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MEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Zinforo 600 mg KOVIG Y10 TUKVO GKELAGLA Y10, TAPACKELT] OLHADUATOG TTPOG £YXLOM

2. IHOIOTIKH KAI ITOXOTIKH XYNOEXH

Kda0e prarido mepiéyet emdoATOUEVT] LOVODOPIKT 0EEIKT POGOUIAIKT] KEQTUPOAIVY, IGOSVVOUT LE
600 mg EOCUAIKNC KEPTUPOAIVIC.

Metd v avacvotaon, 1 mL dtedvpatog mepiéyet 30 mg OGOUIAKTG KEPTAPOAVNG.

IMa tov TAnqpn Katdhoyo Temv ekddywv, PA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H
Kovig yia mokvd okebas o, Y10 TapaokeLT SIOADIOTOC TPOG Eyyvon (KOVIS Yio TUKVO GKEDOCU).

Kovig ypdpotog ELappds vokiTptvon €mg avolKTov KiTptvov.

4. KAINIKEYX TAHPO®OPIEX
4.1 OgpomevTiKég EVOEiLELg

To Zinforo gvdeikvutor yia t Ogpaneia v akdrovbwov Aounéemv o€ veoyva, Bpéen, Taidid,
epnPovug kat evihikeg (PA. mapaypdapovg 4.4 kot 5.1):

. Emumieypéveg Aoudéeig tov dépuatog Kot Tov poiakov popiov (cSSTI)
. [Tvevpovia amd v kowvotta (CAP)

[pénet vo AapPavovtal veoyn ot emiconueg 0dnyieg yio v opOn xpron TeV avTiutkpoflaKmy
TOPAYOVIWV.

4.2  Aocolroyio ko TpOTOG YOopNYNONS

Aocoloyia
O1 cvvictmpeveg didpketeg Bepaneiog eivan 5—14 nuépeg yua tig cSSTI ko 57 nuépeg yuo tnv CAP.

Ilivakog 1 Aocoroyia o€ EVIIMKES HE QVGLOLOYLKI] VEQPPIKT] AELTOVPYiO, KAOUPON KPEATLVIVIG
(CrCL) > 50 mL/min

Evocigeg Aocolroyia Xpovog éyyoong
(mg/£yyvon) (Aentd)/Xoyvotnra,

Tvmikn d6on”

Emumheyuévec LotudEeLg Tov dEPUATOG KoL TMV

_608/xq 3
poAok®v popiwv (¢SSTI) 3-60%/éfe 12 dpeg

600 mg
[Tvevpovia amd v kowvdtnta (CAP)

Yynin 86on?

cSSTInov &yel emPBeParwbdei 1 TBavoroyeitor 6T 120/x60e 8 dpeg
opeiretar o€ S. aureus pue MIC
ke@Toporivine =2 mg/L 1 4 mg/LY

o i VO T G ) N KO onm ' TNV TUTIKN OO0, EYET
¢ T aoBevelc pe avm Tov PUGTIOAOYIKOD VEQPIKT Kabo. oV AapBdvouv TNV TVTTIKY SO0, EVOEYETAL VO,
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glvat TPoTIATEPOG YPOVOGS £YYLONG TOV 60 AETTOV.

B O1ypdvor éyyuong kdtm Tov 60 AETTOV Kot 01 GLGTAGELS VYNNG ddonc BacilovTal 6 PapUAKOKIVITIKEG
KOl QOPHOKOSVVOLIKES ovaAlvoelg povo. BA. mapaypdeovg 4.4 ko 5.1.

Y T tn Ogpomeia tov S. aureus yuo tov omoio 1 MIC ¢ keetaporivng eivar < 1 mg/L, cuvictdrol 1) TumKn
doon.

Mivakag2  Aocoloyio 6€ TOOLOTPLKOVS 00OEVEIG HE PVOLOLOYIKI] VEQPPLKI] AELTOLPYIO,
K@0apon kpeatwvivng (CrCL) > 50 mL/min*

Evocigeg Hiwoxi opdda Aocoloyia Xpovog éyyvong
(mg/éyyvon) (hemTd)/XoyvétnTa

"Epnpot nixiog amd 12 £og
Tvmikn d6on” < 18 e1®V e COUATIKO 600 mg 5-60P/xa0¢e 12 dpeg
Bépog >33 kg

"Epnpot niiog amd 12 £wg

Emumheyuévec houdéelg | < 18 etdv pe copuatikd 12 mg/kg émg
TOV OEPUOTOG KOl TV Bapog < 33 kg kot mardrd uéytot 66om | 5-60P/kafe 8 dpeg
poAakav popiov (¢SSTI) | > 2 etov éng < 12 etmv 400 mg

Bpégn = 2 pnvov éog 8 m/k 5-60%/k60¢ 8 (e
[Tvevpovia amd v <2 gt®dv giKe PES
kowodtnto (CAP) I;ISQOZ;]% g:}tﬁo ™ yévvnon €og | mg/kg 60/k0e 8 dpec
Yynin 86on? IMoudd ko EenPot nhwkiog 12 mg/kg émg

amd > 2 etdv £og < 18 etdv | puéyrotn doom 120/x60e 8 dpeg
cSSTImov éyet 600 mg
emPeforwbei f Bpéon > 2 unvov éog
mBavoroyeitol 0Tt <2 gtav
;‘[PI%MW‘ O€ 5. aureus pg 10 mg/kg 120/k60¢ 8 dpeg
KeQTapoiivne =2 mg/L
n4 mg/LY

INoa acBeveig pe dvo Tov PLOIOAOYLKOD VEEPIKY KABapoT TOV AApPBAVOLY TNV TLTKT 600T|, EVOEYETAL VO,
glvat TPoTIHOTEPOG XPOVOG EyYLoNG TV 60 AETTMV.

P O1ypovor yyuong kGto Twv 60 AeTTOV, 01 GLCTAGELS Y10, VEOYVE KOl Ol GLGTAGEL VYNNG ddong Pacilovia
0€ PUPLLOKOKIVITIKES KOl POPLOKOSVVOKES avaADoELg Lovo. BAéme mapaypdpovg 4.4 kot 5.1.

¥ Tho tn Bepamneio tov S. aureus ywa tov omoio 1 MIC g keptaporivig eivan < 1 mg/L, cuvietdron 1 TV

doon.

Ymroloyiouévn pe Béon tov oo Schwartz (o€ mL/min/1,73 m?) yia Taudratpikong aceveis.

Ewwotl tAnbvopuol

Himaiouévor
Agv amaiteitol Tpocappoy T 60c0A0YioG Yot TOVG NAKI®UEVOLS 0oDeVeElg Le TIHEG KABapoNg
kpeatvivng > 50 mL/min (BA. mopdypago 5.2).

Negpixn dvoiertovpyio,

Otav 1 kéBapon kpeotvivng (CrCL) givar < 50 mL/min, aratteitol Tpocopproyn g 666enc, 6mmg
vrodetkvoetal otovg [livakeg 3 kot 4 (BA. mapdypapo 5.2). Ot cuvieTodpeveg dtdpkeles Oepameiog
etvar 5—14 nuépeg v tig ¢SSTI kar 5—7 nuépeg yio v CAP.



Mivoxkag3  Aocolroyia o€ evijlikeg pe ve@piki] dvciertovpyia, kdBapon kpeatwvivng (CrCL)
<50 mL/min

Evositeg Kabapon Aocolroyia Xpovog éyyvong
KPEATIVIVIG (mg/éyyvon) (Aentd)/ZoyvotnTa
(mL/min)"

Tvumwr) 660om
>30 €mwg <50 400 mg

Emumeyuévec houméeig

TOV O£PUOTOG KL TOV > 15 0 < 30 300 mg W .

poAakov popiov (cSSTI) 5-607/kdbe 12 dpes
ESRD, 200 mg

[Mvevpovia amd v weprlapovouévng g

kowotnta (CAP) aodwionc?

Yynin 06on? > 30 éoc < 50 400 mg
> 15 éwg<30 300 mg

cSSTImov éyet
emPePforwbdei f

mhoavoroyeital Tt ESRD, 120/x60¢ 8 dpeg
opeiketon o€ S. aureus pe nepappavopévng g | 200 mg

MIC apodwiong?

KepToporiviig =2 mg/L 1

4 mg/L?

Yroloyiopévn pe Baon tov tomo Cockeroft-Gault yio evijdikec. H 86om PBacilerar otnv CrCL. H CrCL npénet
va Topakorlovbeitol otevd Kot 1 d6om Vo TPoSapUOLETOL COUPOVA LLE TN LETABOAN TNG VEQPIKNAG AELTOVPYING.
P H xeproporivn agotpeitol pe Ty apodrddion. Zvvenmc, to Zinforo mpémnet va yopnyeitol Letd vy
OLLLOSIOALOT] OTIG NUEPEG TNG ALLOSTOAONG.
Y Ouypovot £yyvong kdto tov 60 AenTdV Kot 0t GVGTACELS VYNNG doong Pacilovtal 68 QapULaKOKIVITIKES Kot
QOPUAKOIVVOIKEG avaADGELS PLOVO. BAéme mapaypdpovg 4.4 ko 5.1.
T'oa ™ Bepameia Tov S. aureus ywo. tov onoio N MIC g keptaporivng eivor < 1 mg/L, cuvictdrat 1) Tomikn
doon.

O1 0060A0Y1KEG GUGTAGELG Y10 VEOYVE, Bpeen Kot Toudid Kot eerjouve Pacilovtal 6€ QopUoKOKIVTIKG
(PK) povtéra.

Agv datiBevton emapkeic IANPOEOpies Yo vo cuoTnHovv TPooapUoYES 0TI d0GoA0Yio GE eprfovg
nAkiog amo 12 éog < 18 etdv pe copotikd Papog < 33 kg kot o madid niwkiag and 2 €ng 12 etV pe
veppomdBeia teAkon otadiov (ESRD).

Agv datiBevton emapkeic TANPOEOPIEC Yo VoL cuGTNHOVY TPOCUPUOYEC GTN dOGOAOYIN GE
OO TPIKOVC aobeveig < 2 eTdv pe pétpla 1 coPfapn veepikn dvoiertovpyia | ESRD.




Hivokag 4

KkpeaTwvivig (CrCL) < 50 mL/min

A0cG0LoYia 6€ TOLOLNTPIKOVS 0.00EVEIS pE vEQPPIKI] dvGLELTOVPYIN, KAOApOT

Evositeg Hhlxwokn Kabapon Aocoloyia | Xpovog éyyvong
opdoo KPEATIVIVI|G (mg/éyyvoon) | (AemTd)/ ZvyvéTnTa
(mL/min)”
Tumikn d6on ‘Eonpot nixiog | > 30 éwg <50 400 mg
ano 12 éog > 15 éwg<30 300 mg
< 18 etdv pe ESRD, 5-60"/xé0e 12 dpeg
Emumheyuévec copatiko Bapog | meptrappavousvng | 200 mg
Aopuméelg Tov >33kg e apodwionc?
e oo ke
and 12 émg >30 éwg < 50 ;
(cSSTI) . doon
<18 etv pe
s 300 mg , ,
oOUATIKO BApOc 6 mo/ke £0 5-60"/xdBe 8 mpeg
<33 kg kan S,lirg £
N , , moudd > 2 eTdv | > 15 éwg < 30 Heyiot
vevpovia amd v coc < 12 ethov doon
kowotnta (CAP) e0s 200 mg
Yynin d6on? 10 mg/kg
, £€m¢ péylotm
> <
cSSTImov éyet . 30 swg =50 doom
;o [Mondid o
emPePorwbei 1 £ Bot Mhixia 400 mg
mbavoloyeitan 6T PIPOL MALILAS 8 mg/kg émg | 120/xé0e 8 wpec
opeidetal o€ S. aureus Zgoi ng(TsctOch > 15 foc < 30 péylotm
ue MIC E =10 E06= 360
KeQTapoiivne =2 mg/L 300 mg

M 4 mg/L?

