OYAAO OAHT'TQN I'TA TO XPHXTH
METRONIDAZOLE/BAXTER 500 mg/100 ml Avghvpa yio evéo@répro éyyvon
1. IMPOXAIOPIZMOX ®APMAKEYTIKOY ITPOIONTOX
1.1  Metronidazole/Baxter

Aviopa yuo evooerePia £yyvon
Metronidazole

1.2 XdvOeon

Apootiky ovaio:. Metronidazole
Exodoya: Disodium phosphate dodecahydrate, Citric acid monohydrate, Sodium chloride, Water for
Injections

1.3 ®appoxoteyviki popei)

Avddopa yuo evoopAEPia £yyvon
Awooyég dlopa, oxedov Aypouo £m¢ VITOKITPIVO

1.4  IleprekTikOTNTA G6€ dPUGTIKI] OVGIN

Metronidazole 5 mg/ml
100 ml draddpoTog Yo evéo@AEPLa £yxvon mov TepiEyovy 500 mg Metronidazole
Qopotikotnto: 308 mOsm/1 pH: 4,5 é0¢ 6,0

1.5 Ileprypagi] — cvoKevOoia

O1 6GKot 0moTELOVVTAL 0Tt0 GUVEEOAKODUEVO TAOGTIKO 0t TOALOAEPiv/ToAvauion (PL-2442),
yvootol wg VIAFLO.

O1 6aKot mePITLALYOVTOL LLE VO TPOCTATEVTIKO TAUCTIKO €mBVAaKO and TOALOLIO10 /TOAVTPOTLAEVIO,
TO OTO10 YPNGUYLEVEL LOVO Y10, VO, TOPEYEL PVGIKT TPOGTAGIN GTOVE GAKOVC,.

To péyebog odicov etvar: 100 ml

[epreydpevo eEmteptkov KifmTtiov:
20 cdkot twv 100 ml
50 odkot twv 100 mi
60 odxot twv 100 ml.

1.6 ®aoppoxoOepamevTiKi KaTnyopio

AvtipucpoBilokd yio. CUGTNUOTIKY Xp1oN: Tapdymya pidaloriov
Kmowog ATC: J01XDO01

Ko

Avtimpotolmikd: Tapdywyo vitpoipdaloriov

Koowog ATC: PO1ABO1

1.7 Karoyog Adsiog Kvkhogopiog

Kéroyoc Adeiac Kvkhopopiog otnv EALGSa & otnv Kdmpo
Baxter (Hellas) E.ILE.

Maoapivov Avtoma 47 & Avaeng

141 21 N. Hpdchero — Attikn|

TnA.: 210 28 80 000




Avturpdowmoc oty Konpo

P.T. Hadjigeorgiou Co Ltd
T.0. 51318, 3301 Agpuecog

KYITIPOZ

THA.: 25 37 24 25

1.8 Maopackevootig

Baxter Medital S.A. — Iomavia
Baxter Medital S.p.A. — ItoAia
Baxter Healthcare S.A. — IpAavdio

2. TI ITPEIIEI NA I'NQPIZETE I'lA TO ®PAPMAKO IIOY XAX XOPHI'HXE O
I'TATPOX XAX

2.1 Tevikég minpo@opicg

DapuoKoOVLVaUIKES 1010THTES

H petpovidoaloin sivat évo avTipAeyULOVMOEG PAPLOKO TOV AVIKEL GTN QOPUOKOOEPATEVTIKT OGO
TOV TOPAYDY®V VITPOTOalOANG, TO 01010 £YEL EMOPACT] KUPIMG GE AVOTNPA avaePOPLovg
pikpoopyovicpovs. H dpdon avtr mpoxoieitor mbavov and v aAinienidpoon pe DNS ko
Sopopovg petafolrites.

H petpovidoaloin xetl avtifaktnplokéc Kot avimpmtol®ikés OpAcels Kot Eival OmOTEAEGUOTIKT KOTA
TV avaepofiov Paktnpiov Kot Katd g Trichomonas vaginalis kot AoV tpotoldev,
ocvumeprrapPavouévev tov Entamoeba histolytica kot Giardia lamblia. Apa amotelecpatikd kot eml
TOV VTOYPEDTIKMG avaepOPlmv faxtnpinv, Tov omoimv 1 eAdyiotn avactoltiky tukvotnto (MIC)
Kol M EAGYLOTN PAKTNPLOKTOVOC TUKVOTITO, GUUTITTOVY, LE ATOTEAEGILA TNV TOOTATY OEpamELTIKY
avTOmOKPLo.

