4

QUAL-QA-TEMP-0866 Rev.6

/

@ Aipartoloyia

/ Minipack AD60 (X4)

m Advia 60

2015/02/23
A95A00255GEL

0606051

[wo] C€

HORIBA ABX SAS

Parc Euromédecine - Rue du Caducée
B.P. 7290
34184 MONTPELLIER Cedex 4

FRANCE

AlpaToAoyiIkéG CUOKEUEG (Yia in vitro S1ayvWwOTIKA XpRon)

MpoBAerépevn Xxpnon

To Minipack AD60 aTtroteAcital amd 4 TTAVOUOIOTUTTEG
OUOKEUATieg avTIdPACTNPIWV. Kabe ouokeuaaoia
mepihauBaver 3 avmidpaoTtipia (R1, R2, R3) kai évav
TEPIEKTN  ammOPAATWY, TTOU TIpoopifovTal yia in  vitro
OlayVWATIKA XPAON O€ AIJOTOAOYIKOUG aVAAUTEG.

m To R1 gival éva evlupaTikd SIGAUPO PE TTPWTEOAUTIKN
opdon yia Tov KOBapIoHd TWwV  QINOTOAOYIKWV
QAVAAUTWV.

m To R2 gival éva AuTiké SiGAupa TTou XpnOIYOTTOIEITAl VIO
TN AUon Twv gpuBpokuTtTdpwy (RBC), TN péETPNOoN Kai Tn
dlagopoTroinon Twv Asukokuttdpwy (WBC) kai yia Tov
TTPOCdIOPIoUS TNG AINOCPAIPivVAG.

m To R3 cival éva 160TOVIKO puBuIOTIKO SIGAUNA TTOU EXEI
oxedlaoTel  yla  TOv  TTOOOTIKO  TTPOGOIOPICHO  TWV
KUTTAPWV TOU QipaTog Kai Tn JETPNON TOU QIPATOKPITN.

Mposidotroifoeig Kal TTPOPUAAEEIg

m To Minipack AD60 TpoopiCetar  pévo  yia
ETTAYYEAUQTIKN in vitro dIayvwoTIKA XprRon.

m O xpAoTng €xel Tnv €ubuvn va eAéygel av autd TO
£YYPOQYO apopd TO TTPOIOV TTOU XPNOIUOTIOIEITAI.

m To avmdpacTipio autd TAIVOMEITAl WG pn ETIKIVOUVO
oUu@wva PE Tov Kavoviouo ap.1272/2008 (EC).

m JUVIOTATAl OTOUG XPNOTEG VO @QOPOUV  EYKEKPIYEVN
TIPOCTOTEUTIKA evdupaoia Otav  Xeipiovtal  XNMIKA
TTpoidvTa: EpPyaoTnpIoKA TodId, yavTia Kal
TIPOOTATEUTIKA YIa T PATIA.

m Tnpeite TIG OUVABEIG EpyaocTnPIaKEG TTPOPUAGEEIG KaTd
™ XPAon Kal akoAouBeite TIG €OVIKEG Kal TOTTIKEG
0dnyieg yia TNV Uyeia Kal TNV aoc@AAEia.

m Y& TrepimTwon adiabeciog PETA aATO €TTOPR ME TO
Oépua, KATATTOooN 1 €IGTTVON, CUMPBOUAEUTEITE YIATPO.

m Avatpé€te oT1o deATio dedopévwy acpaleiag TTPoidvTog
(MSDS) 1rou agopd 1o Minipack AD60.
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m AuTO TO AvTIBPOOTHPIO TTPOOPIZETAl YiIa XPAON HE TOUG
METPNTEG KUTTAPWY aipaTtog Tng HORIBA Medical trou
opiCovtar Tapamdvw. H HORIBA Medical dev ptropei
va €yyunBei TNV opbri Agitoupyia  autol  TOu
avTidpacTtnpiou katé TN XpPrAon Tou Pe AAAa Opyava,
TéPAV AUTWV TTou opidovTtal TTapatrdvw, | ye dpyava
TToU Oev £Xouv KATOOKEUAOTET ammo ™mv
HORIBA Medical.

Alaxeipion amrofAfRTwv

AvaTp£ETe OTIG KATA TOTTOUG VOUIKEG ATTAITATEIG.

