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ErFKYKAIOZ

“Mpocapuoyr TWV anairoUPEVMV JIKAIOAOYNTIKWY
yia Tn xopnynon a) Adsiag Auvarorntag Eicaywyng kai

B) Adziag Eicaywyng ®appakeuTikoU MpoiovTog (eviiapeco f TEAIKO) TO
onoio npogpxeral and Tpitn Xwpa”. ZupnAnpwon — enikaiponoinon Tng un’
apiBy. 3160/14/1/2011 EykukAiou.

‘ExovTeg un’ oyiv:

1. Ta apBpa 40,41Tng K.Y.A. AYI'3(a)/01k.82161/12 (DEK 2374B"/24.08.2012 - avBpwniva).

2. Ta apbpa 44, 45 Tng K.Y.A. 282371/06 (PEK 731B"/16.06.2006 - KTnVIATPIKA).

3. Tnv un’ apB. 0-6/1n/21-1-2013 Andégaon Tou AZ/E.O.O.

4. Tnv un’ apiB.0-833/18n/6.10.2008 Anogaon A.Z./E.O.® dnugaum)&atponononfe( PEK
135B'/29.1.2009 MapapTtnua 16 kai KepaAaio 7)

5. Toapbpo 17, nap. 1, nap. 2 kai nap. 3 ™G K.Y.A. AYI3a/l.M.139307/05/06 (®EK
1098B'/10.08.2006) «nepi kaBopiopoU Tou UWOUC TwV TEAWV NMou npoBAEnovTal oTo
apBpo 48 Tou N.2519/97 (PEK A’ 165/97)>.

6. Tnv Ynoupyikp Anogacn AYIr3a/r.N.118601/2010 (®EK 1768B°/11.11.2010) “nepi
AppodioTnTEC AvTinpogdpwy E.0.d.".

EKAIAOYME THN AKOAOYOH ErFKYKAIO

1. Fa yopnynon adiag dSuvaroTnTac £10aymync ano TPiTeg XOPeG anaiTouvTal:

a) AiTnon Tng Talpeiac Y TIC AITOUUEVEG HOPPEG

B) Adeia AeiToupyiag ano TiG ApUOdIEC APXEC

y) Katoyn Twv anaroupevwv Xopwy (anoBhKeS r/kal pyacTriplo EAEYXou)

d) Kataloyoc opyavwv HIkpoBloAoyikoU epyaoTtnpiou kai Xnueiou (epooov ol €Aeyxol Ba
yivovTal anod Tnv eraipeia)

€) Alopiouog Eidikeupévou Mpoownou

oT) MNapaBoio 1.500,00 Eupw yia xopriynon adeiag duvatoTnTac €10aywyns ¢papudakwy anod
TpiTec Xwpec.


http://www.eof.gr/

AigukpivileTal 611 Ta dikaiodoynTika (B), (v) kai (3) anaitouvral 6Tav o Eicaywyéag
AnoBnkeuel n /xai dievepyei EAEyxoug diapopeTikd Ba npenel va dnAwvel Tnv anoBnkeuon Kai
nouU JdlevepyeiTal 0 EAeyxog Twv NpoidovTwv. Kat’ enéktaon Ba katabeTel cupBoOAalo ouvepyaoiag yia
TNV PETAPOPA TNC anoBrKeuonc n /kal Twv eAEyXwv OTIC €YKATAOTACEIG TPiTOU CUPP®WVA HE TO
kepaAaio 7 Twv KKM

2. [a Xoprynon adsiag £10aywyng (papuaKeUTIKOU NPoiovrog anod TPiTeg XWPEG
anaiTouvrai:

a) Aitnon anodé Tnv €Taipeia nou npOKeITal va €10ayel TO PAPUAKEUTIKO npoiov (ouvnuuévo
£€vTUNo) oTnv onoia kaBopileTal To EpyoaTaadio Napaywyng, ouokeuaoiag Kal eEAEyxou Tou
npoiovTog, N XWPa MPOEAEUONG, TO MPOIOV, 1N (PAPUAKOTEXVIK TOU Hop®r, N
NEPIEKTIKOTNTA ToU 0€ dpacTIKn(eC) ouaia(eg), N GUOKEUATia TOU Kal TO €pyacTrpIo TEAIKNAG
anodECPEUONG TOU NPOIOVTOC.

B) Adeia AuvatoTnTac Eilocaywyng TnG eTaipeiac yia TV aIiroUUeVn QAapUakoTEXVIKT HOp®r).

yY) Adeia Kukhogopiag Tou npoiovTog epdoov To npoidv npoopileTarl yia Tnv EAAnvikn ayopd.

8) MaoTonoinTikd GMP nou £xel €kdoBei yia To Npoidv 1 Tov napaywyo Tng TpiTng Xwpag ano
TIG ApHOdIEC ApXEG KpATOUC - PEAOUC TNG EE/EOX. O E.O.®. nou &xel Tnv €nonTeia yia Tnv
Xopriynon adeiageioaywyng evog npoiovTog, 6a npénel va eniBeRaIWVEl T CUUHOPPWON HE
Touc KKIM (GMP) onoioudnnoTe napaywyou Tpitng Xwpag Tou &v Adyw npoiovtog. H
eniBeBaiwon autn unopei va yivelr ye Baon TIg diadikaoiec onwg neplypdgovTal oTnv
Suhoyl Twv KoivoTikwv Aiadikaciov yia EniBswpnocic kai AvraAAayr) MAnpogopiov
(Compilation of Community Procedures on Inspections and Exchange of Information -
Outline of a Procedure for Coordinating the Verification of the GMP Status of
Manufacturers in Third Countries).

€) Adeia AuvatoTnTac Mapaywyng Tou MapaywyoU and tnv Apuddia Apxn Tne TpiTng Xwpac.

oTt) Mapdpolo: i) 350,00 Eupw yia xopriynon adeiag sioaywyng eapudkwy and TpiTeg Xwpeg
ava (papPakoTEXVIKN HOp®N), NEPIEKTIKOTNTA KAl CUOKEUAOIA,

ii) 150,00 Eupw yia Tporonoinon Tng adeiac ei0aywync papuakwy and TpiTeg XwpeG ava
(PAPUAKOTEXVIKI HOPQH), NEPIEKTIKOTNTA KAl CUCKEUATid.
¢) Adeia peTa@opdc ¢’ doov anaiteiTal.

Znu. 0TI To KAOs napaBoro karaBaAAeral npoocau§nuévo karta 2.4% TEAOG XAPTOOCTHOU,
Aoyapiaocpog IBAN Tou E.O.®. ornv Tpanela tng EAAGdag ané 01.01.07:
5301000240000000000263038.

Znu. OTI 0 evOIaPEPOUEVOC EI0aYWYEAC NPENEI va dIATNPEI APXEIO UE TA avTiypadd TWV NANPwWY
QAKEAWV_napaywync (ouuewva Ue Touc 1Ioxuovtee KKIM) kabe naptidag sioaywync anod Tpitn
Xwpa.

3. H napouoa avTikaBiotda Tnv un’ apib. 3160/14-01-2011 Andpaon - EykUkAio Tou E.O.O.

Zuvnupévo
To npoTuno oxedio AiITnong

H A’ ANTINPOEAPOZ AZ/E.O.®.

M. ZKOYPOAIAKOY
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