H petpovioaloin dev &xetl dueon avtamdkpion Evavtl Tav aepofiov pikpoopyovicumv. To agpoPia
UIKPOPLa TOPOUEVOLY OVETNPEAGTA O TIG CUYKEVIPAOGELS TNG UETPOVIOALOANG GTOVE 1IGTOVG,.
Eunepio and acheveig o omoiotl Oepamedtniay pe petpovidaloAn £5e1&e OTL Eivol KOAMG AVEKTO Kot
OTL TOL EMIMEDO TOL POPUAKOV GTO GO KOl GTOVG 10TOVG EIval KOTE TOAD vYNAOTEPQ amd EKEVA T
omoia Oe@pnTIK®OG amotrtobvTal yio, pio exttuyn oviykpoPlokn Oepaneia. ExumAéov n petpovidaldin
glval tkavn va TEPACEL TOV OLULOTOEYKEPOUAKO QPayHO Kol 01 BEPATEVTIKES CUYKEVTIPMGELS GTA
TEPLOCOTEPA VYPA TOV CAOUATOG (Y. GIEAO, YOA, OVPO, ALUVIAKO VYPO, YOAO KOl TVOV OTOGTLATIK®OV
KOWOTATOV) gival Wiaitepa VYNAES.

Avryuxpofiaxo pooua.:

O1 opraxég Twég MIC mov daympilovy Tovg evaichntovg amd Tovg LePIKMS evaicnTovg Kot Tovg
UEPIKMG EVAIGONTOVE 06 TOVE OVOEKTIKOVE UIKPOOPYUVIGUOVS Eval 01 0KOAOLOEC:

S <4 mg/l ko1 R >4 mg/l

H ovyvotnta g emiktntng avOekTikdTTOG Lmopel vor TOtKIAAEL YEOYPAPIKE KOl LE TO YPOVO Y10
emieypéva €10m kol gival emOLVUNTA 1) KATA TOTOVS TANPOPOPNOT|, WOLAHTEPO KATH TV OVIILETMOTION
cofopmdv AodEemv. AVt 1| TANPOEOPN O TUPEXEL 001 YIEC LOVO KOTA TPOGEYYIOT], OGOV aPOPd GTIg
TOAVOTNTEG TTOL £XEL EVOC UIKPOOPYAVIoUOS Va eivar evaicOntog ot petpovidaloAn 1 Oyt

Katnyopieg

EvaicOntot

Gram apvntikoi agpofiot
Helicobacter pylori

Avaepopiot

Bacteroides fragilis
Bifidobacterium>>av0extucoi (70%)*
Bilophila




Clostridium
Clostridium difficile
Clostridium perfringens
Eubacterium*
Fusobacterium
Peptostreptococcus
Prevotella
Porphyromonas
Veillonella
AvBektikoi

Gram Betikoi aepofiot
Actinomyces

Avoepopiot

Mobiluncus
Propionibacterium acnes
Avtumapoottikn dpdon
Entamoeba histolytica
Giardia intestinalis
Trichomonas vaginalis
*E{dn mov dev givar mhvta gvaicOnta. H svaisOnecio dev pnopet va mpocdiopiotel yopic

avTIPLOY PO
EpgaviCeton dtactavpovuevn avtoyn pe tindazol.

DapuaKoKIVTIKES 1010THTES

Koatavoun: Metd ) yopnynon piog pévo d6ong tov 500 mg, n Héon UEYIOTN GLYKEVIP®ON
petpovidaloing oto mhdopa etavel ota 14-18 pg/ml nepinov, oto 1éhog pag £yyvong didpketag 20
Aemtov. H péon péyiom ovykévipoon tov 3 pg/ml nepinov tov 2-vdpoéu-petaforitn 610 TAAGHO
e€acearileton petd amd pia povo evoo@AEPia 66om tov 1 g. Ot cuykevTpdoelg otafepn KaTAoTaoNS
g HeTpovidaloAng oto mAdopa tv 17 kot 13 pg/ml nepimov emrvyydvovtor petd omd yopriynon
petpovidaloing kabe 8 N 12 mpeg, avtioToiyms.

H obvdeon e tig mpmteiveg Tov mAdcpotog eivar pukpotepn amd 10% kot 0 OYKOG KOTOVOUNG

1,1+0,4 I/kg.

Metaforouog: H petpovidaldoin petaforiletor 6to fmap pécm vdposuiimong, o&eidbmong kot
yAvkovpovidimonc. Ot koprot petaforites ivan o 2-vdpdEu-petafolritng Kot o petaforitng o&ikod
o&éog kat &xovv avtifaxtnpdroxn dpdon 10%-30%.

AmoPBol: Tleprocdtepo amd 50% g xopnyovueVNg 00MG OTEKKPIVETAL GTO OVPA, OG AUETAPANTN
petpovidaloin (20% tng 66ong mepimov) kot pe T popen petaforirtav mc. Iepirov 20% g 660mg
amekkpiveTon pe ta kompova. H kabapon givar 1,3+0,3 ml/Aento/kg, eved n veppikn kdbapon eivor
nepinov 0,15 ml/Aentd/kg. O ypdvoc nulong g amofoAng puetpovidaldAng oto TAdoua gival
mepinmov 8 dpeg Kot Tov 2-uopo&u-petaforitn tepimov 10 dpes.

