ITAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Eporatio 1.000 1U/0,5 ml evéoipo didhvua 6g TPOYEUOUEVT GVPLYYOL
Eporatio 2.000 1U/0,5 ml evéoipo didivuo 6g TPOYEUOUEVT GVPLYYOL
Eporatio 3.000 1U/0,5 ml evéoipo d1dhvpa o€ TPOYELGUEVT GVOPLYYO.
Eporatio 4.000 1U/0,5 ml evéoipo d1dhvpa 6g TPOYEUOUEVT GVPLYYO.
Eporatio 5.000 1U/0,5 ml gvéoipo didhvua 6g TPOYEUOUEVT GVPLYYOL
Eporatio 10.000 1U/1 ml evéciuo didAvpa o Tpoyspcuévn oopryya
Eporatio 20.000 1U/1 ml evéoyo StdAvpo 6€ TPOYEUIGUEVT GVPLYYQL
Eporatio 30.000 1U/1 ml evéciuo didAvua o€ Tpoyspuouévn copryya

2. IMOIOTIKH KAI ITOXOTIKH XYN®O®EXH
Eporatio 1.000 1U/0,5 ml evéowo didivua g mpoyemiouévny cOPLyya.

Mia mpoyepuopévn cupryya mepiéyet 1.000 Aebveic Movadeg (AM) (1U) (8,3 pg) emoetiving bnta og
0,5 ml evéopo didAvpa mov avtictoryei o 2.000 1U (16,7 pg) emoetivn 89ta avé ml.

Eporatio 2.000 1U/0,5 ml evéocwo didlvua ce Tpoyemouévn oOpryyo
Mia mpoyepuopévn oopryya mepiéyet 2.000 Aebveic Movadeg (AM) (IU) (16,7 ug) emoetivng OMta os
0,5 ml evéouo didAvua mov avtiotoryei og 4.000 U (33,3 pg) emoetivn 89ta. ové ml.

Eporatio 3.000 1U/0,5 ml evéoipo d1dAvua 68 TPOYEMOUEVT GVPLYYO.
Mia poyepucpévn oopryyo tepiéyet 3.000 Aebveig Movadeg (AM) (IU) (25 pug) emoetivng Onta o
0,5 ml evéouo didAvua mov avtiotoryei og 6.000 U (50 pg) emoetivn Ofta avd ml.

Eporatio 4.000 1U/0,5 ml gvéoipo S1GAvpo GE TPOYEUGUEVT) GUPLYYOL
Mia mpoyepopévn oopryya mepiéxet 4.000 Aebveic Movades (AM) (IU) (33,3 pg) emoetivng Onta o
0,5 ml gvéopo didAvpa mov avtictoyei o 8.000 1U (66,7 pg) emoetivn B9ta avé ml.

Eporatio 5.000 1U/0,5 ml evéouuo didlvpa 6€ TPOYEUGUEVT GLPLYYO
Mia mpoyepuopévn oopryya tepiéxet 5.000 Aebveic Movadeg (AM) (TU) (41,7 ug) emoetivig Onta o€
0,5 ml evéopo didAvua mov avtictoryei oe 10.000 1U (83,3 ug) emoetivn 6Mto ava ml.

Eporatio 10.000 1U/1 ml evéocwo didlouo o€ TPOYEWMGUEVN GLPLY YO
Mio, mpoyeuopévn copryya mepiéyet 10.000 Aebveic Movadec (AM) (IU) (83,3 pg) emoetiving Onta o€
1 ml evéoipo dtdlvpo mov avtiotolyel og 10.000 1U (83,3 pg) emoetivn Ofta avd ml.

Eporatio 20.000 1U/1 ml gvéoo didAvua o€ Tpoyeouévn copyya
Mia poyeucpévn ovpryyo mepiéyet 20.000 Aebveic Movadeg (AM) (IU) (166,7 pug) emoetivng 07ta
oe 1 ml evéouo didhvua mov avtictoryei o 20.000 1U (166,7 pg) emostivn Ofta avd ml.

Eporatio 30.000 1U/1 ml evéowio StdAvpa o€ Tpoyeouévn oOpLyya
Mia npoyepopévn oopryya mepiéyet 30.000 Aebveic Movadeg (AM) (IU) (250 ng) emoetivng Onta o
1 ml evéoypo diidvpa mov avtietolyel o€ 30.000 1U (250 pg) emoetivn B9ta avé ml.

H emogtivn 6Mta (avacvvovacpévn avBpomvn epubpomomtivn) TapdyeTol 6 KVTTAPIKY GEPA
wobnkav Kwélikov Kpikntov (CHO-K1) pe teyvoloyia avacvvévacuoh DNA.

IMoa tov TA7pn KaTdloyo TV ekddywV, PA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéowo didAvpa (éveon).



To dudvpa givar dtowyEg Kot dypmpo.

4, KAINIKEX TIAHPO®OPIEX
41 OgpamevTikég evoeiEelg

- Bgpameio TNG CLUTTOUOTIKNG avolpiog, 1 omoia oyetTileTon e XPOVIO VEPPIKT AVETAPKELD GE
eviilkeg acBevels.

- Bgpameio TNG CULUTTOUOTIKNG AVULIING G€ EVIAIKEG KOPKIVOTTAOELS e Un-HVEAOYEVEIG
Kakoneleg, ol omoiotl Aapfdavovy ynuetodepamneio.

4.2  Aocoloyio kKou TPOTOS YOPNYNONS

H Bepancio pe emoetivn Mta npénel va Eexvaet omd g101ko0g Y Tig Tpoavapepbeiceg evoei&elg
YTpovg.

Aoooloyio,

ZOUTTOUOTIEN QVOIULA, 1] OTOLO GYETICETAL LUE YPOVIO, VEPPIKH AVETCPKELO.

To cCOUTTOUATO Kot TOL SEVTEPOYEVT] CUUTTOUUTO OVOLLING LTOPOVV VO TOIKIAOLY OVAAOYO LE TNV
nAkio, To EUAO Kot TO YEVIKO Qoptio ¢ acBévelac. Amarteitat 1) eEatopukevpévn a&loAdynon g
KMVIKNC Topeing Kot KaTaoTaong Tov actevn amd Evay yatpd. H emoetivn O1ta mpémet va yopnyeiton
glte vVodopla ite evooPAePine mpokeévou vo avénbel to enimedo apocearpivig oyt vymAdtepa
amo 12 g/dl (7,45 mmol/l).

Adym ™G €0OTEPIKNG daKVUAVONG G€ KABE acBevn, etvat duvotd va Tapatnpnbody nepioTaclokd
HELOVMUEVES TIUEG ALLOGOALPIVIG Yo Evay acBev emdive Kot KAT® amd To emBuunto eninedo
owoceaipivng. H dtaxouavon e opoceoipivng Tpénet vo avIHETOTILETOL LE TPOGAPLOYT TV
d0cemv, pe 6TdY0 TO £VPOC TIMV oupocearpivng 10 g/dl (6,21 mmol/l) éwc 12 g/dl (7,45 mmol/l). H
oVVTIPNON EVOG EMMESOV apoo@alpivng avdtepov tav 12 g/dl (7,45 mmol/l) npénet va. amopedyetat.
Mopakdte didovral 0dNyieg yio TNV KOTAAANAN TPOGUPHOYT TNG 606G OTIC TEPITTOCELS TOV
mapatnpeitor adénon g TIUNG ¢ aposeapivng tave and o, 12 g/dl (7,45 mmol/l).

Oa wpémel va amopevyeTat pio avénon g apoceopivng peyarvtepn omd 2 g/dl (1,24 mmol/l) og pia
nepiodo teccapov fdopadmv. Av 1 adEnon g apocpapivig sival peyovtepn tov 2 g/dl

(1,24 mmol/l) o€ d1dotnua 4 fdopddmv M N TN TG apoceolpivig vrepPaivel ta 12 g/dl

(7,45 mmol/l), n 660 mpénel va petdvetal katd 25 éng 50%. Zvvictdtal 1) mapakoAovOnon g
apoceapivng kabe 600 efdouddeg Emg 0Tov oTabepomomBody Ta emimedo Kot ETELTO 1| TEPLOSIKT|
napakolovOnen. Edv to enimedo apoceaipivng cuveyiletl va av&avetat, n Oepaneio mpémet vo
SLOKOTTETAL £MC MTOV TO EMMEDO ALLOCEUIPIVNG apyilel vo peudveTal, 6to onueio émov 1 Bepoameio Oa
npémnel va Eavapyilel pe pia 660 mepimov 25 % pikpdtepn omd v Tponyovuevn yopnyndeica d6om.

2V TepovGio VTEPTOCTG 1] VITAPYOVTOG KAPIIALYYELNKOD, EYKEPAAOOYYELOKOD 1| TEPLPEPIKNC
OYYEWKNG VOGO, Ba Tpémel n ahENOT TG AUOGPALPIVIG KOl 1) TIU GTOYO0G TG LLOCROIPIVIG VOl
kaBopileton eEotopkevpéva, AapPavovTag vToyT TV KAVIKT E1KOVA.

H Oepancio pe emoetivn Ot ywpiletal oe dvo otddia.

Ddon 610pbwong

Ymodopro yopnynon: H apyikr docoroyia sivar 20 [U/kg copatikov Bapove 3 popéc v efdopdda.
H 860n pnopei vo avéndei petd and 4 epdouddec oe 40 1U/KY, 3 popéc v efdoudda, ot mepintmon
7ov M avénon g aipoceapivng dev eivan emapkng (< 1 g/dl [0,62 mmol/1] evtdc 4 efdopdadmv).
ITepartépm avénon ™ tééEng Tov 25% g mponyoduevng 600N C Umopel va yivel o€ punvioia
SoTaT, EmG OTOL eMTELYOEL TO EEATOUIKEVUEVO EMIMEDO — GTOYOG ALLOGPALPIVIG,.

EvéopiéPra yopriynon: H apykn docoroyia eivarl 40 IU/kg copatikod Bdpovg 3 eopég tnv efdopdada.
H 660n umopet va avénBet petd and 4 gfdopddeg oe 80 IU/kg, 3 popég v eBdopdda, Kot o€
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epaltép® avénon g Taéng Tov 25% g TponyodevNg 800NG o8 PNVidia dlooTHUATO, OTOV €IVl
omopaitnTo.

Kot yia Tovg 600 tpodmOLS Yoprynons, N LEyot d6on dev mpénet va vrepPaivet 1ig 700 TU/ kg Bapog
ocopaTog TV gfdopada.

®don cvvinpnong

H d60n 6o mpémel va tpocopuoletol 6G0 amalTeital, MOTE VO SIUTNPEITOL TO EEATOUIKEVUEVO EMITESO
010%0¢ arpocpapivig peta&d 10 g/dl (6,21 mmol/l) xar 12 g/dl (7,45 mmol/l), 6mov dev Ba mpémel va
vrepPaiver v T tov 12 g/dl (7,45 mmol/l). Edv eivon amapaitntn pio tpocappoyn g 66omg yio

TNV GLUVTHPNOT TNG EXBVUNTAG TG UOGPALPIVIG, GLVIGTATAL 1) 000 va Tpocapudletar katd 25%
TEPITOv.

Yrodopua yopriynon: H efdopadiaio d6om propei va yopnyndetl og pia Eveon tnv efdopdda 1 Tpelg
QopEC TNV EPdoUED.

EvdopAéfia yopnynon: Acbeveic, ol omoiol Bpiokovtol oe otabepn Katdotaon pe 060 0YIKO Gy
POV dOCEMV TNV ERSOUAdM, Elval SuvaTd Vo LETATNONGOLY GE XOPNYNoT 600 POPEC TNV ERdoUEd.

Ye mepinton mov HETAPAALETOL 1] GLYVOTNTA YOpNYNONGS, Ba Tpénel va mapakolovdeitarl 6TeVA 1 TN
NG QUOCPALPIVIG KOl UTOPEL VO KATAGTEL OTOPALTITI 1] TPOGAPUOYT TV dOGEMV.

H péyiotn d6om dev Ba mpénet va Eemepvad tig 700 [U/kg copaticod Bapovg tnv efdopdda.

Ortav 1 eroetivn Mta aviikabiotd pio dAin emoetivn, Bo Tpénet To eminedo apocalpivig va
mapakolovbeitar otevd kot Ba Tpémel va ypnoiomoteitatl o id10g TPOTOG YOPNYNONG.

Ot aoBeveic Tpémet vo mapakolovBobvtal oTeVA Yia va EACQUMOTEL OTL XPNGUYLOTOIEITOL 1)
YOUNAOTEPT EYKEKPLUEVT] OTOTEAECUATIKY OOGT| EXOETIVNG ONTA YO0 TNV TAPOYT EMAPKOVS EAEYYOL TOV
CUUTTOUATOV TNG VOGS EVD S10TNPEITAL GVYKEVTPMOOT] OLOGOALPIVIG YOUNAOTEPT amd 1 ion pe

12 g/dl (7,45 mmol/l).

Amonteitonl Tpocsoyn He TNV KMUAK®OON TOV d0CEWMV TNG ENOETIVNG BNTa 68 aoBEVEIG e XPpOVIL VEPPIKN
OVETAPKELD. L€ AGOEVEIS LE TTOYN AVTATOKPLON TNG ALOSPALPivig 6TV emoetivn OMTa, Ba Tpénetl va
gEetalovtal eVOAOKTIKEG EENYNOELC Yo TNV TTOYY avtanokpion (BA. mapaypdeovg 4.4 kot 5.1).

2OUTTOUOTIKY OVOLUIa o€ KoapKIVOTAOEIS te un noeAoyeveis kaxonbeies, oi omoior Aoaufiavoov
xnuerofepomeio,

H emoetivn OMta Bo Tpémet va yopryeitor pe v vwoddpia 006 oe acbeveig pe avorpio (w.y.
ovykévipoon apoceopivig < 10 g/dl [6,21 mmol/l]). Ta cuprtdpata Kot ta Sevutepoyevi
CUUTTOUATO AVOLLING LTOPOVV VO TOKIAOVY avaAoya pe TV NAKi, TO VA0 Kot TO YEVIKO (OPTIO TG
acBévelng Amarteiton 1 e&aTopikevpév aE1oAdYN o TG KAVIKNG TOPELNG KOl KOTAGTAONG TOL 0oBeEVT
ond évav yotpo.

AOY® TG ecmTEPIKNG Sakvavong og Kabe acbevn etvar duvatd va mapotnpndovv mepioTacioKd
UEHOVOUEVES TIEG OLLOCOUPIvIG Yol Evay acBevn emdve Kot KATo and 1o embountd eninedo
apoceapivng. H dracopaven g aipoceapivng Tpénet va ovILETOMILETOL LE TPOCUPLOYT TMV
d00emV, He 6TdY0 To VpOg TIH®V apocearpivng 10 g/dl (6,21 mmol/l) éwg 12 g/dl (7,45 mmol/l). H
CLVTHPNON EVOG ETMESOL arpocaipivng. avatepov tov 12 g/dl (7,45 mmol/l), tpémnet va
aropevyetol. [Tapakdto didovror 0dnyieg yio TNV KATAAANAN TPOGAPLOYN TNG OO0 OTIC TEPITTOOELS
7OV TapaTNPEiTaL avENoN TOV TGOV apooatpivig tave ard ta 12 g/dl (7,45 mmol/l).

H ocvvictouevn apyikn d6om eivan 20.000 U, avaroya pe to fApog cOUATOC, YOpnYOOUEVT Wi popd
™V gfdoudda. Eav petd ond 4 efdouddeg Oepaneiag, avéndei n apocsealpivn katd tovidyiotov 1
g/dl (0,62 mmol/l), Ba wpémetl va cuveyileton 1 idta doom. Edv 1 tiun g apoceaupivig dev avénbet
katd Tovddyiotov 1 g/dl (0,62 mmol/l), Ba npénet va eEetacbei o Sumhaciooudc e efdopadiaiog



doong otig 40.000 IU. Edv petd amd emumiéov 4 efoopadeg Oepomeiog, 1 odENoT TG AULOCOOIPIVIG
TOPOUEVEL aVETOPKNG, o Tpénet va e&etacBel n avénom tng efdopadiaiog d6omg otig 60.000 1U.

H péyiotn 606om dev Ba mpénet va Eemepvad tig 60.000 1U v efdopdda.

Edv petd amod 12 efdopdodeg Oepaneiag, n Ty g aprocpoipiving dev avéndel tovAdyiotov Katd
1 g/dl (0,62 mmol/1), n avtandkpion Bewpeitan amiBovn kot 1 ayoyn Oa mpénet va S10KoTmel.

Eav n avénon g apoceapivng eivar neprocdtepo and 2 g/dl (1,24 mmol/l) oe 4 efdopddeg n N Tiun
apoceapivng vepPei ta 12 g/dl (7,45 mmol/l), n d6on o mpémet va peiwdei katd 25 £og 50%. H
Oepaneio pe emoetivn OMta B Tpémetl va drakonel Tpocwpivd edv ta emimeda oposparpivng Eemepvave
ta 13 g/dl (8,07 mmol/l). H Oepamneio Oa mpémet va Eavapyiler pe mepimov 25% yopniotepn d6on and
NV TPONYOHUEVT, 0pOoD Ta eTimeda apos@alpivig técovv ata 12 g/dl (7,45 mmol/l) 1| mapakdto.

H Oepancio 0o mpénet va cvveyiletar £wg 4 efoopnddeg petd and to téhog g ynueodepaneiog.

Ot acBeveig mpémet va TopakoAovBodvTal 6TeEVE, Yo Vo eEACOAMGTEL OTL (PTCLLOTOLEITOL 1|
YOUNAOTEPT £YKEKPILEVT dOGT ETOETIVIG ONTA Y10 TNV TTOPOYT EXAPKOVS EAEYXOV TOV CUUTTOUATMV
™G avopiog.

E1d1xéc oudoes nAnBovouod

Houdrwotpukde tAnbovoude

H acpddeia kon 1 amotelecpatikotnto Tov Eporatio og maudid kot eprfouvg nikiog €mg 17 etmv dgv
&yovv akopa tekunpuwbel. Aev vapyovv drabéoipa dedopUEva.

Tpomog yopiynong

To didAvpa propel va yopnyndet vrododpia 1| evooPAéPia. H vroddpia ypnion sivor Tpotiuntén o€
aoBeveic Tov dev LIOPAAAOVTOL GE ALOSIOALGT], TPOKEUEVOD VA, AOPELYDEl | TapaKEVTNON
TEPLPEPIKAOV QAEPDV. Xe meEPIMTMOO™N TOL 1| EMOETIVN BT AV TIKAO1OTA KO0 AAAN EMOETIVN, TPETEL
VoL YPNOOTOLELTAL O 1310¢ TPOTOG YOPYNONG. L€ KUPKIVOTAOELS e N LLeAOYEVELG KakonBELES, OV
AapBavoovv ynuetoBepamreia, 1 emoetivn ONTa TPEMEL VAL yopnyEITOL LOVO VTOJOPLAL.

O1vmod0plec evEoelg TPEMEL VA, Yivouv oTnV Kold, to Bpayiova 1 To punpd.

Ta onpeia éveong Ba Tpémel va evarldocovtot Kot 1 £veon Ba mpémel va yivetat apyd, ®oTe va
OTOPEVYOVTUL EVOYANCELS GTO onpeio Eveong,.

IMo 001yiec GYETIKA UE TO YEPIGUO TOV QOPLUKEVTIKOD TPOTOVTOG TPV Otd T Xopnynon, PA.
Tapdypoeo 6.6.

4.3  Avrevodsieg

- YnepevaioOnoio otn dpaCTIKY 0VGIN 1) 6€ GALEG EMOETIVES Kol TAPAY®OYQ 1) GE KATO10 O Tl
£€K00Y 0L TOV AVOPEPOVTUL GTNV TOPAYPOpOo 6.1.
- Mn eheyyOpevn vEpTaon.

4.4  E01kég TPOELOOTOMGELS KL TPOPVAAEEIS KATA TN (P10

Teviko

H ovunAnpopatikn Oeponeia e oidnpo cuvietdtot Yo, OA0LS TOVG acbeveic pe TIéEG pepttivig opov
Kkéto and 100 pg/l 1 pe xopeoud tpavepepivng kbrto and 20%. ['a v eEacpdiion g
OTOTEAEGHATIKNG EpLBpomoinong, mpémel va e£€TAlETOL 1) KOTAGTAOT GLOPOV G OAOLS TOLS aebeveig
TPV KoL Katd T Stdpkela e Oepameiog.

H pn avtandxpion ot Bepaneia pe emogtivn Onta Bo mpénet va mpotpénel dueca o avalntnon tmv
ATOAOYIKAV TTapayovTmv. Ot avenapKeleg 10N POL, POAKOV 0EE0c 1 Prapivig Bio petdvouy v
OTOTEAECLLATIKOTITO TOV EXOETVAOV Kot TPEMEL ETOUEVOG Vo dtopOBdvovtat. Ot diapecorafodoeg
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AOWUMDEELG, TO PAEYLOVOON 1) TPOVLOTIKG ETELGOM, 1) AAVOAVOVGH OTOAELN AILOTOG, 1) ALOAVGN, 1)
dnAntmpiaon aAovpiviov, ol VITOKEILEVES UUATOAOYIKEG 0loBEVELES ) 1] Vo™ TOL PLELDD TV 00TMV
umopolv €Miong va KATAGTEIAOLY TNV amdKpion otnv epubpomoinon. Mo apibunon tov
dwtvogpulpokvttdpmv Tpémel va e€etaletal og TUNA TG a&loAdYN oG,

Apyn Ardocio the Epvlpac Zeipac (PRCA)

Edv amokAeiotodv o1 TomKEG atieg TG U avtomdkplong, Kot o acevig cuvovdalet po Eapvikn
TTAOOT TS OHOCPULPivNG LE SIKTVOKLTTOPOTEViM, O Tpémel va mpoypappatiletal o eE€taon Tov
OVTICOUATOV aVTI-EpUBPOTOMTIVIG KOl TOL LVEAOD T®MV OGTAOV Y10, TN dtdyvmon TG Aptyong
Amhaciog e EpuBpdac Zepdc (PRCA). Ipénet va e€etdletan n dokonn g Oepomeiog e emoetivn
onra.

