TEXNIKEZ MPOAIArPA®EZ

EMBOAIQN-AOAQMATQN T'lA THN AMO TOY XTOMATOZ ANOZOIMOIHZH TQN ArPIQN ZOQN

O mpounBeuTrg €ival utreuBuvog yia TNV TTPoUnBeIa, T TTapadoon, v amobrikeuar), Tov
€Neyxo, TNV ETMIBEWPNON Kal TNV PETAPOPA TWV ATIO TOU OTOUATOS AVTIAUGTIKWY EUPOAIWV-
doAwuaTWY OTIC {nToUWEVEG TTOOATNTEG, KOTA TNV TIEPIOBO €Qappoyng, Tou Ba eival 10
@BivoTwpo Tou 2013. O gupohiaouds Ba mpémel va TTpayyaTotoindei 10 XPoviko diaoTtnua
ueTagu ZemrtepPpiou — OkTwPpiou 2013.

EppoAiaopoi Twv alemoudwy Ba payuatotoinBouv katd 1o £€1o¢ 2013 o€ euPfaddv (apou
agaipebolv udaTiveg ETIPAVEIES, DPOUOI, KTipIO KOI KOTOIKNMEVES TTEPIOXEG) TTOU EKTIMATAI OTI

Ba eival TepiTou 60457 km2
H tukvoTnTa pigng Twv dodwpdatwv-eupoAiwy Ba eivar kard péao dpo 25 doAwuata ava km?.
O ap1Bu6g Twv doAdwpdatwy euoliou utrohoyiletal o€ 1.511.425 doAdwuara euBoAiou.

MpoUmoAoyilouevo  KOOTOC TPounBslac Twv  gUBoAiwv-0oAwudTwy: 1.057.997.5 (mAéov

O.MA.).

1) TexVIKEC ATTAITAOEIG

1.1 Texvikéc TpodIaypaES PBoAioU - BoAwPATOC

O MpopnBeuthc oeilel va uTToBAAAEI Ta TTOPAKATW dIKAIOAOYNTIKA / TTIOTOTTOINTIKA
KOTAOKEUAOTH), ATTOTEA AT DOKIMWY, EPYAOTNPIAKES EKBETEIC, ApXEIa EYYPAPAC KATT, WOTE
Va aTTOdEIEEl OTI CUPHOPPUWVETAI JE TO TTPOIGVTA, TTOU TIPOCPEPOVTAL.
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Mpodiaypa@ég TToU aTaITouvTal

1.1.1

EppoAio d6Awpa — Mapoxr eppoiiou (wvtavou e¢aaBevnuévou 100 NG AUCC G 1) (wvTavoU
avaouvouaouévou, TTou ekQPACEl TNV YAUKOTTPWTEIVN Tou 100 TG AUoTag, yia eYBOAIaCHO
Q176 70 OTOUO TWV AAETTOUdWV

To eyPOAIo dOAwpa TTpéTTel va eival aUPPwVO LE TN povoypagia No. 0746 «EupwTraikd
Hovoypagnua yia {wvrav, dia atdparog ePBOAI0 TNG AU AG yia TIG OAETTOUDES» TNG
European Pharmacopoeia, 1810iTepa 600V apopa Ta XOPAKTNPIOTIKA TOU GTEAEXOUG TOU 10U,
TNV avogoyovIKOTNTa Kal T pacTIKOTNTA, AANG KOl GUMQWVO e TIG 0dnyieg Tou WHO (2005).

To epPOMo — ddAwpa Tpétel €ite va diabéTel adela KukAoopiag atmd Tov EBvikS Opyavioud
Gapudkwy (EOD) eite kevtpikr Gdeia KUKAoQopiag aUp@wva pe Tov kavoviopo (EK) apib.
726/2004

To euPdAIo dOAwpa TTpéTTel va ammoTeAeiTal aé pia kdwouha fi éva GakOUAdKI, TTOU TTEPIEXEI
éva d1dAupa evdg avtIAuooikou eufoAiou Kpuppévo o€ Eva TEPiBANA, EAKUOTIKO yia TNV
aAetrou. To TrepiBAnua Tou SOAWPATOG TTPETTEI VO TIEPIEXEI TETPAKUKAIVN, WG PBI0dEIKTN
(Trepitrou 150 mg / ddAw).