Ewdikéc katnyopieg acOevav: O ypdvoc nulmng omoPorng g netpovidalOAng 6to TAdoua dgv
emnpealetat amo TN VeQPIKN SVGAELTOVPYia, MGTOGO Uropel va eivorl avEnpévn yio Tov 2-vopoév-
petaforitn Ko Tov petafoiritn o&ikov o&éog. v TepinTmon g apokdbapong, 1 petpovidaloin
ATEKKPIVETOL TOYEMG KO 0 ¥PpOvog Nulong amooAng oto TAGoUa LEIDVETOL o€ 2,5 dpeg Ttepimov. H
meprrovaikn kabapon o eaivetar va exnpedlel v omofoin e pHetpovidaldAng Kot TV
HETAPOATOV TNG.

e aoBeveig e emnpeacpévn Nratikn Asrtovpyia, o HETAPOMGHOG TG LETPOVIOALOANG AVAUEVETOL VO
pelwbet, odnydvtag o avénon tov ypovov Numng aroBoAng oto TAdoua. Xe acbeveic pe coPapn
NTATIKN avemdpkeln, 1 Kabapor propei v peiwbel Emg kot 65% mepinov, £xovtag OG AmTOTELEGHN TN
GLGGMPELOT LETPOVIOALOANG OTO GO,

Ilpoxiivikd dedouéva yla Ty acpdiELo
H petpovidaloin xopryobuevn ota melpapatodlma o peydreg d60e1c eppavilel tepatoydvo dpdon.



H petarra&loydévog dpastnprotnta e LeTpovidaloing £xel amodetydel oe gelpd cuoTUdTOV
Boaktnplakdv dokipacioy in vitro.

e dokaoies in Vivo, dev TPOKAAESE TN OMUOVPYIC IKPOTUPNVAOV GTU TOAVYPOUOPIA,
£pLOPOKVTTAPO TOV PVEAOD TV OGTOV GE TOVTIKOVE TOV VIEPANONGAV G EVOOTEPTITOVAIKN 1) 0TO TOL
otopartog Bepaneio pe d6cels £oc 1500 ko 2000 mg/kg avtictoyya, Oepaneia katd Ty onoia vERPYOV
gU@avn onpelo KAVIKNG ToEIKOTNTOG.

2e HEAETN KOAMEPYELNG TOV AEUPOKVTTAP®V TOL TEPIPEPIKOV OILATOG TOL aAVOPMITOL Yo TNV
TPOKANON CALOIDGEDY GTA YPOUOCMUATA, ) LETPOVIOALOAN dev PAvNKe Vo TPOKOAEl AALOLDGELS GE
KOAMEPYELEG AEUPOKVTTAPMY TOV TEPLPEPIKOV OULOTOG TOV OVOPOTOVL, LE PEYIOTY T SOKIHOGING To
10 mM, amovcic 1 Tapovcio petaforkng evepyomoinomnge.

2.2 Evoeiecg

“On emiompeg 001MYieC TOV APOPOLY GTN COGTN YPNOT KOl TH GLVTOYOYPAPN O AVIYIKPOPLOK®OY

nmapoyoévtov Ba Tpénet va Aappdvovtotl vmoyn.”

H Metronidazole/Baxter gvdeikvotot dtav 1 amd Tov GTOUATOG XOpynomn Oev etvan duvarty| Ge:

> [Ipo@OAOEN TPO/UETEYYEPNTIKGOV AOUDEEDY AOY® gvaicOnTeV avaepoPiov Paktnpimv,
wwitepa 6TEAEYDOV PAKTNPLOEODV KOl AVOEPOPLOV GTPENTOKOKK®V, KOTA TN S1apKELL
KOWALOK®V, YOVOIKOAOYIK®MV, YOUGTPEVIEPIKAOV 1] 0pHOKOMKOV XEPOVPYIK®V EXEPPACEDV TOL
EUTEPLEYOVY DYNAO Kivouvo ekONAmong Aoipnméng tétolov tomov. To diddlvua propei eniong va
¥pPNoLLoToN0el 6€ GUVILAGUO LE €V AVTIPLOTIKO dpaCTIKO EvavTl aepOfiov Baktnpimy.

> ®epoancio coPfapdv eVOOKOIMAKOY KOl YOVAIKOAOYIKOV AOUOEEMV GTIG 0moieg evaicOnta
avaepofia Paktpia, Wiaitepo Paktnploeldn] Kot ovaepdPlol GTPETTOKOKKOL, EXOVV OVIYVEVTEL 1|
VIAPYEL VTTOVOLL OTL EVOVVOVTAL Yo TN AoTp®EN.

> ®epancio coPapng apoPadmong mov evtomileTol 6TO £VIEPO 1) TO HTOP.

2.3 Avrtevositag

I'voot) viepevarcOnocia ot petpovidaloin N dAlo mopdywyo ydalding N og kKamolo amd to £KSoya
(BAéme mopdypago 1.2 Zovbeon).

H Metronidazole/Baxter avtevdeixvotal 6to TpdTo Tpiunvo e Komong.

H ypnon ¢ Metronidazole/Baxter avtevdeixvotal og acBeveic pe nratikn PAAPN telkod otadiov,
SloTapayEC OoToinong Kot L EAEYXOUEVES VOGOVG TOV KEVIPIKOD KOl TOL TEPLPEPTKOD VELPLKOV
GLOTNLOTOG,.