Yroloyiopévn pe Béon tov oo Schwartz yio tondiotpucodg acbeveic (g mL/min/1,73 m?). H 86on
Baciletan oty CrCL. H CrCL mpénet va mapoakorovbeital otevd kat 1 6601 va Tpocapproletor GOUOmVO 1
TN LETAPOAT] TNG VEPPIKNG AELTOVPYING.
P H xepropolrivn agoipeitol pe Ty aodrodion. Zvvenmc, to Zinforo mpémel va yopnyeiton LeTd v
OOOIOMON OTIG NUEPES TNG OLLOOIOALONG.
Y Orygpdvot Eyyvong KaTo Tov 60 AeTT®V Kol 01 GLOTAGELS VYNANG d0onG PacilovTal G PaPLAKOKIVITIKEG Kol

QOPUAKOIVVOIKEG avaADGELS PLOVo. BAéme mapaypdpovg 4.4 ko 5.1.
T'o ™ Bepamneia Tov S. aureus ywa tov onoio 1 MIC g kepTaporivng eivor < 1 mg/L, cuvictdrat 1) Tomikn

doon.

Hrozikn dvoleitovpyio

Ag Oewpeiton amapaitnTn 1 TPOoGaPLOYT TG 0060 0YiNG 6 acbeveis e nratiky dvsiettovpyia (PA.

mopdypaeo 5.2).

Tpomoc yopnynong

Evdopiéfia yprion. To Zinforo yopnyeitor pe evoopiéfia £yyvon didpkelog S €wg 60 Aentdv Yo TV
Tomikn 660 i 120 Aemtdv yio v vymAn doon (yio cSSTI mov ogeileton o S. aureus pe MIC
ke@Toporivine 2 1 4 mg/L) o dykovug éyyvone twv 50 mL, 100 mL 1§ 250 mL (BA. mapdypo@o 6.6).
Eivar dvvati 1 avTetdmion aviidpdoewmy mov oyetifovral pe v &yyvon (6nwg n eAeitida) pe tnv
TOPATUCT TNG SIAPKELNG TNG EYYLONC.

O1 dykot éyyvong yuo TodtaTpikods acbeveig Oa mowilovy avdroya pe o fapoc tov mandiov. H
GLYKEVTP®GT TOV SIOADUATOG EYYLONG KATE, TN O1APKELD, TG TPOETOLUAGIOG KoL TNG XOPNYNOTG O&V
npénel va vepPaivetl ta 12 mg/mL pocapikig KepTapoiivig.

Mo 0d1yieg oyeTiKa pe TNV avacVOTOCT KOl 0paimoT] TOV GOPUAKEVTIKOD TPOIOVTOG TPV amd TN
xopnynon, PA. mapdypapo 6.6.




4.3 Avtevositeg

YrepevaicOnoia otn dpactiki ovsia 1) 6€ KAmoto and Ta £kdoya Tov mapatifevtol oty
Topaypapo 6.1.

Yrepevaichncio otny Kotnyopio avTiiKpoPlok®dv Topayovimy TOV KEQOAOCTOPIVMY.
Apeon kot coPapr| vepgvotcOnoia (T.y. avaELAOKTIKN avTidpaon) 6 0mol0dNToTE dALO
AVTYKPOPLoKO TopayovTao TOTOV B-AaKTaung (1., TEVIKIAAIVEG 1 KapPATEVENEG).

4.4 Ewkég TPOEIOOTOMGELS KU TPOPVAAEELS KATA T YP1]O1)
Avtidpdoelg vrepevaicinciog

Eivar mBovi 1 epedvion cofapmdv kot mepiotactakd Oavatnedpav avidpdcemv vrepevotcnoiog
(BA. mapaypdpovg 4.3 ko 4.8).

"Exovv avapepOel coPapéc depupaticég avembounteg evépyeteg (Severe Cutaneous Adverse Reactions,
SCARs), copneptropfavopévon Tov cuvopopov Stevens-Johnson (SJS), tng to&ikng emdepkng
vekpotvong (TEN), TG poprakenTIKNG avTIOpaoNG LE NOGIVOPIAIN KOl CUGTNHOTIKG GUUTTOLOTO
(DRESS) ka1 tng o&giag yevikevpévng e€avOnuotikng plvktaivoong (AGEP) mov oyetilovtal e )
Oepomeio pe P-AakToputkd avTiBloTikd (GVUTEPIACUPBAVOUEVOV TOV KEPAAOGTOPIVAOV).

Ot acbeveic pe 16T0p1Kd VITEPELAIGONGING OTIC KEPAAOGTOPIVES, TIG TEVIKIAAIVEG 1] AN
avTYIKPOPLoKkd B-Aaktaung umopel va £xovv vrepevatcnacio. kot ot ocouAKY kepTtapoiivny. H
KEPTOPOALVI] TTPETEL VAL YPTCLUOTOLEITOL L TPOGOYT G 060eVELG LE 16TOPIK [N Gofapdv
avTdpdoemv vepeLOIcONGiag o 0mo10dNTOTE GALY B-AaKTopkd avTiPloTikd (1.). TeEVIKIAATVEG 1
kapPamevépeg). Edv eppovicdel cofapn aliepykn avtidpacn 1} SCAR kotd ) didpkeio g
Oepaneiog pe Zinforo, n Bepaneia pe T0 POPUAKEVTIKO TPOIOV TPEMEL VOL SLAKOTEL KOl VoL AneBovv
KOTOAANAQ PETPOL

Adippora cuoyetilouevn pe 1o Clostridium difficile

KoAitida kot yevdopepPpovmong KoAiTido opethopeves 6€ avTipkpoPilokd xovv avapepbel pe
(POCOLUAIKT KEQTAPOATVT], LE PapOTNTO TOL UTOPEL VO KOUOIVETOL OTO N0, EMG OTEIANTIKN Y10 TN
Con. ' 1o AdYo avto, glvar onuavtiko va Aappdavetat vedyn 1 aveTéEP® ddyvoon o€ acbeveic Tov
TaPoLSIALovV diippota KOTA TN SIAPKELN 1] LETA TN YOPNYNOT TG POCUMAIKNG KEPTAPOAIvIG (BA.
napdypoeo 4.8). Ztnv mepintmon auty, Tpénel va eEetaletal To evogyoUeVo dlakomng TG Bepameiog
LE POCOLUATKT KEQTAPOATVT KOl 1] XPYOT] VITOCTNPIKTIKOV UETPMV GE GUVIVUAGUO LLE TN XOPNYNOT
€11k Oepaneiog ywo o Clostridium difficile.

Mn evaicOnrot opyavicpol
Mmropei va. eppovicfotv emhotudéelg katd ) odpketa 1 petd t Oepameia pe to Zinforo.

AoBeveic le TpobmbpyoVCES 0TAPAYEG CTAGUMY

"Exovuv gpepaviotel omoopol Katd tn S1dpKeld TOSIKOAOYIK®Y HEAET®V o€ emineda 7-25 popég TG Crmax
™G KeQTapOoAivng atov avOpwmo (BA. Tapdypapo 5.3). H euneipia amd Tig kKAvikég LeéTec ue
(OCOLUAIKT KEQTAPOAIVT o€ acbevelg Le Tpohimdpyov 16TopIKd CTAGU®Y Elval TOAD TEPLOPIGUEVT]. G
€Kk T00TOV, T0 Zinforo mpémel va ypnoyLonoleital Pe Tpocoyn otov v A0y®m TAnBucpud acbevmv.

Opouetatponn oty dueon dokiacio aviieeoipivng (dokiacio Coombs) kot veeyOUEVOS Kivouvog
OLULOAVTIKNG OVOLUTOG

Avamtuén Betikng aueong dokipaciog aviiepapivng (DAGT) pnopet va eueovioTel KoTd T StdpKela
g Oepamneiag pe keparoonopives. H ovyvotnta opopetatponng otnv DAGT og acBeveic mov éhafav
QOCOLAIKT KeQTapoAivn NTav 11,2% o610 cLYKEVTPOTIKA dE00UEVA TOV TEVTE BOCIKMOV HELETMV [E
yopnynon kabe 12 dpeg (600 mg yopnyovueva eni 60 Aentd kdbe 12 dpeg) kan 32,3% e perétn
ac0evav mov EAafav ocaUAKT KePTapoAivn Kabe 8 mpeg (600 mg yopnyovueva eni 120 Aemtd kdbe
8 wpeg), (PA. mapdypago 4.8). Xtic KAvikéC peréteg dev vanpéav evoei&elg apoivong oe acbeveic mov
avéntoéav Oetikn DAGT kotd ™ Ogpaneio. Qot000, 08 unopei va. anokAeiotel n mbavotnTa
EUPAVIONG AUOALTIKNG avarpiog oyetilopevng ne ) Bepaneio KEPUAOGTOPIVOV, TEPIAAUPAVOUEVOD




tov Zinforo. Ot acBeveig mov eppavifovy avorpio katd tn didpkeo 1 petd tn Oepamneia pe to Zinforo
nwpénel vo, eEeTaoTobV Yo TV ThavoTnTa auTi.

[epropiopoi Tmv KAMVIKAV dedopuévav

Agv vrdpyet epumeipio e TV KeQTApoAivn ot Bepaneio Tng TVELHOVIOS OO TNV KOWVOTNTA OTIG
aKOAovOec 0padec 0oOEVAOV: TOVG OVOGOKATEGTAAUEVOLS, TOVG 0cbevelg e cofopn onyoipio/onmtky
kataminéio, cofapn vrokeipevn vOGo TV TVELUOV®MYV, TOVG 0oBeveig mov vrdyovtal oty Koatnyopia
Kwdvvov V Bacetl tov deikt Bapdtnrag mvevpoviag (PORT Risk Class V), ko wvevpovia amd v
KOWOTNTO TTOL ¥PNLEL VITOGTHPIENG UE UNYXOVIKO 0EPIOUO KATE TV TPOGEAEVOT| TOV 0lGOEVONC,
TVELUOVIOL AT TV KOWVOTNTA OPEILOUEVT 6 avOekTikd ot UeBIKIAAIVN S. aureus | acbeveic Tov
OTOLTOVV EVIOTIKY OPOVTida. ZuvioTdtal Tpocoyn Kotd T Beponeio Tov ev Ady® acBevaV.

Agv vrapyet epmeipio pe v Ke@TapoAivn otr Bepaneio TV emmAeyEVEOV AOUMEEDY TOV HOAOKOV
popiov otig akolovdec opddec 0o0evMV: TOLC OVOGOKATEGTAAUEVOLS, 0oDevelc (e coPapn
onyopio/onmtikn KotomAn&io, vekpoTik meptrovitido, teptopdikd amdotnuo. kot acbeveic pe tpitov
Babuod ko extetapéva eykavparta. H eumelpia oyetikd pe tv avtipetonion actevav pe AoumEeig
dtafntiKod Todod etval TEPLOPIGUEVT. ZVVICTATAL TPOGOYN KATd TN Oepameia TV v A0Y® acOevmv.

Yndpyovv meploptopéva dES0UEVH KAMVIKDY dOKIUMV GYETIKA LE TN ¥PNOTN TNG KEQTAPOAIVNG Yo TN
Oepomeio cSSTI operdpevav oe S. aureus e MIC > 1 mg/L. Ot cuviotdpeveg d6ce1g Tov Zinforo
7oV mopovatalovtatl 6tovg [livakeg 1 émg 4 yia ) Oegpancio twv ¢cSSTI opelopevov o€ S. aureus pe
MIC keptaporivng 2 | 4 mg/L Pacilovtal 6€ QopUOKOKIVTIKN-QOPUAKOSVVOUIKT LOVTEAOTOINGT
Kot Tpocopoinor (PAéne mapaypdapovg 4.2 kot 5.1). To Zinforo dev mpémel va ypnoiponoleitol yio
Oepaneio Tov cSSTI opelopevov og S. aureus Yo tovg omoiovg 1 MIC tng KepTapoAivng ivor

>4 mg/L.

H ocvvietiduevn docoroyia tov Zinforo mov mapovcialetal otov [ivaxa 2 yio mondiarpikovg acbeveic
nAkiog < 2 unvav Pociletol 6€ EopUAKOKIVITIKA-QOPUOUKOOVVOUIKT LOVTEAOTOINGT) Kol
TPOGOLOiMoT).

O ypovot éyyoong kdto Tov 60 Aentdv Pacilovtal 6€ APUAKOKIVITIKEG KOl QPOPHOKOSVVOLIKEG
avaADGELC LOVO.

