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CERTIFICATO

Nr. 50 100 11497 - Rev. 003

Si attesta che / This is to certify that

~ILSISTEMA QUALITADI
THE QUALITY SYSTEM OF

LIOFILCHEM S.r.l.

SEDE LEGALE E OPERATIVA:
REGISTERED OFFICE AND OPERATIONA

L SITE:

VIA SCOZIA SNC - ZONA INDUSTRIALE
1-64026 ROSETO DEGLI ABRUZZI (TE)

'SEDE OPERATIVA:
OPERATIONAL SITE:

C‘.ONTRADA‘PIANE VOMANO - TRAVERSA DI VIA GRECIA
1-64026 ROSETO DEGLI ABRUZZI (TE)

E CONFORME Al REQUISITI DELLA NORMA

HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF

UNI EN ISO 9001:201

QUESTO CERTIFICATD E VALIDO PER IL SEGUENTE CAMPQO
THIS CERTIFICATE IS VALID FOR THE FOLLOWING

Progettazione e sviluppo, produzione e comr
dispositivi medico diagnostici in-vitro: terre
batt«a?iologia, sistemi di identificazione e antib
determinazione di plasmaproteine

Design and development, production and sale

medical devices: culture media for bacteriolog

susceptibility testing systems, kits for plasma j
. (IAF 12, 29)

Per I'Organismo di Certificazione
For the Certification Body
© TUV ltalia S.r.l.

ACCREDIA X,

LLENTE ITALANO DI ACCTIEDITAMENTD.
SGQ N° 049A
!

Membro degli Accordi di Mutuo Riconascimenlo

5

DI APPLICAZIONE
SCOPE

nercializzazione di
eni di coltura per
jogramma, kit per la
(IAF 12, 29)

of in-vitro diagnostic

y, identification anc
orotein determination

Validita /Validity

Dal / From: 2019-02-11

All To: 2022-02-10

Data emissione / Issuing Date

Signatory of EA} IAF and ILAC Mulual
Recagnilion Agreemenls
|
Andrea Coscia
Direttore Divisione Business Assurance

EA, IAF e ILAC
/to L._D-/ Q >

2019-02-11

PRIMA CERTIFICAZIONE/ FIRST CERTIFICATION: 2012-09-25

“LA VALIDITA EEL PRESENTE CERTIFICATO E SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MES
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE"

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12

COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEAR.

|
TOV Italia S.r.l!. o Gruppo TOV SUD e Via Carducci 125, Pal. 23 « 20099 Sesto San

E AL RIESAME COMPLETO DEL SISTEMA DI

WONTHS AND ON THE COMPLETE REVIEW OF

e

Giovanni (M) e [talia » www.tuv.it

TUV®
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lintilchoane® PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUCTS
L ENSERR_RECHI]E - Rev 321 del 07.06.2017
DICHIARAZIONE DI CONFORMITA CE/EC DECLARATION OF CONFORMITY 10002 DNA AGAR + BLU DI TOLUIDINA | 10048 SEAUMTELLURITE ACAR
13004 CLED ANDRADE AGAR W07 BESMUTH SLLFITE AGRR
10004 CLED ANDRADE AGAR 106a7 BESMUTH SULFITE AGAR
3 1000 MAC CONKEY SORBITOL AGAR 10048 EMB. LEVINE AGAR
A ZIONE DY Onvnaneerr
DICHYARAZIONE DI CONFORMITA CE 10005 | MAC CONKEY SORBITOL AGAR 10045~ | EMB LEVINE AGAR
3 . . ) 3 SAR 1 0 6 ACT 3 CTER = Biood
oy societd Liofilchem® S.r... con Sede Legale in Via Scozia, 64026 Roseto deghi Abruczi (TE) fialia, in qualita di P oA e e e O e Sree B &
. del dispositiv o i . ) - i ] 10007 | BAGILLLE AG, CAMPYLOBACTER :
+ @Spositvo medico-diagnostico in vitro elencato neila (abella allegata Revisione 32.1 del ppro: BACILLUS CEREUS AGAR (PEMEA] 1051 Leglorelia BEYE Agar
0013 Diase TEST AGAR 10051 Legionalia BCYE Agar
e o prm Naa TEST AGAR 10052 YERSINIA SELECTIVE AGAR
dichiara sotto la propria responsabilita o n :
prol pe 1004 Furpla Lictose Agar 10052 YERSINIA SELECTIVE AGAR
che il dispositivo sopra indicato soddisfa tutte e disposizioni applicabiti della Direttiva 98/79/CE (Allegato 10014° | Pumple Lactose Agar 10053 | WLKINS CHAl GREEN AGAR
II) recepita nella ﬁhmiwﬂoﬁgbﬁﬁﬁrﬁr“? vorr* 332 del 8 setembre 20007 0017 CZAPEK DOX AGAR 10053 WILKINS CHALGFIEEN AGAS
10018 DRIGALSKY LACTOSE AGAR 10054 WURTZ LACTOSE AGAR
che il dispositivo in oggetto non & incluso nell’ Allegato II, lista A e B della Direttiva 98/79/CE 10070 Baird Parker Agar 10054* WURTZ LACTOSE AGAR
: ion i e all? P— o . . 10020 Bairdt Parkar Agar 10056 XLD, AGAR
che E ,n_onE.uozS.Eo:o tecnica di cui all w:omwno IIT della direttiva U.:.mE<m o.w\qw\ﬁm éa Qm_uo.mﬁnuw delle 10021 BIGGY (NICKERSON) AGAR 10056" KLD. AGAR
autoritd nazionali presso la sua sede e sard conservata per 5 anni dall’ultima data di fabbricazione del 0z BIGEY [NICHERSON) AGAR 10057 BILE AESCULIN AGAR
prodotto; 0022 BRILLIANT GREEN AGAR 10057° BILE AESCULIN AGAR
. r— o . 1005BS | TRYPTIC SOY AGAR Iiradiated -30 mL-
che T processo & . . B 1002z BRILLIANT GREEN AGAR
p sso di fabbricazione segue adeguati principi di assicurazione della qualita; s S e BRAIN HEART TESIONAGAE
di aver attivato e di mantenere aggiomato, un sistema di sorveglianza post-produzione per il monitoraggio 0023 Chocolata Agar 100800 BRAM HEART INFUSION AGAR
dei prodotti; 10024 TRYFTOSE AGAR 10062 CHAISTENSEN UREA AGAR
o ro. R 10024 TRYFTOSE AGAR 10065 SCHAEULER KKV AGAR[Sheop Blood 5%)
che il dispositivo in 0ggetto € stato messo in commercio munito di marcatura CE. 1007s COLUMBIA AGAR (Horea Biood 5% J008s" SCHAEDLER KKV AGAR({Shesp Biood 5%)
10025° COLUMBUA AGAR (Horss Biood 5%) 10067 SCHAEDLEF KVN AGAR (Sheap Blood 5%)
10028 CLED AGAR 10088 XLT 4 Agar
-~ - - - .. ECDECLARATION OF CONFORMITY— - - — — ~ — — - ———— 10025 [ GLED AGAR 1008 | X074 cx
10027 BACILLUS CEREUS AGAR [Mossol) 100785 | TAYPTIC SOY AGAR,NELTRALIZING
The company Liofilchem® S.r.l., registered office in Via Scozia, 64026 Roseto degli Abruzzi (TE) Italy, as a e BAGILLUS CEREUS 4GAR (Mossal) 1078 MAUELLER HINTON U MOD. AGAR
manufacturer of the in vitro medical-diagnostic device listed in the attached table, Revision 32.1 of $7.06.2017 i SROENSII BTG iy HLENL ER HNTON 1 Mooy AR
10028" ISOSENSITEST AGAR 10079 CASITONE AGAR
hereby certifies under its own responsibility 10028 MAC CONKEY AGAR 1007 | CASTONE AGAR
10029 MAC CONKEY AGAR 10080 HAEMOPHYLUS TEST AGAR:
that the above mentioned device complies with all the applicable provisions of Directive 98/79/EC (Annex IIT 10030 MANNITOL SALT AGAR 10080 HAEMOPHYLUS TEST AGAR
and its relevant transposition into national law; 100300 MANNITOL SALT AGAR 16082 HELICOBAGTER PYLORI AGAR
. i . . . L 10631 MUELLER HINTON Il AGAR 10082* HELICOBACTER FYLORI AGAR
the above mentioned is not included in Annex I, List A and B of Directive 98/79/EC; 10031 MUELLER HINTON I AGAR 10000 MRS, Agar
B . . . . . 7 10090 MES, Agar
that the technical documentation referre it PSEUDOMONAS (CETRIMIDE ) AGAR
L & ocument io med to at Annex I .0m the Directive 98/79/EC is available for the 10055 | PSEUDOMONAS (CETRIMIDE ] AR Jo0as BAAIN HEART AGAR FOR FAENGPIILUS
national authorities in its facility and that this documentation shall be kept for 5 years after the last product Tooas SABOURALD AGAR 10129 MAG CONKEY AGAR MMG
has been manufactured; = SABOURALID AGARL T AC CONKEY T
; i L ; i 01 Agar (Shesp Bload 5%)
that the manufacturing process follows suitable principles of quality-assurance; | EASCURALID AGAR) frsifated Lol ST ey Bond S%)
T 10036 55 AGAR 10131 Musller Hintan Il Agar {Shaen Biood 5%)
that. has implemented and keep up to date, a post-production surveillance system for monitoring the 10055 | 5.5 AGAR Toizz | Bt Hiren Fastlous Agar (Harse Blood $% +20
products; 1oga7 Tryptic Soy Agar e Muelier Hinion Fastidious Agar (Hores bicod 5% + 20
3T Tryptic Say Agar L B-NAD)
that the device in question, was introduced into the market provided with CE mark. 100378 | TRYETIC SOV AGAR radiated Jcias Logionata BMPA Agar
10141 SALMONELLA TEST AGAR
! . ; ’ 10039 FOGOSA AGAR
Roseto, 07.06.2017 Direttore Hnom_ﬁo\ Technical Director W3 | ADGOSA ADAR 10141 | SALMONELLA TEST AGAR
Dott. Silvic Brocco 10040 NEW YORK CITY AGAR 0142 BLOOD AGAR (Sheep Blood 7%)(1SC 10550)
e NEW YORR CIT7 AGAR 107142 BLOCD AGAR (Sheep Biood 7%)(1S0 10560)
0041 LISTERIA PALCAM AGAR 10143 Mueller Hinton Agar + 5 % Horse Blood Lysad
10041° LISTERIA PALCAM AGAR 10145 CAMPYLOBACTER KARMALI AGAR
10042 CRYSTAL VIOLET AGAR (Shaop Blood 5%) fidind CAMPYLOBACTER PRESTON AGAR
042° | CRYSTAL VIOLET AGAR (Shead 5%) a4 CANSYLOBACTER AGAR (Sheep Bivod 10%)
10043 HEKTOEN ENTERIC AGAR 10224 BRI Packer Agar
prer: HEKTOEN ENTERIG AGAR 10225 LISTERIA PALGAM AGAR 140 mm
W04 | NUTRIENT AGAR 10231 MUELLER, HINTON Il AGAR 140 em
T 10233 RP.MI. AGAR
10044 [ NUTRIENT AGAR 1 _

Bdizg
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PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUCTS

Rew. 32,1 del 07.06.2017

PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUCTS

Rev. 32,1 dei 07 06.2017 |
L
0235 _ Sab CAF Agar .+ 11041 AZIDE AGAR (Sheep Blood 5%) | 11629 | CHROMATIC™ ESBL + AmpC 18379 GARDNERELLA V,/ THAYER MARTIN
02357 | Sabouraud GAF Agar - Gentarmicin 11041* AZIDE AGAR (Sheep Blood 5% ) | 11629" { CHROMATIC™ ESBL + AmpC 18379* GARDNERELLA V,/ THAYER MARTIN
0SS Sabouraud CAF Agar + Gemamicin Irradiated 11082 DERMATOPHYTE (D, T.M) AGAR | 1831 ChromaticT™ OXA-28 18380 MAC CONKEY / TSA BLOOD
Wzas CLED AGAR 120 mm 11062 DERMATOPHYTE (DT M} AGAR 1155 Crramatic '™ Gostndum difcls 18380 MAC CONKEY / T54 BLOOD
240 SCHAENIER K AGAR (Sheep Blood 5% 140mm 11054 GARDNERELLA AGAR (Sheep Blooa 5%} 11533 Chromatie™ Vibsta 1HE80 BARAD PARKER / SABOURAUD CAF
10241 SCHAEDLER KKV AGAR(Sheep blaod 5%) 140mm 11054° GARDNERELLA AGAR (Sheep Blood 5%) 11634 Chromalic™ Delection opaque 18350° BAIRD FARKER / SABOURALD CAF
10242 SABOURAUD CAF AGAR 140 mm 11057 ENTERDCOCDCG AGAR 11635 [ Chromatic'™ Pseudomonas lmlam._ HEKTOEN ENTERIC ! YERSIMNIA
10243 Sabouraud CAF Agar + Gentamicin 140mm 1os7 ENTEROQCOCCO AGAR 12033 “ MUELLER HINTON {l AGAR (120X120 mm) 18351° HEKTOEN ENTERIC = YERSINIA
n24es DERMATOPHYTE (D.T.M) AGAR 140 mm 11058 SLANETZ BARTLEY AGAR(m-ENTERDCOCCLS) 12032 ﬁu,.w__s Finian 1l Agar (Shesp Hlood 5% (120 mim X 120 18422 COLUMBIA CNA | GARDNERELLA
10245 BRUCELLA BLOOD AGAR w HEMIN AND VITAMIN K1 11058° SLANETZ BARTLEY AGAR(m-ENTEROCOCCUS) Wueiier Fenton Fasiaions Agar (Hora biood 5% < 20 18422 COLLIMEBIA CNA | GARDNERELLA
10245 Chromatic™ MH 11060 CLOSTRIDIIM AGAR, (Shoep Blood 5%) 12033 mglL B-MAT) (120 mm ¥ 120 o) 18500 BAFD PAFKER | MAG COMKEY
10247 Brucella Blood Agar with Hemin and Vitamin K1 11060° CLOSTRIDIUM AGAR (Shoep Biood 59%) 13012 CLEDMACCONKEYTSA BLOOD AGAR 18500° BASD PAAKER | MAC CONKEY
19249 Purpie Lactose Agar 146 mm 11085 SCHAEDLER K AGAR (Sheep Blood 5%) a0 CLED/MACCONKEY/TSA BLOOD AGAR 18502 CLED / MAG CONKEY
a3 HEDWYCIN BLOOD AGAR [SHza Biood 53] TI0ES" SCHAEDLER K AGAR [Shees Blood 5%) LR BATHL FAF INREY 18502 CLED/ MAG CONKEY
10334* NECMYCIN BLOOD AGAR (Sheep Blood 5%) 11070 MYCOSEL AGAR 13013 BAIRD PARKERBIGEY/MAGCONKEY 18503 HEKTOEN ENTERIC / 35
10335 MUELLER HINTON CHOCOLATE AGAR 110707 MYCOSEL AGAR 13014 COLUMBIA CNACIOCCOLATOTHAYER MARTIN 18503 HEKTOEN ENTERIG /SS
10353 BORDET GENGOU AGAR (Shieep Blood 15%) 11124 COLUMBIA CNA MOD. AGAR (Sheep blood 5%) ot COLUMBIA CNA/GIOCCOLATOTHAYER MARTIN 18505 MAC CONKEY | 5.5.AGAR
10353 BORDET GENGOU AGAF (Sheep Biood 15%) 1124 COLUMBIA GNA MOD. AGAR (Sheep blood 5%) 1207 CLEDIMACCONKEYIMMGIMALTO, 18505° | MAG CONKEY /S S AGAR
10405 SOHAEDLER CNA AGAR (Sheep Blood 5%) s Mugllor Hinton Fastdiols Agar (Horme Blood 5% 4 20 13017 CLED/MAGCONKEY MMGMALTO 18507 COLUMBIA CNA / CHOCOLATE
10407 | VANGOMYCIN SCREEN AGAR 2 pNAD) (140 i 13018 | BROM CRESOL PURPLE/COLUMEIA CNAM.CONKEY T8S07° | COLUMBIA GNA / CHOCOLATE
10405 WILKINS CHALGREN AGAR +5% SHEEF ELOOD _:um. SAROLIRALIY AGARMCIFIED 13018° BROM CRESOL PURPLETOLLIMBIA CNAM CONKEY 18595 D.T.M./ SABOURAUD
0409 CAMPYLOBACTER CUDA AGAR “““H m.memﬂ_.mMyM}m et 12013 CLEDVMACTCONKE ¥/CE TRIMIDE 18595° D.T.M [ SABOURALD
10410 MUELLER HINTON AGAR w VITALEX T =R =0 CLED/MACCONKEY/CETRIMIDE 18700 Grotp A Selective/TSA Hl + Sheep Blood 5%
10a11 BILE ESCULIN AZIDE AGAR w VANCOMYGIN 13020 MAL CONKEY/B PARKERTSA BLOOD 18703 CHOCDLATE AGAR (THAYER MARTIN
41z Legicnells BCYE Agar wio Gystsine _:wm. NOGEL JOptSON /AR 13345 GARCNERELLA VUAOGUSATHAYER MARTIN 20075 MAG CONKEY BROTH{7S16MG2) 2055mi
0413 XLD Agar EP, USP 7 i “““MM M.n%mmw ._MMzmoz AEAR 13345 | GARDNERELLA V/ROGOSATHAYER MARTIN T RO ST e
10416 MEDDLEBFIOOK 7H11 AGAR - LB\, AGAR 13356 Gard.V. / Ghocatate / Thayer Martin 20075 PHYSIOLOGICAL SOLUTION 4.5 ML
10424 Legionetla BCYE Agar w Vancomyein + Cailstin s RS AGAR 13371 BARD PARKERMACCONKEY/SABOURALID CAF 20081 MOCULUM SOLUTION 5 ML
10425 SCELOSPORIUM SELECTIVE AGAR ] BrAed 1337717 BAIRD PARKER/MACCONKEY/SABOURAUD CAF 20089 SUSPENSION BROTH
10438 MasGonkay Agar No.2 AL Ll 12480 MAGCONKEYVOGEL JOHNSONSABOURALD R0 HELICOBAGTER PYLORI TEST
10438° MacCorkey Agar No.2 ““M“. ”M HM HM 13480° MACCONREYAOGEL JOHNSON'SAROUBMID 20005 PHYSIOLOGIGAL SOLUTION
10433 Group A Selestive Strep Agar w/ 5% Sheep Blood T N A e 13602 SABOURAUD CAF/BAIRD PARKER/BILE ESCULINE 20105 Giucoss Broth
) Pabnttnid CAR AT H0 mid 11208 Musller Hinlon If Agar + 2% NaCl el s L e A2 MOCAIMERGTEL 7 WL
10445 Chocolale Agar wi Bacitracin, Vancomycin, Clindamycin T Nsher Hinton I Agar (Snoop Blood 57 140 13807 CHOC. BAC/COLUMEIAMAC CONKEY 20129 TRYFTIC SOV BROTH 15 m!
10599 CHROMATIC™ MASA jata 13807 CHOC. BAC/COLUMBIAMAC CONKEY 20140 PLURPLE LACTOSE BAOTH
10600 DRACILLIN RESISTANGE STAPHYLOCOCGUS AGAR et SN A AR TYE 13614 CLELVMACCONKEYIENTEROCOCCO 20156 SUSPENSION MEDIUM 7 ML
10801 CHOCOLATE AGAR win VITOX il SELPAL SAP AT ._.a 13614° CLED/MACCONKEY/ENTEROCOCTD 20158 MYCOPLASIMA TRANSPORT BROTH
10602 CAMPYLOBACTER SKIRROW AGAR Ll SHisoi AT A+ Asliciont ez MYCOPLASMA AGAR 20158 TRICHOMONAS BROTH w/o CLORAMPHENICOL.
10605 HELICOBACTER PYLORI EGE YOLK EMULSION Hesa TRSDALE ASAR 18007 CHROMATIC™ STAPH AUREUS/ MRSA 2017 Trioglyealiare Medium w ViLK1 & Herin
AR fizad TEOALEAGAE 18008 TSA BLOOD/CROMapar ORENTATION 20340 VAGITUBE
10620 OALISTERIA 11335 SABOURALID AGAR + GENTAMICIN s TS BLOCD/ICROMagar ORIENTATION e TR b
110623 CHOCOLATE BACITRAGIN AGAR E SABCURAUD AGAR + GENTAMICIN 18000 Chromatk: ' Salmanaiiaiekioan Enterc 22130 SCHAEDLER BROTH
11023 CHOCOLATE BACITRACIN AGAR 11501 ENTEROCOCCUS AGAR + VANCOMYCIN e CHROTATIO DETECTIONESAL e TS e
11024 COLUMBIA CNA AGAR (Sheep Blood 5%) 11506 BLURKHOLDERIA CEPACIA SELECTIVE AGAR BTy RALLANTOREET S5 ATAR = IELLER FNTON BROTH W FORSE BL0OD (11l
ks UEUMIACHRAHEAR (Ssp BB SN) 1E509 P AR 18z BRILLIANT GREEN / SS AGAR 2003 MUELLER HINTON BECTH
11025 COLUMBIA AGAR (Sheep Blood 5%} 11510 M HINTON+GLUCOSE +METHYLEN BLUE e BIGGY (NICKEFSON] 7 MALT AGAR T AT S
oz COLUMBIA ACAR {Sheep Blood 5%) 11512 NUTRIENT AGAR ace 1o 1SO 21528 e BIGGY (NICKEFSON) / MALT AGAR i T
11027 DESOXYCHOLATE AGAR 11513 NUTRIENT AGAR acc.to ISO 6579 o COLUMBIA GNA BLOODICHROMAGAR v FAEMOPHILUS TEST BROTH 20 BV
1oz DESOXYCHOLATE AGAR 1517 COLUMBIA AGAR(Shaep Blood 5%+ VANCOMYCIN e Ot o A CHA BLOSD/CHR DT CAR i s S
11050 ANAERCBIC AGAR 11518 Musller Hirten Agar « Cloxacilin 5018 MAG CONKEY/ SABOURAUD CAF S0 Aialing Fapions Waier
11033 PSEUDOMONAS ISOLATION AGAR 11610 Chmmatic™ E coll 0157 A PV IEUINE TS AEIO0D T o =
11023 PSEUDOMONAS ISDLATION AGAR 11611 CHRCMATIC™ DETECTION o VB CEVINE T Tor BLo0D T T
11035 SABOURAUD CAF AGAR 11612 GHROMATIC™ CANDIDA T ol CRE T Chroanc Y EShL Frers YT
Hi: SOEOERALD CARAGRR 1161 FABOMATIE™ SALMONELLA 18021° | Chromatic'™ GRE / Chromatic™ ESBL 24107 TDELLER HRTON R ERGT oY
110355 SABOURAUD CAF AGAR Irradiated 11616 CHROMATIC™ STAPH AUREUS s e T P R TEE AT e A STy
11037 TRYPTIC SOY AGAR {Sheep Blood 5%) 1617 CHROMATIC™ STREFTO B — e oRE Ot OXAs T R e
11037 TRYPTIC SOY AGAR (Sheep Blood 5%) 11618 CHROMATIC™ MH i T T S S iioE
s EETIC SOV-AGAR HorserBlood A7) negs ChiFOMATICLCEE 18025 Schaedlor K 7 Schaodlor KKV Ereen OO0 FEWTT BROTH 20e7
11038~ TRYPTIC SOY AGAR (Horse Blood 5%) 11621 CHROMATIC™ VRE - S TCVEIACh i I MAC CONREY e SRR ey
11040 THAYER MARTIN AGAR 11622 CHROMATIC™ ESBL 18327 COLUMBIA CNA / MAC CONKEY 24115 TRICHOMONAS BRAGTH 200
11040 THAYER MARTIN AGAR 11627 Chromatic™ Enterococcus

®Liofilchem® s.r.t. Viu Scozia - Zona Industriale 64026, Rosclo degli Abruzzi (TE) Ttaly - Tel +39 0858930745 - Fux +39 085893
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24117 Bargeia Broth 30009 HELICOBAGTER PYLORI AGAR [2a122 LOWENSTEIN JENSEN + RIFAPENTIN 9 pg/mL | 34144 LOWENSTEIN JENSEN + PYRUVATE 0.2%

24119 GN HAJNA BROTH 20PV 30010 STREPTOCOCCAL KF + TTC AGAR [34123 LOWENSTEIN JENSEN + ISONIAZID 0.1 pg/mt. | 34145 LOW JENSEN + PACT

24120 BILE AESCULIN BROTH 20PV 30011 SIMMONS CITRATE AGAR | 21231 LOWENSTEIN JENSEN - ISONIAZID 0.2 ng/m_ | | 341481 Lewerelein Jersen + Levolloxacin 2 pg/ml

24124 Fhid Thioglycoase-fiedium 30013 1202 | LOWENSTEIN JENSEN - ISONIAZID A pgiml 250 ;

24125 SESLIM BROTH 200V oot MOSSEL AGAR 2012303 LOWENSTEN SEMEEN ; ISOMATID & Lotml 35001 LOWENSTEIN, IENSEN .+ ISONI2ZI0 0 20 pgfml
24127 Fluid Thioglycollate Medium + 1% Tween 80 30022 T.CB.S. AGAR 34123/4 LOWENSTEIN JENSEN + ISONIAZID 10 pigimL. 35002 LOWENSTEIN JENSEN = ISONIAZID 1 pgiml
24128 TRYPTIC SOY 3ROTH  TWEEN B0 1% 20PV 30023 | Sancoraud CAF Ager ['anizan LOWENSTE M JEMSEN . PYRAZINAMIOE & jgiml 35010 LOWENSTEIN JENSEN - RIFAMEICIN 40 ug/mL
24135 SALMONELLA DIFFERENTIAL BROTH  20PV o0z SABOURAUD CAF + ACTIDIONE AGAR 341242 LIDWENSTEIN JENSEN + PYFAZINAMIDE 15 pgimL 35011 LOWENSTEIN JENSEN + RIFAMPIGIN 20 pgiml
24136 TAYPTONE WATER 20PV ap0a0e MES, AGAR 1341243 | LOWENSTEIN JENSEN + PYRAZINAMIDE 20 pg/ml 35020 LOWENSTEIN JENSEN - STREPTOMYCIN 4 /il
24137 MALONATE BROTH 20PV 30080 BORDET GENGOU AGAR (Sheep Blood 15%) 241244 | LOWENSTEIN JENSEN-PYRAZINAMIDE 200 ugimb H/O2 LOWENSTEIN JENSEN « STREPTOMYCIN 10pg/mi
24139 LYSINE DECARBOXYLASE BROTH  20PV 30081 CHRISTENSEN UREA AGAH 34125/ LOWENSTEIN JENSEN + STREPTOMYCIN 4 pafmi 35030 LO! JENSEN + ETHAMBUTOL 2 ugiml
24141 BRAIN HEART INFUSION BROTH 2 ml 20PV 30082 Tryptic Soy Agar 3412502 LIOWENSTEIN JENSEN + STREPTOMYCIN 10 pgimL. 35040 LOWENSTEIN JENSEN + ETHIONAMIDE 20 pgiml
24142 PHYSIOLOGICAL SOLUTION 3 2PV 30083 NUTRIENT AGAR a2 |« S NSEN + STREFTOMYGIN 25 pg/mi 35041 LOWENSTEIR JENSEN + ETHIONAMIDE 30pg/mi
2418 SEEME SrotT SJUES RTINS T INTOS N HiaAs Eall) L SJENSEN S TREF TUINMT AN SEmL 35050 TOWENSTEINJENSEN TSR INANIDE T Iyms
24144 TODD HEWITT w Genlam/Nalidixic acid 20PV 30085 PHENYLALANINE AGAR 341255 | LOWENSTEIN JENSEN + STREPTOMYCIN 50 pigimi. 35060 LOWENSTEIN JENSEN + HANAMYCIN 20 pgimL
24145 TODD HEWT B. w ColistiNalid.a. 20PV 30087 KLUIGLER FION AGAR 34126/1 LOWENSTEIN JENSEN + ETHAMBUTOL 2 ug/miL 35061 LOWENSTEIN JENSEN + KANAMYCIN 20ugiml
24146 THIOGLYGOLLATE M w/o INDICATOR acc.USP 20PV 30086 KLIGLER IRON AGAR + NaCl 2% 341262 | LOWENSTEIN JENSEN + ETHAMBUTOL 4 pgimL 35070 L JENSEN + PAS 1 il

24147 Thiogycollate Bile 30090 Musller Hinton 1l Agar 34126 | LOWENSTEIN JENSEN + ETHAMBUTOL 5 pghmL 35071 LOWENSTEIN JENSEN + PAS 0.5 pg/mL

24149 MAVP MEDILM 20PV 30091 BIGEY (NICKERSON) AGAR 341264 | LOWENSTEIN JENSEN + ETHAMBUTOL 1 yigfmL 35080 LOWENSTEIN JENSEN + OFLOXACIN 2 paml
24161 Sabouraud Dextrose Broth + CAF 30093 SABOURALID AGAR 341265 LOWENSTEIN JENSEN » ETHAMBUTOL 3 jgiml. 5081 LOWENSTEIN JENSEN + OFLOXACIN 10 pg/ml
24241 Fluid Thioglycoliate Mediem SO0E5 SIM MEDILM 34126/6 LOWENSTEIN JENSEN + ETHAMBUTOL 10 ug/mL 350682 LOWENSTEIN JENSEN + OFLOXACIN 40 pg/ml
24342 Motiiity Test Medium 30096 T &L AGAR 34127 LOWENSTEIN JENSEN ~ AMIKACIN 5 ygiml. 35080 LOWENSTEIN JENSEN = GAPREDMYCIN 30 pg'm|
24343 MK Samisalid Agar 30057 Tryptass Agar 3412711 LOWENSTEIN JENSEN + AMIKACIN 40 jg/mL 35001 LOWENSTEIN JENSEN + CAPREOMYCIN 20 pig/ml
24345 O.F. Madium with Glusose 30058 LYSINE BOM AGAR 341281 LOWENSTEIN JENSEN + OFLOXACIN 5 pgimiL 35147 LOWENSTEIN JENSEN + PNB 500 pg/mi

24400 RAPPAPORT VASSILIADIS SOY (RSV) BROTH 20PV 30059 Chocalate Agar 341282 | LOWENSTEIN JENSEN + OFLOXACIN 10 ughmil 6148 LOWENSTEIN JENSEN + TCH 2 yg/ml

24403 BIOTONE BROTH 200V 30116 LOEFFLER MEDIUM 341283 | LOWENSTEIN JENSEN - OFLOXACIN 25 ugimb 350011 ILITM = STREPTOMYCIN 2 ppfml

24408 CAMPYLOBACTER BROTH 0PV 0117 PERGOLA MEDILM 341084 LOWENSTEIN JENSEN + OFLOXACIN 2 pgimb. 39002 | IUTM « STREPTOMYCING pml.

24411 S.F. BROTH 208V 30118 Liwarstoin Jersan Medium 341285 | LOWENSTEIN JENSEN + OFLOXACIN 20 ugiml 360043 | WUTM + STREPTOMYCIN 10 ygimL

24412 STREPFTOCOCCUS BROTH 208V 30115 LOWENSTEIN JENSEN MEDIUM wio GLYCERCL B LOWENSTEIN JENSEN + PAS 1 pg/mL 3600174 | IUTM & STREPTOMYCIN 25 jighnt.

24413 MOSSEL AND MARTIN w MANNITOL  20BY aptat Stonshrink Medium 1292 LOWENSTEN JENSEN « PAS 16 ugiml 360015 | 1UTM + STREPTOMYGIN 50 pg/mL

24416 UREA BROTH 206V 30125 DCRSET EGG MEDIUM 341283 | LOWENSTEIN JENSEN = PAS 0.5 ngiml 3500211 ILIT = ISONIAZID 0.1 pgiml

24417 Wikins Chalgren Eroth 30368 MIDDLEBADOK 7H10 AGAR 3410904 LOWENSTEIN JENSEN « PAS 01 ugimik. 550022 | HUTM - ISONIAZID 02 g

24430 SCHAEDLER BROTH 200V 31023 Sabouraud CAF Agar 341295 | LOWENSTEIN JENSEN 4 PAS 5 ug/mlL 360023 | AUTM + ISONIAZID 1 payml

24432 YEASINI BROTH 20PV F1065 SPS Agar 3413001 LOWENSTEIN JENSEN + RIFABUTIN 10 ugimL 3600214 TUTM + ISONIAZID 5 ngiml

24433 EUGON BROTH 200V 31075 Musllar Histor Il Agar 3413072 LOWENSTEIN JENSEN « RIFABUTIN 30 pgiml. 350025 | IUTM - ISONIAZID 10 ugiml

24435 MIOOLEBROOK 7HI BROTH  20PV 31082 Tryptic Soy Agar a3 | Lo JENSEN - RIFABUTIN 50 ug/mL 380031 WM = ETHAMBUTOL 1 pgimL

24445 EHENOL RED BROTH 20PY 31083 Nutrient Agar IS0 16268 3413111 LOWENSTEIN JENSEN- CLARTTHROMICIN 4 pgimL 360032 | IUTM + ETHANBUTOL 2 pgiml

24450 £ Broth wio Say 31080 Musiler Hintan 1| Agar 341312 | LOWENSTEN JENSEN-CLARTHROMYGIN 32 upiml. 360093 | IUTM + ETHANBUTOL 3 pgiml

24451 T = Eeath 31097 Tryplose Agar 34132/ LOWENSTEIN JENSEN - ETHIONAMIDE 10 pgiml 360034 | IUTM « ETHAMBUTOL 5 poiml

24458 CASO BROTH (Doutle Coocentration) CE 20PY 31049 Chocolate Agar ag13210 LCWENSTEIN JENSEN - ETHIOMAMIDE 20 pgimL 350025 IJTM + ETHAMBUTOL 10 pgiml

24451 APMI Broth 3z Stansbrink Medium 341323 | LOWENSTEIN JENSEN « ETHIONAMIDE 30 pgiml 350041 IUTM + RIFAMPICIN S pa'ml

24452 AP Brotn {dousle sirangth) 31204 MLl Agar IR JENSEN « ETHIOMAMIDE 40 jgimL 360042 | WUTM + RIFAMEICE 10 pgimL |

24471 Listeria Motiity Madium 33040 THAYER MARTIN AGAR 341351 LOWENSTEIN JENSEN + NICOTINAMIDE 10 pgimL. 360043 | IUTM + BIFAMPICIN 20 pgimi

24513 TRYPTIC SOV BROTH- {HasmER} 33055 MYCOSEL AGAR- 341352 — | LOWENSTEN JENSEN-» MICOTINAMIDE 20 pgiml 360044 LIUTM +-RIFAMPICIN 40 jsgimd

24514 TRYPTIC SOY BROTH 23060 SERLIM TELLURITE AGAR 3413843 LOWENSTEIN JENSEN + NICOTINAMIDE 30 yg/ml. 36004/5 1T = FIFAMPICIN 50 pgiml

24516 UREA BROTH 33066 OMNPG. AGAR 34136 LOWENSTEIN JENSEN + PEFLOXACIN 2 jig/mL. 380051 ILITM = AIFABLTIN 10 pgiml

26105 Glucoss Broth 3085 EILE AESCULIN AGAR 241371 LOWENSTEIN JENSEN + CYCLOSERINE 30 pgfmb 350052 | IUTM < RIFABUTIN 20 pgiml

26124 Fluid Thioglycollale Medium 100 x 10 mi 33086 DERMATHOPHYTE (D.T.M.} AGAR 341372 | LOWENSTEIN JENSEN + CYGLOSERINE 10 pgiml 360083 | IUTM + RIFABUTIN 30 pgib

26342 Motility Test Madium IR0 LU.T.M. MEDIUM 341373 | LOWENSTEIN JENSEN + CYCLOSERINE 20 pigimi 360054 | IUTM + RIFABUTIN 40 pgimt
26400 RAPPAPOHT VASSILIADIS SOY (RSV) BROTH 33120 FETAAGNANI MEDILIM 341374 LOWENSTEIM JENSEN + CYCLOSERINE 40 pg'ml 360055 | IUTM + RIFABUTIN 50 pgimt

26475 Tryptic Soy Apar 34070 CAMPYLOBACTER AGAR 34137/5 LOWENSTEIN JENSEN - CYCLOSERINE 50 gl 360061 UTM + CYCLOSERBE 10 uiml

26513 Tryptic Soy Broth 34071 CYSTINE TRYPTIC AGAR (CTA} 341381 LOWENSTEIN JENSEN + CAPREOMYCIN 10 igiml 360082 | IUTM + CYCLOSERINE 20 ug/mi.

270 GESA MEDILM 33075 Musliar Hirton 1| Agar 2412682 | LOWENSTEIN JENSEN + CAPREOMYCIN 40 pgitil 30063 | IUTM + CYCLOSERINE 30 pg/ml.