H PRCA, n omoia mpokaAeitor omd eE0VOETEPOTIKA AVTICOUATO AVTI-EPLOPOTOMNTIVIG, £XEL
avapepBel oe cuoyeTIopo pe T Bepaneio pe epvBpomomtivr, cuurepAapUPavoprEVNG OVTNG e
emoetivn OMta. Avtd ta avticoOpoata el Katadelytel 6Tt epeavilovy avtidpdoelg SoTodPOoNG e
OMeg T1G emoetiveg, Kot o1 acBevels, ot omoiot £yovv mBovmg 1 emPePaiwpéva e£ovdeTepmTIKE
avtiooporo, dev Oa tpénet va odhalovv ) Oepancia o€ emoetivny Onta (PAéne mapdypago 4.8).

IMao ™ Pertioon g YyvNALGILOTNTOC TOV ETOETIVMV, T OVOLLOGIO TNG XOPTNYOOUEVNG ETOETIVIG TPETEL
VO KOTOYPAPETAL [LE CAPTVELD GTO 0pYEl0 TOV 0I60EVOUG.

Mio, mopadoén peimon g apoceailpivng Kot avantuén cofapnc avaipiog wov oyetiletol pe
YOUNA0VG aptOpove EpuOPOKLTTAP®Y TPETEL VL TPOTPEWYEL G dlakoTh TG Oepaneiog pe epoetin
(emoetivn) Kot die&aywyn EAEYXOV Yo AVTICOUATO, avTl-EpvOpomomTivie. ‘Exouv avagpepbel
nepumtoelg acbevov pe nratitide C mov vrofdiiovial o Oepameia pe wteppepovn Kot prumafipivn,
LE TaVTOYPOVN GLYYopNyNon emoetivav. Ot emoetiveg dgv Exovv eykpidel yia tn dwoyeipion avarpiog
7ov oyetiletar pe nratitda C.

Yreproon

Ot acBeveic vid Oepaneio e emoetivn Ota propel va eupovicovy po adENoT g apTNPLOKNG TEGNS
N emdeivoon piog nom VTAPYOVGOC VITEPTACNC, WOIAITEPN KOTA TN SIGPKELD TNE UPYIKNG @AoNS
Oepameiog.

Emouévamg, og acbeveic mov Oepanedovtan pe enogtivn 0nta, mpénel va 6idetat 1waitepn TPOGOY 6N
oTEVN TOPOKOAOLONGN KoL TOV ELeYy0 TNG apTnpLokng wieonc. H aptnplokn wieon Oa wpénet va
EAEYYETOL EMOPKAOC TPV amd TNV Evapén Kot kKaTd T ddpkela TG Oepomeiog, OOTE Vo ATOPELYOVTOL Ol
o&eieg emMMAOKEG, OTMG M VIEPTAGIKT KPIGT L€ CUUTTOUOTO OO TNG EYKEPaAOTAOEeL0g (TT.).
KeQPAAAAYiEg, GVUYYVOT, SlTOPAYESG TNG OMIATLNG, Statapayn] TNG PAOIONG) KoL Ol GYETIKEG EMUTAOKES
(emnTTIKéG KpioELg, 0yYEloKO EYKEPAAIKO EMEIGODI0) O1 OTOIES Eival SLVATO VO ELPAVIGTOVV ETIONG
K0l G€ LEPOVOUEVOLS 000gVELG OV eRPavVIfoVY KaVOVIKT T} YOUNAn aptnplokn wieon. Eqv
EUPAVIGTOVV OVTEC O OVTIOPACELS, OTULTEITOL 1) AUEST] TAPAKOAOVONGN amd Y1OTPd KOt EVIOTIKY
Tpikn epovtida. Idiaitepn Tpocoyn mpénet va d0bei oe Eapvikég Evioveg KEQOUAOAYIEG, OUOLES UE
nuikpavia, ¢ Thavd onpa TPoedoToinong.

Ot avénoeig g aptnplakng wieong ivar Svvatod vo araitnoovy Bepameio pe avTdTEPTUGIKA
QOPLOKEVTIKA TPO1OVTa 1] pio abENoT TG 00GNS TOV VILUPYOVIMV OVTIDTEPTACIKMOV PUPUUKEVTIKOV
npoidvtov. Emmiéov, Oa mpémel va eetaotel o peimon tng xopnyovpevng 600mg TG moeTivig
Onta. Eqv ot Tipéc g aptnplokng mieons Tapapévouy VYnALS, tval Suvatd va KATooTEL avayKaio 1
Tpoowpvn dtakonn TG Bepaneiog pe emoetivn Onta. Molg ereyybei n véptaon pe eviaTikoTePN
Oepameia, pmopel 1 Oepameia e emoetivn OMta va Eava&ekvioet pe petmpévn doom.

Kaxn ypno

H ok yprion g enoetivng 0nta and vym dropa pmopei va 0dnyNHoel og vaepPorikn avénon g
OLLOGOPIVIG Kol TOV opoToKpitn. Avto pmopel va ocuvdebel pe ameidntikég yuo n on
KOPOLOYYELOKES EMTAOKEG.

2ofapéc depuotiec ovemBountec evépysiec




Koatd ™ Oepaneio pe emoetiveg £xovv avaeephei cofapic depraTikég avemBOUNTEG EVEPYEIEG, LETAED
TV onoimv 10 chvopopo Stevens-Johnson kot 1 To&1KN ETOEPUIKT VEKPOAVGT, OL OTTO1EC PTOPEL VoL
glvar amenTikég yio ™ Lo M Bavatneopeg. Ta mo coPapd nepiotatikd £xovv mapatnpndei pe tig
EMOETIVEG LOKPAG dPACTC.

Koatd ™ ovvtayoypdenon, ot acOeveig Tpémet va evipep@VOVTOL Yo TUYXOV EVOEIEELG KO CUUTTOUATO
KoL VoL TopakoAoVBoUVTOL GTEVA Y10 SEpUATIKES avTIdpdoelc. Eqv eppavictodv evdei&elg kot
CUUTTMUOTO TOV EVOEXETAL VO OYETILOVTOL e AVTEC TIG AVTIOPAGELS, 1 Bepaneia pe emoetivn Onta
TPEMEL VL SLOKOTTETAL APECMS Kot VoL yopryeitan evariaktikn Oepamneio.

Edv o acBevig eppavicet coPopn deppotikn avtidpaon 6mws chvdpopo Stevens-Johnson 1 to&wn
EMOEPUIKT VEKPOALGT AOY® TG XPNoNG emoetivng ONta, 1 Bepaneio e v emoetivn ONta npémnel va
GTAUOTNOEL Y10 TAVTAL.

Eidikéc ouddeg minboouod

AbdY® ™G TEploplopévng epmelpiag dev pmopel va 0E1oA0yN0el 1 ATOTELECULOTIKOTNTO KOl 1) AGPAAELD
g eMOETIVIC BNt 6TOVG 0Iobevelg e draTapayn TG NTOTIKNAG Aettovpyiog 1 opoluymTiKn
OPEMAVOKVTTAPIKY| OVOLpaL.

Xe KMviKég dokpég, aabevelg dvo tav 75 etdv giyav vynAotepn cvyvotnta cofapdv avemBHunTmV
gvepYEL®V, aveEaptnTa amd o artiddr oyéon pe tn Oepaneio pe enoetivn Onta. Emumiéov o1 Odvatot
NTaV GLYVOTEPOL GE LTIV TNV OLAdA AGHEVAOVY £vavTlL TV VEOTEPOV AGHEVOV.

Epyoornpiaroc éleyyoc
ZUVIGTATOL 1] TOKTIKY LETPNOT ocpopivig, TANPNG eEE€Ta0N OHIOTOC KO OULOTTETOAM®Y.

2ourrtowpotiry ovoiuio oyetilOUeVH (e YPOVIO. VEPPIKI] OVETCPKEL,

H ypnon g emoetivng Mta o€ veppookinpmtikovg acheveis, ot omoiot dev vwofAAlovTal aKOUN GE
apodwiton wpénel va kabopiletar eEatopkevpéva, 6e30UEVOL OTL OV PUTTOPEL VL OTOKAEIGTEL [UE
BePardtTo po mbavn emtayuvopuevn eEEMEN TG VEQPIKNG AVETAPKELNG.

Koatd ™ dibpketa g opodwriong, oe acbeveic mov Bepanedovran pe emoetivny Onta, givol duvotd va
YPEWOTEL ADENON TNG OVIWTNKTIKNG AYOYNS, MOTE Vo amotpanei 1 Opopfwon g aptnproeremdovg
EMKOVOVIOG.

e ao0eveig [e xpOVIO VEPPIKY] OVETAPKELD, 1] CUYKEVIPMOOT] GUVTHPNONG TNG OLLOGOapivng dev
TPENEL vaL VIEPPAIVEL TO AVMDTEPO OPLO TNG CLYKEVIPMGTS-GTOYOV TNG OLOCPALPIvIG TOL GVGTHONKE
otV mapdypago 4.2. Te kKhvikég SoKIEG, Tapatnpninke avEnuévog kivouvog Bavatov kot cofapdv
KOpOOYYELOKOV CUUBAVTOV OTOV ETOETIVEC YopNyNONKaAY Le 6TOYO EMIMEdA QUULOTPALPIVIG
ueyaAvtepo tov 12 g/ g/dl (7,45 mmol/l 1). EAeyydueveg khvikéc dokipéc dev £xovv deifel onpoviikd
0QEAT TOV UTOPOVV VA 00d0000V TNV YOPNYNON EMOETIVMV, OTAV 1| CLYKEVIPOOT ULLOGPULPIVIG
av&avetal Tave omd T EXITESU TOV ATOLTOVVTOL Y10, TOV EAEYYO TOV CUUTTOUATOV TNG VOIS Kot
TNV OOTPOTN TNG LETAYYIONG OLLOTOG.

Amonteiton Tpocsoyn He TV KMUAK®OON TOV d0CEWMV TNG ENOETIVNG BNTa 6€ aoBEVEIG e XPpOVIL VEPPIKN
avemapKelo KaBde o1 VYMAES aBpoloTIKEG 00GEIC EMOETIVNG Ltopel va oyetilovtal pe avénuévo
kivduvo Bvnootntag, cofapd Kapdloyyelakd Kot eykepaioayyslokd cuoppdvia. e acheveic pe
TTOYN OVTOTOKPLON TNG LOGPALPIvIG OTIC ETOETIVES, Ba mpémet va eEeTAloVTal EVOALOKTIKEG
eEnynoeig yio v mroyn avrondkpion (PA. Tapaypdeovg 4.2 kot 5.1).

2oURTOUOTIKN] avolulo o€ KopKIvoTalsic ue un poeloyeveic koxonbsisc, o1 omoiol Aaufavovy
ynuetobepamnsio




Eriopoon oy avénon tov dykov

O emoetiveg elvan avénTikoi Tapdyovtec, ol 0moiot dleyeipovv KLPIMG TNV TOPAY®YN TOV
gpubpokvttdpwv. Ymodoyeig epvbpomomrtivg ivarl duvatod va exkppalovial 6TV ETPAVELL JLAPOPDV
KOPKIWIKGV KOTTapwv. Ommg e GAovg Toug avENTIKog TOPAyOVTES, VITAPYEL 1) aviovyio OTL o1
enogtiveg dieyeipovy v avEnon kabe tomov kakonOsiag (BA. mapdypago 5.1).

e duapopeg eELeYYOUEVES LEAETES, Ol EMOETIVEG OEV QaiveTal v, BEATIOVOVVY TNV YEVIKT emPimon 1 va
LEWDVOLV TOV Kivouvo eEEAMENG TOV GYKOL o€ acBevelg pe avarpia, 1 0moio GUVOEETAL LE TOV KOPKIVO.
e eleyyopeves KMVIKEG HEAETEG, 1] (PTOT) TOV EMOETIVOV £XEL KATAOEIEEL:

- peiwomn Tov ypoévov eEEMENG TOL OYKOL GE ACOEVEIC LLE TPOYMPMUEVO KUPKIVO KEQPOANG Kol
TpoyNAov Tov vToPdAdeTal o aKTIvoBEpamEia OTaV YopNYEiTAL [LE OTOYO £Vl EMIMEDO
apocealpivng mave arnd 14 g/dl (8,69 mmol/l),

- UIKPOTEPT YEVIKT eMiPimon kot avénuévot Bdvartot mov amodidovrol oty €£EMEN TG vOGOL o€
4 unveg og aobeveic e peETOOTATIKO KOPKIVO TOL LOGTOV TOL VToBdALovTaL GE ynueobepansio
otav yopnyeitat pe otoy0 pio T arposearpivng 12-14 g/dl (7,45-8,69 mmol/l),

- avénuévog Kivovvog Bavdtov otav yopnyeitat Le oToYo ol Ty opoceopivng 12 g/dl (7,45
mmol/l) o acBeveig pe evepyod kakonOn voco mov dev vtoPdArovtal ovte og ynuelobepaneio
oVTE o¢ aKTvoBepameia.

Ot emoetiveg dev evdeikvovtal yia ypfion 6° avtdv Tov TANBucrd achevov.

Aoappdvovtog vdym Ta oveTEP®, 68 KATO1EG KAVIKEG KOTAOTACELS B0 TPEmEL 1) LETAYYIOT QULOTOG VO
mpoTipdrol ¢ Oepameio o TNV AVIILETOTIOT TG avapiag og acbeveig pe kapkivo. H amdpaon
YOPNYNONG avacLVIVAGUEVOVY gepuBpomomTivav pénet va Paciletor o€ pia alohdynon Tov 0QEAOVG-
KWvOOVOUL LE TN CUUUETOYN TOV LEHOVOUEVOL 0oBeVT, 6oL Ba pémetl va AappdveTor VoY To
GLYKEKPYEVO KMVIKO TTAiclo. Ot Ttapdyovteg mov Ba tpémel va e€etactobv 68 avTiVv TV aEl0AdYNoN
0o Tpémer va tepthapPdvouy tov TOTO Kol T0 6TAS10 TOL OYKOoV, To Babud avaluiog, To TPOGIOKIUO
emPionong, to mepifdriov oto omoio Aapupdvel aywyn o acbevig, kot Ty emxifopio Tov acevn (BA.
napbypoago 5.1).

Exdoya
To @appokevTiKd avtd TPOIOY TEPLEYEL AyoTEPO 0md 1 mmol vatpiov (23 mg) avd mpoyeouévn
oVPLYYO, ONA. OLGLUCTIKA «EAEVOEPO VaTPiOLY.

45 Almlremopdosig pe GAlo QUPRUIKEVTIKA TPOIOVTE Kol GAAES HOPPES UAMAETIOPAGTG
Agv &govv mpaypotomon0el peréteg aAANAETIOPACEDV.
4.6 TovipétnTa, KONON Kot yorovyia

Konon

Agv datiBevton 1 elvon Teplopiopéva ta. dedopéva (TEPMTMOCELG EKPOOTGC EYKVIOGVVNG AYOTEPES OO
300) amod Vv xpnon enoetivng ot £YKLeG Yuvaikes. Meléteg oe {oda e AAAeg EMOETIVEG dEV
Katédelgayv dpeon To&koTnTo 6TV avoTapay®yikn wavotnta (PAéne mapdypoeo 5.3). Zav
TPOANTTIKO PETPO, Elval TPOTIUNTED VA amoPevyeTaL 1] xpnon Tov Eporatio Katd tn didpkela g
€YKLHooHVNG.

Onloouog
Agv gival yvooto edv 1 emoetivn ONTa/ o1 petafolriteg anekkpivovtal 610 avBpmmivo yoda, aAAd T

dedopéva oTa veoyva dev KaTESEIEAV Kapio amoppoenon 1 GOPLAKOAOYIKT dPaGTNPLOTNTA TG
gpvBpomomrivng 6tav yopnyeitan poli pe untpikd yaio. [pénetl va anopaciotel edv o daxomnel o
Onraopog 1 Ba drokonel/ Ba amopevyBel | Bepaneia pe Eporatio, Aappdvoviag vroyr 1o 6QEAOG TOV
Oniaopo? yio to Toudi Kot To 6pehog g Bepameiag yio TNV yvvaika.

Toviuotyta
Agv vpyovv d100€CLO OEOOUEVA.



4.7 Emopacelg 6Ty tKavOTITO 001]YN61S KO XEIPIGHOD P Ovi|HdToY

H emoetivn OMta dev £xet kapia 1 €€l aoNUAVTH EXIOPAOT] TNV IKAVOTNTO 001 YOG KOl XEPIGLOV
unxovnudToy.

4.8  AvemOovunteg evépyereg

20voyn Tov TPoil aopIAEIg
[epinov 10 9 % TtV acBevodv avapévetal va eppovicovy pio avemBount evépyeta. Ot cuyVOTEPES
avemBounteg evépyeleg lvar véptaon, achévela oporalovca pe ypinn kot kepoiodiyia.

Kardroyoc avemBountawv evepyeiwv oc uopei aivora.
H aocpddeia g emoetivig Onta éxet aloloynbei Paciopévn ota amoteléopota ond KAVIKEG LEAETES
ov cvumeptAapupdvovy 972 acBeveic.

O avemBOunteg evépyeteg mapatifevral otov mivaka 1 copemva pe v Katnyopia Opydvov
Yvotquotoc. H ovyvotra kabopiletar cOppova pe tov akdoiovdo tomo:

IToAd cuyvéc: >1/10

Xuyvéc: >1/100 €wc <1/10

Oyt ovyvéc: >1/1.000 éwg <1/100

Xravieg: >1/10.000 éw¢ <1/1.000

IToAb omdvieg: <1/10.000

Mn yvooTtég: dev umopovv va, ektiumBovv pe Baon to dtbéoya dedouéva.



Iivarxoc 1: AvemBountec evépyeiec

Kotnyopio/opyavixo

Avem@ountec evépyeiec

obanuo,

2oyvotnto
ZOUTTOUATIKY OVoIuio. | ZOUTTOUOTIKY ovayuio
oxetilouevn ue ypovia. | o€ kapkivomadeic ue un

VEQPLKN OVETGPKELD,

Hvedoyevels
kaxonBeieg, o1 omoiol

Aoufavoov
ynusiobeponeio
AoTapoyés tov Apyng amhocio tng Mn yvoot —
ooTomTIKoD kol Tov | gpOpag GEPAC
Aeupirod ovoTiUaTOS (PRCA)*
Araropoyés tov Avtidpdoelg Mn yvooti
OVOOOTOTIKOD vepevatcinoiog
OVOTHUOTOS
Aratopoyés oo Kepaialyio Xoyvn
VEVPIKOD OVGTIUOTOS
Ayyeraxég droropoyés Ynéptaon* Zuyvi
Yreptoowkn kpion™ 2oyvn —
Opdupwon Xoyvn —
aPTNPLOPAEPIKNG
emKowvoviog*
OpouPepforikd — Mn yvoot
EMELTOO10
Araropoyés tov AgppoTiKég Soyvn
OEPUOTOC KAl TOD avtdpdoeic*
DITOIOPIOV 16TOD
AwoTopoyés Tov ApOpadyia — Suyvi
HUDOCKEAETIKOD
OVOTHUOTOS KOL TOD
OVVOETIKOD 10TOD
Tevikég diotopoyés kou | AcBévewn oporalovoa Suyvi

KOTOOTAGELS THS 000D
xoprynong

pe ypinn*

*BA. vroevotnta «Ilepypapn emAeyuévav avemBOUNTmV EVEPYELOV TOPUKAT®

[eprypaon emileyuévov averBountwy evepysiayv

e aobeveig e ypdvia veQpIKN avemdpKela, £xel avapepBel apuyng amlacio g epuBpdc oelpdc
(PRCA), n omoio tpokoAeital amd 0VOETEPOTOMTIKA UVTICOUATO OVTI-EpLOPOTOMNTIVIG OF
GLOYETIONO L TN Bepameia pe emoetivn 07T oV TEPiodo petd TV KVKAOPOPio TOV PUPUEKOL GTNV
ayopd. Edv dayvootei PRCA, 1) Oepaneia pe emoetivn 01t mpénet va dtokdmteTal Kot ot acbeveic dev
0o mpémel vo Aappdvoovv GAin avacvvivacpévn enoctivr (BA. Topdypogo 4.4).

Mia amd T1g o cLYVES avemIBVUNTEG EVEPYELEG TTOL £xEl TapatnpnOel katd T ddpketla TG Bepomeiog
pe emoetivn OMta elvar pio adénon tng apTnploKng Teons N EMOEIVOOT TG VTTAPYOVCAS VITEPTUCTC,
Wwitepa Katd T dtdprela TG apykne edong g Bepancioc. H vréptaon epoaviletar oe acBeveic pe
YPOVIO VEQPIKT| OVETAPKELD, GLUYVOTEPO KOTE TN dLAPKELD TS Pdomng dtopBwonc an” 0Tl 6T Pdon
ovvtipnong. H vréptaon pumopel va avTieTomoTel e KATAAANAL QOPLOKEVTIKA TpoiovTa (PA.

napdypago 4.4).

Yreptootkn Kpiorn e CUUTTOUATO OO TNG EYKEQOAOTAOENG (TT.). KEPAAUAYIES, GUYYVOT,
droTapayéc e opdiag, dtatapayn e Paotong) Kot GYeTIKES EMTAOKEG (ETANyia, ayyelaKo
EYKEPAAIKO EMEIGOO10) PUTOPOVV EMIONG VO ELPAVIGTOVV GE LELOVOUEVOLG aoBEVELS Lie cVVIOmG
KOVOVIKT 1] YoUnAn aptnproxy wieon (PA. mapdypogo 4.4).
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Mropei va gpepaviotei Opopufmon g aptnpropAePikng entkovmviog, Wkd o€ acbeveic Tov £xovv
L0 TAOT Y10 VTOTAOT 1} T®V OTOIV 1 apTNPLOPAEPIKT emKovmVia epavifel emmAoKES (..
OTEVAOGELS, aveLPVUGHOTO) (BA. Tapdypapo 4.4).

Eivai duvato va epeaviotodv depuatikéc avidpdoelc, 6mwme eEavonua, kvnouds 1 avtidpacelg e
0éomng éveong.

Koatd ™ Bepancio pe emoetiveg £xovv avoapepOel coPfapic depprotikég avemBOUNTEG EVEPYEIEG, LETAED
TV onoimv 10 cHVopopo Stevens-Johnson kat 1 To&kT eMOEPLIKT VEKPOLVGT, OL OTOies Pmopel va
givar amenTikég yua t Con M Oovateopes (BA. mapdypapo 4.4).

"Exovv avaeepBel copuntdpata Tov Tpocopoldlovy ekeiva g ypinng Omwe Tupetds, piyog Kot
aioOnuo advvapuiog.