4.5 Almiemopdosig pe GAL0 QUPROUKEVTIKG TPOTIOVTO KUl GALES popPEg alinieniopaocng
Agv &yovv TpaypatonomBel KAMVIKEG LEAETEC OAANAETIOPAGEWDVY LUE TN QOCOUALKT KEPTOUPOALVN.

To dvvapukd GAANAETIOPOONC TNG KEPTOPOAVNG T} TNEG POCUATKNG KEQTUPOAVIG UE POPUAUKEVTIKY
wpoidvta wov petaPorilovror amod ta Evivua tov kutoypouatog CYP450, avapéveratl va givan
YOUNAO, OESOUEVOD OTL OeV ATOTELOVV OVACGTOAEIG ) EMAy®YEIC TV eVOOI®V TOL KUTOYPOUATOG
CYP450 in vitro. H xeptapoAivn 1 1 @ocapiAkn keptapoAivn de petaforilovtor amd to, évivo Tov
kutoypopatog CYP450 in vitro, wg ek T00TOV, 1 GLYXOPTYNOT EXAYOYEDV | AVOGTOAE®Y TOL
CYP450 dev eivar mBavo vo, ennpedoet T QapUOKOKIVITIKY TNG KEQTAPOAIVNG.

H xeprtapoiivn dev amotelel 00TE VTOGTPMUO OVTE AVAGTOAEN TV UETAPOPEWDY VEPPIKNG TPOCANYNG
(OCT2, OATI, kan OAT3) in vitro. )G ek TOVTOL, dEV AVAUEVOVTOL OAANAETIOPACELS TNG
KEPTOPOAIVIG UE PAPUAKEVTIKA TPOIOVTO TTOV EIVOL VTOGTPMUOTO ) AVAGTOAELS (T0.). TPOoPeveTion)
TOV &V AMOY® UETAPOPEDV.

Houdrapicodg TAnfuopog
'Onmg Kot pe Tovg EVAMKES, 1) TOvOTNTO OAANAETIOPOOTG AVOUEVETAL VO, EIVOL LIKPT| GTOV
TOLOTPIKO TANOVGUO.




4.6 Tovipétnra, KONON KO Yohovyia

Kvnon

Ag datiBeton 1 glvar meplopiopévo 10 TAN00G TV SESOUEVOV GYETIKA UE TN YPNON TS POCUAIKNG
KEQPTOUPOAIVIC G€ £YKVEG Yuvaikes. Melétec o€ (M0, TOV TPAYLATOTOWMONKAV OE EMIUVES KOl
Kkovikhovg, dev £dei&av emProPeic emdpdoelg OGOV APopd GTNV AVOTUPAY®YIKT TOEIKOTNTO GE
ekBéoelg TopOoLEG e TIG BEPOUTEVTIKEG GUYKEVTPMGEIS. MeTd amd Yoprynomn KoTd T SIpKELD TNG
€YKLLOoUVNG Kot ToL Onhacpol og enipveg, dgv vapEe enidpacn 61o PApog yévvnong 1 v avantuén
TOV KOUTAP1dV, TOPOAO TOL TapatnPONKav PiKpEg peTaforég oTo Bapog TV eufpimv Kot
mapotnpnonke kabvotepnévn 06TEOTOINGN TOL LEGOPPEYLATIKOD OGTOV OTAV 1) POGUUIAIKT|
KeQTOPOAIv xopnynOnke Kotd ™ didpkela ¢ ooteoyéveonc (PA. mapdypoeo 5.3).

Q¢ TpoAnTTikd PETPO, EIVAL TPOTYOTEPO VAL ATOPEVYETOL 1] Yp1ioN Tov Zinforo katd tn S1dpKeLd TNG
KONOMNG EKTOC GV 1 KAVIKT KOTAGTOOT TNG Yuvaikog omattel Oepaneio pe Evav ovTykpoPloko
TOPAYOVTA LLE TO OVTIHLIKPOPLokd Tpoid Tov Zinforo.

OnAacpog

Eivat dyvooto edv 1 @ocopilikn Ke@Topoiivn 1 1 KEQTAPOATVY] omeKKpiveTal 6TO UNTpikd yoka. O
Kivouvog oto veoyévvnta/Bpéen dev pumopel va amokieiotel. [Ipénetl va amopaciletor 1 Sokonr| Tov
Oniaopov 1 m daxomn/amoyn and ) Beponeia pe Zinforo apod Anedei vTOYN TO0 dPEAOG TOL
OnAacpov Yo To Todi Kot 1o 6perog TG Bepameiag yio Tn yuvaika.

Tovuomro

O1 emdpAcELg TNG POCAUAIKNG KEPTUPOAIVIG GTN YOVILOTNTO TOL avOp®dTOL dev £yovv pedetndet.
Meléteg oe (Do e TN QOGUUIAKT KEPTAPOAIvN dev katéder&av emPraPeic emdpaoelg 66OV apopd
ot yoviuotnto (BA. Tapdypago 5.3).

4.7 Emodpaceic 6ty IKavOTNTOE 00171|61G KUl YEIPLGHOV PN UVIILETOV

AvemBOunteg evépyeteg, m.y. (AN, LTOPEL VO ELPAVIGTOVV Kol 0TO EVOEYETOL VAL £XEL KATOLN
EMOPAON GTNV IKOVOTNTO OGN YNOTG KO XEPIGLOL Unyovnudtev (BA. mapdypaeo 4.8).

4.8 AvemOounteg evépysieg

20VoYN TOV TPOYIA 0GOOAEINC

O1 110 oVYVEG avemIBOUNTEG EVEPYELEG, TTOV avEKLYAY G > 3% TmVv mepinmov 3.242 acbevmv vito
Oepaneio pe Zinforo og KAvikég peAéteg, NTav didppota, KeParodyio, vouTio Kol KVoUOG Kot TV
YEVIKA TG 1 LETPLOG coPapotnToc. Mmopel emiong vo elLpavicTtovy d1appota oyeTLOUEVN LE TO
Clostridium difficile (CDAD) kot coPapég avtidpdoelg vaepevaiodnoiog.

e po perémn evnhikev acevov pe cSSTI mov die€nydn pe Zinforo 600 mg yopnyovpevo ce
dtlotnua. 120 Aemtadv kdbe 8 dpeg, TapatnpnOnKe VYNAGTEPN cLYVOTNTO EPPAVIENG EEXVONLOTOC GE
Actdtec aoBeveic (PA. mapoakdto) kot vynAdTepn cuyvoTta eppdviong DAGT opopetoatporng (BA.
napdypoeo 4.4).

KoatdAoyoc avemBountov evepyel®v vtd LOopON TIVOKO

Ot avemBOunTEG EVEPYELEG TOL OKOAOLOOVV £x0VV TawTOTOMOEl KT TN S1APKELN KAWVIKOV SOKIUDV
KoL TV gumepio petd v kukAogopia pe to Zinforo. Ot avemBounteg evépyeteg tagvounoniay
ocoppomva e v Koatnyopia Opyovikod Zuotipotog kot mn cuyxvotnto epedvionc. Ot katnyopleg
CLYVOTNTOG TPOKVITOVY GUUP®VO. LE TIG akOAovDeg cuvOnKec: TOAD cuyvég (= 1/10), cuyvég (= 1/100
éwg < 1/10), oy cvyvég (= 1/1.000 g < 1/100), omdvieg (> 1/10.000 émg < 1/1.000), un yvootég (dev
umopovyv va ektiunovv pe Baon to. dabéoiua dedopéva).



Hivaxag 5 Xvyvotnta avemOopuntov EVEPYELOV VA KATIYOPia 0pYavIKOD GUGTIILATOS OO TIG
KMVIKEG O0KIPES KOl TNV EUTELPIO NETA TNV KVKAOQOpiQ

Katyopia oA ovyvég Yuyvég Oy ovyvég Yravieg
0PYOVIKOD
GVOTINOTOG
Aoumeig kot KoAitda and Clostridium
TOPACITOCELS difficile (P\.
napdypoeo 4.4)
Awotapayéc Tov Avayia, Agvkonevia, Axoxkiokvtropotpia,
OLLLOTTO TIKOV 0VOETEPOTIEVIM, NoooeAio
KOL TOV AEULPIKOD Opoppomevia,
GLGTHHOTOG TOPATETAUEVOG YPOVOC
npobpopfivng (PT),
TOPATETOUEVOG XPOVOG
EVEPYOTOMUEVNG LEPIKTG
Opopporractivng (aPTT),
avénuévn debvng
opohomomuéVn oxéon
(INR)
Awotapayé Tov E&avOnpa, Avagpura&ia,
OVOGOTOLNTIKOV KVNOoUOg vrepevarcnoia (w.y.
GULOTHLOTOC Kvidwon, oldonua TV
YEWEDV KoL TOV
Tpoo®Tov) (PA.
napaypaeovg 4.3 ko 4.4)
Awtapoyég Tov Keparaiyia,
VELPIKOD Cain
GLGTHHOTOG
Ayyelokég Dlrefitida
dloTopayEc
AwotapayEc Tov Aldppoua, vavria,
YOO TPEVTEPIKOD €LLETOC, KOIMOKO
GULOTILLOTOG dAyog
Awotapayéc Tov Avénuéveg
NTOTOC KOl TOV TPOVOAUIVAGES
YOANPOP®V
Awotapoyéc tov AvEnpévn kpeatvivn
VEQPOV KO TOV aiportog
0VPOPOP®YV 00DV
levucég [Mvpetia,
droTopayEc Ko avTIdpacelg o
KOTOOTAGELS TNG Béom g Eyyvong
0800 yoprynong (epobnpa,
eAeBitida, dAyog)
Hoparkivikég O¢tikn Apeon
eketdoelg Aoxiacio
Coombs (BA.
mopdypoeo 4.4
)




[Ieprypaen emAeyuEvVeV oveTBOUNTOV EVEPYEIDV

2ofopées Aepuotixés AvemOounteg Evépysieg

"Exovv avapepOel SCARs (cOvdpopo Stevens-Johnson, To&ikn emideputkn vekpOADOT|, QOPLOKEVTIKT
avTidpaon He NOCIVOPIALD KO GUGTNUOTIKA GUUTTOUTA, 0&ein YeVIKEDEVT e&ovOnpaTIKN
eAvKTaiveon) oxetilopeva pe B-AaKTopkd ovTiBloTikd, CUUTEPIAAUPOVOUEVOV TMV KEQAAOGTOPIVAOVY
(BA. mapdypapo 4.4).

E&cvOnuo

Hopatnpndnke e&avOnua e cuyvotnte GV TOGO GTO GUYKEVIPMOTIKA SEGOUEVO TOV UEAETMV
®éong I og ¢SSTI pe yoprynon Zinforo kébe 12 dpeg (600 mg yopnyodpeva ent 60 Aemtd kabe

12 dpeg) 600 ko otn perétn oe cSSTI pe yoprynom kébe 8 mpeg (600 mg yopnyovpeva eni 120 Aentd
kd0e 8 dpeg). QotdG0, 1| SLYVOTNTO TOV E£OVONUATOG GTNY VTOOUASA TOV AGIOTMV 0GHEVAOV TOV
é\afoav Zinforo kdOe 8 mpeg Nrav woAd cuyvn (18,5%).

Howdrazpucdc TAnOvopdc

H a&ohdoynon g acedrelng o mardiatpikong acbeveic Paciletor ota dedopéva acpdreiag amd 2
dokég oTig omoieg 227 acbeveic nlikiog and 2 pnvav Eog 17 etdv pe emmieypéveg AOUMEELS TOV
déppoTog Kot TV podakdv popiov (¢SSTI) | mvevpovia amd v kowvotmta (CAP) éhapav Zinforo.
SVVOAIKA, TO TPOPIA AGPAAELNG G 0 TOVG TOLG 227 acheveic NTaV TUPOUOLO LE AVTO TOV
moponpnOnke otov evijdiko mAnbvoud.

Emumpdcbeta, n a&lohdynon g acedietog o veoyvd Paciletorl ota dedopéva acparelog omd 2
doxég oTig omoieg 34 acBeveig (MAkiako €0pog amd TN YEVVNON £mG KPOTEPO TV 60 MUEPDV)
é\afav Zinforo. 23 amd owtovg Tovg acbeveic EAafav povo pio epana d6om Zinforo. LuvoAlkd, ot
avemBVOUNTEG EVEPYELEC IOV AVOPEPOTNKAY GE AVTEC TIG LEAETEC NTOV GE GLUPOVIO LLE TO YVMDPIUO
TPOQIA acpaieiog Tov Zinforo.