2.4  Ewdwkég mpo@uiaters Ko TPpoELdomTom6Els KaTd T ypion
2.4.1 Tevika

[eputtdoeic Paptdg popeng NIaToToEIKOTNTAY/ 0EEING NTATIKNG OVETAPKELNS, CUUTEPIAAUPBAVOUEV®DY
TEPUTTOOEOV U potpaio katdAnén, oe acbeveic ue ohvdpouo Cockayne, £yovv avapepbei g oyion
HE TPOTOVTO TOV TEPIEXOLV UETPOVIOULOAN.
Edv maoyete and 10 suvdpopo Cockayne, o yiotpdg oag Oa mpénet eniong vo mapakoAovdel Ty
NTATIKN AEITOVPYiN GOG CLYVA KOTA TN ddpketo TG Oepaneiog cog pe petpovidaloin, Kabmg Kot
HETEMELTAL.
Evnuepaote apéomc tov yotpo cog kot S1okoyte T ANy LETpovidalOANg, E4v eppavicete:

o Xtopoytko GAyoc, avopeéia, voutia, £UETO, TVPETO, SVCPOPIN, KOTWGT, IKTEPO, GKOVPOYPMLLOL

ovpa, KOTPAVO, LE YPDOLO GTOKOV 1 KVIIOUO.

HrotondBeio:

H petpovidaldin petafoirileror kupiowg pe nratikn o&eidwon. H ovsimong datapoyn e kdbapong
™G HETPOVIOALOANG UTOPEL VO TAPOVGLUGTEL GE TPOYWPNUEVT NTATIKY ovendpkela. H avaioyia
Kvduvov/opérovg g xpnong Metronidazole/Baxter yio tn Oegpaneio g Tpryopovadwong og TETO0VG
aoBevelc Bo mpémetl va e€etdletarl mpooekTikd (Yo Tpooapproyn e 06ong PAére evotnta 2.6). Ta
emimeda TG petpovidaloAng oto TAdopa o Tpémel vo TapakoiovBodvtal GTeEVAL.

Evepyn Nocog tov Kevrpikov Nevpikod LvoTUotod:




H Metronidazole/Baxter mpénel va ypnoiponoteital e mpocoyn oe aobeveic pe evepyn voco tov
Kevtpikod Nevpuot Zvotpatog. H Bepancio mpémet va StakoOmTETOL GE TEPITTMOGT TOL EUPAVIOTEL
ata&io, {aAn 1 oOyyvon. O Kivouvog emdEivOOTg TG VEVPOLOYIKNG KATAGTAONG TPETEL VAL
AapBdavetar vToyT o€ 0chevelg OV TAGYOVY ATO GOPUPEC KEVIPIKES KOl TEPUPEPIKEG VEVPOLOYIKEG
vooovg, otabepomoinpéveg 1 tapaicOnoio kot eminyio og eEEMEN. Ilpocoyn anatteiton o€ acbeveig
LLE EVEPYT VOGO TOL KEVIPIKOL VELPIKOD GLGTILATOG EKTOG OO EYKEPAAIKO AmOGTI LA,

NeppondBeia:
H petpovidaldin amopakpivetat katd tn ddpKela Tng apokabapong kot Oa mpémet va yopnyeitan
UETE TO TEAOC TNG S0 d1KAGTOGC.

AocBeveic pe meplopiopd vatpiov:
Mmropei va givon emiAapng oe acbeveic mov akolovBovv dlatpoen younin ce vaTplo.

Owénvevpo
®a TPEMEL VO GLVIGTATAL GTOVG 0GOgVELS Vo N AAUPAVOLY OVOTTVEL O, KOTA TN SEPKELDL TNG

Oepaneiog e Metronidazole/Baxter kot yio tovAdyiotov 48 dpeg Hetd amd avtn e&attiog g
avtidpaong S1sovAppaung (e&awets, éuetoc, Tayvkapdia). BAéme evomnta 2.5.

Evtotun 1 mopatetapévn Oepancio pe Metronidazole/Baxter:

Kotd kavova, n cuviong didpketa Oepameiog pe evoopAéPia yopnyoduevn LetpovidaloAn 1 GAla
mapdywya wdalorov givar cuviBwg pikpotepn and 10 nuépec. Avtd 10 YPoviKo SLAGTNHLO UTOPEL VO
Eemepaotel LOVO GE UEPOVOUEVEG TEPITTAOCELS LETA Ad TOAD aVGTNPT 0E0AOYNOT TG AVOAOYinG
0péAoV/KIVOLVOL. MAvo oty 7o ortdvia mibovn mepintoon Bo mpénet va enavainedel n Oepomeia. O
mepoplopdg g ddpketog Bepamneiog elvor amapaitntog, enedn dev pnopet va amokieiotel PAAPN TV
avOpOTIVOV PAOCTIKOV KUTTAPOV.