27500 Triptic Say Broth 34121 LOWENSTEIN JENSEN + RIFAMPICIN 15 pgimL 3413873 LOWENSTEN JENSEN - CAPREOMYCIN 20 pgimL 3008 | IUTM « CYCLOSERINE 40 pgiml

27501 Todd Hewrt Broth 31211 LOWENSTEIN JENSEN « RIFAMPICINS sgiml 341354 LOWENSTEIN JENSEN + CAPREOMYCIN 30 pg/mL 350065 | IUTM + CYCLOSERINE 50 pg/mlL

27502 Brain Heart Infusion Broth 1212 | LOWENSTEIN JENSEN - RIEAMPICIN 10 poiml 34139/ LOWENSTEIN JENSEN + CLOFAZIMINE 5 pg/mL 360071 IUTM + OFLOXACIN 1.25 ug/mt_

27503 Nulrient Brath 341213 | LOWENSTEIN JENSEN = RIFAMPICIN 25 ngiml 341352 | LOWENSTEIN JENSEN + CLOFAZIMINE 10 pg/ml 360072 | IUTM + OFLOXACIN 25 gl

20000 CHECK-SET BROTH Irradialed 20 Test 3412144 | LOWENSTEIN JENSEN < RIFAMPICIN 50 pgimb 341431 LOWENSTEIN JENSEN + KANAMYCIN 10 pgimb 360073 | IUTM = CFLOXACIN 10 ugimL

30007 mﬁrﬂgomhnq ER SELECTIVE THIDGLYCOLLATE 1215 LOWENSTEIN JENSEN + RIFAMPICIN 40 pgiml 341432 LOWENSTEIN JENSEN + KANARMYGIN 20 pgimi. 35007/4 | IUTH + OFLOXACIN 25 pemi

05 CLOSTRIDIUN AGAR Shoen Blood 57%) 241218 | LOWENSTEIN JENSEN + RIFAMPICIN 20 igimb 341403 | LOWENSTEIN JENSEN - KANAMYGIN 30 1 0TS | 1UTM - OFLOXACIN S0 upiml
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30081 IUTM + PAS 0.1 paiml 402360 SALMONELLA RAPID TEST  6X100 ml Salonit Broth 6 10040.m! 51040 URITEST MALTO

35008/2 | IUTM + PAS 0,5 ug/ml a02370 SABOURAUD CAF AGAR  6X100 ml Tryptic Say Agar 6% 500 mi 51041 URITEST EC

3600813 ILITM ~ PAS 1 pgimi an23an BRAIN HEART INFUSION AGAR €X100 mi Sulonde Broth £ 500 ml 51070 URITEST EF

a0 . 2AS 5 pgiml A3 PEPTONE DILUITIONS  $X10oml DES 286X 51118 LRITEST M

30085 | - PAS 19 ngiril ._ 103450 MAC CONKEY SCREIFCL AGAR 8X10C mi GHEN 51123 URITEST M 500 glide .
3500901 LT + PYRAZINAMIDE 10 pgiml | a02500 Fludd Thioglycoliate Mdiurm + 1% Twaen 80 GE00 51130 URITEST 2 500 siide

380092 | - PYRAZINAMIDE 30 ug/ml | anzsTn XLD.AGAR  6X100 mi 470050 NUTRIENT AGAR X500 mi 51140 URTEST MALTD

36009/3 | IUTN « PYRAZINAMIDE 50 ug/ml “aoznan BICTONE BROTH R0 mi 470070 Muolior Hinton I Agar 6X500 m 51170 CLEDVMAC CONKEY! BILE AESCULIN
36009/4 | {UTM + PYRAZINAMIDE 70 ugiml 403050 S.LM. MEDIUM £X100 mi 470080 MANNITCL SALT AGAR  6X500 mi 52115 CLED/MAC CONKEY/SLANETZ 120 slide
350085 1 IUTM - PYRAZINAMIDE 90 ugimlL 203060 UREA INDOLE BROTH  6X100 ml 470080 MAG COMKEY AGAR 6500 mil 52118 UHITEST SF 500 slids

37000 MIDDLEEROCK 7H11 203130 Monsur Agar 6 100 ml 470104 COLUMBIA AGAR BASE  6X500 ml 610001 BILE AESCULIN AZIDE AGAR
37001 MIDDLEBROOK TH11 + AMIKAGIN 2 pafml 403140 TCBES Agar 6% 100 ml 470110 CLED AGAR X500 mi &10002 DEXTROSE AGAR

37002 MIDDLEERDOK 7H11 + AMKAGIN 4 pg/mL 212010 BRAIN HEART REUSION BROTH 61200 mi 470120 Chocofate Agar 6 X 500 mi B1U00S BLOOD AGAR BASE

SIS MDOLESHCOR 7H1T + ETHANBUTOL 7.5 woml ATE030 RUNS TCITREATE AGAR X200 JAFUTAT BUOOD AGAR BASE X500 ™Y BHIO0E BORDET ATARBASE
37011 MIDOLEBROOK 7H11 + ETHIONAMIDE 10 pgimb 412040 LYSINE RON AGAR 6X200ml 470140 BILE AESCLILIN AGAR X500 mi £10007 ERAIN HEART INFUSION AGAR
7018 MIDDLEBROOK 7H11 + ISONIAZIDE 0.2 pgiml 412050 Selenile Brolh 6 X 200 mi 470150 TRICHOMONAS BROTH  6X500 mi 510008 BRAIN HEART INFUSION BROTH
7m7 MIDDLEBROOK 7H11 + ISONIAZIDE 1 pg/ml. 412060 TODD HEWITT BROTH  &x200 mi 470160 DESOXYCHOLATE CITRATE AGAR 6X500 mi 100085 | BRAIN HEART INFUSION BROTH
37021 MIDDLEBROOK 7H11 + KANAMYCIN 6 pg/mL 412080 TRICHOMONAS BROTH  6X200 mi 470210 Alkaline Poplone Waler 6 x 500 ml 510008 BAILLIANT GREEN AGAR

37026 MIDDLEBROOK 7H11 + PAS 8 po/ml 412100 CHRISTENSEN UREA AGAR  5X200 mil 470220 CZAFEK DOX AGAR EXS00 mi £10012 CLED AGAR

| 3em31 MIDDLEBROOK 7H11+ PYRAZINAMIDE 25 ugiml- 412110 | TRYPTIC SOY.BROTH + TWEENSO 1% 6x200m| 470280 DRIGALEKI LACTOSE AGAR 6X500 mi E100125 | CLED AGAR

038 MIDDLEBROOK 7H11 + RIFABUTIN 1 patmL 412130 PEEUDOMONAS AGAR BASE  Gx200m 470290 CARY BLAIR TRANSPORT MEDIUM  6X500 mi B10013 COLUMEIA AGAR BASE

37087 SMIDDLESROOK 7H11 « RIFABUTIN G5 pgiml 412150 AZIDE BLOOD AGAR BASE  £X200 mi 470300 Fluid Thioglyookate Medium 6 x 500 mé 6100135 | COLUMBIA AGAR BASE

37041 MIDDLEBROOK 7H11 « RIFAMPICIN 1 pg/ml 412170 PHEMILALANIE AGAR  6X200 m 470320 PEFTONE WATER £X500 ml &10014 DESOXYCHOLATE AGAR

37046 MIDDLEBROOK TH11 « STREPTOMYCIN 2 ug/ml 412180 CLED AGAR X200 mi 470370 TRYPTIC SOY BROTH & x 500 ml B100145 DESOKYCHOLATE AGAR

37051 MIDDLEBROOK 7H11 « DFLOXACIN 2 pgfml 412190 NUTFEENT AGAR EX200 mi 471070 Sabouraud Duxirose Broth 6 x 500 ml 610015 DESOXYCHOLATE CITRATE AGAR
37056 MIDDLEEROOK 7H11 < CYCLOSERINE 30 gyl 412210 COLUMBIA CNA AGAR BASE  6X200 mi aniz PHYSIOLOGICAL SOLUTION 6X240 ml £10015 DRIGALSKI LACTOSE AGAR
400020 Fiuid Thicglycaliate Medium 6 x 100 ml 412230 HEKTOEN ENTERIC AGAR 6200 mi 473000 PHYSIOLOGICAL SOLUTION 6X500 m! 610018 EM.B. LEVINE AGAR

200120 Fuid T Medium 6 % 300 ml 412240 MAG CONKEY AGAR 6200 481110 CHRAOMATIC™ CANDIDA  6X100 ml 610021 HEKTOEN ENTERIG AGAR
400220 Fluld Thinglycollate Medium 6% 1000 mi 12250 MUELLER HINTON Il AGAR X200 m| 451130 CHAOMATIC™ DETECTION — 6X100 mi 5100215 | HEKTOEN ENTERIC AGAR
401880 BUFFEASCLUTIONpH 7 6X100ml 212270 PSEUDOMONAS CETRIMIDE AGAR 6X200 m 481140 CHREOMATIC™ SALMONELLS X100 ml s10022 GG MEDILIM

401930 SPSAgar 6X150ml 412280 SABOURAUD AGAR 8X200 ml 481150 CHROMATIC™ STAPH AUBEUS - 8X100 mi £10023 KLIGLER BON AGAR

antge0 TRYPTONE WATER &X100 mi 412290 MANNITOL SALT AGAR 62200 ml 481180 CHROMATIC™ STREP & 6X100mi 610024 MP.S. AGAR (ISO/FDIS 15214)
an1ga0 Alkaline Peptone Water 6 x 100 ml 412300 S.5. AGAR 6X200 m 482130 Cnromatic™ E ooll 0157 6 x 200 mi 510025 MR.S. BROTH (ISO/FDIS 15214)
au2000 NUTREENT BROTH 6X100 m| 412370 SABDURALID CAF AGAR - 6X200 mi 400010 HEMO-AEROBIC culturing 5X50 mi 510026 LOWENSTER JENSEN MEDILIM
a0z MUELLER HINTON I BROTH  6X100 ml 413010 ISOSENSMTEST AGAR X200 mi 480020 HEMO-ANAERDOBIC culluring X80 mi 6100265 | LOWENSTEIN JENSEN MEDILM
402030 MULLER KAUFFMANN BROTH  6X100 mi 413030 GAMPYLOBAGTER AGAR  6X200 ml 490030 HEMO-AERDBIC oulturing-Podiatre 6340 mi s10027 LYSINE RON AGAR

402040 Sabouraud Dextrose Broth 6 x 100 ml 413040 CLOSTRIDILM AGAR BASE 8200 ml 480040 HEME- AMAERORIC culturing-Padiatric 6X40ml 610028 MAC CONKEY AGAR

402050 Saianita Broth &% 100 mi 413080 NUTRIENT AGAR acc. 1o ISO 6579 490050 HEM-AESOBIC culturing NEONATAL 6xB ml 5100285 | MAC CONKEY AGAR

402060 SALMONELLA DIFF.BAOTH  6x80 ml 413130 Mutrientt Agar semisolid & x 200 mi 450060 HEMO-ANAERUBE culturing NEONATAL 653 i 610023 MANNITOL SALT AGAR

402070 TRYPTOSE BROTH EX100 ml 414010 PEPTONE WATER pH 8.4 + NaCl 1% 6X225 ml 253000 Fiud Thioglycotais Madium & x 100 ml G100235 | MANNITOL SALT AGAR

402120, MRS AGAR X100 ml 432050 Salenife Brolh {Deuble Concenration) 485010 TRYPTIC SQY BROTH  6x100 ml 610032 WMELVE BADTH

402130 PEPTONE WATER 6X100 ml 432080 TRYPTIC SOY BROTH  6X225 ml 4350E0 Fiukd Thiogtycaliate Medium 6 2 100 ml 610033 MUELLER HINTON AGAR

402140 BLOOD AGAR BASE 65100 mi| 432250 D-Nase TESTAGAR  6X200 m) 500142 URITEST PENTA 6100335 | MUELLER HINTON AGAR

402170 | AZIDE BLOOD AGAR BASE- 8X300-mi 432230 | Tryplic Soy Agar 6% 260 mi-- S90152 URITEST 510032 MUELLER HINTON BROTH
402180 CLED AGAR £X100 mi 442080 TRYPTIC SOY BROTH  6X200 ml 500182 URITEST M 610035 MULLEF KALFFMANN BROTH
402180 NUTRIENT AGAR £X100 mi 442220 Chocolate Agar 6x 100 mi s00702 URMEST EF 610035 Mrient Agar 150 16268

anz2o0 DERMATHOPHYTE (D.T.M.) AGAR 6X100 m 442280 SABOURAUD MODIFIED AGAR 6X100 ml sp020 VAGITEST 6100365 | Nutriam Agar ISD 16265

402210 COLUMBIA CNA AGAR BASE 6X100 mi 442290 Tryptic Soy Agar 6 x 100 ml 00zt DERMATEST 610037 NUTRIENT BROTH

402220 DRIGALSKI LACTOSE AGAR  6X100 mi 442300 WURTZ LACTOSE AGAR ~ 6X100 ml 00238 URITESTN 6100375 | NUTRIENT BROTH

402230 HETOEN ENTERIC AGAR  6X100 ml 242320 BILE AESCLUILIN AGAR  £X100 ml 500302 URITEST2 &10038 PEFTONE WATER

A0I240 MAC CONKEY AGAR £X100 m! 442350 BIZEY (NICKERSON) AGAR  8X100 mi 500402 URITEST MALTO 510038 FHEMVLALANINE AGAR =
402250 | MUELLER HINTON I AGAR  6X100 ml 42430 | SPSAGAR  BXiooml (500412 | URMESTEC F10041 PSEUDOMONAS GETRIMIDE AGAR (SO 8360-1)
402270 PSEUDOMONAS CETRIMIDE AGAR 6X100 ml 451404 Alkaline Paptone Water 25 x225 m) 51014 URITEST PENTA 5100415 | PSEUDOMONAS CETRIMIDE AGAR
ADEZED SABOURALD AGAR FX100 m 452040 Sabouraud Dextrose Broth 25 x 100 mL 51015 URITEST 61002 SS AGAR (MODIFEED}

ANZZIT MBNNITOL SALT AGAR X100 mi 452060 Flulg Thioglycoliate Medium & x 100 mi S1018 URTTEST M 5100425 | S5 AGAR (MODIFIED)

02300 S.5. AGAR BX100 mi 452080 TRYPTIC SOY BROTH  6X100 mi 51020 VAGITEST 120 side 510043 SCHAEDLER AGAR BASE

402320 TRYPTCSE AGAR EX100 mi 453210 COLUMEIA AGAR BASE 6200 mi 51021 DERMATEST 610044 PUAPLE LACTOSE AGAR

02330 BRILLIANT GREEN AGAR.  BX100 mi 452500 Fluig Thisgiycollate Medium + 1% Tween 80 25 x 100 mi 51023 URITESTN 610046 SIMMONS CITRATE AGAR

02340 DESOXYCHOLATE AGAR  6X100 ml 453060 Flud Medium 25 %100 m 51024 URITESTC 810047 MONSUR AGAR
402350 EMB LEVINE AGAR X100 i 453100 Fluid Thingtyoallate Medium 6 < 506 m s1030 URMEST2 £10048 AEFOMONAS AGARBASE
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_ 610049 | LEGIONELLA BCYE AGAR BASE (1ISO 11731) _ 6101475 SLANETZ AND BARTLEY AGAR + TTC 610245 _ LB AGAR 511010 T.CRS. AGAR
610050 Fluld Thiogheailziz Medium _ 610148 SPS AGAR 610301 | BESMUTH SULPHITE AGAR E11015 SERRA LPOLYTIC AGAR
6100505 Fluid Thioglycollate Medium 610151 SILE AESCULIN BROTH £10303 Lysns Decarboxytase Brolh &11021 HEART INFUSION BROTH
810051 £10152 JEDIUA < CHARC. S10350 OF BASAL MEDILIM 5110215 | HEART MEUSION BROTH
6100515 TOUD HEWITT BROTH | 6101525 | s1000s ORNIT EEARRBOYYEASE BPOTH 11022 MIDDLEBROOR THIN AGAR BASE
510052 Tryplic Soy Agar 610153 AZIDE BLOOD AGAR BASE 610306 ARGININE DECARBOXYLASE BROTH 611203 SABOURAUD CAF (1g/1) AGAR
5100525 | Tryple Soy Agar 610155 AZIDE VIDLET BLODD AGAR BASE S10208 PHENOL RED AGAR BASE 511210 WURTZ L ACTOSE AGAR o
610053 | TRYPTIC SOY BROTH 610157 BIOTONE AGAR 810305 | PSEUDOMONAS AGAR F 611265 ISOSENSITEST AGAR
a100535 | TRYPTIC SOY BROTH 610158 BIOTONE BROTH G100 | PSCUDOMONAS AGAR P 611365 | STAPHYLOCOCCUS 110 AGAR
[6100s5 | T.S1 AGAR USP 610159 CPLM SELECTIVE W 610311 UREA BROTH 611367 BILE BACTERIOLOGICAL
£10056 CLOSTRIDIUM BROTH 610160 DERMATOPHYTE (D. B10315 ANTIBIOTIC AGAR N.11 611401 RON SULPHITE AGAR
6100565 CLOSTRIDIUM BROTH 610161 DEXTROSE BROTH 610319 611402 CARY BLAIR TRANSPORT MEDIUM
610057 MAC CONKEY AGAR No.2 610163 G.N. HAJNA BROTH 510322 §11502
BIDG75 WA CONFEY AGARA NaZ 5 RiZ BIOTEE FERELLEA AGRH BT OIAGROSTIC SENSITIVTY TEST AARHD ST TGt
610060 X.LD. AGAR (ISO 6579) 6101645 | HERELLEA AGAR 610339 T.S.LAGAR accEP 6116015 | GLUCOSE
6100605 X.L.D. AGAR 610165 HOSER CITRATE MEDILM 610341 EMGON BROTH 611602 Mailose
610061 TRICHOMONAS BROTH £10168 LISTERIA PALCAM AGAR 610343 MANNITCL SALT BROTH 611618 CHROMATIC™ MH
610065 GSB AGAR BASE (ISLAM) 610162 LU.T.M, MEDIUM 610363 Yeast Extracl Sodium Lactate medium 611618 CHROMATIC™ CRE AGAR BASE
610071 PSEUDOMONAS AGAR BASE 610170 MAC CONKEY MMG AGAR 610364 Tryptose Phosphate Broth 611701 PEPTONE BACTERIOLOGICAL
610072 | CZAPEK DOXBRE' £101705 |- MAC CONKEY MMGAGAR — — | BiN3845 | Tryplcse Phasphale Broth i | 6117015 | PEPTONE BACTERIOLOGICAL
E100735 PHENYLALANINE MALONATE BROTH 610172 MALDNATE BROTH 610372 Cooked Moat Medium 611706 Hamaglobin
B100T8 BRUCELLA AGAR BASE 610174 PHEMOIRREADATIIRASE 610492 POLYPEPTONE 611801 SUCROSE
610080 WORT BROTH W/Q NaCl 610175 RAPPAPORT VASSILIADIS BROTH (ISO 6785-6579) 610495 BRAIN HEART INFUSION 6118015 SUCROSE
610092 XLT 4 AGAR 610176 ROGOSA AGAR 6104955 BRAIN HEART INFUSION 611901 BILE SALT N.3
610095 GZAPEK DOX AGAR 610177 ‘ROGOSA BROTH 610496 ACID HYDROLISATE OF CASEIN 6119015 BILE SALT N3
610096 REINFORCED CLOSTRIDIAL AGAR 610179 SABOURAUD CAF AGAR + ACTIDIONE 610497 BEEF EXTRACT 612001 LIVER EXTRACT
610097 STAPHYLOCQOCCUS BROTH 610180 S.F. BROTH - = a 6104975 BEEF EXTRACT = 6120015 LIVER EXTRACT - - - e
610098 Alkaline Peplone Waler 610181 S.I.M. MEDIUM 610498 LACTOSE 612101 PEPTONE MYCOLOGICAL
610101 MALT AGAR 610182 STUART TRANSPORT MEDIUM 6104985 LACTOSE = 6121015 PEPTONE MYCOLOGICAL
610103 SABOURAUD AGAR 610183 TETRATHIONATE BRCTH BASE 510506 CYSTINE HEART AGAR 612201 PROTEOSE PEPTONE
6101035 SABOURAUD AGAR 610185 TRYPTIC (CTA) MEDIUM 610611 CHROMATIC™ SALMONELLA 5122015 PROTEOSE PEPTONE
610104 Sabouraud Dextrose groth 610186 VOGEL JOHNSON AGAR §10612 CHROMATIC™ DETECTION 12202 STREPTOCOCCUS SELECTIVE AGAR
610107 UREA AGAR BASE (ISO 6785) 610188 BLOOD AGAR BASE N. 2 6106125 CHROMATIC™ DETECTION 612203 STREPTOCOCCUS BROTH
610108 MAC CONKEY SORBITOL AGAR 610191 AMIES TRANSPORT MEDIUM (w/o CHARCOAL) 610613 CHROMATIC™ CANDIDA 612501 SOY PEPTONE!
610109 P.P.L.O. BROTH 6101915 AMIES TRANSPORT MEDIUM (w/c CHARCOAL) €10614. Chromalic™ E.coli 0157 6125015 SOY PEPTONE!
610110 MUELLER HINTON AGAR MODIFIED 610193 TRYPTOSE AGAR 610615 CHROMATIC™ MRSA 620001 BILE AESCULIN AZIDE AGAR
610111 YERSINIA SELECTIVE AGAR BASE 610195 MAC CONKEY AGAR w/o CRYSTAL VIOLET 610616 CHROMATIC™ STAPH AUREUS 620002 DEXTROSE AGAR
610112 GLED ANDRADE AGAR 610196 TRYPTIC BILE AGAR 610617 CHROMATIC™ STREP B 620005 BLOOD AGAR BASE
610113 COLUMBIA CNA AGAR BASE 610197 TRYPTOFAN BROTH 610625 SABOURAUD CAF (50 mg/L) AGAR 620006 BORDET GENGOU AGAR BASE
610114 BACILLUS CEREUS AGAR BASE (MOSSEL) ISO 7932 610200 CAMPYLOBACTER KARMALI AGAR BASE 610627 MUELLER HINTON Il AGAR 620007 BRAIN HEART INFUSION AGAR
610115 CLOSTRIDIUM DIFFICILE AGAR BASE 610203 SABOURAUD CAF AGAR 6106275 MUELLER HINTON It AGAR 620008 BRAIN HEART INFUSION BROTH
610117 TRYPTONE YEAST AGAR 6102035 SABOURAUD CAF AGAR  5KG 610629 CHROMATIC™ ESBL 620009 BRILLIANT GREEN AGAR
610118 ANDRADE LACTOSE PEPTONE WATER 610205 DNase TEST AGAR 610633 Chromalic™ Vibria 620012 CLED AGAR!
610123 - | CORN MEALAGAR —--—  ~—— - = B - | 610206-- — | TRYPTONE WATER-(IS@/DIS38H)— - —— — - — 611000- - |- SODILK CHLORIDE 520012 COLUMBIAAGARBASE . _
610125 LEGIONELLA CYE AGAR BASE 610207 CLOSTRIDIUM PERFRIGENS AGAR BASE 611001 AGAR 620014 DESOXYCHOLATE AGAR
610128 MAC CONKEY AGAR wio BILE SALT 610210 BILE AESCULIN AGAR 6110015 AGAR B20015 DESOXYCHOLATE CITRATE AGAR
610130 CAMPYLOBACTER BLOOD FREE MEDIUM BASE 610211 KLIGLER IRON AGAR MOD, 611002 GELATIN BACTERIOLOGICAL 620016 DRIGALSKY LACTOSE AGAR
610131 CAMPYLOBACTER ENRICHMENT BROTH BASE 610214 MIDDLEBROOK 7H9 BROTH BASE 6110025 GELATIN BACTERIOLOGICAL 620019 EMB.LEVINE AGAR
610132 MOTILITY TEST AGAR 610217 NUTRIENT BROTH N.2 611003 SODIUM SELENITE 620021 HEKTOEN ENTERIC AGAR
610134 SLANETZ BARTLEY AGAR BASE ISO 7899-2 610218 Muetler Hinton It Broth SODIUM SELENITE 520022 G.C, MECIUM
B1G135 BIGGEY [MICKERSON) AGAR 10221 ANTIBIDTIC TEST MEDILM TRVPTONE B3 KLIGLER IRON AGAR
610136 | BACILLUS CEREUS AGAR BASE (PEMBA) 610222 CLOSTRIDIUM BROTH wio AGAR TRYPTONE 620024 MAS. AGAR (ISOFFDIS 15214)
610137 SCHAEDLER BROTH 6102225 CLOSTRIDIUM BROTH w/o AGAR YEAST EXTRACT 620025 MR.S. BROTH (ISO/FDIS 15214)
610140 E.M.B. AGAR w LACTOSE + SUCROSE 610223 MAC CONKEY AGAR w/o Sall 6110055 | YEAST EXTRACT 620026 LOWENSTEIN JENSEN MEDIUM
610143 LIVER BROTH 610227 PHENOL RED AGAR BASE 611006 MALT EXTRACT 620027 LYSINE iIRON AGAR
610144 MRS BROTH w/o GLUCOSE 610229 ANTIBIOTIC MEDIUM E 6110065 | MALT EXTRACT 620028 MAC CONKEY AGAR
610145 Salenite Broth 610230 OXIDATIVE/FERMENTATIVE MEDIUM 611007 CAMPYLOBACTER AGAR BASE 620029 MANNITOL SALT AGAR
6101455 Selenile Broth 610233 THRYPTOSE BROTH 611008 TRYPTOSE 620032 MR-VP BROTH
| 610146 | SABOURAUD MALTOSE AGAR 610235 MANNITOL MOTILITY 6110085 | TRYPTOSE | 620033 ¥ i
610147 _ SLANETZ AND BARTLEY AGAR + TTC 510235 611002 | GLUCOSIO _ 520034
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E20035 MULLER KAUFFMANN BROTH 620146 SABOURAUD MALTOSE AGAR 620614 | Chromatic™ E coll 0157 79032 SensiQuatiro Gram-positive 4 Test
E20036 Nutrient Agar 150 16256 620147 SLANETZ AND BARTLEY AGAR + TTC E20615 CHROMATIC™ MRSA 79033 SensiQuatiro Candida EU 4 Test
E20057 NUTRIENT BHCTH 620148 SPS AGAR 20615 CHROMATIC™ STAPH AURELIS 79156 AF, GENITALSYSTEM 4 Test
£20038 PEPTONE WATER 520151 BILE AESCULIN BROTH 520617 CHROMATIC™ STREP B 23160 ATest
£p0033 SHENYLALANINE AGAR sznts 20627 MUELLER] HINTON | ACAR o181 # Test
£20041 PSELDOMONAS CETRIMIDE AGAR (IS0 B360-1) 620153 20828 CHAOMATIC™ ESBL 79560 8 Test
520042 S5 AGHR (MODIFIED) S20755 AZIDE VIOLET BLOOD AGAR BASE 521000 SODILIK CHLORIOE 79592 MYCOPLASMA SYSTEM Plus 4 Test
50043 | SCHAEDLER AGAR BASE 520757 BIOTONS AGAR | ztoo1 ACIAR 79518 ZNTEROSYSTEM 18R 4 Test
620044 | PURPLE LACTOSE AGAR 20158 BIOTONS BRCTH | 821003 SODIUM SELENITE 79619 Enterosylom 24R 4 Test
Je20048 | SIMMONS GITRATE AGAR 520158 CPLM SELECTIVE WITHCAF | 621004 TRYPTONE 79620 Anagrobe Syslom 4 Test
520047 | MONSUR AGARL 20180 | DERMATOPHYTE [0.TM) AGEA [&ztons | YEAST EXTRAGT 79630 STAFSYSTEM 18R 4 Tes!
620048 | AERDMONAS AGAR BASE 620161 | DEXTROSE BROTH (621005 | MALT EXTRACT 79670 COPRO SYSTEM & Tes!
620049 LEGIONELLA BOYE AGAR BASE (iSO 11731) s20163 GN, HASNA BADTH 1007 CAMPYLOBACTER AGAR BASE THETE COPRO SYSTEMPlus 4 Tes!
BEURISU FIHT 5 gD Belrihs FIERECETA WIS L =gliage) TG AT TEETE AT YSTEM DOUBLE 8 Test
620051 TODD HEWITT BROTH 520165 KOSER CITRATE BROTH E21015 SIERRA LIPOLYTIC AGAR P06TE PATHOGENIC SYSTEM 4 Test
20042 Tryptic Say Agar £20168 LISTEEIA PALCAM AGAR 621021 HEAAT INFUSION BROTH 79881 PATHOGENIC SYSTEM AST
520053 TRYPTIC SOY BROTH £20168 LLLTM MEDIUM 521022 MIDDLEBROOK 7H10 AGAR BASE TaT1s INTEGRAL SYSTEM ENTEROBATTERI 4 Test
520055 TSLAGA USP £20170 MAC CONKEY MMG AGAR 621210 WURTZ LACTOSE AGAR 79718 INTEGRAL SYSTEM STAFILOCOCCHI 4 Test
20056 CLOSTHIDIUM BROTH £20172 MALONATE SROTH £21265 ISCSENSITEST AGAR 75720 INTEGRAL SYSTEM STREPTOCOCCHI 4 Test
E2O0ST MAC COMKEY AGAR No.2 B20174 | PHENOL BED BROTH BASE B2IERT BiLFE BACTERIDLOGICAL Ta724. INTEGRAL SYSTEMCGARDNEREILA  4Fest
E20060 KD, AGAR (IS0 6579 620175 RAPPARCHT WASSILIADIS BROTH &21401 IFON SULPHITE AGAR Fa822 INTEGRAL SYSTEM YEASTS Plus 4 Test
520061 TRICHOMONAS BROTH £20176 ROGOSA AGAR E21402 CARY BLAIR TRANSPORT MEDIUM 0009 JODINE MKTT SOLUTION 10 x 10 ml
820085 GSE AGAR BASE (ISLAM) 20177 RACHEOSA BROTH B21601 GLUCOSE 80010 XLT 4 supplement 2x50ml
£20071 PSEUDOMONAS AGAR BASE 20178 SABOURALID CAF AGAR + ACTIDIONE se161a CHROMATIC™ MH 80021 GLYCEROL supplement 4 x 50 ml
£20072 CZAREK DOX BROTH B20180 SF. BROTH 216129 CHROMATIC™ CRE AGAR BASE 80022 POTASSIUM TELLURITE 1% suppl. 5 x 10 ml
620075 PHENYLALANINE MALONATE BROTH B8t S0 MEDIUM 821701 PEFTCNE BACTERIGLOGICAL a00at TWEEN 80 supplement 2 x50 m!
&20072 BRUCELLA AGAR BASE f20182 STUART TRANSPORT MEDIUM 22202 STREFTOCOCCUS SELECTIVE AGAR 80040 CHAOMATIC™ SALMONELLA Supplement 2x50 ml
620082 LT 4 AGAR 520183 TETRATHIONATE BROTH BASE 630026 LOWENSTEIN JENSEN MEDIUM w GLYCEROL 1 litre 20047 MULLER KAUFFMANN 3X50 ml (lodio/B .G 0.135)
EI00G5 CZAPEK DOX AGAR 520185 TRYPTIC [CTA) MEDIUM 71618 ENTEROSYSTEM 18R 20 Tesl BU053 VITAMIN K 1% supplement 5 x5 mi
620095 REINFORCED CLOSTRIDIAL AGAR 620186 VOGEL JOHNSON AGAR 71619 Enlerosytem 24R 20 Test B055 LEGHONELLA, gremth 10 vials
&20097 STAPHYLOCOCCUS BAOTH 820188 BLOOD AGAR BASE N. 2 7620 Anaarobe Systam 20 Test BO057 H202 HEAGENT 1% 10ml
E20098 Alkatine Peptane Watsr 20191 AMIES TRANSPORT MEDIUM (w/c CHARCCAL} T1630 STAF SYSTEM18R 20 Test 80050 DECONTAMKIT
620101 MALT AGAR 520193 TRYPTOSE AGAR 71670 COPRO SYSTEM 40 Test a0t10 LREA 40% £X100 ml
620103 SAROURAUD AGAR 620185 MAC CONHEY AGSAR wio CRYSTAL VIOLET 71675 COPRO SYSTEMPlus 20 Test 80219 EGG YOLK amision  4x50ml
620104 Dixtrose Broth 520156 TEYPTIC BILE AGAR 71678 PATHOGENIC SYSTEM DOUBLE 40 Test BO252 ENTEROSYSTEM 18R REAGENT 100/200 Test
20107 UREA AGIAR BASE (IS0 6788) £20157 THYPTOFAN BROTH 71673 BATHOGENIC SYSTEM 20 Test 8253 COPRO SYSTEM REAGENTS (antisera)
620108 MAS CONKEY SORBITOL AGAR 620200 CAMPYLOBACTER KARMALI AGAR BASE 71681 PATHOGENIC SYSTEM AST 80257 LISTERIA SYSTEM 18R -REAG 100/200 Tesl
520109 P.P.LO. BROTH 620203 SABOURALD CAF AGAR 71714 INTEGRAL SYSTEM ENTEROBATTERI 20 Test 80258 AF GENITAL SYSTEM REAGENT
620110 MUELLER HINTON AGAR MODIFIED 620205 DNass TEST AGAR 71718 INTEGRAL SYSTEM STAFILOCOCCHI 20 Test BO260 IDENTIF. SYSTEM-REAGENT 100/200 Test
620111 YERSINUA SELECTIVE AGAR BASE 620206 TRYPTOMNE WATER {ISO/DIS 3811} 71720 INTEGHAL SYSTEM STREFTOCOCCH! 20 Test 80271 KOVAC'S REAGENT  4x25ml
£20112 CLED ANDRADE AGAR 211207 CLOSTRIDIUM PERFRIGENS AGAR BASE Fiv28 INTEGRAL SYSTEM GARDNERELLA 20 TEST 80272 FERAIC CHLORMIDE 109 2x 25 ml
&20113 COLUMEIA CNA AZAR BASE el BILE AESCULIN AGAR 71622 INTEGRAL SYSTEM YEASTS Plus 20 Test 20275 NINHYDRIN 7% 1oml
s20114 BACILLUS CEREUS AGAR BASE |MOSSEL) 180 75932 &20211 KLIGLER [RON AGAR MOD. 72560 STREPTO SYSTEM12R 40 Test BT MF COLOR KIT 50 Test
520115 CLOSTRIDIUM DIFFICILE AGAR BASE £20214 MIDDLEEROOK 7HD BROTH BASE 725602 MYCOPLASMA, SYSTEM Plus- 20 Tast 80275 ‘ZIEHL-NEELSEN 35 250ml
820117 TRYPTONE YEAST AGAR 820217 NUTRIENT 2ROTH N.2 74156 AF. GENITAL SYSTEM 20 Test B2 METHYLENE BLUE Solution 250 mi
&20118 ANDRADE LACTOSE PEPTONE WATER E20218 Musiler Hinton It Broth 74160 URIN SYSTEMPlus 20 Test 80273 VASELINE OlL axs0ml
a0tz MIDDLEBROOK 7H10 AGAR BASE 620227 PHENOL RED AGAR BASE 74161 URIN SYSTEM Chrom 20 Test 80280 V., TEST-Reagant 10x10m
620123 CORN MEAL AGAR 20229 ANTIBIOTIC MEDIUM E 75001 SansiTest Gollstin 025 - 16 mglL 80281 VP, TEST EP 10 x 10 mL
Bag1as LERIONELLA CYE AGAR BASE 620233 TRYPTOSE BAOTH TE010 Sens Test gram-negative 20 Test a0za2 KR May-Grinwald Glemsa
520130 CAMPYLOBACTER BLOOD FREE MEDIUM BASE 520235 MANNITOL MOTILITY TEST MEDILM TH020 Sens| Test gram-positive 20 Tast sEsn SAFRANIN SCLUTION 1000 mi
E20131 CAMPYLOBACTER ENRICHMENT BROTH BASE 520303 Lysine Decarboxylase Broth TE021 SensiQuatiro Gram-negalive 20 Tes! B0za1 POTASSIUM TELLURITE 3.5% suppl.5x10 mi
‘eztaz MOTILITY TEST AGAR 520302 PSELDOMONAS AGAR F | Ta0zz SansiCiuatiro Gram-peslive 20 Tes Bazas UREA 40 % supplemenl 10 x 5 mi
620134 SLANETZ BARTLEY AGAR BASE ISO 7899-2 620311 UFEA BROTH 76033 SensiQualtro Candida EU 20 Test 51283 GRAM COLOR KIT 4 %250 ml
620135 BIGGY (NICKERSON) AGAR 20455 BRAIN HEART INFLSION 78518 ENTERO PLURI TEST 10 Test 81284 KIT COLOR ALBERT 2 x250 mi
620136 BACILLUS CEREUS AGAR BASE (PEMBA) axass ACID HYDROLISATE OF CASEIN FEE10 ENTERO PLURITEST 25 Test 0235 DECOLOURIZING SOLUTION 1000 ml
£20137 SCHAEDLER BROTH 20457 BEEF EXTRACT 78620 OXIFERM PLURI TEST 10 Test 80256 LUGOL PVP SOLUTION 1000 ML
620140 E.MB, AGAR w LACTOSE + SUCROSE 620458 LACTOSE 78621 OXIFERM PLURI TEST 25 Tesl B0068 LUGOL PVP SOLUTION 250 ml
620143 LIVER BROTH 520611 CHROMATIC™ SALMONELLA 79010 ‘Sans| Test gram-negithve 4 Test 50289 CRYSTAL VIOLET SOLUTION 1000 mi
£20144 MBS BROTH wio GLUCOSE 520612 CHREOMATIC ™ GETECTION | 73020 Sensi Tes! gram-posilive 4 Test 80300 TIC 7% 5% 10 m
| 520145 Salenite Bralh 520613 CHROMATIC™ GANDIDA 70031 SensiCiuatire Gram-negalive ¢ Tost 80250 ANTIEHOTIC TEST

®Lintilchem® s 1] Via Scozia - Zona Industrinle 64026, Rosclo deeli Abruzzi (TE) Taly - Tel +39 0838430743 - Fax +39 0858930330

Pap 11di24

@Liotiichem® srl. Via Scozia - Zona Industriale 64026, Ruselo degli Abruzzi (TE) laly - Tel +39 0838930743 - Fux +39 0858930330

Pag. 12di24




PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUCTS

Rev, 32,1 del 07.06.2017

PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUCTS

Rev. 32.1 dei 7.06.2017

80351 RAPID ANTIBIOTIC TEST 50 Test 81028 D-Cycinsarnng £-MUP Supplement [az1a MANNITOL TE 30 Tost | CuftiContral™ Kiebsislla preumonize subsp: pneumoniae
_ ; = ! fiaiid ATCC® To0e0a™
80380 KINYOUN COLORKIT 2% 250 ml 85501 COPRO KIT [SELENITE BAOTH) 88215 ANNOSE TEST 30 Test
r - ! - A MAN Eus BAre 85071 CultiControl ™ Candida parapsiosis ATCC ® 22019™
Teome0 FIUR 1 5502 COPRQ KIT 2 (SALMONELLA BROTH) | 88216 AHAMNOSE TEST 20 Lost , 88072 CultConiral ™ Candida albicans ATCC & S0026™
it i
a09 IGDHNE SOLUTION 18x 10 mi 87001 HOVACTS Reagant 88217 SALICIHTEST 30 Tesi SImEE
premepen = Tt 5073 TuliConre ™ lssatchentia orenals ATCC Ba2se™
410 WLT & SUPFLEMENT x50 mi 87002 | VP [NGOH) Rsagent B S Gl T EaT. Ries #5307 CafiComeai™ ATCC @ 10424™
4 I
Bn42z POTASSIUM TELLURITE 1% Supplement 10 x 10 mf 7003 CATALASE A t
2 ! i HH JTREHALOSETEST, 30 Test 89075 | DuliContral™ Neissena gonarhosse ATCC 831426™
0430 TTC 1% supplement 10 % 10 m! 27004 LALANINE Raages BR22) HYLOSE TEST 30 Test
= s o i —— : BIN76 CulliCorirol™ Haemoohilus inlluenzae ATCC®49766™
23T TWE] upplement X ml & Hedgem 2 O ’ ™A I 3 CcCa ™ 1
B — rallac e il DAz it L | 83077 CullCentiol™ Haemophilus influenzae ATCO® 49247™
BOa53 VITAMIN K 1% SUPPLEMENT 10 x 5 ml £T006 Vasaling Oil B9022 ™ Bacillus Corous ATCC® 11778™
H1 AMPICILLIN supplement 10 vials BTOOT WF [KOH R it ¥ ™ i [ o) Gl et aclts AYCUB) Zaar
MPICILLIN supplerm: 10 vial = - =
ol azgean! 89023 Bacillus sublilis ATCC® 6633 pro— T Carirel ™ Raclaroides ihetaletaomicon ATOOE.
/1002 LEGIONELLA ([BMPA) supplement 10 vials /7008 Lactaphenal Catton Blue Droppers 83024 ™ Candida albicans ATCC® 10231™ 29741™
81003 SRUGELLA 10 vials 87008 Msieyt Red Droopars 80025 ™ Enterococcus laecalis ATCC® 194337 3080 iControl™ Lactobacillus acidophilus ATCC ® 4356™
1004 CAMPYLOBAGTER Preston supplem 10 vials ar101 GRAM COLOA KT 89026 Enterocoscus fascalis ATCOB 29212™ 83081 ontrol™ Lactobacifius leichmannii ATCC ® 4797™
T00S TH [Peaudamenas] T0Aas FEAO0T CXIOASE TEST SWABS 30 Tasl FooET CumcControt Tl ATCOD 252 s CultiCerrolte lzte AICLE j343s™
81007 CLOSTRIDIUM ditficile 10 vials 83004 OXIDASE TEST DISCS 30 Discs 82028 CulliConlrol™ Escherichia coli ATCO® 8739™ s CutiCortrol™ Proteus mirabilis ATCC ® 25008™
51008 | LEGIONELLA [GVPC) supplement 10 vials @005 | ONP.G TEST30Tesl 53026 | CullConfro™ Listeda innocus ATGO 330507 aome || o
B1043 | IODINE solution 5x10ml su006 E.COL TEST 20 Tast 9030 CulliControl™ Listaria ivanovii ATCC® 19119™ Fo0Es CuliCantral™ Listaria menocytogenss ATCO S 138327
81011 | CLOSTRIDIUM perfrigens (T.S.C.) sup,10 v, 88007 HIFPLIRATE TEST 30 Tas 89031 CutliContrai™ Listeria monocyloganes ATCC® 19111™ P CulliControl™ Campylobacier jejuni ATCC ® 33291™
A1012 LGAT 10 vials 88008 AESCULIN BILE TEST 30 Test 89032 CulliCantral™ Proteus mirsbilis ATCC® 25933™ oeT CullCertro™ Kisbaiala praumonias ATCC B BAA-
#1073 BORBETELLA 10 viale mm00a | MITRATITEST a0 Tast 30 Test 5053 CultiCantn™F aeruinosa ATCCS 10k
> 27a53™ liCaniral ™ Kisbsiela pnesmaniae ATCC @EAR- |
HAEMOPHILUS supplemant 10 viaks BADTO LISTERIA MONO TEST 20 Tes! 2 - Bees m.h_w.o.kam e
- E03a CuliContra ™ Psaudomonas asruginosa ATGOS 9027™ -
CAMPYLOBACTER Butser 10 vils BA071 UREA RAPID TEST 30 Tes! CufiCantroi™ suDse, B i
BE035 CulliConiral ™ Rhodocoocus equl ATCCE 5339™ Banse ATCC @ 13883™
BAGILLUS Cersus Supplemant 10 Vials 83013 H2S RAPID TEST 30 Tes! - = ;
BO025 CuttiConlrol ™ Saccharomyces cerevisiae ATCCOD 9763™ 83020 CuliContral™ C difficie ATCC 8 95857
CHLORAMPHENICOL 10 vials BE014 LYSINE DECARBOXYLASE TEST 30 Test - — : o
- 89037 CuliControl™ Salmonella lyphimurium ATCC® 14028™ a6 CultiCarral™ Aggregalitmctor aphvophilus ATCC S
LEGIONELLA (MWY) supplement 10 vizls 86015 ORNITHINE DECARBOXYLASE TEST 20 Test - FH01™
WMG Suppiement 10 vials 58016 | ARGININE DEGARBOXYLASE TEST 30 Tast I e B G M 8009 CHRIGEE Septyicooutis Sifle sk, e
D 83“ s ey CuliGonira ™ Staphylococeus aureus NGTC 12493 = ATCOS 700598™
-C.N. supplemef vials EST ast = CultiCantrol™ Staphylocoecis aureus subep, aureus
- BI040 CuliiConiral™ Staphylococsus aureus ATCOS 25523™ BI0S3 ¥
VITALEX growth supolment 10 vials 88020 SF RAPID TEST 30 Test = e = bz ..yo_.n.mn@amnmmz
- = = s BE0E i Staphytococcus aumus ATCCE Conrol i 5 5hi i
VONT. 10 vials a0zt GAMS TEST-S 30 Test - ag0ns CuOarlol™ Peslontonas tghliis ATOC
BEANATOR Frae pern TR GO BE042 CuttiControi ™ Staphyiococcus aureus ATCC® 33862™
HYTE supplsment 3 CATALASIOXY-TEST t pret GiGont™ Sa0a™
e o e 5 = £ 89043 CulliControl ™ Staphylococeus aureus ATCOB 43300™ = . - DNHEANOC A
:mqmm_..w ALCAM 10 vels 8802, EA/ INDOLO TEST 30 Test — T Stephylocooots aureus ATCOB 6535™ BI0GE CuliiControl™ Micrococcus luieus ATCC ® 10240™
ONFG 1.5% St 10 viaks BAD27 CAMP TEST-R 30 Test ST CairoT Saphylocecous epidarmidis ATCOR 80097 CulliControl™ Candida tropicalis ATCC ® 750™
GENTAMY CIN 10 vials 88028 PEFTIDASEATEST 90 Test paoes 12228™ se0us CultiControl™ Candida krusei ATCC ® 14243™
MIDDLEEROOK 7iH 10 supplement 4 x50 mi 82020 OXIDASE TEST STIGKS 50 Test 89046 CuliControl™ StreptococcLs agalactiae ATCC® 13813™ 89009 CuftiConlrol™ Gardnerella vaginalis ATCC ® 14018™
- " Tt
CAMPYLOBACTER KARMAL | Supplement 10 vials 620000 | Oricase Tast Stick 89047 ol SR R L RR 89100 | CultiControl™ Laclobacillus letmentum ATCG ® 9338™
CANMPYLOBAGTER CCDA supplement 10 vials 85030 COAGULASE TEST 40 Test 59048 CuliConirol™ Streptococeus pyogenes ATCC® 19615™ 83101 CulliControl™ Lisleria grayi ATCC ® 25401™
CAMPYLOBACTER C.T.V.N. Supplement 10 vials 84031 GRAMTEST STICK 30 Test 25045 CuliGomrol™ Proteus mirabills ATCO® 12453™ 83102 CitiCantral™ lutous ATCO B 4696™
YEASINIA supplatment 10 vials BA032 INDOLO TEST STICK 30 Test 89050 CultiControl™ Yersinia emerocolitica ATCC® 9610™ Be103 M:.:QEH? Moraxeliz (Branhamella) catarmaks ATCO
GARDNERELLA vaginails Supplement 10viais Huuu BETA LACTAMASE STICKS 30 Test 29051 CufiiConirol ™ Uisteria monocylogenas ATCC® 19115™ T CUllCartrol™ Neissera gonomoeas ATCD B 492257
V.ICAT. supplemert 10 vials £3034 PEPTIDASE A STICKS 30 Tesl CultiCantrol ™ Legionella pneumophila subsp n
89052 ) o : 23105 GulliControl™ Proleus mirabilis ATCC ® 35659™
LISTER!IA FRASER supplement (1125mg)10 vials 3015 VP TESTKIT poeumophila ATCC 33152 — —
; i : 1 CultiCorntrol™ Proteus mirabili 430
ONA (Stal/Strep) supplemet 10vias TS s P 89053 CuftiConlrol™ Clostridium perfringens ATCO® 13124™ #3106 ultiGontrol™ Proteus mirabilis ATCC &
- CultiControl ™ Saimoneiia entarica subsp. eaterica BE07 CulliControl ™ Proleus vulgaris ATCC ®6380™
CAMPYLOBACTER growth supplemet 10 vials BE041 BrilEant Graan 100 jg 89054 serovar Typhimurium ATCC® 13311™ CullCortrl ™ Feudomanas aerugnesa ATCG B
CAMPYLOBAGTER Blaser Wang supp-10 vials - BE04z | CHAATE 25T e CiaiContol™ Laclobacilus paracasel sUbsp. paracasel ks 101457
o BAASE™ =
SCHAEDLER supplement 10 vials fa0a3 G123 Dist 150 g qregabhise” - 89109 CulConirol M Poaudomoniz= aaiginoss ATCC S
CAMPYLOBAGTER Skirrow supple 10 vials Stoabiie by 89056 CultiControl ™ Vibrio parahaemolyticus ATCC ® 17802™ 15442™
A b il 59057 CutiControl ™ Aspergilius [umigalus ATCC ® 204305™ wity: |\ CHceTii™Psadomanas fuoisians ATCO
LEGIONELLA (BCYE) growth suppl, 10 vials 83105 ONP.G. TEST = 13525
89058 CufliConlrol™ Shigella sonnei ATCC ® 25331™ e CUCoHEET™ Bacieroides ovaios ATCO B Bits™
VANCOMYCIN Supplament for VRE 10 vials £2201 GALACTOSE TEST 30 Test - = - il ¥
BI059 CultiCantrol™ Clostridium sordellii ATCC ® 9714™ w11 CuliComtro™ Clostridium histolyi ATCO ® 19401 ™
CAMPYLOBACTER C.T.V.A, Supplement 10 vials BRZ02 GLUCOSE TEST 30 Test - — 2 iControl ostridium histolyticum
89060 CultiControl ™ Lisleria monocytogenes ATCC ® 7644 ™ 8813 CuliControl ™ Bacteroides (ragilis ATCC @ 23745™
CHROMATIC™ MASA Supslement 28203 LACTOSE 1EST 30 Tast : utiControl e ragilis
- 89061 CuliiConirol™ Streplococcus bovis ATCC ®33317™ CulliCorrol ™ : P S {we]:]
UREA-ARGININE SCREEN BEID4 MALTOSE TEST 30 Test 80114 i et rol™ Actinomyes odorolyious A
- — o EO0R2 CuliControl ™ Straptococcus miftans ATCC 8 25175™ 17028
CEFIXIME TELLURITE B8205 RAFFINOSE TEST 30 Test e CUliControl™ Streplococeus pneumonias ATCE @ 82115 CultiControl™ Enterococcus [aecalis ATCC ® 33186™
MERCPENEM Supplament 84206 SUCROSE TEST 30 Test 2r3aE™ — CUflCantto ™™ Saphylococeis Blnss subsp. Sreus
NECIMYOIN Soluion aazo? ARABITOL TEST 30 Test 89064 CuliConlrol ™ Sireptococcus sanguinis ATCC ® 10556™ = Wwoa wmwm_ i e
= CultiControl ™ Enterobacter cicacae subsp. cioacae 11 CuliContral™ femcium AT =
™ STAPH AUREU 3
CHROMATIC™ S S Supplement Bazog ADONITOL TEST 30 Test 89065 ATCC ®@ BAA-1143™ s TG E P AToCa
VGG MOD SELECTIVE Supnlement 58202 ARABINOSE TEST 30 Test 89066 CultiControl™ Enterococous faccalis ATCC ® 495327 Zs6EE™
T -
CHROMATIC'” CRE Surplement 8210 DULCAOL TEST 30 Tent 59067 CuttiControl ™ Enterococcus faecalis ATCC @ 49533™ fang Cultiontrsi™ Aeromonas hydrophila ATCC ® 7966™
Chromatic™ ESBL Supplament 88211 INDSITOL TEST 30 Test 85060 CutiiContro™ Escherichia coli NGTC 11954™ 9120 CuliControl™ ATCC TR
CHROMATIC™ ESBL+AMPC 88212 INULIN TEST 20 Tast 805D Cull Cantiol ™ Flsosialia predmoniae ATGG & BAA- EHT21 CultiControl™ Serralia marcescens ATCC ® 8100™
Legioneita BOYE Growlh Suppement wio L-Cystoine 88213 LEVULOSE TEST 30 Test 2146™ ag122 CuliControl™ Neissaria gonarhoeae ATCC ® 49981 ™
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89 CultiCantrol ™ Haemophilus haemalyticus ATGC & 59180 CultiControl™ Shigella sannel ATCC © 2290™ 022 CHLOAAMPHENICOL C 30 4ig 250 Dises BACITRACINBA 101U 50 Discs