Avopopd Tavorloyoduevev aveTtl@OUNTOV EVEPYEIDV

H avagopd mibavoroyoduevmv avemtdOuntov evepyelmyv LETH amd TN yopnynon adelog kukiopopiag
TOV QAPUAKEVLTIKOV TTPoidvToC givar onuavtikn. Exttpénel tn cuveyn mopakoiovdnen e oyéong
0PEAOVC-KIVODVOD TOV QUPUOKEVTIKOD TTPOTOVTOC. ZNTeital amd TOVG EXAYYEAUATIEG TOL TOUEN TNG
VYELOVOIKTG TEPIBaAYMG VO avaEPOVY OTTOIEGONTOTE TOUVOAOYOVUEVES OVETIOVUNTEG EVEPYELES
HEG® Tov €BVIKOD GLGTNATOG AVAPOPAS TTOL avaypapetat 6to [apdptua V.

4.9 Ymnepdoooloyia

[epropropéva dedopéva oe acheveic mov EraPay VYNASGTEPES TV CLVIGTOUEV®V d0cELg Zinforo
delyvouv avemBounteg evépyeleg mopOUOLEG Le eKelveg OV TapatnpnOnkav oe acbeveig mov Eafov
TIG CUVIGTMUEVEG OOGOAOYIES. XYETIKN VIEPOOGOAOYiA Bl pmopovoe va eppaviotel oe aobeveig pe
uétpla veppikt dvoettovpyio. H Oepameia g vrepdocoroyiog mpémet va akorlovbei T cvvion
LOLTPIKT) TPOKTIKT].

H xeprtapoArivn pmopel va amopakpuvOel pe apodtbMon: eviog S1GTLOTOC OU0dIOAMGNC 4 ®pdV,
Katd Tpocéyyion 74% g xopnyndeicag d6oMc avaxthOnke 6To StV TG oUoddAMONC.

5. DOAPMAKOAOTI'IKEX IATOTHTEX

51 @oppokodvvopikEs 1010TNTES

doppokobepoamenTiky) Katnyopio: AVIIKPOPLOKOL TAPAYOVTEG Y10 GUGTNIOTIKT XPNOT), AOUTEC
Ke@aAoomopiveg Kot mevENES, kmdikog ATC: JO1DI02
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H dpaotikni ovoia petd tn yopnynon tov Zinforo givot 1 keptopoiivn.

Mnyoviopnoc dpdone

H xeprtapoiivn givor pio avtifoaktnplokn kepaioomopivn pe in vitro dpaoctikdtnta Evavtt Gram
Betikdv ko Gram apvntikov Baktnpiov. H faktnploktovog dpdor tng KEPTapoAivng
dopecoloPeitar amd TNV TPOGOEST| TNG GE ONUAVTIKEG TPOTEIVEG cHVOESTG TTEVIKIAMAVGDYV (PBPS).
Buloynpucég peréteg €xovv oeifel 6t 1 Ke@TapoAivn £xel vymAn cvyyévelo cbvdeong pe v PBP2a tov
avlexticod ot uebwdhivn Staphylococcus aureus (MRSA) kot tqv PBP2x tov un evaicntov otnv
TeVIKIMAMVN Streptococcus pneumoniae (PNSP). Q¢ anotéleoio, ot EAAYLIOTES OVOCTOATIKEG
ovykevipmoels (MIC) g ke@TapoAivIG Y10 £V TOGOGTO OVTMY TV OPYUVICUMV TOL EAEYXOVTAL,
eumintovy 6to gvpog evatstnaciog (PA. Tapdypapo Avtoyn akoAoVH®C).

Avtoym

H xeprtapoiivn dev eitvan dpaotikn évavtt oteheymv Enterobacterales mov Topdyovy evpéms PAGLOTOC
B-Aoaktapdoec (ESBLs) towv owoyeveiwv TEM, SHV 11 CTX-M, tov kopPorevepacmv oepiving (0nwmg
n KPC), tov petairo-pf-raxtapacodv taéng B 1 taéng C xepoaroomopvacdv (AmpC). H eppdvion
TOV OPYUVICU®V TOL EKPPALovy avtd ta Evivpa Kot Tov givol emopévag avBexticol oty
KEPTOPOALIVY, Tapovctalel evpeia S1OKOUOVOT) TOGO PETAED KPATOV OGO Kol LETOED VYEIOVOULK®OV
EYKOTOOTAGEWDV EVTOC TOV KPATOV. L€ TEPITTOOT OV EEKIVIGEL 1] YOPNYNON KEPTAPOAIVIG TPOTOD
KOTOGTOOV Safécia Ta amoteAéopata TV eEeTdoemv evactnaciog, TOTe TPEMEL va AneBovy vdym
01 TOTTIKA 1I0YVOVOEG TANPOPOPIES Y10 TOV KIVOLVO EPPAVICTG OPYAVIGU®Y OV eKPpalovv ta Evivpa
avtd. H avtoyn umopel emiong vo dwapecorafeitor amd faxtnplakn adlomepatoTnTo 1 UNYUVIGLODS
avTM®V amofoAng Tov eappdakov. ‘Evag 1 Tepiocdtepot amd Toug v AOY® UNYovVIGUoVE UTOPEL va,
GUVLTLAPYOLV GE KATO0 AmOUOVMOEY BakTnplakd GTEAEYOG.

AMnAeridpaon ne dGALove avTiBoKTnpidlokoVC TapGYOVTES

Ot in vitro pehéteg dev KOTESEEAV OVTAYOVIGUO PETOED TNG KEPTOPOAIVIG GE GUVIVAGUO [LE AAAOVG
LYV XPNOUOTOLOVUEVOVG AVTLUIKPOPLakoVC Tapdyovteg (.. aukacivy, alitBpopvkivn,
altpeovaun, damtopvkivn, Aefopro&acivn, Aveloridn, uepomevéun, TryeKVKAIVY Kot Bavikopvkivn).

Opa evoncOnoiog
opatifevrar katoTtépm Ta Opla TV eAEyy®V evaicinciog g Evponaikig Enitponig Aokipumv
EvaieOnciog otovg Avtyukpopiakovg [Mapdayovteg (EUCAST).

Opyaviopoi ‘Oprwa EvareOneiog MIC (mg/L)
EvaicOntol (£S) AvOekTikoi (R>)

Staphylococcus aureus 1! 22

Streptococcus pneumoniae 0,25 0,25

Ouddeg Streptococcus A, B, C, G Inueioon’ Inueioon’®

Haemophilus influenzae 0,03 0,03

Enterobacterales 0,5 0,5

1. Avooeépetal ot docoroyio evniikov 1 eprifov (amd 12 etdv kot 33 kg) pe keptopoirivn kébe 12 dpeg,
APNOYOTOLDVTOG £YXVoels drdpkelag 1 dpag (PAéme mapdypapo 4.2). Na Anebei vtoyn: Agv vdpyovv
dedoUéEVA KAVIKOV SOKIUMV GYETIKA LE TN XPNON TNG KEPTapPOAivng ot Bepancia g CAP opetlduevng
oe S. aureus pe MICs keptopoAivng > 1 mg/L.

2. Avagépetal otn docoroyia evniikov 1 epPav (amd 12 etdv kot 33 kg) pe keptapoiiviy kabe 8 dpeg,
XPNOUOTOIOVTOG EYYVOELS dtapKelag 2 mpwv Yo T Oepaneia Tov cSSTI (PAéne mapdypago 4.2). Ot S.
aureus pue MICs keptapoAivng = 4 mg/L givat omdviot. Ot QOPLOKOKIVITIKEG-OPLOKOSVVOUIKEG
avaivoelg deiyvouv 6Tt 1 d6om TV evnAikav 1 epnPBav (omd 12 gtdv ko 33 kg) pe keptopokrivn kdbe 8
MPEG, YPNOOTOIDVTOG EYYVOEIS O1APKELNG 2 p®V, propovv va Bepamevcovv Tig cSSTI opelldpeveg o
S. aureus, yuo, tovg onoiovg | MIC keptapoAivng givar 4 mg/L.

3. H evoicsOnoio cvvayetat amd tnv evonsOncio ot Peviuro-meviKiddivn.
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2yéon PapuakokvnTikng/PapuoKoduvaknig

Onwg cvpPaivet kot pe GALOLS OVTIUKPOPLOKOVG TOPAYOVTEG B-AOKTAUNG, O TOGOGTINI0G XPOVOC
MOV amd TV EAAYIOTN avaoTAATIKN cvykévipmon (MIC) tov Aoipoydvov mapdyovia Katd to
pecoodtdotnua tov 06cewv (%T > MIC) €xet kataderydel wg N TopaueTpoc Tov cuoyetileTal
KOADTEPO LUE TNV OMOTEAEGULATIKOTITA TNG KEPTAPOAIVIG.

Khwvikn anotelecpotikdnto Evovtt GuYKeKpLEVEV TaBoyoveov
AmotelecpoTikOTNTO EYEL KOTOOEYDEL 08 KAMVIKEG PedéTes EvavTt TV Tafoyovev mov Topatifevtol
Két® amd kdbe Evoelln, Ta omoia NToV gvaicOnta otV KeEPTOPOAivY in vitro.

Emimleyueves Aoumlels tov 0épuatog kot v Holokmy uopiwv

Gram-0cnkoi ppoopyoviouol

. Staphylococcus aureus (mepAoufovouévev TV avOEKTIKOV 6T LEDIKIALIVY oTedeyDV)
Streptococcus pyogenes

Streptococcus agalactiae

Oudda Streptococcus anginosus (mepihapupaver S. anginosus, S. intermedius, kot S. constellatus)
Streptococcus dysgalactiae

Gram-opvntikol WKpoopyovIouol

. Escherichia coli

. Klebsiella pneumoniae
. Klebsiella oxytoca

. Morganella morganii

Ivevuovia amo v Kooty

Agv evtayOnkay oTig ueAéTEg TEPIGTATIKG TTVELLOVIAG amd TNV Koot ta oeelouevo oe MRSA. Ta
Stabéotpo KAVIKA dS0UEVE, OV TEKUNPLOVOVY ATOTEAEGLOTIKOTITO EVOVTL TV U evaictntov oty
TEVIKIAMAIVT] GTEAEYDV TOV S. pneumoniae.

Gram-0Qctixol pxpoopyoviouol
. Streptococcus pneumoniae
. Staphylococcus aureus (W6vo oteréym evaicOnta otn pebukidiivn)

Gram-opvntikoi WKpoopyovIouol

. Escherichia coli

. Haemophilus influenzae

. Haemophilus parainfluenzae
. Klebsiella pneumoniae

Avtyukpofloxn 6pactnploTnT EVavTl AV GYETIKOV Tafoyovey

Agv gyetl texunplmbel KAVIKN amoTEAEGUATIKOTITO EVOVTL TOV akOAOVO®V Taboyovmv, LOAOVOTL in
Vitro NEAETEG VTTOOEIKVVOVY OTL Bl Tay gvaicOnTa GTNV KEQTAPOAIVY OTOVGTIO UNYOVIGUMY EMIKTNTNG
OVTOYNG:

AvoepoBior wikpoopyaviouol
Gram-0Qctixol pixpoopyoviouol
. Peptostreptococcus spp.

Gram-opvnTikol UKpoopyoVIoUOL
. Fusobacterium spp.

In vitro dedopévo vrodetkvoovy 6Tt Ta okdAovba €idm dev etvan evaicOnto otV KEPTAPOAIVN:
. Chlamydophila spp.

. Legionella spp.

. Mycoplasma spp.
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. Proteus spp.
. Pseudomonas aeruginosa

52 @oppokoKivnTiKES WOLOTNTES

H Crax xou 1 AUC g Ke@TapoAivng avdvovol Kotd Tpoceyyiorn ovaloYikd Le T 66on og €0pog
epamos 06cewv S50 émg 1000 mg. Aev mapatnpeiton 0El0GNUEIMT GVCCOPEVLON TN KEPTUPOAIVIG
UETE TNV TOAAATAN YopnyNon evoopAEPiav eyyucemv 600 mg kdbe 8 N 12 dpeg o€ vYiEic EVAMKES [
CrCL > 50 mL/min.