Avagopd. mibavoloyodusvwv avemBountwy evepyeimy

H avagopd mbavoroyodpevov avemBountov evepyeidv HeTd amd tn xoprynon adewug KuKAopopiag
TOV QUPUAKELTIKOD TPOIOVTOG etvan onpavtiky. Emitpénetl n ovveyr| mapakorlovOnon g oxéong
0PEALOVG-KIVOVVOL TOV QOPUOKEVTIKOD TPOIOVTOC. ZntTeital and Tovg enayyeAatieg vyelog va
AVOPEPOVY OTTOLEGONTOTE THAVOLOYOVLEVES OVETBV N TES EVEPYELEG LECM TOV EBVIKOD GUOTILOTOG
avapopdg Tov avaypdaeetol oto [apdaptnua V.

49 Ymepdoooloyia

To Bepanevtikd €0pog TG emoetivng ONTa eival TOAD gupv. Xe TepinTmon vaepdocoroyiag ival
duvatd vo ePEaVIoTEL TOAVKVTTOPAIic. T TEPITTOOT EUPAVIONG TOAVKVTTOPAiOG, 1) EToETivn BTl
B0 TpEMEL VOl SIUKOTTETAL TPOGWOPIVA.

Edv gpopavietel cofapn morvkvtropaiiol, givar Suvato va evdgikvoviot copfatikég pébodot
(pAePotopn) yia T peion Tov EXTESOL ALOCPAPTVNC.

5. OAPMAKOAOI'IKEX IAIOTHTEX
51 ®@appokodovopikEs 1010TNTESG
Ddoppokobepoamentikn Katnyopio: AAha avtiovalpkd okevdoparta, kKodtkog ATC: BO3XA01

Munyoviouoc opaonc

H avBpamvn epvbpomomrtivn eivar pia evéoyeving yAuKompaTeivikny opudvn, n omoia givat o
TPOTAPYIKOS PLOUGTAC TN EpLOPOTOINGNG LEG® EBTKNG OAANAETIOPUGTC UE TOV LITOdOYEN
gpubpomontivig oto TPdSPoLE EPLOPOKVTTOPA GTO HVEAD TOV 0GTAOV. Apa MG S1EYEPTIKOG
TOPAYOVTOG TNG MTOGNG Kot ¢ 0ppovn Tpokarodoa dtapopomoinon. H mapaymyn g
gpvOpomontivng cvpPaivel kKupimg 6tovg Kot puouileTor amd Tovg veepoic, UmOVIOVTIUG OTIS
petaforég g o&uydvmeong 6tovg 1otovg. H mapaywyn tng evéoyevoivg epvbpomomtivng givar
dTapayuévn o€ acbevelg pe ¥poOvia VEQPIKT OVETAPKELN KAl O KUPLOG AOYOG TNG OVALIING TOVG Eivol 1
avemdpkelo, epubpomomtivng. Xe aobeveic pe kapkivo ot omoiot vrofdriovial oe ynuelobepomeia, T
aitio TG avalpiog eivot TOAVTOPAYOVTIKA. Xg aVTOvG TOVG acheveic 1 avendpKeld EpLOPOTOMTIVIG
KO 1) LELOUEVT] OTAVTNON TOV TPOSPOU®Y EPLOPOKVTTAP®OY GTNV EVOOYEVT EpubpomoinTivn
GUUPBGALOVLY GNUAVTIKG OTNV EULPAVICT] TNG OVOLLIOG TOVG.

H emoetivn OMta glvar TavopoldTunn ¢ Tpog TNV aAAnAovyic TV apvo&émy Kat OpoLe 6T oOvOeoT
voatTavOpdrmv (YAvkolvAioon) pe tnv gvdoyevi avBpdmivn epudpomomtivi).

Lpoxlvikn arotedeouotikota.
H Proroywn amotelecpoticotnto g epubpomointivng 0nta £yl katadetytel HETA amd VOOPAEPLA
Kot vTodopa yoprynon in vivo o mowkila povtéha {owv (rmovtikia, apovpaiotl, ckdAot). Metd amd ™
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yopnynomn g emoetivng OMta, avEavetal o aptBpog v epuhpokuTTdp®V, To EMITESN TOV OLATOKPITY
Kot 0 aplfuog TV SIKTLOEPLOPOKVLTTAPWV.

Klvikn aroteleopotindtyo ko 0o@aleio,

ZOUTTOUOTIEY OVOIULO GYETICOUEVN LE XPOVIO VEPPIKI] AVETOPKELL

Ta dedopéva amd peréteg otn edon dtopbwong o 284 acbeveig e ypdvia VEQPIKT OVETAPKELN
KaTESEIEAY OTL TO TOGOGTA ATOKPIoNG TNG apoceatpivig (opilovtal o¢ emimedn ALOGPALPIVIG TAV®
ano 11 g/dl o 8o dradoyikéc petprioetg) otny opdda g enoetivig Onta (88,4% Kot 89,4% otig
perétec o€ aoBevelg Tov VIOPAAAOVTOL O OIOSTOALGT Kot TOL dEV VTOPAAAOVTOL OKOUN OE
OLOOALOT, avTioTOLO) TaY CLYKpPioIa e TNV enoeTivn Pta (86,2% kot 81,0%, avrtictorya). O
HEGOG XPOVOG OOKPIONG NTOV TAPOUO10G OTIC OUddEG Bepameiag e 56 nuépeg oTovg acbeveig

OO WALoNG Kat 49 nuépeg 6Tovg acbeveig mov dev vToPAAlovTaL AKOUN GE ALLOOIOMOT).

AvO Tuyonomompéveg ereyyopeveg peéteg mpaypatomodnkav o€ 270 acbeveig arpodoiong Kot
288 acbeveig, o1 omoiot dgv vITOPAALovTal AKOUN GE ALLOSIOALST), 01 0TToiotL TaV VIO GTAdEPT
Oepancio pe emoetivn Pta. Ot acBeveig TuyatomomOnkay ylo va cuveyicovv v tpéyovca Bepameio
TOVG 1 Yo VoL LETOMNONooVV G emoetivn ONta (1o 600m pe TNV em0ETIV PrTa) TPOKEUEVOD VL
dttnpnBovv ta enimeda apospapivng tove. Katd tn didpkeia tng meptodov a&lordynong (efdoudadeg
15 éwg 26), 10 €GO KOl LEGOIO EMITEDO OUOGPALPIVIG GTOVG AGHEVEIC TOV AVTILETOTICTNKAY UE
gmoetivn MTa NTOV OVCLUGTIKA 310 [LE TO aPYIKO EMITESO ALLOCPUIPIVIG TOVG. € OVTEG TIC dVO
peréteg, 180 acbeveig arpodoiiong kot 193 acbeveic mov dev vrrofdAiovTal 6e apodwAion
petactpaenkay omd ) epomeio pdong cvvinpnong pe v enoetivn Pnto otn Oepameia pe emogtivn
ONta yo o Tepiodo 6L uMvav 6oL TopovGiacay oTafEPEG TYEG ALOCOULPIVIG Kot £Va TaPOLOL0
TPOQiL 0oQAAEWNG OTOC M| ETOETIVN PriTa. LTI KAWVIKEG HEAETES, 01 aloBevelg o1 omoiot dev
VIOPAALOVTOL AKOUN GE LOSIOAIST) (VTTOSOPLO YOPNYNON) OLEKOTTTOV T1 HEAETN GLYVOTEPQ ATTO TOVG
acBeveic apodioiion (evoopAEPLa yoprynon) 6£30UEVOL OTL EXPETE VO OAOKANPADOCOVY TN LEAETN
Katd TNV Evapén e atpodAong.

e 800 paxponpobecueg perétesg, a&loAoynONKe 1 amoTeEAESUOTIKOTNTA TG EMOETIVIG BNTa o€

124 acBeveic apodwiiong kot 289 acbeveic, o1 omoiot dev vrofaAiiovral akdun ce apodwiion. Ta
EMMESQ ALPLOGPALPIVIG TOPEUEIVAY EVTOG TOV EMBVUNTOV EMTEOOV-GTOYO KoL 1] €EXOETiv ONTOL Eyve
KOAQ oveKT Yo pio Tepiodo g 15 punvec.

211G KAMVIKEG peléTeg, ot aoBeveic Tpo-arpodoiong Eaafav pio eopd tv efdopdda emoetivn O1ta,
174 acBeveig omn perén edong cvvtipnong kot 111 acBeveic otn paxponpdbeoun perén.

SVYKEVTPOTIKEG post-hoc avoADoELg KAMVIKOV HEAETOV TOV ETOETIVAOV £YOVV TPAYLOTOTOM0El GE
acleveic pe ypovio veppikn averdpkeio (1ov viofdArlovTol 6e aLodALST), TOV deV VITOPAALOVTOL OE
OLOSWALOT, 6€ d1aPfnTIKoVg Kot un dtafntikods acbeveig). [MapatnpnOnke o Téomn Yo EKTIUAGELS
aLENUEVOL KIVOHVOL Y10 BVyNooTNTO 0O OAEG TIC OLTIEC, KOPOLOYYELK( KOl EYKEPAAOOYYELOKA
cuupdvta oxeTiloueva e VYNAOTEPES ABPOIoTIKEG OOGELG EMOETIVIG ave&ApTNTO AITd TNV KATAGTOOT
dwafnn N arpodwiiong (PA. mapaypdeovg 4.2 ko topdypago 4.4).

ZOUTTOUOTIKN QVOIULO 08 KOPKIVOTOOELS LE 1N HOELOYEVELS Kakonbeles, o1 omoiot laufavovy
xnuelobepameia

409 acbeveic pe kapkivo mov vrofdAloviov ce ynuetodepaneio TeptNEONKay 6€ 300 TPOSPOLLES,
TUYOMOTOMNUEVEG OIMAEG — TUPAES, EAEYYOLEVES LE EIKOVIKO pdppoko perétes. H mpdn perén
mpaypatomodnke og 186 avakovg acbeveic pe eEmpveliés kaxkooneteg (55% pe apotohoyikég
Kaxonfeteg kot 45% pe copmayeic 6ykovc) mov eddpPovay ynueobepaneia ywpic miativn. H devtepn
peAétn mpaypatonombnke og 223 aocbeveig pe d1dpopovg cupmayeig dykovg mov e dpupavay
ynueobepoameio pe maativn. Kat otig dvo peiéteg, n Oepameio pe enogtivny Onto 0dMynoe og
OMUOAVTIKN amoKpion ¢ oposeapivng (p < 0,001), Tpocdioptopuévn ¢ aENGT TG ALLOCPUIPIVIG
™me taéng > 2 g/dl yopic petdyyion, Kot onuoavIiky peioorn mge avaykodtnrag petdyytong (p < 0,05)
6€ GUYKPLON LLE TO EIKOVIKO QAPLLOKO.
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Eriopoon oty avartoln oykawv

H epvBpomonrivn givar évag avéntikdc mapdyoviag Tov Katd Kopto Adyo Sieyelpel Ty Tapaywyr| Tov
gpubpokvttdpwv. O1 vodoyeic g epvBpomomtivig propel va ekdniwbodv otV emedveln dSaPoOP®V
KOPKIVIKOV KUTTAPOV.

H emPioon kou n e£EMEN Tov dyKOoL €x0VV £EETOOTEL GE TEVTE UEYALEG EAEYYOLEVEG LEAETEG [
ocuvolkd 2.833 acbeveic, T€00epIg K TV OTOIMV MTAY SUTAEC TVQAES, ELEYYOLEVES LIE EIKOVIKO
QAPLOKO HEAETEG KO L NTOV LEAETN OVOIKTOV eSO 0V. ADO peELéTEG oTpaToAdYNCAY acbevels,
ot omoiot Aappavay 1o ynpeodepaneio . H cuykévipmon-otodxog e apospatpivng e dvo LeAETeS
nrov > 13 g/dl, otic vedrowmeg tpeig peréteg rav 12-14 g/dl. Ztnv uehétn avoiktod oyediacpon dev
vnpée Kapio dopopd otnv cuVoAlKn enBioon peTa&d Tmv acbevdv mov Ehafav Bepameio pe
OVOCLVOLAGLEVT avOpdTIVY epvBpomomTivn Kot TNV opdoa EAEYYOV. XTIG TECTEPIS EAEYYOLEVES LE
EIKOVIKO PAPLOKO PEAETES, O OYETIKOG KivOLVOG TNG GLUVOMKNC MPBimong Kupavotay petaéd 1,25 ko
2,47 vrép TG opadag eAEYYOL. AVTEC 01 peAéteg Exovv deilel po otabepn) aveEnynTn oNUOvVTIKY
avénon g Bvnowottag o acbeveic. mov Eyovv avapio wov oyetiletor pe didpopouvg cuvndelg
TOTOVG KOPKIVMV Kol 01 0Toiot EAaBav avacuVOLAGLEVN avBpdTIvY epuBpomtomTivn 6 GUYKPLOT LE
™V opdada eréyyov. H éxPaom tng cuvoAikng emiPimong otig dokipuéc o pmopel va eEnyndel
KAVOTOMNTIKG oo TIG SLoPOPEG TNV EMMTOGOT TG OpOUPOONC KAl TOV GUVAQ®OV EMTAOK®DV HETAED
oVTOV oL Aafav avacuVILAcUEVT avOp®TIVY EpuBpomoINTiv] KOt TNG OLLAdNG EAEYYOVL.

Ta dedopéva amd TPelg ELEYYOLEVES LE EIKOVIKO QAPUOKO KAWVIKEG LEAETEG 0 586 OVOILUIKOVG
0ao0eveic e KopKivo Tov mpaypatoromndnkay e eroetivn BMta, dev TapovGiacay Kapio apvnTiKy
eminton g enoetivng ONta oty emPinon. Katd m didpkela tov peketdv, n Bvnopdtnta nrav
YOUNAGTEPT 0TV opdda TG emoeTiving 0nTa (6,9%) évavtt Tov ikovikol eapudkov (10,3%).

Mo cueTnUaTIKY avackomnon g Biproypapiag Exetl emiong die&aybel,  onoia mephapupave TOVD
amo 9.000 acBeveig pe kopkivo mov cvppeteiyov e 57 kKAvikég dokuég. H peta-aviilvon tov
OEJOUEVOV NG GUVOMKNG EXPIMONG EENYOUYE L0l EKTIUNOT) TOV GYETIKOD KIvdOvov Tng Tdéng Tov 1,08
VEP TNG Opadag EAEYYOL (95% ddotnua epmiotoctvng CI: 0,99, 1,18, 42 dokipéc Ko

8.167 acbeveic). [Mapatnpnnke avénuévog oyetTikdg kivouvog eppdviong Opopupoepupforikmv
ocvpupdavrtev (RR 1,67, 95% CI: 1,35, 2,06, 35 doxyég kot 6.769 acbeveig) otovg acbeveic mov Elafov
Oepaneio pe avacvvdvacuévn avlpamvny epubpomomrtivn. Ydpyovv erouévmg cofapd otoryeia yio
va potafel 0TL umopei va vapéel onuovtikn BAAPN o€ acbeveig pe Kapkivo mov Bepamevovon pe
avacLVOLaGpUEVT] avBpaTivny epuBpomointivr. H éktaon otnv omoia Ta omoteAéGUOTO QDT UTOPEL VO
GYLOLV KOl GTNV YOPNYNGCT VOGUVOLOCUEVNG avOpdTIvig EpuBpomontivg o acbeveig e kapkivo,
Kot o1 omoiot Aappdvovv ynuelobepomeio, L GKOTO VO ETTHYOVV GUYKEVIPAOGCELS AUOGPALPIVIG
pipotepeg tv 13 g/dl, dev eivon EexdBapn yioti Alyol acOeveig e avtd to yopoKTNPLoTIKA
couneprlopPavovtay ota 6edoUéva, TO 0TTOI0 AVOCKOTHONKAY.

[paypotomomOnie eniong po avaivon dedouévev o€ eninedo achevav, o TAVD 0md

13.900 kapxvomadeig (Vo ynueobepaneia, axtivobepomeio, ynuelo-axtvodepaneio, 1 Kopio
Oepamein) mov cuppeteiyov oe 53 eleyyoueveg KAVIKEG dOKIUES pe dtdpopeg emoeTives. H
UETA-0VAALOT TV O£30UEVOV GUVOMKNG EMPIMONG £dMCE o EKTIUNGT oNHEIOV AGYOL KIvdhVoL
1,06 vrép Tov poptopav (95% Cl: 1,00, 1,12, 53 doxipég kan 13.933 acbeveig) kot yio Tovg
kapkvonadeic mov Adpupavav ynuetodepaneio, 0 Adyog Kvdvvov cuvorkng emPiwong nrav 1,04
(95% CI: 0,97, 1,11, 38 doxipég kan 10.441 acbeveic). Ot peta-ovarvoelg £dei&av eniong otadepd
&vav oNUOVTIKA avENUEVO oYETIKO Kivouvo Bpopfospolkdv copfapdtov ce Kapkivoradeig Tov
AapPovay avacuvévacpévn avBpamvn epubpomomtivn (BA. Tapdypapo 4.4).

5.2  @appoxoKivTIKES 1OL0TNTES

Tevika

Ot popuroKoKIVNTIKEG 1010TNTEG TG EmoeTivng ONTa e€etdotnKay og vYieic e0elovtég, o acbeveic pe
xPOVIO, vEQPIKN avemdpkelo Kot oe acbeveic pe kapkivo Tov Aapupdvovv ynuetobepomeio. Ot

QOPUOKOKIVITIKES IO1OTNTEG TNG EMOETiVG ONTal etvon ave&aptnteg amd v Nikia 1| To eOAO.

Yrodopio yopriynon
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Mertd amd v vnodopia Eveon g emostivng Onta 40 IU / kg Bapovg chpatog og tpia Stopopeticd
onueio (Gvo Bpayiovag, Kotkio, unpoc) otoug vyieic edelovtég, mapatnpiOnkay Tapduole TPOoPik
emmédwv TAacpatog. H éktaon amoppopnonc (AUC) ftav eAa@pdg PLeEYOADTEPT LETA OO TNV £VEOT
otV KotMo o€ cOyKplon Ue TIC AAAeG Teployés. H péyiom ouykévipmon emituyydvetatl Letd amd Evay
péco 6po 10 émg 14 mpdv Kot Ta enineda LEGOL TEAKOD YpOvoL NUILmNG o€ Tepinov 22 éwc 41 dpeg.

H péon Prodabecipdétra g emoetivng Ota petd amd v vrodopila xoprynon eivar nepimov 31% oe
oUYKPLOT HE TNV EVOOPAEPLL Yoprynon.

210vg ao0eVeEic TPO-AHOSIOAOTG LE YPOVIQ VEPPIKT] VETAPKELN LETE 0o vTodopia éveon 40 TU/ kg
Bapovg GOUATOG, 1| TOPATETAUEVT] ATOPPOPNOT) 0dNYEL G€ £va VYITEDD GVYKEVTPMOOTS, LLE TO OO0 M)
UEYIOTN CLYKEVTPMON EMITVYYXAVETOL PETE 0md Evav péco Opo mtepimov 14 wpmv. H tedlucn nulon
glvar vymAdtepn o’ 6,7t HETA amd TNV EVOOPAEPLO YOp1YNoT, LE LEGO OPO 25 MPOV UETE 0md TNV
gQamas yopnynomn tng 06ong kot 34 @pav ot otadepn KATUCTOOTN LETA Ao EXAVOAAUPAVOUEVN
xopNyNnom g 600mg TPELS Popés efdopadiaia, ¥wpig va 0dNyNCEL GE GLGCOPEVGT TNG EMOETIVNG ONTO.

e aoBeveic pe kapkivo mov Aapupdvovv ynuelobepomeio, HETE amd exavoilapavopevn vwodopla
yopnynon 20.000 U enoetivng Onta pio popd v efdopdda, n tedkn nulon ival 29 dpeg petd omd
TNV Tp®TN 6601 Kol 28 dpeg ot otabepn KATAGTUOT). ALV TOPATNPEITAL GUGCOPELGT TNG EMOETIVIG
ona.

Evdopléfia yopiiynon

e ao0eveic [e xpOVIO VEPPIKT] OVETUPKELN TTOL VTTOPAAAOVTOL GE QOodTOAIoT, N NUIL®N amToBoAng TG
gmoetivng Onta eival 6 dpeg PeTd amd v epdmas yopnynomn g d6ong kat 4 dpeg otn otodepn
KOTAOTOOT HETA amd emavorapuPavouevn evooeAiéPia yoprynon eroetivng 0nta oe 40 IU/kg Bapovg
COUOTOG, TPEIS POPES TNV ERSOUGd. Agv mapotnpEital GLGGMPELOT TG EmOETivNg O TaL. MeTd amd
TNV EVO0PAEPLO YOPTYNOT, O OYKOG KOTAVOUNG TPOGEYYILEL VO CUUTANPMDGEL GUVOALKA TOV OYKO
aipoTog.

5.3 TIIpoxivikd dgdopéva Yo TV ac6@aiero

Ta pun KAvikd dedopéva e TNV enoeTiviy BNta dev amokoAVTTOLY 1310iTEPO KivOuVOo Yo TOV AvOpmmTo
pe Béon Tig GLUPATIKEG LEAETEC POPUUKOAOYIKNG OCPAAELNG KOL TOEIKOTNTOC EXAVAAAUPBOVOLEV®V
docemV.

Ta pun KAvikd dedopéva e dALES EMOETIVEG 0EV AMOKAADTTOVV 1O10ITEPO KIVOLVO Y10 TOV AvOprTO e
Béon tig cupPaticéc peAETeg YOVOTOEIKOTNTOG KOl TOEIKOTNTOG GTIV OVOTOPUYMYIKT KOVOTNTO.

Y& HeAETEG TOEIKOTNTOC OTNV OVOTUPAYMYIKT tKavATTo Tov £youv dte&oybel pe dAlec emoetiveg, Ta
OTOTEAEGLLATO EPUNVEDOVTOL MG OEVTEPEVOVTA: LEWMUEVO UNTPLKO PAPOG cOOTOC TopatnpnOnKe o
S0GELG APKETA VYNAOTEPES OO TI GLVICTOUEVT avOpdTIVT dOON.

6. DPAPMAKEYTIKEYX IAHPO®OPIEX
6.1 Katdrloyog ekdooymv

A1Evvdpo d166EIWV0 POGPOPLKO VATPLO
Xhoprovyo vatplo

[TolvcopPkd 20

Tpouetapdin

Ydpoyrwpikd o&D (6 M) (yio phOuion tov pH)
"Yomp yio evéoiua
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6.2 AovpPatoéTnTeg

EXietyer peletdv oyetikd pe t copfatotnta, To Tapov GOPUIKEVTIKO TPOIOV OEV TPENEL VAL
OVOLULELYVOETOL LLE GAAD POPULOKEVTIKGA TPOTOVTAL.