O mrpounBeuTic TTPéTTel va TTapéxel Tekunpiwan Bacifduevn o€ TEIPAPATIKEG OOKIUES, TTOU VA
utrodnAwvouv 611 10 EUPROAIO Eival aoPaAES yia To €idog - aTOXO (evAAIKa Kal veapd {wa),
KOBW¢ Kal O€ W OTOXEUOUEVA €idn PeTd TV OTTO OTOUATOG EQAPMOYT TOU, N OTToia Ba TTPETTE!
Va ETTITUVATITETAI GTNV TTPOTPOPA TOU.
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1.1.6 | O16¢ 10U €pPoAiou Ba TTpéTrel va TrePIEXE! va  TTEPIOTOTEPOUG OTABEPOUG YEVETIKOUG DEIKTEC,
TIOU UTTOPET v XPNOIUOTTOIoUVTAl yia TN BIAKPION PETACU TwV OTEAEXWV TOU EPOAioU aTTo
GAa aTeAEXN Tou 100 TG Ao O AG.

1.1.7 | TaepPoAia- doAwpara TPETTEI va GEPOUV OPPAYIDdA WE IO EPPAvR TTPOEIBOTIOINON WS EEAC:
[Tlpogoxn!"]

[“avTI-AUCTIKO €UBOAIO]

+ éva Aoydtutro "unv ayyiete"

[ éva xép! va TrapaypageTal amo Eva KOKKIVO aTaupd]

+1mA.: 210-5212054 1 10 210-5212000 [ ap1BudS TNAEQWvOU aTn dIKAIOUXO XWPA, WOTE Va
ETTIKOIVWVIOOUV O TIEPITITWAT EKTAKTNG AvAyKNG 1 yia TTANPopopied]

1.1.8 | To eypoAio-ddAwpua Ba mpémel va givar Ikavo va aviéxel oe Bepuokpaaia TouldyioTov 40°C
y10 70 AiyOTEPO 4 OUVEXEIG NUEPES, XWPIG va XATEI TNV ApXIKA OTEPEA HOPPK) TOU KAl Xwpig va
ekTiBeTan n KGwouha Tou gUBOAIOU f TO CAKOUAGKI TOU OTO TTEPIBAAAOV.

1.1.9 | To eyPoAio-ddAwpua Ba TEETEN va gival IKavo va aviéxel aTnv Tpdokpouon OTo GUOIKO
£dagog, otav méael amd uwoueTpo TouhdyioTtov 100 pétpwy. O Avadoxog Ba rpémel va gépel
Ta amapaitnTa dikaioAoynTIKA TTOU va TTIGTOTIOI00V TO PEYIOTO ETTITPETTOMEVO UYWOG piyng yia
TOV TTPOTEIVOMEVO TUTTO €POAIOU. To TrepifAnua Tou doAwuaTog TPETEN va e€akoAouBei va
TEPIBAMEI TTARPWS TNV KAWoUAa eUBOAIO 1) TO QakeAdKI PETA TV KpoUan.

1.1.10 | H dogoloyia Tou gppoAliou oTo dOAwA TIPETTEI val Eival TOUAAXIOTOV EKA QPOPES TTEPITTOTEPN
a6 10 100% Tng TpoaTaTEUTIKAG dOGONG (OTTO AUTH TTOU TTEPIYPAPETAI ATTO TOV KATAOKEUAOTH)
yia TV aAeTToU.

1.1.11 | To eyPoAio-00Awpa TTpéel va ival Ikavd va diatnpei Eva TiTho  i0o 1) peyaAiTepo amod déka
@opéc NG 100% mpoaTareuTikig ddang yia v aAetrou, étav diarnpeital yia (TouhdyiaTov) 7
NUEPES o€ Pia aTaBepr Beppokpaaia Twv 25°C

1.1.12 | Amobrkeuon

H owoTh amoBikeuon uto wugn (+2 £wg +4°C) A kardyugn (-20°C) Twv eupoAiwv, avdloya
HE TIG 08nyieg Tou KaTaokeuaaTn, Ba Tpémel va Tapéxetal amd Tov MpounBeuth Yéxp! TNV
diavopn Tou gppoAiou amé agpog.

