Eva
€VPL AVTIKPOPLAKO QAGLLO, EMOPOVTAS TOGO €l gram BeTk®V 0G0 KOl ENL gram apvNTIKOV
pikpoBiov O6mwg: staphylococcus aureus (GLUTEPIAAUPOVOUEVOV KOL TOV CTEAEXDV TMOV
avOEKTIKOV GTNV TEVIKIAAGGOT Kot 6t peBukiddivn), Escherichia coli, Klebsiella pneumoniae,
Pseudomonas aeruginosa, Oetikd kot apvnrikd Proteus indole, Providentia stuartii, Salmonella
s.p.p-, Shigella spp., Acinetobacter. H apikoacivn d¢ daomdtor ond ta nepiocdtepa Evivua
OV AOPOVOTOLOVV TOVG GAAOVLG apvoyAlvkooides. Emiong, ot avOektikol otn yevtapvkivn,
Toumpoapukivy Kol Kavapvkivn  pikpoopyaviopoi, €xovv  amodeyfel evaicOntor otnv
apKacivn.

2.2. Evocieig

To Brucelin® evdgikvotot oe:

o Empavewokd empoivopéva tpovpatd, dSuPpmdcelg Tov 0EPUATOS Kot TV PAEVVOYOVOV,
TLOJEPIES Kt AAAEG TTAPOLOIEG KATAGTAGELS TOL OPEIAOVTOL GTNV WYEVOOUOVADA 1) GE AAAOVG
UIKPOOPYOVIGLOVG £00UIGONTOVG GTO TPOIOV AVTO.

Eniong, n tomwm yp1iomn tov mpoidviog oe:

o Diefootatikd EAKN, WyoKd EAKN (0QEMOUEVO og apTnplomddeia, veépTact 1N doPntn)
mpénel va yivetal pe mpocoyr] Kot Otav €xel Omotwbel epyactnplokd OTL VIEIGEPYETOL
UIKPOOPYOUVIGLOG evaicOnTog 610 TPOTOV.

2.3. Avtevoeitelg

Ta @eappoxae pmopodv va fondiocovv tovg acbeveic, propodv Opmg va dNUIOVPYIGOVY
Ko Tpofanpata, 0Tav avtd 08 Aapufavovtal cOREOVA pE TIG 00N YIES TOV YLATPOV.

H yopriynon tov Brucelin® avteveicvoton 6tove acbeveic ekeivoug mov £xovv Tapovslicel
GLUTTOWATO VTEPELOLGONGIOG otV apKaciv 1] 68 AAAOVG OUIVOYAVKOGIOES, 1| GE KATO10
GALO 0O TO GLGTATIKA TOL WOIOGKEVAGHOTOS AVTOD.

2.4. E1d1kég TpoQUALAEELS KOL TTPOELOOTOGELS KOTA TN Y P61

Kotd ) cvotpatikn yopnynon g opkacsivng, Onaadn étav avti yopnyeitol and 1o oToua,
N moapeviepikd, €xet ovoeepbel 1 mbBavotra va  mapovoiacHel  veppotofikdtnro,
®ToTo&IKOTNTO 1] VELPOTOEIKOTNTAL.

H mlavotnro. auth Sev vIdpyel otV Tepintwon mov xprnoiponoteite to Brucelin®.

2mv mepintoon avtn o tpénel va yvopilete to kdtmoOi:

e Eivor duvartov emiong va mapatnpndetl mboavn dtactavpovpevn adiepyia, 6tov yopnyeito
oLYYPOVOG e AAAOVS OUIVOYAVKOGIOEC.

e Onwg ovpPaivel kon pe dAAa avtiprotikd, n tomikn Oeponeia pe apkacivn stvor dvvotdv
va empépel vrepAoipmEn (super infection) amd avOektikd pukpoPa. v mepinTmon ovtn, N



YOPNYNoM TG apKacivng mpénet vo dtokomel kot va vtoPAndel o acBevig otV KatdAANAn
BepamevTikn aywyn.

e YUVIGTATOL VO OTTOPEVYETOL 1] XPT|ON TOL Brucelin® «atd T ddpkela ¢ Kunoems. Edv
OU®G M Yopnynon tov eapuakov Kpbet amapaitntn, tote Oo TpEmel va yivetal vd aveTnpn
TPIKN TopaKorovOnon.

e Suviotdron va amopedyetat 1 yprion Tov Brucelin® o Oniatovoes puntépec, kabbg kat oe
VEOYEVVITOL X TMEPIMTOOT TOV M ¥PNON TOV Qapudkov Bewpnbel avaykaio, cuvioTdtol vo
dtokomTETOL 0 ONAGAC.

2.5. AMniemopaceig pe Ghla @appoxo 1 ovoieg

Ipw mapeTe TO PAPROKO COG, EVIUEPDOTE TO YWOTPO 60S €AV TaipveTe GAho QappoKa,
SCVUTTEPLAGUPAVOREVOV GVTAOV TTOV AYOPAGATE YOPIS GVVTAYT] YL TPOV.