6.3 Awdpxera ong

Eporatio 1.000 1U/0,5 ml evécwo didAvua g Tpoyepiouévn cOPLyya.
2 ypovia

Eporatio 2.000 1U/0,5 ml evéocwo didlvua ce Tpoyemouévn oOpryyo
2 ypovinL

Eporatio 3.000 1U/0,5 ml evécwo didAvua g Tpoyepiouévn cOPLyya.
2 ypovia

Eporatio 4.000 1U/0,5 ml evécwo didlvua ce Tpoyemouévn oOpryya
2 xpovioL

Eporatio 5.000 1U/0,5 ml evécwo didAvua o Tpoyepicuévn cOPLyya.
30 pnveg

Eporatio 10.000 1U/1 ml gvécuo didAvuo o€ TPpOoyELUGUEVN GOPLYYO.
30 unvec

Eporatio 20.000 1U/1 ml evéocwo didhouo o€ TPOYEWMGUEVN GLPLY YO
30 pnveg

Eporatio 30.000 1U/1 ml evéowo didivua cg Tpoyepiopévn oOpLyyo.
30 pnveg

Me oxomd TV Kat’ oikov xpnon, 0 acOeEVAg LITOPEL VoL ATOLLOKPVVEL TO TPOTOV 0O TO YVYELD KOl VoL
10 amodnkevoel g Oeppokpacio Oyl Tavm omd 25 °C yio po pepovouévn tepiodo pEypt 7 nUEPEG,
yopic va vrepPaivetar n nuepounvia Anéng. Otav amopakpuviei amd to Yyoyeio, T0 PAPUAKEVLTIKO
TPOo1oV TPémel va ypnopomombei evidg avtng ¢ TEPLOd0L I Vo amoppipbet.

6.4 Idwitepeg TPoPUAAGEELS KaTA TN QUAAEN TOV TPOIOGVTOG

duvrdooete og yoyeio (2 °C — 8 °C).

Mnv KatoyoyeTe.

DuAdcceTE TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10 VO TPOGTATEVETAL OO TO PG,
6.5 ®@VYon Kol GLVOTUTIKG TOV TEPLEKTN

Eporatio 1.000 1U/0,5 ml evéocwo didlvua ce Tpoyeuouévn chpryyo

0,5 ml evéouo dtdAvpa 6 pio TPoyEUIGHEVT cOptyYo (Yool Tomov 1), pe Telikd Tdpa (EAaoTIKO
Bpopofovtoro), Eva Topa elcyOpNong ELPOA0V (ELaoTiKd YAmpoPfovTudiov pe TEEAGV) Kot pia

Berovn ovpryyag (avo&eidmto atadit) N nio Berovn cvptyyag (avo&eidmto aTedl) pe aomida
aocpolreiag (BerAdvn acpadeiog) | pio Beddvn cvpryyog (avo&eidmTo 0TGdAl) Le GUGKELT ACPAAELNG.

Meyébn cvokevaciog e 6 Tpoyeuicpéveg cOPLYYeS 6 mpoyelouEveg oOpLyYeg e BEAOVI acpaieiog
6 TPOYEUIOUEVEC GUPLYYES LLE GLOKELT OLOPUAEING.

Mropei va unv KokKAOQOpoLY OAEG Ol GUGKEVAGIEC.
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Eporatio 2.000 1U/0,5 ml evécwo didlvua ce Tpoyemouévn oOpryyo

0,5 ml evéoo didAvpa 6 pio TPoyEUIGHEVT cOptyYo (Yool Tomov 1), pe telikd Tdpa (EAAOTIKO
Bpopofovtoro), Eva Topa ElcyOPNoNg ELPOAOV (EAacTIKO YAmpoPfovTudiov pe TEAGV) Kot pia
Berovn ovpryyag (avo&eidmto atadit) N pio Berovn cvptyyag (avoleidmto aTedl) pe aomida
acpoleiag (BeAdvn aceadeiag) N pio PeAovn cvpryyag (avo&eidmTo 0TGAA) e GLOKEVT AGPAAELNC.

Meyébn cvokevaciog e 6 TpoyeUIcUEVEG cUPLYYES 6 TPOYELGUEVES GUPLYYEG e PEAOVT ac@aAeiog )
6 Tpoye o UEVES GUPLYYES |LE GUOKELT] AOPUAEING.

Mmropei va unv Kokho@opobv OAEG Ol GUGKEVAGIEC.

Eporatio 3.000 1U/0,5 ml evéoipo d1dhvua 6g TPOYEMOUEVT GVPLYYO.

0,5 ml evéoyo didAlvpa oe pio Tpoyepuopévn cvptyya (Yool tomov I), pe telkd ndpo (eAacTikd
BpouropovtdoMo), Eva Tdpa sloydpnons eLPOAoL (eAacTIKO YA®POPOVTLAIOD pE TEPAOV) Kot ol
BeAdvn ovpryyoc (avo&eidmto atadit) N pio Beddvn cvpryyoc (avoleldmTo aTGaAL) e aoTid0
aceareiag (Berovn acpoaieiog) N pia feLovn cOptyyag (avoseidmTo aTodil) Le GLOKELT ACPUAELNG.

Meyébn cvokevaciog e 6 Tpoysuicpéveg cOPLYyes 6 mpoyeouéves oOpLyyeg e PEAOVN ac@aieiog
6 POy o UEVEC GUPLYYES LLE GUOKELT] OPUAEING.

Mmnopel va unv KukAo@opoOv OAEG 01 GLCKEVAGIES.

Eporatio 4.000 1U/0,5 ml gvéoiuo S1Avpo GE TPOYEUGUEVT) GUPLYYOL

0,5 ml evéoyo didivpa o€ pia Tpoyepicpévn cvptyya (Yool tomov 1), pe telkd Topa (EAASTIKO
Bpopopovtoro), Eva Topa el6yOPNoNG ELPOAOL (ELaoTIKO YAmpoPouTudiov pe TEEAGV) Kot pia
Berdvn ovpryyag (avoleidmto atodit) N pio BeAovn cvptyyag (avoleidmto aTcdA) Le aomtida
acpoleiog (BeAdvn aceadeiag) N pio BeAovn ovpryyag (avoleidmto 0TGAA) e GLOKELT ACPAAETINC.

Meyébn cvokevaciog pe 6 Tpoyepicpéveg cvPLYYeS 6 mpoyeoéveg oOptyyeg te BeAOvn acpaieiog )
6 TpoYyEGUEVES GUPLYYES LLE GUCKELT] CPOAELNS.

Mmropel va unv KukAo@opoOV OAEG 01 GLCKEVAGIES.

Eporatio 5.000 1U/0,5 ml evéouuo didlvpa 6€ TPOYEUGUEVT GLPLYYO

0,5 ml evéoo dddvpa o€ pio TpoyeUIcpéEV cOptyya (Yool tomov 1), pe telikd Topa (EAaoTIKO
Bpopopovtoro), Eva Topa ElGYOPNoNG ERPOAOL (ELaoTIKO YAmpoPovuTudiov pe TEQAGV) Kol pia
Berovn ovpryyag (avoleidmto atodit) 1 pio Berovn cuptyyag (avoleidmto 0TedA) pe aomida
acpodeiog (feAdvn acealeiog) N pio PeAovn ovpryyag (avoseidmTo 0TGAA) e GLOKEVT AGPAAEING.

Meyébn cvokevaciog e 6 TpoyeUIcUEVEG cOPLYYES 6 TPOoYEOUEVES GUPLYYEG e PEAOVT acpaieiog )
6 TPOYEUIOUEVES GUPLYYES [LE GLOKELT ACPUAEING.

Mrmopet va unv KukAo@opoOV OAEG Ol GUCKEVAGIEG.

Eporatio 10.000 1U/1 ml evéocwo didhouo o€ TPOYEWMGUEVN GLPLY YO

1 ml evéoyo ddivpa o€ pia Tpoyepiopuévn cvptyya (Yool tomov I), pe tehikd nouo (EAAcTIKO
Bpopofovtoro), Eva Topa ElcyOPNong ELPOAOD (ELaoTIKO YAmpoPfovTudiov pe TEEAGV) Kot pia
Berovn ovpryyag (avo&eidmto atadi) N pio Berovn cvptyyag (avoleidmto aTedl) te aomida
aocpodreiog (BeAdvn acpadeiog) | pio Beddvn cvpryyog (avo&eidmTo 0TGdAl) Pe GUGKELT AGPAAELNG.

Meyébn cvokevaciog e 1, 4 kot 6 Tpoyepiopuéves cuptyyes 1, 4 Kot 6 TPOYEUICUEVES GUPLYYEG UE
Perovn aceaieiog N 1, 4 Kot 6 TPOYEUIGUEVEG GOPLYYEC LE GUOKELT AGPAAELNG.

Mmropei va unv KokKAOQOpoLY OAEG Ol GUGKEVAGIEC.

Eporatio 20.000 1U/1 ml gvécuo didAvuo o€ TPOYELUGUEVN GOPLYYO.
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1 ml evéoyo ddivpa o pio Tpoyepiopuévn cvptyya (Yool tomov I), pe tehikd nopo (EAdcTIKO
Bpopopovtoro), Eva Topa ElG)OPNoNG ELPOAOD (ELaoTiKO YAmpofovuTudiov pe TEAGV) Kot pia
Berovn ovpryyag (avoteidmto atodit) N pio Berovn cvptyyag (avoleidmto 0TcdA) pe aomida
acpodeiag (feAdvn acpadeiog) N pio BeAovn ovpryyag (avoseidmTo 0TGAA) e GLOKELT AGPAAETING.

Meyébn cvokevaociog pe 1, 4 kot 6 Tpoyepiopéves ouptyyes 1, 4 Kot 6 TPOYEUICUEVEG GUPLYYEG LE
Berovn aceaieiog N 1, 4 Kot 6 TPOYEUIGUEVEG COPLYYES LE GUOKELT AGPAAELNG.

Mrmopel va unv KukAopopohV OAEG Ol GUCKELAGIEG.

Eporatio 30.000 1U/1 ml evéocwo didhouo 6E TPOYEWMGUEVN GLPLY YO

1 ml evéoyo didivpa o€ pia Tpoyepiopuévn cvptyya (Yool tomov I), pe tehkd nouo (EAAcTIKO
Bpopofovtoro), Eva Topa elcyOpNong ELPOA0D (ELaoTIKO YAmpoPfovTudiov pe TEEAGV) Kot pia
Berovn ovpryyag (avo&eidmto atadit) N nio Berovn cvpryyag (avoleidmto aTedl) pe aomida
acpodeiag (feAdvn aceadeiog) N pio PeAovn cvpryyag (avo&eidmTo 0TGAA) e GLOKEVT AGPAAELNC.

Meyébn cvokevaciog pe 1, 4 kot 6 Tpoyepiopuéves cuptyyes 1, 4 Kot 6 TPOYEUICUEVES GUPLYYEC UE
Perovn aceaieiog N 1, 4 Kot 6 TPOYEUIGUEVEG COPLYYEC UE GVOKELT AGPAAELNG.

Mmropei va unv KokKAOQOpOLY OAEG Ol GUGKEVAGIEC.

6.6 Idwitepeg TPOPUVAGEELS ATOPPIYNG KAl GALOG YEIPIOUOG

To didAivpa Bo mpémet va eAéyyeTar onTikd mptv amd T xp1on. Oa Tpémet va ypNoLonotovvTot LOVo
dtooyn, aypopa dtodvpata yopic copatidw. To evéoipo dtdAvpa dev TpEmeL va avaxkveital. Ao
TpEMEL va. ovapéveTol va £pBet og katdAinin Beppoxpacia (15 °C - 25 °C) npog éveon.

"o 0dnyieg oxeTiKd pe TO TMOG VAL EVEGETE TO PAPUAKELTIKO TPOTOV, PA. OAAO 0dMyL®dV ¥proNC.
Ot mpoyepucuéveg oOptyyeg Tpoopilovrar yuo pio povo xpnon.

Ka0e oypnoipomointo @appokenTikd Tpoiov 1 VTOAELLLO TPETEL VO OTOPPINTETAL COLPOVO LE TIC
KOTA TOTOVE oY VOVGEC OYETIKEG dloTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

ratiopharm GmbH

Graf-Arco-Strafle 3

89079 Ulm

T'eppovia

8. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

Eporatio 1.000 1U/0,5 ml gvéoiuo SiGAvpo GE TPOYEUGUEVT) GUPLYYOL

EU/1/09/573/001

EU/1/09/573/002
EU/1/09/573/029

Eporatio 2.000 1U/0,5 ml evésiuo didlvuo o Tpoysuouévn ohpLyya
EU/1/09/573/003
EU/1/09/573/004
EU/1/09/573/030

Eporatio 3.000 1U/0,5 ml evéoyio didAvua o€ TPoYEMGUEVH GUPLYY.
EU/1/09/573/005
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EU/1/09/573/006
EU/1/09/573/031

Eporatio 4.000 1U/0,5 ml evéoyio didAvua 6€ TPOYEMGUEVH GUPLYY.
EU/1/09/573/007
EU/1/09/573/008
EU/1/09/573/032

Eporatio 5.000 1U/0,5 ml evésiuo didlvuo o Tpoysuouévn chpLyya
EU/1/09/573/009
EU/1/09/573/010
EU/1/09/573/033

Eporatio 10.000 1U/1 ml gvécwo didAvuo o€ TpoyELUoUEVN GOPLYYO.
EU/1/09/573/011
EU/1/09/573/012
EU/1/09/573/013
EU/1/09/573/014
EU/1/09/573/015
EU/1/09/573/016
EU/1/09/573/034
EU/1/09/573/035
EU/1/09/573/036

Eporatio 20.000 1U/1 ml evéoiuo didivpo o€ Tpoysutouévn cOpLyya
EU/1/09/573/017
EU/1/09/573/018
EU/1/09/573/019
EU/1/09/573/020
EU/1/09/573/021
EU/1/09/573/022
EU/1/09/573/037
EU/1/09/573/038
EU/1/09/573/039

Eporatio 30.000 1U/1 ml gvécwo didAvuo o€ TPOoYEUGUEVN GOPLYYO.
EU/1/09/573/023
EU/1/09/573/024
EU/1/09/573/025
EU/1/09/573/026
EU/1/09/573/027
EU/1/09/573/028
EU/1/09/573/040
EU/1/09/573/041
EU/1/09/573/042

9. HMEPOMHNIA IIPQTHX EI'KPIZXHX/ANANEQXHX THX AAEIAX

Hpepounvia mpotng £ykpiong: 29/10/2009
Huepounvia tedevtaiog avavéwong: 11/09/2014
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10.. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TANPoPopieg Yo T0 TOPOV PUPUOKEVLTIKO TPOioOV gival SabEcieg aToV SiKTLAKO TOTO
tov Evponaikod Opyoavicpod ®appdkmv: http://www.ema.europa.eu/.
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http://www.ema.europa.eu/

ITAPAPTHMA 11

IHAPAXKEYAXTHX THX BIOAOT'IKQXE APAXTIKHX OYXZIAX KAI
ITAPAXKEYAXTHX YIHEYOYNOZX I'TA THN AITOAEXMEYXZH TQN ITAPTIAQN

OPOI'H TIEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH
AAAOI OPOI KAI ATITAITHXEIX THX AAEIAY KYKAO®OPIAX

OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEEMATIKH XPHZH TOY ®PAPMAKEYTIKOY ITPOIONTOX
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A.  TTAPAXKEYAXTHX THX BIOAOI'IKQX APAXTIKHX OYXIAX KAI
IHAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AITOAEXMEYXZH TQN TAPTIAQN

‘Ovopa kot d1evbuvon 1oL TaPacKELAOTH THS BLOAOYIKDOS PUCTIKNG 0VGIOC

Teva Biotech GmbH
Dornierstrale 10
89079 Ulm
Teppovia

‘Ovopa kai d1e06vvon Tov TOPUCKELAGTH TOL £ival LITEVHLVVOC Y10 TNV ATOOEGLUEVCT) TOV TOPTIOWY

Merckle GmbH
Graf-Arco-StralRe 3
89079 Ulm
Ieppavia

B.  OPOI'H Ol HIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppoKevLTIKO TPOIOV Y10 TO 0TTO{0 amatTeiTOL TEPLOPIGUEVT TPtk cuvtayn (BA. mapdpmmua L
Iepidnyn tov Xapaktnpiotik®v Tov IIpoidvtoc, Tapdypagog 4.2).

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAX
. Ex0¢os1g [leproduiig Mapaxorovdneng g Acpaierog

Ot amaitnoelg Yo TNV LToPoAn EKOEGEDV TEPLOJIKNG TAPAKOAOVONGNG TS UCPAAELNG YO TO €V
AOY® QOPLOKELTIKO TPOTOV 0pilovTal GTOV KATAAOYO LE TIG Nepounvieg avapopds g Evoong
(xotdhoyog EURD) mov mapatifetor oty mopdypapo 7, Tov apbpov 107y, g odnyiog
2001/83/EK kot ka0g emakolovdng emkapomoinong 6mmg ONIOGIEVETAL GTNV EVPMOTOIKN
SKTLOKT TOAN Y10 TO PAPLLOKAL.

A.  OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXMATIKH
XPHZH TOY ®APMAKEYTIKOY ITIPOIONTOX

. Xyéowo Awoyeipiong Kivoovoo (XAK)

O Karoyog Adetog Kuihogopiog Oo dte&aydyet Tig amattoOUeves dpacTnplOTNTEG Kot
TopEUPACELS POPIAKOETOYPOTVNOTG OT®G Tapovstdlovtal 6To cLHPVNBEy XAK mov
napovotdletor oty evotnta 1.8.2 g ddetag kKukAopopiag Kot 0molEconToTE ETaKOAOVOES
gykekpipéveg avabempnoelg tov TAK.

‘Eva emkaiporompévo XAK Ba tpémet vo Katatedet:
e uetd and aitnua tov Evpondikod Opyavicuod Gopudxov,
® OTOTEONTMOTE TPOTOTOLEITAL TO GVGTILO SLOXEIPIONG KIVOVUVOUL, E101KA G ATOTELEGLLO ANYNG
VE®V TANPOPOPIDV TOV UTOPOVV VO, ETPEPOVY CTUAVTIKT GALOYT 6T 6YE0T 0PEALOVE-KIVODVOL
N ©¢ AMOTEAEGLOL TNG EMITEVENG EVOG GNLLOVTIKOV OPOGTLOV (QPOPUOKOETOYPOTVIION 1
gloiotomoinon Kvdvvov).
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IHAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Eporatio 1.000 1U/0,5 ml evéoipo d1dhvua 6 TPOYEUOUEVT GVPLYYOL

gmoetivn Ofta

2. TLYNOEXIH IE APAXTIKH(EX) OYZIA(EX)

Mia mpoyeuopévn oupryya mepiéyet 1.000 Aebveic Movadeg (AM) (IU) (8,3 pukpoypoppdpior)
gmoetivng Ofta og 0,5 ml evéoo didAvpa mov avtiotoryel o 2.000 1U (16,7 pikpoypappdpio)
gmoetivn Mta ové ml.

3. KATAAOI'OX EKAOXQN

"Exdoya: Atévodpo 8160Evo poopoptkd vatplo, yhoptovyo vaTplo, tolvcopPikd 20, TpopeTapoin,
VIPOYA®PIKO 0&L (6 M) (Yo phBuion tov pH), Kdwp Yo evéotpa.

4, OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoyo d1dAvpa

6 tpoyspouéveg ovpryyec tepiéyovv 0,5 ml.
6 mpoyepopéveg oOpryyeg pe Pehovn aceaieiog mepiéyovv 0,5 ml.
6 TPOYEUOUEVEG GUPLYYEC UE GLGKELN ac@uleiag meptéyovy 0,5 ml.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaoTe To PUALO 0INYIOV XPNONG TPV OO TN XOPNYNOT).
To pio povo ypnon.

[Mopakaid ypnoponomote og eENG:
[Tepréxtng Yo v Kabopiopévn docoroyio

Y7rodopia 1 evoopAEPLa yprion

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEINEI NA ®YAAXXETAI LE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidooetal o€ 0éon, TV onoia dev PAETOVY Kot dev Tpooeyyilovy Ta Tadid.
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| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHIH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP

Mropei va puhaybei og Oeppokpacio dopotiov (oxt Tave amd 25 °C) puéypt kot 7 nuéPEg evtog g
duapketog {ong Tov TPoidvTog.

Télog tng meptodov 7 nuepav oe Beppoxpacio dopatiov:  /  /

9. EIAIKEX XYNOHKEX ®YAAEHX

dvidooete og yoyeio.
Mnv katoyoyete.

DduAdocete TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOGTATEVETAL OO TO PG,

10. IAIAITEPEX IPO®YAAZEIX I'lA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YIHHOAEIMMATOQN I1OY ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

‘ 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

ratiopharm GmbH
Graf-Arco-Strale 3
89079 Ulm
Teppovia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/09/573/001 6 mpoyeucpéves ovpLyyes
EU/1/09/573/002 6 mpoyspuopéves cOPLYYeG UE GLOKELT OGQAAELOG
EU/1/09/573/029 6 mpoyspuopéveg oOpryyeg pe Perovn aoaieiog

13.  APIOMOZX ITAPTIAAX

Lot

14, TENIKH KATATAZH I'TA TH ATAGEXH

DoppaKeLTIKO TPOTOV Y10 TO OTOT0 ATALTEITAL LUTPIKT] CLVTOYT.

15. OAHI'IEX XPHXHX
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16. TAHPO®OPIEX XE BRAILLE

Eporatio 1.000 1U/0,5 ml

17.  MONAAIKOX ANATNQPILTIKOX KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAY (2D)

A163106T0TOC YPAUU®TOC KOdKaG (2D) Tov @épel Tov TepN@OEVTa, LOVASTKO OVOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Eporatio 2.000 1U/0,5 ml evéoipo didhvpua 6 TPOYEUOUEVT GVPLYYOL

gmoetivn Ofta

2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EX)

Mia mpoyeuopévn oupryya mepiéyet 2.000 Aebveic Movadeg (AM) (IU) (16,7 pikpoypoppdpio)
gmoetivng Onta og 0,5 ml evéouo didAvpa mov avtiotoryel o 4.000 1U (33,3 pkpoypappidpior)
gmoetivn Mta avé ml.