To avmidpaoTrpio autd TrepiExel Aiyotepo amd 0,1% adidio
TOU vaTpiou w¢ ouvtnpEnTIKG. To agidlo Tou vaTpiou YTTopEi

va avridpdoel pe UYOAUBdO Kal XOAKO oxnuati¢oviag
EKPNKTIKA adidla peTdAAou.

MikpoBioAoyIKR KaTAoTAON

Xwpig epappoyr.
Mepiypa@n kai cuvOeon

Meprypagn:

R1: Aiauyég kal Gxpwyo, £wg EAAPPWG KITPIVWTTO, UdaATIKO
O1dAupa.

R2: Aiauyég kar dxpwpuo udatiko didAupa.

R3: Aiauyég kal dxpwpo udatiko didAupa.

Tekpnpiwon TeAeutaiag ékdoong oTn SietBuvon www.horiba.com
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20vleon:

R1

Opyaviké pubuIoTIKG BIGAupa < 5%
MpwTeOAUTIKO €viupo <1%
ZuvtnpnTikod <1%
R2

Méoo Auong <0,1%
KaBapioTiké <5%
R3

Opyaviké pubuIoTIKG BIGAupa < 5%

ZuvTnpnTiko <0,1%

ATtrofnkeuon Kal otaBegpodTnTO 2

m ZuvOnikeg @UAagng (Tpiv amré 1o dvoiypa): 18-25°C
(65-77°F).

Na unv katayoxerai.

m ZTo0EPOTNTA PETA TO dAvolypa: 3 PAVEG PEYIOTO OE
18-25°C (65-77°F) perd 10 dvolypa Kal EViog Tou opiou
AAgng.

m Hpepounvia AA¢ng: avarpégre ortnv  "Huepounvia
MENG" oTn cuokeuaaia Tou avTI®PaACTNPIOU.

ATraITOUHEVA N TTOPEXOMEVA UAIKG

m AuTOPATOG QIJATOAOYIKOG OVOAUTAG.

BaBpovountrg: ABX Minocal.

m OpAdg eAéyyou: avaTpéETe OTO E£YXEIPIBIO XProNng yIa ToV
OUYKEKPIMEVO 0pO €AEYXOU TTOU XPNOIUOTTOIEITAI OTOV
avaAuTh Tou gEpyacTnpiou oag.

m 2UuvABnG epyacTnpIakog EOTTAICHOG.

Aciypa

ZuMAAoyn Seiyparog:

OMAa T1a deiypata aigatog TTPETTEN va CUAAEyovTal PE TNV
KatdAANAn Texvikh! OAa Ta deiyuara, Ta avTidpacTApIa, Ol
BaBuovountég, Ta aipata €AEyXou, K.ATT. TTOU TTEPIEXOUV
avlpwTTIvo aipa ] opd TTPETTEl va BewpouvTal v OUVALEI
HoAuopaTikG. Tnpeite Ta pérpa BloaceaAeiag (1, 2).

MNa 1N ouA\oyA delypdTwy aipaTog, ouvioTaral To QAERIKO
aiga. Qotéo0, 0t E€CAIPETIKEG TTEPITITWOEIG, WTTOPEl va
xpnoigotroinBei kai aptnpiakd aiya. H ocuAhoyh aipartog

TTPETTEl va TOTTOBETEITAI 08 OWANVApIa ouAAoyrG Kevou A
og owAnvapia cUAoYHG Xwpig Kevo (3, 4). To cwAnvapio
ouM\oyn¢ deiyparog TPETTEl va TTANPEiTal HE TRV OoKpPIRA
TTOOOTNTA  AigoTOG TTOU  UTTOdEIKVUETAI OTO  iBlI0  TO
owAnvdpio WwoTe va amo@euxBouv SloKUPAvVOEIG OTa
aTroTEAETATA.

ZUVIOTWHEVO AVTITTNKTIKO:

To OuvIoTWHPEVO QVTITINKTIKG €ival To K3-EDTA pe nv
KAaTdAANAN avaloyia digoTog/avTITINKTIKOU OTTWG opileTal
amd ToV KATAOKEUAOTH Twv owAnvapiwv. To K,-EDTA
gival yia atmodekTr) evaAAakTIKA AUCn, €pdoov n cuAloyn
Ociypatog  digvepyeital  UTTO  KAVOVIKEG — OUVONKEG.
AIOQOPETIKA, EVOEXETAI VO OXNMATIGTOUV BpduBol aipaTtog.