g2 a3up™

¢ CatiControl™ Staphyl . AP Discs i

| 89124 CuttiGantrol ™ Haemophilus influenzae ATCC ® 33533™ |18 36_h@.“wﬁmhua_ ReeT MR R Ao e SCLORAC oL B | CERADROXI CDX 209,250 Discs
85125 ™ Providencia stuarti ATCC @ 336727 s182 CitiContra| ™ SIphyI0COCCLE SUMELS BUDSp. AUrEUS s SREASTINSULRACE ot pe 250 D, CEFADROXN. COX30yp  50Dkcs
e | Slaph yiococaUs haemoiyiows ATCE & LALEIR L L tEl | COUSTIN SLAFATE S 10 1 50 Dises CEFSLAOMINGAD 30pg 950 D

<5 | 2aTo™ Bo1E3 Control™ Candida albicans ATCG & 14053™ 5004 | ERYTHACIYCINE 15 pg 250 Dism CEFSULODINCSD 20y S0Discs
T = o a7 =
[ | o e T A AT OO BT84 CufiiCoriol ™ Escherichia coli ATCC @ 11303™ G024/ | EAYTHAOMYCINE 15 yg 50 Discs CEFTZOXIME GZX 30 pg 250 Discs
H ; 5 &

s CAlliConira ™ STepIDEoctis tysnRatias #3186 e Sk e S 25 | FOBFOMYGIN FOS 50 i 250 Discs CEFTIZOXIME CZX 20 g 50 Disos
roars 83188 | CultControl™ Nocardia brasilensis ATCC ® 19296™ | FUSFOMYCIN FOS 50 ug 50 Discs BOsS CEPHRADINE CE 30 g 250 Discs
e - dhi e e CulliComol™ Serralia marceseens ATEG @ 14755 | GENTAMICINGH 10 pg_ 250 Discs | 208501 CEPHRADINE CE 30 g 50 Discs
= .ms_,mg_a_,z M:m_uanooncm E_ﬁa =a cc@%&ﬂ. b TECania Fiebal el presmeniae S, preumanias | GENTAMICINGN 10 g 50 Discs %056 CIPROFLOXACIN GIP & ug 250 Discs

5 nm_“_, oaM_a mmﬂwﬂwﬂnﬁwhﬂahﬁwﬂuanﬂm m”ﬁ 2 ATCC @ 43527 KANAMYCINK 30 g 250 Discs 205611 CPROFLOXACIN CIP 5 pg 50 Discs
Coct I ™ 296™
BETar i NG 8017 89103 CuliConlrol™ Bacteroides ovalus ATCC @ m>> 1296 YEIN K 30 g 50 D 057 CINOXACIN CIN 100 pg 250 Discs

—— (sotarfbey OGO = CIGontra™ Stoniraohomanas maneahiia ATCE & e

B9133 CutliControl™ Staphylococcus xylosus ATCC ®29971™ sE154 u LINCOMYCINMY 2 g 250 Dises 90574 CINOXACIN CIN 100 ug_ 50 Discs
17658 by
514 .m..m__"__m_.ﬁzc_ Pravotsls ATCCE 9155 w..ﬂ:.m...__._._._us favus ATCC LNCORMYCINGIY 2 ig 50 Discs HO5E CLDRACELLNTX 5 3g 250 D3Es
00327 - >
89135 CutiiControl ™ Propioni acnes ATCOB 118277 Ba19E CulliConlrol™ Eikenella corrodens ATCC ® BAA-1152™ NETHEDLMBE Sl 2900k A SIOKACLLINCX g SODBCS:
83138 CultiControl™ Haemophilus influsnzae NCTC 8468 wiar CUlCarira™ Saimonalis snienca subap, anianca NETHPILINMEF Sy B0 ke i DOXYCYCLINE DXT 30ug 250 Discs
- - serovar Typhimurium ATCE ® 49416T MINOCYCLINE MN 30 ug_ 250 Discs 205871 DOKYCYCLINE DXT 30 pg 50 Discs

sa137 CuttiControl ™ Staphylococous aureus subsp. aureus

ATCC 8 19095™ a9198 CulliControl™ Shigella flexneri ATCC ®Giga™ MINOCYCLINE MN 30 ug 50 Discs SOB0 ROXTAOMYCIN RXT 15 pg 250 Discs

89138 CutiCentrol™ Cronobacter sakazakii ATOC ® 295447 Baias et ORI B0 PRI AMPICILLIN-SULBACTAM AMS 20 yg 250 Discs 2050/ ROXITROMYCIN RE(T 15 g 50 Discs
-BE1an T #9200 | GUNGHRIeI™ Enterobacter clodcae ATCC ® 491417 | |- B0E1A— - AMPICILLIN-SULBACTAM AMS 2040 SO.DISCS | ———|-0084 | EFITAPENEM ETR10.4g- 250 Disce—

CuConi ™ Trdl o mEnagTopyiEs ATCE B p 8032 NEOMYCINN30 ug 250 Discs 2061/1 ERTAPENEMETP 10 pg 50 Discs

#9140 i Frophyiss 9001 NALI IC ACID NA 30 ug 250 Discs.

J - 200171 NALIDIKIC AGID NA 30 9 50 Disss 03211 NEOMYCIN N30pg 50 Disce 2062 MEZLOCILLIN MEZ 75 pg 250 Discs

a0141 nc_ﬁ__g it HortaimamATCCE ; = 9023 NETILMICIN NET 30 250 Di 206211 MEZLOCILLIN MEZ 75 50 Di

747 9002 Oxolinic acid OA2 ug 250 Discs ug \scs 9 ISGS

59144 CulliControl™ Vibrio alginolyticus ATGC ® 17749™ e TS TOAZ S 50Dios 503311 NETILMICINNET 30 yg 50 Discs: 2063 NOVOBIOCINNO 30 yg 250 Discs
e e Camy ejlini sUBsF, jejurs ATCC © %003 PIPEMIDIC AGID PI120 g 250 Discs 9034 NITROFURANTOIN F 300 pg 250 Discs 808311 NOVOBIOCINNO 30 4g 50 Discs
S e T AT — 20031 FIPEMIDIC ACID PI 20 pg 50 Discs 503411 ROFURANTOIN F 300 g 50 Discs 5054 CEFPODOXIME PX 10 ug 250 Discs
Foope prereve— R T 5004 AMIKAGIN AK 30 pg 250 Discs 9035 NORFLOXACIN NOR 10yg 250 Discs 20641 GEFPODOXIME PX 10 ug 50 Discs
sl o e e ATCC O o ARAGN AR 500y 50D 9035/1 NORFLOXACIN NOR 10 yg 50 Discs 2065 OXYTETRACYCLINE OT 30 4g 250 Discs
= CiCoNTo™ Stenatrophomanss maliophila ATGGS 005 AMOXIGILLIN AML 30 ug 250 Discs %036 OXACILLIN OX 1ug 250 Discs 9065/1 OXYTETRACYCLINE OT 30 ug 50 Discs
; 13637 T S OXCIE N A 30 oS0 Dass 9367t | OXACHEUNOX 1pg  50Discs 9056 POLYMYXIN B PB 100 1 56 Discs

3 = g

sm151 SR Ron o -epinnali pnaviabhA = bep: faner 006 G AI 0 0s 30Dl %037 PENICILLING P 101U 250 Discs 9066/1 POLYMYXIN B PB 100 IU 50 Discs
#9152 CultiContral ™ Entsrosocsus fascium ATGE & 60577 2008/ AMPICILLIN AMP 10 ug 50 Discs, OSit FEl LGP0 —S50/DRcs 3067 BEECTINOMYCIN SRCF1001g=250.Disc9
P CUNConraiT™ Saphyoconeus Saprophyicis ATGC B e AZLOGILLNAZL 75 wa 250 Discs 9038 PIPERACILLINPRL 100 ug 250 Discs 9067/1 SPECTINOMYCIN SPC 100 g 50 Discs

T - . "
= ._uwm._um S S e e 7T A ZLOOILINAZL 75 pg 50 Do 203811 PIPERACILLIN PRL 100 ug 50 Discs 9068 MEROPENEM MRP 10ua 250 Discs,

B3154 @ _mm" 14T a8 AZTREONAMATM30 pg 250 Discs 9039 RIFAMPICIN RD 30 pg 250 Discs! s068/ MEROPENEMMRP 10 yg 50 Discs|
BE 55 CultiCaontrol ™ Baclllus cersus ATCC @ 10876™ 900871 AZTREONAM ATM 30 g 50 Discs 903971 RIFAMPICINRD 30 pg 50 Disesi 9069 FLUCONAZOLE FLU 100 ug 250 Discs
89156 CufiiCantrol ™ Enfercbiacter aerogenes ATCC @ 130487 %009 CARBENICILLIN CAR 100 ug 250 Discs 9040 STREPTOMYCINS 10ug 250 Discs 2069/1 FLUCONAZOLE FLU 100 yg 50 Discs
69158 CuffiCantrol ™ Gronobiactar muytjensil ATCC & 513207 00571 GCARBENIGILLIN GAR 100 g 50 Discs 204011 STREPTOMYCIN S10pg 50 Discs 9070 TICARCILLINTC 75ug 250 Discs
89159 CultiControl™ Citrobacler freundii ATCC ® 8090™ 10 CEFAGLOR CEC 30 pg 250 Discs 9041 SULFAFURAZOLE SF 300 pg 250 Discs %0701 TICARCILLINTC 75 g 50 Discs
#S160 CulliContro™ Haemophilus influenzae ATCC ® 19416™ oTon CEFACLORCEC 30 yg 50 Disos 904111 SULFAFURAZOLE SF 300 ug 50 Discs 9071 AMPHOTERICIN B AMB 20 g 250 Discs
P mn“_m__wmmwa.i Pomphyromonas gingivais ATOC B e SEPFALERINGL 50 5y 250 Diacs - Hﬂ_vzmﬂz%m_;.mg.mimigﬁcrm SXT 2519 071N AMPHOTERIGIN B AMB 20 g 50 Disos
B8 CuUliComra™ ichia coll ATCC & 35218™ 901141 CEPHALEXINCL 30 ug 50 Discs ozt TRAMETHORFIN- SULFANE THOXAZDLE SXT 25 ig 50 | 2072 ECONAZOLE ECN 10ug 250 Discs
ao164 GutiGontrol ™ Neisseria meningilidis ATCC ® 13090™ %013 CEPHALOTHINKF30 ug 250 Discs Decs 2072 EVONAZOIE=CN10 g—S0.iscs,

0 iscs|

ey CLRCantol ™ Pepioeapl0cocoUs ANABHobils ATCE B 501311 CEPHALOTHIN KF 30 pg 50 Discs i e TRACKSLINECE =00 Pt 9073 FLUCYTOSINE AFY 1 4y 250 Discs

2TEIT™ %014 CEFAMANDOLE MA 30 ug_ 250 Discs 9043/1 TETRACYCLINE TE 30 pg 50 Discs 90731 FLUCYTOSINE AFY 1ug 50 Discs

89166 CuttiContral™ a cepaca ATCC @ 256087 — T 9044 TOBRAMYGIN TOB 10pg 250 Discs o GRISEOFULVIN AGF 10 pg_ 250 Discs

. — - - -
prpen M,_h.mon.__... T Gampylobacter |ajun SUbSH. [ejun ATCE & = T T 504411 TOBRAMYCINTOB 10 ug 50 Discs e GRISEOFULVIN AGF 10 pg 50 Discs
sorea | CuliGoniol™ Varsinia enierceilica sUbsp. smarosaiica %0151 CEFAZOLINIZ 30 pg 50 Dises 2045 VANCOMYCINVA 30 g 250 Discs %075 KETOCONAZOLE KCA 10 pg 250 Discs
| ATeC B 23715™ CIN VA 30 50 Di :
i SaphyIOToE BTeT S A 2016 CEFOPERAZONE CFP 30 g 250 Discs 04501 _ | VANCOMYGIN VA 30,49 S0 Discs 90751 | KETOCONAZOLE KCA 10 g 50 Discs
BT o K045 SISCMYCIN SIS 30ug 250 Discs 2076 METRONIDAZOLE MTZ Spg 250 Discs
TCC B BAA4S %016/1 CEFOPERAZONE CFP 30 yg 50 Discs a

83171 | CuttiControl ™ Enterococcus faecium ATCC @ 19434™ 2017 CEFOTAXIME CTX 30 g 250 Discs 0564l SISOMYCIN SIS 30 yg 50 Discs 9076/1 METRONIDAZOLE MTZ 5 pg 50 Discs

| CutiCentrol™ Enterococcus faecium ATCC & BAA- — A 9047 CLINDAMYCIN CD 2 ug 250 Discs 9077 MICONAZOLE MCL 10 yg 250 Discs

sz | SAES 2017/1 CEFOTAXIME CTX 30 yg 50 Discs = o

1 v cINGD2 ] = =
w178 T CuniGen ol ™ Enarocoscus {ancalis ATCC ® 512097 %018 CEFOXITIN FOX 30 g 250 Discs S047h CLINDAMYCIN ug iscs 207711 MICONAZOLE MCL 10 g 50 Discs
- T o 2048 AR LINGEAVENANICACEY RIG0 g 250 078 NYSTATINNY 100 IU 250 Discs
2174 CuniControl en1an CEFCHITMMFOY 20 pg 50 Dfecs Dists: i - — —
P— CliConti| ™ SUaMococEls praumonias ATCE & 9019 CEFTAZIDIME CAZ30 ug 250 Discs 90481 AMOXICILLIN-CLAVULANIC ACID AUG 30 g 50 Discs 90781 NYSTATINNY 1001U 50 Discs
JooB71™ - 9019/1 CEFTAZIDIME CAZ30ug 50 Discs 9049 FUSIDIC ACID FG 10 g 250 Discs 9079 IMIPENEM IMI 10 ug 250 Discs
: = o Ta91™ .
it CaliConirol 2 Hasrmophilus ,a_cm“.Nmm ATCO.®33391 020 CEFTRIAXONE CRO30 ug 250 Discs 204971 FUSIDIC ACID FC 10 pg 50 Discs 90791 IMIPENEM IMI 10 yg 50 Discs
89177 ™ Candida albicans ATCC ™ :
. CuliContral™ Candida alhicars _ G15804 9020/1 CEFTRIAXONE CRO30 4g 50 Discs 9050 | TEICOPLANINTEC 30ug 250 Discs 9080 OFLOXAGIN OFX 5pg 250 Discs
P e o™ i
/8 fLhor cm:gwnw&_“nwm«ﬂh,oh ° K«.,w» 2021 CEFUROXIME CXM30ug 250 Discs 20501 | TEICOPLANINTEC 30 ug 50 Discs 90801 OFLOXACINOFX S g 50 Discs
291 Control™ Shigella boydii ATCC ® 9207 e rOTETAN G 20 550Dl
73 igella boy Sooit CEFUROXIME GXM 30y 50.0%es o [ BAGITRACIN BA 101U 250 Disss 5081 CEFOTETANCTT 30u4g 250 Discs
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9081/1 CEFOTETANCTT 30 ug 50 Discs RER CEFPROZIL CPR30 pg 50 Discs 147 TIGECYCLIN TGG 15 g 50 Disss 51781 Maropenem - EDTA MR + ED 50 Discs
9082 TYLOSINTY 30 ug 250 Discs 9113 LOMEFLOXACIN LOM 10 pg 250 Discs FLUCYTOSINE AFY 10pg 250 Discs @7 AMOXICILLIN AND 25 pg 250 Discs
908211 TYLOSINTV30ug 50 Discs = 50 Discs FLUCYTOSINE AFY 10 g 50 Discs 17801 AMDKICILLIN AML 25 pg 50 Discs
083 TRIMET HOP! 25 250 Discs 115 Z s msl ERYTHROMYGINE 2 g =30 Discs
085 TAMETHOPANG TM 25450 Dises SUI5 AMPIGILLIN AMP 2 g 50 Discs S15071 | SULFADIRGING SUZ 300 ug 0 Cacs B180A ERVIHAOMYCINE 2 g 50 Dises
9084 SULFAMETHOXAZOLE SMX 50 ug 250 Discs o116 LINCOMYCIN MY 15 ug 250 Discs 9151 AMOXICILLIN AML 2 g 250 Discs 9181 NITROFURANTOINF 50 ya 250 Discs
e SULFAMETHOXAZOLE SMX 50ug 50 Discs 911671 LINCOMYCIN MY 15pg 50 Discs 915111 | AMOXICILLIN AML2 yg 50 Discs 9181/1 NITROFURANTOIN F 50U 50 Discs
%085 | Impenem + Phenylooronicacid IMI« BO 250 Discs 9117 NOVOBIOGINNO S g 250 Discs 9152 FOTAXIME GTX54g 250 Discs 9182 CEFOTAXIME-CLAVULANIC ACID CTL 40 pg 250 Discs
%085/1 | imipenem + Phenylboronic acid Ml + BO S0 Discs 911711 NOVOBIOCINNOSug 50 Discs 91521 CEFOTAXIME CTX54g 50 Discs 9182/1 CEFOTAXIME+ CLAVULANIC ACID CTL 40 pg 50 Discs
2086 Imipenem - Cloxa ML+ CL 250 Discs 9118 RIFAMPICINRD 5 ug 250 Discs 9153 CEFTAZIDIME CAZ 10 yg 250 Discs 9183 Imipenem + EDTA IMI « ED 250 Discs
9086/1 imipenem + Cloxacilin  IMI + CL 50 Discs 9118/ RIFAMPICINRD Sug 50 Discs B15371 518371 imiperien + EDTA <ED 50 Discs
9087 EDTA ED 250 Discs 9119 METRONIDAZOLE MTZ 50 ug 250 Discs 9154 1 9184 COLISTIN SULFATE CS 25 ug 250 Discs
9087/1 EDTA ED 50 Discs 9119/1 METRONIDAZOLE MTZ50 pg 50 Discs 9154/1 1 918411 COUISTIN SULFATE GS 25 ug 50 Discs
W SPIRAMYVCTISP 100 g 290 Discs 5130 BOLYMYAIN B PB 300 L] 250 Discs 9155 Z 10 9185 CEFPIROME CR 30 ug 250 Discs
2088/1 SPIRAMYCIN SP 100 ug 50 Discs 912011 POLYMYXIN B PB 300 Ul 50 Discs 9155/1 LINEZOUID LNZ 10 yg 50 Discs 2185/1 CEFPIROME CR30 yg 50 Discs
2089 | CEFIXIME CFM 5 ug 250 Discs 9121 FOSFOMYCIN (includes G-6-p) FOS 100 ug 250 Discs 9156 MEGILLINAM MEC 10 g 250 Discs 9186 TEMOCILLIN TMO 30 pg 250 Discs
90891 CEFIXIME CFM5 ug 50 Discs 912111 FOSFOMYCIN (includes G-6-p) FOS 100 g 50 Discs 9156/1 MECILLINAM MEC 10 ug 50 Discs 9186/1 TEMOCILLIN TMO 30 ug 50 Discs
9090 Daptomycin DAP 30 g 250 Discs 9122 AMPLICLOX (Ampicillin-Cloxacillin) ACL 30 pg 250 Discs 9157 MUPIROCIN MUP 200 ug 250 Discs 9187 Sulfamelhoxazole SMX 100 pg 250 Discs
909071 Daplomycin DAP 30 ug 50 Discs 91221 AMPLIGLOX (Ampicillin-Cloxacillin) ACL 30 yg 50 Discs 9157/1 MUPIROCIN MUP 200 g 50 Discs 9187/1 Sullamethoxazole SMX 100 ug 50 Discs
) i PEFLOXACINPEF S g 250 Diss —| iz GEn {CHN-ON-120pg 250 Dises— [958 | NITRGFLIRARTCIN F 1007y 250 Tises (188 | fetroni WIZIOpg 250D [
90911 PEFLOXACINPEF 5 g 50 Discs 912411 GENTAMIGIN GN 120 yg 50 Discs 9158/1 NITROFURANTOIN F 100 g 50 Discs 9188/1 Metronidazole MTZ 10 ug 50 Discs
9093 DICLOXACHLINDCXt-ig-250:Discs 5125 GENT, N CN 30 pg 250 Discs 9159 PIPERACILLINPRL 30ug 250 Discs 9189 MUPIROCIN MUP 5 g 250 Discs
9093/1 DICLOXACILLIN DCX 1 yg 50 Discs 9125/1 GENTAMICIN CN30 ug 50 Discs 9159/1 PIPERACILLIN PRL 30 pg 50 ST Mmmwhoxim&;é;zﬂ ACID PR 11 pg
9094 TIAMULIN T30 ug 250 Discs 9126 SULFONAMIDE S3 300 g 250 Discs 9160 PIPERACILLIN-TAZOBACTAM TZP 36 ug 250 Discs e CEFPOOORIVE - CLAVILANIC AGID FXC 1743
9094/1 TIAMULINT 30 ug 50 Discs 9126/1 SULFONAMIDE S3 300 pg 50 Discs 916011 PIPERACILLIN-TAZOBACTAM TZP 36 g 50 Discs 50 Discs
9095 IMIPENEWCILASTATIN IMC 20 pg 250 Discs 9127 SENIGILLING P2 (U 250 Discs o161 QUINUPRISTIN-DALFOPRISTIN QDA 15 jig 256 Discs ik AMOXICILLIN-CLAVULANIC ACID AUG 3 pg 250 Discs
9095/1 IMIPENEM/CILASTATIN IMC 20 g 50 Discs 9127A PENICILLING P21 50 Discs 916171 QUINUPRISTIN-DALFOPRISTIN QDA 15 ug 50 Discs 91914 AMOXIGILLIN-CLAVULANIC ACID AUG 3 g 50 Discs
9096 TICARCILL IN-CLAVULINC ACID TTC 85 pg 250 Discs at28 CHLORAMPHENICOL C 10 pg 250 Discs 9162 STREPTOMYCIN S 300 ug 250 Discs 9192 ROKITAMYCIN ROK 30 pg 250 Discs
9096/1 TICARCILLIN-CLAVULING AGID TTC 85 ug 50 Discs 9128/1 CHLORAMPHENICOL C 10 yg 50 Discs 816211 STREFTOMYCINS300pg - 50 Diccs 91921 ROKITAMYCIN ROK 30 ug 50 Discs
9057 CLOTRIMAZOLE CLO 50ug 250 Discs 9129 SULBACTAM SU20pg 250 Discs 9163 TOBRAMYCIN TOB 30 ug 250 Discs 9193 Phanylboronic acid BO 250 Discs
90971 CLOTRIMAZOLE CLO 50 g 50 Discs 9129/1 SULBACTAM SU20pg 50 Discs 91631 TOBRAMYCIN TOB 30ug 50 Discs bk Phenylboronic acid BO 50 Discs
9098 CLARITHROMYGiN CLR 15 §g 250 Discs 9130 PENICILLIN G P 250 Discs 9164 VANCOMYCIN VA 5pg 256 Discs 9184 DIFKCOLINIC ACID DP 250 Discs
2098/1 CLARITHROMYCIN CLR 15 pg 50 Discs 9130/1 PENICILLING P 11U 50 Discs 9164/1 VANCOMYCIN VA5 g 50 Discs 91941 DIPICOLINIC ACID DP_50 Discs
| 9099 FURAZOLIDON FR 50 pg 250 Discs @131 SODIUM FUSIDATE FC 30 250 Discs 9165 CASPOFUNGIN CAS 5 kg 250 Discs 9195 CEFTAROLINE CPT 5 ug 250 Discs
9099/1 FURAZOLIDON FR50 pg 50 Discs 9132 SULFAPRIM SXTS0ug 250 Discs 9165/1 CASPOFUNGIN CAS 5 g 50 Discs 919511 CEFTAROLINE CPT 5 ug 50 Discs
9100 PIPERACILLIN-TAZOBACTAM TZP 110 pg 250 Discs 913211 SULFAPRIM SXT 50 ug 50 Discs 9166 FLUCONAZOLE FLU 25ug 250 Discs 9198 CEFTAROLINE GPT 30 ug 250 Discs
9100/1 PIPERACILLIN-TAZOBACTAM TZP 110 ug 50 Disc 9133 AMOXICILLIN AML 10 ug 250 Discs 9166/1 FLUCONAZOLE FLU 25 ug 50 Discsi 9198/1 CEFTAROLINE CPT 30 pg 50 Discs
9101 CEFTIBUTEN CTB 30 ug 250 Discs 9133/1 AMOXICILLIN AML 10 g 50 Discs 9167 POSACONAZOLE POS 5 ug 250 Discs 9199 ERTAPENEM+CLOXACILLIN ET+CL 250 Discs
910111 CEFTIBUTEN CTB 30 pg 50 Discs 134 CEFOTAXIME CTX75ug 250 Discs 91671 POSACONAZOLE POS 5 ug 50 Discs S1%on ERTAPENEM+CLOXACILLIN ET+CL 50 Discs
9102 LEVOFLOXACIN LEV 5 g 250 Discs 913411 CEFOTAXIME CTX 75 yg 50 Discs 9168 VORICONAZOLE VO 1ug 250 Discs 9202 Ertapenem-Phenylborenic acid ET+BO 250 Discs .
9102/1 LEVOFLOXACIN LEV 5 pg 50 Discs 9135 OXACILLIN OX 5ug 250 Discs 9168/1 VORICONAZOLE VO 1 pg 50 Discs 920211 Ettapenem+Phenyiboronic acid ET+BO 50 Discs
9103 MOXIFLOXACIN MOX 5 pg 250 Discs 9135/1 OXACILLIN OX 5ug 50 Discs 9169 GATIFLOXACIN GAT 5yug 250 Discs 9203 Cetotaxime-Clavulanic acid+Cloxacilfin CTLG 250 Discs
9103/1 MOXIFLOXACIN MOX 5 ug 50 Discs 9136 LINEZOLID LNZ 30pg 250 Discs 916971 GATIFLOXACIN GAT 5 jig 50 Discs 920311 Celotaxime-Clavulanic acid+Cloxaciliin CTLC 50 Discs
9104~ | CEFEPIME FEP 30 pg 250Discs ————~ 9136/ LINEZOLID "LNZ 304 50 Discs == 9170 NETILMICIN NET 10 jig 250 Discs 9204 - - | Ceftazidime+Clavulanic-acid+Eloxacilin EALC 250 Discs
9104/1 CEFEPIME FEP 30 ug 50 Discs 9137 AMPHOTERICIN B AMB 10 g 250 Discs ‘91701 NETILMICIN NET 10pg 50 Discs 920411 Ceftazidime+Clavulanic acid-+Cloxacilin GALC 50 Discs
9105 AZITHROMYCIN AZM 15 pg 250 Discs 91371 AMPHOTERICIN B AMB 10 g 50 Discs 9171 PHENOXYMETHYLPENICILLIN PV 10 pg 250 Discs 9205 Caftazidime-avibactam CZA 50 pg 250 Discs
9105/1 AZITHROMYCIN AZM 15 ug 50 Discs 9139 ITRACONAZOLE ITC 8 ug 250 Discs 91711 PHENOXYMETHYLPENICILLIN PV 10 ug 50 Discs 9205/1 Cattazidime -avibactam CZA 50 g 50 Discs
9106 MYOKAMYCIN MK 15 ug 250 Discs 913911 ITRACONAZOLE ITC 8 yg 50 Discs 9172 TELITHROMYGIN TEL 15 4g 250 Discs 5206 Cettazidime -avibaclam CZA 14 g 250 Discs
9106/1 MYOKAMYCIN MK 15 ug 50 Discs 9140 KETOCONAZOLE KCA 15 5g 250 Discs 9172/1 TELTHROMYCIN TEL 1543 50 Discs| 9206/1 Ceflazidime-avibactam CZA 14 g 50 Discs
9107 ITRACONAZOLE ITC 50 ug 250 Dises 91401 KETOCONAZOLE KCA 15 pg 50 Discs 9173 LORAGARBEF LOR30 yg 250 Discs 9209 Nitroxolin NI 30 g
9071 ITRACONAZOLE ITC 50 pug 50 Discs 9141 COLISTIN SULFATE CS 30 Ul 250 Discs: a17a/1 LORACARREF L OR 20 50 Discs) $209/1 Nitroxolin NI 30 pg
g108 CEFOPERAZONE CFP 75 pg 250 Discs 9141/1 COLISTIN SULFATE CS 30 Ul 50 Discs 9174 NAFCILLIN NAF 1 g 250 Discs 9219 Celepime FEP S ug
91081 CEFOPERAZONE CFP 75 pg 50 Discs 9143 CEFEPIME+CLAVULANIC ACID FEL 40 g 250 Discs 9174/1 NAFCILLIN NAF 1yug 50 Discs 92191 Cefepime FEP S ug
9109 FOSFOMY CIN (includes G-6-p) FOS 200 ug 250 Discs 9144 Cefoxilin+Cloxacillin FOC 230 pg 250 Discs 9175 MEROPENEM+CLOXACILLIN MR+CL 250 Discs 9220 Celepime FEP 10 ug
9109/1 FOSFOMYCIN (includes G-6-p) FOS 200 ug 50 Discs 9144/ Celoxitin+Cloxacllin FOC 230 ug 50 Discs 91750 MEROPENEM-CLOXACILLIN MR+CL 50 Discs 92201 Cefepime FEP 10 yg
9110 TRIMETHOPRIMTM Spg 250 Discs s CEFTAZIDIME+CLAVULANIC ACID CAL 40 g 250 2176 Moroponam » Phonylooronic acid MR +BO 250 Discs 9224 Calotaxime + Cloxacilin CTC
91101 TRIMETHOPRIM TM 5 pg 50 Discs T w%ﬁ_o_zToEEEzﬁ D TS 91761 Meroponom + Phanylboronic acid MR +BO 50 Discs D224 Q_Qm.x_.am + Cloxaciliin CTC
9 FUSIDIC ACID FC 30 yg 250 Discs s GLNDAMYCINGD 1059 250 Discs 9177 MEROPENEM-DIPICOUNIC AGID MR4DP 250 Discs mmmm\ Ceftazidime + Cloxacillin CAC
i FUSIDICACID FC 30 ug 50 Discs e GLINDAMYGIN CD 104y 50 Discs 9177/1 MEROPENEM--DIPICOLINIC AGID MR+DP 50 Discs mmmm g
siiz CEFPROZL OPR 301G 7250 Discs 9147 TIGECYCLINTGC 15 g 250 Discs LI Magpénem ¢ bR, My EAE2CHIneS =
cm® s 1l Via Scozia - Zona Industriale 64026, Roselo degli Abruzzi (TE) laly - Tel +39 0838930745 - Fax +39 0858930330 ©Livlilchem® sr 1 Via Scozia - Zona ndustriale 64026, Roseto degli Abruzzi (TE) Laly - Tel +39 0858930745 - Fax +39 0838930330
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5246 Coficiozanedazobactum O/T 40 ug 2018 Amikacin AK 0.016-256 mg/L. 30 MIC Test w60 Cataclor CEC 0.016-256 mg/L 100 MIC Tost 220580 Ceftibuten CTB 0.002-32 mg/L 100 MIC Test
5247 Solilhromycin SOL 15 ug 250 Discs S201E0 Amikacin AK 0.016-256 ma/L 100 MIC Tes! ENET Cataclor CEC 0018258 mp/l. 10 MIC Test 920581 Cettibuten CTB 0.002-32 mg/L 10 MIC Tes!
24771 Solithremyeln SOL 15 yg 50 Decs 220181 l..xnr.._. A¥ 0.016-256 Jn L 10 MG Tast 2017 Trimmthorstm TM 000252 m/l 30 MIC Test 92060 e CFM 0.016-256 mg/LL 30 MIC Test

S48 Test o SE0E00:

Sz43i1 Filampicin 2 pg 100 MIC Tem | 2501

S1200 DISC DISFENSER 8 CARTHIDGES gl 10 MIC Test 2068

91203 DISC DISPENSER 6 CARTRIDGES tan CTT 0016256 ma/ 30 MIC Test 22068

52000 | AMOX'/SULB 2/1 AXS 0.016-256" 30 MIC Test Celolelan CTT 016-256 mafl. 100 MIC Test 520667 FOX 0 016256 mgiL 10 MIC Tesl
920000 AMOX /SULB 21 AXS 0.016256° 100 MICTest Cefolelan CTT 0.016-256 mg/L 10 MIC Tesl 92039 | Caphalolin KF 0.016-256 mg/L 30 MIC Tos! 2070 PLZ 0 016-256 mg/L 30 MIC Tes!
32001 Rifampicin RD 0.002-32 mg/L. 30 MIC Tesl Amoxicilin AML 0.016-256 mg/L. 30 MIC Test 920390 | Cephaloiin KF 0.016-256 mg/L 0.016-256 100 MIC Test 220700 Plazomicin PLZ ¢ 016 256 mg/L. 100 MIC Test
920010 n D 0.002-32 mgl. 100 MIC Test AL 0,016-256 mayL 100 MIC Test Q20391 | Cuphalalin KF 0.016-256 ma/l. 10 MIC Tos! G070 Plazomicin PLZ 0.016-256 ma/L 10 MIC Tesl
520017 | Rilampicin RD 0.002-32 mg/L 10 MIC Test Amoxicilin AML 0,016-256 ma/L 10 MIC Test 32040 Donponem DOR 0.002-32 mg/L 30 MIC Tost 2072 Q._.nu_....ﬁs CD 0.016-256 mg/L 30 MIC Test
2002 Fusidic Acid FU 0.016-256 mg/L 30 MiC Test Nitroiuranioin & 0.032-512 ma/L 30 MiC Tesi 20400 Donpenom DOR 6.002-32 mg/l. 160 MIC Test: 820720 5 0.016-256 mg/L 100 MIC Test
0020 Fiside Acd FU 00716256 maL 100 MIC Test EfaTaanan F 0,032-512 g/l 100 MIC Tést HADATT LT DHOF O 032 TR T WG Tass ST C I SO 00T GRS o 10 e Test
520021 Fusidic Acid FU 0.016-256 mal. 10 MIC T=st Nitrofurartoin F 0,032-512 ma/L 10 MIC Test 2041 Putloxacin PEF 0016256 mg/l 30 MIC Test o074 Msrepanetnabamactam (& mall] TV TS 256mpi
92003 i AMP 0.016-256 mg/L 30 MIC Test Cefoperazone” - sulbactam {211} GPS 0.016-256" mg/L. 820410 Pelloxacin PEF0016-256 mgi. 100 MIC Test %Wﬂﬁau&mﬂaa 6 mgiL] WV 0.016-256mgiL
L0030 AMP 0.016-256 mg/L 100 MIC Tesl MMH_WM.MME. sllbactam (/1] CFS 0.016-256" mgiL 420411 Palloxacin PEF 0016256 mgll 10 MiC Test b “.ﬂu MIG Test B e T 5T
h0a1 AMP 0.016-256 mg/L_10 MIC Tesl 100 MIC Tast _ i 2042 Gefiiaxane GRO 0.016-256 mgiL 30 MIG Test sl [ Meronenimttonacii 6 mal MY SRl
3008 Palymyxin B PB 0,064-1024 mg/L 30 MIG Tes! 80231 mum.nq_umwww_a ~stibdcam @ rSa1e26 mal 20430 | Cefiriaxono CRO 0.016-256 mgiL 100 MIG Tast 92075 Chloramphenicol C 0,016 256 an\r 30 MIC Test
SPIISe Paiymysin 8PS 85641623 ma 1008 — BT T »Bnn.u_m_qmﬂ Sevilaric-acic e . CAO.0,045-256.-mgiL-10.MIC. Test. - | eETe—