3. KATAAOI'OX EKAOXQN

"Exdoya: Atévodpo 8160Evo popoptkd vatplo, yhoptohyo vaTplo, tolvcopPikd 20, TpopeTapoin,
VIPOYA@PIKO 0&D (6 M) (Yo phBuion tov pH), Kdwp Yo evéotpa.

4, OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoyo d1dAvpa

6 tpoyspouéveg ovpryyec tepiéyovv 0,5 ml.
6 mpoyepopéveg oOpryyeg pe Pehovn aceaieiog mepiéyovv 0,5 ml.
6 TPOYEUOUEVEG GUPLYYEC UE GLGKELN ac@uleiag meptéyovy 0,5 ml.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaoTe To PUALO 0INYIOV XPNONG TPV OO TN XOPNYNOT).
To pio povo ypnon.

[Mopakaid ypnoponomote wg eENG:
[Tepréxtng Yo v Kabopiopévn docoroyio

Y7rodopia 1 evoopAEPLa yprion

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEINEI NA ®YAAXXETAI LE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidooetal o€ 0éon, TV onoia dev PAETOVY Kot dev Tpooeyyilovy Ta Tadid.
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| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHIH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP

Mropei va puhaybei og Oeppokpacio dopotiov (oxt Tave amd 25 °C) puéypt kot 7 nuéPEg evtog g
duapketog {ong Tov TPoidvTog.

Télog tng meptodov 7 nuepav oe Beppoxpacio dopatiov:  /  /

9. EIAIKEX XYNOHKEX ®YAAEHX

dvidooete og yoyeio.
Mnv katoyoyete.

DduAdocete TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOGTATEVETAL OO TO PG,

10. IAIAITEPEX IPO®YAAZEIX I'lA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YIHHOAEIMMATOQN I1OY ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

‘ 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

ratiopharm GmbH
Graf-Arco-Strale 3
89079 Ulm
Teppovia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/09/573/003 6 mpoyelucpéves ovpLyyes
EU/1/09/573/004 6 mpoyspuopéveg cOPLYYEG UE GLOKELT OCQAAELDG
EU/1/09/573/030 6 mpoyspuopéveg oOpryyeg pe Perovn aopaieiog

13.  APIOMOZX ITAPTIAAX

Lot

14, TENIKH KATATAZEH I'A TH ATAGEXH

DoppaKeLTIKO TPOTOV Y10 TO OTOT0 ATALTEITAL LUTPIKT] CLVTOYT.

15. OAHI'IEX XPHXHX
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16. TAHPO®OPIEX XE BRAILLE

Eporatio 2.000 1U/0,5 ml

17.  MONAAIKOX ANATNQPILTIKOX KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAY (2D)

A163106T0TOC YPAUU®TOC KOdIKAG (2D) Tov @épel Tov TepNEOEVTa, LOVASTKO OVOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Eporatio 3.000 1U/0,5 ml evéoipo didhvpua 6 TPOYEUOUEVT GVPLYYOL

gmoetivn Ofta

2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EX)

Mia mpoyepuopévn oupryya mepiéxet 3.000 Aebveic Movadeg (AM) (IU) (25 pikpoypappdpio)
emoetivng Onta og 0,5 ml evéoipo ddlvpa mov avtiotoryel o€ 6.000 U (50 pkpoypappdpia) emostivn
onta avdé ml.

3. KATAAOI'OX EKAOXQN

"Exdoya: Atévodpo 8160Evo popoptkd vatplo, yhoptohyo vaTplo, tolvcopPikd 20, TpopeTapoin,
VIPOYA®PIKO 0&D (6 M) (Y10 phBuion tov pH), K3wp Yo evéotpa.

4, OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoyo d1dAvpa

6 tpoyspouéveg ovpryyec tepiéyovv 0,5 ml.
6 mpoyepopéveg oOpryyeg pe Pehovn aceaieiog mepiéyovv 0,5 ml.
6 TPOYEUOUEVEG GUPLYYEC UE GLGKELN ac@uleiag meptéyovy 0,5 ml.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaoTe T0 PUALO 0INYIOV XPNONG TPV OO TN YOPNYNOT).
To pio povo ypnon.

[Mopakaid ypnoponomote og eENG:
[Tepréxtng Yo v Kabopiopévn docoroyio

Y7rodopia 1 evoopAEPLa yprion

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEINEI NA ®YAAXXETAI LE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidooetal o€ 0éon, TV onoia dev PAETOVY Kot dev Tpooeyyilovy Ta Tadid.
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| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHIH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP

Mropei va puhaybei og Oeppokpacio dopotiov (oxt Tave amd 25 °C) puéypt kot 7 nuéPEg evtog g
duapketog {ong Tov TPoidvTog.

Télog tng meptodov 7 nuepav oe Beppoxpacio dopatiov:  /  /

9. EIAIKEX XYNOHKEX ®YAAEHX

dvidooete og yoyeio.
Mnv katoyoyete.

DduAdocete TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOGTATEVETAL OO TO PG,

10. IAIAITEPEX IPO®YAAZEIX I'lA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YIHHOAEIMMATOQN I1OY ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

‘ 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

ratiopharm GmbH
Graf-Arco-Strale 3
89079 Ulm
Teppovia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/09/573/005 6 mpoyelucpéves obpryyes
EU/1/09/573/006 6 mpoyspuopéves cOPLyyeg e GLOKELT OGQAAELNG
EU/1/09/573/031 6 mpoyspuopéveg oOpryyeg pe Perovn aopaieiog

13.  APIOMOZX ITAPTIAAX

Lot

14, TENIKH KATATAZEH I'A TH ATAGEXH

DoppaKeLTIKO TPOTOV Y10 TO OTOT0 ATALTEITAL LUTPIKT] CLVTOYT.

15. OAHI'IEX XPHXHX
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16. TAHPO®OPIEX XE BRAILLE

Eporatio 3.000 1U/0,5 ml

17.  MONAAIKOX ANATNQPILTIKOX KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAY (2D)

A163106T0TOC YPAUU®TOC KOdIKAG (2D) Tov @épel Tov TepNEOEVTa, LOVASTKO OVOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Eporatio 4.000 1U/0,5 ml evéoipo d1dhvua 6 TPOYEUOUEVT GVOPLYYOL

gmoetivn Ofta

2. TLYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Mia mpoyeuopévn oupryya mepiéyet 4.000 Aebveic Movadeg (AM) (IU) (33,3 pikpoypoppdpio)
emoetivng Onta og 0,5 ml evéouo didAvpa mov avtictoryel o 8.000 1U (66,7 pikpoypappdpio)
gmoetivn Mta avé ml.

3. KATAAOI'OX EKAOXQN

"Exdoya: Atévudpo 8160Evo popoptkd vaTplo, yAwplovyo vaTplo, ToAvcopPikd 20, tpopetapoin,
VIPOYA®PIKO 0&D (6 M) (Y10 phBuion tov pH), K3wp Yo evéotpa.

4, OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoyo d1dAvpa

6 tpoyspouéveg ovpryyec tepiéyovv 0,5 ml.
6 mpoyepopéveg oOpryyec pe Pehovn aceaieiog mepiéyovv 0,5 ml.
6 TPOYEUOUEVEG GUPLYYEC UE GLGKELN ac@uleiag meptéyovy 0,5 ml.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaoTe To PUALO 0INYIOV XPNONG TPV OO TN XOPNYNOT).
To pio povo ypnon.

[Mopakaid ypnoponomote wg eENG:
[Tepréxtng Yo v Kabopiopévn docoroyio

Y7rodopia 1 evoopAEPLa yprion

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEINEI NA ®YAAXXETAI LE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidooetal o€ 0éon, TV onoia dev PAETOVY Kot dev Tpooeyyilovy Ta Tadid.
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| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHIH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP

Mropei va puhaybei og Oeppokpacio dopotiov (oxt Tave amd 25 °C) puéypt kot 7 nuéPEg evtog g
duapketog {ong Tov TPoidvTog.

Télog tng meptodov 7 nuepav oe Beppoxpacio dopatiov:  /  /

9. EIAIKEX XYNOHKEX ®YAAEHX

dvidooete og yoyeio.
Mnv katoyoyete.

DduAdocete TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOGTATEVETAL OO TO PG,

10. IAIAITEPEX IPO®YAAZEIX I'lA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YIHHOAEIMMATOQN I1OY ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

‘ 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

ratiopharm GmbH
Graf-Arco-Strale 3
89079 Ulm
Teppovia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/09/573/007 6 mpoyelucpéves ovpLyyes
EU/1/09/573/008 6 mpoyspuopéveg cOPLyyeg e GLOKELT OGQAAELNG
EU/1/09/573/032 6 mpoyspuopéveg oOpryyeg pe Perovn aoareiog

13.  APIOMOZX ITAPTIAAX

Lot

14, TENIKH KATATAZH I'TA TH ATAGEXH

DoppaKeLTIKO TPOTOV Y10 TO OTOT0 ATALTEITAL LUTPIKT] CLVTOYT.

15. OAHI'IEX XPHXHX
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16. TAHPO®OPIEX XE BRAILLE

Eporatio 4.000 1U/0,5 ml

17.  MONAAIKOX ANATNQPILTIKOX KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAY (2D)

A163106T0TOC YPAUU®TOC KOdKaG (2D) Tov @épel Tov TepneOEvTa, LoVadTKO aVoyVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Eporatio 5.000 1U/0,5 ml evéoipo didhvpua 6 TPOYEUOUEVT GVPLYYOL

gmoetivn Ofta

2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EX)

Mia mpoyeuopévn oupryya mepiéyet 5.000 Aebveic Movadeg (AM) (IU) (41,7 pikpoypoppdpio)
gmoetivng Onta o 0,5 ml evéoyo didAvpa mov avtiotoryel o€ 10.000 1U (83,3 pikpoypappdpia)
gmoetivn OMta avé ml.

3. KATAAOI'OX EKAOXQN

"Exdoya: Atévodpo 8160Evo popoptkd vatplo, yhoptohyo vaTplo, tolvcopPikd 20, TpopeTapoin,
VIPOYA®PIKO 0&D (6 M) (Yo phBuion tov pH), K3wp Yo evéotpa.

4, OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoyo d1dAvpa

6 tpoyspouéveg ovpryyec tepiéyovv 0,5 ml.
6 mpoyepopéveg oOpryyeg pe Pehovn aceaieiog mepiéyovv 0,5 ml.
6 TPOYEUOUEVEG GUPLYYEC UE GLGKELN ac@uleiag meptéyovy 0,5 ml.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaoTe To PUALO 0INYIOV XPNONG TPV OO TN XOPNYNOT).
To pio povo ypnon.

[Mopakaid ypnoponomote wg eENG:
[Tepréxtng Yo v Kabopiopévn docoroyio

Y7rodopia 1 evoopAEPLa yprion

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEINEI NA ®YAAXXETAI LE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidooetal o€ 0éon, TV onoia dev PAETOVY Kot dev Tpooeyyilovy Ta Tadid.
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| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHIH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP

Mropei va puhaybei og Oeppokpacio dopotiov (oxt Tave amd 25 °C) puéypt kot 7 nuéPEg evtog g
duapketog {ong Tov TPoidvTog.

Télog tng meptodov 7 nuepav oe Beppoxpacio dopatiov:  /  /

9. EIAIKEX XYNOHKEX ®YAAEHX

dvidooete og yoyeio.
Mnv katoyoyete.

DduAdocete TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOGTATEVETAL OO TO PG,

10. IAIAITEPEX IPO®YAAZEIX I'lA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

‘ 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

ratiopharm GmbH
Graf-Arco-Strale 3
89079 Ulm
Teppovia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/09/573/009 6 mpoyelucpéves ovpLyyes
EU/1/09/573/010 6 mpoyspuopéveg cOPLyyeg e GLOKELT OGQAAELOG
EU/1/09/573/033 6 mpoyspuopéveg oOpryyeg pe Perovn aopareiog

13.  APIOMOZX ITAPTIAAX

Lot

14, TENIKH KATATAZEH I'A TH ATAGEXH

DoppaKeLTIKO TPOTOV Y10 TO OTOT0 ATALTEITAL LUTPIKT] CLVTOYT.

15. OAHI'IEX XPHXHX
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16. TAHPO®OPIEX XE BRAILLE

Eporatio 5.000 1U/0,5 ml

17.  MONAAIKOX ANATNQPILTIKOX KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAY (2D)

A163106T0TOC YPAUU®TOC KOdIKAG (2D) Tov @épel Tov TepNEOEVTa, LOVASTKO OVOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIEZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Eporatio 10.000 1U/1 ml evéciuo didAvua o€ Tpoyspuouévn cipryya

gmoetivn Ofta

2. TLYNGOEXIH IE APAXTIKH(EX) OYZIA(EX)

Mia mpoyepuopévn cupryya mepiéyet 10.000 Aebveic Movadeg (AM) (IU) (83,3 pikpoypappdpior)
gmoetivng Ofta o 1 ml evésiuo didAvpa mov avtictoyel og 10.000 1U (83,3 pikpoypopudpio)
gmoetivn OMta avé ml.

3. KATAAOI'OX EKAOXQN

"Exdoya: Atévodpo 8160Evo popoptkd vatplo, yhoptohyo vaTplo, tolvcopPikd 20, TpopeTapoin,
VIPOYA®PIKO 0&D (6 M) (Y10 phBuion tov pH), K3wp Yo evéotpa.

4, OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoyo d1dAvpa

1 npoyspopévn ovpryya nepiéyxet 1 ml.

1 wpoyepouévn copyyo pe feAdvn acepodreiog tepiéyxet 1 ml.

1 mpoyspopévn odpryya pe cvokevn aceoreiog mepiéyet 1 ml.

4 wpoysuiopévec obpryyeg mepiéyovv 1 ml.

4 wpoysuiopévec obpryyeg pe Beddvn aopareiog tepiéyovv 1 ml.
4 wpoysiopéveg oOpLyyeg Le GLOKEDT ac@aAeiag meptéyovy 1 ml.
6 Tpoyepouéveg ovpryyec mepiEyovy 1 ml.

6 mpoyepopéveg oOpryyeg pe Perovn aceaieiog mepiéyovv 1 ml.
6 TPOYEUIGUEVEG GUPLYYEC LLE GLOKEVT acPaAgiag mepiéyovy 1 ml.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaoTe T0 PUALO 0INYIOV XPNONG TPV OO TN YOPNYNOT).
To pio povo ypnon.

[Mopakaid ypnoponomote wg eENG:
[Tepréxtng Yo v Kabopiopévn docoroyio

Y7rodopia 1 evoopAEPLa yprion
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6.

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEINEI NA ®YAAXXETAI LE OEXH THN OIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvidooetal o€ 0éon, TV onoia dev PAETOVY Kt dev Tpooeyyilovy Ta Tadid.

| 7. AAAH(EZ) EIAIKH(EX) IPOEIAOTIOIHEH(EIE), EAN EINAI AITAPAITHTH(EE)
| 8.  HMEPOMHNIA AHZHE
EXP

Mmropel va puiayBel oe Beppokpacio dwpotiov (0t Tave amd 25 °C) uéypt kat 7 nUEPES EVTOC TNG
dupketag {ong Tov TPoidvToc.

Téhog tng meprodov 7 nuepav oe Beppoxpacia dopatiov:  /  /

9.

EIAIKEYX XYNOHKEY ®YAAEHX

dvracocete o€ Yoyeio.

Mnv KatoyoyeTe.

DuAdcceTe TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10 VO TPOGTATEVETAL OO TO PG,

10. ITAIAITEPEX IPO®YAAZEIX I'lA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTQON ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YIIOAEIMMATQN ITOY ITPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

ratiopharm GmbH
Graf-Arco-Strale 3
89079 Ulm
Teppovia

12.

APIGMOZX(0OI) AAEIAYX KYKAO®OPIAX

EU/1/09/573/011 1 mpoyepicuévn obpryya

EU/1/09/573/012 1 poyspiopévn cOpLyyo LE GUGKELT OGPOAELNG
EU/1/09/573/013 4 mpoyspucpéves ocbpryyes

EU/1/09/573/014 4 wpoyepicpéveg cOPLYYES LE GUGKELT] AGQUAELNG
EU/1/09/573/015 6 poyspicpéveg cOPLyyeS

EU/1/09/573/016 6 TpoyelicpéVEG GOPLYYES LE GUGKELT] AGOUAELNG
EU/1/09/573/034 1 npoyspucpévn cOpryya pe PeAovn ac@aieiog
EU/1/09/573/035 4 mpoyepicuévec ovpryyeg ne feddvn aopaleiog
EU/1/09/573/036 6 mpoyepicuéves ovpryyeg ne feddvn aopoleiog
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13. APIOMOZX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'lA TH ATAGEXH

DopUaKELTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LUTPIKT CLUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Eporatio 10.000 1U/1 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAZX (2D)

A160146T0T0C YPAUUOTOS KDOKAG (2D) mov @épel TovV TEPIANPOEVTA, LOVOSIKO OVOYVMPLOTIKO KOIIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Eporatio 20.000 1U/1 ml evéciuo didAvua o€ Tpoyspuouévn cipryya

gmoetivn Ofta

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

Mia mpoyeuopévn oupryya mepiéyet 20.000 Aebveic Movadeg (AM) (IU) (166,7 pikpoypoppdpio)
emoetivng Onta o 1 ml evésuo didAvpa mov avtictoryel og 20.000 1U (166,7 pikpoypappdpio)
gmoetivn OMta avé ml.

3. KATAAOI'OX EKAOXQN

"Exdoya: Atévodpo 8160Evo popoptkd vatplo, yhoptohyo vaTplo, tolvcopPikd 20, TpopeTapoin,
VIPOYA®PIKO 0&D (6 M) (Y10 phBuion tov pH), K3wp Yo evéotpa.

4, OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoyo d1dAvpa

1 npoyspopévn ovpryya nepiéyxet 1 ml.

1 wpoyepouévn copryyo pe feAdvn acepodeiog tepiéyxet 1 ml.

1 mpoyspopévn odpryya pe cvokevn aceoreiog mepiéyet 1 ml.

4 wpoysuiopévec obpryyeg mepiéyovv 1 ml.

4 wpoysuiopévec obpryyeg pe Beddvn aopareiog tepiéyovv 1 ml.
4 wpoysiopéveg oOpLyyeg Le GLOKEDT ac@aAeiag meptéyovy 1 ml.
6 Tpoyepouéveg ovpryyec mepiEyovy 1 ml.

6 mpoyepopéveg oOpryyeg pe Perovn aceaieiog mepiéyovv 1 ml.
6 TPOYEUIGUEVEG GUPLYYEC LLE GLOKEVT acPaAgiag mepiéyovy 1 ml.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaoTe T0 PUALO 0INYIOV XPNONG TPV OO TN YOPNYNOT).
To pio povo ypnon.

[Mopakaid ypnoponomote wg eENG:
[Tepréxtng Yo v Kabopiopévn docoroyio

Y7rodopia 1 evoopAEPLa yprion
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6.

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEINEI NA ®YAAXXETAI LE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvidooetal o€ 0éon, TV onoia dev PAETOVY Kt dev Tpooeyyilovy Ta Tadid.

| 7. AAAH(EZ) EIAIKH(EX) IPOEIAOTIOIHEH(EIE), EAN EINAI AITAPAITHTH(EE)
| 8.  HMEPOMHNIA AHZHE
EXP

Mmropel va puiayBel oe Beppokpacio dwpotiov (0t Tave amd 25 °C) uéypt kat 7 nUEPES EVTOC TNG
dupketag {ong Tov TPoidvToc.

Téhog tng meprodov 7 nuepav oe Beppoxpacia dopatiov:  /  /

9.

EIAIKEYX XYNOHKEY ®YAAEHX

dvracocete o€ Yoyeio.

Mnv KatoyoyeTe.

DuAdcceTe TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10 VO TPOGTATEVETAL OO TO PG,

10. ITAIAITEPEX IPO®YAAZEIX I'lA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTQON ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YIIOAEIMMATON ITOY ITPOEPXONTAI AITIO AYTA, E@OXON ANTAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

ratiopharm GmbH
Graf-Arco-Strale 3
89079 Ulm
Teppovia

12.

APIGMOZX(0OI) AAEIAYX KYKAO®OPIAX

EU/1/09/573/017 1 mpoygpicuévn obpryya

EU/1/09/573/018 1 wpoyspiopévn cOpLyyo LE GUGKELT OGPOAELNG
EU/1/09/573/019 4 poyspicpéveg cOPLYYES

EU/1/09/573/020 4 poyelicpéveg cOPLYYES LE GUGKELT] AGQUAELNG
EU/1/09/573/021 6 poyepicpéveg cOPLYYES

EU/1/09/573/022 6 tpoyelicHEVEG CUPLYYES LE GUGKELT] AGPUAELNG
EU/1/09/573/037 1 mpoyspucpévn cOpryya pe PeAovn ac@aieiog
EU/1/09/573/038 4 mpoyspicuévec ovpryyeg ne feddvn aopaleiog
EU/1/09/573/039 6 mpoyspicuéves ovpiyyeg ne feddvn aopoleiog
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13. APIOMOZX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'lA TH ATAGEXH

DopUaKELTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LUTPIKT CLUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Eporatio 20.000 1U/1 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAZX (2D)

A160146T0T0C YPAUUOTOS KDOKAG (2D) mov @épel TovV TEPIANPOEVTA, LOVOSIKO OVOYVMPLOTIKO KOIIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Eporatio 30.000 1U/1 ml evéciuo didAvua o€ Tpoyspuouévn cipryya

gmoetivn Ofta

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

Mia mpoyeuopévn oupryya mepiéyet 30.000 Aebveic Movadeg (AM) (IU) (250 pikpoypappdpio)
gmoetivng Ofta o 1 ml evésuo didAvpa mov avtictoyel og 30.000 1U (250 pikpoypappdpia)
gmoetivn OMta avé ml.

3. KATAAOI'OX EKAOXQN

"Exdoya: Atévodpo 8160Evo popoptkd vatplo, yhoptohyo vaTplo, tolvcopPikd 20, TpopeTapoin,
VIPOYA®PIKO 0&D (6 M) (Y10 phBuion tov pH), K3wp Yo evéotpa.

4, OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoyo d1dAvpa

1 npoyspopévn ovpryya nepiéyxet 1 ml.

1 wpoyepouévn copryyo pe feAdvn acepodeiog tepiéyxet 1 ml.