21aBepOTNTA dEIYMATOG AiATOG:

>1aBepoTnNTa Oeiypatog o€ xaunAn  Bgpuokpaaia:
2UMEXBNKav déka "QuaoloAoyika" kal déka "TraBoAoyikd"
ociyyara amd TO 0OUVNOEG GACHA  EPYACIWV  €VOG
gpyaoTnpiou kal @uAdxbnkav oe Bepuokpacia 4°C. H
oT0BepOTNTA TWV BeIYPATWV agIoAoyRBnKe yia pia TTepiodo
72 wpwyv. Ta amoteAéopata (HEOOG OPOG BEKA ECETATEWV)
KATEDEIEAV PIQ OXETIKA OTABEPATNTA TWV SEIYHATWY YIa:

m 48 WpeG, WG TIPOG TIG VEVIKEG CIUATOAOYIKEG
Tapapérpoug (CBC)

m 24 WPEG, WG TTPOG TIG TTAPAUETPOUG AEUKOKUTTOPIKOU
TutTou (DIFF)

>100epdTnTa deiypatog o€ Beppokpacia  dwpartiou:
ZUAAEXBNKkav Oéka "@ualoAoyikd" kal Oéka "TraboAoyikd"
Ociyyata amd TO OUVNBeg @AoPa  EPYacIwV  EVOG
epyaoTtnpiou Kal QUAAYBnkav oe Bepuokpacia dwuaTiou
(25°C). H oT1aBepdtnTa Twyv delypdtwyv agioAoynenke yia
pia TTEpiodo 72 wpwv. Ta otmoteAéopata (MECOG 6pog
Oéka €EETATEWY) KATEDEICAV PIO OXETIKI OTABEPOTNTA TWV
OEIYHATWY YIQ:

m 48 Wpeg, WG TIPOG TIG VEVIKEG OQIUATOANOYIKEG
Tapapérpous (CBC)

m 24 (WPEG, WG TTPOG TIG TTAPAUETPOUG AEUKOKUTTOPIKOU
TUTTou (DIFF)

MikpodelypaTtoAnyia:

To mpdypappa BdeiyparoAnwiag Ttou avaAutr) divel Tn
duvaTidTNTa OTO XPAOTN Va £pYAleTal PE PIKPODEIYUOTA OE
TTaISIATPIKEG KAl YNPIOTPIKEG TTEPITITWOEIG (OXETIKA PE TOV
eAayioTo 6yko deiypaTtog aipartog, avaTpéSTe aTO EYXEIPIDIO
XpAong Tou avaAuTtr). Ta pikpodeiyuaTa autd uTropouv va
XpnoiyotroinBoulv poévo pe Tig €€M1G TTPoUTToBEDEIG:

aTpotroTroinan: Tpotrotroinan ®UAagng kal oTabepdTNTaAG.
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m To owAnvaplo TTPETTEl va BpiokeTal TTAVTA O€ KABETN
B¢éon.

m H avdpeign tou aigatog TTPETTEl va yiveTal hE eAAPPO
KTUTTNMO  Tou owAnvapiou. Mnv TTEPIOTPEPETE  TO
OowAnvapIlo yia va avaixBei 1o aiya, yiati To aipa
MTTOPEI va €TMIKABIOEI OTA TOIXWUATA TOU CWAnvapiou
Kal VO JNV ETTOPKEN N EvaTTOodEivOOa TTOCOTNTA.

Avapién:

Ta &eiypyata aigotog TPETTEI va avapiyviovTal eAagpd
aAd KoAd akpifwg Tpiv atré TN deiypatoAnwia. ‘Etol
€€a0@AAIETaI £vO OPOIOYEVEG UiyPa TTPOG PETPNON.

Aladikaoia

Ta ouykekpipéva avTiIdpaaThpla gival £TOIUA yIa XPAon.

