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1. X& OUVEXEID QVWTEPW (OT) OXETIKAG OAC EVAUEPWVOUWME OTI, TTPOC
eCuTTNPETNON TWV ao@aAiopévwy, oto YTIEGA/MEA 1oxUel atrd 10 uiva Askéuppio
2013 n duvaroTrTa ouvtayoypdenong Kal EKTEAECNC cuvTaywy diunvne Bepatreiag
YIO QAPUAKEUTIKA OKEUAONATA, TTOU APOPOUV QOBEVEIC N OTABEPH) PAPHAKEUTIKNA
aywyn, kaBopiopévn amd €dikd latpd. O cuvrtayég dipnvng didpkeiac Ba
ekdidovral xeipdypapa oe piu evioAnp ABN, €T Tng otoiag o ouvtayoypdpwv
latp6g Ba avaypagel eukpivwg v €voeign “AIMHNH ©EPATIEIA" 1 “OEPATIEIA
AIMHNOY”, utroypd@ovtag kai BETovtag Tnv o@payida Tou €1 TNG £vdeigng. Ol
OUVTAYEG QUTEG evTOG TTEVTE (B) €pyadidwy nueEpWvV Ba BewpolvTal UTTOXPEWTIKA
ato eAeyKTh larpd, 0 otoiog Ba utraypappilel pe EyXpwuo oTuAd TNV €vOEIEN TNG
diunvng didpKelag. Ze TEPITITWON PN TAPNONGS GAWV TLV AVWTEPW, Ol CUVTAYESG Ba
QATTOPPITITOVTAI.

2. YmevBupifoupe OTi YEVIKOTEPA ITYXUOUV TO TTAPAKATW:

a. Me avwrépw (B) Ewg (€) OXETIKEG KABIOTATAI UTTOXPEWTIKA YIA TOUG
IaTPOUG N ouvtayoypapnon pe Baon tn O1eBvr) ovouacia Tng dpacTIKAG ouaiag
(Internationai Nonproprietary Name — INN), kaBwg €miong o1 €§aIpéoelc Kal n
duvartotnta amékAiong (PEK B 3057/18-11-2012). Emiong eivai uTTOXpeWTIKA N
avaypaer 1ng doooAoyiag.

B. Qi e1dikeudpevol laTpoi kal 1IB1aiTepa o1 UTTNPETOUVTEG 0 Movadeg NG
MA uTTOXPEOUVTAI VO OUVTAYOYPA@OUV WEXP! Eva euBaAdyio (1 xouTi/pdpuako) ot
ETTEIYyOUOEG TTEPITITWOEIG. AuvavTal SHwWG va cuvtayoypagoUlv Bepatreia unvog os
XPOVIOUG TTAOXCVTEG, EQOOOV UTTApXEl MNvwpdTteuon €1BIKod wg TTPOg TNV TTadnon
latpou, avriypago ¢ otoiag Ba ouvodelel Trv evioAr] ABN péxpt Tou opIoTIKoU
TNG EAEYXOU.

Y. Eidikeupévor latpoi ytropoiyv va cuvTayoypagrocouv @Aappaka GAANG
e1dikOTNTaG, HE TNV emMITALoV duvatotnta TG €kdoong “emmavaAauPBavouevng



2

ouvtayrig® Tpipnvng didpkelag (TPEIS ouvtayég), epdoov utrdpxel MvwpdTeuon
€151koU, KaTd Ta TTPORAETTOMEVA TNG TTPONYOUHEVNS TTApAyPAPOU.

3. EmimmAfov Twv TTapamdvw emmonuaivoupe Ta akdAouba:

a. Or ev evepyeia oTpaniwTikoi (UTTAE BIBAIGpia yia Tnv TA), 6TTwg
opideTal atrd 10 () OXETIKG, yIa TNV UYEIOVOUIKI/QAPHAKEUTIKI} TOUG TTEPiBaAyn Ba
TIPETTEI VA ATTEUBUVOVTAl UTTOXPEWTIKA 0€ ZTpaTIwTIKA Noookoueia, o€ TTEPITTTwoN
atrodedelypévng EAAeIYnG  aduvapiag autwy 1 Adyw Tng ev yével KATAOTAONG TOU
aoBevry, oe Anudola Noookopeia kal av autd dev eival e@IKTO yia Toug idloug
Abyoug, oe Noookopgia ayaBoepyoU TTpwToROUAIag 1 av dev UTTAPXEN KAl QUTH N
duvardrtnta 167¢ o€ IdiwTeg latpoug rp KAivikég. EGaipolvTal o1 TrepITTTWOEIG:

(1). 1diwTwv OdovridTtpwyv (eAeUBepn emAoyR) yia @dpuaka Tng
€101KOTNTAG TOUG.

(2). IdwTwv lNuvaikoAdywyv, étav oTnv TTEPIOXN TTOU UTTNPETEI TO
YUVQIKEIO OTPATIWTIKG TTPOOWTTIKG Oev UTTAPXEl ZTPpaTiwTIKO NOOOKOMEID 1} Oev
d1aB£Tel 10TPO YUVAIKOAOYO.

B. O latpoi uttoxpeouvtal va eAéyxouv 10 BIBAIGpIo voonAgiag (ABN)
KAl va dIaTTIoOTWVOUV EAV TO TTPOCWTTO TTOU TTPOCEPXETAI Yia eEETAON TAUTICETAI WE
ToV KATOX0 auToU Kal 6T1 UTTAPXE! N ACQAAIOTIKA IKavOTNTA.

Y.  OAol o1 EUTTAEKOHEVOI UTTOXPEOUVTAI OTNV THPNON Tou CUuvOAOU TNG
(PAPHAKEUTIKAG VOUOBETIOG TNG XWPAG KAl O€ TTEPITITWON KATACTPATAYNONS TNG
(T.X. uTTEpOUVTayOoypd®non, kateuBuvouevn ouvt/on, TTpokANTH {riTnon, dpvnon
eEutTNPETNONG QOQOAICHEVWY  KATT.) Ba akoAhouBouvtal o  TTPORAETTONEVEG
KUPWOEIG, UE TAUTOXPOVN EVNHEPWON TWV OIKEIWV ZUAAOYWV.

4. TapakaAouvtar oI OTTOOEKTEG TOU TIAPOVTOG OTPATIWTIKOI QPOPEIG va
EVNUEPWOOUV GAO TO OTPATIWTIKO TTPOCWTTIKG £uBUVNG TWV YIA T avaypapoueva
KQl Ol ETTIOTNUOVIKOI OUAAOYO! Ta HEAN TOUG.

3. YmeuBuvog xeipiotrg Bépatog opiletal o YTrydg (YP) Owudg — Mdapiog
MaTtBaiog (TnA. 210 7464546).
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MaveAArviog latpikdg ZUAAOYOG
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