AIANMIZTEYMENEZ
ME©O0AOI

ME©GOAOZ NMPOZAIOPIZMOY
BAKTHPIAKQN ENAOTOZINON
AEITMATQN ENEZIMOY
YAATOZ, ENEZIMON ®APMA-
KEYTIKQN KAI AOIMQN IATPO-
TEXNOAOTIKQN MPOIONTQN

EKMAIAEYZH

EZOMNAIZMOZ

0 oKomdg TnG peBAdOU eival o EAeyxoq TG oTEIPOTNTAG OE EPROMA,
o€ pdppaka kat Bondntikd uikd (Onwg eiltpa, aUPLYYEC, EPPUTEU-
pata kat Aotmd avtikeipeva), 0TIG GUVONKEG TTOU £YIVE 0 EAEYXOG, Ol
OmolEG Elval 01 TEPLYPAPOUEVEG TNV MAPAYPAPO 2.6.1 (ZTEPOTNTA)
ng Eupwnaikng ®appakomotiag.

H péBod0og kat o Tpdmog e Tov omoio eKTEAEITAL N avaAuon Bety-
PATWV eVEDIPOU UBATOG, EVESIUWY PAPHUAKEUTIK®V TPOIOVIWY Kal
AoV 1aTPOTEXVOAOYIKWY TIPoidvVTWY (PiATpa, oUptyyeg KATL) yia Tov
TIPOGJI0PIOHO TWV BAKTNPLAKWY EVOOTOEIVWY BACIZeTal 0TNV KIVNTIKNA
XPWHATOPETPIKN PEBODO EAEYXOU BAKTNPLAKWY EVOOTOEIVRV, OTIWG
neptypdgetat otnv Eupwmnaikn dappakorotia, §.2.6.14, Method D.

To Tunpa MototikoU EAéyxou anoteAeital anod eEeIdIKEUpPEVOUG
EMOTAHOVEG TTTUXIOUXOUG HE SIOAKTOPIKO KAl HETATITUXIAKO TITAO, HE
epmelpia aTn XNPEia, TNV QAPPAKEUTIKA, TNV BLOAOYIA KAl OXETIKES
EMOTAYEG.

Eviipepo yia Tig teAeutaieg eEENIEEIC yia TOV TTOIOTIKG EAEYX0 HETW
NG ouvexoUg KatdpTiong.

— Texvohoyia aixpng o€ meptBaiiov EU GMP
— O nMowotikdG'EAeyx0g eMeVOUEL KABE XpOVO 0T VEA TEXVoAoyia.
— 'O\a ta ouothpata akoAouBouv Tig analtnoelg tou EU GMP.
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EAAHNIKH AHMOKPATIA

Yrioupyeio Avamtugng & Emevouoewv
levikn lpappateia ‘Epeuvag kat Kavotopiag

{.‘ EAAHNIKO INXTITOYTO ITAXTEP
INSTITUT PASTEUR HELLENIQUE

Aew@. BaoiAioong Zogiag 127, 115 21 ABnva, T. 210 6478 800, F. 210 6478 868
127, Vas. Sofias Ave., 115 21 Athens, Greece (GR), T. + 30 210 6478 800, F. + 30 210 6478 868
www.pasteur.gr
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EAAHNIKO INZTITOYTO ITAZTEP

INSTITUT PASTEUR HELLENIQUE



ZKonoz

NMOIOTIKOZ EAErXoz
EAAHNIKOY INZTITOYTOY NMAZTEP

To Tpripa Nototikou EAéyxou Aettoupyei yia Aoyaplacpé
tou E@vikou Opyavicpot ®appdkwv (E.0.®) katexteAei eAéyxoug
NPOG TPITOUC (LILWTIKG VOOOKOHEID KAL PAPPHAKEUTIKEC ETALPEIEC).

EZouciodotnpévo ané to Ivotitoito dappakeutiking Epeuvag
Kat TexvoAoyiag (1.9.E.T) va exteAei eAéyxoug oe epfoAia kat
BloAoyikd npoidvra.