1. Avoiéte Tn BUpa Tou BaAduou avTidpacTnEiwy.

2. EGv xpeiddetal, a@aipEéoTe TNV Kevr] @IGAN  TOu
Minipack AD60 atré 10 BGAauo avTidpacTnpiwy.

3. AQaIp£oTE TA TTPOCTATEUTIKA TTWHATA £§0O0U TWV TPIWV
avTidpacTnpiwyv aTrd To VEO TTOKETO.

4. AvaTpé€Te OTO €YXEIPIOIO XPONG YIO va TAUTOTTOINOETE
10 Minipack AD60 pg Tov QVIXVEUTH] YPOAUMIKOU KWOIKA
1] TTANKTPOAOYWVTOG.

5. TomoBetriore 10 Minipack AD60 oT0
avTIdOPACTNPIWY TOU AVaAUTH).

BaAauo

6. Miéote TO0 €Aa@pd TTPOG T KATW, WOTE va OuvoeBei
OWOTA OTOUG APOEVIKOUG CUVOETHUOUG.

7. Koyte TNV ao@AAsia ammd TO TTPOCTATEUTIKO TTWUA
€10600U TWV aTTOBAATWV.

8. AQaIpéoTe TO TIPOOTATEUTIKO TIWHA €10000U  TWV
aTTORANTWV.

9. ZuvdéoTe TOV €AeUBepo apoevikd OUVOECHO OTnNV
€i0060 Tou CUVOEGUOU ATTORANTWY TOU TTAKETOU (TTAVW
BaABida).

AkoAouBroTe TIG 00nyieg TTOU ep@avifovTal 0To AOYIOUIKO
TOU QVOAUTH.

MNa Aetrropepn TTepIypa®r Twv d1adIKaolwy avadAuong Kai
eAEyXOU, avaTpEETE OTO €YXEIPIBIO XPHONG TOU aVAAUTH).

S.A.S. au capital de 23,859.980 € - RCS Montpellier 328 031 042 - SIRET 328 031 042 000 42 - APE 332 B

MeBodoAoyia

m To Minipack AD60, R3 civai éva nAekTPOAUTIKO

PUBUIOTIKO SIGAUPA GUOIOAOYIKOU OPOU, TTOU ETTITPETTEI
TNV apaiwon Kol TNV TIPOETOINACIA  OIUOTOAOYIKWV
delypdTwy yia av@Aluon. H Tapoucia pn  10vTiKoU
ETTIPAVEIOdPAOTIKOU  BIooPOAiel  BEATIOTN  Suvapikn
poAg 0TO0 OUVOAO TwV USPAUAIKWY CUCTNPATWY TOU
avaAuTr). H nAekTpoAuTIKA dpdon emTpéTTel Tn PETPNON
Twv Kuttdpwv pe Bdaon tnv apx METABOAAS Tng
ouUvBeTNnG avtioTaong.
Auté 10  avndpaothpio  dlAPOPOTIOIEl  €TTIONG
HOP@OAOYIKA TOUG TTIANBUOPOUG TWV AEUKOKUTTAPWV
(WBC). ETriong, 10 avTi®paoTApIO auTd XPNOIYOTTOIEITal
oToug  KUKAoug amétrAuong kal  KaBapiopyolu Twv
USPAUAIKWV CUCTNUATWY TOU QVOAUTH.

m To Minipack AD60, R2 d&i00mmd Tnv KUTTOPIKN
peuBpavn  Twv  gpuBpokuttdpwy  (RBC)  kai
atreAeuBepwovel TNV aigoo@aipivn TTou BpiokeTal péoa
oTo KUTTOpo. H aipoo@aipivn TTou atreAeuBepWVETaI
atré 7O AUTIKO avTIOPACTHPIO EVWVETAI PE TO KUAVIOUXO
KGAIO TOU AUTIKOU avTIdPAcTNnpiou Kal OXNUATiCel pia
Xpwpoyovo évwon Kuaviopebaipooaipivng. H évwon
QuTr] METPATOI MEOW TOU OTITIKOU TUAMATOG NG
KUWEAIBOG POAG ME (POOCHUATOPWTOUETPIO OF MAKOG
KUpatog 550 nm.