Kotavoun

H otvdeon g Ke@TapoAivng pe Tig TpmTEivEg TOV TAAGUATOG eival xaunAn (kotd tpocéyyion 20%)
KoL 1 KEQTAPOAIvN dgv KoTavéuetat ota pudpokitrapa. O SLapUesog OYKOG KOTOVOUNG TNG
KEPTOPOAIVIC GTN GTAOEPOTOMNUEVT] KATAGTOOT OE VYIEIS EVIAIKEG AVOPEC PETA TNV EPATAE YOopTyNoN
evoopAEPLag doomg Twv 600 mg padlocECTUACHEVIG POCUAIKNG KepTapoiiving ntav 20,3 L,
TOPOLOL0G LLE TOV OYKO TOV EEMKLTTAPLOL VYPOV.

Buoupgtaoynuotiopudg

H @oocapurikn keptapoAivn (Tpo@aploKo) HETOTPEMETAL GTOV EVEPYO LETAPOAITN KEQTAPOAIVY GTO

T dou HEcw eVOOI®Y POOPUTACTG KOl 01 GUYKEVIPMGELS TOV TPOPUPLAKOV iVl LETPTCIULES GTO
TAdoua Kupiog Katd tn didprela g evooeAEPiag £yyvonc. Ilpokaieitar vOdpodALGON TOL dakTLAIOL [3-
AOKTOUNG TNG KEPTAUPOAIVIG Y10 TO GYNLOTIGUO TOV KPOPLOAOYIKA avevEPYOD, OVOTKTOD SUKTUAIOL
petafoAitn, keptaporivn M-1. H péon avaroyio AUC mhdopotog e keptoporiviig M-1 mtpog tnv
KEQPTOPOAIVI HeTd amd epdma evoopAifia Eyyvorn 600 mg POGUUIATKNG KEPTAPOAIVIC GE VYL GTOUA.
glvan xotd Tposéyyion 20-30%.

g GLUYKEVTIP®UEVE OO S1APOPOLG SOTEC, AVOPOTIVO NTATIKE LKPOSOUATIH, 0 pLOUOC peETaPoAGHOD
Y0l TNV KEQTAPOAIVT NTOV YOUNADOC, LITodEIKVOOVTOG OTL 1 KEQTAPOAivN Oe petafolriletar omd To
nroatikd Evioua tov Kutoypodpatog CYP450.

Amofoin

H keprtapoiivn anopokpdveTal Kupimg péco tov veppdv. H veppikn kabapon g kepTapoiivng givar
KaTé TPocEyyion iom, 1 ELaEPE YOUNAOTEPT 0O TO PLOUO GTEPAUATIKNG d1ONGNG GTOVE VEQPOUG,
KoL in Vitro WEAETEG UETAPOPEMY DTOSEIKVOOVVY OTL 1) EVEPYOG EKKPIOT| 0 GLUUPAALEL GTN VEQPIKN
QTEKKPLON TNE KEPTAUPOAIVIG.

O péoog xpovog nuioetog {ong TG TEAMKNG AToPOANG TNG KEPTAPOAIVIG GE VY1ElG eViAKeg gival KaTd
TpocEyyion 2,5 dpeg.

Metd v gpanal yopnynon evoopA&fiag doong 600 mg padloGECT|LAGUEVIC POGOUIAKTG
KEQTAPOAIVIG OE VY1ElS EVIAMKESG AVOpEG, mepimov To 88% g padievépyelag avakTiOnke ota ovpa Kot

6% ota KOmpava.

Ewwotl tAnbvopuol

Negpixn dvoiertovpyio,
ATo1TovVTOL TPOGOPLOYES TG 00GOA0YING GE EVIAKES, EQNPOovg Kot Toudid pe Kabaporn KpeaTvivig
CrCL < 50 mL/min (BA. mapdypago 4.2).

Agv datiBevton emapkeic TANPOEOPIeS Yo VoL cueTNOOVY TPOCUPLOYEG OTN d0GoA0Yia G gprfovg Le

TEAKOV 6Tadiov veppikn voco (ESRD) nikiag amd 12 g < 18 etdv kot pe copotikd Bapog < 33 kg
kot o€ odd pe ESRD nAkiog oo 2 émg < 12 etdv. Agv datibevtal enapkeic TANpopopieg yia vo

13



ovot oV TPOGAPHOYES TN docoAOYiM 68 TodIHTPLKOVG aobeveig nAtkiog < 2 eTmV pe pHéETpla M
ocofapn veppikn dvcieitovpyio 1 ESRD.

Hrozikn dvoleitovpyio

H poppokokivntikn g keptoporiving o€ acbeveig pe nrotikn Suciertovpyio dev Exel TEKUNPLOOEL.
Agdopévov OTL 1 KeQTAPOAivY Og QAIVETOL VO VITOKELTOL GE CTLLOVTIKO NTATIKO PeTafoAioud, 1
GULOTNUOTIKY KAOOPON TNG KEPTAPOAIVIG OEV UVOUEVETUL VO EXTNPEACTEL OTLLOVTIKA OO TNV MTOTIKY
duciettovpyio. Q¢ ek TOVTOV, dE GVVICTATOL TPOGOPLOYT TNG 00GOA0YING Yo acbeveic pe NraTikn
dvciettovpyia.

Himaouévor

Metd v gpanad yopnynon evéoeiéfiag doong 600 mg PocaAMKNG KEPTAPOAVIG, M
(OPLOKOKIVITIKN TNG KEPTOPOAIVIC NNTOV TapOLOoLa LETAED VYDV NAKIOUEV®V 0TOU®OV (= 65 eTMV),
KOL VYOV VE®V evnAiKkev otounv (18-45 etdv). [Topatnpndnke 33% avénon e AUC).» 6T00G
NMKIOUEVOVG acbeveic, 1 omoia amododnKe KuPimG 6e OYETIKEG UE TV NAKIN LETOPOAEC TNG VEQPPIKNG
Aertovpyiag. Agv amoITEITOL TPOGUPUOYN TG 6066ME ToL Zinforo oe nAkiopévoug acbeveig pe
kdBapon kpetativivng aveo tov 50 mL/min.

THoudiotpixog ninBoouog
ATo1ToOVTOL TPOGUPLOYES TNG 0OGNC Y10, VEOYVA, BT, Taudid Kot EPNPOVE e COUATIKO BAPOC
<33 kg (BA. mopaypago 4.2).

5.3 Ipoxivikd dedopéva yia TNV a6QaAiEL0.

Ot veppoi Tav 10 Bacikd 6pyavo-otdyog ELPAvIoNS ToEIKOTNTOG o¢ TOKovg Kot emipvec. Ta
16ToTa00A0YIKA EVPNHOTO TEPLEAGUPOVOY EVATODEST] XPOOTIKNG KOl GAEYLOVI] TOL COANVOPLOKOD
emBniiov. Ot veppikéc LETAPOALS dEV NTAV OVOCTPEYILEG, MGTOGO Uel®ONKaY og BapOTnTa PETH amd
nepiodo avappwong 4 efdopddmv.

Yroouol TapatnpnOnkay oe oYeTIKE VYNAES KOEGEIC KOTd TN SLAPKELN LEAETMV YOPNYNONG EPATOE
KOl TOAAQTTAGDV 00GE®V TOCO GE EMUVEG OGO Kol 6€ TONKOVG (= 7 Popég TO EKTIUDOUEVO EMIMEDO Crax
KeQPTOPOAIvIG peTd and doorm 600 mg 600 Popéc Nuepnoimg).

Al GNUOVTIKGE TOEIKOAOYIKG EVPTUOTO TTOL TOPATNPNONKOY GTOVG ENIUVES KOl TOVE TONKOLE
mepleAdpfovay 16TonafoA0YIKEC OAAOLDGEIC GTNV 0VPOSOYO KVGTH KOl TO GTANVA.

Cevetkn to&koroyia

H pocapuiikn keptapoAivn kot 1 KeQTapoAivn enedei&ay kKAaoToydvo dpdon o€ in vitro doKipuacio
YPOUOCOUOKDV OVOUOAMDV, ®GTOGO dev vrnpéav evdeifelg petarla&loyovov dpdong otn dokipacio
Ames, 6T SOKILOGT0 AEUPOUATOG KOl U1 TPOYPAUUaTIcUEVNG obvOeong DNA otov movTiko.
Emunpocitmg, ot in vivo SOKINAGIES LWKPOTUPNVE GTOV 0POLPAI0 KOl GTOV TOVTIKO HTAV OPVNTIKEG.
Agv &yovv de€aybdel peléteg KapKIvoyEvesTG.

Avarnapayoyikn tofucoroyio

YVVOAIKA, dev TapaTnpRONKay avemBOUNTEG ETOPACELG OTN YOVILOTNTO 1 TN LETAYEVVITIKY|
avanTLén enipV o enimeda £m¢ S PoPEG UeYaADTEPO. atd TNV TaPATNPOOUEVT KAVIKNY EkBeom. Otav
1N KEQTAPOAIVI YopNYNONKE KOTA TN SIAPKELD TS OPYAVOYEVEGTC, TOPATNPNONKAV GTOVG EMipVEG
WIKPES LETOPOAEC TOV gUPpLiKoD Bapovg kot kKabvoTepnéVN 0GTEOTOINGN TOL LEGOPPEYUATIKOD
0070V, 0€ eKBECELS YOUNAOTEPEG EKEIVMOV TTOV TTOPATIPOVVTOL KAVIKA. 26TOGO, OTOV 1) KEPTOPOAIVN
xopnyNONKe katd T d1dpKeLn TG KOMONG Kol TG YoAovyiag, dev vanpée enidpaor 6to fapog 1 otV
avantuén tov kovtafidv. H yopnynon keptaporivig o £yKDOVG KOVIKAOVG TPOKAAESE AVENIEVN
GLYVOTNTO YOVIOIMV TTEPVYIMV VOEIOOVS, TOV UMOTEAEL CUVNOIGUEVT] GKEAETIKT OVOUOALN GTA
éuBpua kovikhmv, o€ KOEGEIC TAPOLOLES LLE EKEIVEC TTOV TAPOTNPOVVTOL KAVIKAL.
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To&woéta ot veapd Lda

H evdopAéfia yopriynom pe ) poper mong (bolus) pocaiAtkng keptaporiving oe OnAdlovteg emipveg
amo v 7" éog v 20" petayevvnTikn Uépa Tav KaAd avekt) o€ ekBEcEIC 6T0 TAAGUO TEPimoD 2-
QOPEC VYNAOTEPES OO AVTEC Y1oL TOSITPIKOVG 0loBeveis. DAOIDOEIC KOGTEIC GTOVG VEQPPOVC
nopaTNPNONKAY 6€ OAES TIG OUAOEG, CLUTEPIAAUPOUVOUEVOV TV HopTOPOV (Opdda ELEYYOV), LTTO
PND50. O1 xvotelg katorapupoavoy Evo Pikpd TUNHe Tov VEEPOD Kol ELQAVIGTNKOY GE AIovsio
OTULOVTIK®V HETOPOADV €lTE OTN VEPPIKT| AEITOLPYIN 1] OTIC TAPAUETPOVS TNG £EETAIOTG OVPWV. QG €K
TOVTOV, T0, EVPNUATO AVTA deV BempNONKav avemiBdounTO.

6. DOAPMAKEYTIKEXZ IAHPO®OPIEX
6.1 Koatahloyog exdéymv

Apywivn

6.2 Aovpparétnreg

AvT0 TO POPUAKEVTIKO TPOTOV OEV TPEMEL VO, VOUELYVOETAL LE GAAD PAPUOKEVTIKA TPOIOVTO EKTOG
OLTOV TOL AVAPEPOVTAL GTNV ToPdypapo 6.6.

6.3 Awdpkero Long
Enpn kovic: 3 xpovia

Metd v avacsoTaon:
To avacvotabév eloridio mpénet vo apalnbel apéocnc.