0041 Polymyxin B PB 0.064-1024 mg/L 10 MIC Test e e P P S e B 2043 nbjmsi CHO 0.002-32 mg/L. 30 MIC Test SEOTE Chloramphericol G 0.016-256 mg/l. 10 MIG Test
2008 Cefpodoxime PX_0,016-256 mg/L 30 MIC Tost 520240 | 450 iC Test 920420 | Candawone CRO 0.002-32 mgL 100 MIS Test w2078 Fosfomycin FOS 0.016-256 mg/L 30 MIC Test
520050 Cefoodoxime PX 0.016-256 mg/L 100 MIC Test apazat gmﬂw. clavulanic acid (21} AUG 0.018-256" mg/L 2pnas Caftriaxone CRO 0.002-32 mp/L. 10 MIC Test 920780 Fastomyen FOS 0.016-256 ma/L 100 MIC Test
220051 Cefpodoxime PX 0.016-256 mg/L 10 MIC Tes! e Alfampicin FD 0,016-256 mg/L 30 MIC Test Sanes Cloxagilin CX 0.016-256 mg/L._30 MIC Test 520761 Fosfomycin FOS 0.016-256 mg/L 10 MIC Test
92006 Cefotaxime CTX 0.016-256 mg/L 30 MIC Test Snaih : i FID 0.015-258 /L 100 MIC Test 20240 Cloxacillin CX 0.016-256 mg/L 100 MIC Test 2079 Foslomycin FOS 0,064-1024 mg/L 30 MIC Test
SP00E0 Cefotaxime CTX 0.016-256 mg/i 100 Test P Fifarmpicin FD 0.015-256 mg/L 10 MIG Test Sa0441 a/L 10 MIC Tast gE07Ee n FOS 0 054-1024 my

SR0061 Celotaxime CTX 0,016-256 mg/L 10 MIC Test e Ciniprsindalicpetin QDA D.00232 MyL 30 MG 92045 Ciprofloxacin CIP 0,002-32 mg/L 30 MIC Test 920781 Fostornycin FOS 0,064-1024 mg/L 10 MIC Test
23007 Celataxime CTX 0.002-32 mg/L 30 MIC Tast Test L 220450 Ciprolioxacin CIP 0.002-32 mg/L 100 MIC Test P Delafioxacin DLX 0.002-32 mg/L_30 MIC Test
920070 | Gefotaxime CTX 0.002-32 mg/L 100 MIC Tesl o e i B st 20451 | Ciprofloxacin CIP 0,002-32 mg/L 10 MIC Test w0800 | Delafloracin DLX0.002.32 mg/L 100 MIC Test
SEOOTT Cefolaxime CTX 0.002-32 mg/L 10 MIC Test aBoos Culnupristindzitopristin COA 0.002-32 mglL 10 MIG 2046 Sgiramyein SP 0.002-22 mg/L 30 MIC Test S20801 Delalloxacin DLX 0 002-32 mg/L 10 MIC Test
2008 Cefpirome CR 0.016-256 mg/L 30 MIC Tast = T AR TR L ® 20450 Spiemyrin SF 0.002-32 mgL 100 MIC Test a2081 Levofloxacin LEV 0.002-32 mg/L. 30 MIC Test
920080 | Celpirome CR 0,016-256 mglL 100 MIC Test gl 9A0451 Spiramycin S 0.002-32 molL 10 MIC Tast 920810 | Levolloxacin LEV 0,002-32 ma/L 10C MIC Test
G200 Cefpirome CR 0,016-256 mg/l. 10 MIC Test 920270 " - sulbactam (/1) AMS 0.016-256" mg/L 100 20048 Claritromyein CLR 0.016-256 mgll 30 MIC Test 081 Levotloxacin LEV 0.002-32 mg/L 10 MIC Test
92008 Gentamicin CN 0.016-256 mg/L 30 MIC Test — " sUlbactam (277} AMIS 0.016-256" mg/L 10 20480 Clarfitromysin CLA 0.016-256 molL 100 MIC Test 52084 Meropenem MAP 0.002-32 mg/L 30 MIC Test
220080 Genlamicin CN 0.016-256 mg/L 100 MIC Test 52020 20481 Clafithreenyein CLR 0.016-256 mglL 10 MiC Tost GE084D Meropenem MRP 0,002-32 mg/L. 100 MIC Test
20091 Genlamicin CN 0,016-256 mg/L 10 MIC Tesl 920268 Sulbactam SUL 0,016-256 mg/L. 30 MIC Test 32049 Cafiaraline CPT 0,016-255 mo/L 30 MIC Test aopest Meropenem MRP 0.002-32 mg/L 10 MIC Test
2010 Gertamicin CN 0,064-1024 mg/L 30 MIC Test 920280 Sulbactam SUL 0.016-256 mg/L._ 100 MIC Test sapann Ceflaroline CPT 0,016-256 mg/L. 100 MIC Tast 2085 Meropenem MRP 0.016-256 mg/L 30 MIC Test
0100 Gertamicin CN 0.064-1024 mg/L 100 MIC Test 920281 Sulbactam SUL 0.016-256 mg/L. 10 MIC Test w04t Cettaroiine CPT 0.016-256 mg/L 10 MIC Test T208E0 Meropenem MAP 0.016-256 mg/L 100 MIC Tes!
20101 Gentamicin CN 0,064-1024 mg/L 10 MIC Test 92029 Temocilin TMO 0.064-1024 mg/L 30 MIC Test 2050 Fasmidamysn FOM 0,016-256 m/L. 30 MIC Tast At Meropanem MRP 0.016-256 mgiL 10 MIC Test
92011 Gatifioxacin GAT 0.002-32 mg/L 30 MIC Test 920290 Temocillin TMO 0.064-1024 mg/L 100 MIC Test 20500 Fosmicomycin FOM 0.016-256 mglL 100 MIC Test G087 Melronidazole MTZ 0.016-256 mg/L 30 MIC Test
20110 Gatifloxacin GAT 0,002-32 mg/L 100 MIC Test 920281 Termocillin TMO 0.064-1024 mg/L 10 MIC Test 220501 Fosmidomycin FOM 0.016-256 mg/L 10 MIC Tast 20870 Metronidazole MTZ 0,016-256 mg/L. 100 MIC Tes!
820111 | Galiloxacin GAT 0.002-32 mg/L 10 MIC Tes! 2U n AZM 0.016-256 JIC Test w2051 Eriptvemysin £ 0,015-256 mglL 30 MIC Tesl 08T Metronidazole MTZ 0,016-256 mgiL. 10 MIC Test
52012 Teizoplanin TEC 0,016-256 mg/L 30 MIC Test 920300 Azithromycin AZM 0.016-256 mg/L 100 MIC Test 0510 Erythromycin E 0.016-256 mg/L 100 MIC Test 050 P 0 ME 000232 ML, 30 MIC Test
20120 Tekaplanin TEC 0.016-256 mg/L 100 MIC Test Seo3ot Azithromycin AZM 0.016-256 mg/l._10.MIC Tesl 220511 Erythromycin E 0.016-256 mg/L 10 MIC Test 220800 | Moxifloxacin MXF 0,002:32 mg/L 100 MIC Test
20121 ) TEC 0.016:256 mg/L 10 MIC Test 92033 Suifamethoxazoie SMX 0.064-1024 mg/L 30 MiC Test aEsZ Telavancin TLY 0.002-32 mg/L 30 MIC Test Eateat Moxifloxacin MXF 0.002-32 mg/L 10 MIC Test
013 Enrofloxacin ENR 0.002-32 mg/L 30 MIC Test $20310 Sullamelhoxazole SMX 0.064-1024 mg/L 100 MIC Test 0520 | Telavancin TLV 0.002-32 mg/L 100 MIC Test S2093 Netiimicin NET 0.016-256 mg/L 30 MIC Test
20130 Enrofioxacin ENR 0.002-32 mg/L 100 MIC Test 1 920311 Sulfamethoxazole SMX 0.064-1024 mg/L 10 MIC Test Gansa] Telavancin TLV 0.002-32 mg/L 10 MIC Test T Nolimicin NET 0076255 marL. 150 WG Test
920131 Eneefioxasin ENR 0.002-22 my'L 10 MIC Test q2032 Minocycline MN 0.016-256 mg/L 30 MIC Test o053 Telavancin TLY 0.016-256 mpiL 30 MIC Test 20931 Nelilmicin NET 0016256 mg/L 10 MIC Tast
22014 Specfinomycin SPC 0.064-1024 mail. MIC Test 920320 _}:Minocycline MN @,016-256 mg/L 100 MIC Test 20530 | Telavancin TLV 0.016-256 mg/l. 100 MIC Test 92095 | Norfloxacin NOR 0.016-256 mgiL 30 MIC Test
520140 Spectinomycin SPC 0.064-1024 mg/L 100 MiCTest 820321 Minocycline MN 0.016-256 mg/L 16 MIC Tast 20531 Telavancin TLV 0.016-256 mg/L 10 MIC Test 220880 | Norilokacin NOR 0.016-256 mg/L 100 MIC Test
920141 Soectinomyein SPC 0.064-1024 mgil. 10 MIC Test 92033 Azirgonam ATM 0,016-256 mg/L 30 MIC Test 22054 Imipenerm IMI 000232 mg/L 30 MIC Test 220951 | Norlloxacin NOR 0.016-256 ma/L 10 MIC Test
92015 | Oxacilin OX 0.016-256 mg/L 30 MIC Test 520330 | Actreonam ATM 0,016-255 mg/L 100 MIC Test 920540 Imipenem (M1 0.002-32 mg/L 100 MIC Tes! sz0es Offoxacin OFX 0.002:32 mg/L. 30 MIC Test
920150 | Oxacilin OX 0.016-256 mg/L 100 MIC Test 920331 Azireonam ATM 0.016-256 mg/L 10 MIG Test 220541 \mipenem IMI 0.00232 mglL 10 MIC Test P Olloxacin OFX 0,002-32 mg/L 100 MIC Test
920151 | Oxacillin OX 0.016-256 mg/L 10 MIC Test 2034 Kanamycin K 0,016-256 -mg/l. 30.MIC Tesl, 0056 Gafiaroline CPT 0.002-32 mglL 30 MIC Test 20691 | Ofioxacin OFX 0.002-32 mg/L 10 MIC Test
92016 | Ceftizoxime CZX 0.016-256 mg/l 30 MIC Test 920340 Kanamycin K 0.016-256 mg/L 100 MIC Test SE0560 Celtaroline CPT 0.002-32 mg/L 100 MIC Test a0z G P 0016256 mg/L 30 MIC Test
920160 Ceftizoxime CZX_0.016-256 mg/L 100 MIC Tes! 920341 Kanamyein K 0.016-256 mg/L. 10 MIC Test w0561 Caftaroline CPT 0.002-32 mg/L 10 MIC Test az21020 GP 0016-256 mg/L 100 MIC Tesl
220161 Ceftizoxime CZX 0.016-256 ma/L 10 MIC Test 92035 Gemifloxacin GEM 0.002-32 mg/L 30 MIC Test 52057 Vancomycin VA 0.016-256 mg/L. 30 MIC Tesl e G P 0016256 mgilL 10 MIC Test
2017 Mocilinam MEG 0.016-256 mg/L 30 MIC Test 220350 Gemifloxacin GEM 0.002-32 mg/L 100 MIC Test w0570 Vancomycin VA 0.016-256 mg/L 100 MIC Test =i0a GP 000237 mg/L 30 MIC Text
920170 Mecillinam MEC 0.016-256 mg/L 100 MIC Test $20351 GEM 0,002-32 mg/L 10 MiC Test 220571 | Vancamysin VA 0.016-256 mg/i 10 MIC Test 21030 GP 0002-32 mg/L 100 MIC Tes!
920171 L 8256 mgiL 10 MIC Tesi aape: lor CEC 0.016-256 mg/l 30 MIC Test | SRisa | Catibuten CTB0.002:32 mgl. 30 MIC Test [=2ios GF 000232 ma/L 10 MIC Test
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92105 illin PIP 0.018-256 mg/l. 30 MIC Test S21400 Ceftobiprole BPR 0,002-32 mg/L 100 MIC Tes! laz11 opimaCelepime « Clavulamc acid |4 mgil) FEPFEL f— Ampicillin® - sulbaciam {4 mgL) SAM 0.015256° mg'L 10
521050 PIP 0,016-256 mg/L 100 MIC Test 221401 | Ceftobiprole BPR 0.002-32 mg/L 10 MIC Test ; SN0 UR4 Pt B 1o, MU Tou
1 g P - g esl i - Caolopimo/Cotapime « Clnwlnnic acid {4 mg/L) FEPFEL apgz Micalungin MYC 0.002-32 mg/L 30 MIC Tast
w1081 Piperaciln FIF 0.016-256 mgiL 10 MIG Tes! 2141 Coiistin G5 0.015-256 mg/L 30 MIC Test i 0.25-16 /0 064-4 my/L100 MIC Tost N T e L 100 MIG T
w10 | Pinerasillin® - tazobactam TZP 0.016-256" moil 30 ootain L S 0.015-255 ma/L 100 MIC Tost [ an1g1t T Cofopima/Colupima + Clavulanic acid (4 mg/l) FEP/FEL | s 2-32 mg/L 100 MIC Tesl
st LT —~ T e 1542 | 521827 Wicatungin MYC 0.002:32 mgil 10 MIC Test
t T imcbacam TR D065 gL 10 W 1 wolisties G5 0.016-256 mg > T lconom + COTA BAVRED 4 2561164 mgll 30
— - Ciali TZF D016-258" gL 160 MG - 52162 T M Sl S IS0 2163 TC 0.016-256 moiL 30 MIC Test
| 92142 CS 0.064-1024 mg/L_ 30 MIC Test } B, TR = e
| Py = = 1 T - A i 3 F1-53 g/ 1 co0 m ! as!
e ] Fiperacilin” - 1azobactam TZF 0.016-258" mgil 10 MIC 1470 S 0.064-1024 mo/L 100 MIG Test 1 921520 RO AT 3 g, | fs)
T _ 221 | olltin GS 0,0s41022 mgrL 10 MIC Teut e sinam + E5TA WG 1256754 gl e 255 Pl TOMNE Tout
) i T olistin ! " i o - ng/u
ax111 Streptomycin S 0.064-1024 mgll 30 MIC Test e = i — am@ : z__mo ~ 921621 w@igd Isavuconazole IVU §.002-32 mg/L 30 MIC Test
- - ! 016-256 mg/L 30 st T
821110 | Sweplomycin S 0.064-1024 mg/L 100 MIC Test e ._._,. ye = : %P £ ” o | ﬁqmﬂahn_aqgnsga VATEC 052032 gl 30 B eerros U o 2 gl 100 MG TS
: X ecycing TGC 0.016-256 mg/l 100 t | o
1111 Streptomycin S 0.064-1024 mg/L 10 MIC Tesl .n iy mg oS! ——— ey el VATEC 05 S0 532 Mol g21841 Isavuconazole VU 0 002-32 ma/L 10 MIC Test
2112 Sireplomycin S 0.016-256 mg/L 30 MIC Test Al Tigecyclng TGS 0.016-256 mgl 10 MIC Test (IS0 o i Test A azzon T TIA 0.002-32 ma/L 30 MIC Test
" ; Y 92145 7 DAF 0.016-256 mg/L 30 MIC ¥
921120 Sireptomycin S 0.016-256 mg/l. 100 MIC Test e e mg/L . .,,z Test ao1eal /hm.u,w.ﬁ.,ﬁ:ﬁaoﬁs:_: VATEC 0.5-32/0.5-32mglL 10 P Tiamuin TIA 0002:32 ma/L 100 MIC Test
121 PN % g Dapioimycin DAP 6,615-256 mg/L 100 MIC Test s -
Eaits Sinapic Sumeessmot. 10MoTes L v HJJ S e = = A Celotatan/Gefotetan + Cloxacilin CTT/CXT 0,5-320.5-32 922001 Tiamulin T1A 0.002-32 mg/L 10 MIC Test
T2TTE T V TE DI0TG-256 Mgl 30 MIC Tas] sl T A Uil ol e il boia DGR U T | et 2201 Tilmicosin TIL 0.002-32 m
- L MEINC [esit s Y /L 30 MIC Test
: CoNolazane"-tazcbactam /T 0.016-256° Mgl Celaelan Catoietan + Cloxacllin GTT/CHT 0.5-02/0.5-32
921140 | Tetracysine TE 0.016-256 ma/L100 MIC Test 2148 0 fais ot 21840 | bt 100 hAG Tex N — ] osin TIL 0.002-32 mg/L 100 MIC Test
921141 | Tetracycine TE 0.016-256 mo/L 10 MIC Test cotasn | CefiDiozane™-tazobasiam G 0.016-256° mgiL p— Calotefan/Caiotetan + Cloxacilin CTT/CXT 0.5-920. 532 822011 | Tilmicosin TIL 0.002-32 mg/L 10 MIC Test
w17 Ticarcillin® - clavutanic acid TTC 0.016-256" mg/L 30 MIC 100 MIC Test mglL 10 MIC Test
Tl . Cattolozane™tazcoactam G 0.016-256" ma'L o Marcpenem/Maropanem + EDTA MAPIAD 0125 3001 EASY RID h-igG
aeii70 | TIearslin - chavidanic 2o T1C D,016-256" mgi. 100 10 MIC Test B0,032-2 mgll. 30 MIC Test 83002 EASY AID high
MIC Test 52147 [ FLU 0.016-256 maiL 30 MIC Test Marcponam/Meroperom + EOTA MRPMED 0.125
worias | Ticarcilin: - clavuianic acid 116 0.016-256" mglL 10 S e %1850 | amoiza mgl 100 MIC Test i EASY R gl
it Tasl ——I e = 1651 Meropanemidernpenam « EOTA MRP/MAD 0125 SR | EASY HID T3
=1 Tobramysin TOB 0.054-1024 mg/L 30 MIC Teat w@14T FLU 0.016-256 mg/L 10 MIC Test w:a_au_wm._w_ﬂ:_ 10 ..:nmqnaﬂ.» —— 23008 EASYRD hea
. X
221200 Totramysin TOB 0.064-1024 mg/L 100 MIC Tes! gei48 Nreconazole ITC 0.002-32 mgl 30 MIC Test R166 _um_ prdtii il 008 EASYRD
21201 Tobramysin TOS 0.064-1024 maiL 10 MIC Test S21460 ITC 0.002-32 mg/L 100 MK Test 31680 _a_vmzmd__-zﬂﬂ.ma « EOTA IMUIMD 0.125-80.032-2 a30e? EASY RID h-Albtemin
a1zt Tobramysin TOB 0.016-255 mg/L 30 MIC Test 521481 ltraconazole [TC 0,002-32 mg/L 10 MIC Tes! !E_.__N.n,__.x._m Ma eI ST T 93006 EASY AID e Apelpoproten AT
@1210 | Tobramyen TOB 0.016255 mg/L 100 MIC Test w2148 Flucytosine FC0.002-32_mg/L 30 MIC Test S21651 | mgh 10 MIC Tast ganag EASY D +Agalipopraiein B
ore Eramycin TOB 0016255 mg'L 10 MIC Ted 52145 | Fluoytosine FO0.002:32_mgil 100 MIC Tesi wrey. | Mespenenibarseenen L Eiemiomnls et MREAIEG 5300 | EASY RID rAla 1 Acid Gllsoprotein
o TAmethaprm” - sultamathoxazeie (1/15) SKT 000232 oiag Flucytosine FC 0.002-32 mg/L 10 MIC Test JesBoone mpl MO T ___________ e ANPAED prer EASY AD nFbamagen
gl 30 MIC Tast = 221670
: : w2150 Vorzonazois VO 0.002-3 30 MIC T 0.125-8/0.022-2 mgiL 100 MIC Test
azizan | TGS S ameokazea (18] SKT 000232 2 - 232 mglt ot - i —— a1z EASY RID h-Amiombin 11
Myl 100 MIC Taest 521500 Voriconazole VO 0.002-32 mg/L 100 MIC Test Q21671 0125800822 mal. 10 ,___n T 53013 EASY B0 heig Light Ghain K
Trimeihopim®-sulfametnoeassie (1/19) SKT 000232 " : !
S01231 Tri ¥ uua‘yu._:rﬂ.ﬂw_ (8 s ansn Voriconazole VO 0.002-32 mg/L 10 MIC Test ais Mﬂmumaaa_wm_._mmﬂmaa s H:.Mqﬁ__ﬁ;q %] ETPEBO a30ia EASY RID hvlg Ligh! Chain Lambda
Ty T ARy e 1125-8/0:032-2 iyl 30
2125 | Gefepime FEP 0.016-256 m/L 30 MIC Tost e oo o0 & K002 TR0 WIS T aovess | EapenemEaperm + Prenybons a5 ETPIESD 93035 | Atlhafia s Anfrypsin
w1260 | Celepime FEP 0.016-256 mg/L 100 MIC Test 510 KE 0.002-32 mgfl. 100 _MIC Test 0,125-8/0,032-2 mpL. 100 MIC Test wams Anti h-Geruloplasmin
= 821511 Ketoconazole KE 0.002-32 mg/L 10 MIC Test EnapenemErtapenai + Phonylbotonic acid ETR/EBD
821261 Celepims FEP 0.016-256 mg/L 10 MIC Test e DRt by i e et | e e 10 M Test 23018 And] h-Haglogicbin
62127 Cefepime FEP 0.002-32 mg/L 30 MIC Test o T EraparemEnapsnam + Clowacliin ETFECK 01258 23104 Multipiats F-IgG At
221500 Posaconazole POS 0.002-32 mg/L 100 MICTest 0.032-2 m/L_30 MIC Test 23108 MULTIPLATE h-ClsiC4
c 0.002-32 mg/ T L SOMICTest | "
o227 | Cotepime PEP S.002.92 mgiL 190 MIC et 221521 | Posaconazole POS 0,002-32 mg/L 10 MIC Test SiEgn | [ClapensrVETApAned v Chnadiin EIRECK- 0105
a1z Celepime FEP 0.002-32 mg/L 10 MIC Test = : 0.032-2 myiL 100 MIG Test 23110 MULTIPLATE h-Apo Al/Apo B
wize Cefuroxime CXM 0.016-256 mg/L 30 MIC Test =S Amphotericin B AMB 0,002-32 mg/L. 30 MIC Tost wigs | CopeenEteenen ComMnEIPECK 012 w115 MULTIPLATE h-Kappa Chain/Lambda Chain
221290 | Cefuroxime XM 0.016-256 mg/L 100 MIC Test S215% | Ampholericin 8 AMB 0.002-32 mg/L 100 MICTest oee 53201 BENGE JONES TEST
921531 Ampholericin 8 AMB 0.002-32 mg/L 10 MIC Test etro ERO.01E55E mgh- MG Taat
w1291 Cafuroxime CXM 0.016-256 mg/L 10 MIG Test T an SAMD e e P 240010 | FID CONTROL SERUM
ar154 ngin CAS 0.002-32 mg/L 30 MIG Test 29700 Elhambutol EB 0.016-256 mg/L 100 MIC Test
w213z ic Acid NA 0,016-256 mg/L 30 MIC Test Crasol : g 9501 Oplochine Tast 100 Discs
Sn. s st 0ol w21 Elhambutol EB 0.016-256 ma/l. 10 MIC Test - :
a21320 ic Acid NA 0.016-256 mg/L 100 MIC Test a502 Baciracin Test 100 Disss
az150 Caspatungin GAS 0.002-32 ma/L 10 MIG Test il soriazde IZ0,016-256 g/ 30 MIC Text
ar1azy Nafidixic Acid NA 0.016-256 mg/L 10 MIC Test i 32 maf —  OOMICT, 2503 X FACTOR TEST 100 Discs
%2155 Amicki=tngin AND 0.002-32 mg/L 30 MIC Tes! S2HFICT || ssoniazide IZ0,016256 ma/l L]
2135 Linezoliz LNZ 0.016-256 mg/L 30 MIC Test . ; . 9504 V FACTOR TEST 100 Discs
: 921550 | Anidulafungin AND 0:002-32 mg/L 100 Test 1711 | koniazids Z0.016-256 mg/L 10 MIC Test -
221350 | Linezoliz LNZ 0.016-256 mg/L. 100 MIC Tas! - : i v = T il MG %05 V+XFACTORTEST 100 Discs
521351 | Linezoiz LNZ 0,016-256 mg/L 10 MIC Test J21g51" | Anidulafungin AND 0,002-32 mg/L 10 MIC Test —— as08 METRONIDAZOLE TEST 100 Discs
2156 Doxycycline DXT 0.016-256 mg/L 30 MIC Test 921720 Elhionamide ET 0,016-256 mg/L 100 MIC Tesl -
22135 Tedizolid TZD 0.002-32 mg/L 30 MIG Test i —— 11 SULPHONAMIDE TEST 100 Discs
01560 D I 0.016-256 100 MIC Test 172 Ethionamide ET 0,016-256 mg/L 10 MIC Tast
021380 | Tedizalid TZD 0.002-32 mg/L 100 MIC Tast OXyCReine DXT Gi0l6:256Tma L &5 25200 ANAEFIOBES
. P Dol DXT D015 258 o oMo Tost @173 Aztreonam ATM 0.064-1024 mgiL 30 MIC Test
921361 Tedizolid TZD 0.002-32 mg/L 10 MIC Tes! ! il J01e:255 1M/ 95210 ENTERDCOGC!
= Enapenem ETF 000292 mglL. 30 MIC Test 921730 | Aztreonam ATM 0.064-1024 mg/L 100 MIC Test
52137 Dalbavancin DAL 0.002-32 mg/L 30 MIG Test o L e o ATH bea 0o w16 ST 95220 ENTERDEACTERIA |
= 921570 Enapenem ETP 0,002-32 mg/L 100 MIC Tesl ! 9
921370 | Dalbavancin DAL 0.002-32 mg/L 100 MIC Test - 95230 ENTERDEACTERIA URINE
i 2174 Celazolin KZ 0.016-256 mg/L 30 MIC Test
921371 | Daloavancin DAL 0,002-32 mglL 10 MIC Test SN ErtpeoemEIF- 000232 ol SO MG Tedt = = 85240 ENTEROBACTERIA 2
- — Caftazk I icasa (4 mgl) S21740 | Casfarelin KZ 0.015-255 mgil 100 MIC Test : =
$ioH___} Cefiazidime CAZ 0.016-256 mgll 30 MIC Test CAZICAL 0.5-2210062-4 mgll 30 MIC Test 221741 | Celazalin KZ 0.016-256 ma/L 10 MIC Test B PEELDOMONA
021280 | Ceflazidime CAZ 0.016-256 mg/L 100 MIC Tesl 221580 gmﬁﬁ%.naﬂqﬁw + Claylilanic acid (£ ma/L) pEm Aol - laviant 20d (2 mgil) AMC 0016 256 25260 STAPH .
21381 Ceftazidime CAZ 0.016-256 mg/L 10 MIC Test CAEecL0 L8 2 e gl un____;_nqmn T TR w5270 ACINETOBACTER
azism Amexicilin® - claveanic acid {2 m 316 -
%2139 APEAA A SBREL S vyl i :M..“.W_ae._._ 321800 | mgil. 100 MiC Test o | YCASIS
; e T (s e
P, m%m....u_a».. avibaciam CEA 0.016-256" mgll 100 MIC ) CTHCTL 0.25-16%,076: mal 30 MC Test agva »:ar_ﬂo:_ﬁﬁ ﬂh_:__.._.__n ackd (2 mgfL] AMC 0.016-256 95290 Sirepio e
= L S Cefotaxima/Catolaxime + Clavulanic acid (4 mg/L) mﬁﬁ[.l.l]l. AT SAN 0.016.256° oL 30 95380 ENTERD!
st | Coreeme aviasiam GZA 0.016-2567 mgi. 10 MIC 160 | GTRETL 0.25.16.0164 myl 100 MIC Test 2161 el srileclan (RgLe : ma P T HAEMORHILUS
EES CafojaximeCelataxime - Clavulanic acid (& mg'L) 3
Ampicilin® - subaciam (4 SAM0.016-256" m)
az140 Cefiobiprole BPR 0.002-32 mg/L 30 MIC Tesl e GTRCTL 0.25-180.016:1 mgl 10 MIC Test 221810 w0 i Tt famaly gL i N
=S a3 MICE
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9564 KGL | (Gram ~ ve) 1 x 100 Test 6144 CLOSTRIDIUM DIFFICILE LATEX KIT B [ AmpC disc kit |
9565 KEL Il (Gram - ve) 1 x 100 Test 36148 SHIGELLA ANTISERUM
9566 KGL 111 100 Test 96150 E. DOLI 0157 LATEX KT
2857 | mLiTonisc A 85151 SALMONELLA LATEXKIT
a5 MUToDISCE BE153 “STREPTO BLATEXKIT
9565 MULTODISC © 96154 STREFTO A LATEXKIT
o570 MULTORISC B SE155 BENCE JONES LATEX TEST
| 9571 MULTODISC A (100 Pz) (Tender106/2003) 96316 Clostndium difficile GDH Card
) 9573 MULTODISC C {100 Pz) (Tender106/2003) 26317 Clogridium Diflicily Taxn A-5 Carg Dircttore Teenico/ Technical Direcion
[o574 MULTODISC D (100 Pz) (Tender106/2003) 25318 Gandia Card
| o575 LSEINE BING {Tander228/2008) 26319 Listaria Monocyinganes Card
576 PSEUDOMONAS FIING (T 96320 Ag Card
9577 GRANM NEGATIVE RING (Tender238/2006) 36321 D157 E.cali Card
g TRAN LS TIVE NG RUT NS TEr AN DR O SUMEEN 2L ANDS
96001 SALMONELLA TYPHIH 20 ml G404 ONE STEP COC DRMG SCREEN
56002 SALMONELLA TYPHIO  20ml 96405 ONE STEP THC DRMG SCREEN
2e003 SALMONELLA PARATYPHI AH 20 ml 96406 ONE STEP M-AMP DRAMG SCREEN 20 GARDS
26004 SALMONELLA PARATYPHIAC 20 m 96415/20 | FECAL OCCULT BLOOD CARD
26005 SALMONELLA PARATYPHI BH 20 mi 96418 STREPTO A CARD 30 CARDS
SEO0E SALMONELLA PARATYEHI BO._20.mi 441 A4 Caird —— —
96007 BAUCELLA TOTALE 20ml 25442 Gardnarsiia Vaginalis Card
96005 BRAUGELLA ABORTUS  20ml 95443 Vaginalis Gard
96008 SALMONELLA TYPHI TOTALE 20ml CE 95444 B.J. Frae Kappa/Lambda Dipstick
56010 SALMONELLA PARATYPHI A TOTALE 20 mi 96455 HPYLOR CARD 20 CARD
56011 PROTEUS OX2 20 ml 36460 HCG URINE/SERUMCARD 50 CARD
95012 PROTEUS OXK 20ml 25461 HCG URINE/SERUM CARD 100 CARD
98013 PROTEUS OX18 20mh a5462 MICROALBUMIN GARD URINE 20 Cards - —
95015 FEBALE MULTITEST KiT SE4ES AFP -ALFA FETO CARD 20 CARDS
6016 STREP-CHECK KIT 95468 TUBEACOLOSI CARD 20 CAFDS
25097 STAPH LATEX KIT 96480 IgE TOTAL CARD
E SALMONELLA PARATYPHI B TOTALE 20 ml 96485 CEACARD 20 Cards
55018 SALMONELLA PARATYPHI CH 20 m! 96487 MYDGLOBN
SE020 SALMONELLA PARATYPHI GO 20 ml 6488 TROPONIN 20 GARDS
se021 SALMONELLA PARATYPHI C TOTALE 20 mi 26430 FERRITIN CARD
Se022 BRUCELLA MELITENSIS 20 m 86405 SIFILIDE CARD 20 CARDS
96023 ERUCELLA SUIS 20ml 06456 IM MONONUCLEOSIS INFECTION 20 CARDS
96031 SALMONELLA TYPHI H SLIDE 5 ml 96550 URINE STFIP
26032 SALMONELLA, TYPHI O SLIDE 5 mi 26539 Glotio 2
senas SALMONELLA TYPHI TOTALE S mi SLIDE 5300 GIOTTO READER
SE034 SALMONELLA PARATYPHIAH SUIDE 5 mi 802 BIOMIC V3
25035 SALMONELLA PARATYPHI A 5 mi SLIDE o6u14 BIOMIC V3 AST
95035 SALMCNELLA PARATYPHI A TOTALE 5mi SLIDE 55915 BIOMIC V3 ID
60T SALMONELLA PARATYPHI BH 5 ml SLIDE 96916 BIOMIC 3 CC
25038 SALMONELLA PARATYPHI BO 5 ml SUDE w59 AST Soltwara
96039 SALMONELLA PARATYPHI B TOTALE Smi SLEE 46431 D Safware
56040 SALMONELLA PARATYPHI CH S ml SLIDE 96932 CC Sefware
| 98041 SALMONELLA PARATYPHI CO 5 ml SLIDE 96533 Micropiasirs 96 pozzatti Scftware
| 98042 SALMONELLA PARATYPH| C TOTALE § mi SLIDE 97800 ROTASTICK ONE STEP KIT 20 Test
25043 BRUCELLA TOTALE SLIDE 5ml SLIDE 97801 RSV STICK ONE STEP 20 Test
5044 BRUCELLA ABORTUS 5 miSLIDE 57802 ROTA/ADEND COMBI STICK ONE STEP 20 Test
95045 BRUCELLA MELITENSIS ~ SLIDE 5 ml 57803 H,PYLORI FECAL Ag ONE STEP 20 Test
047 PROTELS OX2 5 mi SLIGE 57807 ADENOSTICK ONE STEP ASSAY 20 Test
95048 PROTEUS OX18 5 mi SLIDE 57508 Swepio B Card
25049 PROTEUS OXK 5 ml SLIDE 9303 Biank Discs
B CONTROLLO NEGATIVO/NEGATIVE CONTROL 0.5ml 25003 KPUAMBL disc kit {700, to EUCAST)
96096 POSITIVE CONTROL FOR SALMONELLA 0.5m 23004 ESBL disc kil (acc. ta EUCAST)
26097 POSITIVE CONTROL FOR PROTEUS 0.5ml 53005 ESBL disc kil (acc. to CLSI)
| oe0g8 POSITIVE CONTROL FOR BRUCELLA 0,5m 23005 E£SBL (Chromos. Ind. AmpC) disc kil (acc, 1o EUGAST}
| G614z Legioneliz |stex Kil | 95007 HPCAMBLADXA-4 disc kit (=62, to EUCAST)
95143 CAMPYLOBAGTER LATEX KIT ga00g E501 yAmpC screan diss kit
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ENGLISH EVALUATING THE RESULTS

m r%mox>lb.mw Qmmﬂ _A; ANOO. to mc A.)\>m|_|v At the end of the incubation period, measure the inhibition halos and interpret as indicated in the table below.

Disc tects for confirmation of ca _.Uw_umsm_\:wmml_oﬂoa.cg:m Enterobacteriaceae. Interpretative Table. Synergy of merepenem with carhapenem inhibitors for confirmation of CRE.
Increase in inhibition zone of meropenem with the following inhibitor o : e
DESCRIPTION Phenylboronic acid £0TA Cloxadillin .ﬂ::ﬂmw.._.  Blactamases.
i sses are B-lactamases that hydrolyze penicillins, in most cases cephalosporins and to various degree (MRBO) {MRAED) (MR+CL) gl ;
Car 3 st imporant corhopenemases are categorized as three Types of enzymes: = 4 mm < 5mim <5 mm — KPC
1. jze carbapenemases (KPC) belonging to the Ambler class A of B-lactamases; <4 mm =5mm <5 mm — MBL
2 Divi belonging to the class B metallo B-lacts MBLY; >4 mm AND <5 mm =5 mm AmpC + porin loss or efflux |
3. Class D B-lactamases of OXA-48-like enzymes <4 mm <5 mm <5 mm | =11mm OXA-48-like I_

Since the 1990s, the increased consumption of carbapenems to freat infections caused by extended-spectrum B-lactamases
(ESBL) producing bacteria has in turn contributed to the dramatic increase in carbapenem-resistant Enterobacteriaceae (CRE).
Bacterial acquisition of carbapenemases is crucial 1 the emergence of CRE. Indeed, the corresponding genes are mostly

*Temocillin suscepti

y test is recommended only in cases where no synergy is detected

QUALITY CONTROL

_ plasmid-lacated and assaciated with various mobile genetic structures and may confer resistance to virtually ail -lactams. Each production batch of discs is subjected to the quaiity control with the
Infections with carbapenemase-producing Enterobacteriaceae are associated with high mortality posing a serious threat = =
especially to hospitalized patients. Carbapenemases are considered to be of high epidemiological importance and one of the MICTOGr RIS
most important concerns is the spread in the community, particularly in £ coli. Adequate treatment and control of CRE Klebsiella pneumoniae | ATCC® 700603 Negative control
infections is predicted upon their accurate and prompt diagnosis from patient samples in the clinical laboratory. Klebsiella pneumoniae |ATCC® BAA-2146  IMBL positive
Carbapenem resistance can also arise in both ESBL and AmpC-producing organisms (Ambler class A and C, respectively) by Kiebsiella pneumoniae |ATCC® BAA-1705 | KPC posifive
utation-that regulate the synthesis of porins contained.i n_the outer membrane. ebsiela : i QYA u\_
Carbapenem MICs for carbapenemase-producing enterobacteriaceae may be below the clinical breakpoints, however, the haecrsier —
epidemiological cut-off (ECOFF) defined by ELICAST can be used 1o detect carbapenemase-producers. Meropener, offering LIMITS

the best compramise between sensitivity and specificity, is recommended for screening.

Diffusion susceptibility tests use an in vitro technique and cannot therefore reproduce the extremely comple:

X in vivo con

Followine detection of reduced susceptibility to carbapenems, a phenotypic method for confirmation of carbapenemase- Nevertheless, it is a useful and impertant tool that helps the clinician choose the correct therapy. Many variable factors influence the final

8 P Y pr ) P! B dimp 1 p : « py. Many variable {d uent

production should be applied. Meropenem discs supplemented with different inhibitors of carbapenemase are used to result of the diffusion susceptibility test. The main ones are: the cultuce medium used, impregnation of the discs, inoculation of the

evaluate carbapenem-resistant strains. medium, temperature, time and incubation atmosphere of the plates, pre-incubation and pre-diffusion conditions, depth of the medium,
etc.

CONTENTS OF THE PACKAGES ERECAUTIONS L : : S B 2 iz

o di ridd h nackaged in a “blister” with a drver The discs cannot be classified as being hazardous according to current legislation but fall within the specific field of application where a

5 x 50 discs cartriages, eacn PACKaged inl 4 ToHSIEn Wik & Gy safety data sheet must be supplied because they can cause phienomena of sensitization in sen ects i they come into contact with
the skin.

METHOD PRINCIPLE The discs are disposable products. They are only for diagrostic in vitre use and are inlended for professional use, They must be used in the

Enterobacteriaceae suspected to be producers of carbapenemases may be confirmed by using meropenem and evaluating the laboratory by properly trained operators using approved aseptic and safety methods for pathogenic agents.

synergistic effects when combined with the following inhibitors: STORAGE 3 aug

+  Phenylboranic acid inhibits class A carbapenemase; Store the unopened blister at -20°C to +8°C till the expiry date. Allow unopened cartridge 1o come to reom temperature before removing it

from the blister for minimising condensation on the discs. Leftover discs from an opened cartridge should be stored at 2-8°C for no more
than 7 days. Return unused discs to the refrigerator as soon as the application of the discs has been completed. Dispose of expire discs.
«  Cloxacillin, which inhibits AmpC B-lactamases, permits to differentiate between AmpC hyperproduction plus porin loss ELIMINATING USED MATERIAL
and carbapenemase-production. After use, the discs and the material that comes into contact with the sample must be decontaminated and disposed of in accordance with
. . c=ry_srem . . current laboratory techniques for the decontamination and disposal of potentially infected material.
There is no currently available inhibitor for class D carbapenemases. However, when there is no synergy of meropenem with REEERENGES ! ! .
any of the above mentioned inhibitors, 30 ug Temocillin disc (TMO) can be used in order to differentiate between ESBL plus

. . o EUCAST guidelines for detection of resistance mechanisms and specific resistances of clinical and/or epidemiological importance.
porin loss and OXA-48 like enzymes. Version 1.0, Z013.