1 mpoyspopévn odpryya pe cvokevn aceoreiog mepiéyet 1 ml.

4 wpoysuiopévec obpryyeg mepiéyovv 1 ml.

4 wpoysuiopévec obpryyeg pe Beddvn aopareiog tepiéyovv 1 ml.
4 wpoysiopéveg oOpLyyeg Le GLOKEDT ac@aAeiag meptéyovy 1 ml.
6 Tpoyepouéveg ovpryyec mepiEyovy 1 ml.

6 mpoyepopéveg oOpryyeg pe Perovn aceaieiog mepiéyovv 1 ml.
6 TPOYEUIGUEVEG GUPLYYEC LLE GLOKEVT acPaAgiag mepiéyovy 1 ml.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaoTe T0 PUALO 0INYIOV XPNONG TPV OO TN YOPNYNOT).
To pio povo ypnon.

[Mopakaid ypnoponomote wg eENG:
[Tepréxtng Yo v Kabopiopévn docoroyio

Y7rodopia 1 evoopAEPLa yprion
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6.

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEINEI NA ®YAAXXETAI LE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvidooetal o€ 0éon, TV onoia dev PAETOVY Kt dev Tpooeyyilovy Ta Tadid.

| 7. AAAH(EZ) EIAIKH(EX) IPOEIAOTIOIHEH(EIE), EAN EINAI AITAPAITHTH(EE)
| 8.  HMEPOMHNIA AHZHE
EXP

Mmropel va puiayBel oe Beppokpacio dwpotiov (0t Tave amd 25 °C) uéypt kat 7 nUEPES EVTOC TNG
dupketag {ong Tov TPoidvToc.

Téhog tng meprodov 7 nuepav oe Beppoxpacia dopatiov:  /  /

9.

EIAIKEYX XYNOHKEY ®YAAEHX

dvracocete o€ Yoyeio.

Mnv KatoyoyeTe.

DuAdcoceTe TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10 VO TPOGTATEVETAL OO TO PG,

10. ITAIAITEPEX IPO®YAAZEIX I'lA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTQON ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YIIOAEIMMATQN ITOY ITPOEPXONTAI AITIO AYTA, E@OXON ANTAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

ratiopharm GmbH
Graf-Arco-Strale 3
89079 Ulm
Teppovia

12.

APIGMOZX(0OI) AAEIAYX KYKAO®OPIAX

EU/1/09/573/023 1 mpoyepicuévn cbpryya

EU/1/09/573/024 1 wpoyspiopévn cOpLyyo LLE GLGKELT OGPOAELNG
EU/1/09/573/025 4 wpoyspicpéveg cOPLYYES

EU/1/09/573/026 4 wpoyelicpéveg cOPLYYES LE GUGKELT AGQUAELNG
EU/1/09/573/027 6 TpoyeuicpéVeG GOPLYYES

EU/1/09/573/028 6 poyelicpéveG GOPLYYES LE GUGKELT AGPUAELNG
EU/1/09/573/040 1 mpoyspucpévn cOpryya pe PeAovN ac@aieiog
EU/1/09/573/041 4 mpoyspicuévec ovpryyeg ne feddvn aopaleiog
EU/1/09/573/042 6 mpoyspicpuéves ovpiyyeg ne feddvn aopoleiog
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13. APIOMOZX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'lA TH ATAGEXH

DopUaKELTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LUTPIKT CLUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Eporatio 30.000 1U/1 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAZX (2D)

A160146T0TOC YPAUUOTOS KDOKAS (2D) mov @épetl Tov TEPIANPOEVTA, LOVOSIKO OVOYVMPLOTIKO KOIIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

INPOI'EMIXMENH XYPIITA

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHI'HZHZ

Eporatio 1.000 1U/0,5 ml éveon
gmoetivn Ofta

SCIv

| 2. TPONOX XOPHTHEZHX

3. HMEPOMHNIA AHZHE

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. INEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

INPOI'EMIXMENH XYPIITA

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

Eporatio 2.000 1U/0,5 ml éveon
gmoetivn Ofta

SCIv

| 2. TPONOX XOPHTHEZHX

3. HMEPOMHNIA AHZHE

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. INEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

INPOI'EMIXMENH XYPIITA

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

Eporatio 3.000 1U/0,5 ml éveon
gmoetivn Ofta

SCIv

| 2. TPONOX XOPHTHEZHX

3. HMEPOMHNIA AHZHE

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. INEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

INPOI'EMIXMENH XYPIITA

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

Eporatio 4.000 1U/0,5 ml éveon
gmoetivn Ofta

SCIv

| 2. TPONOX XOPHTHEZHX

3. HMEPOMHNIA AHZHE

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. INEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

INPOI'EMIXMENH XYPIITA

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

Eporatio 5.000 1U/0,5 ml éveon
gmoetivn Ofta

SCIv

| 2. TPONOX XOPHTHEZHX

3. HMEPOMHNIA AHZHE

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. INEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

INPOI'EMIXMENH XYPIITA

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

Eporatio 10.000 1U/1 ml éveon
gmoetivn Ofta

SCIv

| 2. TPONOX XOPHTHEZHX

3. HMEPOMHNIA AHZHE

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. INEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KATA MONAAA

1mi

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

INPOI'EMIXMENH XYPIITA

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

Eporatio 20.000 1U/1 ml éveon
gmoetivn Ofta

SCIv

| 2. TPONOX XOPHTHEZHX

3. HMEPOMHNIA AHZHE

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. INEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KATA MONAAA

1mi

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

INPOI'EMIXMENH XYPIITA

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

Eporatio 30.000 1U/1 ml éveon
gmoetivn Ofta

SCIv

| 2. TPONOX XOPHTHEZHX

3. HMEPOMHNIA AHZHE

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. INEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KATA MONAAA

1mi

6. AAAA XTOIXEIA
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B. DYAAO OAHI'TQN XPHXHX
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@viro ooV ypiong: IIAnpogopisg yia Tov yp1otn

Eporatio 1.000 1U/0,5 ml evécipo d1ahvpa 6 mpoyepiopévn cvpryya
Eporatio 2.000 1U/0,5 ml evéeipo dtahvpa 6 mpoyepIopévn cvpryya
Eporatio 3.000 1U/0,5 ml evéeipo dtaivpa 6€ mpoyepIcpévn cvpLyya
Eporatio 4.000 1U/0,5 ml evéeipo dtaivpa 6€ TpoyERIGREVT GUPLYYQ
Eporatio 5.000 1U/0,5 ml evécipo dtahvpa 6 mpoyepiopévn cvpryya
Eporatio 10.000 1U/1 ml gvéoipo Sidivpa o€ Tpoyspispéivi copryya,
Eporatio 20.000 1U/1 ml gvéoipo d1dAvopa 6€ TPOYERIGUEVT GOPLYY
Eporatio 30.000 1U/1 ml gvéoipo d1dAvpa 6€ TPOYERIGUEVT] GVPLYYO

emoeTivn ONta

AP aoTE TPOGEKTIKG 0AOKANPO TO QVALO 0ONYLAOV PN OIS TTPLY UPYIGETE VO YPNGLUOTOLEITE AVTO

T0 POPRAKO, OLOTL TEPLAAUPAVEL CNUAVTIKEG TANPOPOPIES YL GO,

- DvraEte avTd To PUAAO 0dNyLmV ¥prone. Towg ypelaotel va to dwufdcete Eavda.

- Edv éxete meportépm amopieg, potoTe TOV Y10TPO, TOV PAPHOKOTOLO 1] TOV VOGOKOLO GOLG.

- H ocvvtayn yio ovtd 10 papproKo xopnynonke amokAEloTIKA Yio 60G. Agv TPEMEL VO SDGETE TO
PapuaKko 6€ AALoVS. Mmopel va Tovg TPOKAAEGEL PAAPT], AKOLUO KO OTOV TO GUUTTOUATO TG
acBéveldg Tovg gival idlo pe ta d1kd Goc.

- Edv mapotnproete kdmola avemBOpunTn evEPYELD, EVILEPMOTE TOV YIALTPO, TOV POPLOKOTOLO 1|
TOV VOGOKOUO 60G. AuTd 10y0eL Kot Yo KOO mhovi avemBOUnTN evEPYELX TOV OV AVAPEPETOL
670 POV QUALO 0dNY1DVY yprions. BAéne mopdypagpo 4.

T Tepréyer To Tapév VAL 00N YLOV:

T etvan to Eporatio ko wota givat 1 ypniom tov

T mpémer va yvopilete mpwv ypnoiponomcete to Eporatio
[Mwg va, ypnoyomromoete o Eporatio

[TBavég avemBounteg evépyetleg

I1og va puldoocete To Eporatio

[Tepieydpevo TG CLGKELOGING KOl AOITEC TANPOPOPIES
[TAnpopopieg mpaypatomoinong g Eveons HOVOL GOg

NooakowhE

1. T giva To Eporatio kou oo givar n yprion tov

T givan To Eporatio

To Eporatio mepiéyel T dpactikn ovsia enoetivn Bnta, 1 onola etvor oyeddv id1a e TNV
gpvbpomomntivn, pio PLOIKN OPHOVT TOV TAPAYETAL 0O TO SN0 cog. H emoetivn Onta sivor pia
TPOTEIVN TOL TapdryeTan PES® Proteyvoroyiag. Apa akpilBag e Tov 1510 TPOTO OTMG 1|
gpvBpomomrtivn. H epubpomontivn mapdyetar ota veppd cog Kot SIEYEIPEL TO HVEAD TOV OGTMOV GOG
va mapdyet epvBporvttapa. Ta gpuBpokidTTapa givorl ToAD oNUAVTIKA Yio TV dtovoun Tov 0&uydvou
GTO GMUO GOG.

Iowx givan n xp1jon Tov Eporatio

To Eporatio ypnG1oToLEiTOL Y10 TNV OVTILETOTION TG OV TOV GUVOOEVETOL OO CLUUTTMOLATOL
(Yo Tapadetypo KOTwomn, advvapio Kot dSuokoAio otnv avamvon). Avapio TapovctdleTatl 0TV T0
aipa cog oev mepiéyetl apketd epvBpokitTapa. Acpameio TG ovoliog yopnyeital o€ eviAikes acbeveic
HE XPpOVIO VEQPIKT aveTdpKeLa 1] € EVIIAIKEC 0oBeveic e un poelogldn kopkivo (kopkivo tov dev
EeKIva 6TO LVEAD TV 0GTAOV), 01 0oiot Aapdvouy mapdiinia ynueodepaneio (Qappoka yio
Oepamneio Tov Kapkivov).

2. T tpéner vo, yvopilete mpv ypnoyponooete To Eporatio
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MHN ypnowonoujoete To Eporatio

- o€ MEPIMTOOT aAlePYinG oTNV EMOETIVI BNTA, 1] GE OTTOLONTOTE AAAN ETOETIVN 1| GE
0mOLOMTOTE GAAO OO TO GLGTOTIKA AVTOV TOV PAPUAKOL (aVaPEPOVTAL GTNY TAPAYPOPO 6),

- 0€ MEPIMTOOT LYNANG ApTNPLOKNG TLECTG, TTOV OeV Umopet va eheyyDel.

Ipogrdomomoeis kot Tpo@uAGEeLS

Tevika

Av16 10 EApUAKO UTOPEL VO UV eivol KATAAANAO Yia TOLG TopakdTe acbeveis. [Tapakaid

EVILEPMGTE TOV YIATPO GO EAV AVIKETE GE [0l amd 0VTEG TIC OPAdEC 0oOEVADV:

- acOeveic pe nratikd TpofAnuara,

- acOeveic pe maboroyikég aAlolmaoelg oo epudpoxvTTapa (0polVYWOTIKY SPETAVOKVTIOPIKT
avorpLion).

H aptploxn cog wicon mpémet va eAEyyeTol cUYVE TPV Kot Katd tn diapkela g Oepameiog pe avtd
TO PAPLOKO. L€ TEPITTMGT TOL AVEPEL 1] APTNPLOKT GOC TEST, O YINTPOG GO LTOPEL VO GOG dDOEL
QAPLLOKO Y10, VO LELDGEL TNV apTNploky cog wieon. Eav maipvete 1om éva @dpuaio yuo ) peimon g
apTNPKNG TTESTG, O YIOTPOG oag Uopel va avénoet T door. Mropel eniong va etvan arapaitnto va
pewwoete ™ 860m Tov Eporatio 1 va dtaxoyete ) Oepaneio pe Eporatio yio pia pikpn xpovikn
nepiodo.

Yg TePINTOOT TOV TOPOVGIUCETE TOVOKEPAAOLGS, W1aitepa av €ivarl apvidiol, 0&elg TOVOKEPAAOL
opotdlovteg e nuiKpavia, cOyyvon, datapayEs tng opiiog, actddeia ot PAdion, GITacUOVG 1
aPViIdIEG CLOTAGELS, EVIUEPDOTE AUEGO TOV Y10TPO GOG. AVTA Umopel va glvar onpeio KATolog
cofapnc advENong TS apTNPOKNG GOG TECTG, AKOUN Kol OTav 1) TECT G0G eivar cuVNO®G KOVOVIKN 1)
YOUNAT. ATOLTEL AUEST] AVTILETOTION.

O ywatpog oag Oa Tpaypatomolel TOKTIKEG EEETAGEIS OiATOg TPOKEWEVOD VO EAEYYOOVV Ta dtdpopal
GLOTATIKA GTOLXELD TOV aiplaTog Kot Ta eminedd Tovg. Emimiéov, Oa eheyybei To eninedo 61dMpov 610
aipo cog Tpv amd Kot Katd tn didpkela tng Oepaneiog pe avtd to edpuaxo. Edv to eninedo tov
o1NPOL GaG Eival TAPA TOAD YOUNAO, O YIOTPOG GOG UTOPEL EMIGNG VO GOG GUVTOYOYPAPT|CEL EVOL
GKEVOGLO GLOTPOV.

Edv aicBdveote xovpaopévol kot addvapot 1 epeovicete d0omvola, tpénel va cuppfovievdeite 1o
ywTpd coc. Avtd to copntdpato Bo propodoay va onpaivovv 0t 1 Bepaneia cag pe avtd T0
@appako givar avemapkng. O ytpoc cag Bo eAéyEet av vdpyel GALO aitio ovarlpiog Kot UTopet va
deayBovv e&etdioeis aipatog 1 vo eE€TO0TEL O HLEAOG TOV 0GTMV GOG.

O emayysipotiog vyeiog Oo KoTaypdeet Tadvta To aKpiPég Tpoidv mov ypnoionoleite. AvTo pumopel va
Bonbnoetl otV mapoyn TEPIGSOHTEP®Y TANPOPOPLDY GYETIKA LE TNV ACPAAELD PAPUAK®OV OT®S QVTO.

Orvyieig avBpmmot dev TPEMEL va, PNGILOTOL0VV avTd TO Pdppako. H yprion tov Eporatio and vyteig
avOpdToLvE pmopel va, avENcel VITEPPOAIKA OPLGUEVEG TAPUUETPOVS TOV GLULLOTOG KO VO TPOKOAEGEL LUE
OVTEG TIG EVEPYELES TPOPANLOTA GTO KOPSIOKA 1) ALLOPOPO aryyeio TOv givat duvatd vo, sivon
OmEIANTIKG Yo T (o).

Koatd ) Bepaneia pe emoetiveg £xovv avapepbel coPapic depUaTIKES AVTOPACELS, LETAED TWV OTOIMV
ovuvdpopo Stevens-Johnson kot to&ikn emdepuikn vekpoivon. To chvopopo Stevens-Johnson /m
TOEIKN EMOEPUIKN VEKPOAVOT LITOPEL VO, ELPAVICTOVV OPYIKE MG KOKKIVOTA SIS0 Tov potdlovy pe
TOAVKVKAIKOUG GTOYOVG 1 KUKMKEC TAGKES GTNV TTEPLOYT] TOV KOPLOV, GUYVA LE GAVKTUIVEG GTO
kévtpo. Emiong, pmopel va epoaviotohv €AKN 610 GTOUA, GTOV PAPLYYO, 6T LOTH, GTO YEVVNTIKA
Opyovo Kot 6Tovg 0QOaAovg (KOKKIVE Kol TPNOUEVA LATIR). Z0YVA, TPV Omd TV EKONAMCT AVTOV
TV coPapdv depuatikdy e&avOnudtav Tponyeital Topetds /Kol Yputmdon copntdpota. Ta
eEavOnuata propel va eEgAyBovv Gg EKTETAUEVT] ATOPOAOWDGT) TOL OEPUATOC KO OTEIANTUKES Y10, TN
Con emumhokéc. Eav epoavicete cofapod e£avOnua 1| kK4moto GAAO amd Ta gV AOYm SEpUATIKG
GUUTATMUOTO, OTOUATAOTE T AN Tov Eporatio Kot EKOV®VNOTE e TOV Y1oTpo GO¢ 1| avalnTtnoTe
aueco watpikn Pondeta.
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Avaiuio opelAduevn o ypdvia VEQPIKT AVETAPKELD

Edv eiote acbevnic pe xpovio vEQPPIKT OVETAPKELD, O YIUTPOS GG Bar EAEYYEL OV LLOL GTILOVTIKN
TOPAUETPOG TOV aipatog (apoceaipivn) oev vepPaivel éva kabopiopévo 6pto. Eav avti n
TOPAUETPOG ALOTOG oEAVETOL TTOAD, EpPavifovTal Kapdlakd 1 ayyelakd TpoPAnpata, avéavovtog
ToV kivouvo Bavdrtov.

Edv eiote acbevig pe ypdvia veppikn avemdpKel, Kot 101mg GV €V OVTOTOKPIVESTE IKAVOTOUTIKA
o710 Eporatio, 0 yiotpog cog 0o eAéyyet T d6om Tov Eporatio 810t1 1 emavelAnupévr avénomn g d6ong
tov Eporatio €dv dev avtarokpiveote 6tn Oepaneio umopel va avénoet Tov Kivouvo eupaviong evog
TPOPANLLATOS TNG KOPSLAG 1 TV 0popOpev ayyeimv kot o propovce va avéncet tov Kivduvo
EUPPAYUATOG TOV LLOKOPSI0V, AYYELKOD EYKEPOUAIKOV ENTEIGOOI0V Katl OavaTov.

Edv £xete oxApuveon Tov aio@opmV ayyelmv 6TouS vEPPOoUg Gas (VEPPOSKANpLVOT) ahAd dev glvar
amopaitnto vo vroPdiecte 6€ apodtbAon, o YiTpog cag Ba e&etdoet edv 1 Bepoameia sivat
KOTAAANAN Yo o0G. Avto Ba yivel, d10TL dev pmopel koveig va arokAgioet e andivtn Pefotdotna v
mBavn emdeivoon g eEEMENG TG VEQPLKNG VOGOU.

Edv vroPaAiecte o€ aplodtdAIoT, ¥PNOUOTOIOVVTOL QAPLOKE TOV ATOTPETOLY TNV TNEN TOL AipLaTOC,
Edv Aappdavere Eporatio, icwg eivar arapaitmto va avéndei ) 6661 TOV GVIINKTIKOV QOPUAKOV.
AlpopeTikd 0 av&avouevog aptipog Tmv epudpoKLTTaP®Y UTOPEL VoL TPOKOAEGEL OTOQPAsN TNG
aptnpoQAePikng enkovaviag (Ha texynt cuvoeon Hetald pog aptnpiog Kot piag AEPag wov
YIVETOL XEPOVPYIKA G 0oOeVELG aplodTOAIONG).

Avauuio o€ acBeveic pe Kopkivo

Edv giote kopxivonadng, mpénel va yvopilete 6Tl aTO TO QAPUAKO UTOPEL VO EVEPYNGEL OC LENTIKOG
TOPAYOVTOG TOV KVTTAPOV OLLOTOC KOl GE LEPIKEG TTEPIGTAGELG UTOPEL VO AOKTGEL OPVNTIKY ETIOPOOT
OTOV KOPKivVo 60G. AvAAoyo pe TNV eE0TOUIKEVUEVT] KATAOTOOT GOG UTOPEL Uiot LETAYYIoT CilaTog Vo
givar potiudtepn. Mopoakarid cvintiote To 0VTO UE TO YIUTPO GO,

Howowa ko £épnpor

Mn yopnynoete owtd T0 PAPLOKO o€ Toudld Kot pPPovg nAikiag Katm tov 18 etdv d16T1 dev
VILAPYOVV OEGOUEVO TTOV VO, SELYVOLV OTL AVTO TO PAPUOAKO EIVOL OCPOAES KL AEITOVPYEL GE QLT TNV
NAKoKn opdda.

Alha pappoxa ko Eporatio
Evnpepmaote tov yiatpd 1 TOV QOpUAKOTOL0 GaG GV TaipveTe, £xete mPOSPATA TAPEL 1] Lopel va
mhpete GAAL PapUKa.

Kitnon ka1 Onracpég

To Eporatio dev €xet doxyaotel g ykveg yovaikec. Eival onpavtiko va evnuepmbel o yotpdg cog
edv glote €ykvog, av vopilete 6T umopel va glote £yKvog 1 av Tpoypappatilete vo peivete €ykvog,
dedopévou OTL 0 YLTPOG UTOPEL VO OTOPAGICEL OTL OV TPETEL VAL YPNGILLOTOIMNGETE OVTO TO PAPLLOKO.

Agv glval yvootd €dv 1 dpacTiKn ovcio aVTov TOL PAPUAKOL TEPVE 6TO UNTPKO YaAa. Enopévamg, o
YTPOC GOG HUopel va amoPacicel OTL 0eV TPEMEL VAL YPTCLLOTOGETE AVTO TO PAPUAKO GV OnNAdleTe.

001yNoN Ko YEPIGPUOS PN YOV RATOV
AVTO TO EApHOKO gV EXNPEALEL TNV IKAVOTNTOA 0O YNONG KOL YEPICUOV UNYAVILOTOV.

To Eporatio nepiéyer vatpro
To eappakevTikd avtd Tpoidv mepiéyetl Ayotepo and 1 mmol vatpiov (23 mg) avd mpoyspicpévn
ovpLyYa, dNA. OVGLUCTIKG «EAEHOEPO VaTpiovy.

3. Hag va ypnoypomonjocete 1o Eporatio
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H Oepaneio cag pe avtd 1o eapuako EEKva amod yoTpd Tov ivol EUTEIPOC GTIG TPOAVAPEPOLEVES
gvoei&elg.