Metd v apaioon:

Metd v mpoeTolacio Tov evOOPAERLOV S1OADATOG LE To HEGO OPAiMOTC TOV OVOPEPOVTOL GTIV
TOPAYPUPO 6.6, TPETEL va yopnyeitan eviog 6 wpav amd TV Tpostoluacio. ‘Exet kotaderyOel ynuikn
Kot QUGIKN 6TadepdTTA KATE TN YPp1HoN Yo SioTnue Emg Kot 24 mpmdv 6tovg 2-8°C. Apéonc Petd
TNV OTOUAKPLVGT amd TO Yoyeio Kat TV Tomobétnomn og Oepokpacio SOUOTION, TO APULOUEVO
TPoidv TpEmel va ypnopomombei eviog 6 opmv.

Ao PKPOPBLoA0YIKT ATOWYT), TO GUPUOKEVTIKO TPOTOV TPEMEL VA ypnoipomoteitan apécms. Edv o
ypnowonroindel apécms, ot gv xpnoetl Ypovotl OANENG Kot 01 GUVOTKEG TPV amd TN YPNOT ATOTEAOVY
€vBvv”N TOV YPNOTN KOl SeV TPETEL VAL Elval PLGIOAOYIKA peyaivTepOl amd 24 dpeg otovg 2 €mg 8°C,
eKTOC €4V M AvaeVGTOCT)/ 0PaioT) TPOYUATOTOMONKE GE EAEYYOUEVES KOl EXMKVPMUEVEG AONTTEG
ouvOnKeg.

6.4 Iowitepeg TpoPuvAa&ers Kot TNV POLAEN TOV TPOIOVTOG

dvidooete og Beppokpacio pikpotepn twv 30°C.

dvAdooete oTNV OPYIKN CLOKEVAGIN Y10l VO TPOCTATEVETAL OO TO PWG,.

[N 115 oVVONKEG SLaTPNONG HETA TNV AVAGVGTACT] TOV POPUAKEVTIKOD TPOIOVTOG, BA.
mopdypaeo 6.3.

6.5 DVomn KOl GLGTATIKG TOV TEPLEKT

Tvéddvo eroAido tov 20 mL (Tomov 1) kheiopévo pe eAaotikd Topo (aAofovTudiov) Kot cEPAYIGHA
adovpviov pe komdi flip-off.

To papuokevtcd Tpoidv dwutifetor o€ cuokevacieg Twv 10 proldimy.
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6.6 Idwitepeg TPoPLAGEELS AOPPIYNGS KO AALOS YEPIGUOG

H avaciotaon g kOvemg Tpémet Vo, YiveTat Ue DO®P Y10 EVEGTUO KOl TO TUKVO SAAVLLOL TTOL
TPOKVTTEL TPETEL OTT) CLVEYELD VO OPULDVETOUL APECHS TPV TN ¥PNon. To avacvotadéy diddlvpa givar
eAappa viokiTptvo dtdivua eEreBepo copaTIdi®Y.

[Ipénet va xpnoiponotobviat GUVROEIC AOTTTEC TEYVIKES Y10, TV TPOETOLULAGTO KOl T YOPYNOT| TOV
dtoAvuaTOG,

H xoévi¢ Zinforo mpénet va avacvotdrtal pe 20 mL oteipov 0datog yia evésiyuoa. To didAvuo wov
TPOKVTTEL TPETEL VO OVOKIVEITOL TTPLV T LETOPOPA TOL GE GAKO 1| PLAAT £YYLOTG, TOVL TEPLEYEL EITE
evéao Stalvpa yhoprovyov vatpiov 9 mg/mL (0,9%), 1| evéopo didivpa de&Tpdlng 50 mg/mL
(5%), 1 evéoyo d1dhvpa yAwplodyov vatpiov 4,5 mg/mL kot 6e&tpolng 25 mg/mL (0,45% yAmprovyo
vatpro kot 2,5% d6e&tpodln) M owdAvpo Lactated Ringer’s. o, tnv mpogtopacio g £yyvong wwopel vo
ypnooroindei odkog yyvong twv 250 mL, 100 mL 7 50 mL Bdoet Tov avayk®v Tov achevoig
aVaQOPIKA UE ToV OYKO vYpAdV. To cuvoAlkd pecodidotnpa Letald g Evapéng Tng avacOoTAoT G Kot
NG OAOKANP®GNC TNG TPOETOAGTOG TNG EVOOPAEPLAC £yyvong dev mpémel vo, vepPaivel ta 30 Aemtd.

O1 dyKot Eyyvong yuo TodteTpikovs acbeveig Ba mowilovv avdioya pe 1o fapog Tov Taudov. H
CLYKEVTPMGT TOL SIHAVUATOG £YYVONG KATA TN O1APKELN TNG TPOETOLLAGIOG KOl TNG XOPNYNONG OV
nwpénel vo, vrepPaivel ta 12 mg/mL poca Ak KeTapOAivG.

Kda0e proridro mpoopiletar yia epdmal yprion.

Kda0e aypnoionointo eopuokevtikd Tpoidv 1 VITOAEUUN TPETEL VO OTOPPITTETAL GOUPDVOL LE TIG
KOTO TOTOVG 10YVOVGEG OYETIKEG OLUTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Pfizer Ireland Pharmaceuticals

Operations Support Group

Ringaskiddy, County Cork

IpAavéia

8. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/12/785/001

9. HMEPOMHNIA ITPQTHXE EI'KPIZHY. / ANANEQYXHY THX AAEIAX
Hpepounvia tpmc £ykprong: 23 Avyovotov 2012
Hpepopnvia tekevtaiog avavémong: 24 Anpihiov 2017

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOPOPIES Y TO TOPOV QUPLOKEVTIKO TPOioY gival 100EG1UEG 0TO SIKTVLAKO TOTO TOV
Evponaikod Opyavicpov Ooppdkwv http://www.ema.europa.eu.
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ITAPAPTHMA 11

HAPAXKEYAXTHX(EX) YHHEYOYNOX(OI) I'TA THN
AIHOAEXMEYXH TQN ITAPTIAQN

OPOI 'H IEPIOPIXMOI ZXETIKA ME TH ATAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHXZEIX THX AAEIAYX KYKAO®OPIAX
OPOI'H TEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX

17



A. TTAPAXKEYAXTHX (EX) YIIEYOYNOX(OI) I'TA THN AITIOAEXMEYXH TQN
IHAPTIAQN

Ovopa xat d1evfvvon tov(twv) TopookevooTn(®V) oL ivol vTevhuvoc(ol) yia TNV ATOdELGLEVCT) TV
TAPTId@V

ACS Dobfar S.p.A.
Nucleo Industriale S. Atto
64100 Teramo

ItaAio

B. OPOI 'H HEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

Doppoxevtikd TPOIOV Y10 T 0TOl0 ATOLTEITAL LOTPIKT GLVTOYT).

I AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAX
. Ex0£cg1g Teprodtkng mapakorovdnong s 0oPIAELNGS

O amaitioelg yio Tnv vofoAr| ekBEGE®V TEPLODIKNG TAPOKOAOVONONG TNG AGPAAELNS Y10, TO EV AOY®
(OPLOKEVTIKO TTPOTOV 0pilovTol 6TOV KATAAOYO LE TIg NUEpOoUNVies avapopdg ™ Evoong (katdloyog
EURD) mov mapatifetar otnv mapdypaeo 7, tov dpbpov 107y, tng odnyiag 2001/83/EK kon kdOe
EMOKOLOLONG EMKALPOTOINONG OTMG ONUOGIEVETOL GTV EVPOTOAKT SIKTVAKT TOAT Y10 TOL POAPLLOKOL

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXEMATIKH
XPHZH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéowo Awoyeiprong Kivovvoo (XAK)

O Karoyog Adetag Kvkhopopiag Oa die&aydyel Tig amottodeveg dpaotnploTTes Kol TopeUPacelg
(OPLAKOETAYPOTTYNONG OTT®G Tapovctalovial 6To cuuemvniév ZAK mov mtapovcidletol otny evotnta
1.8.2 g ddetag Kukloopiog Kot 0molecdnmote emakolovdes eykekpiuéves avabempnoelg tov ZAK.

"Eva emxoiporomuévo TAK o mpénet va kototebdei.
e uetd and aitnua tov Evponaikov opyavicpuod @oppdxkmv,
® OTOTESNTOTE TPOTOTOLEITOL TO GVGTNIA SLOYEIPIONG KIVODVOV, EIIKA MO OMOTEAEGO ANYNG
VE®V TANPOQOPLDY TOV UTOPOVV VO ETUPEPOVY CNUAVTIKY| OAACYT] OTI) GYECT] OPEAOVG-KIVOLVOL
N ®OG OTOTELEG O, TNG EMITELENG EVOG GNUAVTIKOD OPOCTLOV (PAPHOKOETOYPVTVION 1
EAAYLOTOTOINGT] KIVOVVOU).
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ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Zinforo 600 mg K6V1g Y10 TUKVO GKEDOGLLA Y10, TOPUCKEVT] OLUADLATOG TTPOG £YXLOM
(POCOLUAIKT KEQTAPOATVT

2. XYNGOEXH XE APAXTIKH(EY) OYXIA(EX)

Kda0e praridto mepiéyet emdoATOUEVT] LOVODOPIKT 0EEIKT POGOUIAIKT] KEQTUPOALIVY, IGOSVVOUN LE
600 mg QOCUAIKNG KEPTAPOAIVIG.

3. KATAAOT'OX EKAOXQN

Apywivn

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig y1o Tukvd oKELOGLLO, Y10 TOPACKELT OLOADLOTOS TPOG EYYLGT.
10 proridia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpdote 10 PUALO 0INYIDOV TPV amd TN YOPNYNON.
EvdopAéfia yprion.
Mobvo yia epdmas xpnon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puidooetal o€ 0éom, v ool dev PAETOLY Kot dev TPpooeyyilovy Ta Taldid.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEX OYAAZEHX

dvidooete og Beppokpacio pikpotepn twv 30°C.
duAdooeTte 0TV OPYIKN CLCKEVAGIN Y10l VO TPOCTATEVETAL OO TO PG,
Agite 10 @OALO 00N YLDV YpHONG Yo TN OldpKele (ONG LETA TNV VOGVGTACT).

10. TAIAITEPEX ITPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTON ‘H TON AXPHETOQN
YAIKQN ITOY MIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Ireland Pharmaceuticals
Operations Support Group
Ringaskiddy, County Cork
Iphavdio

12. APIOMOX(OI) AAEIAX KYKAO®OPIAX

EU/1/12/785/001

13. APIOMOZX ITAPTIAAX

[aptida

14. TENIKH KATATAZH I'TA TH ATAOGEXH

DoppokevTIKd TPOTOV Y10 TO OTOT0 ATOITEITAL LOTPIKT) CLVTOYT.

| 15. OAHTIEZ XPHEHE

| 16. TAHPO®OPIEX XE BRAILLE

H aitioAdynon yio va unv tepiinedei n ypoen Braille ivatl amodekt).

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUR®TOS KMo (2D) mov pépel Tov TepIANPOEVTa LOVASIKO avVayVOPIGTIKO KOOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANATI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX IIOY HPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAIAIOY

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHI'HZHX

Zinforo 600 mg KOVIG Y10 TUKVO GKELUGLLOL
(POCOLUAIKT KEQTAPOATVT
v

| 2. TPONOX XOPHTHIHE

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

| 5. HEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

| 6. AAAA XTOIXEIA
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B. ®’YAAO OAHI'TQN XPHXHX

24



@viro Oonyov Xpiong: IIAnpogopiss yro Tov yprjotn

Zinforo 600 mg K6ViS Y10 TUKVO GKEVUGHA Y10 TUPAGCKELT] OLOAVNATOS TPOS £YV0N
DocapMKn KEQTAPOALV

- Awpaote TPOGEKTIKG 0AOKANPO TO PVLAO 001 YIOV YPNONGS TPLY UPYIGETE VO, P CLUOTOLEITE
oVTO TO PAPNOKO, OLOTL TEPLEYEL TANPOPOPIES TTOV EIVHL CNUOEVTIKES Y10 GUC.
- DdordEte avTd TO EUALO 0dNYIBY YpNonG. Towe ypelaotel va to draPacete Eavd.
- Edv éxete mepartépo amopieg, poTNOTE TOV Y10TPO 1) TOV VOGOKOUO GOG.
- Edv mapatnproete Kamowo avemBOUNTN EVEPYELN, EVIUEPDOTE TOV YTPO 1) TOV VOGOKOLO GOG.
AvT0 1oy0et Kot Yo kiBe mhovr avemBOUNTN EVEPYELX TOV OEV AVAPEPETOL GTO TAPOV PVAAO
odnywwv yprone. BAéne napdypoapo 4.