Kotd v ovomuotikn xopiynon g apkacivng éxovv avaeepbel arAniemdpdoelg 6tav
avtn  yopnyeitar ovyyxpdvVOE HE  OLOVPNTIKE TNG AYKOANG, OAAEG OUIVOYAVLKOGIOEC,
Kepoloomopiveg, colistin 1| paromomycin.

Kata v tomikny epopuoyn e ouikooivng  oev Eyovv  avapeplei  ooumtaupoTo.
oAniemidopdoev.

2.6. Aocolroyio

AKoAlovOgioTe TIC 00N YIES TOV YIOTPOU GUS YO TO TOTE KOl TAG VO TAIPVETE TO QOPLAKO
ovto. MMapaxarodpe AIABAXTE TA KEIMENA 7ov avaypa@ovtol 6Tov TEPLEKT TOV.
Potiote T0 Y10TpO 1] TO QUPRAKOTOL0 GOG AV OEV EIGTE Giyovpoc.

Tpomoc yopnynong: Xopnyeitol mdviote eEOTEPUKH TOTKAL.

ZUVIOTATAL TPOGEKTIKOG KOOUPIGUOS TNG TACYOVGOS TEPLOYNG KO KOTOTY EAAPPLA ETAAEYT
LLE TO PAPUAKO QVTO.

Aocoloyia:

Evilkec kot nhkiopéva dropo: To Brucelin® EMOAEIPETOL GTNV TAGYOVGO TEPLOYN KOl GE
pia éktaon 3-5 cm (avordymg g €KTacmg Tov TPosPePAnuéEvoy dEpUATOC), pia eopd TV
nHepa.

Houdd: T'evikd, av de cvviotdrtol GAAN docoroyia amd 1o yotpd, | doon eivor ido pe TV
eVNAIK®V, ONAad” ehappld EmGAEWYT TNG TAGYOLGOS TEPOYNS Mo @opd v nuépa. To
Brucelin® dev mpémet va yopnyeitar og moudid nikiog kKt tov 30 unvév.

2.7. Yrnepdooohoyio — AvTipetomion

ZOUTTOUOTA VTEPOOGOLOYING, AGY® TNG LOPPNG KOL TOL TPOTOV YOPYNoNG Oev EXouv LEXPL
onuepa avoapepOet.

IMANTA XE MEPINTQIEIZ YIEPAOXOAOITAY AIIO TO Brucelin® IPEIEI
AITIAPAITHTA NA ZHTHZETE TH TI'NQMH TOY TTIATPOY 'H TOY
OAPMAKOIIOIOY XAY, 'H NA THAE®QNHIETE XTO KENTPO
AHAHTHPIAZEQN AOGHNQN: Tnh.: 210 7793777.

2.8. Tvnpémer vo yvopileTe 6TV TEPINTOG TOV TOPULEIYATE VO TAPETE KATOLO. HOGT)
Edv moapaieiyote pio d0om, Oa mpémel va mapete ) 00N 0vTH TO TAXHTEPO dSLVATOV. AV
Oum¢ mAncdlel N dpa yio TV €rOUEVN 00T, UNV TAPETE TN 000N MOV TOPOAElYaTE, OAAL

ocvveyiote Kavovikd t Bepameia.

2.9. Avem@OunTeg evépyereg



Moli pe Tig emBountéc, kGOe @EAPROKO PTOPEL VO TOPOVOLAGEL KOL OPLOUEVES
OVETOOUNTES EVEPYELES. AV KL OAEG BVTEG OL TAPEVEPYELES OEV EPQPAVICOVTOL TOLD oVYVd,
otav gpu@oavicfoov 0a mpémer vo evnuepmBel 0 ywaTplg GOg, YO VO 6OG OMGEL TIG
OaPaiTNTES 00N YiES.

Ot Kup1dtepeg TaPEVEPYELEG Elval TOOVOV VO TAPOLGLOHGHOVY KATA TN GLGTNIATIKN YOPNYNOoN
™G opIKacivng kot cvvoéoviar cuvnBmg pe yopnynon vyniov d6cemv M pe Bepameio
HEYAANG OldpKelag Kot €lval: OTOTOEKOTNTA, VEQPPOTOEIKOTNTA, deppatikd eEavOnuata,
VEVPOUVTKOG ATOKAEICUOG K.0L. TOV EKONAMVOVTOL:

® 1 OTOTOEIKOTNTA (KLPIOS TOV AKOVGTIKOD VELPOVL, OAAY Kot TOV auBovoaiov) pe: peimon
NG OKONG, OPYLIKE GTOLG LYNANG GLYVOTNTOG MXOVGS, EUPOEC 1 TAtyyO.

® 1 VEPPOTOEIKOTNTO: HE TNV TOPOVLGIO. AEVKMUATOS, KLAIVOp®V, €pubpdv 1 ALLK®OV
apoceapinv ota 0vpa, vrepalmbaiio, oAtyovpio Kot VEQPIKY aVETAPKELQ.