[Tavtote va ypNOYOTOLEITE TO PAPLOKO OVTO OVCTNPA COLPMOVA LE TIG 0OMNYIEG TOV YIATPOV 1| TOL
eappakonolod oag. Eav éxete appiforieg, potiote TOV Y10TpO 1 TOV QOPHOKOTOLO GOG.

H ovvietopevn 8661 ivar...

H d60n tov Eporatio (1 omoia ekppaletor og diebveic povadeg n AM (IU)) e&aptdron omd v
KATAoTOOT TG VOGOV 060G, TO BAPOg TOV COUATOG GOG Kol TOV TPOTO LE TOV 0010 YiveTal 1) Eveon)
(kT and 10 dépua [vmodopla Eveon] N oe pia AERa [evdopAéPia Eveon]). O yrotpdg cog Bo emrééer
TNV KaTdAANAn 800N Yo GOC.

Avaiuio opelAduevn o ypovia VEQPIKT AVETAPKELD

Ot evéoelg yivovtol kKaTm omd 1o dépua 1 otn eAEPa. Ot acbeveic vrd apodwiion Aappdvovy v
éveon ovvnBmg 6To TELOG TNG OUOSIOALONG LEG® pHiog apTNPLOPAERIKNG ETIKOIVOVING. XTOVG 000EVElg
7OV €V EVaL amapaitnTo vo vToPfAnBodv oe apodoiion yopnyodviol cuvRO®G Ol EVEGELG KAT® amd
10 déppa. O yatpdc cog o mTpaypoTonomoel Taktika e&etdoelg kKot Bo pvOuicel T d6on M Oa
dwokoyet ) Beparneio dv eivar amapaitnto. Ot TiHég apocpaipivig oto aipa cag og Bo Tpémet va
vrepPaivouv v T tov 12 g/dl (7,45 mmol/l). O ywtpdg cag Oo ypnoomomacet T ouniotepn
OTOTELECUATIKT OOGN Y10l TOV EAEYYO TV CUUTTOUATOV TNG avolpiog oag. Edv dev avianokpiveote
wavomomTikd 6to Eporatio, o yioatpog cag 0a eEléyyet T d6om oag Kot o Gog EVIEPDOEL EGV
ypewdleote adlayn Twv d6cewv tov Eporatio.

H Oepaneio pe Eporatio dioupeitar o€ 600 otdoo:

o) Awdpbwon g avarpiog

H apywn d60om yia ti¢ evéoelg katw amd to déppa eival 20 TU avd Kihd Bapovg cdIITOS, TOL
yopnyeitan 3 popég v efdopdda. Edv eivon amapaitnto, o yiatpog oag Oa avénoet ) 86on cog og
pnviio SlGTHILOTO.

H apywn d6om ya 11g evéoeis otn eAéPa eivar 40 TU ava ko Bapovg cdpatog, mov yopnyeitot 3
@opéc TV eRdopdda. Edv eivar amapaitnto, o yiotpdg cag Oa avénoet tn 600m cog o€ punvicio
dwoTnpata.

B) Awatpnon wavoromTikdv emnédmv epudpokvTTdp®V
Mo emtevyBel emapkng apduog epubpokvtTdpmv, 11 OGN CLVTIPNONG TOV ATALTEITAL, Y10, VO
KkpotnOei otabepds o apBpdc, Ba kabopiotel amd To YTPd COg.

XV mepintmon Tov evéce®v KATm and 1o dépua, 1 efdopadiaio 66on pmopel va dobel gite g 1
éveon Vv gfdopdda eite mg 3 drapepéveg evécelg v efoopddo.

v tepintmon Tov evEcemv otn eAER, 1 docoloyia cag pmopel va petapinbdei o 2 gvéoelg
gBdopadiaia.

Otav petafdiietol n cuyvotnta Yopynong, iomg va sivar amapaitntn n pvouion e doonc.
H 0gpamncio pe Eporatio etvatr cuvilBmg pia pokponpdbeosun Bepamneia.
H péyrot 66om dev mpémetl va vrrepPaivet tig 700 TU avd kiho Bapovg ompatog v efoondda.

Avawuio o€ acBeveic pe Kapkivo

Ot evéoelg yivovtot katm omd To dépua. H éveon yopnyeitar pio popd tnv efdopdada. H apykr d6om
givar 20.000 IU. O yatpdg cag Ba mpaypatonooet TokTika e&etdoelg kKot Bo puOuicet T d6on 1M Oa
drokoyet ) Beparneio edv eivar amapaitnro. Ot TIHég apocpaipivig oto aipa cag dg Bo Tpémet va
vrepPaivovv v Tun tov 12 g/dl (7,45 mmol/l). @a Aappdvete to Eporatio cuvfwmg émg 1 pnqva petd
amo To TEAOG TNG YNUE0Depameiag.
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H péyiot 6060m dev mpémet va vrepPaivet tig 60.000 1U.

IIag yopnyovvror oL evéoelg

Av16 10 QApraKo Yopnyeitar m¢ Eveomn ypnooroiwvag o tpoysopuévn cvpryya. H éveon
yopnyeitan gite og pio AEPa (evoopALPia £veon) 1 01OV 16TO OKPIP®OS KAT® 0md To dépua (LToddpia
éveon).

Edév Aappdvete 1o Eporatio og éveon kdto amd To SEpUA, O YITPOS GOG UTOPEL Vo TPOTELVEL VoL
pébete va kdvete povog aag v éveon. O ytpds cog N 1 vocokoua Ba cog ddsovv odnyieg yio to
oG Ba To KAVETE aVTO. MMV TPOoTOONCETE VAL YOPNYNOETE AVTO TO PAPLLOKO GTOV E0VLTO GOG YWPIG
OVTAV TNV EKTOIOEVLOT. MEPIKEG OO TIG TANPOPOPIES TOV OTTOLTOVVTAL YOl T YPTCLOTOINOT| TG
TPOYEULIOUEVTG CVPLYYOG BPIoKOVTOL GTO TEAOG OVTOV TOL PVAAOL 0dN YLDV ¥pNiong (BA. Tapdypago “7.
ITAnpoeopieg mpaypatomroinong g éveong povot cag”). H Bepaneia tg acbéveldc coc, ®otdc0
omoLtel 6TEVH Kol 6Ta0EPT) CLVEPYACIX LIE TOV YIOTPO GG,

Ka0e mpoyepiopévn oopryya mpoopiletar yio pio povo ypnon.

Eév ypnowomonjcere peyarvtepn 666m Eporatio amd tnv kavovikn

Mnv av&dvete T d66M TOL GOG EXEL dOMGEL 0 YTpOGS. Edv miotevete 0T £yeTe Kivel Eveon
peyorvtepnc tocottog Eporatio amd tnv Kavovikn, EMKOVeVIoTE pe Tov y1oTpd coc. Eivat aniboavo
va glvat coPapd. AkOun Kot 6 TOAD LYNAG enineda aipaTog, oev £xel mapatnpnel kavéva cOUTTONO

dnAntmpiaonc.

Edv Eeydoete va ypnopomonjcere o Eporatio
Edv Egydoate pia €veon, N Tpote PKpOTEPT OGN, EVILEPDGTE TOV Y1OTPO G MV KAveTe duTAn
0001 €veong Yo VO AVATTANPMGETE T1) 0001 oL EEXACATE.

Eav stapaticste va ypnoiponoteite To Eporatio
[pwv SrakdyeTE TN ¥PNHON CLTOV TOV PAPUAKOV, EVIUEPDGTE TOV YIATPO GOGC.

Edv éxete meplocdtepeg EpMTNCELG GYETIKA LLE T YPNOT AVTOV TOL PAPUAKOV, POTHGTE TOV YATPO,
TOV QUPHOKOTOL0 1] TOV VOGOKOLO GOLC.

4, MBavég avemBOUNTES EVEPYELEG

Onmg 0Aa 0. pApLOKA, £TOL KOL QVTO TO PAPLOKO UTOPEL VoL TPOKAAEGEL AVETIOVUNTEG EVEPYELES, OV
Kot 6gv TOPOVGSLALOVTAL GE OAOVG TOVG AVEPMOTOLG.

Yopapég avemOOUNTES EVEPYELES:

- YoBoapd avEnpévn aptnplokn mieon:
e MEPIMTMOOT TOL TAPOVGLAGETE TOVOKEPAAOVG, Wdtaitepa av givar arpvidiol, o&eic
TOVOKEPOAOL OLO1ALOVTEG LLE MHKpOVia, GVYYVOT|, SloTapayES TNG OMIAlaG, aoTdbstlo ot
Badion, omacuovg 1 opvIdieg CLOTAGELC, EVUEPMDOTE AUESH TOV YIUTPO GOC. AvTd pmopel va,
givar onueio kamowog cofapng adénong g apTPLaKng cag mieong (cuyvn oe acBeveic e
XPOVIO veQPIKN avendpkela, propel va ennpedost éog 1 ota 10 dtopa), axoun kot étav 1 wieon
oag eivar cuvnOmg KavoviKi N Yo unAn. ATOLTEL GUEST] AVTILETOMTION

- Alepyicéc avTidpaoelc:
"Eyxovv avaeepbei oadldhepyikég avtidpacelg 6mwme eEAvON Lo Tov dEPUATOG, SIOYKMOUEVEG
OEPLOTIKEG TTEPLOYES TOV ERPAVILOVY KVNGUO KOl GOPapEg AALEPYIKES OVTIOPACELS [E advvauia,
TTOGN NG OPTNPLUKNG TTiEGNC, SLOKOAIN GTNV AVATVOT Kot 01010l TPOGMTOV ([T YVOOTH, N
ouyvoTNTO dgV pmopel va exTiunOel pe Baon ta dbéoya dedopéva). Eav miotevete ot éxete
AVTOV TOV TOTTO OVTIOPACT|G, TPEMEL VO SIOKOWYETE TIG EVEGELG 6ag e Eporatio kat va {nthoete
dpeomn otpikn Pondeta.
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- Yofapd depuatikd e&ovonuato:
Katd ) Bepaneia pe emoetiveg £xovv avapepbei cofapd depuatikd eSavonquata, petaéd tov
omoiwv cOvdpopo Stevens-Johnson kot To&ikn emdepuikn vekpoivor). Ta eavOnpata ovtd
UTOpEL VO EPPAVIGTOVV (G KOKKIVOTE GNUAS10 TOV HOlA{oVV te TOAVKVKAIKODS GTOYOVE 1)
KUKMKEG TAAKEG TNV TTEPLOYT TOV KOPUOV, GUYVE LE PAVKTOIVEG GTO KEVIPO, ATOPOAIODGCT) TOV
OEPOTOC, EAKT OTO GTOLO, GTOV PAPLYYO, GT| LOTI), T YEVVNTIKA OPYOVO KOl GTOVG
opBoApobc, Ta omoia pmopel va EKONADOVOVTOL PHETH aO TLPETO Kol YPU®ON cvupntdpato. Edv
EUPAVICETE OVTA TO CUUTTMOUOTO GTAHOTNOTE TN (P o1 Tov Eporatio kot emkovwviote pe Tov
ywtpo cog 1 avalntiote dpeca wrpikn Ponfewa. BAéne eniong mopdypagpo 2.

Mmopei va. ViDGETE TIG TUPAKATO TPOSOETES avemOOUNTES EVEPYELES:

Yuyvéc (umopel va emnpedcovy émc 1 ota 10 droua)

- [Movoképaiog,

- Yynmin aptnplokn mieon,

- Svuntdpoto Tpocopotdiovia Le T Ypinr, OT®S TPeTdS, plyos, aichnon advvapicg, KOT®on,

- AgppoTiKég avTIOPACELS, OTTMG eEAVON LA, KVYNOLOG 1 OVTIOPACELS YOP® OO TO GNUELD TNG
éveong.

Yuyvi og acbeveic pe ypovia veopikn overdpkeo (umopel va emnpedoet £oc 1 ota 10 dtoua)
- ®popfot aipatog 6TV apTnploPAePiKn emkowvmvia o 0c0gveig mov vrofdArovtol og
OLOSOALOT).

Yvyvn og ocbeveic pe kapkivo (uropei vo ernpedostl éoc 1 ota 10 droua)
- [16voc o115 apBpodoeic.

Mn yvooti og acOeveic pe ypdvia veopikn averdpkela (n cvyvotnta ogv umopel va ektiundei pe Bdon

ta dwbéoiua dedouéva)

- "Exovv avaeepbel ToAD omdvia TEPIMTOCELS P0G KATAGTOOTG oL ovoudletol Apyng ATiacia
g EpvBpdg Zepdc (PRCA). H katdotoon PRCA onpaivel 011 10 cOUo GTARATE 1) LEWDVEL TV
TaPUyyn pLOpoKLTTAP®V, TPdyra To onoio Tpokaiel coPapn avouic. Edv o yiatpog cag
vroyidleton 1 emPePfaidvel OTL ELPAVIGOTE ALTAV TNV KATAGTAON, OEV EMTPENETAL VL AGPETE
Eporatio 1| GAAN emoetivn.

Mn yvooti og acOeveic pue kapkivo (n cuyvotnta dev uropei vo exktundei pe Baon ta dwbécua

dedouéva)
- ®popPepporikd enelcodia, T.y. avENCN TG TENS TOV AiOTOG.

Ava@Qopa avemOouNTOV EVEPYELDOV

Edv mapatnpnoete kdmola avemBountn evépyeia, EVIIEPMOTE TOV YIALTPO, TOV POPLOKOTOLO 1 TOV/TNV
VOGOKOWO GaG. AVTO oYVEL KOt Y10 KGOe Thavi avemBountr evEPYELD TOL OEV AVOPEPETOL GTO TOPOV
@OAAO 0ONYLDV Ypriong. Mmopeite emiong va avapépete avemBounteg evépyeteg omevdeiag, LEGm ToV
€Bvikod cuoTpaTog avaeopds Tov avaypaeetol oto [apdptnua V. Méom g avapopdc
avemBOUNTOV EVEPYEIDV PUTOPEiTE VO PonBNoETE GTN GLALOYT| TEPIGGATEPOV TANPOPOPLOV GYETIKA
LE TNV 0CPAUAELN TOV TOPOVTOG PUPIAKOV.

5. IIog va puidseserar To Eporatio

To @appako ovtd TPETEL VO UAACCETAL GE IEPN TTOV gV TO PAETOVV Kot HgV TO POAVOVV TO, TOLOAL.
Na un ypnoyonoleite qvtd T0 PAPHOKO UETE TNV NUEpOUNVia. ANENS TOV avaEEPETIL 6TO EEMTEPTKO
KOVTL Kot 6TV TTpoyepIGEVT avptyya petd v EXP. H nuepounvia Aénc eivar ) televtaio nuépa
TOV UNVO TTOL OVOQEPETOL EKEL.

duvrdooete og yoyeio (2°C — 8°C).
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Mnv KatoyoyeTe.
DuAdcoeTe TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOGTATEVETAL OO TO PG,

Mropeite va apapécete to Eporatio amd to yoyeio kot va to amobnkevoete o Oeprokpacio oyl mbvo
amo 25°C yo o pepovopévn tepiodo péxpt 7 nuéEpes, ympic va vrepPaivete v nuepounvia Anéng.
MOMG apap€oeTe TO PAPLOKO GG ATd TO WYLYEIO TPETEL VAL TO YPTOLUOTOCETE EVTOG QLTINS TNG
TEPLOJOL 1| TPEMEL VO, ATOPPLPOEL.

Na un xpnoonoleite qvtd T0 PAPIOKO EAV TOPATNPNOETE OTL Eivar BOAO 1| VITAPYOVY GOUATIOW
péoca 6g aTo.

Mnv metdite @APUAKOA GTO VEPD TNG OMOYETELONG 1| GTA OKLOK(A aroppippota. Potiote tov
(QOPLOKOTOLO GOG Y10, TO MG VO TETAEETE TAL PAPUAKO TTOV OEV YPTCILOTOLEITE T AvTd T péTpa Oa
BonBncovv oty Tpoctacia tov TePPaAiovtog.

6. Iepreydpevo TG 6VOKEVAGIOG KO LOUTEG TANPOPOPIEg

T nepréyer To Eporatio

- H dpaoctikn ovoia sivoun gmogtivn Ota:
Eporatio 1.000 1U/0,5 ml: Mia npoyepouévn ovpryyo mepiéyet 1.000 Aebveic Movadeg (AM)
(1U) (8,3 pikpoypappdpia) erostivig Ofta o 0,5 ml evésiuo didAvpa Tov avtiotoyel oe
2.000 IU (16,7 pikpoypopudpio) ové ml.
Eporatio 2.000 1U/0,5 ml: Mia npoyepouévn ovpryyo mepiéyet 2.000 Aebveic Movadeg (AM)
(1U) (16,7 pikpoypapudpia) enoetivng 6Mta og 0,5 ml evéoipo S1GAVUO TTOV AVTIGTOUEL GE
4.000 IU (33,3 pikpoypapudpia) avd ml.
Eporatio 3.000 1U/0,5 ml: Mia wpoyepouévn ovpryyo mepiéyet 3.000 Aebveic Movadeg (AM)
(1U) (25 pikpoypapudpia) eroetivng Onta o€ 0,5 ml evéoipo SV TOV AVTIGTOEL G
6.000 U (50 pikpoypoupdpia) ové ml.
Eporatio 4.000 1U/0,5 ml: Mia npoyepouévn ovpryyo mepiéyet 4.000 Aebveic Movadeg (AM)
(1U) (33,3 pkpoypapudpia) enoetivng 6nto og 0,5 Ml evéoipo S1GAVUO TTOV AVTIGTOEL GE
8.000 IU (66,7 pwikpoypapudpia) avé ml.
Eporatio 5.000 1U/0,5 ml: Mia npoyepouévn ovpryyo mepiéyet 5.000 Aebveic Movadeg (AM)
(1U) (41,7 pkpoypapudpia) eroetivng Onto og 0,5 ml evécipo S1GAVLO TTOV AVTIGTOEL GE
10.000 1U (83,3 pixpoypappdpio) ava ml.
Eporatio 10.000 1U/1 ml: Mia npoygpuouévn ovpryya mepiéyet 10.000 Aebveic Movadeg (AM)
(IU) (83,3 pwixpoypapudpia) exoetivng 0nta o 1 ml evéoipo StGAvpo TOL AVTIGTOLKEL GE
10.000 U (83,3 pixpoypappdpia) ava ml.
Eporatio 20.000 1U/1 ml: Mia npoyepuouévn ovpryya mepiéyet 20.000 Aebveic Movadeg (AM)
(1U) (166,7 pxpoypapudpio) erostivig Onta oe 1 ml evéoiuo didAvua mov avtictotyel oe
20.000 1U (166,7 pikpoypapudpia) avé ml.
Eporatio 30.000 1U/1 ml: Mia npoyepuouévn ovpryya mepiéyet 30.000 Aebveic Movadeg (AM)
(1U) (250 pikpoypappdpia) emogtivng Ota o 1 ml gvéoiuo didhvpa Tov avTicTOlKEL 08
30.000 1U (250 pikpoypopuudpia) ové ml.

- Ta @GAAa cvotoTikd gival 61Evudpo S160EIV0 POGPOPIKO VATPLO, YAmPLovY0o VATPLO,
moAvcopPiko 20, TpopeTaoAn, VEPoYA®PIKO o0& (6 M) (yia pvBuion tov pH) kot Vdwp Yo
EVEGLLOL.

Epgavion tov Eporatio ko mepieyopevo g 6vokevociog
To Eporatio givat éva dtowyég ko dypopo evésipo dStdAvpa o pio tpoyspiopévn cvptyya pali pe o
Beldvn cvpryyos.

Eporatio 1.000 1U/0,5 ml, Eporatio 2.000 1U/0,5 ml, Eporatio 3.000 1U/0,5 ml, Eporatio

4.000 1U/0,5 ml ko Eporatio 5.000 1U/0,5 ml: KaOe mpoyepiouévn copryyo mepiéyet 0,5 ml Sidlopo.
2V0oKELOGIEC 6 TPOYEUGLEV®Y GUPTYYOV 6 TPOYEUICUEVOV cLPiyY®V e PEAdVN ac@aAeiog 1

6 TPOYEUIOUEVOV CUPIYY®V [LE CLGKELT] UCPOAELNG.
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Eporatio 10.000 1U/1 ml, Eporatio 20.000 1U/1 ml ko Eporatio 30.000 1U/1 ml: KéBe npoyepuopévn
ovpryya mepiéyel 1 ml diddlopa. Zvokevoocieg 1, 4 Kot 6 Tpoyepopuévov cupiyyov: 1, 4 kot

6 Tpoyepopuévov cupiyyov e BeAdvn aceareiogn 1, 4 Kot 6 TPOYEUGUEVOV GUPLYY®V HE GUGKELN
aoPaAEing.

Mmropei va pnv Kokho@opobv OAEG Ol CUGKEVAGIEC.

Kéroyog Adsrog Kvkrhogopiag
ratiopharm GmbH
Graf-Arco-Strale 3

89079 Ulm

Teppovia

epoackevactig
Merckle GmbH
Graf-Arco-Strale 3
89079 Ulm
Teppovia

[No omoladnmote TANPOPOPia. GYETIKE [LE TO TAPOV POPUAKELTIKO TPOTOV, TOPpUKaAEIcOE val
angvBouvbeite otov Tomikd avtimpdommo tov Katdyov g Adetag Kvukhopopiag:

Belgié/Belgique/Belgien Lietuva
Teva Pharma Belgium N.V./S.A./AG UAB Teva Baltics
Tél/Tel: +32 38207373 Tel: +370 52660203
Bouarapus Luxembourg/Luxemburg
Tepa ®apma EAJT ratiopharm GmbH
Tem: +359 24899585 Allemagne/Deutschland

Teél/Tel: +49 73140202
Ceska republika Magyarorszag
Teva Pharmaceuticals CR, s.r.o0. Teva Gyogyszergyar Zrt.
Tel: +420 251007111 Tel: +36 12886400
Danmark Malta
Teva Denmark A/S Teva Pharmaceuticals Ireland
TIf: +45 44985511 L-Irlanda

Tel: +44 2075407117
Deutschland Nederland
ratiopharm GmbH Teva Nederland B.V.
Tel: +49 73140202 Tel: +31 8000228400
Eesti Norge
UAB Teva Baltics Eesti filiaal Teva Norway AS
Tel: +372 6610801 TIf: +47 66775590
E\ada Osterreich
TEVA HELLAS A.E. ratiopharm Arzneimittel Vertriebs-GmbH
TnA: +30 2118805000 Tel: +43 1970070
Espafia Polska
Teva Pharma, S.L.U. Teva Pharmaceuticals Polska Sp. z 0.0.
Tel: +34 913873280 Tel: +48 223459300

64



France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Portugal

ratiopharm - Comércio e Industria de Produtos

Farmacéuticos, Lda.
Tel: +351 214248000

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Kvbzpog Sverige

TEVA HELLAS A.E. Teva Sweden AB

EAGda Tel: +46 42121100

TnA: +30 2118805000

Latvija United Kingdom (Northern Ireland)
UAB Teva Baltics filiale Latvija Teva Pharmaceuticals Ireland

Tel: +371 67323666 Ireland
Tel: +44 2075407117
To mapév pvALo 0dNYLOV YprioNg avadewpOnke Y10 TELEVTAIN POPE GTIG

Aemtopepeic TANpopopieg Yia To edpoko avtd sivar dtabéctueg otov diktvakd TOTo Tov Evpmmaikon
Opyavicpod Gopudxkov: http://www.ema.europa.eu.