Miwotonownpévo pe EU GMP ané tov EOviké Opyaviopd ®ap-
pdkav (E.0.®) kat pe 1SO 17025:2017 and 1o EOViKS Zdotnpa
Awnioteuong ((E.Z.Y.A.).

MéAog tng HellasLab kattng Eurolab, tou Eupwndikoy Aiktiou
Epyactnpinv EAéyxou.

Zxkono6g tou Tpripatog Mototikoy EAéyxou tou EAAnvikoy
Ivetitoutou Nactép cival va Sracpaliost 6Tt Ta epPoAia kat ta
QPAPPAKEUTLKA POIOVTA GUPHOPPWVOVTAL JE TIG TPOdLaypaPES
oUHPWVA PE TRV LIOXUOUSA EAANVIKN KALEUPONATKA PAPPAKEUTIKA
vopoO@eaia.

YNHPEZIEZ

OPOH NAPAZKEYAZTIKH
MPAKTIKH - GMP

— EAéyxel kat anodeopevet Siakivoupeva ano tov Anpdoto Topéa
€pBOMa. Zta moAAG xpovia Aettoupyiag tou Tunpatog Mototikol
EAéyxou tou EAAnvVikoU lvotitoUtou Naotép GUPPETEIXE aTny
£YKPLON EKATOVTAS WV EUBOAIWY KA PAPUAKEUTIKWV TTPOIOVTWV Kl
Tipaypatomonénkav onpavtikoi apiBpol peAE TV yia Aoyaplaopo
(PUPHPAKEUTIKWV ETAIPELWV.

— MapéxeLunnpeoieg EMKUPMONG oe £va EUPU PACHA AVAAUTIKGV
dpaoTNPIOTATWY KABWE KAl EMKUPWON TWV XAPAKTNPIOTIKWY TOU
teAkoU TpoidvToG.

— Ynnpeoieg Ewdikeupévou npoownou (Qualified Person) mou me-
ptAappavouv tnv kKukAopopia egBoliwv atnv dnpdota uyeia kat
TEAIKWV TIPOTOVTWY, OE UTIEPYOAGBOUG TPITWV KAl OE TIPOUNBEUTEG
- Tapaywyoug.

To Tpnpa MototikoU EA€yxou Aettoupyei aveEaptnta amno tnv pio-
vada mapaywyng epBoAinv tou EIM katanoteAeitat and 3 pyaoctnpla
e\éyxou moloTnTag katévav aliyxpovo unepkadapo xwpo (clean room)
pe qwvegB / T/ A.

— Taepyaotpid pagAettoupyolv pe auatnpég dladikaoieg moldtntag
TIoU MANPOUV TIG AMAITAGELG Tou GMP.

— Hegappoyn evdgouatnpatog GMP £Xel WG 0TOX0 VA EAAXIGTOTIOINGEL
0€ KABE TTTUXN TG PAPPAKEUTIKAG TTAPAYWYNG TOUG KIVEUVOUG TTou
dev punopoUv va eEaAeIPOOUV e Tn SOKIPNA TOU TEAIKOU TIPOTOVTOG.

— OLapx£q Kal ol KATEUBUVTAPLEG YPAPPEG yia To GMP otnv Eupw-
naikn’Evwon ava@épovtat o dUo odnyieg yia Ta GpApPaKa mou
nipoopidovTal yla avBpwrivn XpAan Kal yla KTnviatpiki xpnaon.
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EPTAZTHPIO
OYZIKOXHMIKOQN
EAETXQN

EPTAZTHPIO
MIKPOBIOAOTIKQN
EAETXQN

EPTAZTHPIO
BIOAOTIKQN
EAETXQN
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— Total Organic Carbon (TOC)
— Osmolality
— Detection of heavy metals

— Bacterial Endotoxins

— Sterility

— Microbial enumeration tests
— Special pathogens

— Abnormal Toxicity