Evtotu 1 mapatetopévn Oepomeio pe Metronidazole/Baxter pumopei va d1e&oy0el tovo kdtw amod
ouvOnKeg otevig emiPAeyng Yo KAMVIKES Kal BloAoyikég EMOPACELS Kl e TIC 0dnYieg e1dkov. Edv
amorteiton Topatetapévn Bepameio, o WTpog Ba TpEmEL var ExEL LTOYT TOV TNV THAVOTNTO TEPUPEPIKNG
vevponabdelag 1 Agvkomeviag. Kot ot dvo emdpdoeic eivar cuvi0mg avaoTpiyiped.

Y mepintwon mopoteTapévng Oepaneiag, n epedvion avemiountov evepyeldv 0nmg tapaicinaia,
ata&io, {aAn, kKo Kpion omacumv Oa tpénet va eEléyyetat. YynAr docoroyia £xel ouvoebet pe
TAPOSIKOVG EMANTTOLOPPOVS CTAGILOVG,

I[MopaxoiovOnon:

ZUVIGTATOL TOKTIKT KAVIKY] KOl EpYOCTNPLOKT TopaKolovnon (cupmeptiapavoévov Tov TOTo
AEVKOKVTTAP®V) GE TEPITTMOT YOPNYNONES VYNADVY 0GEWMV 1| TapaTETOUEVNS Oepaneiag, o€
TEPIMTOGT 1GTOPIKOL SVGKPAGING TOV aipaTog, o€ TepinTtmon cofapnc Aoiuméng Kot oe cofapn
NTOTIKY AVETAPKELD.

Tevikd:
O1 aoBeveic Ba mpémel va mpoeidomolovvton 6ti | Metronidazole/Baxter umopei va mpoxaiécet
GKOVPOYPOLO 0VPa. (AOY® UETAROAMT®V TNG LETPOVISALOANG).

2.4.2 Kinon

KAvikd dedopéva amd peyddo aplfud eykvmv mov ektédnkayv oe HeTpovidaloAn Kot dedopuéva omd
nelpopatolma dev £dei&av tepatoyovo 1 euPpvotoliky enidpacn. Qotdc0, VITEPPOAKN YOpPTYNON
VITPOTUIOaLOAEVIOV OTI PUNTEPQ UTOPEL VO GLVOEETAL LE TOV KIVOUVO KOPKIVOYEVEGTG T
petaAla&loyéveong yuo To EUPPLo 1 to veoyvo.

Emouévmg, n petpovidaloin dev mpémel va yopnysitat katd Ty kdnomn, eKtog €0v ivar EVIEADG
anopaitntn. H petpovidaloin avtevieikvutol 610 TPOTO TPIUNVO TG KONGOTC.

2.4.3 Tahovyia

H petpovidaldin exkpivetal oto puntpuco yoro. Katd m didpkeia g yorlovyiog, Tpémet va
drakomrteton eite 0 Onhacpdc gite n petpovidaloAn.



2.4.4 Mawdra

H ypfion oe maudid umopei va yiver povo yia tig evoei&elg mov meptypapovtal 6To KEQAAULO TG
Aocoroyiag.

2.45 Hiuwaopévor
Agv vtdpyovv Wlaitepeg TPOEOOTOMGELS Y10 NAKIOUEVOLS 0oOEVELS.
2.4.6 Emidpacn 6Ty tKavOTTO 001]YN61G KAl YEIPIGHOD R OVILATOV

Agv &povv de€oyBel peAETeC Yo TNV IKAVOTNTA 001 YNOTG KOL XEIPICUOV UNYOVILATOV LETE TNV dy®YN
pe evooeAEPLa xop1yobuev LETPOVISALOAN.

Ot acBeveic Ba Tpémel va TPOEIBOTOLOVVTOL Y10l TO EVOEYXOUEVO ELPAVIONG GVYYLOTNS, (OANG,
YeLdGONGEDVY 1] GTAGUMV Kol VO TOVG GUGTHVETAL VO, UMV 001 yovV 1 va un yewpilovtar unyoviuora,
€QOGOV gLLPAVIGOOVV TéTow cuuTTOMaTO. OO TPETEL emiong va Aapupdavovtol vedyn ot TOAVES
OAANAETIOPACELS e TN SIGOVAPLPEUN T)/KOL TO OLVOTVEV L.

2.4.7 Idwitepeg TPOEIOOTOUGELS Y10, TO, TEPLEYOUEV EKOOYO.
Agv vdpyovv 110itepeg TPOEIOOTOMGEL Y10l TO TEPLEYOLEVE EKOOYO.
2.5 AlMnlemopacels pe GAha QapROKd 1| 0VGieg

Ag cvvicTdTor Tavtdypovn Bepaneio

Owonvevpa: Avtidpacn dtoovAepdung (Beppotta, epubpodTnTa, EUETOC, TOXVKOPDIN).
OWwomveLHOTM®ON TOTA Kol PAPLLOKE TOV TTEPLEYOVY ovomvevua Do Tpémel va amopehyovial. O
TPENEL VAL GLVICTATOL 6TOVS aoBeveic va pun Aappdvovv owvomvevpa katd tn didpkela g Oepaneiog pe
Metronidazole/Baxter kot yio. tovAdyiotov 48 dpeg petd and avth e€artiag g avtidpoong
dteovhpipaung (e€ayelc, £uetoc, Toyvkapdia).