O TpocQépwy TTPETTEI VA TTAPEXEI TNV TTPOCPOPA TOU TTANPOPOPIES OXETIKA WE TOV TOTTO KAl
v d1eLBuvaT TG aTTOBAKEUDTG.

1.1.13 | H nuepounvia Aqeng Tou upoAiou TpEmel va givarl TouAdyioTov 12 Prveg ammd Thv nuepounvia
Tapadoang.

1.1.14 | Xpdvog mapédoong kai TANPwUAG Twv EUBoAiwv

H mapadoan Twv euBoAiwv Ba yivel ue TV utroypagn TS ZUBACNS T0 apyoTePO Ewg 6
zemrepPpiou 2013 mavToTe KATOTTIV GUVEVWONONG e TNV A/van Yyeiag Twv Zwwv Kal n
mAnpwyn Ba yivel perd v mapddoon kal Taparaph amd v Apuodia emITpoTA

1.2 H mpoogopd Ba TpEmel va gival CaQAg, WOTE Va EMTPEWEI OTNV EMITPOT agloAdynong
Va KAVEl EUKOAA oUyKpIon WETAEU Twv {nTnBEVTIWY TTPOdIaYPaPWY  Kal TWV TTPOdIaypapwy
TTOU TTPOTPEPOVTAL.

1.3 XapakmpIioTIKA Kal duvaTdTnTEG TTOU ATTOKAIVOUV TTO GUYKEKPIJEVEG  TEXVIKEG AUOEIG,
oTolxeia 1) agieg, ou divovtal OTIG TTPOdIAYPAPES ( EKTOC Kal av UTTEPBAiVOUV TIG OTTAITATEIC),
Aoyw TOU 1010iTEPOU OXEDIATUOU TOU TTPAYHATIKA TTPOTPEPOUEVOU TTPOIOVTOG, MTTOPOUV VA




yivouv ammodekTEG, @'600v N amaitoUuevn AeiroupyikdTnTa gival TOUAGXIOTOV I008UVOWN WE TIC
{nToupEvEG TTPOdIAYPAPES.

Mpoidvra f uTTpETicg, TTOU deV THPOUV TIG TEXVIKES TTPOdIaYPAPES, Ba aTroppiTITOVTAI

2) MapaAaBn Twv euBoliwy - doAwpdrwy

Ta eyBoMia - dodwpara Ba TapaAn@Bolv OTI eykaTaoTaoelg amobnkeuong Tou MpopunBeuti
oTn dIKAIoUX0 Xwpa, o€ Bepuokpacia kal ouvenkes, OTwe autég kaBopilovral amd Tov
TOPACKEUAOT Tou gpPoliou. Ta euBdhia TPETEI va GuOKeuddovTal o€ XOpToKIBWTIA A
OOKOUAEG OO TTOAUOTUPEVIO KOl EKTOG av OPidETal DIAQOPETIKA aTTd TOV KATAOKEUAOTH Twv
euBoAiwy, va diatnpolvTal o€ OKOTEIVO XWPO.

3) AmoBikeuon Twv euBoAiwY - SoAWUATWY

Ta eppohia - doAwpata TEETTEI va OTTOBNKEUOVTAl O WUYEIa-KATOWUKTEG £COTTAIOUEVA E
OUOKeUEG, Tou eival o€ Béon va kpatioouv ouveyr) kataypagry TG Bepupokpaciag
Touhdyiotov ava 15 Aemrtd 1) kai GAwv  Tapapétpwy, Tou  kaBopidovial amd Tov
KOTOAOKEUAOTN). Z€ TEPITITWAON ToU N Bepuokpaaia dlagépel mavw amd 2 Babuols amd Ta
TTpOTEIVOUEVA OpIa, va UTIApXel oUoTUa €190TToiNONG Twy UTTEUBUVWY aTroBrKeuang Twv
epBoAiwv dodwpdrwy. OAa Ta aToixeia Ba mpémel va gival diaBéaiya ae kGBe EAeyxo amo TIg
appOdIEG APXES TNG XWPAG.