7. IIinpogopicg Tpaypatomoinong g Eveong povol 6og

AVt 1 Tapaypapog TEPLEXEL TANPOPOPIES Vi TO TG Ha yopNyNGETE GTOV €0LTO GOG pia Eveon
Eporatio k1o and 1o d0épua. Eivar onuavtikd va puny entyelpioete va KAvete udvol Gog tnv Eveon,
7P va, AAPete g0k eKmaiidoevoT amd Tov YiuTpo Gog 1) T vosokopa. Edv dev eiote oiyovpot yua 1o
TAOC YOpMNYELTAL ] EVECT] GTOV EAVTO GOC, 1) EAV EYETE OTOIEGONTOTE EPMTNCELS, TAPUKOUAD {NTNHOTE
Bonbela amd o ylaTpd GO 1 T VOCOKOLO.

og ypnowonoreitar To Eporatio
Oa TPEMEL VaL YOPTYNOETE TNV £VEGT] GTOV EAVTO GO GTOV 10TO OKPIPDS KAT® 0md To déppa. AvTo
€lval Yv@GoTO ¢ VIOdOP1a EVEDT).

E&omionoég mov yperalecte

T va yopnynoete 61ov €0vTO GOG L £VEST] GTOV 16TO KATM amd T0 dépLLa, Ba ypelaoTeite:

- uio Tpoyepopévn cvptyyoe Eporatio,

- Boppdxt eUTOTIGUEVO [LE OVOTVEL L,

- éva Koppdtt emdéopov yalag N pio amootelpopévn yala,

- évav TePEKTN PEAOV@OV (TAOGTIKOG TTEPIEKTNG OV JATIOETOL 0T TO VOGOKOUELD 1) TO
(QOPUOKEID) MOTE VO UTOPEITE VO OTOPPIYETE UE ACPAAELD, TIC YPNCIULOTOMUEVES GUPLYYES.
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T pémer va kKAvete Py amd TNV £veEST] Gog

1.
2.

3.

10.

11.

[éapte pio koywédn pe pia Tpoyepiopévn cuplyya omd To Yoyeio.

AvoiEte Vv KoyEA Kot ByGAte TNV TPOYEUIGUEVT] GUPLYYO Kot TOV TEPEKTN Perdvag EEm amd
TNV KOWEAT. M1 onkdGETE TNV TPOYEUGUEVT] GUPLYYA 0O TO EUPOAO 1] TO KAALUUA TNG HOTNG.
EXéyEte v nuepopmvia ANENG otnv eTkéta g Tpoyepcuévng ovptyyos (EXP). Mnv
YPTCULOTOIGETE EAV 1) NUEPOUNVID EYEL TEPATEL TNV TEAELTAIO UEPO TOV PNV TTOV
avaypOAPETOL.

EXéyEte v gpodvion tov Eporatio. [Ipénet va givat éva Stavyég kat dypopo vypd. Edv mepiéyet
copatiow 1 eivat BoAd, dev TPEMEL VA, TO YPTCLOTOU|CETE.

Yrdpyet £va T 6TO TEAOG TOL TEPLEKTN TNG PELOVOC. ZTAGTE TO CNUEIOUEVO GOEPAYIGLLOL KO
agapéote to Tdpo (PA. eiova 1).

Aogapéote To KGAvupa TG LOTNG omd TV TpoyeouEVn cvptyya (BA. ewkova 2).

[Ipocapuocte ™ Perdva ot cOptyya (PA. ewcova 3). Mnv aparpéoete 1o KAALUUIO TNG BELOVOC
o€ LTV TN PAoT).

[Mao o avetn yopynon €veongs, APnoTE TNV TPOYEUICUEVT GUPLYYQ VO TACEL GE Beppokpacia
douatiov yuo 30 Aentd (6L v amd 25 °C) 1 KpOTHOTE TNV TPOYELUGHEVT GUPLYYO ATOAL GTO
yéplo oag yio pepikd Aentd. My (eotaivete to Eporatio pe kavévay GAiov Tpodmo (. unv 1o
Ceotaivete og £va POVPVO PKPOKLUATOV 1 6€ (EGTO VEPO).

Mnv omopaxpOveTe To KAALUPO TNG BEAOVAG Ad T GUPLYYa £®G OTOL Vo, €iGTE ETOLOL VAL
KAveTE TNV EVEOT).

Bpeite éva aveto, kald poticuévo onueio. Tomobetnote oTidNmOTE PNOPEL VAL YPELOCTEITE O
gvkoAn TpocPaot (Tnv Tpoyepicpévn cOpryyo Eporatio, éva Bappdxt epmotiopévo pe
owomvevpa, éva koppdtt yalo emdEciov N pio anootelpopévn yalo Kol ToV TEPEKTN
GLALOYNG PErOVOV).

Ildvte ta yépia 6ag cyolactikd.

= f:mummu»' %‘}

.,‘\.

g 00 TpocTopndoete TNV £VEGT) 0OG
[Ipwv va kGvete otov €avtd cag pia éveon Eporatio, Tpémetl va KAVETE TOL TOPOKATO:

1.

Kpatiote tn oupryya Kot apapéste amoAd To KOAVUUA oo T BEAOVA Y®pPig TEPIGTPOOT.
Tpapr&re kat' evbeiav Omwg paivetar oty gioéva 4. Mnv akovundte tn Berdva 1 méCeTe TO
éuporo.
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oa ks

Mmopei va TapatnpNoETE LKPEC PUOUAIDEG AEPO GTNV TPOYEUIGUEVT cVOptyya. Edv vrdpyovv
QLOAAIDEG BEPQ, KOVVIOTE ATOAN T GUPLYYO UE T dAYTVAL GOG £ OTOL Va ovEBOUVV o1
QLOOAIDEG AEPO GTNV KOPLON TNG GVPLYYaS. Me Tn ovptyya va delyvel Tpog ta Tivom,
amofaiiete OA0 TOV aépa omd TN cHPLYYo wBmvTag To EUPOoAo apyd TPOg To TAVE.

H ocbdpryya éxet pia KAipoka otov kKOAvOpo tng. [Tiéote to éuforo endvm otov apBpo (IU) g
oVPLYYOG OV avTioTol el oTn d6om Tov Eporatio mov Gog cuvtayoypaence o YaTpog Gag.
EXéyEte maM, yio va Peforwbeite 611 Ppicketan 1 cwotn d6on Tov Eporatio otn chpryyo.
Topa propeite va ¥pMCLLOTOMGETE TNV TPOYEUIGUEVT] GVPLYYOL.

Ilov 0o wpémer va kAveTe TNV éveo] 60G
Ta wo KatdAAnio onpeio yio vo EpOpUOGETE TV £VEGT GTOV E0VTO GOG Elvatl:

N Qv TEPLOYT TOV UNPAV GOG,
1N KOWd, EKTOG amd TNV TEPLOYN YOP® OO TOV OUQOAOD, (PA. TIG YKPL TEPLOYES TNV EKOVA S).

Edv cog kavel kdmolog GAlog tnVv €veor], Umopel emiong va ypnoiporombei o wicw pépog Kot n
TAELPA TOV AVD TUNUOTOG TV Bpoydvev cog (BA. TIg YKpL TEPLOYEG TNV €1KOVA, 6).

Eivar kadvtepa va odrhalete to onpeio £veong kdbe nuépa, yio va omo@OYeTe TOV Kivouvo SEPUOTIKNAG
avTidpoomng 6€ 0TO0dNTOTE OTElD.
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IHog 00 kaveTe TNV éveEoT GTOV EXVTO GOG

1.

o s

AmoAvpdvete To onpeio £veong 6To dEPH XPTCULOTOIDVTOG £VO. PUUBAKL [LE OTVOTVELLOL KOl
VOO KOOTE TO OEPLO LETAED TOL avTiyelpa Kol Tov OgikTn cag ympic vo, To miéoete (PAEre
gwova 7).

[Méote v Perdva Teleing péca 610 dEpU OTMG Gag £d€1EE 0 YlaTpdg Ny 1 voookopa cag. H
yovio petadd g cLPLYYOS Kot TOV SEPUATOG OV TPEMEL VoL Vol TOAD pikpn (TovAdyiotov 45°,
BA. ewcdva. 8).

Kdvete tnv éveon 1ov vYpol GToV 16TO APy KoL OLOIOLOPPO, KPOTOVTUG TO OEPUN GOC TAVTOTE
OVOLCTIK®OULEVO.

Metd v éveon tov vypov, agalpéate TNV Peddva Kot aprote eEAeVBEPO TO dEPLL GOG.

[Tiéote v meproyn g veong pe £va KOUPIATL EMOESUOV YALag N Hiog amooTeElp@UEVNS YaLag
Yo 0PKETA dEVLTEPOLETTOL.
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6. Xprnowonoote kdbe cuptyya pHovo yia pio Eveor. Mn ypnowonoteite Eporatio, To omoio £xet
mopapeivel oTn cvpryyo.
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Oupnlsite
Edv éxete omoradnmote mpofANHOTO, TAPOKAAD POTAGTE TOV YIATPO GOC 1} TN VOCOKOUA yio forfeia
Kot KaBodynon.

Anoppuyn LPNOILUOTOUPEVOV GUPTYYOV
Mn Eavatomobeteite To KAAVUUO OTIC YPNCIUOTOMUEVES BEAOVEC.

- TomoBethoTE TIG YPNOUOTOMNUEVES GVUPLYYES GTOV TTEPLEKTT GVAAOYNG PEAOVOV KO PLAGETE
aVTOV TOV TEPIEKTN € BEoM oL dev PAEmOVV Kat dev Tpoceyyilovv TaIdId.

- Amoppiyte TOV YEUATO TEPIEKTN GLALOYNG BEAOVMV GOUP@VO e TIG 0dNYiES TOV Y1OTPOD, TOV
(POPULOKOTOL0V 1| TNG VOGOKOLOG,

- Mn Bédete mOTE TIG (PN OUOTOMUEVES GUPLYYES GTOVG KAGOLG LLE TO KOVOVIK(G OmOpPitpaTo, ToV
OTITION GG,

1. IIAnpogopicg Tpaypatomoinons Tng EVEcS HOvol 6og

AVt 1 TOPAYPaPOg TEPLEXEL TANPOPOPIES Vi TO TG Ha yOpNYNGETE GTOV E0LTO GOG Ui Eveon
Eporatio kdtw amd to déppa. Eivar onpoviikd va unv entyelpnoete va KAVETE LOVOL GOG TNV £VECT],
TP va, AAPETE E01KT EKTAIOEVOT 0Td TOV Y1I0TPO GOG 1) TN vocokopa. Eav dev eiote oiyovpot yia To
TG YOPMNYEITOL | EVECT] GTOV EAVTO GOGC, 1) EAV EYETE OTOIEGONTOTE EPMTNGELS, TAPUKAUAD {NTNHOTE
Bonfela amd To ylaTpd GOG 1) T VOCOKOO.

Hog ypnowponorcital to Eporatio
Ba TPENEL VO YOPNYNOETE TNV EVEGT GTOV £0VTO GG GTOV 10TO AKPIPDG KAT® 0md To dépua. Avtd
€lval YV@GTO G VITOdOPLa EVEDT).

E&omlonog mov yperaleote

IMoa va xopnynoete 6ToV €0VTO GOG LLio EVECT] GTOV 10TO KAT® 0o T0 0éppa, Oa ypelaoTeite:

= pia Tpoyeuouévn cvptyya Eporatio,

- Boppdt EUTOTIGUEVO [LE OVOTTVEL LA,

- £va KoppaTt emdéopon yalag N pio omootelpmpévn yala,

- &vay TEPLEKTN PEAOVAV (TAUGTIKOG TEPIEKTNG OV JATIOETOL AT TO VOGOKOUELD 1) TO
(QOPUOKEID) MGTE VO UTOPEITE VO OTOPPIYETE UE OIGPAAELD, TIC YPNCILOTOMUEVES GUPLYYES.

T Tpémel vo KAVETE TPLY a6 TNV £VEST] GO

1. [Tapte pio KoWEAN pe pio TPOYEMGHEVT] GUPLYYA 0Td TO YVYELO.

2. Avoi&te v KOWEAN KoL BYGATE TNV TPOYEUIGUEVT] GUPLYYO. KO T GoKOoVA0 PEAOvag EE® amd
TV KOWEAT. M1 onKOGETE TNV TPOYEMGUEVT] GUPLYYO OO TO EUPOAO 1 TO KAALUUA TNG LOTNG.

3. EXéyEte v nuepopmvia ANEng oty Tikéta TG TpoyELGHEVNG ovptyyas (EXP). Mnv
YPTOULOTIOIGETE EAV 1) NUEPOUNVID EYEL TEPAUCEL TNV TEAEVLTAIOL IUEPE TOV PUNVOL TTOV
VALY POPETOL.
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10.

11.

12.

EXéyEte v gpedvion tov Eporatio. [Ipémet va ivar €va doavyég kot dypmpo vypo. Edv mepiéyet
ocopoTidw 1 gival BoA0, dev TPETEL VAL TO YPTOLULOTOCETE.

Yrdpyovv mtephyla 6To TELOG TNG GOKOVANG TNG PeAdvag. Avoi&te T cakoOAw TG PeEAdVOS oTa
nrepvyla (PA. ewcova 1).

Apoipéate o KdAvppe e pHte oo T TpoyeouéVn cvpryyo (PA. eikova 2).

Ipocappdote t Perova otn cvpryyo (BA. eikova 3). My apaipécete to KaAvpupa g Pehovag
G€ QLT TN GAoT).

Metokiviote TNV aomido ac@aleiog HoKpld amd T BEAOVa Kol TPOG TOV KOAVOPO TNG GOPLYYOS.
H aonida aceareiog Oa tapapeivel otn BEon mov kabopilete (PA. ewdva 4)

TMa mo dvetn yopnynon Eveong, AQnGTE TNV TPOYEUGUEVT GOPLYYO VO, PTAGEL 6€ Bepokpacio
dopatiov yro 30 Aemtd (0)L mive amd 25 °C) 1| KPATHOTE TNV TPOYEUGUEVT] GUPLYYO OTOAG GTO
¥éplo. oag yio pepikd Aemtd. My (eotaivete to Eporatio pe kavévay GAAov tpdmo (1. unv to
Ceotaivete og €va @oVPVO PIKpoKLUAT®V 1| 6€ (EGTO vEPD).

Mny amopaKPOVETE TO KAAVULA TG BEAOVAG aTtd TN GVPLYYO £OC OTOL VA EI0TE ETOLLOL VOl
KAVETE TNV €VvEoT).

Bpeite éva dveto, kald eoticpévo onpeio. Torobetnote otidNmoTe LITopEl va, ypelaoTEiTE G
gVUKoAn TpocPaon (Tnv Tpoyepicpévn cOptyyo Eporatio, éva Bapfdit epmotiopévo pe
owomvevpa, £va KOUUATL YAl ETOEGHOV 1) L0 OTOCSTEPOUEVT YAl Kot TOV TEPLEKTN
GVAAOYNG BELOVOV).

IlYvte Ta yépia oag cyolaoctikd.

R E—
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P

M ®g B0 TPOETOLRAGETE TNV £VEGT] GG
[Ipwv va kGvete otov €avtd cag pia éveon Eporatio, Tpémetl va KAVETE TO TOPOKATO:

1.

Kpatnote ) ovpryya kot apoipéote omaid To KAAVLUO oo T PEAOVA Y®PIG TEPLETPODT.
Tpapné&re kat' evbeiav 6Twg paiveTar oty gwova 5. Mnv akovumdre tn Berdva 1 méECeTe TO
éuporo.

Mmropei va TapoatnpioeTe LIKPES PLCOASES AEP OTNV TPOYEUGUEVT cvptyya. Edv vapyovv
OLOOAIDEG BEPO, KOVVIOTE ATOAN TN GUPLYYO LE T OUYTVAN GOG £MG OTOL VoL avEBOVV oL
QLOOAIDEG AEPO TNV KOPLON TNG cVPLYYas. Me Tn ovptyya va delyvel Tpog Tt Tivom,
amoPaiiete OAO TOV aépa 0md TN cHPLYYR WO®VTAG TO ERPOAO apyd TPOG TO TAV®.

H ovpryya €xet pia khipaxo otov kOAWOpo te. [litote 10 €pPolro emdve atov apBud (IU) tng
oLPLYYaS oL avTioTol el otn d6om Tov Eporatio Tov cog cuvtayoypaence o Yiatpog Gog.
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- TomoBetn|oTE TIG YPNOUOTOMUEVEG GOPLYYES GTOV TEPLEKTT GVAAOYNG PELOVAV KO PUAGETE
aVTOV TOV TEPIEKTT 6€ BEoM oL dev PAEmOVY Ko dev Tpoceyyilovv TaIdLd.

- Amoppiyte TOV YEUATO TEPIEKTN GLALOYNG BEAOVOV GOUP@VO LE TIG 0ONYiES TOV Y10.TPOD, TOV
(POPLOKOTOLOV 1 TNG VOGOKOLOG.

- Mn BaAiete TOTE TIC ¥PNOUYLOTOMUEVES GUPLYYEG GTOVG KAGOLG LLE TO KOVOVIKG OOPPILLATO, TOV
OTITIOV GOG.

1. I pogopicg mpaypaTomoineng TG £veong Hovol 6ag

AVt 1 TapAypapOg TEPLEXEL TANPOPOPIES Vi TO TG Bat yOPNYNOETE GTOV E0LTO GOG Lin Eveon
Eporatio kdtw and to déppa. Eivar onpaviikd va unv emyelpnoete va KAVETE LOVOL GOG TNV £VECT,
TP va, AAPeTe e01KT EKTAIdEVOT 0d TOV YoTpO GOG 1) T voookopa. Eav dev eiote oiyovpot yio To
TTAG YOPMYELTOL ] EVECT] GTOV EAVTO GOGC, 1) AV EYETE OTOIEGONTOTE EPMTNCELS, TAPUKAAD {NTNHOTE
BonBela amd o yloTpd GOG 1) T VOGOKOUA.

IMog ypnowomoreitar To Eporatio
®o TPETEL VO, YOPMYNOETE TNV EVEGT GTOV EAVTO GOG GTOV 16TO OKPIPMG KAT® 0md TO dEPUa. AVTO
glval yvoot1d ®g voddpia Eveon.

E&omhonog mov yperaleote

IMoa va yopnynoete 6Tov €0VTO GOG LLio EVECT] GTOV 10TO KAT® 0o To d€ppa, Ba ypelaoteite:
= pia Tpoyepopévn cvptyya Eporatio,

- Boappdit EUTOTIGUEVO [LE OVOTTVEL LD,

- €va KOPPATL emdéopon yalag 1 pio arootelpmpuévn yala.

T TpémEL Vo, KAVETE TPV OO TNV EVEGT] GOG

1. [Mapte pio kowéAn pe pio Tpoyepropévn cvpLyya ard To YoYEio.

2. AvoiEte TV KOWEA Ko BYGATE TNV TPOYEUIGUEVT] GUPLYYO KOl TOV TEPEKTN BeAdvag EEm amd
TV KOWEAT. M1 onK®GETE TNV TPOYEMGUEVT] GUPLYYA OO TO EUPOAO 1) TO KAALULUA TG LOTNG.

3. EXéyEte v nuepopmvia ANENg otV Tkéta g Tpoyepcuévng ovptyyos (EXP). Mnv
YPNOULOTOGETE EAV 1) NUEPOUNVID EYEL TEPATEL TNV TEAELTAIO UEPO TOV PUNVOL TTOV

AVaYPOAPETOL.

4. EXéyEte v epodvion tov Eporatio. [Ipénet va givar €va dtavyég kot dypmpo vypd. Edv mepiéyet
ocopotidw 1 ivatl BoAd, dev TPETEL VAL TO YPTOLULOTOU|OETE.

5. Yrdpyet Eéva TdOUA 6TO TELOG TOL TEPLEKTN TNG PEAOVOG. ZNACTE TO CUEIOUEVO COPAYIGLLOL KO

apopéote To Topa (BA. ewdva 1).

6. A@apéote To KAALULO TG LOTNG OO TNV TPOYEMGHEVT cvpryya (BA. ekdva 2).

7. [Ipocappocte tn ferdva otn cOpryya (BA. ewova 3). Mnv agaipéoete To Kalvppa g BeAovag
G€ QLT TN GAoT.

8. INo mo dvetn yopnynon €veong, APNOTE TNV TPOYEUICUEVT] GVPLYYO VL PTACEL G Beprokpaciol
dopatiov yuo 30 Aemtd (0)L mive amd 25 °C) 1| KPATNOTE TNV TPOYEUGUEVT] GUPLYYO OTOAG GTO
¥éplo oag yio pepikd Aemtd. My (eotaivete to Eporatio pe kavévay GAAov Tpomo (1. unv to
(eotaivete o€ £va POVPVO IKPOKVUATOV 1 6€ (EGTO VEPO).

9. Mny omopaxpOVETE TO KAAVUPO TG BEAOVAG aTO T GUPLYYa £MG OTOL VO, EIGTE ETOLLOL VO
Kévete TV éveon.

10. Bpeite éva aveto, kald @oTIGHEVO onueio. TomobeTtnoTe 0,TIONTOTE UTOPEL VO YPEINCTEITE G
g0KkoAn TpocPaom (Tnv Tpoyeuicpévn cOpryyo Eporatio, éva fapfdkt epmotiouévo pe
oWOTVELHO Kot EVOL KOUUATL YAL0, ETOEGHOL 1) Hiol amocTelp@UéVN Yala).

11. Illvvte to yépia 6as GY0AAGTIK.
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