T tepréyer To mapév @UALO 00NYLOV:

T etvon o Zinforo ko mota ivai 1 ypron Tov

T mpéner va yvopilete mpv ypnopomomoste to Zinforo
[og va ypnoyomomoete to Zinforo

[MBavég avemBounteg evépyeteg

[og va puidocoete to Zinforo

[epreydpeva g cLOKEVOGING Kol AOITES TANPOPOPIES

A e

1. T eivon 10 Zinforo kon wove givor 1 (pfion tov

T eivon 10 Zinforo
To Zinforo givat évo avtiloTikd eApUOKO TOV TEPIEYEL TN dPUCTIKT OVGIN POCULUAIKT KEQTAPOATVT.
H ovoia avt aviketl og pia opdda aviifrotikdv wov ovopdlovtor "keporoomopiveg'”.

owu givar 1 ypiion Tov Zinforo

To Zinforo ypnoiponoeitat yia T Bepaneio modimv (amd tn yévvnon) kot eviAikov pe:
. AOLUDEELG TOV JEPLOTOG KOL TV IGTAOV KAT® 0 TO dEPUQ

. pio Aotpmén Tov Tvevpuovav tov ovoudletor "Tvevpovia.

Iowa givar n dpaon Tov Zinforo
To Zinforo dpa Bavatdvovtag opiopéve Paktipia, To 0moio LropodV va TPoKaAEGOVY coPapég
AolumEets.

2. Tvnpéner va yvopilete Tpiv ypnoponomjcere 1o Zinforo

Mnyv ypnoporoumjcete To Zinforo:

. Y mepinton aAAepylag T POGOUIAKY KEPTOPOAIVI 1] € OTO100MTOTE GAAO OO TOL
GLGTOTIKA 0LTOV TOV PAPLAKOL (CVOPEPOVTOL BTNV TOPAYPOPO 6).

. Y mepintwon ahiepyiag og dALO avTIBlOTIKG TG KOTNYOPiag T®V KEQAAOCTOPIVAY

. Y mepintwon mov giyate mponyovueves coPfapic aAAEPYIKEG aVTIOPACELG 08 G avTIBLOTIKA

OGN TEVIKIAAIVI 1 M KopPamevéun.

Mnyv ypnowonomoete 10 Zinforo 4v 1oyvEL 0TO100NTOTE OO T TAPATAV®D Yo €66G. Edv dev giote
olyovpog(1), EVIUEPDGTE TOV YIUTPO 1 TOV VOGAELTI| GO TPV Ypnoiponomoete to Zinforo.

[pocdomomoeis Ko TPOPVAAEELS
Emikowvoviote e ToV Y1aTpd 1] TOV VOGNAELTH GOC TPV ¥pNoipomomoete to Zinforo:

. Edv &yete mpofAnpata ota veppd (0 Y1oTpdg 6aG UTOPEL VO YPEICTEL VO OOG XOPNYTOEL
YOUNAOTEPT 0OGN)
. Edwv giyate moté omacpovg (eEmANTTIKEG KpIGEIS 1} OTOoUOVC)

25



. Edwv giyate moté kdmoteg un coPapéc aAePYIKES AVTIOPAGELS GE GALN avTIBLOTIKG OTOC M)
TEVIKIAMIYN 1 N kapPomevéun
. Edwv giyate coPapn didppoia evd moipvate aviiflotikd 6to mapeAdov

Mmnopei va. amoktnoete Kamola GAAN AoTU®EN TPOKAAOVIEVT OO £va. AAAO PaKTPL0 KOTE TN
dudpkela | petd amo tn Oepamneia pe to Zinforo.

Mmnopei va eppovicete onpeio Kot COUTTOROTO COPAP®Y SEPUATIKMV OVTOPAGE®V, OT®S TLPETO,
TOVOo oTIC apBpmoele, depuatikd eEavOnua, KOKKIVO poAdmTd e£avinua, depratikd e£0YKMILOTH TOV
&xovv THOV, PLCAAIDEG 1) AMOAETION TOV SEPLATOC, KOKKIVEG KUKAKEG KNAOES GUYVA L KEVTIPIKES
(QUOOAIdEG GTOV KOPUO, EAKT GTO GTOUM, GTOV AQUO, 0TI LOTY, OTO YEVVITIKE Opyova. KoL 0T LLATLO.
Edv epopovicete kKat1 amd avtd, evLep®OTE AUEGMG TOV YIOTPO N TOV VOGOKOWO GOC.

Epyaoctmploxéc eEetdoelg

Mropei va £xete pun uclodoyikd amoteréopata o€ pio e&€taon (ovopdleton dokpacio Coombs), Tov
avalnTd oplGUEVO OVTICAOUATO, TO OTOl0 LITOPEL VO OPAGOVY KOTA TV EPVOPOKLTTAP®Y GOG. ZE
nepinTmon mov pelmdel o apdudg Twv epLOPOKVTTAPOY GAG, O YIUTPOG GO UToPEl Vo eAEYEEL €AV TO
TPOKAAEGOV OVTO TO, AVTICOUATO.

Edv 1oy0e1 0mo100Mmote amd o mapomave yio, ecdg (1] 0gv eiote oiyovpog(1)), EVIUEPDOTE TOV YLUTPO
1 TOV VOGAELTI GO TPV ¥pnoiponomoete to Zinforo.

Alla @appoxa kot Zinforo
Evnuepdote tov yratpd 1 Tov VOGNAELTH Gag eV TOIPVETE, £YETE TAPEL TPOCPATA 1) LWITOPEL VO TAPETE
AN QOPLLOKDL.

Kinon kot Oniaopog
Evnuepdote tov yuotpd cag mpv ypnoiponomoete to Zinforo dv giote £ykvog. M xpnoiplonon)cete
aVTO TO PAPUOKO KOTA TN SIEPKELD TNG EYKVUOGUVNE EKTOC €0V GOC TO £XEL LTTOOEIEEL O Y10TPOG GOC.

Edv eiote éyxvog 1 OnAdalete, vopilete 0TL pmopei va glote £yKv0og 1) 6YEO1ALETE VO ATOKTIOETE T,
{nthote 1 GLUPBOVAN TOL YIOTPOL GOG TPV TUPETE AVTO TO PAPUAKO.

00 yNo1 KoL LEPLGROS PN AV HATOV
To Zinforo pmopel vo mpokarécel mTapevepyeleg 6nwe 1 (oAn. To yeyovog avtd umopel va LeldoeL T
KOVOTNTA GOG Y10 00TYNGT 1 YEPICUO UNYOVILAT®V.

3. &g va ypnopomomoeete 1o Zinforo
To Zinforo Ba cog yopnynOet amd yiotpd 1 voonieut.

T mocéTNnTO (PNGLHOTTOLEITAL

H ocuvnng cuvictdpevn d6om yuo evijdikeg givol 600 mg kdbe 12 opeg. O yatpds cog pmopei va
avénoet ) 8001 cog oe 600 mg kdbe 8 dpec Yo opropéveg Aowméelc. H ouvnng cuvietdpevn od6on
v Toudud e&optdrat amd TV NAkio Kot To BApog Tov madlov kot yopnyeitol ke 8 1 12 dpec. To
(ApLOKO yopnyeital oTAYdNV og o AERa og dtdotnua 5 Emg 60 AeTT®V €4V TAIPVETE T
ocuvnOopévn 66on 1 120 Aemtddv edv maipvete avénuévn doon.

"Evag korhog Bepaneiog draprel ouvnbwg S €mg 14 nuépeg yia Tig AOUMEEIS TOL SEPUATOC KAt 5 £mG
7 MUEPES YO TNV TVELLLOVIAL.

AocOgveig pe wpofnota oto ve@pd

Edv égete mpofAnpata 6ta veppd, 0 y1aTpdg 6aG UTOpPEL va LELDOEL TN 80T cag 10Tt To Zinforo
OTOLLOKPUVETOL OTTO TO GO0 GOG LECH TOV VEQPAV.
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Edv ypnowponoujoete peyarvrepn 66on Zinforo amd Tnv Kavoviki
Enwowvoviote apécmg pe Tov ylotpo 1 ToV VOGAELTN 00G EAV TIOTEVETE OTL GAG YOPNYNONKe
peyorvtepn d6on Zinforo amd v Kovovik.

Edv Egyaoete va mapete po 66on Zinforo
Edv motevete 6T €ete Egxdoel va mdpeTe pa dOON, EVIUEPDOTE AUEGMG TOV YIUTPO 1) TOV VOCNAELTH
oG,

Edv éxete mepiocdtepeg EpMTNGELG GYETIKA LLE T YPTOT CVTOV TOL PAPUAKOL POTNOTE TOV Y1TPO N
TOV VOGNAEVLTH GOC.

4. IMBavég avemBounTeg evépysieg

Onwg 6Aa To pAPLOK, £TGL KOL 0VTO TO PAPUAKO UTOPEL VO TPOKAAEGEL TOPEVEPYELES, OV KO OEV
napovcidlovrol oe 6A0VG Tovg avBpdmovg. Ot akdrlovbec mapevépyeleg umopel va eppavicboiv pe
oVTO TO PAPLLOKO:

Evnuepmote apéocmg Tov Y10TpO 60G €AV ERPAVICETE AVTA TO COUTTAONATA KAODG pmopel va
yperaleste eneiyovoa wwTpikn Ogpaneios:

. Hoevikd Tpnéo ota xeiln, T0 TPOCHOTO, TO AAO N TN YA®GG0, coPapd eEavOnua, kot
TPOPANLATO LLE TV KATATOOTN 1 TNV avamvon. Avtd umopei va givar onpeio cofapng
aAdepyikng avtidpaong (avaeura&iog) kot pmopel va etvat amentikd yuo ) Con.

. Augppota Tov yivetar coPapmn 1 dev VITOYWPEL 1] KOTPOAVO TOL TEPLEYOLV aipa 1 PAEVVOL KOTA TN
dudpkela N puetd ™ Oeponeio pe Zinforo. Xtnv mepintmon avtn, 0ev TPENEL VA TAIPVETE
(APLLOKO TOV SLOKOTTOVV 1] EXPPASHVOLY TNV KIVITIKOTITO TOV EVIEPOV.

oAb ovyvéic (umopel va epeavieTodv o teprocotepa om0 1 ota 10 dropa)

. Metafolréc oe po e&€taom aipatog, mov ovoudletal "doxuacio Coombs", 1 omoia
napatnpeital cuyva og acbeveic mov Aapfdvovy avtod tov TOmo avtiflotikov. H e€étaon avt
avalnTd opiGUEVO OVTICAOUATO TTOV UTOPEL Vo dpAcovy Katd TV epulpdv alpoceapiov cog.

Yoyvég (umopel va ep@aviotovy o€ €0 kot 1 ota 10 dropa)

[Tupetodg

[Movoképaiog

AtcOnuo Laing

dayovpa, deppatid eEavinua

Aldppota, TOVOG GTO GTOU)L

AicOnuo adiabeciog (vavtio) 1 adtabecio (epetog)

AvEnuévn mapaywyn evOumV amd T0 cVKOTL 60¢ (de Eaivetal amd Tig eEETACELS QipLOTOC)
[Tovocg kot epebiopnog Tov ayyeiov

EpvOpdtra, mdvog 1 Tpnépo oto onueio mov £yive n éveon.

'Oy ovyvég (nmopel va epeavietovy o€ £m¢ kot 1 ota 100 dropa)

. Avapia

. Emmpuévo kvnoumdeg e&avinua (kvidwon)

. AvENoN TV emmédwV TG Kpeativivng oto aipa coc. H kpeativivn delyvel md6co Kald
AELTOVPYOVV TO, VEQPE GOC.

. Awoppayio 1 peAaviég ouyvoTtepeg amd T0 Kovovikd. Avtd UTopel va 0QeileTOL GE TTOCT TOV
EMMEOOV TOV AUOTETOAIDV GTO Ol GOGC.

. Metafolréc otig e€eThioelg mov HeTpolv T0c0 KaAd (e To aipa Gog.