Eykatraotaoeic  amobrkeuonc  €COTTAMIOUEVEG  E  TTOPOMOIEC OUOKEUEC  EAEyXOU NG
Beppokpaciag TPETTEl va UTTAPXOUV ETTIONG OTA 0EPOBPOHIA - TTEdia TTPOCYEiwaNG (PopTnya
Wwognc-katwuéng Me XwpnTikOTNTA ETOPKA yia TNV TO0OTNTA Twv OOAWUATWY, TTOU
QTTQITOUVTAI YIa pia YéEPQ, TOUAGYIOTOV O€ KGBE agpodpduIo-Tredio TTPooyEiwang).

4) Metagopd upoAiwv

Ta eppoAia - doAwuata Ba TpEmel va TTapadidovTal ek Twv TpoTépwy oTIG BEoeilg, dtTou Ba
@opTwOoUV OTa evdedelypéva ITTTapeva péoa, katdmv umddeitng tng Avong Yyeiag Twv
Zwwv. H petagopd Twv ePBoAiwy, amo TIG EYKOTACTACEI ATTOBAKEUTNS TTPOG TO AgpodPOuIa
-media mpooyeiwong, Ba TpETEl va yivel pe TN XpRon KatGAAnAwv @opTnywv wuing -
kaTdyung, ECOTTAIOMEVO e OUOKEUEG, TTOU €ival o€ BEoN va KPATACOUV CUVEXH Kataypagr
NG Bepuokpaaiag TouldyioTov ava 15 AetrTd, waoTe va diac@alioTei 6T diatnpouvial oTnv
kat@AANAn Bepuokpacia ouvtApnomg Toug, Xwpic SIakoT TG aAucidag wugng, Wéxpl va
@opTwBoUV oTa agpoakagn. Av yia otrolovdrmote Adyo, Ta doAwpara de dlavepovTal £wg TO
TEAOG Twv TITACEWV TNG Nuépag, TPETEI va EEQopTwvovTal amd Ta TITNTIKA PECA KAl va
amoBnketovtal €ite aToug -20°C, epodoov autd egakoouBolv va gival utd Karayuén, €ite o€
+1°C €wg +8°C av 6x1. QoT600, Ao TN OTIYW TTOU Ta amoyuyuéva doAwyara diatnpolval
otoug  +1°C éwg +8°C, mpémel va xpnoihotoiolvial 1o apyoTeEPO TNV €TOUEVN NUEPQ.
Ala@opeTik@ Ba guokeudlovtal katdAnAa, TTpo¢ atropuyn Kivduvou yia Tnv Anpdoia Yyeia,
kal Ba amootéNovTal aTnv Avabétouaa Apxr TTPOG KATaaTpoYr).

H mAARpNG Kataypa@r) Twv BEPUOKPATIWV PETAPOPAS Kal amoBAkeuans Twv doAwUATWY, TO00
oTIG eykaTaoTdoelc Tou MpounBeutr 600 kal oTa agpodpouia - media Tpooyeiwang, Ba
TpéTel va ival atn 81dBean T Avabétouaag Apxng.

5) EAeyxoc moidtnrag mpiv nv &eién Tou eUBoAiou




Ka&Be maptida Tou euPoliou Ba Tpémel va eheyxBei amd éva avefhptnto €pyaoTrpIo
eyyeypappévo atnv OCABR (Etrionun Apxn EAéyxou yia v ameAeuBépwan Twv TTapTidwv),
e k6aTog Tou MpounBeuth Kai va eykpiBei ammd Tnv apuodia eBvikh apxry. O MpounBeutic Ba
utrodAer otnv Avabétouca Apxf €va OGOKINOAOTIKO TTPOYPAUUA IO TOUG EAEYXOUG Kal TIG
dokipés péoa o 10 nuépeg amd v umoypagr, g ouuBaong kar amd Tic dUO TTAEUPEC.

