NAPATHPHZEIZ ETAIPEIQN 2ZTO NAAIZIO THZ 1n¢ AHMOZIAZ AIABOYAEYZHZ INA THN

EMIKAIPOMOIHZH TEXNIKQN MPOAIATPA®QN A THN MAPOXH «YMHPEZIQN META®OPAZ AEITMATQN
AIMATOZ & MAPArQroN AIMATOZ» CPV: 63712000-3

ETAIPEIA BIOTRANS A.E

1. ZeA. 2-TENIKEZ MPOAIATPAOEZ

Aappavovtog untoyn To HEyeBog Tou £pyou KoL TNV avaykn yla KGAupn peydAou aplOpol TUNUATWY e
SLadOpPETIKA WPAPLA, TIPOOPLOUOUC Kol 16N PeTadePOUEVOU BLOAOYLIKOU UALKOU KOl TIPOKELUEVOU va
SlaopaAloTel n gunelpia kal n Texvoyvwaoia tou avadoxou, POTEIVOULE va TPOoTEBEL N MAPAKATW
amnaitnon:

«No Sl0Bétel amodedelypévn TOAUET) TEXVIK EUTEpia oTn HeTadopd PBLoAoylkoU UAKOU,
£€eIOIKEVUEVO TIPOOWTTIIKO Kol TiLotomolnpuévo e€omAlopd. Na katatebolv emi mowvr) amokAglopol
neAatoAoylo pe avadopd otn Sldpkela Kal to £€i60¢ tou £pyou, BeBalwwoslc KAAAG eKTEAEONG
TOUAGXLOTOV 2 OAOKANPWHEVWY CUUPBACEWV SNUOCIOU TOUEN QVTIOTOLXOU £pyou TNV TeAeutaia 3-stia
KaBwc¢ Kal 0 TPOTOC LAoToinonG autwy. Avtiotolyo £€pyo opiletal Eva £pyo, Tou adopd o€ OLOLO UE TO
SnuomnpatoUpevo, He 6o i LEYAAUTEPO €T OLO TIPOUTIOAOYLOUO. ETILTAEOV 0TO MEAATOAOYLO TIPETIEL VA
vivetal avadopd og GUYKEKPLUEVA EV LOXV £PYOL TTOU UAOTIOLOUVTAL OTLG TIEPLOXEC KAAUYING TTOU avadEépEL
n umoYPndLog avadoxog aTnV OLKOVOULKH TIPOohopa TOU»

Mpoc¢ mioTomoinon tNg avwiépw amaitnong mpotelvoupe va mpooteBel kot otnv Evotnta «9.
ATaUToU eV SIKALOAOYNTLKA» KOlL TO TIOPOKATW:

«Mehatoloylo pe avadopd oTto €idoc Kal TNV SLApKELX AVANOYWVY £PYWV OTLG TIEPLOXEC VLA TLG OTIOLEC O
ovadoxog urtoPAAAEL oLkoVoLLKN Ttpoodopd kal avTiotolyn BeBaiwon kaAng ektéheong Epyou»

2. Zel. 3-TENIKEZ NMPOAIATPADE:

Inueio 8
Znteitat : «Na aodalilel Ta €idn ... TOU KATECTPAPUEVOU QlHATOC, TTOpOYWYOU 1 Selypatogy.

Mpokelpévou va mioTomoleital n KAAvPn ¢ avwTépw anaitnong, Mpoteivoupe va Tpomonolndel wg
g§ng :

«Na aocpalilel Ta €i6n ... TOU KATECTpOUUEVOU aipatog, Tapaywyou 1 Selypotog. Na katoteBel
aodaliotrplo cupBolato»

3. 2el. 4 & 8 EIAIKEZ MPOAIATPAQEZ
1. Nepypadn Epyou-Ma tnv petadopd aokwy QLPATOC KoL TApaywywy & ZULMANPWHATIKY Tteplypadn
£pyou

A. 3to onuelo 1. Znteitar «AuBnuepov Slakivnon pe Suvatdotnta Tautoxpovng petadopdg os 4
Bepuokpaoieg, (2-8o C, +200 C éwc +240 C, , - 200 C £wg -350 C +370 C n/kat -700 C), evtdg Aywv
WPWV,....nes N kaAuvn Ba eival 24wpn cUUIEPAAUBAVOUEVWY TWV APYLWVY »



Me 8edopévo OTL TO GUVOAO TwV oxnUata Petadopd MpEMeL va eival efomAlopéva pe BaAdpoug
ouvtApnong yla tautdxpovn petadopd o 4 Oeppokpacie/OXNUA KAl TIPOKELMEVOU QUTO va
TILOTOTOLE(TAL YLA TO CUVOAO TWV OXNUATWY Tou avadoxou, PoTeivou e va ntettal

«AuBnuepov dlakivnon pe duvatotnta tauvtdoxpovng petadopdg os 4 Bepuokpaoieg, (2-8o C, +200 C
£wg+240C,,-200 C€wc-350 C+370 C n/kat-700 C), eviog Alywv wpwv,.......... n k&Auyn Ba elval 24wpn
CUUTEPIAQUBOVOUEVWY TWV ApYLWY »