Tovtdypovn Bepameio Tov amartel 101KEC TPOQLAGEELC

A7 100 6TOUOTOG AVTITINKTIKY oyyn (Papeopivn): avénon e dpdong TV avTImNKTIKOV QupUIK®Y
OV YOPNYOVVTOL OO TO GTOUM Kol KivOUVOG atpopparyiag (EAATTOGT TOV NIATIKOL TOVG
xatapfoicpov). O xpdvoc npobpopfivng tpénet va mapakorovbeitan cuyvotepa. H d6on twv and tov
GTOUATOG YOPNYOVUEVAOV QVTITNKTIK®OV TPETEL VO, TPOcapUOlETOL KOTA TN ddpKeLo TG Oepameiog e
petpovidalorn, kabdg kat 8 nuépec Letd tn dlokomn g,

"Exetl avapepbei peydhog apdpog acbevov ol omoiot deiyvouv avénon g dpaons TV avTITNKTIK®V
7OV YOPNYOVVTOL GTTO TO GTOUM, EVO TOVTOYPOVO Aapfdvouy aymyn ue aviilotikd. H Aotuddng ko m
QAEYLOVAOONG KaTtdoTaon Tov acbevong, nall pe tnv nhikio, Tov KoL TNV KOAT YEVIKN TOL KATAGTOOT),
AmOTELOVV TOPAYOVTEG KIVODVOU GE AT TNV TEPITTMON. L20TOC0, GE QVTEG TIG TEPUTTMCELS, OEV EIVL
EexdBapog 0 poA0G o mailel 1 101 1 vooog 1 1) Bepameio TG TNV EUPAVIOT] SLOTAPAYDY TOV XPOVOL
wpoBpoppivng. Opiouéveg Kotnyopieg avtiPloTik@y eival TavOTEPO Vo TPOKOAODY QLT TV
aAAnAenidopacm, Waitepa ot PHOPOKIVOAOVEG, Ol LaKPOAIDdES, 01 KUKAIVEG, 1 KOTpLHoSalOAn Kot
OPICUEVEC KEPAAOGTOPIVEG,.

Bexovpovio (un ekmorotikd Kovpapouuntikd): H petpovidaldAn pumopel vo evieyvoel T 0pact) Tov
Bexovpoviov.

2uvdvaopoi mov mpénel vo Anedovv vadyn:

5 ®Bopo-ovpakiin: avénon g to&kotnTog TS S POopo-ovpaxiing Ady® TG ELUTTOONG TN
KkGBapong e,

Aib10: "Exet avapepBel kataxpdrnon Abiov mov cuvodeveton amd mbovi veppikn PAAPN oe acbeveic
mov Ehafav Tavtodypova Aiblo Ko petpovidaloin. H yopiynon Abiov mpémel va EAaTT®VETAL 1] VO
SlokoOTTETOL TPV A TN YOopTyNon HeTpovidaloAnc. Ot cuykevIpdoelg Tov ABiov 6To TAAGHA, TNG
KPEOTVIVIG Kol TV NAEKTPOAVT®V TPETEL Vo TapakolovBovvtar o acbeveig mov AapPdavouy Aibio
Kol LeTPovIdalOAn ToTOYPOVA.




Bapprrovpwcd: H pawvoBapPitdin Ba pmopovce va tpodyet o HETAPOAGUO TG LETPOVIOOLOANG, O
omolog Umopel voL 03N YNOEL GE LELOUEVT] OPAGTIKOTNTO TG LETPOVIOALOANG.

H yoAeotupapivn umopel va KaBuotepoel 1 VoL ELATTOGEL TV OTOPPOPNOT| TNG LETPOVISALOANG.
Tavtdypovn yopnynon eovuvtoiving Kot LETPOVISOLOANG UTOPEL VO, EXNPEACEL TO HETOPOMGO TNG
petpovidaloine.

H ocwpetidivn avaotélhet 1o petafoMopd g LeTpovidalOANG.

Kvkhoomopivn: Avagopég Teputtdcemy deiyvouy 0Tt ToTOYpovn Bepomeio pe petpovidaloAn Kot
KuKloomopivn Ba propovoe vo odnynoet oe avénuéva enineda KukAoomopivng. Ot GLYKEVTIPOGELS TNG
KuKAoomopivg Kot Ta emineda TG Kpeatvivng Tpémet vo Topakoiovdovvol.

Epyoomplaxég eéetdoeic:
H petpovidaldin propei va axwvntonomcetl To Treponema kot eTopévac, va. 0Ny GEL GE WYEVIMG
Oetikn dokipacio Nelson.

2.6 Aocoloyia

H mopevrepkn yopnynon g Metronidazole/Baxter mpoopiletat yio Tovg
acBeveic 6ToVg omoiovg dev pmopel va yopnyn el amd to oTOUA.
Xopnyettal pe Ppadeio evooeAEPia £yyvon.