6) EAeyyog mmoidtnTag yerd v deien kai mpiv atmé 1n diavour Tou eupoAiou

H AvaBétouoa Apxn Trpofaivel o€ derydatoAnyia g kaGBe TrapTidag euBoAiwy, YETa TV AQIL
TOUG OTIC EYKATAOTACEIG OTTOBAKEUONG KaI TTPIV TNV EVOEPIA DIAVOUR TOUG KAl O€ OTTOOTOAN
Twv Oelypdrwy  O€  EyKekpIPEVO epyaotipio yia emBefaiwon g diaripnong Tou
OTTQITOUMEVOU, OUUQWVA WE TOV KOTAOKEUAOTH, TiTAou €uPoAiakoU 10U oTo €uPdAio. Ze
TIEPITITWON W IKAVOTTOINTIKOU aTmoTeEAETATOS 0 MpounBeuTAG UTTOXPEOUTAI VO AVTIKATACTHOEI
ue dIkG Tou £¢oda evidg 10 nuepwy v TTPoPANuaTiKh TrapTida We véa Traptida gupoAiou , n
otroia Ba TUXeI Tou iBIoU EAEyXOU.

7) EuBlvn Avaddyou

O avdadoyog avahaupavel Tnv UTroXpEwan va eKTEAETEl TO 0UVOAO TOU £pyou GUUQWVA WE TA
TPOPAETTOEVO OTIC TeXVIKEG TTPOdIAYPAPEG TG Tapoudas OlakAnpueng, Tnv 1oxlouoa
vopoBeaia, Ti¢ uTrodeiteIc TNG avaBéToucag apxnS Kal TOUG KAVOVEG ETTICTAKNG KOl TEXVIKAG ME
0TOXO TN BEATIOTN EQappOYT| TOU £pyou, TNV ETTITEUEN TOU APIOTOU ATTOTEAEGUATOC JE TN WEYIOTN
duvary ac@akeia Tng Anpédoiag Yyeiag, ¢ Anupdoiag Teploudiag kal Zefacud Tou
MepiBaMovTog.

O avadoyog gubuvetal yia oTroI0dATIOTE aTUXNUA CUMPET KaTa 1/ €¢aiTiag NG aTmobrKkeuong,
dlakivnong Twv  eUPOoAiWV-O0AWUATWY yia TNV ac@dAsia Twv £PYACOPEVWY, KATOIKWY,
ETMOKETITWY, KABWS Kal yia TNV TpoaTadia Tng dnudalag uvyeiag, Tou epIBAMOVTOC Kal TG
dnudaoIag TEpIouaiag akdua Kal yia EAa@pd apéAela, KaBwg Kal yia Ta Tuxnpd.

Tov avadoyo eTRapUvouV dATTAVEG OXETIKEG HE ATTOLNUIWGCEIC YIa KOBE BETIKF Kal aTroBETIKA
(nuia, diaguydvta KEPDN Kal aTuxfuaTa OTO TTPOCWTTIKG TTou Ba amaoyoAnBei i BAGBES oTo
Anpéaoio i Tpita TPOOWTIA Kal YeVIKA SATTAVEG OXETIKEG e OTIBATTOTE TUXOV UTTOXPEWOE va
kataBaAel 10 Anuoaoio oe Tpitoug etautiag TN amoBrikeuong, dlakivnong Twv euBoAiwv-
doAwuaTWY.

Ma 10 okomod autd o avadoyog utroxpeoUtal va AdBel 6Aa Ta amapaitnta Pétpa yia v
ac@dAeia Tou TTpoowtiKoU Tou Ba amaoyoAnBei aTo €pyo, Twv TPITwv Kal TG dnUOCIAG
TIEPIOUTTOG KAl VO EQAPHOLEI OAEG TIG KeipEVES DIATAEEIS Kall TIG TIPOPBAEWEIS TNG BIAKNPULEWC.

O FEN. TPAMMATEAZ

M. KOPAZIAHZ