« EDTA inhibits class B carbapenemase;

For each combined disc test (CDT), discs cantaining meropenem alone and in combination with a carbapenemases inhibitor PRESENTATION
are applied. The inhibilion zone around the meropenem di i t ibitor is compared with the zone around th DESCRIPTION 23 T PACKAGII BEEs=prr .
10 pg meropenem disc (MRP). - T &
e i — Meropenem 10 pg MRP 50 Discs
Mr\»:.:wx_zn \MZU _AmmﬂZﬁ W>§_um_*.mm n . by cul AT | Meropenem + EDTA MR+ED 50 Discs
ies that are t jected to the suscepti test are t. i a revi S
e colonies that are to be subj o the ) y test are taken up by culture media that have been previously Meropenem + Phenylboronic acid MRIBO 50 Disce 99007
swabbed with the sample under examination.
Meropenem + Cloxac MR+CL 50 Discs
TEST PROCEDURE i
= . . . ™O0 50 Discs
1. Using a fresh, pure culture prepare a suspension of the test arganism equal to 0.5 McFarland Standard.
2. Using a sterile cotton swab, spread the adjusted suspension over the entire area of a Mueller Hinton agar plate.
. . S TABLE OF SYMBOLS
3. Apply Meropenem, Meropenem + EDTA, Meropenem + Phenylboronic acid, Meropenem + Cloxacillin, on the
inoculated piate, ensuring suificient space between individual discs to allow for proper measurement of n zones. _|_.Od. TV e OB DR Faratscrarsr Wl Fragile, handle with
4. Incubate at 36x1°C for 18-24 hours sl - =" Al
, REF compenmtr| K " e V) ST S _@ Do e
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i PRODUCT SPECIFICATIONS
Chromatic™ crE
Chromogenic mediym for the detection of cart, istant Entergt directly fram chinjcal specimens, NAME vy
= Chromatic™ CRE
THPICAL FORMGUA: fay -
Peptone Mix 30.0 FRESENTATION : E ;
Selective Mix 1.0 Ready-lo-use plales (90 mm) cantaining 22 £ 1 ml of medium
Chromogenic Mix 1.0 STORAGE
Agar 15.0 2.8
FinalpH 7.0 + 0.2
EACKRAGING BEpe sy =
BEStRItTION S e : el CEL Rof. | Content | Packaging N ﬂ
Chromatic™ CRE is 2 medium used for the detection of carbapenem-resistant Enterobacteriacege directly from efinical 5 15 ﬁ _ B * 10 plates In thermally soidsred fm
Carbapenems are the 1ast shelier fram multi-resistant maagnmﬁwﬁnﬂmria&:ggmmm Is an enzyme class which 11618 | 20 plates _ * 2x10 plates in cardboard box
can be produced by iiehsion, a Eeand by other organisms including Serragia spp., manwacmﬂmnmuv: Escherichia coli and " 2x1 ———— 1
Lifrobacter freundyy, Early detection of cark resistance is izl in order o limit the spread of these pathogens, PHOE THE MEDIUM - = e Al
_— 3 _ — — 7.040. =
PRINCIPLE 7 ; : 2 : e .
Peplone mix is 2 source of amino acids nitrogen, minerals, vitamins and ather factors which ncreases the growth of bactaria, use W] e Fi e = Tl i e LA
The chromagenic and selective mix facilitstes the identification of bacteris on the basis of the calar and calony morphology, inhititing Chromatic!™ CRE is a medium for the detection of carbapeniem-resistant Enlerobactarfacess directly fram ciinical specimens
mast of the non-Enterohacteriaceas Agar is the sofidifying agent. - ) =
TECHNIQUE Shienes =0 =
TECHNIUE 7 e Refer 1o product technical sheel
Inoculate the plates by streaking the specimen or s Initial suspension ontg the agar surface, Incubite for 2448 h at 351 7°C. »
e - , ’ = — - APPEARANCE OF THE MEDILM -
Eﬂm.ﬂrﬂmﬂ.wﬁbz OF RESULTS il B ot Light amber, slightly opatescent
Atthe end of in bation, cbserve the Appearance of the colonies and interpret the results as Indicated in table 1. _
Table 1. = | o SHELFLIFE —
_ 90 days
Microorganism _ Typical appearance of the colonies E —
_ | _ SUALITY CONTROL . =
] —_—
nm&w.om_._m_._.r_,nnr.ga Klebsiallz prsumanize 1 Blue-vinte: 1. Control of general charactaristics, |abe) and print
Carbapensm-resistant Escherichia caf Red Z w.mn_v\w%umﬂw_».‘o
e ——t — |||.|.|L|.|.|l| e
| Cerbepenem-resistant Enterobactar spp. Blue-green = 7dayset3ss 2
| e . S
Carbapenam-resistant Citrabactsr spp, Blue with red halg |_ 3. Microblologleal cantro!
moe=m istant Non Errarr o - oy Inoculum for productivity: 50-100 CFU
| Corapenen-esian Non Emerobacteriaceae _ White to natural pigmented | Inaculum for selectiviy: 10+18 CFL) )
Other microsrganisms Inhibited u Incubation Conditions; 24-48 h &t 36 £ 2°C, In aeroblosis
—_— — L =
D AGE AND TRANSFORT CONDITIONS: S G : Microorganism Growth  Golony color
2-8°C away from light, untii the expiry date on the [shei, Howaver, our stabliity studips have shown that the lransport at 18-25°C for 4 Kiebsiells pneumonioe ATCCH 1705 Good Blue-violet
days, or at 35-39°C for 48 hours, does not alter in any way the performance of the product. Eliminate i Signs of deterioratinn or Klebsieliz preumonia 8 ATCC® 1708 Good Violet
centarination are evident Klebsiaitz proumonian  ATGCS 700803 Inhibited -
WHRNING A3 TPRECAUTIONS S ST : : i ; . " Escherichia colf ATCCH 25022 Inhibited =
The product CHROMATIC CRE does not contain hazardous substances in Feneentralions excesding the limite sat by current lagizlation o
and therefore is not classified as dangerous. it is nevertheless recommended 1o consult the safety data sheet for s comect use. The. - 5
product is designed for In vitro diagnostic use and must b used only by properly trained epefators. TABLE oF SYMBOLS = - - T
T - . — | Fragile, handle
e T S LTS 50 L el vt | ey § o
Dispasal of waste must be camiad out according to the national 2nd Jocal regulations in fores, [ code [ Mecical Device sl N — E———
e —— o emparnture Itz tains suficient | Caution, consuit reuse
REFERENCES. = = = - et e A I ! = : _ﬁ ONE_S.HM 5 8 _@ M..Snsvamm _DM_. instructions for use _® Do pot
*  Kochar §, Shaard T, Sharma R, Hul A, Tolentino E, Alien G, Landman D, Braty S, Augenbraun M, Quale J, {2009) Suecess of an 1= =c=_.rwon 1 krmitation i — 1 ===ty —_—
infection sontrof Brogram to reduce the spread of carbapenem-resistant Klebsizilz Afeumoniae. Infect, Cantrol Hosp, Epidemial
30(5):447-52,
Podschun R, Uiiman 1 {1988]. Kiebsielly S0 as Nosocomial Pathogens: muazwa._o_unﬁ Taxenamy, Typing Methods, and
.uwaaomm:_.n&. Fattors. Clinjcal zhn,.u&_n“umw Reviews 11 (4} 585-G03,
; : nvpl
LIOFILCHEM®S. .1, ce o LIOFILCHEM® 5,1, C€ v
Via Seazla, Zona Tnd e - 54026, Roseto degil Abruzs (TE) - ITALY Via Seny I (TE) - ITALY .
Tel +39 OBS8330745 Fay +39 0858920330 Wiehs|te: wWww liofilchem net E-maip: wna_n:mamu_._o:_nwnahﬂ Tel +39 o W &0 e: wviel kofiichem net Emap: lofilchem@liatiichem nes




© Liofilcheme - Chromatic™ gsgy. - Rev.1 /08.05.2014
Instructions For Use

Chromatic™ ESBL E

. Chromogenic medium for detection of ESBLs
in Enterobacteriacese directly from clinical specimens.
DESCRIPTION ;

Chromatic™ gggy 4 . chromogenic medium-used-forge

r:ﬁm..ucmwgr are enzymes that hydrolyze most pen
RGOS such ag clavulanic acid, sulbactam and tazobactam,

.mm“.m_f._uan_cn_nm Enterohacterizcese hive become ane
THeetions caysed by Eschorichia coli and Klebsiolls pneumaniae, hut alk

© Liofilchern® - Chromatic™ Espy - Rev.1/08.05.2014
Instructions For Use
Alates are inoculated the micrabial strains indicated in the QC tahle.
Inoculum for produe y: 10-100 CFU/m.
Inaculum for selectivity: 100105 CFU/m,
Incubation conditions: aercbically at 3542°C for 18-24

QC Tahle,

- Growth—

Good Reddish colonies
Good Green-blue colonies

D5M 22311
Uebsiells preumariae ATCC® 700603

Fositive

ﬁﬂﬂm_,wﬁq.,_,aa:moa often receiverd inadequate ermpirical thers xnmab.w.__h_m _,u:m:._,.....o.a.mn. ATCCE BAA-T144 men_.:._w _:v._.v.:_mn_ -
“IEiate, essential in arder 1o fimit the spread of these pathogens. Escherichia coli ATCC® 25922 Negative Inhibited ==

TYPLEAL ropmug, e

Peptone Mix - . . e e e WARNING AND PRECAUTIONS 5

o TrRe g i The product does not contain hazardous substances in concenirations exceeding the limits set by current legislation and

Ml 1.0 therefore is not classified ac dangerous. It is nevertheless recommended 1g consult the safety data sheet for jts correct Use.

Selective Mix 05 The product is intended for In vitra diagnostic use and must be used only by properly trained operatars,

Al

ﬁmmﬂ 15.0 DISPOSAL OF WASTE T e e S

nalpH72 207 a 25%C Bisposal-of waste must be carried out according to national and local regulations in force.

zﬂ%a@w@ﬁﬁ e : —— — AP Y e DR L e i

Peptones supply aming acids, nitrogen, carban, minerals, vitamins and other nutrients which s, it wrmn,_.aﬂmr o 1. EUCAST guidelines far detection of fresistance mechanisms

R_nqoo_.mma_mwam_. Q.a_dsn.ﬁnam mix allows the identification of microorganisms on the basis of the colony color and
0BY. Selective miy inhibits the m.mmr-:c__..._u__.cn_cnm:m Organismis, Agar is the solidifying agent.

=, T e T
e . i = i o
i - T A

RESULYS: i z

Alfter incubation, abserve the color of the colonies and interpret the 1

. Pink-reddish-mauye
v Enterobacter spey Serraria spp Green-blue

*ZO". 3 S = - 1 . - .
m:r_."M_.wm—.n__,.mn only ESBL Producing organisms Brow on this medium, while other organisms as well as AmpC producers are

See pictures in Appendix |,

APPEARANCE ™ o 5 c L e . —
Slightly opalescen;, amber, B ” — — . -
STORAGE =7 =it e T -

Store m_.m..mnﬁmimw from __mmm: .Dc ol tise (b e e ST e e rons
. ol 3 not use the prady, d i i
of contamination g any sign of et p ct beyond its expiry date on the |ahel o if product shows any evidence

SHELE Lifg —"—

_ v - e i i
4 months, : 3 — - T L

Page 102

Streaking directly the Specinien onte the agar surface, Incubate asrobically at 37°C fqr 1824 hours,

2. Podschun R, Uliman U, Kiehsiells SPp as Nosocomial Pathogens: Epidemiology, Taxonomy, Typing Methods, and
Pathogenicity Factors, Clinical Micrahinlogy Reviews. 1998; 11 (4); 589-602.

3. Geiss H.K. Comparison of two test kits for rapid idertification of Escherichia colf by a beta-glucuronidase assay.
Eurapean Journal of Clinjcal Microbiolagy & Infections Diseases. 1990; g (2):151-152,

BRESENTATION!

S0 mm ready-to-use plates

_Se,.u. Away

fiom sunight

In vitro Dlagnostic
—<—U Medical Device

[5] &

P LA 1.2, ............ﬂ...l. =
Cati it
-m nzﬁﬂnﬁgaa

Containg sufficient
for <> tests
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Denydrated culture medium
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\L“Hw Dehydraied cuiture medium
1 Rev. 0 - 3 Ed. 2004
Page1 of 3

S S e Ehiu e
Suspend 43.0 g of powder in 1 liter of distilled or deicnized water. Heat until completely dissolved.
€ in auloclave at 121 °C for 15 minutes. Cool to 45-50 °C.

Add 5-10% of defibrinated horse blood (code 83396 1o the sie

ed medium aseptically and heat in a water bath heat-

controlled to 80 °C for 15 minutes.
H.S“._.O.W_... FORMULAS , o R G Cool to 45-50 °C and add 2 vial of Vitalex growth supplement reconstituted with 5 ml of Vitalex restoring solution (code 81023).
G.C. MEDIUM (1) Additionally add 2 vial of V.C.N. supplement (code 81022), reconstituted with § ml of distilled water, in order to obtain a
Proteose Peptore No.3 15.0 Neisseria selective m E
Corn Starcn 1.0 Far the examination of specimens of rectal origins, V.C.N.T. suppiement (code 81024), instead of V.C.N. supplement, may be
_uoﬁmmm_c_.: Phosphate, Dibasic 4.0 added in order to inhibit the overgrowth and swarming of Proteus spp.
Potassium Phosphate, Monobasic 1.0 - Add 2 Vial of Haemophilus supplement {code 81014), reconstituted with 5 m! of distilled waler, in order to obtain a Haemophilus
Sodium Chiord 5.0 selective medium. Prepare the medium as directed and pour into Petri dishes.
Agar 17.0
V.C.N. supplement (mg / vial *) DESCRIPTION ] : :
Vancomycin 1.5mg G.C. MEDIUM, supplemented with enrichment and selective supplements, is used to isolate and cultivate gonococci,
Coiistin Sulfate 3.75mg meningococci and Haemophilus spp. Haemophilus supplement, containing bacitracin, vancomycin and clindamyein, can be
Nystatin 6250 Ui addedfer the-selective-isolation-ol-H-fnfivenzae from ‘specimens cohtaminated With Upper respiratory tract micrabial flora.
"1 vial for 500 ml of medium
V.C.N.T. supplement (mg / vial *) TECHNIQUE =l " == : —
Vancomycin 1.5mg Inoculate by rolling a culture swab acrass a segment of the plate or in a large “Z* pattern so that an adequate area of the plate is
Colistin Sulfate 3.75 mg inoculated. Streaking of the plate is carried out with a slerile Ioop to ensure an adequate dispersion of the organisms. Plates are
Nystatin 6250 UI incubated at 36 + 1 °C, in a sealed jar with at least 70% humidity and 5-10% carbon dioxide. Examine the plates after 24 hours
Trimethoprim 2.5 mg

incubation and, if negative, incubate for further 24 hours. Presumptive gonococeus colonies are identified by the Gram stain,

*1 vial for 500 mi of medium - oxidase and sugar fermentation reactions.

VITALEX growth supplement (mag /vial %)

Vitarmin 812 0.1 mg . GUALITY CONTROL - T —— e S el e
L-Glutamine 1000 mg Dehydrated medium

Adenine S04 10.0mg Appearance: free-flowing granules.

Guanine HC| 03 mg Color: beige.

p-Aminobenzoic Acid 0.13 mg Prenared medium

NAD (Coenzime 1) 2.5mg Appearance: opaque.

Cocarboxylase 1.0 mg oiof: chocolate brown.,

Ferric Nitrate 0.2mg

Thiamine hydrochloride 0.03mg Incubation conditions: 36 + 1 °C for 24-48 hours, 5-10% CO2, basal medium.
Cysteine hydrochloride 258.0 mg Microorganism ATCC Growth

VITALEX RESTORING solution Neisseria gonorthoeae 43069 good

Glucose 0.5mg Haemophilus influenzae 10211 good

Distilled water 5.0 m|

*1 vial for 500 ml of medium Incubation conditions:

_w._bm»._ovx__-c_m supplement (mg / vial %) ”am +1°C __n:. 24-48 hours, mh.u.mam. Oomm. UMMM_ medium + V.CN., VCN.T., VC AT or LCAT supplement,
acilracin 150.0 m icroorganism ___ATCC Gro
Vancomyein o == T 50 mg- m\ T T T T T T T T T T T T T T T TTTTITTTTTTT UTTTTTT Neisseriagonorhosae | 43080 good
" Clyndamicin 0.5 my Neisseria meningitidls 13030 good
*1 vial for 500 mi of medium Staphylococcus aureus 25923 partially inhibited
_r.,._u.?._.. m.:uu_mami e Incubation conditions:
incamycin 0.5 m : )
Colistin Sulfate 3.0 Sw 38 = 1 °C for 24-48 hours, 5-10% CO,, basai medium + Haemophilus supplement.
Amphatericin B 0.5 mg Microorganism ATCC Growth
Trimethoprim 3.25mg Enlerococcus faecalis 19433 good
"1 vial for 500 ml of medium Haemophilus influenzae 10211 good
o pplement. . (mg el PERFORMANCE AND LIMITATIGNS
ancomyein 1.0 : = - - " = . . - e
Colistin m.m:mnm 3 umahm G.C. Medium is intended for use with supplementation. Although certain diagnostic tests may be directly on this medium,
Amphotsiicin B o‘m mg biochemical and, if indicated, immuncleglcal testing using pure cultures are recommended for complete identification. Improper
._.nn.mmﬁ:o?m_ﬂ 1.5 mg ﬂw%mnz.:m:. collection, environment, temperature, COz level, moisture and PH can adversely affect the growth and the viability of
*1 vial for 500 ml of medium € organisms.

o ST e s U s &

_._O_u__.OIm_sm.ﬂ_. __ LIOFILCHEM s.r.l. | _<U
Via Scozia, Zonz Ind.le - 64026, Roseto D A. (TE) - ITALY nm | —<U Via Scozia, Zona Ind.le - 64026, Roseto D.A. (TE) - ITALY hm

Phone +390858930745  Fax +380858930330 — Phone +390858330745 Fax +390858930330 — -

Website: www.liofiichem.net  E-ma ilchem@liofilchem.net Website: www.liofilchem.net  E-mail: fiofichem @i




STORAGE — ,
The powder is very hygroscopic: storé the

use it before the expiry date on the fabel or unti

Store prepared plates at 2-8 °C.

REFERENCES
1, Chagin, C.K., GV. Doern (1983). J. Clin
2. Martin, J.E., Armstrong J.H., Smith P.B.

1 NCCLS document M22-A2, 1996, Quality Assurance tor Camm

Dehydrated culture medium
Rev. 0 - 37 Ed. 2004
Page3 0i 3

powder at 10-30 *C, in a dry environment, in iis original container tightly closed and

. Microbiol. 17: 1163-1165.
(1974). Appl. Microblol. 27: 802-805.

I signs of deterioration or contamination are evident.

ercially prepared Microbiological Culiure Media-Second ed.

Approved Standard _
4_Seth, A. (1870). Brit. J. Vener. Dis. 46: 201-202. _
PHESENTATION aEa : = 7 _
Product # _..mmh_ @
| G.C. MEDIUM (11.6 1) 510022 5009 |
G.C. MEDIUM (2.3 1) 620022 100g
HORSE BLOOD DEFIBRINATED 83396 100 mi
VITALEX growth supplement 81023 10 vials
L.C.A.T. supplement 81012 10 vials
V.C.A.T. supplement IR -3 117 3 ———10-vials—
V.CN. supplement 81022 10 vials
V.C.N. T. supplement 81024 10 viats
HAEMOPHILUS supplement 81014 10 vials
TABLE OF SYMBOLS e - LR 5 -
1 - Caution. consult Comging sufficient In Vitro Diagnoste
! BEH e accompanying documents t hipytachiny @ for <r losts IVD | medical pevice
ke
E Calalogee Fraglle, Temperamre =l Koop away from
E nurber H handle with care m U by /m/ fmitatien umh/ reat source

LIOFILCHEM s.r.l.

Via Scozia, Zona Ind.le - 64026, Roseto D.A. (T E) - [TALY

Phone +390858930745

Fax +390858930330

Website: www.lioflchem.net  E-mail: liofilchem @liofilchem.net
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ICIM

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE |d SISTEMA DI GESTIONE PERLA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

; ‘ Sede /| Head Office

Via dellIndustria, 12 -~ 35020 Arzergrande (PD) - Italia
Unita Qperative / Operative Units

MEUS S.r.l, - Via Leonardo da Vinci, 248 — 26 - 28— Zona Ind
MEUS S.r.l. - Viadell'industria, 2- 18— |
ROLL 8.R.L. - Via Leonardo Da Vinci, 24A —Zona Industriale Tognana — 356028 Piove di Sacco (PD) - ltalia
KIMA S.R.L. - Via Leonarda da Vincl, 22 - Zona Industriale Tognana — 35028 Piove di Sacco ;(PD} - |talia
| VACUTEST KIMA S.r.. - Via dell'Industria, 12 — 35020 Arzergrande (PD) — Italia |
VACUTEST KIMA 8.r.l. via L. Da vinei, 22 Zona Industriale Tognana — 45028 Piove di Sacco (PD) - ltalia

£ CONFORME ALLA MORMA / 1S IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016
Sistema di Gestionel’ per la Qualita | Quality Management System
PER LE SEGUENTI IATTIVITA | FOR THE FOLLOWING ACTIVITIES

| EA: 14 - 29

4265/4

35020 Arzergrande (PD) - ltalia

Progettazione e produzione di provette con vLoto predetermin
Produzione di provette per microprelievi di sangue. Progettazione produzione di Holders (camicie) per prelievo sot
Progeltazione e produzione di kit diagnostici per I'analisi del sangue e dei liguidi biologici. Progettazione e produzi
| terreni di coltura per microbiologia. Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematic
Commercializzazione di prodottl del Gruppo: kit disgnostici, terreni di coltura per microbiologia, articoli in plastica
laboratorio analisi, provette con vuoto predeterminato e aghi sterlli. Progettazione e produzione di sl{ampi per artig
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.
Diesign and production of test tubes with predatermined vacuum for collection of haematological samples, biclogica
and urine samples. Produc
Holders for vacum sampling. Design and production of diagnostic kits for blood and biplogical liquids analysis. De
production of culture media for microbiology. Design and production of sterile needles and devices for collection
haematological samples. Trading of the products of the Group; diagnostic kits, culture media for migrobiology, pl
disposable labware, test tubes with predetermined vacuum and sterile needies. Design and production of moulds fo,
labware. Injection meulding of thermoplastic materials for medical devices, i

Rileritel alla documentazione del Sislema df Geatione per la Qualita ariendal per I'appHcabilita del requisili della norma di fifarimento.
Refer lo ihe documentation of the Quallly Management Systam for delails of application lo reference slandard rquiraments.
Per informazioni puntuall ¢ aggiornale circa eventuali variazioni intervanute nelio stalo della cerfificazione di cul &l presente certificalo,
si praga di contaltare I n* {elefonico +30 02726341 0 indirizzo e-mall info@icim. it ‘
For limely and updaled informalion about any changes in the certificafion stalus referred o in this cerificate,
please contac! the nunber +39 02 725341 or email address info@icim.il

Data emissione Emissione corrente Data di scadenza
First issiie Current issus Expiring date
18/01/2007 18/01/2019 17/01/2022

\(

' }‘
%WLA
ICIM S.p.A.

Piazza Don Enrico Mapelli, 75 20089 Sesio San Glovannl (M)
www.icimit
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lE) SGQ N° D04 A

Membro degli Accordl di Mutuo Riconoscimento EA, 1AF e ILAC
Signatory of EA, TAF and ILAC Mutual Recognition Agreements
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ustriate Tognana — 35028 Piove di Sacco (PD) - It
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THE INTERNAT(ONAL GERTIFICATIN HETWORK
www.ana!-cartiﬁ::a’tlon.com
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cation budles, Is the largest u’fuwn’nr of management

System Certiflcation i) the world.

lat |3 composed of more than 30 bodies and counts

over 150 subsidiaries all over the gfobe,
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ovuolo,
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CISQ & la Federazigne Itallana dl Organismi di

Certlflcazlone del sistemi di gestione azlendale,

CISQ Is the Italian Fedaration of management
system Cerlt.fﬁcaﬁvn Bodies.
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V ITALCERT

CERTIFICATO N° 505DM06

CERTIFICATE N° 505DM06

bl
Si certifica che il
this is.to certify that
i |

Sistema di Gestione per la Qualita

Quality Mdnageme;’nr System

messo in atto da
implemented by

APTACA S.p.A.
- Via Monte:Bianco, 4 = 1T 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

" Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is in complionce with-the standard
g \

UNI CEI EN ISO 13485-2016 (SO 13485-2016)

per i seguenti Processi

concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico,

Progettazione e fabbricazione di dispositivi medico diagnofs_tici per

Commercializzazione di dispositivi medici e diagnostici
Management of manufacturing and placing on the market of sterile tampons for sampling of t

aboratori di analisi.

n vitro. |
lological specimens in natural

orifice and in surgical field. Design and manufacturing of diagnostic medical devices for analysis laboratories.

Marketing of medical and diagnostic devices in\vitro.:

Il presente Certificato & sogthtloﬁ_aI fispetto delle coridizion stabllite dai Regolamenti pef fa
ik - This Cettificalé shall satisfy the requirements established i the Rules for the certification b force applicohle,
In cidso di discordanza tra le‘lingue ulilizzate nella traduzione del contenuto del presente certificato, fare riferime

certificazione in figore applicabili,

o alla lingua itallana

In cases of discrepancy betver) the languiages used in the trahsiation.of flie content of this ceftificate, please refer to the talion longuiage

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR ;
WS QU

Dr. Ing, Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT ' Data di Modifica Data di 5cadenza
First fssue Date First Issue Date ITALCERT g Modified Date Expiration Date
2007-10-30 2011-10-30 2019-11-06 2020-10-29

ACCREDIA

LENTEALANG P ACCREDHAMENTT

L} %\
b ]
SGQ HY D230

Membro degll Accard| di Mutus Riconoscimeanto BA, TAF & JLAC
Slpaatory of €A, IAF and JLAC Mulira! Recogaition Agreanments

[TALCERT Sr.l. || Viale Sarca, 336 = 20126 Milano (MI) | tel, +39 0266104876 | fax, +39 0266101479 | wwwiitalcert.t | Jtalcer’tsrl@fe_ga[mail.lt
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8 I TALCERT

CERTIFICATO N° 5055GQ04

CERTIFICATE A/ 50556@04

|

|

| Si certlﬁca che il
} this is to cer n[y that

S:stema di Gestlone per la Quallta

Quality Mmmgement System

. messo in atto da
lmp{ementecl‘by

APTACA S e
\/la Monte Bianco, 4 = IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

é conforme alla norma
is in compliance w:m r‘he standard

UNI EN IO 9001- 2015 (IS0 9001- %015)

|
| perlseguenti Proce55|
ol

concemmq the following j tkinds of Processes
\

Gest;one della fabbrlcazwne ed mmzssmne in commercm di tan poni sterili
per il prehevo di campion! blologlq in orifizi naturali e in ambito chirurgico.
Progettazione ¢ fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Commercializzazione di dJSpOSItVI medici-e diagnostici in vitro.
Commercializzazione di ar‘mcoh da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in

natural orifice and in surgical field. Design and manufacturing of diagnostic medical devices for laboratories
of analysis. Marketing of medical and diagnostic devices in vitro, Mnrkptmg of laboratory articles.

i presente Cemﬁcato é-soggetio al rispetto delle condmonl stabllite dai Regolamenti per la certificazione in v gore applicabili.

This Certificate shall sotisfie the requnem»’ms established in. the Rules for the ceptificetion'in) force applicable,

In caso di discordanza tra e lingue Ltilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
in coses of dlSC/L[)UUC_y betwe E"'l he languages (/sed it the. zmnsfallon of mp cunrmto{ this cpmﬂmte' p/ejasp refer to the ftoflan langitage

LAMMINISTRATORE DELEGATO. |

MANAGING DIRECTOR L
NQLALT N
: Dr. Ing Roberto Cusohto N
Data dli Prima Lm|sslone il Data di Prima Emissione ITALCERT Z Data di Modifica Data di Scadenza
First Issue Date. £  First Issue ‘Datg ITALC ERT DAL Moadified Date Expirgtion Date

1998-07-23 - ? 201n‘"—10-3o 2019-11-06 2020-10-29

Settore IAF 14 - 29

ACCREDIA

LENTE SPALIANG DI ACCRLINTAMENTD:

Yy

SEi e 0224

Membro degl) Accord| d| Mutue Ricanoselmanto. EA, LAF & 1LAC
Slgnatory of EA, JAF and JLAC Mutual Recognltion tgresments

|

; |
ITALCERT S, rl | Viale Sarca, 336 20126 N;Illano (M) | tel. +39 0266104876 | fax, +39 0266101479 | Wwitalcertit | italcertsrli@legalmail.it

|

|
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Nv 39/C-SG055 CERTIFICAGCION
N* 39/C-SGOSS

6o
p.

LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
THE AGENCIA ESPANOLA DE MEDICAMENTOS ¥ PRODUCTOS SANITARIOS

otorga el certificado nimero
grants the certificate no

ANEXO 1 / ANNEX | &

CERTIFICADO UNE-EN ISO 13485:2018/ UNE-EN /SO 13485:2018 CERTIFICATE

NQ.—W A -— 0039 mz Meodificaciones del alcance / Scope difications:
; “mmm.. —m.nn.wﬂsm_, w— Fecha/Date Descripcidn de la modificacién/ Modification description
tn accoraance wi e standart
18-12-2018 | Cambio en la descripcion del tipo de técnica en el ambito tecnoldgico
UNE-EN ISO 1 3485:2018 | (inmunologia infecciosa y técnicas de biologia molecular).
(EN 1SO 13485: 2016 & 15O 13485: 2016) | ..thEQ del nivel de detalle en ia descripcién del ambito tecnolégico
Broductos Sanitarios: Sistemas.de Gestién de Calidad — Requisitos para fines regia s T m
Medical devices ~ Quality management systems - Requirements for regulatory purposes Change in the description of the method of analysis in the technological scope !

(infectious immunology and molecular biology technigues).

L . . N "
ala empresa Change in the level of detail of the technologicat scope description.

to the company

Dia.Pro Diagnostic Bioprobes S.r.l.

Sede sacial gle-{ells
Via G, Carducci, 27-20099-5esi0 San Giovanni-Milanc-italy

Para las siguientes actividades / For the fi ing activitios,

Diseno, desarrollo y produccion de productos sanitarios para @._Mm Gstieo in vitro:

Reactivos y productos reactivos, calibradores y materiales de contr para Inmunologia
Infecciosa y Técnicas de Biologia Molecular

Design, development and manufacturing of “in vitro” medical devices:
Reagents, reagent products, calibrators and control materials for infectious immunology and
molecular biology techniques.

Modificaciones de alcance: N/A

Fecha de validez/ Date of validity: Desde/ From: 18-12-2018 Hasta/To: 17-12-2021
Certificacién inicial/ Initial certification date: 27-11-2013

Renovacion / Renewal of tertification date: 18.12-2018

Madrid, 18 de diciembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

29encia
SSpariar
3 Ofg o
an..nm:._....v_um <2
Fod e ¥
Productos ,.....m::m.:.um.
Fdo. M Jesus Lamas Diaz
—— — |
| Frmado digitaimente por Agencla Espefiola de y Produetos il Locahzador: DWRVYADCS2 ¥ Producias o FNRVYADCSZ
| Fecha de 3 firma 18/12/2018 |
e gl e — S J Sy ==
Puede comprobar la autenticidad del Localrador e 3 Web de I3 AEMPS enls ion L i de la Web de la AEMPS
[CORREQ ELECTRONICO Pagina 1 ge 2 CORREQ ELECTRONICO | Pagina 2 de 2 £ CAMEEZ0W -EOIEIION
£ on0318@aemps es CERTIFICACION 13485 Tel. {+34] 902 101 322 /{+34} 1 822 59 87

B

CION 13485 Fav (+34)91822 52 89




T MINISTERID
" DE SANIDAR CONSUMO,
<

¥ BIENESTAR SOCIAL

CERTIFICADO DE EXAMEN CE DE DISENG
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE
EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC
PRORROGA/EXTENSION — Fecha cial/ fnitial date: 04/12/2008
Fecha de altima prérroga/ Last extension date: 27/11/2013

CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de [a Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ nitial date: 04/12/2008
Fecha de idltima prérroga/ Last extension date: 27/1112013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°/NB no
2008 12 0588 ED Desde/from 19/11/2018 Hasta/7o 18/11/2023 0318

A favor de /In favour of:

- Fabricante/Manufacturer:

Nombre/Name: DIA. Pro Diagnostic Bioprobes S.r.l.

Direccién/Address: Via G. Carducei, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizade ante la UE/duthorized EU representative:

Nombre/Name: Idem Direccién/Address: Idem

Para el producio/For the product:
Categoria/Category: Productos Sanitarios para Diagnéstice “In Vitre” | In Vitro Diugnastic Medical Devices
Grupo genérico/Generic group: Diagnéstico de enfermedades infecciosas / Diagnostic of mfectious diseases

Fipo/Tipe: Especificados en Anexos de este Certificado/Specified in Annexes 1o this Cerfi -

Elaborado en/in the facilities:

Dia. Pro Diagnostic Bioprobes S.r.L
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano {Ttaly).

Este certificado debe ir acompafiado por el certificado CE de Sistema de Garantia de Calidad Total N°
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacién de la documentacion técnica del disefio contenida en el
expediente N* 2003 05 (240, y garantiza que el disefio de los productos descritos cumple los requisitos de
la Directival Tus certificate is issued on the assessmeni of the design documentation contained in dossier

N° 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the
—_Direciive. >

Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS
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ORGANISMO NOTIFICADO 0348 Faxt (+34)91.822,52,80

Certificado n®/Certificate no Fecha de validez/Date of validity u°/NB no
2008 12 0588 ED Desde/From 19/11/2018 Basta/To 18/11/2023 0318

A favor de/In favour of:

Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnestic Bioprobes S.rl

Direccién/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccidn/Address: Idem

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control
para el diagnéstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnostic of humar infectious diseases.

Clasificacion/Classification: Lista A, Anexo L/ List A, Annex If

Reactivos y productos reactivos para la determinacion, confirmacién y cuantificacion en muestras
humanas de marcadores de infeccion por Hepatitis B, mediante técnicas de Inmunoabsorcion
enzimitica (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification
in human specimens of markers of Hepatitis B infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: IVD 0203]

HBs Ag one Version ULTRA ELISA cualitativo / ELISA qualitative

- SAGIULTRA.CE (192 tests)

- SAGIULTRA.CE.96 (96 tests)

- SAGIULTRA.CE.480 (480 tests)

- SAGIULTRA.CE.960 (960 tests)
—SAGIULTRA-CE-DB-(192-tests—for Dia:-Blood-application)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracién de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
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Puede comprobar la aulenticidad del documento en [a aplicacion Localizador de la Web de fa AEMPS

Pagna 2de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
Tel | (+34) 902 101 322 /(+34) 81 822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34)91 8225288
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE
EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — ¥echa inicial/ Jnitial date: 11/12/2003
Fecha de altima prérroga/ Last extension date: 27/11/2013

CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE
EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/FC
PRORROGA/EXTENSION — Fecha iniciall /nitial date: 11/12/2003
Fecha de altima prorroga/ Last extension date: 27/11/2013

LAY AN

Won

Certificado n®/Certificate no Fecha de validez/Date of validity ON a"/NB no
200312 0391 ED Desde/From 26/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of:

| Eabricante/Manufacturer:

INombre/Nasme DU ANE e 0iaonsstiolBion 1o bes|Stls

Direccién/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/duthorized EU representative:

Nombre/Name: 1dem  Direccion/Address: Idem

Para el producto/For the product:

Categoria/Category: Productos Sanitarios para Diagnéstico “In Vitro™ / I Vitro Diagrostic Medical Devices
Grupo genérico/Generic group: Diagnéstico de enfermedades infecciosas [ Diagnostic of infectious diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Anmexes to this Certificate.

Elaborado en/ir the facilities:

Dia. Pro Diagnostic Bioprobes S.r.l.
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Ttaly).

Este certificado debe ir acompafiado por el certificado CE de Sistema de Garantia de Calidad Total N°
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacién de la documentacion técnica del disefio contenida en el
expediente N° 2003 05 0240, y garantiza que el disetio de los productos descritos cumple los requisitos de
la Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier
N° 2003 05 0240, and guarantees that the desi 'gn of the described products fulfil the requirements of the

__Directive. - i

Madrid, 23 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTDS Y PRODUCTOS SANITARIOS
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ﬂ:ﬂuﬂna_u:m.u..z._.nno_..»mm_._nﬂ_. _.._n_m ¥ Productos 5
Fecha de (2 firma: 230112018

Lecslizader, RPAFCJGETO

Pagina 1 de 2 C/ CAMPEZO, 1 - EDIFICIO §

Puede comprobar la autenticidad def documento en la aplicacion Localizador de la Web de la AEMPS
CORREQ ELECTRONICO B
= s - —2BEZ2 MADRID
T T EEe mpE s Tel: {(+341802.101 322 f1+34)81 82259 97
ORGANISMO NOTIFICADO 0318 Fax [»34}01 82252 80

Certificado n®/Certificate no Fecha de validez/ Date of validity ON n°/NB no
2003 12 0391 ED Desde/From 26/11/2018 Hasta/To 18/11/2023 0318

A favor de/ln favour of:

“Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccién/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccion/dddress: Idem

Tipo de producto / Device (ype: Reactivos y productos reactives, calibradores y materiales de control
para el diagnéstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnostic of human infectious diseases.

Clasificacién/Classification: Lista A, Anexo IL/ List A, Annex II

Reactivos y productos reactivos para la determinacién, confirmacién y cuantificacién en muestras
humanas de marcadores de infeccion por Hepatitis B, mediante técnicas de Inmunoabsorcién
enzimatica (ELISA)/ Reagents and reactive products for the determination, confirmation and quentification
in human specimens of markers of Hepatitis B infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: IVD 0203]

HBc Ab ELISA cualitativo / ELISA qualitative

- BCAB.CE (96 tests)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracién de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madrid, 23 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
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Fecha de Iz firma: 231172018

Puede comprobar la autenticidad del mento en la ion L de la Web de la AEMPS

Pagina 2 de 2 _ _Ci CAWPEZO, 1~ EDIFICIO.8.
28022 MADRID
Tel: (+34) 902 101 322 /+34) 91822 59 67

ORGANISMO NOTIFICADO 0318 Fax: (+34)81.622.52 88
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex 1V, Section 4, Directive 98/79%EC

PRORROGA/EXTENSION — Fecha inicial/ /nitiaf daie: 15/03/2004
Fecha de iiltima prérroga/ Last extension date: 27/11/2013

CERTIFICADO DE EXAMEN CE DE DISENQ
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE
EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/FEC
PRORROGA/EXTENSION — Fecha inicial/ Jnitial date: 15/03/2004
Fecha de altima prorroga/ Last extension date: 27/11/2013

R

Certificado n®/Certificate no

2004 03 0424 ED

Fecha de validez/ Date of validity ON n"/NB na
Desde/From 26/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of:

|| E2bricante/Manufacurer:
Nombre/Name: DIA. Pre Diagnostic Bisprobes S.rl,

Direccién/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccién/4ddress: Idem

Para el producte/For the product:

Categoria/Cutegory: Productos Sanitarios para Diagnostice *In Vitre™ / [ Virro Diagnastic Medical Devices
Grupo genérieo/Generic group: Diagndstico de enfermedades infecciosas/ Diggrostic of infectious diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate.

Elaborado en/fn the facilities:

Dia. Pro Diagnostic Bioprobes S.r.L
Via G. Carducei, 27 -20099- Sesto San Giovanni — Milano (Ttaly).

Este certificado debe ir acompafado por el certificado CE de Sistema de Garantia de Calidad Total N°
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacion de la documentacién técnica del disefio contenida en el
expediente N° 2003 05 0240, y garantiza que el disefio de los productos descritos cumple los requisitos de
la Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier

N° 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the
Directive.__

gmala._ 23 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTDS Y PRODUCTOS SANITARIOS
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Certificado n®/Ceriificate no

2004 03 0424 ED

A favor de/ln favour of:

Fabricante/ Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccién/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni— Milano (ltaly).
Representante autorizado ante la UE/duthorized EU representative:

Nombre/Name: Idem Direccion/dddress: Idem

Fecha de validez/Date of validity ON 0°/NB no
Desde/From 26/11/2018 Haswa/To 18/11/2023 0318

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control
para el diagnéstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnostic of human infectious diseases.

Clasificacion/Classification: -.I._ﬁu Ay Anexo 1L/ List A, Annex 11

Reactivos y productos reactivos para la determinacién, confirmacién y cuantificacién en muestras
humanas de marcadores de infeccion por Hepatitis B, mediante técnicas de Inmunoabsorcién
enzimitica (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification
in human specimens of markers of Hepatitis B infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: IVD 0203]

HBc IgM ELISA cualitativo-cuantitativo / ELISA qualitative-quantitative

- BCM.CE (96 tests)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracién de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madrid, 23 de noviembre de 2018
DIRECTORA DE--A AGENCIA ESPANOLA-DE MEDICAMENTOS Y PRODUETOS SANITARIOS ——
39eNCia gy,
(-] daamnmaww_ﬂmw de
P Odiscigs m.wuxwzow

Fdo. M* Jests Lamas Diaz

Firmada digil por Agenciz Espafinia de Medi ¥ Pioduttos Lacalizader LVZBLTEIFF
Fecha de |a firma. 23011/2018
Puede comprobar Iz dad del d en 1z aplicacion L de la Web de la AEMPS
- |CORRED ELECTRONICO Pagina2de?2 CICAM \mNprmNmNo%\woo_m‘_w\
wnl31B@aemps s Tel (+34)902 101322 (+34) 918225997
ORGANISMO NOTIFICADO 0318 Fax:(+34) 91,82252,69
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC
PRORROGA/EXTENSION — Fecha iniciaV/ /nitial date: 11/12/2003
Fecha de Gltima prérroga/ Last extension date: 27/

Certificado n®/Cerificate no Fecha de validez/Date of validity ON n°/NB no
200312 0390 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of*

Fabricante/Manufacturer:
Nombre/Name: DIA. Pre Diagnostic Bioprobes S.r.l

Direccion/Address: Via G. Ca rducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU

Nombre/Name: Idem Direccién/Address: Tdem

Para el producto/For the produci:

Categoria/Category: Productos Sanitarios para Diagnéstico “In Vitre™ / In Vitre Diagnostic Medical Devices
Grupe genérico/Generic group: Di gnéstico de enfermedades infecciosas / Diagnostic of infections diseases

Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate.