Na koatateBouv Ta oxfuata mou Ba avaAdBouv to £pyo pe avadopd ota serial no twv 4 BaAdpwyv avd
OXNMOQ, Elte Pe TNV HopdN MOPOOTATIKOU AyOoPAS E(TE OMELKOVLOTIKA. »

B. 2to onueio 3.10eA.4, {nteital :«O BAAOpOC TIPEMEL va gival moTonmolnpévog . Alo tov WHO yia thv
petadopd kot anobrkevon Beppo-gvaicONTWV BLOAOYIKWY UALKWV. ... LE XOPOKTNPLOTLKA avaAoya TOu
BaAdapou cuvtipnong (otabepotnta — povwaon). »

MPOKELUEVOU VA TILOTOTOLELTOL N TAPNON TNG oxUouooag NopoBeoiag katd tn petadopd Suvntika
MOAUGUOTIKWY KL LOAUGUATIKWY SELYUATWY TPOTEIVOULE va TpoTtonolnBel wg €€ng :

«0 Balapog mpémel va elvat miotomnotnpévoc amno tov W.H.O. yia tnv petadopa Kot amobrikeuon Bgpuo-
gvalobntwv Plodoylkwv VAWV Kal katd ADR ywa ™ HeTadopd HOAUCUOTIKWV Kol SUVNTIKA
MOAUCUOTIKWY BloAoykwy UALKWY. Ma TNV pPeTadopd amod Kal TPog TO OXNUA ... LE XOPAKTNPLOTIKA
avaloya tou BaAdpou cuvtripnong (otabepdtnta — povwan)

(Na katateboUv ta avtioToLya MLOTOMOLNTLKA TOU KOTOLOKEUAOTH)»

4, Yel. 6-EIAIKEZ MPOAIATPADEX
4.1 Aokol kal mapdywya autou

Me dedopévo otL Inteital n xprion el8Lkwv TotomolnuévVwy dpopntwy Puyeiwv yia tnv e€akpipwon twv
oVWTEPW TIPOoTEivoupEe va katateBoUuv ta avtiotolya validation mou amodeikviouv Tnv Slatripnon Tng
Bepuokpaocioc ota evdedelypéva enineda ( Movadeg Aipatog/ EpuBpwv: 2-6°C, Movadeg MAdopatog: -
20 éwg -35°C

Movadec Alpometaliwv:20-24°C) avefdptnta oo TiG e€WTEPLKEC TTEPLPAANOVTIKEG CUVONKEG.

5. Jel. 8-EIAIKEZ MPOAIATPAQEX
5. Eyypada petadopdg

Aappdvovtag umoyn otL Adyw mavénuiag kot ywa Adyoug mpootaciog tou meplBaAiloviog eival
QTALTNTOC O TEPLOPLOPOG EVIUTING UANG, TOPOKOAOULE OMWC CUUMEPIAAPETE Kol TV duvatdtnta
NAEKTPOVIKAC €K60ONC TOU TPUTAGTUTIOU PETAPOPAEC fi/KaL TNG EVIUTING.

Mpoteivoupe va Slapopdpwbel wg €AG :

«H etalpeia petadopdg va ekdidel pe euBUvn TNG OMOLASATIOTE TOPACTOTIKA, POPTWTLKEG Kol AAAQ
anapaitnta éyypada yia tn petadpopd.

Anapaitnta éyypada yia tnv achoair Stakivnon Blodoyikol UALkoU:

o ElSko éyypado petadopds oe NAEKTPOVIKA 1 o€ EVTUTn Hopdn, 0TO omoio va avadépovtal Ta

TAfpN otolkeia armootoAéa Kot apalfmtn, eidog/mocdtnta/oykoc/ Bepuokpacia Tou LETAPEPOUEVOU
BoAoykoU UAKOU. Ztnv meplmtwon MeETadopdg LOAUCHATIKWY Kol SUVNTIKA LOAUCHATIKWY UALKWV TO



gyypado npémnet va avadEPEL TNV CUCKELOOLA KaL TNV KATnyopLomoinan tou BloAoyikol UALKOU pe Bdaon
Tnv vopoBeaia nepl enikivduvotntog

o AgAtio atuxnpoatog
o Mpamtég 06nyieg poptwong, petadopdg Kat ekpopTwang
o Miotomnolntiko ekmaibeuong katd ADR tou odnyou.

Na katateBoUV Ta OXETLKA ATIOSELKTIKA Y

6. TENOG, AOYyw TOU UEYAAOU OYKOU TWV QTALTOUUEVWY TILOTOTIOLNTIKWV-OTTOSEIKTLKWY TIOU TIPETEL Va
KatateBolv otnv TeXVIKA Tpoodopd, TPo¢ SLEUKOAUVON ToUu £pyou TNG emLtpomng ofloAdynong
T(POTEIVOUE N KOTABECN QUTWVY va gival opyavwpévn ava o/a Tng AloTog TLOTOMOLNTIKWY OTWE AUTH
avadépetal otn Staknpuén.