Avtpetdmon Aodéemv amd avagpolong KPoopyavIGHOUG

Evijhixeg: Qg d6om eddov yopnyovvtar 15 mg/kg B kot petd and 6 mpeg 7,5 mg/kg BE kabe 6
wpeg, ovvnbog entt 7-10 nuépeg nuepnoing. (H idio docoroyia pmopei va yopnyndel omd 10 otOHO OV
TO EMUTPEMEL 1] KATAGTAOT TOV 0.60gVOVC.)

[po@VOAaén and peteyyelpnTikés AOUMEELS

H yopfiynon mpénet va. givan Bpayeiag didpketog kot cuvn0mg Teplopiletal otV TEPIEYYEPNTIKA
mepiodo yia 24 dpeg kol woté mhvo amd 48 dpeg.

Evijhixeg: 15 mg/kg BZ, éyyvon 30-60 Aentdv, 1 omoia Tpénet va. £xel oAokAnpwbel 1 dpo mpv v
gyyeipnon. X cvvéyewo, 7,5 mg/kg BE, avd 6wpo.

ApoBdédmon

Evniixeg: 750 mg avé 8wpo

IHoudié.: 7,5 mg/kg BX avé 8wpo

H yopriynon Metronidazole/Baxter dev amokAgiel Tnv avaykn Topoy£TELENG TOL NIATIKOD
apo1Badikod amocTHUATOG.

2.7 Ymepooocoloyio - AVTINETOMTION

ZUUTNTOUOTO
Y€ TEPIMTAOCELS VTEPOOGOAOYING GTOVG EVIIMKEG, TO, KAMVIKE cupntdpate cuvhidwg teplopilovtol o€

vavtio, gpétovg, atatio Kot ELappAag LopPNG OTOTPOCAVATOAMGHS. XT0 TPOMPO VEOYVA dEV
TOPOVGIACTNKAV KAWVIKA 1] floAoyikd onpeio To&ucoTnTag.

O¢poneio
Agv vrdpyet e101kn Bepomeia yio v vaepdocoroyia perpovidalding. H éyyvon petpovidaloing

npénet va, dakomteTar. Ot aobeveic Oa mpémel va avTineTomilovTol CLUTTOUATIKA.
2.8  AvemOopnteg evépyeieg
2oyvéec avemBountec evépyerec (>1/100, <1/10):

Taorpevrepixn 0dog: dudyvta copmtdpate dSvoavesiog (0Tmg vavTia, EUETOC), LETOAAIKT YEVOT,
oTopaTiTid0 Kol YAmooitida kal Enpoctopia, poalyia.

Mpn ovyvec avemOounrec evépysiec (>1/1000, <1/100): Aevkomevia (avaoTpiéyiun), KeQaAoAyia kot
Lok advvapio.




2raviec ovembounteg evépyeisc (>1/10.000, <1/1000):

Tevika: mopetdc, deppatikd eEavOnuata, Kvidmor, ToAdpopeo epvuinua, avaeuAiaktiky| kataminéia,
oidnua tov Quincke, pAvktaivoon.

Nevpuro: vavnha, (AN, ata&ia, Tepipeptkn vevpomdOeia (KOTG TNV TOPATETANEVT XPNOT) N
opodtkoi emAnmrogldels omacuol Kot eykeparomddeia (Kupimg KoTd T Yop1ynon Heydiwv d0cemv),
yevdauoOnoeils. Metd amod kébe copuntopa and to K.N.Z., dtaxoénteton apéowng 1 Bepaneio.

Aiuo.: 0KoKKIOKOTTOPALpiN, ovdeTepomevia, Bpoufokvutonevia, Tavivttaponevioa. H duokpacio Tov
aipatog gival yevikad avaotpéyiun, aAld &xouvv avapepbel Kot tepmTdoels BavaTmy.

Hrop: Mn 0uG10A0YIKEG AEITOVPYIKEG QOKIULAGIES, YOAOGTATIKOG IKTEPOG NIATITIONG, TAYKPEATITION,
€youv avopepbel GTAVIEG KOl AVAGTPEWYIIES TEPITTAOCELS TOYKPEATITIOONG.

Taorpeviepino: Phevvoyovitida, entyactpodyio, vavtio, EUeTog, didppota, avopesio

Ovpomomtixo.: GKovpOyp®UN 00pa, SuGoLvpPia, KVoTITION

Matio: dumhonio, pootio

Avrtiopaon Herxheimer

AlAaryég otV €1KOVA TOV QiLOTOG KOOMG EMIOTG KOl TEPLPEPIKT VEVPOTADELL TTOV AP O TN P OOV
petd and mapatetapévn xoprynom 1 vynAég d0GELS EAATTAOVOVTOL YEVIKA LETE TN S10KOTT TNG
Oepameiog.

