r-biopharm® | X )

RIDASCREEN® | Stop

REF] 3080V00-VK

R-Biopharm AG, An der neuen Bergstrasse 17, 64297 Darmstadt, eppavia C €
L +49 (0) 61 51 81 02-0 /&3 +49 (0) 61 51 81 02-20 / @ www.r-biopharm.com



1. MpoBAeréduevn xpRon

Ma diayvwaTikA in vitro xpron. To RIDASCREEN® (3080V00-VK) civar éva
avTidpaaTrpio Stop TTou TrpoopileTal yia Xprion pe Ta RIDASCREEN® Clostridium
perfringens Enterotoxin (C0601), RIDASCREEN® Clostridium difficile GDH (C0701),
RIDASCREEN® Clostridium difficile Toxin A/B (C0801), RIDASCREEN® Rotavirus
(C0901), RIDASCREEN® Adenovirus (C1001), RIDASCREEN® Giardia (C1101),
RIDASCREEN® Cryptosporidium (C1201), RIDASCREEN® Astrovirus (C1301),
RIDASCREEN® Norovirus 3 Generation (C1401), RIDASCREEN® Entamoeba
(C1701), RIDASCREEN® Verotoxin (C2201), RIDASCREEN® Helicobacter (C2302),
RIDASCREEN® Campylobacter (C2401) kai dokipyacia RIDASCREEN® Legionella
(C8001).

To 1Tpoidv TTpoopileTal yIa XpAON ATTo ETTAYYEAUATIEG.

2. MNMepiAnyn ka1 eTe§RYNON TNG SoKIpATiag

To RIDASCREEN® TTOPEXETAI WG TTAPEAKOUEVO VIO TN SoKIpacia
RIDASCREEN® (BA. EvotnTa 1. MpoBAetrduevn xprion).

3. Apxég TnG doKipaoiag

To RIDASCREEN® gival £TOINO yIa XPrON KAl TTIPETTEI VO XPNOIUOTIOIEITAI OTTWG
TTEPIYPAPETal OTIC 0dNyieg xpriong Twv dokiyaciwv RIDASCREEN® (BA.EvotnTa 1.

MpoBAettépevn Xpron).

To RIDASCREEN® xpnoiyotolgital oTi¢ dokipaoiec RIDASCREEN® yia T
dIaKOTT TNG dPACTNPIOTNTAG TNG UTTEPOEEIDACNG, METATPETTOVTAG TO XPWHA TOU
UTTOOTPWHATOG ATTO UTTAE O€ KIiTPIVO.

4. NMapexOpeEva avTidpaocTipIa

Mivakag 1: Mapexoueva avTidpaoTripia yia 7o RIDASCREEN®

ESapTApara KIT Mepiypaon

1 x 12 mL AldAupa Stop, €ToIuo yia xpron,
Kitpivo karrdki 1 N Beukd ogu
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5. Odnyieg amrobrikeuong

AkoAouBnaoTe TIg 0dnyieg XeIPIoPoU TTou Qaivovtal oToVv Mivaka 2 Kal atroOnKeUoTE
TO TTPOIOV APECWG META TN XPHON, CUPPWVA PE TIG TTANPOPOPIES TTOU avaypAPovTal.
A@ou TTapéABel N nuepounvia ANEnNg A N CuVICTWPEVN TTEPIOOOG ATTOBNKEUONG TOU
avolyuEVOU TTPOIOVTOG, BeV IoXUEI TTAEOV N £yyunon TToI0TNTAG.

Mivakag 2: 2uvOnkeg @UAAENG Kal TTANPOPOpPIES

MéyioTog
Xpovog

ZUPTTANPWHATIKEG
ONMEIWOEIG OXETIKA

Oepuokpacia
atrolnkeuong

2-8°C

Mn avolypévn
OUOKeuaaia

avolypévn
OuUOKeuooia

2-8°C

atrofnkeuon
Mrtropei va
XPNOIMOTTOINBEI £Wg
TNV TUTTWHEVN
npepopnvia Angng

< 5 eBdouGdeg

6. ATTaITOUPEVA OAAG U TTAPEXOMEVA AVTIOPAOCTHPIA

6.1 AvridpaoThpia

ME TNV arodnKeuon

ATT0BNKEUOTE APECTWG
OTO Yuyeio Ta
avTIdPACTAPIA TTOU OEV
XPEIALEDTE.

AvTidpaocThpla

Aokipacia RIDASCREEN® (BA. Evotnta 1. MpoPAettéuevn xprnon)

6.2 Epyaotnplakog e§O0TTAIONOG

MNa n diggaywyn NG SOKINOTIAg ATTAITEITAI O EPYATTNPIOKOG ECOTTANIOUOG TNG
dokipaciag RIDASCREEN® (BA. Evotnta 1. MpoBAetrouevn xpriaon).