To amopputravtikGé TToU  UTTApxeEl OTo  SIdAupa
SI0QOPOTIOIEl €TTIONG POPPOAOYIKA TOoug TTANBUCUOUG
Twv AeukokuTTapwv (WBC).

m Minipack AD60, R1: n ouvduaopévn Opdon TOU
TTPWTEOAUTIKOU €VEUHOU PE ATTOPPUTTAVTIKO £EAAEIPEl TO
UTTOAEIPPOTO TTPWTEIVNG KOl ATTOTPETTEl TNV EuPPagn
TWV UBPAUAIKWY OWANVWOEWY. XPNOIPOTTOIEITaI ETTIONG
yia 1n didoTraon Twv TTPWTEIVWY TTOU CUCCWPEUOVTAI
oToug BaAduoug KaTapéTpNoNg Kal OTIG OTTEG.

XapakTnpioTIKa amrdédoong kai MNeplopiopoi
NG HEBOSOoU

MNa Ta XapakTnEIoTIKG atrédoong Tou avaAuTr] Kal yia ToUug
TTEPIOPIOUOUG TV AVOAUCEWV WG TTPOG TIG TTAPANETPOUG
TOU avOAUTH, avaTpéETe OTo gyXeIpidlo xprong.

Y1mroAoyiopég kail Epunveia AtTroTeAeOUATWY
AvoAuoewv

MNa Tov uttoAOYIOPG KAl TNV EPUNVEIO TWV OTTOTEAEOUATWYV
TWV avaAUoEwyv, avaTpéETe OTO E€YXEIPIdIO XpAoNng Tou
avaAuTh.

Tekunpiwon TeAeutaiog ékdoong otn dielBuvon www.horiba.com
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AAAayég otn Aladikaoia kol Tnv Aédoon

KaraoTpo@n cuokeuaoiag

Av n TTPOCTATEUTIKA) CUOKEUATIa €XEI UTTOOTEI {NUIG Kal Ol
@OopEG PTTOPET va €XOUV ETTITITWOEIS OTNV aTTOd0CN TOU
TTPOIOVTOG, uNv Xpnoipotroifoete To Minipack AD60.

Evdeieig aAdoiwaong

Edv umdpyouv evdeielg QuOIKAG A XNUIKAG aAloiwong
(BoAepdTNTa, aAAOYR XpWHATOG K.ATT.), To Minipack AD60
TIPETTEI VO QVTIKATOOTOOEI.

Opla Beppokpaciag

Mnv xpnoigotroieite 70  Minipack AD60 edv €xel
KaTayuyOei ) £xel ekTeOei o€ UTTEPBOAIKR BepudTNTA.
Mpiv xpnoiyotroinoete 1o Minipack AD60, BeBaiwBeite 6T

éxel @Bdoel oTn  Bepuokpacia  AsiToupyiag,  OTTWG
TTEPIYPAPETAI OTO EYXEIPIBIO XPIONG TOU AVOAUTH).
EowTepIKOG TTOIOTIKOG EAEYyXOG

O1 opoi aipatog g HORIBA Medical mpémer va

xpnoigotroloUuvtal  yia TNV TTEPIODIKI  €KTiUNON TG
aglomoTiag Twv avTidpacTnPiwv Kal Tou avaAuTh oTo
KaBopiopévo eUpog.

H HORIBA Medical Tmapéxer éva online Tmpoypappa
OlEpyaoTnpPIOKAG aUykpiong atroteAecouatwy (QCP), T0
otroio divel TTpdoBacn pEcw diadIKTUoU OTa €EAG:

m Online uttoBoAn aTTOTEAEOUATWY £CWTEPIKOU TTOIOTIKOU
eAEyxou.

m [MapakoAouBnon avaAuTikAg ammédoong kal atreudeiag
oUyKpION YE EKATOVTADEG EpYaaThpIa DIEBVWG.

m AQun oTamoTikwy avagopwyv QCP amd opodTtiueg
OUAdEG OE TTPAYUATIKO XPOVO.

MNa TeplocdTeEPEG  TTANPOQYOPIEG, ETTIOKEPOEITE TNV

nAekTpovikr dielbuvon:
http://qcp.horiba-abx.com

AviXveuoiuoTnTa BaBuovounTwy Kol UAIKWV
eAéyyou

Xwpig epappoyn.

AlaoTApaTa avag@opdg

Xwpig epappoyn.
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