Elaborado en/in the facilities:

Dia. Pro Diagnostic Bioprobes S.r.l.
Via G. Carducei, 27 -20099- Sesto San Giovanni — Milano (Ttaly).

Este certificado debe ir acompafiado por el cettificado CE de Sistema de Garantia de Calidad Total N°®
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacion de la documentacion técnica del disefio contenida en el
expediente N° 2003 05 0240, y garantiza que el disefio de ios productos descritos cumple los requisitos de
la Directiva/ This certificate is issued on the ussessment of the design documentation contained in dossier
N° 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the
Directive. A s S

Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTDS Y PRODUCTOS SANITARIOS

ageneia espania

: f
ﬂ smawnmima_umnm

ﬁ s
Producigg mmax.w:.ow
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de dltima prérroga/ Last extension date: 27/112013

Certificado n°/Cerrificate no Fecha de validez/Date of validity ON n®/NB no
2003 12 0390 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de/ln favour of:

‘Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccién/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/4uthorized EU representative:

Noembre/Name: Idem Direccion/Address: Idem

Tipo de producto / Device fype: Reactivos y productos reactivos, calibradores y materiales de control
para el diagnéstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
malerials for diagnostic of human infectious diseases.

Clasificacion/Classification: Lista A, Anexo X / List A, Annex [I

Reactivos y productos reactivos para la determinacién, confirmacién y cuantificacién en muestras
humanas de marcadores de infeccién por Hepatitis B, mediante técnicas de Inmunoabsorcién
enzimitica (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification
in human specimens of markers of Hepatitis B infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: IVD 6203]

HBs Ab ELISA cualitativo-cuantitativo / ELISA qualitative-quantitative

- SAB.CE (96 tests)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracion de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madrid, 19 de noviembre de 2018
DIRECTORA DE LA-AGENCIA -ESPANOLA DE MEDICAMENTOS-Y-PRODUCTOS SANITARIOS -

a .

E@m@%m& eSparipl, _
® icamenios )
S Sanitaripg

Fdo. M? Jesus Lamas Diaz

Firmado di par, Agencia fiola ce & ¥ Praductos Locafizader: B2YE2AG5ID

Facha de & firma: 19/11/2018 |

Purde comprobar |3 autenticidad def documents en | @plicacion Localizador de (s Wet de a2 AEMPS

CORREC ELECTRONICO

£~ DEEIE WMADRID 3
ond3tE@Eaempsas Tel| {+341 902,101,552 {»34) 51 B22 56.87 on0318@aemps es

ORGANISMO NOTIFICADO D218 Fax: [+34) 81 BZ7 52 89

ORGANISMO NOTIFICADO 0318



® MINISTERIO .
d  DF SANIDAD, CONSUMC
o Y BIENESTAR SOCIAL .m.,.«_ — -

CRS N

CERTIFICADO DE EXAMEN CE DE DISERO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex [V, Section 4, Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial Jnitial date: 12/09/2007
Fecha de dltima prérroga/ Last extension date: 27/11/2013

Certificado n*/Certificate no Fecha de validez/Date of validity ON u°/NB no
2007 09 0532 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of:

- Fabricante/Wanufacturer:

Nombre/Name: DIA. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccién/Address: Idem

Para el producte/For the product:

Categoria/Categary: Productos Sanitarios para Diagndstico “In Vitre™ / In Vitro Diagrostic Medical Devices
Grupo genérico/Generic group: Diagnéstico de enfermedades infecciosas / Diggnostic of infectious diseases
¢ Pipa/Type: Especificados en Anexos de este Certificado/Specified Tn Annexes to ihis Cerfificare. ]

Eiaborado en/n the faciiities:

Dia. Pro Diagnostic Bioprobes S.r.L
Via G. Carducei, 27 -20099- Sesto San Giovanni - Milano (Italy).

Este certificado debe ir acompafiado por el certificado CE de Sistema de Garantia de Calidad Total N°
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System
Certificate N* 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacion de la documentacion técnica del disefio contenida en el
expediente N° 2003 05 0240, y garantiza que el disefio de Ios productos descritos cumple los requisitos de
: la Dircctiva/ This certificate is issued on the assessment uf the design documentation contained in dossier
i N° 2003 05 0240, and guarantees thar the design of the described products Sulfil the requirements of the
Directive,
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE
EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ /nitial dute: 12/09/2007
Fecha de dltima prérroga/ Last extension date: 27/11/2013

Certificado n®/Cerificate no Fecha de validez/ Date of validizy ON n°/NB no
2007 09 0332 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318
A favor de/fn favour of:

Fabricante/Manufacturer:

Nombre/Neme: Dia. Pro Diagnostic Bioprobes S.rl.

Direccitn/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni - Milano (Italy).
Representante autorizado ante la UE/duthorized EU representative:

Nombre/Name: ldem Direccidn/4ddress: Idem

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control
para el diagnéstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
malerials for diagnostic of human infectious diseases.
Clasificacion/Classification: ista-A; Anexo TN/ List 4 Annex {—

Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacién en muestras
humanas de marcadores de infeccion por Hepatitis C, mediante técnicas de Inmunoabsorcion
enzimatica (ELISA) Reagents and reactive products for the determination, confirmation and quantification

in human specimens of markers of Hepatitis C infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: IVD 0203]

HCV IgM ELISA cualitativo-cuantitativo / ELISA qualitative-quantitative
- CVM.CE (96 tests)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracion de conformidad. / This certificate covers all trademarks of these products inchided by the
——manufacturerinhis-declaration-of conformity——

Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CFE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ /nitial dare: 11/12/2003
Fecha de dltima prérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/ Date of validity ON n®/NB no
2003 12 0392 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of:

Fabricante/ Manuactirer:

Nombre/Name: DIA. Pre Diagnestic Bisprobes S.rl.

Direccién/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/duthorized EU representative:

Nombre/Name: Idem Direccion/Address: Idem

Para el producto/For the product:

Categoria/Category: Productos Sanitarios para Diagnéstico “In Vitro” / /n Vitro Diagnostic Medical Devices
Grupo genérico/Generic group: Diagnéstico de enfermedades infecciosas / Diagnostic of infectious diseases
{Fype: Especificados en- Anexos de‘este Certificado/Specified in Annexes 1o this Certificate.

Elaborado en/In the fucilities:

Dia. Pro Diagnostic Bioprobes S.r.L
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Ttaly).

Este certificado debe ir acompanado por el certificado CE de Sistema de Garantia de Calidad Total N°
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System
Certificate N* 2003 12 (0388 CT.

Este certificado es consectiencia de la evaluacion de la documentacion técnica del disefio contenida en ¢l
expediente N° 2003 05 0240, y garantiza que ¢l dissfio de los productos descritos cumple los requisitos de
la Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier

N® 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the
Directive,

Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

2gencia g

i m‘vmmowm‘a
. wﬂww%mnmﬁdm:now o
Uctos wmsxmnom

Fdo. M2 Jesls Lamas Diaz

Facha de la firma: 19/11/2018

‘ Firmado digitalmente por. Agencia Esparfiola de ¥ Productos 5 Locatzador mmmmauwmmml;

Puede comprobar la aulenticidad del documants en la aplicacion Localizador de la Web de la AEMPS

CORREQ ELECTRONICO
on0318@aemps es

Pagina 1de 2 C/ CAMPEZO 1-EDIFICIO &

28022 MADRID
1 (+34) 802 101,322 /(+34) 91 822 59 97
ORGANISMO NOTIFICADO 0348 Fax (+34191 A22 52 5

CERTIFICADO DE EXAMEN CE DE DISENQ
de acucrdo con el Anexo IV, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex 1V, Section 4, Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de altima prorroga/ Last extension date: 27/11/2013

Certificado n®/Certificate no Fecha de validez/Dare of validity ON n°/NB no
2003 12 0392 ED Desde/From 19/11/2018 Hase/To 18/11/2023 0318

A favor delln favour of:

Fabricante/ Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G. Carducei, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/duthorized EU representative:

Nombre/Name: Idem Direccién/Address: Idem

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control
para el diagnéstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnostic of human infectious diseases.

-—-Clasificacion/Classification: ListaA; Anexo U List A-Annex 11—

Reactivos y productos reactivos para la determinacién, confirmacién y cuantificacién en muestras
humanas de marcadores de infeccién por Hepatitis C, mediante técnicas de Inmunoabsorcién
enzimética (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification
in human specimens of markers of Hepatitis C infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: IVD 0203]

HCV Ab ELISA cualitativo / ELISA qualitative

- CVAB.CE (192 tests)
- CVAB.CE.96 (96 tests)
- CVAB.CE 480 (480 tests)
- CVAB.CE 960 (960 fests)
~ - CVABCE.DB (1892 ests - for Dia.Blood application)
Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su

declaracién de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
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Fitmado digitalmante pes: Agencla Espafiols de ¥ Productos Localizador: BREESDZSAE
Fecha da i firma: 1803172018
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EC DECLARATION OF CONFORMITY

'MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N® 27 — 20099 SESTO SAN
GIOVANNI (MILANQ) — ITALY

PRODUCT | ' HEV IgM
28 CODE: EVM.CE (96 tests)
CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FORIN VITRO DIAGNOSTIC DEVICES.

ISOCERTIFICATE(S) = [UNICEIENISO 13485-Nr 50 100 5931/B
RELEASED BY CERTIFICATION BODY TUV

Italia §.r.L. \

|PLACE & DATE OF FIRST ISSUE MILANO — MARCH 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (M]) - MAY 2018
ISSUE | |
SIGNATURE

L egal Representative
Dr.ssa Fiorenza Scozzesi

[ Rev. | 0572075 ]
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DIA.PRO Diagnostic Bioprobes S.1.1.
‘Sede legale e lab.: Via G, Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 + Fax +39 02 44386771 - http://www.diapro.it + E-mail: info@diapro.it
Capitale sociale €50.000,00 L.V, — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA /1509959
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EC DECLARATION OF CONFORMI TY

MANUFACTU RER DIA.PRO DIAGNOSTIC B IOPROBES S.R.L.
VIA|G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANQ) — ITALY

PRODUCT HEV 1gG |
CODE: EVG.CE (96 tests)
'CLASSIFICATION GENERAL IVD

'CONFORMITY ASSESSM ENT ROUTE |SELF CERTIFICATION

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES,

RELEASED BY CERTIFICA’ TION BODY TUV

SO CERTIFI CATE(S) UNI CEI EN ISO 13485—Nr 50 ](DO 5931/B
‘ Italia S.r.] | I

| PLACE & DATE OF FIRST ISSUE MILANO — JULY 2004 |
'PLACE & DATE OF CURRENT SEST(O SAN GIOVANNI (MT) - MAY 2018 1
| SSUE

SIGNATURE

l.egal Representative
Dr.ssa Fiorenza Scozzesi

[Rev | 0572018

DIA.PRO Diagnostic Bioprobes S.r.|. 1
Sede legale e lab.: Vla G.Carducci, 27 — 20099 Sesto S.Giovanni (MI) — Itaha
Tel. +39 02 27007161/6450 + Fax +39 02 44386771 » http://iwww .diapro.it « E-mail: |nfo@d|apro it
Capitale sociale €50.000,00 | \/ —P.IVA: 11924660159 — Reg, Imp. 11924660159 — REA|1509959
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EC DEGLARATION OF CONFORMITY

i 1
MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) —ITALY|

PRODUCT HAV IgM
: = CODE: AVM .CE (96 tests) '
CLASSIFICATION GENERAL IVD i

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISI ONS OF THE COUNCIL DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES. |

SO CERTIFICATE(S) UNI CEI EN ISO 13485—Nr 50 l(DO 5931/B
RELEASED BY CERTIFICATION BODY TUV
Italia 5 r.l.

PLACE & DATE OF FIRST ISSUE MILANO — SEPTEMBER 2003 |

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) —[MAY 2018
ISSUE | |
SIGNATURE

L egal Representative
Dr.ssa Fiorenza Scozzesi

[ Rev: | 05/2018

DIA PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.: Vla G.Carducgi, 27 — 20099 Sesto S.Giovanni (MI) - Itglla
Tel. +39 02 27007161/6450 » Fax +39 02 44386771 hitp://www.diapro.it » E-mail: info@diapro.it
Capitale sociale €50.000,00 I. V. —P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



EC DECLARATION OF CONFORMITY

MANUFACTURER DIAIPRO DIAGNOSTIC BIOPROBES SR L.
ol VIA G. CARDUCCI N° 27 — 20099 SESTO SAN

3 ‘ GIOVANNI (MILANO) — ITALY'
PRODUCT HAV Ab

L. S0 | CODE: AVAB.CE (96 tests)
CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION — 1T

THE PRO\{ISION$OF THE COUNCIL DIRECTIVE 98/79/EC
l-"OR INVITRO DIAGNOSTIC DEVICES.

\ ‘ ! .
WE HEREBY DECL‘ARE THAT THE ABOVE MENTIONED PRODUCT MEETS

ISO CERTIFICATE(S) UNI CEI EN 1SO 13485-Nr 50 100 5931/B
RELEASED BY CERTIFICATION BODY TUV

Ttalia Sir.].

PLACE & DATE OF FIRST ISSUE MILANO - SEPTEMBER 2003
PLACE & DATE OF CURRENT| SESTO SAN GIOVANNI (MI) - MAY 2018
lISSUE | | |
'SIGNATURE

legal Repﬁ%entative

S ‘ )
Dr.ssa F|oqawza Scozzesi

Rev_ | 0572018 ]
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HBsAg One vesion ULTRA

BsAgone

Version ULTRA

Fourth generation Enzyme
Immunoassay (ELISA)
for the determination of
Hepatitis-B-surface-Antigen-or- HBsAg
in human serum and plasma

cr

- for “in vitro” diagnostic use only -

—DIAPRO
Diagnostic Bioprobes Srl
Via G. Carducci n° 27
20099 Sesto San Giovanni
(Milano) - Italy
Phene +39 02 27007161

Fax +39 02 26007726
c-mail: infor@diapro.t

=—-aroups of -children—Since-1931-WHC-hascalled forall coan

A_INTENDED USE

Fourlh generalion Enzyme Immunoassay (ELISA) for the
one-step determination of  Hepalitis B surface Anligen or
HBsAg in human plasma and sera

The kit s intended for the screening of blood units. is able o
detect HBsAg ants and finds application in the foll
HBV-infected palients.

For *in vitro” diagnestic use only,

B. INTRODUCTION

The World Heallh Organizalion (WHO) defines Hepatitis B Virus
infection as follows:

“Hepalitis B is one of Ihe major diseases of mankind and is a serious
global public heaith problem. Hepalilis means inflammation cf the liver,
and lhe mosl common cause is infection wilh ene of 5 viruses, called
Uses can cause an acule disease
wilh symptoms lasting several weeks including yellowing of the skin and
eyes (jaundi cxlreme (atigue: nauses; vomiling an

abdominal pain. It can take several months lo a year lo feel fil again
Hepalilis B virus can cause chronic inleclian in which the patient never
gets rid of the virus and many years later develops cirrhosis of the liver or
iver cancer

HBV is the most serious type of viral hepalitis and the only lype causing
chronic hepalitis for which a vaccine is avallable. Hepalitis B virus is
transmitled by conlact wilh biood or body fluids of an infected person in
the same way as human immunodeficiency virus (HIV), the virus that
causes AIDS. However, HBV s 50 (a 100 times more infectious than HIV.
The main ways _of ‘getting -infectad with-HBV- ara; (a) -perinatal {from
mother lo baby al the birth); (b} child- to-child transmission; (c) unsale
injections and transfusions; (d) sexual contact

Worldwide, most inleclions occur from infecled molher to child, {rom chi
to child canlact in household sellings. and from reuse of un-sterilized
needles and syringes. [n many developing counlries, aimosl all children
become infected wilh the virus.  In many industrialized counlries (e.g
Weslern Europe and North America). the patiern of transmission (5
differenl. In these counlries, mother-lo-infanl and  child-lo-child
(ransmission accounted for up to one third of chronic infections befare
chidhood hepalitis B vaccination programmes were implemenled
However, lhe majonty of mfections in these countries are acquired during
young adullhood by sexual actvily. and injecling drug use. In addilion,
hepatilis B virus is the major infectious occupational hazard of health
workers, and most health care workers have received hepal B vaccine

Hepalilis B virus 1s nol spread by contaminated lood or waler, and cannot
be spread casually in the workplace High rales of chronic HBV infection
are also found in the southern parts of Eastern and Cenlral Europe. In the
Middle Easl and Indian sub-continent, about 5% are chronica

less than 1% are chronically infected.

Young children who become infected with HBV are the mosl likely lo
develop chronic infection. Aboul 30% of infants nfected during the first
year of life and 30% to 50% of children infecled between 1 lo 4 years of
age develop chronic infection  The risk of death from HBV-relaled liver
cancer of cirrthosis s approximately 25% for persons who become
chronically infected during chiidhood. Chronic hepatitis B in some
palients 1s Ireated with drugs called inferferon or famivudine, which can
help some palients Palienls with cirrhosis are somelimes given lver
transplanls, with varying success. It s preferable lo prevent this disease
with vaccine than (o try and cure 1t

acute and chronic vi g
The surface antigen conlains ihe determinant "a’, common 1o al
the known viral subtypes, immunologically distinguished by two
distinct subgroups (ay and ad).

The ability to detect HBsAg w sensitive immuncassays
the lasl years has led to an understanding of its distribulion and
epidemiology worldwide and lo radically decrease the risk of
infection in transfusion.

C. PRINCIPLE OF THE TEST

A mix of mouse monocional antibodies specific to the
delerminants “a”, “d” and “y" of HBsAg is fixed to lhe surface of
microwells. Palient's serum/plasma is added to lhe microwel
logether with a second mix of mouse monaclonal antibodies,
cenjugated with Horseradish Peroxidase (HRP) and directed
against a different epitope of the determinant *a” and against
preS".

immunocomplex, formed in the presence of HBsAg
in the sample, is captured by Lhe solid phase.

Al lhe end of the one-step incubation, microwelis are washed to
remove unbound serum proteins and HRP conjugale,

The chromogen/substrate is then added and, in the presence of
captured HBsAg immunocomplex, the colorless substrale is
fhydrolyzed by the bound HRP conjugale lo a colored end-
product. Afler blocking the enzymalic reaction, ils optical density
is measured by an ELISA reader.

The color intensity is proportional to the amount of HBsAg
present in the sample.

The version ULTRA is parliculardy suitable for automated
screenings and is able to detec! “s” mutanls.

D. COMPONENTS
The standard conliguration contains reagen!s lo perform 132
tests and is made of the following components:

1. Microplate Z__O_.No_u;._.m

n® 2. 12 strips of 8 breakable wells coated wilh anli HBsAg,
affinity purified mouse monoclonal antibodies, spesific to “a", “y'
and “d" determinants, and sealed inla a bag with desiccant

2_Negative Control E

x4.0mlivial. Ready to use conlrol, It contains goat serum, 10
mM phosphate buffer pH 7.4+/-0,1, 0.09% Na-azide and 0.1%
Kathon GC as preservatives, The negalive control is pale yellow
color coded.

—Infection iz less commonim Weslem Elrope and North Amierica, where 3 Positive Control [CONTROL #

1x4.0ml/vial Ready 10 use control. It conlains goat serum,
non infectious recambinant HBsAg, 10 mM phosphate buffer pH
7.4+/-0.1, 0.02% gentamicine sulphate and 0.1% Kathon GC as
preservatives. The positive control is color coded green.

4. Calibrator |CAL ,
n®2vials. Lyophilized calibrator. To be dissolved wilh EiA
grade water as reported in the label. Contains fetai bovine
serum, non infectious recombinant HBsAg at 05 Ju/ml (2™
WHO international standard for HBsAg, NIBSC code 00/588),
10 mM phosphate buffer pH 7.4+/-0.1, 0.02% gentamicine

Hepatilis. 8 atsine  has__an_ out: anding_record_of_safety and  sulphate and 0.1% Kalhon-GC-as-preservalives.——

effectiveness, Since 1982, over one billion doses of hepaltis B vaccine
have been used woridwide. The vacoine 15 given as a series of Ihree
inramuscular doses. Studies have shown thal the vaccine is 85%
effective in preventing children and Aadulls from developing chronic
infeclion if they have not yet been infiecled In many countries where 8%
10 15% of children uscd to become chranically infecled with HBV, Ihe rale
of chronic infection has been reduced (0 less than 1% in immunized
st0-add

hepaliis B vacaing intu their nanonal immiunization programs. ™

=

Note: The volume necessary to dissolve the content of the
vial may vary from ot to lot. Please use the right volume
reported on the label .

5. Wash buffer concentrate WASHBUF 20X

2x60ml/botile 20X concenlraled solution. Once 3Jiuted,

the wash solalicn confains 10 mM phasphate butfer pH 7 G/~
0.2, 0.05% Tween 20 and 0.1% Kathon GC.
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& Enzyme Conjuaate-Bilvent [CON.) B

Zx16miivial Ready to use and pink/red color coded
regent. It containg 10 mM Tris buffer pH 6.8+/-0.1, 1% normal
mouse sewum, 5% BSA, 0.1%
genlamic 8 as preservalives.
apalescent.

7. Enzyme Conjugate [CONJ 20X

2ximifvia 20%  concentraled reagenl. It contains
Horseradish Peroxidass (HRP) Isheled mouse monoclonal
antibodies 1o HBzAg, dstsrminant “2” and “preS”, 10 mM Tris
buffer pH 6.8+/40.1. 5% BSA. 0.1% Kathon GC and 0.02%
genta e sulphate as preservatives

8. Chromogen/Substrate EUES THE

Zx2amlibottle, It containe a 50 mM citratz-phosphate
buffered solution at pH 3.5-3.8, 4% dimethyisulphoxide, 0.03%
letra-methyl-benzidine (TMB) and 0.02% hydrogen peroxide
{H202).

Note: To be stored protected from light as sensitive to
strong illumination.

9. Sulphuric Acid [H2504 0.3 @

1x25ml/bottle It contains 0.3 M H2504 solution.

Note: Attention: irritant (H315; H319; P280; P302+P352;
P332+P313; P305+P351+P338; P337+P313; P362+P363)

10, Plate sealing foils n®4

11, Package insert

Important note:

Only upon specific requesl , Dia.Pro can supply reagents for 95,
480, 960 tests , as reporied below:

N

Tx2mlf;
Ix2mlfvaal
71
Lx60n
Tx0 8ml/

2xIml/viat
2x80mi/vial
2x125mltvial

umber ol fosts

nbe SAGILULTR

m MATERIALS REQUIRED BUT NOT PROVIDED
Calibrated Micropipettes (150ul, 100ul and 50ul} and
disposable plastic tips.

2. ElA grade water (double dislilled or deionised, charcoal
reated o remove oxidizing chemicals used as
disinfectants).

3. Timer with 80 minute range or higher.

4. Absorbent paper tissues,

5. Catibrated SLISA microplate thermostalic incubator (dry or
wet), capanie to provide shaking at 1300 rpm+/-150. s&t al
+37°C

6. Calibrated ELISA microwell reader with 450nm (reading)
and with §20-630nm (blanking) filters

7. Calibrated ELISA microplate washer,

8 Voriex ar similar mixing tools

FWARNINGSAND PRECAUTIONS

1 The kil has lo be used by skilled and properly trained
technical personne! orly, under the supervision of a madical
doctar responsible o laboraiony,

5 used |ar the seregning of Dlood unilts and
. il has to be used in a laboratory
qualified by the national autharity in that field (Ministry of Health
or similar entity) to carry oul this fype of =

3. All the personnal involved n perfotming the assay have to
wear protective labomtory clothes, take-free gloves and giasses.
The use of any sherp (needles) or cutfing {Wades) devicas
should be avoided. All the personnegl inveived should be trained
in biosafety procedures, as recommended by the Center for
Disease Conlrol, Allants, LS. and reported In the Nalional
Instilide of Health’s publication: "Bicsatety in Microbiological and
Biomedical Laboratories”, 2d. 1584,

4. All the personnsl involved in sample handiing should be
vaccinated for BBV and HAV, far which vaccines are available,
safe and effective.

5, The laboratory environment should be controlled so as lo
avoid contaminanls such as dust or air-born microbial agenis,
when opening kit vials and microplates and when performing lhe
test. Protect the Chromogen (TMB) from strong light and avoid
vibration of the bench surface where the test is undertaken

8. Upon receipt, store the kit at 2.8°C into a temperature
controlled refrigeralor or cold room,

7. Do nol inlerchange componenls between different lots of
s recommended thal companents between two kits
of the same lot should nol be interchanged.

8. Check that the reagents are clear and do net conlain
visible heavy particles or aggregales Il not, advise the
laboratory supervisor to initiate the necessary procedures for kit
replacemenL.

Avoid — gross-conismination.— befween-—— serumipiesmea
mmEu_mm by using n_,mUOmmw_m tips and changing them after each
sample.

10. Avoid cross-contamination between kit reagents by using
disposable tips and changing them between lhe use of each
ane,

11, Do not use the kit after the expiration date staled on lhe
external container and inlernal (vials) labels, A study conducted
on an opened kit has not pointed out any relevant loss of activity
up 1o 6 re-use of the device and up to 6 monlhs.

12, Treal all specimens as potenlially infeclive. All human
serum specimens should be handled at Bicsafety Level 2, as
recommended by the Center for Disease_Control, Atlanta,_U.S,
in compliance with what reported in the Institutes of Health's
publicalion: osafely N Microbiological and Biamedical
Laboratories”, ed. 1984

13. The use of disposable plastic-ware is recommended in the
preparation of the liquid components or in fransferring
components into automated workstations, in order lo aveid
Tross contamination

14, Waste produced during the use of the kit has to be
discarded in compliance with national directives and laws
concer laboralory waste of chemical and biclogical
substances.  In particular, figuid waste generated from lhe
washing procedure, from residuals of controls and from samples
has to be treated as potentially infeclive material and inactivated
before waste. Suggested procedures of inactivation are
lrealment with a 10% [inal concentration of househald bleach for
16-18 hrs or heat inactivation by autoclave al 121°C for 20 min,

15, Accidental spills from samples and operations have lo be
adsorbed with paper lissues soakec with household bleach and
then with waler. Tisslias should then be discarded In proper
contamers designated for laboratory/hospital wasle

16, The Stop Solution is an irritant. In case of s
surface with plenty of water

17. Other wasle matenals generaled from the use of Lhe kit
(example: lips used lor samples and controls, used microplates)
should be handled as potenlially infective and disposed

@

s, wash the

according to-national-directives and laws concerning laboralory ——-

wasles,

4 af
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G.SPECIMEN: PREPARATICN AND WARNINGS

1-Blood is drawn asepticaily by venepuncture-and-piasma-or
sefum is prepared using standard iechniques of preparation of
samples for clinical laboratory analysis. No influence has been
observed in Lhe preparation of the sample with citrale, EDTA
and heparin

2.Avoid any addition of preservatives 1o samples: especially
sodium azide as this chemical would affect the enzymatic
y of the conjugate, generaling [alse negalive results

fied with codes or names in

3. Sampies have o be cieariy ident
order {o avoid misinterpretation of results. When the kit is
used for the screening of blood units, bar code labeling and
electronic reading Is strongly recommended.

4. Haemolysed (red) and lipemic (“milky") samples have to be
discarded as they could generate false results, Samples

g residues of fibrin or heavy patlicles or microbial
filaments and bodies should be discarded as well as they could
e results, Specimens with an altered
pathway of coagulation, presenting paricles after U_ooa
collection-and preparati Vplasma as It
from hemodialized patients, couid give arigin to
results.

5. Sera and plasma can be stered at +2°_8°C for up to seven
days after collection. For longer slorage periods, samples can
be stored frazen al —-20°C for several months.  Any frozen
sample should not be frozen/thawed more than once as this
may generale particles ihat couid affect the iest resuii. [f some
lurbidity is present or presence of microparlicles is suspected
after Ihawing, filter the sample on a disposable 0,2-0.8u filter lo
clean it up for lesting or use the two-steps altemnative method.

H.PREPARATION OF COMPONENTS AND WARNINGS

A sludy no:a:n_ma on an opened kil has nol poinied out any
relevant loss of activily up to B re-uses of the device and up 1o 6
monlhs,

1. Microplates:

Allow the microplate to reach room temperature {about 1 hr)
before opening the container,  Check that the desiccant has
not ESma green, Indicating a defect in conservation,

Pro’s cuslomer service.

Unused strips have lo be placed back inside the aluminum
pouch, with the desiccant supplied, firmly zipped and stored at
+2°..8°C. Atter first opening, remaining strips are stable until the
humidity indicator inside the desiccant bag turns from yellow to
green

2. Negative Control:
Ready to use. Mix well on vortex before use.

3. Positive Control:

Ready lo use. Mix well on vortex before use. The positive
conlrol does not contain any infective HBYV as it is composed of
recombinant synthelic HBsAg.

4. Calibrator:

Add the volume of ELISA grade water, reported on the label, to
Ihe Iyophilized powder; le! fully dissolve and then gently mix on
vortex, The salution is not stable. Store Lhe Calibrator frozen in
aliquots al —20°C

5. Wash buffer concentrate:

The 20x concentrated solution has 1o be diluted with EIA grade
vater up 1o 1200 mi ard miked gently end-over-end before use.
B3 some sall crystals may be present into the vigl, take care to
dissolve all the content when preparing the solution.

the presence ol bubbles
ing efficiency.

the wash salulion is slable for 1 week 5t

5 — - = —=t-cycle) are-sufficient ©

6. Enzyme conjugate:

The working “solution is™ " prepared by
conceniraied reagent info the Canjugate

Mix well on vortex belore use.

Avaid any contamination of the liquid with o
dust or microbes. this component has
only plaslic sterile disposable conlainers,
Important note: The working solution is not stable, Prepare
only the volume necessary for the work of the day. As an
example when the kil is used in combination with other
instruments or manually, ditute 0.1 m! 20X Conjugate with 1.9 mi
Conjugate Diluent into a disposable plastic vial and mix carefully
before use

ling he 20X

g chemicals,
e lransferred, use

7. Chromogen/Substrate:

Ready to use. Mix well by end-over-end mixing

Avoid contamination of the liquid wilh oxidizing chemicals, air-
driven dust or microbes, Do not expose to slrong light, oxidizing
agents and metallic surfaces.

i et

as-to-be-transt

i5-component-|

8. Sulphuric A
Ready to use. Mix well by end-aver-end mixing

Attention: Irritant (H315; H319; P280; P302+P352; P332+P313;
P305+P351+P338; P337+P313; P362+P363)

Legenda:

Warming H statements:
H315 ~ Causes skin imitation
H319 ~ Causes serious eye irritation

Procamtionary F statentents,

P280 — Wear protective v fothir
protsction

P302 + P352 — IF ON SKIN: Wash with plenty of soap and waler.

P332 + P313 - if skin irritation occurs: Gel medica! advice/attention

P305 + P351 + P338 - IF IN EYES" Rinse cautiously with water for
several minutes. Remove confact lenses, I present and easy fo do
Continue rinsing

P337 + P313 —If eye irritation persists: Get medical advice/attentron
P362 + P363 - Take off contaminated clothing and wash it before reuse.

L. INSTRUMENTS AND TOOLS USED IN COMBINATION

WITH THE KIT

1. Micropipettes have 10 be calibrated lo deliver the correct
volume required by the assay and must be submitted 10
regular decontamination ch\a elhanol, 10% solulion of
bleach, hospital grade infectan!s) of those pars that

could accidentally come in contacl wilh the sample or the
components of the kil. They should also be regularly
maintained in order lo show a precision of 1% and a
trueness of +2%.

2. The ELISA incubator has lo be set at +37°C (tolerance of
+1°C) and regulady checked to ensure the correct
{emperature is mainlained. Both dry incubalors and waler
baths are suitable for the incubalions, provided that the
instrument is validated for the incubation of ELISA tests.

3. Incase of shaking during incubations. the instrument has to
ensure 350 rpm +150. Amplitude of shaking s very
important as a wrong one could give origin o splashes and
therefore to some false positive resull

4. The ELISA washer 5 exiremely imporiant o the overal
performances of the assay. The washe: must be carefully
vaiidaied and corfectly optimized using the
controls/calibrator and raferance paneds. Selore using the
for routine laboratory tests. Lsually 4-5 wasting cvoles
(aspiralion + dispensation of 350ullwell of washi g solution

enstra tat the =553,

as expected. A soaking time of 20-30 seconds between
cycles is suggesled. In order lo sel correcliy their numper

perfTs
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Bm,:_m:m:om Emnoimaim:o: and cleaning of needles} of
the washer has to be carried out according lo the
instruclions of the manufaclurer.

ies have a lolerance of +5%,

The microplate reader has to be mn:,uuwa with a reading
fiter of 450nm and with a second filter (620-630nm,
strongly recommended) for bianking purposes, Its standard
performances should be (a) bandwidth < 10 fm, (b)
absorbance range from 0 to > 2.0; (c) linearity to > 2.0; (d)
repeatability > 1%. Blanking is carried out on the well
the seclion “"Assay Procedure”. The opiicai
syslem of the reader has to be calibrated regularly to ensure
that the correct optical density is measured. It should be
regularly mainlained accarding to the manufacturer 's
inslructions.

When using ELISA automated workstations, all crilical
sleps (dispensation, incubation, washing, reading, shaking,
data handling, etc.) have to be carefully set, calibrated,
coniroiied and reguiarly serviced in order to match the
values reported in the sections "Internal Qual ly Control”
The sssay protocol has to be installed @ the operaling
system af the unit and validated by checking full malching
e declared performances of the kit In addition, the liqui
handling part of the station {dispensation and washing) has
to be valldatéd and correctly set paving paricular attention
to avoid carry over by the needles used for dispensing
samples and for washing. The carry aver effect mus! be
studied and conlrolled to minimize the possibi fy of
conlamination of adjacent wells due to _strongly reactive
cading [0 Talse positive results. The use of ELISA
aulomated wark  stalions recommended for blood
screening and when the ples to be lested
exceed 20-30 unils per run.

When using aulomatic devices, in case the vial holder of the
inslrument does not fit with the vials supplied in the ki
transfer the solution into appropriate conlainers and label
ihem with the same label peeled oul from the original via
This operation is important in order to avoid mismatching
conlenls of vials. when transferring lhem. When lhe test is
aver, return the secondary labeled conlainers to 2..8°C,
firmly capped.

DialPro’s customer service offérs support 16 the user in
the setting and checking of instruments used in combination
with the kit, in order to assure full compliance with the
essential requirements of the assay. Support is also
provided for the installation of new instruments to be used in
ation with the ki

L. PRE ASSAY CONTROLS AND OPERATIONS

1

2

s

B

Check the expiration date of the kit printed on lhe external
label of the kit box, Do not use if expired,

Check thal the liquid components are not contaminated by
naked-eye visible particles or aggregates. Check that 1he
Chromogen/Subsirate is colorless or pale blue, Check that
no breakage occurred in lransportation and no spiilage of
fiquid is present inside the box, Check that the aluminum
pouch. conlaining the microplate, is nol punciured or
damagecd.

Dilute ali the content of the 20x concenlrated Wash Solulion

e 20X concenirated Enzyme Conjugale wilh its
Diluen as reported.

the olher components lo reach room temperature
{abeul 1 :: and then mix as described.
3

wasner by pnming with the diluted washing solution,

N

.

ording-to-the-T tructions, Setthe right
number o. Smm:,:m S\o_mm as ﬁo:sa in the validation E the
inslrument for its use with the
Check that the ELISA reader has been
minutes before reading

1f using an automaled workslation, lurn it on, check se
and be sure to use the right assay protocol.

Check that lhe micropipettes are set to the required volume,
Check that all the olher equipment is available and ready
lo use

In case of problems, do nol proceed fi
advise the supervisor.

ASSAY PROCEDURE

The assay has lo be carried out according to whal reparted
below, taking care lo maintain the same incubation time for all
the samples in testing

Automated assay:

In

case the test is carried out automatically h an ELISA

syslem, we suggesl to make the instrument dispense first 15G ul
controls & calibrator, then all the samples and finally 100 ul
diluled Enzyme Conjugate.

For Ihe pre-washing slep (point 1 of the assay procedure) and

all

lhe next operalions follow the operative instructions reported

below for the Manual Assay.

ILis strongly recommended to check that the lime lap between
the dispensation of the firsl and the last sample will be
calculated by the instrument and taken into consideration by

delaying the first washing opera

n accordingly.

Flace the required number of strips in the plastic holder and
wash lhem once lo hydrate wells. Carefully identify the

welis for controls, calibraior and sampies.

important note: Pre washing (1 cycle: dispensation of
350uifwell of washing solution+ aspiration) is fundamentat fo
obtain reliable and specific results both in the manual and in
the automnatic procedures. Do not omit it !

2z
3.

Important

well with the pipette tip when the conjugate is dispensed.

Leave the A1 well empty for blanking purposes.
Pipette 150y of Ihe Negative Control in triplicate, 150ul of
the Calibrator in duplicale and then 150ul of Ihe Positive

Cantrol in single followed by 150ul of each of the mmBU_mm
Check for lhe presence of samples in wells by naked eye
(there is a marked color difference between emply and ful
wells) or by reading al 450/620nm. (samples show OD
values higher than 0.100).

Oispense 100ul diluted Enzymatic Conjugate in all wells,
lmxnmuioa Al usedforblankingoperationsT

note: Be careful not 1o touch the inner surface of the

Contamination might occur.

6

Foliowing addition of the conjugate, check that the color of
lhe samples have changed from yellowish to pink/red and
then incubate the microplale for 120 min at +37°C.

Important notes;

a

v

A incubator. al_+37°C and prepare the ELISA - — previously described (seclion

Strips have (o be sealed with the adhesive sealing foil, only
when the test is pedfarmed manually. Oo net gover stips
when using ELISA automnatic instruments

if the procedure is carried out on shaking. be sure to delfiver
the rpm reported for in Section 13 as olherwise ntra-weil
conlarmnation could occur,

When the firsl incubation is over wash the microwells as

&, Plpelle 200 ui Chiromogen/Subsirate inlo ail the wei

included

portant note: Do nol expose (o stiong direct light 8s a high
background might be generated.

9. Incubate lhe microplale prolected from tighl at 18-24°C for
30 min, Wells dispensed wilh the posilive control, the
calibrator and positive samples lurn from clear to blue.
Pipette 100 pl mc,u:::n Acid into all the wells to stop the
g SEGUENCE as in
turn the positive
control, the calibrator and posilive samples from blue to
yellow/brown,

Measure Lhe color inlensity of lhe solulion in each well, as
described in section 1.6 using a 450nm filter (reading) and a
620-630nm er  (background subtraclion,  sirongiy
recommended), blanking the instrument on A1

o

Important general notes:

1. If the second fiter is no! avaifable, ensure that no
fingerprints or dust are present on the external botiom of the
microwell before reading at 450nm. They could generate
false positive resulls on reading

2. Reading should ideally be performed immediately after the
addition of the acid solution bui definitely no fonger than 20
minutes afterwards. Some seif-oxidation of the chromogen
can occur leading to a higher background.

3. When samples (o be tested are not surely clean or have
been stored frozen, the assay procedure reported below is
recommended as fong as it is far iess sensitive fo
inferferences due to hemalysis, hypedipaemia. bactenial
comtamination and fibrin microparticles.  The assay is
camied aut in two-steps—at-+37°C-on-shaking-at 350 rpm
+150 as follows:

« dispense 100 uf of controis, calibrator and samples

= incubate 60 min at +37°C on shaking

« wash according to instructions (section {.4)

= dispense 100 ul diluted enzyme tracer

= incubate 30 min at +37°C on shaking

e wash

« dispense 100 ui TMB&H202 mix

« incubate 30 min at r.t. on shaking

sfop and read

In ::m procedure the pre-wash can be omitted.
This method shows performances similar to the standard
one and therefore can be used in alternative

4. The Calibrator (CAL) does not affect the cut-off calculation
and therefore the test results calculation. The Calibrator
may be used only when a laboratory inlemnal quality control
is required by the management

N. ASSAY SCHEME

O B Procedure

| Fre-Washing step n* 1 cycle
Contrals&Calibratordsamaples 150 ul
E 1] 100 il

1" incubation
[ Temparature

[Chromogen/Substrata
2™ incubation
Temperature

Suiphuric Acid
“ Reacing OO

An examoie of dispensalion scheme 1s reporied i fie 7
seclion:

Micraplate

I I TS 3 ) W M SR B

o mpe

£ [E|@|mimi=

e contral

performed on |

/calibrator any time Lhe kit
is used in order _o verify whether the expected CD450nm or
S/Co values have been matched in the anaty:

Ensure that the following results are met:

Parameter Reguirements

Blank wall < 0.100 SD4500m value

Megative Control (NG | = 0.050 mean OD450nm value mzm,.

Calibratar 0.5 IUimi

Positive Control

> 1,000 OD450nm value

I the results of the lest match lhe requirements slaled above,
proceed to the nexl seclion.