. Meimon tov GuVoAIKOD ap1Bpoh AEVKOKVLTTAPMVY 1 EVOC OPICUEVOL TOHTTOV AEVKOKVTTAP®V GTO

aipo cog (Aevkomevio Kol ovdeTEPOTTEVIQ).
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Yravieg (nmopel va gpeavietovv o€ £0¢ kot 1 ota 1.000 dropa)

. InuovTikn peimomn Tov appol opliopéVeV AEVKOKVTTAPWOY GTO OiLe GOGC
(axokklokvTTOpatpio). Mmopel vo TOPOVGLAGETE TVPETO, GUUTTMLOTO, TOPOLOLN LLE EKEIVAL TNG
YpImNe, TOVOAQLO 1) oTtoladToTE GAAT Aoluwén N omoia umopei va givatl coPapn.

. AvEnon tov apBpod opioUEVEV AEVKOKVTTAP®V GTO aipo 6og (MOGIVOPIAia).

Ava@opd avemOuunToV EVEPYELOV

Edv mapatmproete Kamowo avemBOUNTN EVEPYELL, EVIILEPADGTE TOV YIOTPO 1) TOV/TIV VOGOKOUO GUG.
Av10 1oy0et Ko Yo, kGOe mhavr avemBOUNTN EVEPYELD TTOV OEV OVAPEPETOL GTO TAPOV POAAO 001 YLDV
ypronc. Mmopeite eniong va avagépete avembounteg evépyeleg anevbeiag, péow Tov eBvikond
GLGTNUOATOG OVOPOPAS TOV avaypapetar 6to [apdptnuae V. Mécw tng avaeopdc averdountov
evepyelmv umopeite va, fondnoete ot GLAAOYN TEPIGCOTEPDV TANPOPOPIDV GYETIKA LUE TNV OCPAUAEL
TOV TOPOVTOG PAPUAKOL.

5. og va puraccete To Zinforo
To @apuako ovtd TPETEL Vo PLAAGCETOL GE UEPT) TOV OEV TO PAETOVY KoL OV TO POAVOLV TO, TOSLA.

Na pn ypnoonoteite ovtd 10 PAPHOKO LETE TNV NUepounvio ANENG TOV aVAPEPETAL GTOV TEPLEKTT).
H npepopunvia AMéng elvar 1 TeElevtaio nUEPO TOL PV TOV OVOPEPETOL EKEL.

dvAdooete og Oegppokpacia pkpodtepn twv 30°C.
DdvAdcoeTe TNV OPYIKN CLGKEVAGIN Y10 VO TPOGTATEVETAL OO TO PG,

Ta @dpuaxo dev TPETEL Vo, OTOPPITTOVTAL GTO VEPO TG ATOYETELGNC | oTa. okovTidia. To vosokoueio
Oo amoppiyel kKaOe voepa pe acpdieia. Avtd ta pétpa Bo fondncovy 6TV TpocTacia Tov
nePPAAAOVTOG.

6. Mepreyopeva TG GVOKEVAGING KO AOUTEG TANPOPOPIES

T epréyer To Zinforo
. Kda0e prarido mepiéyet 600 mg poCaUAIKNG KEPTUPOAIVIG
. To dAAo cvotatikd givotl 1 apywviv.

Epg@évion tov Zinforo kot mepieydpueva TG 6VGKELAGING

To Zinforo givatl KOVIG pOUOTOC EAAPPE VTOKITPIVOL MG OVOIKTOV KITPIVOL Y10 TUKVO GKEDOGUA. YLl
TOPOCKEVT] SLOAVUATOG TPOC £YXVOT G€ PLoAidL0. AloTifetal 6€ GVGKEVLOGIES TOL TEPLEYOLY

10 gloiiduo.

Kartoyog Adciog Kvkiogopiag

Pfizer Ireland Pharmaceuticals
Operations Support Group
Ringaskiddy, County Cork
IpAavéia

Hopaokevaoctiig

ACS Dobfar S.p.A.
Nucleo Industriale S. Atto
64100 Teramo

ItaAio
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[Mo omoladfmote TANPOPOPio. GYETIKH LLE TO TOPOV PAPUAKEVTIKO TPOIOV, TAPAKOAEISTE VO
amevBuvheite 6TOV TOTTIKO AVTITPOGMTO TOV KATOYOL TNG ASEING KUKAOPOPING:

Belgié/Belgique/Belgien
Pfizer S.A./N.V.
Tél/Tel: +32 (0)2 554 62 11

Buarapus

[aiizep JlrokcemOypr CAPJIL, Knon bearapus

Ten.: +359 2 970 4333

Ceska republika
Pfizer spol s r.o.
Tel: +420-283-004-111

Danmark
Pfizer ApS
TIf: +45 44 20 11 00

Deutschland
Pfizer Pharma PFE GmbH
Tel: +49 (0)800 8535555

Eesti
Pfizer Luxembourg SARL Edesti filiaal
Tel: +372 666 7500

E)ALGoa
Pfizer EAAAXZ AE.
TnA.: +30 210 67 85 800

Espafia
Pfizer, S.L.
Tel: +34 91 490 99 00

France
Pfizer
Tél: +33 (0)1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: +385 13908 777

Ireland

Pfizer Healthcare Ireland

Tel: +1800 633 363 (toll free)
+44 (0)1304 616161

island
Icepharma hf.
Simi: +354 540 8000

Italia
Pfizer S.r.l.
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Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +3705 2514000

Luxembourg/Luxemburg
Pfizer S.A.
Tel/Tel: +32 (0)2 554 62 11

Magyarorszag
PFIZER Kft.
Tel. +36 1488 37 00

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Nederland
Pfizer bv
Tel: +31 (0)10 406 43 01

Norge

Pfizer AS

TIf: +47 67 52 61 00

Osterreich

Pfizer Corporation Austria Ges.m.b.H.
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o0.0.
Tel.: +48 22 335 61 00

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L.
Tel: +40 (0)21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podro¢ja
farmacevtske dejavnosti, Ljubljana

Tel: + 386 (0)1 52 11 400

Slovenska republika

Pfizer Luxembourg SARL, organiza¢na zlozka

Tel: +421-2-3355 5500

Suomi/Finland
Pfizer PFE Finland Oy



Tel: +39 06 33 18 21 Puh./Tel: +358 (0)9 43 00 40

Kvnpog Sverige

Pfizer EAAAX A.E. (CYPRUS BRANCH) Pfizer AB

TnA: +357 22 817690 Tel: +46 (0)8 550 520 00
Latvija United Kingdom

Pfizer Luxembourg SARL filiale Latvija Pfizer Limited

Tel: +371 670 35 775 Tel: +44 (0) 1304 616161

To wapov @UALO 00N YLOV PN OGS EYKPIONKE Y10 TELEVTOIO POPE GTIG

Adreg TN YEG TANPOPOPLOV
Aemtopepeic TANPOPOpIES Yo TO QAPLOKO aVTO givol S1fEciec 6TO dKTLOKO TOTTO Tov Evpmmaikod
Opyoviouov Gapudkmv: http:// www.ema.europa.cu

Ot minpogopieg Tov akoAovBovv amevBivoviot HOVO G YTPoLG N EmayYEALATIES VYETOG:

Inuovtikd: [opakadeicOe vo avoatpééete oy [epidnyn Xopaktnpiotikdv tov [poidvtog mpiv
oLVTAYOYPAPNOT).

[pémet vo axorovBeital AoNTTN TEYVIKN KATO TNV TPOETOLLAGTO TOV dADI0TOC Eyyvong. To
TePLEXOUEVO TOV Prodiov Tov Zinforo mpénet va avacvotdtat pe 20 mL oteipov 030TOG Yo EVESLA.
O1 0dnyieg Yo TNV avacvotaot Tov eloAldiov Zinforo cuvoyilovtol TopoKaTo:

eprektikoTnTo IpocTi0&pevog 6yKog Kotd tpocéyyion MMocétnTa OV
(mg) UPULOTIKOD GUYKEVTPOOT] KEQTUPOLIVIG TPETEL VO,
(mL) (mg/mL) avappoenOsi
600 20 30 SUVOMKOC OYKOG

To avacvoTadéy StdAvpa TPETEL VO APUIDVETOL TEPULTEPM Y10 TNV TOPUCKEVT OIUADUATOS TTPOG
&yyvon Zinforo. ['a v tpoetoacio g £yyvong umopei va ypnoytoroindei odkog Eyyvong tov
250 mL, 100 mL 1} 50 mL Bdoetl tov avaykdv Tov acfevong avaeopikd pe Tov 0yko vypov. Ta
KOTAAANAQ OpOIOTIKA TOL SIHAVUOTOG TPOG EYYLOT TEPILOUPAVOLV: EVEGIHO dtdAva YAmPLovyov
vatpiov 9 mg/mL (0,9%), evéoo ddopa de&tpding 50 mg/mL (5%), evéoipo didivpa yAwplodyov
vatpiov 4,5 mg/mL kot de&tpolne 25 mg/mL (0,45% yloprovyov vatpiov kot 2,5% de&tpolnc) 1
dudivpa Lactated Ringer’s. To didAvpa Tov TpoKOTTEL TPEMEL VA, YOpMYELTaL, OVAAOYQ HE TNV
emieyuévn doo, yia diotnua 5 émg 60 Aemtdv Yo TNV Tumikn 660 N 120 Aemtdv yio v vymAn
doom o€ dyKovg £yyvong tov 50 mL, 100 mL 7 250 mL.

O1 dykot Eyyoong yuo TodtTpikovs acbeveig Ba mowilovv avdioya pe o fdpog Tov Taudov. H
GLYKEVTPMGT TOL SHAVUATOG £YYVONE KATE TN OLAPKELN TNG TPOETOLUAGIOG KoL TNG XOPNYNoNg Oev
npénel va vepPaivetl ta 12 mg/mL pocapiikig KepTapoiivig.

O yp6voc avacHoTaoNG Elvat Ayotepog amd 2 Aemtd. AvapiEte Le NIIEC KIVIGELS Y10, TV OVOoVGTOCN
Kot eEAEyEte €dv To TepleyOUEVO Exel S1ahvBel eviehm. Ta Tapevteptkd TPoidvTo TPEmeEL Vo
e€etalovtal OmTIKA Y10 VAIKG COUATIOW TPLY TN YOp1ynon.

To ypopa tov dtaddpatog Zinforo mpog Eyyvon Kvpaivetat omd dlavyEg, avolKTod TPOg GKOVPO KiTPvo
avaAoyo e TN CLYKEVTPMON Kut TIG cuVONKeG eOAENG. Agv Ttepiéyel cmpotidla. Otav puidccetot
COLPOVA LE TIC GLOTAGELS, OeV eNNPeAleTal 1 1oYHS TOV TPOTOVTOG,.

Meléteg Eyovv deilet 6T Ta StoAdpoTa TPOg Eyyvon Zinforo givar otabepd yio Sidotnua £mg Kot
6 opdv og Beppokpacio dopatiov. Evaiioktikd eivorl otabepd yio Sidotnua £0g Kot 24 op®dv 6T
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yoyeio. Metd v amopdkpuven amd o youyeio Kot Tnv Totobétnon o Beppokpacio dwpatiov, To
APOIOUEVO TPOTIOV TTPEMEL VO YpnotuonomBel evidc 6 mpav.

Ao pikpoProroyikn Aoy, TO QUPIOKEVTIKO TPOIOV TPEMEL VO, XPTCLUOTOIEITAL AUECHOC EKTOC EGV M
0vOoVOTOOT) KOl 0POimoN TPOYUOTOTOMONKE G EAEYXOUEVES KOl ETKVPOUEVES AOTTTTEG GLVOTNKEC.
Edv bev ypnopomombei apéomc, ot gv xpnoet ypovor Kot cuvOnkeg puAAENS TPV TN ¥PNOT ATOTEAOVY
€vlvv”M TOL YPROTY.

H ocvppatotta tov Zinforo pe dAia pdappaxo oev £xel tekunpiobei. To Zinforo dev npémet va
OVOULYVOETOL UE 1] VO TPOOTIOETOL G€ SLOADUATO TTOV TEPLEYOVY GALN QAPLLOKAL.

Kda0e proridro mpoopileton yia epdmal yprion.

Kdabe aypnoiponointo mpoidv 1| VIOAEUU TPETEL VO OTOPPITTETOL COUPDVOL, LE TIG KOTO TOTOVG
OYVOVGEG GYETIKES SLOTAEELS.
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