Ava@opd avemBounTOV EVEPYELOV

Edv mapotnprioete kamowo avemBOUnTn evEpyeLd, EVIUEPMDOTE TOV YATPO 1] TNV VOGOKOUA GOS. AvTd
1oYOEL Kot Yo KaOe Thav avemBountr VEPYELN TOL OEV AVOPEPETOL GTO TAPOV GVALO OONYIDV
ypnone. Mropeite eniong va avagépete avemBounteg evépyeleg ansvbeiog pécsm tov eBvikon
GUOTNLOTOG OVOPOPAC:

EALGda Kvnpog

EBvikdg Opyaviopog @apudxmv DoppokevTikég Ymnpeoieg
Meocoyeiov 284 Ymrovpyeio Yyeiag

GR-15562 Xohapyog, AbMva CY-1475 Agvkooia

TnA.: +30 21 32040380/337 Dag: +357 22608649

®ag: +30 21 06549585 Iotétomog: www.moh.gov.cy/phs

Iototonog: http://www.eof.gr

Méow g avapopdg avemBOuNTOV gvepyel®v pumopeite va fondnocete 61 GLALOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TV AGPAAELY, TOV TOPOVIOC (POPLAKOV.

2.9 Tivapémer va yvopilel 0 aoc0eviic o€ TEPITTOGN TOV TAPULEIYEL VO TAPEL KATOLD d0GT)
Edv mapodreiyetl o ao0evng va mapet pio d66m Kot 10 avTiAngbei chvToua, T0Te UIopel v TapeL T
3001 TOV TOPEAEWYE KOl VO GUVEYICEL KOVOVIKG. TIG ETOLEVEG.

Edv opwmc mAnoidlet o xpodvog Anyng g emopevng d0omg, T0Te UTopel va Tapareiyel T 066N TOL
E€yaoe KOl VO TTOPEL KAVOVIKAL TNV ETOUEVT.

2.10 Tvzpémer va yvopilel 0 ac0evii Yo TV nuepopnvio MENS Tov TPOI6VTOG

Ag Oa, TpEmEL VO, YPTCLULOTIOLEITAL LETA TNV MUEPOUN VIO ANENG TTOL OVAYPAPETOL GTI GVCKELOGIO.
Adipkera Lomc:

2 ypovia

2.11 Idwitepeg mpoPuAaels Yo T @OAUEN TOV TPOIOVTOG

Awotnpeiote ToV TEPIEKTN OTNV EEMTEPIKT] GLOKEVAGIN, MGTE VO EIVOL TPOGTUTEVUEVOS OO TO PWG,.

2.12 Hpepopnvio terevtaiog avaBempnong Tov pUALOV 00N YLOV:

To mapdv OvAA0 Odnyidv yia to Xpnon eykpidnke and tov EBvicd Opyaviopd @appdakwv otic HH-
MM-EEEE.



HAHPO®OPIEXZ I'TA THN OPOGOAOTI'IKH XPHXH TQN ®APMAKQN ('ENIKA)

e To @dppako avtd 6aG TO £YPAYE 0 YIATPOG GG LOVO Y10, TO GUYKEKPLUEVO LUTPLKO GOG
mpofAnpa. Ae Ba tpémel va 1o divete o€ GAAA dtopa 1| va TO YpNCILOTOLETE Yol Kol GAAT
wéOnon, yopig mponyovuévag va €xete copPfovievbel To yoTpd cog.

e Edv xatd ) didpkela tng Bepomeiog eppavicdel Kamolo TpdPANUa LE TO PAPLOKO,
EVIUEPDOTE AUEGMG TO YIATPO GO N TO POPUAKOTOLO GOlG.

o Edv éyete omoladnmote EpOTNUATIKA YOP® ad TIG TANPOPOPIES TOV ALPOPOVY GTO PAPLLAKO
mov AapPavere N xperdlecte kaldtepn evnuépwon yio To WTpkd cag mpdPAnua, un diotdoete
va {noete TIg TANPOEOpies AVTES 0l TO YUTPO GOG 1) TO PAPLAKOTOLd GO,

e [0 va givol omoTeAeGUOTIKO KOl AGPUAEG TO PAPUOKO TOV Oag XopNyNOnke, Oa wpénel va
AopBAveTaL GOUPOVE, LLE TIC 00TYiEC TOV GOG dOONKaV.

o [0 TV ac@dield cog Kot TNV vyeia oog, eivarl amapaitnto va dapdoete e Tpocoyn kibe
TANPOPOPIC TOL OPOPA GTO PAPUAKO TOV GOG XOPNYNONKE.

e Nao un dwnpeite 10 PappoKo og epudplo. Tov AoVTpov, o10TL 1| ot Kot 1 vVYpacia propel
Vo 0ALOIDGOLY TO PAPLOKO KOl VO TO KOTAGTHGOLV EMPAAPES Yo TV vyeia cog.

e No unv Kpatdte QappoKa Tov ogv o ¥peldleate TAEov i mov 1oT £xouv AReL

o [0 peyodvtepn acPAAELN KPOTATE OAM TO PAPUAKO GE AGPUAEG LEPOG LOKPLH atd Ta
TodLd.

4.

TPOIIOX ATAOEXHX

[epropropévn watpikn cvvtoyn. H évapén tng Bepaneiog yivetar oe vosokopeio kot pmopei va
ocvveyiletot EKTOC VOGOKOUEIOL VIO TV TapakoAohOnon 10tpod.

Tni. Kévrpov Anintmnpréccsov: 210 77 93 777