7. Mpo&1doTroINoEIg KAl TTIPOPUAAEEIS YIO TOUG XPHOTES

H xprion Tou TTPOoIGVTOG ETTITPETTETAI JOVO ATTO TTIOTOTTOINKEVO EPYACTNPIOKO

TTPOCWTTIKOG.

Tnpeite TIG 0dNYiEC OXETIKA PE TNV Epyacia O€ IATPIKA EpyaoTripia (0pBn EpyacTnPIOKn
TIPOKTIKN). AKOAOUBNOTE TTIOTA TIG 00NYieg Xpriong oTav dIECAYETE TIG DOKIUATIES
RIDASCREEN®. Mnv peTa@épete yéow TITTETAG deiyuaTa ] avTidpaoTrpia
XPNOIMOTTOIWVTAG TO OTOUA 0aG. ATTOQUYETE TNV ETTAQN PE OEPPA TTOU TTAPOUCIALEI
Tpaupata Kal BAeVVOyOvouG UPEVEG. XPNOIUOTTOIEITE ECOTTAIONO ATOMIKNG TTPOOTACIAG
(katdAANAa yavTia, epyacTtnpiakn TTodId, TTPOCTATEUTIKA YUAAIA) KOTA TOV XEIPIOUO
avTIOPAOTNPIWY KAl BEIYHATWY, KAl TTAEVETE TA XEPIA OAG PETA TNV OAOKANpwon TNG
dokiyaciag. Mnv KaTTviCeTe, TPWTE A TTIVETE € XWPOUG OTTOU YiVETAI XEIPIOPOG

OEIYUATWV.
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Ta emikivouva UAIK& uTTOOEIKVUOVTAI CUMQWVA HE TIG UTTOXPEWOEIG ETTIOHMAVONG.
MrtropeiTe va BPEeiTe TTEPAITEPW AETTTOUEPEIEG VI TO AEATIO DEDOUEVWV AOPOAAEIQG
(Safety Data Sheet, SDS) pe Tov KwWAIKO TTPOIOGVTOG OTN digUBuvon
https://clinical.r-biopharm.com/search/.

To avridpaoTripio Stop TrepIEXEl BEKO 0EU. ATTOQUYETE TNV ETTAQPN UE TO OEPPA KAl
TOUG BAEVVOYOVOUG UNEVEG.

O1 xprioTeC gival uTTeUBUVOI yia Tn déouoa ammdppiyn Tou RIDASCREEN® HETA
TN XprHon. EQapudoTe Toug €BviKOUG Kavoviopoug yia Tn diadikaoia atréppiyng.

MNa Toug xprnoTteg otnv EupwTrdikh ‘Evwon: AvagépeTe OAEG TIG GOBaPES
QVETTIOUPNTEG EVEPYEIEG TTOU OXETICOVTAI PE TO TTPOIOV 0Tnv R-Biopharm AG kai

TIG APHOBIEG KPATIKEG APXEG.

8. Aiggaywyn TnG doKipaoiag

Mpiv atré 1 xpron, agriote 7o RIDASCREEN® va £pBel o€ Bepuokpaaia
dwparTiou (20 - 25 °C).

To RIDASCREEN® TTPETTEI VO XPNOIMOTTOIEITAlI OTTWG TTEPIYPAPETAI OTIG
odnyieg xpriong Twv dokipaciwv RIDASCREEN® BA.EvéTnTta 1. MpoBAemmouevn
xenon).

9. MNepropiopoi TG peB6d0U

1. To RIDASCREEN® TTPOOPICETAI VIO XPON HOVO HE TIC £V Adyw SoKipaoiag
RIDASCREEN® (BA. EvotnTa 1. MpoBAetrduevn xprion).

2. AuTO TO TTPOIOV Ba TTPETTEI VA XPNOIUOTTOIEITAI CUP@QWVA JE TOUG KAVOVIOUOUG
0pBNi¢ epyacTnpiakng TTPakTIkAS (OENM). Katd tn xprion Tou
RIDASCREEN® , Ol XEIPIOTEG Ba TTPETTEI VA aKOAOUBOUV TTIOTA TIG 0dNYiEg
TOU KATAOKEUAOTA yia TNV avtioToixn dokipyacia RIDASCREEN®.

10. loTOopIKO KOO EWYV

Ap1Budg ékdoong EvéTnTa Kal ovopacia

2021-12-29 ‘EkdOOCN TOU OUCTAUATOG
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11. Ee§nynon cuppoAwv

"evikd oUpBoAa

AlayvwaoTiKO in vitro

[:E] AkoAouBnoTe To eyxeIpidlo AsiToupyiag
ApiBu6g TTapTidag

= Xprion Trpiv atré

e Oeppokpaacia ammobrikeuong

KwdIKOG TTPoidvTog

\/ ApIBUOC BOKINAOIWV

] Huepopnvia rapaywyrig

pov | KataokeuaoTig

Eidika ouppBoAa dokipyaoiag

AvTIOpaoTAPIO DIOKOTTAG
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