If they do not, do not proceed any furlher and perform the
following checks:

Problem Check
Blank well 1. that the Chromapgen/Subsirate solution

> 0100 has nat become conlaminated during the
DO0450nm sgzay
Negative 1. lhal the washing procedure and lhe

Contral [NC) washer settings are as validated in the

> 0.050 pre qualification sludy;
OD450nm after 2. that the proper washing solution has
planking been used and lhe washer has been

primed with it befere use;

3. thal-no-mistake-has-been-done-in-the
assay procedure (dispensation of positive
confrol insiead of the negalive ane);
4. thal no contaminalion of the negative
conlrol or of the wells where the control
was dispensed has occurred due to spills
of positive samples or of the enzyme
conjugate;

. that micropipettes have no! become
contaminated wilh positive samples or
with the enzyme conjugale
6. that !he washer needles are ncl
blocked or partally obistructed.
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\.Calibratos i thal the procedute nas oean comecty
{Co=2 | performed;

2. that no mistake has occurred during its
distribution (ex.: dispensation of negative
contro| caiibrator)

3. thal lhe washing procedure and the
washer settings are as validated in the
pre qualification study;

4. thal no external contamination of the
caiibrator hes otoured

. that the procedure has been correctly

< 1,000 performed;
0Da50nm 2. that no mistake has occurred during
the distribution  of  the  conirol

(dispensalion of negalive control instead
of positive conwol. in this case, lhe
negalive conlrol will have an OD450nm
vaiue > 0.050).

3. that the washing procedure and the
washer setlings are as validated in the
pre qualification study;

4. that no external contaminalion of the
positive sentrol has pocurred.

if any of the above problems have occurred, report the problem
to the supervisor for further actions.

P. CALCULATION OF THE CUT-CFF

The test results are calculated by means of a cut-off value
determined on the mean OD450nm value of the negative control
(NC} with the following formula:

NC + 0.050 = Cut-Off (Co)

The value found for lhe test is used for the interpretalion of
results as described in the next paragraph.

important note: When the calcuiation of results is performed by
the operating system of an ELISA automated work station,
ensure that the proper formulation is used fo calcuiate the cut-
off value and generate the correct interpretation of results.

—Q.INTERPRETATION -OF RESULTS
Test results are inlerpreted as a ralio of the sample OD450nm
(8) and the Cut-Off value (Co), mathematically $/Co, according
to the following table:

‘SiCo Interpretation’

<09 Negative
09—-1.1 Equivocal

=11 Positive |

A negalive result indicates thal lhe patienl is nol infected by
HBY and that the blocd unit may be transfused.

Any patient showing an equivocai result should be retested on a
second sample taken™1-2"weeks after the
blood unit should nat be transfused

A pasitive resull is indicalive of KBV infection and therefare the
patient should be treated accordingly or the blood unit should be
discarded,

Important notes:

1. interpretalion of resulfs should be done under the
supervision of the laboratory supervisor to reduce the risk of
Jjudgment errors and misinterpretations

2. Any positive result must be confirmed first by repeating the
test on the sample. after having fittered it on 0.2-0 8'u filter
to remove any microparticles interference  Then, if still

tial sample; the

postive;-the sample tas o b sobmites 1o Tonfim;
test before a diagnosis of viral hepalitis is released

3 When test resulls are transmitted from the faboratory to
another department, attention must be paid lo avoid
erroneous data transfer.

4 Diagnosis of viral hepatitis infection has to be laken and
released to the patient by a suilably qualified medical
doctor.

An example of calculation is reported below.

The following data must not be used instead or real figures
obtained by the user.

Negative Control:  0.012 - 0,008 - 0.070 OD450nm
Niean Vaiue: 0.010 0D450nm

Lower than 0.050 — Accepted

Positive Conlrol:  2.489 0D450nm

Higher than 1,000 - Accepled

Cut-Off = 0.010+0.050 = 0.060

Calibrator: 0.350 - 0.370 OD450nm

Mean value: 0.360 OD450nm S/Co =60
S/Co higher than 2.0 ~ Accepted

Sample 1: 0.028 OD450nm

Sample 2: 1.690 OD450nm

Sample 1 S/Co < 0.9 = negative

Sample 2 S/Co > 1.1 = positive

R. PERFORMANCE CHARACTERISTICS
Evaluation of Performances has been conducted in accordance
to what reparted in the 05530_._ Tachnical Specificalions or

e original design In
& study conducted for the vahdation of the new version.

1. Analytical Sensiti
The limit of delection of the assay has been calculaled on the
2" WHD international standand, NIBSC coda DO/SEE,

In the following table, results are given for three lols (P1, P2 and
P3) of the version ULTRA in comparison with the reference
device (Ref.):

WHO | Lot#P1 Lol # P37 Ref.
Iiml | S/Co SiCa || SiCo
45 456
3 24
4 .~
g A .0 0.7
0.025 ; 06 C.A
FCE (NC) ; 0.3 0.3

The assay shows an Analytical Sens
1U/ml of HBsAg

ity better than 0.1 WHO

In addition two panels of sensitivity supplied by EFS, France
and by SFTS, France, were tested m:n mm<m in the Umw,
conditions the following results: — - - =

Panei EFS Ag HBs HB1-HBE lot n° D4

Sample 1D | Characteristics | ngiml | S/Co
HET dluent ! 1
HEZ agwa+ayed 0.05 &}
HE3 oW +a; g, £ f
HEA WA AYW: ;

HES adwarayw E 4|
HES SdnZrayw : 3

INS SAGLULTRA, CE/Eng |

[ gmev: |

Sensilivity panel SFT5. Fronce, Ag HBs 2005

Resuils oblamed Dy examming eighl panels supplied by B

na suppiled by

Biomedica Inc., USA, are :wco:mn below for Ihe version UL

The panel # 808, supplied by Boslon Biomedical inc., USA, was
also lested to define the limit of sensitivity,
Resulls in the best conditions are as fallows :

BBi panel PHA B0B

Sample 10 | Cha — I Sica] in comparison with the reference device code SAG1.C

17 AdwZ + ayw |
17 Adwz = ayw | Panal 1 HEsAg | HBsAg | Varsion Rel,

7 ¥ e 63 D ~sample | subtype | hgiml | ULTRA | | device

7 i T35 | pasitive | SiCe SiCs

7 Adw2 * ayw 2.8 Frin 806 w2 ad B a7 2

5 ATWE = ayw ER Priv 807 M) | 06 ay 1 (¥ ]

76 AdwZ + pyw 28 FHM 509 = ad ¥ 13

17 Adw2 + Gyw! 2.0 FHMETE ] ad 1) g%

7B | Aow2 + ayw. 13 PHMB1E (7] ad 1

78| Adwd ~ayw 0.5 PRM 823 03 [ 23 3

R v E EE u3 ] 1
T L = PHM 934 1 ad 1 1. ]

Al Adw2 47

g2 | Achwd 3.6
183 Adr i 3. Diagnostic Specifi
184 Ayr] 5, Ilis defined as the probability of the assay of scoring negalive in
185 Ayw2 B4 lhe absence of specific analyte. In addition to the firs! sludy,
186 Aywd T3 where more than 5000 regative samples from blood donors
187 Aywd 58 (two blood centers), classified negative with a CE marked
188 Biywd 8.2 device in use at the laboralory of callection were examined, the
185 yr 8.1 diagnestic specificity was recentiy i by iesting a tofai of
180 dilent 0.6 2288 negative blood donors on seven different lots. A value of

ty of 100% was found.

iasma, derived with different standard techniques of
preparalion (citrale, EDTA and heparin), and sera have been
used 1o determine the specificity.

No faise reactivity due lo the method of specimen preparalion
has been observed,

Frozen specimens have also been tesled to check whelher
samples freezing interferes with the performance of the lesl,

- —._No_inlerference _was_observed. on clean_and. particle free

. - — rerTie S — samples,
—wy!dnﬁuE i ad SEE mﬂu.% Samples derived from patients with different viral (HCV, HAV)
0z ad 3 and non viral palhologies of the liver that may interfere wiih the
[E] ad . lest were examined. No cross reaction were observed.
04 ad K
05 ad 4. Precision:
os ad x i has been calculated for the version ULTRA on two samples
o7 ad E examined in 16 replicates in 3 different runs for three lots.
o8 ad . Resulls are reporied in the follo
[:F] .2
]
il Average values Calibrator
1 Tolaln =144 0.5 Wl
| D0450nm 0.332
i 1. Deviation 0.027
CV% 8%
L] E: The variability shown in the tables did nol result in sample
T T e
20 13 ] 1,
21 nepative ! 1

2. Diagnostic Sensitivity:

Thie diagnastic sensitivity was 1ested according 1o whal required
by Common: Technical Specifications (CTS) of the girective
987HEC on VD for HBsAg testing.

Positive samplas, including HEsAg sublypas and a pansl of 5
mutants from most frequent mutations, were coflecied
different HBY paethologies (acute, a-symplomatc ang =
hepalitis B) ar u_dnEnmn synthetically, and were defected
pasitive in the assay.

All the HBsAD known subtypes, "ay” and “ad™. and sofoms "W
and 'r’, supplied by CNTS, France, were tested i Ihe assay and
delermined positive by the kit as expected.

An overall value of 100% has been found in a study conducled
on a lofal number of more than 400 samples posiive wilh the
original reference IVD code SAG1.CE, CE marked.

A tolal of 30 mmao‘nos<mﬂmmo:m were sludied. most of them
nroduced by

5. LIMITATIONS

Repeatable false positive resulls were assessed on freshly
collected specimens in less than 0.1% of the normal popuistion,
maostly dug o high liters Heleraphilic Antl Mouss Antibodies
{HANAY

Inlerferences In frash samoles were also ohserved whan they
wera nol pardicles-free or were badly collectnd {See chapisr G,
Old or frozen semples. presenting fibon ciols. crisgiobulins,
lipid-containing micelles or microparficles  after sworage or
thawing, can genersie falss positive resulis.
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HEV IgM

Enzyme Immunoassay (ELISA)
for the determination of IgM antibodies
to Hepatitis E Virus
in human serum and plasma

- for “in vitro” diagnostic use only -

DIA.PRO
Diagnostic Bioprobes Srl
Via G. Carduccin® 27
20099 Sesto San Giovanni
Milano) - Italy

Phone +39 02 27007461

Fax +39 02 26007726

c-mail: info@diapro.it

A.INTENDED USE

(ELISA) for the determination of IgM
i b

n plasma and s
tion of the acute phase of
infeclion where IgM antibodies are generated before the olher
immunoglobulins and for the follow-up of HEV-infected patients.
For "in vitro” diagnastic use only,

B.INTRODUCTION

Hepatitis E Virus or HEV is a recently discovered agent of
enterically transmitted viral hepatitis, HEV is an un-enveloped
single-slrand RNA virus, after being provisionally assigned to
ihe Caliciviridae family, HEV was re<lassified as the sole
member of the genus Hepevirus, family Hepeviridae, in 2004,
HEV is found in the slool of infected palients and present in 4
strains (1, 2, 3 and 4) differently spread geographically and
virulent.

HEV is a serious probles
first outbreak was reported in 1955 in New Oelhi, in
A high case-fatality rate has been found among pregnant
women and chronic hepalitis carriers.

The cloning and sequencing of HEV genome have led o the
developmenl of serological lests for the detection of anli HEV
antibodies based an recombinan! immunadominant antigens
derived from conservative regions of the four virus strains.

s since its

C.PRINCIPLE OF THE TEST
Microplates are coated with HEV-specific recombinant antigens

encoding for corservativeand —mmunadominant detemmirants
of all the 4 subtypes,

The solid phase is first treated with Lhe diluted sample and anti
HEV IgM are caplured, if present, by the antigens,

After washing out all the other components of the sample, in the
2™ incubation bound anti-HEV IgM are detecled by the addition
of polyclonal specific anti higM antibodies, labelled with
peroxidase (HRP).

The enzyme caplured on the solid phase, acling on the
substrate/chromogen mixture, generales an optical signal that is
proportional to the amount of anli HEV IgM present in the
sample. A cut-off value let optical densities be interpreted into
anti-HEV-IgM negative-and-positive results — — ————
Neutralization of IgG anti-HEV and Rheumatoid Factor, carried
out directly in the well, is performed in the assay in order to
block such kind of inlerferences.

D. COMPONENTS
Code EVM.CE contains reagents for 96 tests

1. Microplate [MICROPLATE]|

n® 1 microplate. 12 strips of 8 microwells coated with HEV
specific recombinant antigens. Plates are sealed into a bag with
desiccant.

2. Negative Control E s Sy

1x4.0mlivial. Ready lo use control. It contains 1% goat serum
proleins, 10 mM Na-citrate buffer pH 6.0 +/-0.1, 0,.5% Tween 200,
0.08% Na-azide and 0.1% Kathon GC as preservatives. The
negative controt is yellow colour coded,

3. Positive Contral [CONTROL 4

1x4. Omivial. Ready to use centrol, It contains 1% goat serum
prateins, human anti HEV IgM. 10 mM Na-citrate buffer pH 6.0
+{-0.1, 0.5% Tween 20, 0.09% Na-azide and 0.1% Kathon GC
as prasanvatives.

The Positive Conlrol is dark green colour coded.

1x60mlbottie, 20x concentrated solution Onca diluted, the

wash soiution contains 10 mM phosphate bufier pH 7.0+/-0.2,
0.05% Tween 20 and 0.1% Kathon GC.

5. Enzyme Conjugate E

Ax16mivi Ready to use and red colour coded reagent.
coniains Horseradish Percxidase conjugaied goal poiycion
antibodies to human IgM, 5% BSA, 10 mM Tris buffer pH 6 8+/-
0.1, 0.1% Kathon GC and 0.02% gentamicine sulphate as
preservatives.

6. Chr ISub SUBS TMB|

1x16mlivial. Ready-to-use component, Il conlains 50 mM
citrale-phosphale buffer pH 3.5-3.8, 4% dimethyisuiphoxide,
0.03% tetra-methyl-benzidine or TMB and 0.02% hydrogen
peroxide or H202.

Note: To be stored protected from light as sensitive to
strong illumination.

7. Sulphuric Acid [HzSO4¢ 0.3
1x15mbvial, It contains 0.3 M HzSO: solution

Attention: irritant {H315, H319; P280, P302+P352, P332+P313,
P305+P351+P338, P337+P313, P362+P363).

8. Specimen Diluent: [DILSPE]

2x60mlivial, It contains 2% casein, 10 mM Na-cilrale buffer pH
6.0 +/-0.1, 0,1% Tween 20, 0.09% Na-azide and 0.1% Kalhon
GC as preservatives. To be used to dilute the sample.

9. Neutralizing Reagent: [SOLN NTR|

1xBmlfvial, Ready-lo-use Reagent. It contains goat anti hlgG,
2% cpsein, 1-mM-Na-citrate-buffer pH 6.0
20, 0.08% Na-azide and 0.1% Kathon GC as preservatives.

10. Piate sealing foils n"z

11, Package insert n®1

E. MATERIALS REQUIRED BUT NOT PROVIDED

1. Calibrated Micropipettes (100ul and 10ul) and disposable
plastic tips.

2. EIA grade water (bidistilled or deionised, charcoal treated to

_remove oxidizing chemicals used as disinfectants),

3. Timer with 60 minute range or higher.

4. Absorbent paper tissues.

5. Calibrated ELISA roplate thermastat
1o provide a lemperature of +37°C,

ncubator capable

8. Vartex or similar mixing tools.

F. WARNINGS AND PRECAUTIONS

1. The kit has to be used by skilled and properly trained
technical personnel only, under the supe n of a medical
doctor responsible of the laboralory.

2: ~ All tha parsannel involved in performing the assay have to
wear protectlve laboratory clothes, talc-free gloves and glasses.
The use of any sharp (needles) or culting (blades) devices
should be avaided. All the persennel invalved should be trained
in.biosalety. procedures, as recommended. by lhe -Centerfor
Disease Control, Aflants, U.S. and reporled in the Nations!
Instiute of Healih's publication: "Binsafety n Microbiological and
Biomedical Laboratories”, ed. 1584

3. Al the parsonnel involved in sample handling should be
vacoinated for HBV and HAV, for which vaccines are available.
=ale and eflective,

4. The laboralory environmenl should be-controlled so-as-to
avoid contaminanls such as dust or air-born microbial agen's
when opening kit viais and micropiates and when performing the




. ate—from-sirong-fight and
avoild vioralion of the cm:n: sunace where the test is
undertaken.

Sf C_uoz ﬂmnm_E store the
ceont d refrigerator or coid Soj

6. Do nol interchange components between different lots of
the kits. It is recommended that componenis between two kits
of the same iot should not be interchanged

7. Check that the reagents are clear and do not contain
visibie heavy particies or aggregates if not, advise the
laboratory supervisor to ale the necessary procedures for kit
replacement.

B. Avoid cross-conlamination  between serum/plasma
samples by using disposable tips and changing them after each

t 2..8°C into a temperature

sample.

9. Cross-C nation beiween kit reagents by using
disposable tips and changing them between the use of each
one

10. Do not use the after the expiration date staled on the
ternal {vials} labels

11. Treal all specimens as potenti fective. All human
serum specimens should be handled at Biosafety Level 2, as
recommended by the Center for Disease Control, Allanta, U.S.
1 compiiance with what reported in e institutes of Health's
publication: “Biosafely in Microbiological and Biomedical
Laboratories”, ed. 1984,

12. The use of disposable plastic-ware is recommended in the
preparation of the liquid components or in iransferring
components into automated workstations, in order lo avoid
cross conlamination,

13. Wasle produced during the use of the kit has to be
discarded in compliance wilh national directives and laws
concerning laboratory waste of chemical and biological
substances. in particular, liquid waste generated from the
washing procedure, from residuals of controls and from samples
has lo be lrealed as potentially infective malterial and inaclivated
before waste Suggested procedures of inactivation are
treatment with a 10% final concentration of household bleach for
16-18 hrs or heat inaclivation by autaclave al 121°C for 20 min.,
14, Accidental spilis from samples and operations have to be
adsorbed with paper tissues soaked with household bieach and
then wilh water. Tissues should then be discarded in proper
containers designated for laboratory/hospital waste.

15. The Sulphuric Acid is an irritanl. In case of spills, wash the
surface with plenty of water

16. Olher waste materials generated from the use of the kit
(example: tips used for samples and contrals, used microplates)
should be handled as potentially infective and disposed
according to national directives and laws concerning laboratory
wasles.

G,-SPECIME! vwmt)—u?ﬂ_oz AND-RECOMMANDATIONS-
1.8locd is drawn asep! by venepuncture and piasma or
Sefum is prepared using slandard techniques of preparation of
samples for clinical laboratory analysis.  No influence has been
observed in the preparalion of the sample with citrate, EDTA
and heparin.

2. Samples have lo be clearly identified with codes ar names in
order to avoid misinterpretation of results. When the kit is

St paricies ars pressr

iU a2 000 T 20T
lter using 0,2-0.8u filters lo clean up the sample for testing

H. PREPARATION OF COMPONENTS AND WARNINGS

A sludy conducted on an apenei ted out an
reievant loss of activily up to 6 re-use of the device and up to 6
months.

Microplates:

Allow Lhe microplate 8 reach room temperature (about 1 hr)
Check that the desiccant is not

turned to dark green, indicating a defect of conservation

In this case call Dia.Pro's customer service.

Unused strips have to be placed back inlo the aluminium pouch,

in presence of desiccant supplied, firmly zipped and stored al

+2°,.8°C,

When opened the first time, residual strips are slable il the

indicator of humidity inside the desiccant bag turns from yellow

to green.

before cper

Negative Control:
Ready 1o use. Mix well on vorlex before use.

Paositive Control:

Ready to use, Mix well on vortex before use. Handle this
component as potentially infective, even if HCV, eventually
present in the conlrol, has been chemically _:mn:<mﬂma.

Wash buffer concentrate:

The whole conlent of the 20x concentrated solution has to be
uled with bidistilled waler up to 1200 ml and mixed gently
end-aver-end before use,

Once diluted, the wash solution is stable for 1 week at +2.,8° C
In the preparalion avoid foaming as the presence of bubbles
could give origin lo a bad washing efficiency.

Note: Once diiuted, the wash solution is stable for 1 week at
+2.8°C.

Enzyme conjugate:

Ready to use. Mix well on vortex before use,
Be careful not to noaw_.:__._mﬁ the liquid with oxi
air-driven dust or microbes

If this component has lo be transferred use only plastic, possi
sterile disposable containers

Chromogen/Substrate:

Ready to use. Mix well on vorlex before use.

Be careful not la contaminate the liquid with oxidizing chemicals,
ir-driven dust or microbes.

Do not expose lo slrong illu
metallic surfaces.

If this component has to be transferred use only plastic, possible
sterile disposable container,

ation, o; ng agents and

Sample Diluent:
Ready to use. Mix well on vorlex before use

Sulphuric Acid:

used_for lhe_screening-of blood--unils, -bar code labeling-and— --Ready-to-use-Mix-well-omvortexbeforeuse-

electranic reading is m~_.o_._u_< recommended.

3. Haemolysed (red) and visibly hyperlipemic ("milky") samples

have lo be discarded as they could generate false resulls.

Sampiss containing residuss of fibrin or heawy parficles or
micrabial filaments and bodies should be discarded as they

_..o_.._n_ gve rise 1o Talse resulls.

ma can ba stored 2! +2°..8°C for up-to-five days
For longer storage periods. samples can be

czen al —20°C for several months, Any frozen samples

ot e frozenfthawed mare than once as thi

hiat could affect the tast result,

Altenlion: [rritant (H315, H319; P280, P302+P352, P332+P313,
P305+P351+P338, P337+P313, P362+P363).

Ls

genda:

‘Warning H statements:
H315 — Causes sin rrilation,
H318 ~ Causes serious eye Irrilatian,

Precautionary P statements:
P2B0 — Wear proteclive ginves/protective  clolhing/eve
protection/face protection

[ 4olf6 |

PG02 + P52 - F O

v oienly of soap and

water.

P332 + P313 -
advice/attention,

P305 + P351 + P338 — IF IN EYES: Rinse cautiously with water
for several minules. Remove contacl lenses, if present and easy
lo do. Conlinue rinsing
P337 + P313 — If eye

itation occurs: Get medical

itation persists: Get medical

Take off contaminatea clothing ana wash 1l

before reuse.

I. INSTRUMENTS AND TOOLS USED IN COMBINATION

<<_._.I THE KIT
Micropipettes have to be calibrated to deliver the correct
volume required by lhe assay and must be submitted ta
regular decontamination (household alcohol, 10% solution
of bleach, hospital grade disinfectanls) of those parts that
could accidentally come in contacl with the sample. They
should also be regulardy maintained in order to show a
precision of 1% and a lrueness of +/-2% ., Decontamination
of spills or residues of kit componenls shouid alsa be carried
oul regularly.

2. The ELISA incubator has lo be sel al +37°C (tolerance of
+/-0.5°C) and regularly checked to ensure the correct
temperalure is maintained. Both dry incubators and waler
baths are suitable for the incubations, provided that the
instrument is validated for the incubation of ELISA tests.

3. The ELISA washer is extremely imporant to the overall
performances of the assay. The washer must be carefully
validated and correctly oplimised using the kit controls and
reference panels, before using the for rouline laboratory
tests. Usually 4-5-washing-cycles (aspiration-+dispensation
of 350uliwell of washing solulion = 1 cycle) are sufficient to
ensure Lhat the assay performs as expected. A soaking lime
ol 20-30 seconds between cycles is suggested. In order to
set correclly their number, it is recommended to run an
assay with the kit controls and well characterized negative
and positive reference samples, and check 1o match the
values reported below in the sections “Validation of Test”
and “Assay Performances”. Regular calibration of the
volumes delivered by, and mainlenance (decontaminalion
and cleaning of needles) of the washer has lo be carried oul
according Lo the instructions of the manufacturer.

Incubation times have a tolerance of +5%.

The ELISA reader has to be equipped with a reading filter

of 45Cnm and with a second filler (620-630nm, slrongly

recommended) for blanking purposes. Mlts standard

performances should be (a) bandwidth < 10 nm; (b)

absorbance range from 0 to > 2.0; (¢} linearity to > 2.0;

ty > 1%. Blanking 1s carried out on lhe well
identilied in lhe seclion “Assay Procedure”. The oplical
system of the reader has o be calibraled regularly to ensure
{hal (he correct opfical density Is measured, it shouid be
regularly mainlained according to the manufacturer 's
Instructions

6. When using an ELISA automated work station, ali critical
steps (dispensation, incubation, washing, reading, data
handling) have lo be carefully set, calibrated, controlled and
regularly serviced 1n order 6 mafch the values reported in
the sections “Validatian of Test" and "Assay Performances”.
The assay prolocol has to be installed in the operating
syslem of the unit and validated as for the washer and the
reader. In addiion, the liquid handling part of the station
(dispensation and washing) has lo be validaled and
correctly sel. Particular attention must be paid to avoid carry
over by the needles used for dispensing and for wasl
This must be sludied and controlled lo minimize the
possibility of contamination ol adjacenl wells. The use of
ELISA automated work stations is recommended when the
number of samples {0 be tested exceed 20-30 units per run,

th

amn:_qm?m:_m described, Support is aiso oa<amc for Hjm
instaliation of new instruments to be used with the i

OLS AND DPERATIONS

1. Ormnx Em mxu Sg: date 2 the kit printed on the exiernal
label (primary nu:_m_:m:. Do not use if expired,

2. Check that ti components are not contaminated by
visible parlicles or aggregates.

3. Check that the Chromogen (TMB) is colourless or pale blue
by aspirating a small volume of il wilh a sterile plaslic
pipette

4. Check thatl no breakage occurred in transportation and no
spillage of uid is presenl inside the box (primary
container). Check that the aluminium pouch, containing the
microplale, is not punctured or damaged.

5. Dissolve the content of the Control Serum as reported.

6. Dilute all the conlent of the 20x concentraled Wash Solu
as described above.

7. Allow all the other campanenls to reach room lemperature
(about 1 hr) and lhen mix gently on vorlex iquid
reagents.

8. Set the ELISA incubator at +37°C and prepare the ELISA
washer by priming with the diluted washing solution,
according to the manufacturers instructions. Set the right
number of washing cycles as found in the validation of the
instrument for its use with the kit

9. Check that the ELISA reader is turned on ar ensure it will be
turned on at least 20 minutes befare reading,

10. 1f using an automated work slation, tumn on, check settings

— - -—--and-be sure lo use the righl-assay protocol- - ——--

11. Check that the micropipettes are set to the required volume.

12. Check lhal all the other equipmenl is available and ready
to use.

13. In case of problems, do nol proceed furlher with the test and
advise the supervisor.

M. ASSAY PROCEDURE

The assay has lo be carried oul according to what reported
below, laking care to maintain the same incubation time for all
lhe samples in testing.

Dilute samples 1:101 inlo a properly defined dilution tube

(example: 1000 ui Sample Diluent + 10 pi sample). Do not

lule the negative Control and the Positive Control as they
are ready to use, Mix carefully all the liquid components on
vortex and then proceed as described below

2. Place the required number of Microwells in the microwell
holder, Leave A1 well emply for the operation of blanking.

3, Dispense 50 pi of the Neutralizing Reagent (SOLN NTR) in
ail the wells of the samples, Do not add it in lhe wells used
for Controls and in A11

4. Dispense 100 pl of Negative Control in duplicate and 100 pl

of Posilive control in single. Then dispense 100 pl of diluted

samples in each properly identified well.

Incubate the microplate for 60 min at +37°C

5

Important note: Strips have to be sealed with the adhesive
sealing foil, supplied, only when the test is carried out manually.
Do nof cover strips when using ELISA automatic instruments.

6. Wash the microplate with an automatic washer by defivering
and aspirating 300 uliwell of diluted washing solution as
reporied previously (section | 3).

pette 100 pl Enzyme Conjugale into each well, excepl lhe

A1 well, and cover with the sealer. Check Lhal lhis red

coloured component has been dispensed in all the wells,

excepl A1
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important-note:— Be -careful- ol ~to-toek Prastic nner
surface of ihe well with the tp filled with the m:N.Sjm Conjugate
Contamination might occur.

8. Incubate the microp r 83 min ai +37°C.

9. Wash microwells as in step 6,

10. Pipette 100 pl Chromogen/Substrate mixiure into each we b
the blank well included. Then incubale the microplate at
room temperature {i8-24°C) for 20 minutes,

Important note: Do not expose (o strong direct illumination.
High background might be generated

11. Pipette 100 pl Sulphuric Acid into all the wel using the
same pipetting sequence as in step 10 Addition of aci@ will

the positive caiibrators, the controi serum and the
positive samples from blue to yeliow.

12. Measure the colour intensily of the solution in each well, as
described in section 1.5, at 450nm filter (reading) and at 620-
630nm (background subtraction, strongly recommended),
blanking the instrument on A1,

General Important notes:

1. if ine second fiter is not available ensure that no finger
prints are present on the bottom of the microwell before
reading at 450nm. Finger prints could generate false
posilive resulls on reading.

2. Reading has to be carried out just after the addition of the
Stop Solution and anyway not any longer than 20 minutes
after its addition. Some self oxidation of the chromogen can
occur leading to high background.

N. ASSAY SCHEME

Method Operations
Neutralizing Reagent 50 ul
(in sample wells anly )
Negative and Positive Controls 100 !
Samples diluted 1:101 100 ul
17 incubation 60 min
Temperature +37°C
Wash slep 4-5 cycles
| Enzyme conjugate 100wl
2" incubation 60 min
Temperature +37°C
| Wash step 4-5 cycles
TMB/HZ02 100 ol
3™ incubation 20 min
._.mBnmSEa ———r———
100 ui
450n1n

pensation scheme is reported below:

Microplate
IS s 78 lelm[n]=
LA !
B
E
5]
=N |
H | !
Leg : BLK = Blank NG = Megative Coni

PC =Positive Control-—— 5= Samplke

O INTERNAL QUALITY CONTROL
A check Is carried out on the controls any time the kit is used in
order to verify whether lheir OD450nm values are as expe
and reperied in the table below.

Check Requirements ]
Blank wall < 0100 OD450nm value |
Negative Control < 0,100 mean OD450nm velue aflar
(MC) blanking )

Posifive Conbol | = 0.600 OD4S0nm value

W the results of ihe test match the requirements stated above,
proceed to the next section.
do not, do

- Probiem. Check
Blank well 1. that the Chrormogen'Sustrate splulon has not
= 0100 O0450nm

Negative Control 1. that the washing procedure and the washer

(NC) sellings are as validated in the pre qualification

> 0.100 OD450nm study;

after blanking 2. thal the proper washing solution has been
used and the washer has been primed with il
before use;

3. that no mistake has been done in the assay
procedure (dispensation of positive contral
inslead of negalive confral:

4. lhat no contaminalion of he negative conlrol
or of their wells has occurred due o po:
samples, lo spills or to the enzyme conjugale;
5. that micrapipelles haven'l got contaminaled

h positive samples or wilh the enzyme

conjugale

€. thal Ihe washer needles are nol blocked or

parlially ebstructed

Positive Toniral 1. ihal the proccdure has been correclly

< 0.500 OD450nm executed;

2. thal no mislake has been done in the

dislribution of conlrols {dispensalion of negalive

conirol instead of positive conlrol. In this case,

Ihe negative contral will have an OD450nm

value > 0.150, loo

3. thal the washing procedure and the washer

seflings are as validaled in the pre qualification

study;

4. thal no external contamination of the positive

conlrol has accurred.

Should these problems happen, after checking, report any
residual problem to the supervisor for further actions,

#. CALCULATION OF THE CUT-OFF
The tesls results are calculated by means of a cut-off value
determined wilh the following formula:

Cut-Off = NC mean OD450nm + 0.250

The value found for Lhe test is used for the interpretation of
results as described n the next paragraph

Important nate. When the calculation of results is done by the
operative system of an ELISA automated work station be sure
that the proper formulation is used to calculate the cut-off vaiue
and generale the right interpretations of resulls.

Q. INTERPRETATION OF RESULTS
Test resulls are inlerpreted as ratio of the sample OD450nm
and the Cui-Off vaiue (or $/Co) according (o Ihe following lable:

[INS EVM.CE/eng |

]

A negative resull indicates that the patient has no deteclable
anti HEV IgM reactivily.
Any patien! shawing an eguivocal be testes
on a second sample taken 1-2 weeks later from the patien
examined.

A posilive result is indicalive of HEV infection and therefore lhe
palient should be reated accordingly

imporant notes:

1. lInterpretation of results should be done under the
supervision of the responsible of the laboratory to reduce
the risk of judgment errors and misinterpretations.

2. Any positive resull should be confirmed by an alfemative
method before a diagnosis af viral hepatitis is fermulated.

3. When lest resuits are from the ¥ iz an

u_mmmmmﬂum:m:.ﬁuxmndmur::):.
q_m_,\m,m patients, uqmm:w:_ioiwz haemoi Nmn
A __._m of i af 100% was d,

& Teactivity due fo the method of specimen preparaton
_._mm been observed. Bolh plasma, denved with different
standard _mn::_p:mm of preparation Ao_:wﬁ EDTA and 3mum:3
and sera have been used (o del ine the value of specificity
Frozen m,amn::mzm have been tested, as we lo check for
inlerferences due (o colleclion and storage.

No interference was observed

2.2 Diagnostic Sensitivity

1l defined as the probabilily of the assay of scoring pasitive in
the presence of specific analyte.

The diagnostic sensilivity has been assessed externally and
intemally on a total number of 100 positive specimens coming
?oB Germany, Mexico and from Burma.

informatics cenfer, aifention has (o be dang fo avoid
erroneous dala transfer.

4. Diagnosis of viral hepatitis E infection has to be done and
refeased to the patient only by a qualified medical doctor.

An example of calculation is reported below:

The following data must not be used instead or real figures
obtained by the user.

Negative Control:  0.060— 0.080 OD450nm
Mean Value: 0.070 OD450mm

Lower than 0.100 — Accepted

Positive Control: 1589 0D450nm

Higher than 0.500 - Accepted

Cut-Off = 0.070+0.250 = 0.320

Sample 1: 0,070 OD450nm
Sample 2: 1.690 OD450nm
Sample 1 $/Co < 1.0 = negative
Sample 2 $/Co > 1.2 = positive

R.PERFORMANCES
Evaluation of Performances has been conducted on negative
and positive samples in an external clinical center with reference
iz a FDA approved kit.

1. LIMIT OF DETECTION

The fimit of detection of e product has beer checkad on the

international reference reegent for HEV antibody supplisd by
ooisod

e e o
i malenal was assessed

ve also for anti HEV IgM, low titer. The cbserved
about 1 [U/ml.

=l

2. DIAGNOSTIC SPECIFICITY AND SENSITIVITY

They were checked on about 700 sample derved from acute
Infections, HEV Ab positive patiants, mndom individuals under
diagnostic examination and haalthy individuals with a sensitvity
sal at aboul 5 1U/m! in order lo asstre the highest sansitivity
and be able to detect primary infection at the earfiest phase,

2.1 Djagnostic specificity:

Itis defined as the probability of the assay of scoring negative in
the absence of specific anaiyte.

A lotal of more 500 unselecled donors and HEV negalive
hospitalized patients, including 1" ime donors, were examined.
The diagnostic specificily was assessed against a kit US FDA
approved. A diagnostic specilicity ol > 95% was observed,
Moreover, diagnostic specificity was assessed by fesling more

ar 100 poteniiaily inierfering specimens (oiher infeci

A ic sensitivity of 100% was found.

3. PRECISION:

It has been calculated an two samples, ane negative and one
posilive, examined in 16 replicales in three separale runs.

CV values ranging between 5-15%, depending on OD450nm
values, were found. The variability seen did not result in sample
misclassification,

S.LIMITATIONS

Repeatable false posilive results were assessed for high titer RF
posilive samples, escaping the effecl of lhe Neutralizing
Reagent.

Frozen samples containing fibrin particles or aggregales after
thawing have been observed to generate some false results,
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A_INTENDED USE
Third gencration Enzyme
qualitative determination of
human plasma and sera,
The kit is intended for the follow-up of HEV-infected patients
For “in vilro" diagnoslic use only

G antibodies to Hepatitis E Virus in

_INTRODUCTION
Hepalilis £ Virus or HEV is a recently discovered agent of
enterically transmitted viral hepatitis. HEV is an un-enveloped
single-strand RNA virus, after being provisionally assigned to
lhe Caliciviridae family, HEV was re<classified as the sole
member of the genus Hepevirus, family Hepeviridae, in 2004.
HEV is found in the stool of infecled patienls and present in 4

strains (1, 2, 3 and 4) differenlly spread geographically and
virulent.
HEV is a serious problem in many developing nc:::_mm since its

first outbreak was reporied i
A high case-fatality rale has been found mac:m pregnant
women and chronic hepatitis carriers.

The cloning and sequencing of HEV genome have Jed lo the
development of seralagical tests for the delection of anti HEV
antibodies based on recombinant immunodominant antigens
derived from canservative regions of the four virus strains.

C.PRINCIPLE OF THE TEST
Microplales are coaled with HEV-specific recombinant antigens

encoding for conservative and ™ immunedaminant determinan(s

HEV IgG are caplured, if present, U< the antigens,
After washing out all the other components of the sample, in the
2™ incubation bound anti-HEY 1gG are detected by the addition
of polyclonal specific anti higG antibodies, labelled with
peroxidase (HRP).

The enzyme captured on the solid phase, acting on the
substrate/chromagen mixture, generates an oplical signal that is
proportional to the amount of anti HEV 1gG presenl in the
sample. A cut-off value lel optical densities be interpreted into
anti-HEV IgG negative and positive results,

D. COMPONENTS
Code EVG.CE contains reagents for 96 tests

1" Microplate [MICROPLATE| ‘

n® 1 microplate

12 slrips of 8 microwells coated with HEV

ant antigens. 1_n»mm are seaied inio a bag with

desiccant.

2, Negative Control E

1x4.0mlivial.  Ready to use control. il contains 1% goal serum
proteins, 10 mM Na-citrate bufier pH 6.0 +/-0.1. 0.5% Tween 20,
0.09% Na-azide and 0.1% Kathen GC as preservalives. The
negative control is alive green colour coded

3. Positive Control [CONTROL m

HEV whose content is calibrated on ist WHO E«Qm:nm _.mm@m:
©"HEV antibody; NIBSC code 95/584 &t 1 1U/mi +/-20%, 10
E_s Na-citrate buffer pH 60 +/-01, 0.3 mg/ml gentamicine
sulphate and 0.1% Kathon GC as preservatives.

Note: The volume necessary to dissolve the content of the
vial may vary from lot tc lot. Please use the right volume
reported on the label.

5. Wash buffer concentrate WASHBUF 20X

1x60ml/boltile. 20x concentrated solution. Once diluted, the
wash solution contains 10 mM phosphale buffer pH 7.0+/-0.2,
0.05% Tween 20 and 0.1% Kathon GC.

6. Enzyme Conjugate [CONJ

1x16mlfvial, Ready to use and red colour coded reagenl.
It contains Horseradish Peroxidase conjugated goat polyclonal
antibadies to human 1gG, 5% BSA, 10 mM Tris buffer pH 6.8+/-
0.1, 0.1% Kathon GC and 0.02% gentamicine sulphate as
preservatives.

7. Chromogen/Substrate E

ix16ml/vial. Ready-to-use component. It contains 50
mM cilrale-phosphate buffer pH 3.5-3.8, 4% dimethylsulphoxide,
0.03% tetra-methyl-benzidine or TMB and 0.02% hydrogen
peroxide or H202.

Note: To be stored protected from light as sensitive to
strong illumination.

8. Assay Diluent DILAS

1x8mlivial 10 mM tris buffered solulion pH 8.0 +/-0,1
containing 0.1% Kalhon GC for the pre-trealment of samples
and controls in the plate, blocking interference

9. Sulphuric Acid E

It contains 0.3 ¥ H2504 soiuian
Aftention: Irritant (H315, H319; P280, P302+P352, P332+P313,
P305+P351+P338, P337+P313, P362+P363)

10. Sample Diluent: [DILSPE|

x50mlfvial. 1t contains 10 mM Na-cilrate buffer pH 6.0
+-0.1, 0.5% Tween 20, 0.09% Na-azide and 0.1% Kalhon GC
as preservatives. To be used to dilute lhe sample

Note: The diluent changes colour from olive green to dark
bluish green in the presence of sample,

11, Plate sealing foils n°2

12, Package insert n1

E.MATERIALS REQUIRED BUT NOT PROVIDED

1. Calibrated Micropipeties (200ul and 10uf) and disposable
plastic lips.

2. ElA grade water (bidistilled ar deionised, charcaal irealed to
remove oxidizing chemicals used as disinfectants)

3. Timer with 60 minute range or higher.

4. Absorbent paper tissues,

5. Calibrated ELISA microplate thermastalic incubaler capabie
1o provide a temperature of +37°C.

6. Calibrated ELISA microwell reader with 450am {reading}
and with 620-630nm (blanking) filters.

7. Calibrated ELISA microplate washer.

8.

Ix4:0mlivial —Ready-to-use-cenl +%-goat-sen:
proteins, human antibodies positive to HEV. 10 mM Na-citrate
buffer pH 6.0 +/-0.1, 0.5% Tween 20 0 08% Na-azide and 0.1%
Kathan GC as preservatives

The Positive Control is blue colour coded

4. Calibrator CAL . |
n° 1 vial Lyophilized calibrator. To be dissolved with the

ElA grade waler repofiea on the label.

Mortex or glmilas mixing lools.

F. WARNINGS AND PRECAUTIONS
1 The kit has to be used by skilled and properly trained
technical personnei only, under the supervision of a megical
doctor responsible of the laboratary.