Axoun mopatnpohvTal: TLPETOS, MOOIWVOPIMO, VouTio, EUETOC KEQOAOAyio, TPOUOG,
mapoioOnoieg, avapio, vITOTACN Kot AVENCT TOV TPOVGAUIVOCHV.

AvemBounteg evépyeleg avTov TOL TOTOV, OTAVIA £XoVV avapepBel KoTd TN YopyNoM NG
OUIKOGTVNG TOTTIKAL.

2NV TEPIMTOGT TTOV YopmyeiTon Brucelin® 6o npEnEL vo, AopPAveToL VITOWYT OTL £X0VV GTOVIMG
avapepBel Tepmtmoelg vepevaIcONGiag Kot Tomkdg epediopudc.

Mnv avnovynoete pe T avoTépo ovagepopeveg avemOopnteg evépyeies. IMMbBavag va
PNV TOPOVGLAGETE KOpio amd avTés.

Xe mepintoon mov Bewpeite OTL TO PAPUOKO GOG TPOKAAEGE KATOW QVETOOUNTY EVEPYELD
TOPOKOAOVUE VO TN YVOGTOTOMGETE 6TO Bepdmovta 10Tpd GaG, 1| GTO POPUAKOTOLd 1| dALO
enayyehpatio tov topéo g vysiog, 1 amevbeiag otov EOvikd Opyaviopd Doappdakov
(Mecoyeimv 284, 15562, XoAapydg, www.eof.gr).

2.10. Tvpémer va yvopilel 0 acBevig Yo TNV nuepopunvia AENg Tov mTpoidvrog
Evnuepwbeite yio tnv nuepounvia AENG Tov gappdkov omd tnv Evoeln oty eEmTEPIKN Kot
E0MTEPIKT] CLOKEVOAGIN TOL TPOTOVTOC.

Ta edppoxa yevikd Aappdvovior Tpv omd v nuepopnvia ANENG TovG.

2.11. Idwitepeg TPoPLAAEELS Y10 TN QUAAEN TOV TTPOIOVTOG

DuAGETE To KovTi Tov Brucelin® g Oeppokposio xaumiotepn tov 25°C.

2.12. Hpepopnvia televtaiog avade®@pnong Tov @UALOV 001 Y1OV
Iavovdaprog 2014



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

e To @dpuoko awtd 6ag 10 £ypaye 0 YTPOS GOC HUOVO YL TO GLYKEKPLUEVO
wIpkd cog mpoOPAnua. As OBa mpémel va to Olvete o GAA0. dTopa M Vo TO
YPNOCOTOIEITE Y100 KAmOL GAAN TAONnom, ywpic TPoNyovHEveg va EYeTe
ovuPovievdel To yiaTpd cog.

e Edv xotd ™ Oudpkewo g Oepameiog eppavicel kdmoro mpdfAnua pe to
QAPLOKO, EVILEPDOTE OUECMS TO YIATPO 1| TO PAPLLOKOTOLO GOG.

o Edv &yete 0mo100MTOTE EPOTNUOTIKA YOP® OO TIG TANPOPOPIES TOV APOPOVV TO
Qapproko mov Aapupavete N yperalece KaAdTEPN EVNUEPMOT Y10 TO LOTPIKO GOG
TPOPANpa, un dotdoete va {NTHGETE TIG TANPOPOPiEg 0LTEG amd TO YLOTPO 1 TO
POPUAKOTOLO GOC.

e [0 vo givor amotelecpatikd Kot 0GQAAEG TO PAPLOKO TOL GOG YopnynOnke Ha
TPEMEL VL AAUPAVETOL COUP®VA. LLE TIG 00N YiES TOV GOg OGO KOV.

e [o v aocedield cog Kot v vysio cog eivon amapaitmto va dwfdoete pe
TPOGOYN KAOE TANPOPOpia TOL APOPE TO PAPUAKO TOV GOG XOPTNYHONKE.

e No un dwatnpeite ta edppoka ce gpudplo Tov AoVTPov, OO0t N (ot Ko M
vypocio uropel voo aALOIDGOLY TO PAPLLOKO KOl VO TO KATOGTNGOLV MPAaPEG
Yy TV vyeia oag.

* Aatnpnote 1o PAPLOKO GTOV OPYLKO TEPIEKTT TOVG.

e Ed&v o ywrpdg coc amopocicet va otapatioete ) Oepameia, metdéte To
VTOAOITO PAPLLOKO.

e Mnv maipvete to @dppoko PETE TNV nuepounvia ANENG mov avaypleeTol GTOV
nepiektn. [etdére to.

o  DvAiETE TO PAPLOKO GE AGPAAEG LEPOS OTOV TOL TALOLE OEV UTOPOVV VAL TO SOLV
N va ta Tacovv. To eapuakd cog pmopel va PAAWEL To. TOdLdL.

4. TPOIIOX ATAGEXHX
To Brucelin® yopnyeitot pe wtpiki coveaym.