2. When ihe kil is used for the screening of blood wnits anc
blood components, it has to be used in a labaratory cen
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) o camy out this type of analysis.

All the personnel involved in performing the assay have 1o
leclive iaboratory clothes, talo-free gioves and glasses,
The use of any sh {naediss) of cutting (Ulades) devices
shuld be avoided. Al the personned involved should be irained
in blosafety procedures, as recommended by lhe Center for
Oiszase Convol, Atlania, LS. and reporied in the National
Institute of Health's publication: "Biosafety in Micrmbialogical and
Biomedical Leboratosies”, ed. 1984,

4. Al the personnel involved in sample hendiing should e
waccinated for HBV and HAV, for which vaccines are available,
safe and eflective,

5. The lzbaratory environment should be contratied so as 1o
avoid contaminants such as dust or ai-barn mictobial agents,
when opening kit vials and microplates and whean periorming the
test.  Protect the Chromogen/Substrate from strong light and
avoid vibration of the bench surface whers the test is
undertaken.

6, Upon receipt, store the kit at +2.8°C Into a temperature
canlrolled refrigerator or cold room,

7. Do not interchange comporients betwesn different fots of
the kits, Il is recommended that components between two kits
of the same iot shouid not be interchanged.

8. Check that the reagents are clear and do nat contain
le heavy particles or aggregates.  If not, advise the
laboralory supervisor 1o initiate the necessary pracedures for kit
replacement.

9. Avoid  cross-contamination  between serum/plasma
sampies by using disposable tips and changing them after each
=ample

10, Awvpid cross-conlamination belween k raagents by using
disposable tips and changing them between the use of each
one.

117 "Do not use 1he .A: after Em expiration date m_m.ma on the
external container and internal (vials) labels.
nens- a5 polentially infective. Al human
serum specimens should be handled at Biosafsty Level 2, as
recommended by the Center for isease Contral, Atlanta, U3,
compliance with what reparted in the Institutes of Health's
publication: - "Biozafaty Microbiclogical and  Biomedical
Laboralonias’, ad. 1984,

3. The Use of disposable plastic-ware is recommendsd in the
preparation ol lhe fiquid components or in transferring
companenis into aulomated workstalions, In order to avoid
ctass contamination.

14. Waste produced during the use of the kit has to be
discarded in compliance with national directives and laws
concemning laborafory waste of chemical and  biological
subslances.  In particular, Bouid wasie generated from the
washing procedure, from residuals of conlrals and from samples
has 1o be treated as potentially infeclive materisl and inactivated
before wasts,
treatmeant with a 10% final concentration of household bleach for
16-18 hrs of haat inactivalion by autaclave at 121°C for 20
15, Accidental spilis fram samples and operations have to be
adsorbed with paper tlissues soaked with household bleach and
then with water. Tissues should then be discarded in proper
wontainars designated for laboratony/hospital waste.

18, The Sulphuric Acid is an irfitant. In case of spitls, wash the
surface with plenty-of waler

17, Other waste materials generated from the use of the kil
lexample: tios used for samples and controfs, used micropiates)
should e ‘handied as polentially infective and disposed
according to national directives and laws conceming fabaratory
WaEsles:

G. SPECIMEN: PREPARATION AND RECOMMANDATIONS

18 w_ooa 5 drawn aseplically by venepunclure and plasma ar
serum is prepared wsing standard techniques of preparation of
sampies.f

-Suggesied—procedures—of—inactivation—are——Handie this camponentas— polenliallyinfective, even if HE!

ical |\aboratory_analysis, — No.influence-has-been.—

oot

observert-in-the-prepa
and heparin.

Z Avoid any addiion of preservatves o samples: sgpscizlly
sodium azide a8 this chemical would sffect the enzymatic
aciivily af the conjugate, generating faise negative results.

.- Samples have {a be cleary identified with codes ar rames in
ordar 1o avoid misintemretation of e When tha kit is
used for the screening of bicod units, bar code labeling and
electronic reading is strangly recommended,
bly hyperipemic ("milky”) samples
have 1o be discarded a2c they could generate Talse results.
Sampies containing residues of fibin or heavy paricles or
micrabial filaments and bodles should be dscarded as they
& rise to falee results.

5. Sera and plasma can be stored 3t +2°.8°C far up to saven
days afier cofflection.  For longer storage perinds, samples cen
be stored frozen at -20°C for several manths,  Any frozen
samples should not be frozepthawed more than once as this
may generale parficles that could affect the lest rasult

6. If particles are presant, centrifuge al 2.000 rpm for 20 min or
fitter using 0.2-0.8u fillers 1o clean up the sample for testing.

~sample Wit citrate; EDTA

H. PREPARATION OF COMPONENTS AND WARNINGS

A sludy conducted on an opened kit has not poinled out any
relevant loss of activity up to 6 re-use of the device and up 1o 8
monlhs.

1. Microplates:

Allow the microplate fo reach room temperature (about 1 hr)
before opening the containgr,  Check that the desiccant s not
lurned to dark green, indicating a defect of stonng.

In inis case call Dia.Pro's cuslomer samvice,

ips-have 1o be-placed-back-nlo-the aluminium pouch;_

__- n.omm:uu ol desicoant supplied, firmly zipped and stored at
.80,

rst time, residual sirips are siabie fi
ily inside the desiccant bag turns from yellow

to green.

2. Negatlve Control
Ready 1o use, Mix well on vorlex bafora uge.

3. Positive Control:

Ready to use. Mix well on vortex before use. Handle this
component as polentially infective, even HCV, eventually
present in the control. has been chemically inactivated,

4. Calibrator:

Dissolve carefully the cantent of the lyophilized
volume of EIA grade waler reported on iis label.
Mix well on voriex hefore use.

al with the

svaniuaily present in the contral, has been chemically
inactivates.

Nate: When dissolved the Calibrator is not stable. Store in
aliquots at -20°C.

5. Wash buffer concentrate

The whaie content of the 20x concentrated solution has lo be
difuled with bidstilfed water-up to 1200 ml and mixed gently
end-gver-end before use ) ) )

Once diluted, the washsolution: i stable for 1 wesk at +2..87 C.
in the preparation gvoid foaming as the presenge of bubbies
could give arigin to a had washing afficiency,

Nate; Onco diiuted, the wash sofution is stable for 1 week at
+2.8° C.

6. Enzyme conjugate

Ready to use. Mix well on vorlex oefore use.
Be careful not to contaminate the liqu:d with oxidizing chemicals,
air-driven dust-or-micropes=—-—=——==-==
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Ready to use, Mix well on vortex before use.

Be careful nol 1o conlaminate Lhe liguid with oxidizing chemicals,
-driven dusl or microbes
Do not expose to strong
metallic surfaces.

Il this component has to be transferred use only piaslic, possible
sterile disposable conl

B. Assay Diluent:
Ready to use. Mix well on vortex before use.

9. Sulphuric Acid:

Ready to use. Mix well on vartex befare use.

Altention: Irritant (H315, H319; P280, P302+P352, P332+P313,
P305+P351+P338, P337+P313, P362+P363).

Legenda:
Warning H statements:

H315 - Causes skin
H318 - Causes se

Precaulionary P statements:
P280 - Wear proteclive
prolection/face protection,
P302 + P352 — IF ON SKIN; Wash with plenly of soap and
waler,

P33z + P313 - If
advice/attzniion

gloves/protective  clathing/eye

iritation  occurs:  Get medical

e ——— P305.+ P351 + .mumm —IF.IN EYES: Rinse cauliously with water

for several minules. Remove conlact lenses, if present and easy
to do. Conlinue rinsing.

P337 + P313 - if eye irritation persisis:
advice/altention.

P362 + P363 — Take off contaminaled clolhing and wash il
before reuse.

Get medical

10. Sampla Diluen
Ready to use. Mixwell on vorex before use.

INSTRUMENTS AND TOOLS USED IN COMBINATION

WITH THE KIT

1. Micropipettes have to be calibrated 1o deliver the corect
volums required by the assay and must be submitted 1o
reguar decontamination (household alcohol, 10% solution
of bleach, hospital grade disinfeclants) of those peris that
could_accigentally come n_contact with the sample. They
shocld alse be reguiardy maintained in order to show a
precision of 1% and a trueness of +/-2%. Decontamination
af spills or residues of kil componenls should also be carried
out regularly.

2. The ELISA incubater nas to be sat at #37*C (lolerance of
+-0.5'C}) ang regularly checkad to ensure the correct
tempesalure Is maintained, Both dry incubators -and water
baths ere suitable for the incubations, provided that the
mstrument = validatad for the incubation of ELISA tests.

3. Tha ELISA washer is sxtremaly imporant to the overall

performances

2 panels. pefare using-the-kit-for routine -faboratory
tesls. Usually 4-3 wasning cycles (aspiration + n_-mnm_mmc_u:
ol 350uliwell of was i
ansure thal the assay cerforms as mﬁ_mnﬁa A soaking fime
of 20-30 seconds balween cycles is suggested. In order lo

aid TAsERy Perlonmances,, Reguier calbralion 3. ,T.m
volumes delivered by, and maintenance (deconta

- - -and cleaning-of vo_ the-washer has to be-carried out

s of the manulaclurer.

4, Incubation times have a lolerance of +5%.

5. The ELISA reader has o be equipped with a reading filter
of 450nm and with a second filer (620-630nm, strongly
recommended) for blanking purposes. Its standard
periormances should be (a) bandwidth < 10 nm; (b)
absorbance range from 0 to > 2.
repeatability > 1% mzn_.;]m is carrh
identified in the seclion "Assay Procedure”.

The optical
system of the reader has lo be calibrated regularly to ensure
that the correcl optical density is measured. It should be
regularly maintained accerding to the manufacturer 's
instructions.

6. When using an ELISA automated work station, all critical

regularly serviced in order to malch the values reported in
the sections “Validation of Test” and “Assay vmla:jm:naw,.
The assay pratocal has 1o be ingtalled in the gpera
system of the unit and validaled as far the washer and Em
reader. In additicn, the liquid handling part of the slation
{dispensation and washing) has to be validated and
correctly set. Particular attention must be paid to avoid carry
over by the needles used for dispensing and for washing.
This must be studied and controlled 1o minimize the
possibility of contamination of adjacenl wells. The use of
ELISA pulomated work slalions & recommended for blood
screening when the number of samples to be tested excaed
2030 units per run,

7. Dia.Pro's customer service offers suppori to the user in the
setting. and -checking-of -instruments -used -in- combination——
with the kit, in order to assure compliance with ihe
requirements described. Support is also provided for lhe
inslallation of new inslruments to be used with Lhe Kit,

L. PRE ASSAY CONTROLS AND OPERATIONS

1. Check the expiration date of the kit printed on the sxtemal
fabal of the kit box, Da not use 1 expired,

Z. Checr that the liguid components are not contamineted by
:mxma.m<m Sm_v_m _um:_o_mm or aggregales. Check thal lhe

or pale blue by aspiraling

3 small ,BE:E nm it EE._ a sterile transparent nwwm:n plpette;

Check that no beeak occured in trar and no

spiflage of fiquid is present inside the box, Check that the

aluminum pouch, containing the microplate, & nol ounclured

or damaged,

te all the cantent of the 20% concentrated Wash Solution

as described above,

4. Dissolve the Calibrator as described above.

5. Allow all the ather components 1o reach room lemperature
{about 1 br) and ihen mix as described.

6. Set the ELISA incubator at +37°C and prepare lhe ELISA
s_mm_.s__ by priming with the diuted washing solution,

g lo the mstructions. Set the right

number of washing cycles as found in the validation of the

rstrument for its use with the kit

7. Thack hal tha ELISA reader has been turnad on at least 20
minutes before reading,

8, Ifusing an automated warkstation, furn it an, check s
ond be sure 1o use the right assay protocol

ngs

9. Check that the micropipettes aze set (0. he tequiredvolume

10. Check that all the other eguipment Is avaiabie and ready
fouss.

11. In casa of problems, do nof proceed furthar with 1he 125t and
adyise the stipervisar,
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B ASSAY.FROCEDURE

& assay has io be carried our according to whal reporied
the same incubation time for all

Automated assay:
In case the test is carried out automalically wilh an ELISA
workstation, we suggest to make ,:m instrument aspirate 200 ul

Sample Diluent and then 10
All the mixture is then carefully dispensed directly into lhe
appropriale sample well of the microplate. Before the next
sample is aspirated, needles have to be duly washed to avoid
any cross-contamination among samples.

Da nat dilute controls/calibralor as they are ready to use.
Dispense 200 ul controls/calibrator in  the appropriate

Important Note: Visually monitor that samples have been
diluted and dispensed into appropriale wells. This is simply
achieved by checking that the color of dispensed samples has
turned to dark biuish-green while the color of the negative
control has remained ofive green

For the nexl operations foiiow the operative instructions reported
below for the Manual Assay.

It is strongly recommended to check that the time lap between
lhe dispensation of the first and the lasl sample will be
calculated by the instrument and taken into consideration by
delaying the first washing operation accordingly.

Manual assay:
- Place the required number of Microwells in lhe microwell
holder. Leave the 1% well emply for the operalion of

Z

U_mumﬂhm 200 ul of Negalive Conltral .:
n-duplicate-and -200-
proper weiis. Do not diiute Cantrols and Calibrator as
they are pre-diluted, ready to use |

Add 200 ul of Sample Diluent (DILSPE) to all the sample
wells: fhen dispense 10 ul sample in each properly
idenfified wall. Mix gently the plate, avoiding overflowing
and contaminaling adjacent wells, in order lo fully disperse
the sample inta its diluent,

Important note: Check thal the color of the Sampie Diluent,
upon addition of the sample, changes from light green to. dark
bluish green, monitoring that the sample has been really added.

Dispense 50 ul Assay Diluent (DILAS) into all the
controls/calibrator and sample wells, Check thal the calor
of samples has turned to dark blue.

5. Incubate the microplate for 45 min at +37°C.

important note: Strips have to be sealed with the adhesive

ied onfy when the test ic care

ed, onfy when the test is carried oul manualiy,
Do not cover strips when using ELISA automatic instruments.

B Wash the microplate with an automatic washer by
delivering and aspirating 300ul/well of diluled washing
solution as reported previously (section I.3).

7. Pipette 100pi Enzyme Conjugate into &ach wel excepl the
1% blanking well, and cover with the sealsr, Check that this
red colored component has been dispensed in all the wells,
except A1

important note: Be careful nol o louch the plastic inner
surface of the weil with the tip filled with the Enzyme Conjugate
Contarmination might occur.

Incubate the microplate for 45 min at +37°C
Wash microwells as in step 6.

W

W —Fipette-100y-Chromogen’Sobst e inig each wan;
the blank well included. Then incubate the microplate al
room temperature (18-24°C) for 15 minutes.

important note: Do not expose fo srrong direct iliumination
High background might be generated

Pipette 100ul Sulphuric Acid inlo the wells using the
same pipetting sequence as in step 10 to stop the
enzymalic reaclion. Addition of acid turn the positive
control and positive samples from biue to yellow.

12. Measure the color intensily of the solution in each well, as
described in seclion 1,5, at 450nm filler (reading) and at 620-
630nm {background subtraclion, strongly recommended),
blanking the instrument on A1

important notes:

1. if the second filter is not available ensure that no finger
prints are present on the bottom of the microwell before
reading al 450nm. Finger prints could generate faise
positive results on reading.

2. Reading has to be carried out just after the addition of the
Stop Solution and anyway not any longer than 20 minutes
after its addition. Some self oxidation of the chromogen can
occur leading to high background.

N. ASSAY SCHEME

Method | Dperations
Conirols & Cafibratar(”) 200 ul
Samples 200ul il +10ul
Assay Diluent (DILAS) S0.ul

1* incubation 45 min
Temperature +37°C
Wash step 4-5 cycies
Enzyme conjugate 100 4

2™ incubation 45 min
Temperature +37°C
Wash step 4-5 cydles
TMBH202 160 ul

3" incubation 15 min
Temperaturs Lt |
| Sulphuric Acid w0 |

450nm ]

(*) Important Notes:

« The Cahibrator (CAL) does not affect the Cut Off caiculation,
therefore it does not affect the lest's resulls calculation.

« The Calibrator (CAL) used only if a laboralory internal
quallly control s required by the Management,

An example of dispensation scheme is reported below:

[ o - N R A N R TR e
|52 T |

53 | |
54 1 ]

55 I | —1

56 i | i
CAL[M) | 57 |

1 '
BLK = m_m:n NC = Negative Contral
of - Mot mandalory PG = Positive Control

CUINTERNAL QUALITY CONTROL
A check is carried oul on the controls any time the kit is used in

er 1o verily whether their OD450nm values are as-expected
and reporied in the fabic telow.

Check Reguirements
Blank well < 0.10d 0D450nm valus
Megative Control | < 0.050 mean OD450nm  walue aller
(NC) blanking
Posifive Conirol | > 1.000 2D450nm value

If the resuits of the lest malch the requiremenis slated above,
proceed to the next section.

If they do nol, do not proceed any further and operate as
follows:

Problem Check
Blank well 1.1hat the ChromogervSustrate solulion has not
>0.100 OD450nm ontaminaled during the assay
Negative Control 1. Ihat the washing procedune and the washer
{ seliings are as vaiidated in ine pre quaiification
>0.050 0D450nm | study;

NT)

after blanking 2, that lhe proper washing solution has been
used and lhe washer has been primed with it
before use;

3. lhat no misiake has been done in the assay
procedure (dispensation of posdive control
instead of negative canlrol;

4, that no contamination of lhe negative contrel
or of their wells has occurred due lo po:
samples. 1o spills or lo the enzyme conjugale
5, that haven't gol

with posilive samples or wilh Ihe enzyme
conjugate

B, 1hat the washer needies are nol bocked o

oiher parameters [Bfank, Negalve Confrol
e no::o:. raatch the establ mrma equiremenls, the test
may be considered-valid, =

P. CALCULATION OF THE CUT-OFF
The tesls resufls are caicuiated by means of a cut-a
determined with the following formula:

valug

Cut-Off = NC mean OD450nm + 0350

The value Tound for the lest is used for the interpretation of
results as described in the next paragraph.

Important note: When the calculation of results is done by the
operalive system of an ELISA automated work station be sure
that the proper formulation is used to calculate the cut-off value
and generate the right interpretations of results.

Q. INTERPRETATION OF RESULTS

Test results are interpreted as ratio of lhe sample OD450nm
and Ihe Cut-Off value {or S/Co) according to the following table:

SfCo |interpretation
<08 Negalive

-1 Equivooal
>1.1 Positive |

A negalive resull indicates Lhal lhe patienl has nol been infected
by HEV or thal 5m blood unit may be transfused.

Any patient showing an eguivocal resull should be lested again
on a second sample taken 1-2 weeks later from the palient and
examined. The blood unit should not be transfused.

A positive result is indicative of HEV infection and therefore The
palient should be lreated accordingly or the blood unit should be

partially chstrucled.
Positive Control 1. that lhe procedure has been correctly
< 1.000 OD450nm executed;

2, Ihat no mistake has been done in the

distribulion of controls (dispensation of negative
control inslead of posilive conlrol. In this case,
lhe negative control will have an OD450nm
value > 0.150. loo

3. (hat the washing procedure and the washer
seltings are as validaled in the pre qualificalion
study;

4. that no exlemal conlaminalion of the po:
control has accurred.

Should Lhese problems happen, after checking, report any
residual problem to the supervisor for further actions.

** Note:
Il Calibrator has used, verify Lhe following data:

Important notes:

. Interpretatton of resuits shouid be done under the
supervision of the responsible of the faboratory to reduce
the nisk of judgment errors and misinterpretations.

2. By definition, any positive result should be confirmed by an
alternative method before a diagnosis of viral hepatitis is
formuiated

3. When lest resulls are transmitted from the laboratory to an
informatics center. attention has lo be done lo avoid
erroneous dala transfer.

4. Diagnosis of viral hepatitis infection has to be done and
refeased to the patient only by a qualified medical doctor.

An example of calculation is reported below:

[ Check 1 Requirements ]
I Calibrator | 5iCo > 1.1

If the results of the test doesn't match the requirements stated
above, operate as follows:

[ Problam Chack;

| Caltbrator 1. that the procedure has been comectly
| execuled;

SiCo<1 2. that no mistake has been done in s

dislribution  {g.g..:  dispensaion of
negative control inst=ad of Calibrator)
3. that the washing proceduse and the
washar setlings are as validated & the
pre quaiification study;

that no esernal contamination of the

calibralor has ocourred,

Fhe—folfowing—data—mustnot-be—used—instead or real figures
oblained by the user.

Negative Control.  0.019 — 0.020 - 0.027 OD450nm
Mean Value: 0020 OD450nm

Lower than 0,050 — Accepted

Positive Control: 2 189 0D450nm

Higher than 1 000 — Accepted

Cut-Off = 0.020+0.350 = 0 370

Calibrator: 2.600 - 0.640 '0D450nm

Mean value: 0620 OD450nm S/Co =1.7
S/Co hugher than 1.1 — Accepted

Sample 1. 0.0 OD450nm
Sample 2! 1690 OD450nm
Sample 1 5/Co < 0.9 = negative
Sample 2 5/Co > 1 1 = positive
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R FERFORMANGES
Evaluation of Performances has been conducted on negative
and positive samples in an external clinical center with reference
lo @ FDA approved kit.

1. LIMIT OF DETECTION

The limit of detection of the assay has been calculated by
means of st WHO reference reagent far HEV antibody, NIBSC
code 95/584, The assay shows an analylical sen: ity of about
0.1 WHO iLlimi,

2. DIAGNOSTIC SPECIFICITY AND SENSITIVITY
They were checked with a sensitivity set at 0.25 WHO IU/ml on
more than total 700 samples.

2.1 grostic Specificity:
Itis defined as the probability of the assay of scoring negalive in
the absence of specific analyte.

A total number of more than one hundred 1-5 years ald children,
by definition negative for HEV antibodies as they never chanced
to eat uncooked swine meal and gel therefare infected, were
tested; a value of 100% specificity (negativity) was assured at a
sensitivity set at a cut-off of 0.25 WHO 1U/ml.

In addition, a total of more 500 unsslected danors, including 1%
time donars, and HEV negative hospilalized patients, coming
from ltaly, were examined maintzining the sensilivity of 0.25
WHO IU/ml.  Abeut 5% of such population furned out to be
repeatedly positive; confirmation was not carried out in absence
of a commercial Confirmation kit. However, these samples were
detected positive with a commercial CE-marked ELISA. From
this study a diagnostic specificity of 100% was observed,
Meoreaver, the Diagnostic Specificity was also assessed by
testing more than 100 potentially. interfering -specimens (gther-
nfectious disesses, pafients affecled by non viral hepatic
diseazes, dialysis palisnis, pregnant women, hasmolized,
lipemic, efg.), - A value of specificity of 100% was assessed.

No false reactivity due to the methed of specimen greparation
has been observed. Both plasma, derved with different
standard techniques of preparation (citrate, EDTA and heparin),
and sera have been used to determing the value of specificity.
Frazen specimens have been tesied, a2& well, to check for
Interferences due to collection and starage,

Mo intarference was abserved,

2.2 Diagnostic Sensitivity I
I'is"defined ‘as the probability of the assay of scoring prsitivee I
the presence of specific analyte.

The diagnostic sensiivity has besn assessed externally
{Instifute of Vielogy, University of Milan) and internally on a total
number of 200 positive specimens (maintai 5 a sensilivity sat
at a cut-off of 0258 WHO IWiml); a disgnostic sensitivity (or
correlation with—a-commercial- eference manofaciured in
Europe and CE marked) of 100% was found.

3. PRECISION:

It has been calculated on two . GNE neg and ane
law pasitive, examined in 16 replicates in three separate runs,
CV values ranging between 5-10%, deperding on OD450nm
values, ware found. The variability seen did not resull in sample
misckssification.

S. LIMITATIONS
Frozen samples containing fiorin particles or aggregates atter
thawing have been observed lo generale some false results.
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A.INTENDED USE

Competifive Enzyme ImmunocAssay (ELISA)  for the
determination of  antibodies lo Hepatitis B core Antigen in
human plasma and sera

The kit is intended for the mnﬂmm:_:m of blood units and the

For “in vitro” diagnoslic use only.

B.INTRODUCTION
The World Health Organization (WHO) defines Hepalitis B as
follows:

‘Hepatitis B is one of the major discases of mankind and is a
serious plobal public health problem, Hepatilis means
inflammation of the liver, and the most common cause 1s
infection with one of 3 viruses, ealled hepatitis 4,B,C.D, and
E n cause an acute discase with

E. All of these viruses
symptoms lasting scveral weeks including yellowing of the
skin and cyes (aundice): dark urine: extreme fatiguel
nauscal vomiting and abdominal pain. It can take several
months to a year to feel fit apain. Hepatitis B virus can cause
rhronic infection in which the patient never gets rid of the
virus and many years later develops cirthosis of the liver or

Tiver cancer

HBY i the most sertous type of viral hepatitis and the ,57
byie—vhtaing «hionie hepatibs o whih aovawine s
ovailable. Hepatitis B virus 1= transmitted by contact with
blood ar body fuids of an infected person in the same was

human immunodeficiency virus (HIV), the virue t
AIDS. However, HBV is 60 to 100 times more infections than
HIV. The = wetting infected with HBV ans (o)
perinatal (rom mother o baby at the birth (h) chilie 1o
child transmission: ) unsafe injections and transfusions: (d)
sexual contact,

Worldwide, most infections occur from infected mother to
child, trom child to child contact in household settings, and

from veuse of un-sterilized needles_and syringes. In many
developing countries, almost all children become infected
with the virus. In many industrialized countries (e.g.
Western Europe and North America), the pattern of
transmission is different. In these countries. mother-to-infant
and child-to-child transmission accounted for up te one third
afchronic Infectinns befare childhdod hepatitis B vaceination
programmes were implemented However, the majority of
infections in these countries are acquited during young
adulthood by sexual activity. and injecting drug use, In
addition, hepatitis B virus is the major infectious
occupational hazard of health workers, and most health care
worlers have received hepatitis B vaccine

Hepatitis B virus is not spread by vontaminated flood o1
water, and cannot be spread casually in the workplace. High
rates of chronic HBV infection are also found in the southern
parls of Eastern and Central Europe. In the Middle Easl and
indian sub-continent, about 3% arc chrunically mfected
{nfection is less common in Western Burope und Nurth
America, whete less than 1% are chronicallv infected

Young children who hecome infected with HBV are the most
likely to develop chronie infecti About 9 of infunts
infected dunng=the first vear of -life and =304 Lo A0% of
children infecled between 1 to 4 vears ol age develup chrunic

HBV-
arrhosis 15 approximately 253% tfer persuns who become
chronically infected during childhood

Chronie hepatitis B in some patients is treated with drogs
elled  inferferon or lumivudine, which can help
patients. Putients with eirrhosis are somoetimes give
transplunts. with varying success. IL is prefer: lo prevent
this discasc with vaceine than to try and cure iL

epatitis B vaccine has an outstanding record of safety and
ellectiveness. Since 1982, over one hillion doses of hepatitis B
vaccine have been used worldwide. The vaccine is given as a
series of three intramuscular doses. Studies have shown that
the vaccine is 95% effective in preventing children and adults
fiom developing chronic infection if they have nat yet been
intected. In many cauntries where 8% to 15% of children used
Lo become chronically infected with HBV, Lhe rale ol chronic
inlection has heen reduced to less than in immunized
groups ol children. Since 1991, WHO has called lor all
countries to add hepatitis B vaccine into their national
immunization programmes”

Hepatilis B core Antigen (or HBcAg) is the major component of
the core particles of HBV.

HEecAg iz composed af a m_:u_m polypeptide of mucE 17 kD thal
i5 refeasad upon di vy the core les; the antigen
contains at leas! one __.=_._.=__:En_m_nm_ determinarl.

Upon primary miection, anti HEcAg antibodies are one of the
first markers of HBV hepatilis appearing in the serum of the
patient, skghlly later than HBsAg, the viral surface antigen.

nelr prasance (s detectable even years after infection. Isalated
HEcAD, in absence of other HBY markers, have been observed
n infeciad blocd test for
screening HBY, in addition of HBsAg.

The detarmination of HBcAb has become important for the
classification of the viral agent, together with the detection of the
ather markers of HBV infection, in sera and plasma.

C.PRINCIPLE OF THE TEST
The_assay is based_on the_principle_of compeli

_where the
antibodies in lhe sample compete wilh a monoclonal anlibady

for a fixed amount of antigen on 1he solid phase.

A purified recombinant HBcAg is coated to Lhe microwells.

The patient’s serum/plasma is added to the microwell together

wilh an additive able to block interferences present in the
sample.

T the segond ncubalion afier washing, a monocioral antibooy,
conjugated with Horseradish Peroxidase (HRP) and specific for
HMBcAg is added and bi
plastic,

After incubation, microwells are washed lo remove any unbound
conjugate and then the chromogen/substrate is added, In the
presence of peroxidase enzyme the colorless substrale is
hydrolyzed to a colored end-product,

The color-intensity is inversely propariional to the amount -
antibodies to HBcAg present in the sample,

ds to the free rec-HBcAg costed on

BcAg coated on

D. COMPONENTS
Each kit contains sufficient reagents to perform 96 tests_

1. Microplate E

8x12 microwell slrips coated with recombinant HBcAg and
sealed info @ bag with desiccant. Allow Lhe microplale to reach
room temperatlre before opening; reseal unused strips in the
bag with desiccant and store al 2..8T.

Artl HEcAp antibodies are_produced usually_at high_titers and _______ ————————
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Z Megative-Control—CONTROL = ND-PREGAHFION fispusEd—sTeoTd—to—rationat Clives s iaws 6 EnzymeTon] s
iai. Ready 10 use. Conlains 5% bovine serum albumin, 1 The kit has to be used by skilled and properly trained concerning laboratory wastes Ready to use. Mix Sm__ on vortex before use,
10 mM phosphate buffer pH 7.4 +/-0.1, 0.09% sodium azide and technical personnel only, under the supervision of a Avoid conlamination of Lhe liauid wilh oxidizing chemicals, dust
0.1% Kathon GC as preservatives. The negalive cantral is pale medical doclor responsible of the labaratory componen! has io be transferred, use only

t is used for the screening of tiood units and

When the &

2z

piastic, and if possibie, sterile disposable containers.

blood components. il has to be used a laboralory 0 SPECIMEN: v”mv)ﬂ)._._oz AND RECOMMANDATICNS
3. Positive Control [CONTROL 4 certified and qualified by the nalional authority in that field Blood is drawn aseptically by venepuncture and plasmaor 7. Chromogen/Substrate:
1x1.0mlvial. Ready ta use. Contains 5% bovine serum albumin (Ministry of Heallh or similar enlity) lo carry out this type of serum is prepared using slandard lechniques ol preparalion Ready lo use. Mix well on vortex befare use.
anti HBcAg antibodies at a concentration of about 10 PEI U/ml, analysis of samples for clinical laboratory analysis. No influence Avoid conlaminalion of the liquid with oxidizing chemicals, air-
{calibrated on PEl HYBc¢ Reference Malerial 82), 0 mM 3 Ali the personnel involved in performing the assay have to has been observed in the preparation of the sample with driven dust or microbes. Do not expose o strong light, oxidizing
phosphate buffer pH 7.4 +/-0.1, 0.09% sodium azids 2nd 0,1% wear protective laboratary clothes, talc-free gloves and citrate, EDTA and heperi agents and metallic surface:
Kathon GC as preservatives. The positive conlrol is green color glasses. The use of any sharp (needles) or cutting (blades) 2. Avoid any additian of preservatives to samples; especi 1f this no_.:uo:m:_ has to be lransferred use only plastic, and if
coded, devices should be avoided. All lhe personnel involved sodium azide as lhis chemical would aflecl he enzymatic possible, slerile disposable container.
should be talned In biosafely procedures, as activity of the conjugate,
& Calibrator [CAL . recommended by the Cenler for Dizease Control, Allanla, 3. Samples have to be clearly identified wilh codes or names 8. Specimen Diluent
* 1 vial, Lyophiised, To be dissoived with EIA crade water 33 U.S, and reported in ._,ya Matianal Institute of Health's W.: order 1o avoid misinterpretation of resulls, ~ When the kit Ready {o use solui an. Mix gently on vortex before use. Use al
reported in the label Contains fetsl bovine serum. homan u:a_ﬁwzoa. “Biosafely in Microbiglogical and Biomedical is used for the screening of blood unils, bar code labeling the content oq,.c:m sm_. wm.*oa opening a second -one. The
antibodies to HBoAg at a concentration of 2 PE| Wiml +-10% Laboratories”, ed, 1984, and elecironic reading is sirongly recommended. reagent is sensitive to oxidatien
(calibraled on PE| HBc Reference Malerial 82) and 0.1% Kathon 4. All the personnel invalved in sampie handling should be 4. Haemolysed (red} and visibly hyperlipemic (“milky") samples
GC as preservalive. vaccinated for HBV and HAV, for which vaccines are have to be discarded as they could generale false results. 9. Sulphuric Acid:
Note: The volume necessary to dissolve the content of the available, safe and .mmmn»?m. Samples containing residues of fibrin or heavy particles or Ready 10 use. Mix well on vortex before use.
vial may vary from lot to lot. Please use the right volume 5. The laboratory environment should be controlled so as to microbial filaments and bodies should be discarded as they Attention: Irritanl (Xi R36/38; $2/26/30) .
reported on the label . aveid contaminants such as dust or air-born  microbial could give rise to false results Legenda: R 36/38 = [rritating lo eyes and skin.
agents, when opening kit vials and microplates and when 5. Sera and plasma can be slored at +2°.8T for up to five § 2/26/30 = In case of contact with eyes, rinse immediately with
5. Wash buffer concentrate E performing the test v.ﬂoﬂm.n_ the Chromogen (TMB) from days after colleclion. For longer storage periods, samples plenty of water and seek medical advice.
1x60ml/botlle, 20x concentrated salution. m.:o:m light and avoid vibration of the bench surface where can be stored frozen at —20TC for several monlhs.  Any
Once diluted, the wash solution contains 10 mM phosphals the test s undertaken frozen samples should not be frozenithawed more lhan
buffer pH 7.0+/-0.2, 0.05% Tween 20 and 0.1% Kathon G Upon receipt, store the kit al 2-8T inio a temp erature ance as this may generate particles that could affect Ihe test
contralied refrigerator or cold room. resull. L. INSTRUMENTS AND TOOLS USED IN COMBINATION
6. Enzyme Conjugate g 7 Do z.aﬂ Hm.ﬂn:m:mm componenls between different lots of 6. If particies are present, centrifuge at 2.000 rpm for 20 min or <<_._.I.._‘=m. KIT .
¥ 6mlfvial. Resdy-la-uss sohstlan. Contains :._m kits. 1t &5 recommended thal components betwesan two ler using 0.2-0.8u filters to clean up the sample for testina 1 _s_Qo_.u_cmnmm. have 1o be calibrated to deliver Ihe correct
alburning, 10 mM tHs bufer _ur. 55 <f Pty . kilz of the same |ot shauld not ba interchanged volume required w._< Em mmmm=< and must vma m:c::qma to
peroxidase Mm&.cmm.mu mouse menacional m.::ua&. to HBcAg in : he jasjants e cloa: w:n: mﬂ_smw:__.ﬂwm _.”“M %mwﬂ_ﬂ ﬂ_wnmwﬂwmamzwmw: .ﬂwwnmnmpswﬂob\_ _.c_“_mm wwﬁhsam
m.wumm“r%.nn?.% “_.._‘_mew_q., ._.__,mnnw__u,_w:_.wﬁnmm:ﬁm.“ _.,“\_M.anu_.”_n_, mn._._n__m_ﬂx.w. ate the ,._..._nrmmmJ. p UnmmEmm. could accidentally come in confact with Ihe sample or the
I g, Cross: on H. PREPARATION OF COMPONENTS AND WARNINGS components of the kit. They should also be regularly
samples by using dispasable tips and ...?a:g?u them afier A siudy conducied on an opened kit has noi poinied oui any mainiained in order to show a precision of 1% and a
Mx“nm:%_o\ﬂc.um:\om_uﬂwﬂamm”mw %ﬁ»m -phosphale buffered each sample. ] relevant loss of aclivity up lo 6 re-uses of the device and up to 6 trueness of %mo\a.
solution al pH 3.6 +-0.1. 0.03% telra-meth amu: dine {TMB) 10. Avord cross-conlaminatian .cm_smm: kit reagenis by using months. 2, The ELISA incubator has to be sel at +37C (lole rance of
0.02% hydrogen umaxmmm_ AI.NONvm:n 9% a_:wmﬁs teulnhoxide ). dispasable lips and. changing lhem batwesn the use of +0,5T) and regularly checked lo _ensure  lhe correcl
Note: To ba stored protected ‘33.“:. ht mw mmuzm_.:._\m 5 each one, 1. Microplates: lemperature is maintained .mc:._ dry _:nzums.a and waler
strong illumination g 11, Do not use the kit after the expirafion dste stated on Allow the microplate to reach room lemperalure (about 1 hr} balhs are suitable for the incubalions, provided that the
- external (primary container) and internal (vials) [abels. before opening the container.  Check thal the desiccant has instrument is validaled for the incubation of ELISA tests.
. . 12. Treat all specimens as potentially infective. Al human not turned dark green, indicating a defecl in storage. 3. The ELISA washer is extremely importani to the overal
wahmm_umﬂochmmﬁw % soluti ETETG) .1 sefurm specimens should be handled at Biosafety Level 2, In lhis case, call Dia.Pro's cuslomer service. umJEEm:nmm of the assay. The .Smm:ﬁ must be carefully
e gA%-Kathon GE for the et »: _c” u* _ Mo:_m_:_:_m as recommended by the Center for Disease Conlrol, __ ___Unused slrips_have_to_be_placed _back _inside_the_alur n____validaled _and__ correctly oplimized  using _the ki
in the plate, blockin __.:m%ma JMmm ment of samples and controls Atiania, U.S. in compliance with what reported in the pouch, with the desiccant supplied, firmly cantrals/calibrator and reference panels, before using the kit
Note: U . 1 th 9 CEEs B . _:.mzi.mm of Heaith’s  publication: in +2°.8C. After first opening, remaining strips are stable un for routine laboratory tests. Usually 4-5 washing n<n._mm
ofe: Use all the content of one vial before opening a Microbiological and Biomedical Laboralories”, ed. 1984. humidity indicator inside the desiccanl bag turns from yellow to (aspiration + dispensation of 350 ul/well of washing solution
second one. The reagent is sensitive to oxidation. 13. The use of disposable plastic-ware is recommended in the green. = 1 cycle) are sufficient to ensure thal the assay performs
9 N N preparation of the washing solution or in transferring as expected. A soaking time of 20-30 seconds between
. m:_u:_.._:n >n_n. E | componenls inlo other containers of mc_c:._m”mn 2. Negative Control: cycles is suggesled. In order lo sel correctly their number, il
._me:‘,u_\k_m_.boahm_amb\w‘i H2SQxsolution.—- workstations; in orderto-avoid-contamination: — ~Readyto use Mix wellonvortex beforetise.— — s reécommended o run an  assay wah  the Kit
Attention: frritant (Xi R36/38; $2/26/30} Wasie naacnmq during ithe use of the kit has to be controls/calibrator and well characterized negative and
) : discarded in compliance with al direclives and laws 3. Posit ol positive reference samples, and check to
10. Plate sealing foil n°2 concerning laboratory waste of chemical and bicdlogical Ready to use. Mix well on vartex before use reported below in the seclions “Validation of Test” and
: substances. In particular, liquid wasle generated from Lhe “Assay Performances”. Regular calibration of lhe volumes
1. Instruction manual n*1 washing procedure, from residuals of controls and from 4. Calibrator: delivered and maintenance (decontamination and cleaning
samples has to be lreated as potentially infective material Add the volume of ELISA grade water, reparled on the label, to of needles) of the washer has 1o be carried out according to
and inactivaled. Suggested procedures of inactivation are the lyophilised powder; let fully dissolve and then gently mix on the instructions of the manufacturer.
= —— _ E.MATERIALS REQUIRED BUT NOT PROVIDED. . _ {regtment-wilh-a 10%--final-concenlralion -af- household—— vorex: — = - 4. Incubation times have a tolerance of +5%. =
1. Calibrated Micrapipettes (100ul and 50ul) and disposable bleach for 16-18 hrs or heat inaclivation by auloclave at Note: The dissolved calibrator is not stable Store it frozen in 5. The ELISA microplate reader has to be equipped with a
plastic tips . 1217 for 20 min.. aliquots at —20C. reading filler of 450nm and with a second filter (620-630nm,
2. FElA grade water (double disliled or deionised, charcoal 15. Accidental spills have to be adsorbed wilh paper lissues slrongly recommended) for blanking purposes. Iis standard
trealed to remove oxidizing chemicals used as soaked with household bleach and then with waler. S. Wash buffer concentrate: ____ performances_should_be_ (a)_bandwidth_<_10_nm;__{b)__
M ~ —disinfectants). Tissues should then be discarded in proper cantainers The whole contenl of the concentrated solution has 1o be absorbance range from 0 to > 2.0; (c) linearily to > 2.0;
3 Timer with 60 minute range or higher. designated for laboralory/hespital wasle, diluted 20x with bidistilled water and mixed gently end-aver-end —mummﬁv__é > 1%. Blanking 1s carmed outl on the well
4. >Um.c:um2 paper tissues 16. The Sulphuric Acid is an irrilant. In case of spills. wash the before use. During preparation avotd foaming as Lhe presence The optical
3. Calibrated ELISA microplate thermostatic incubator (dry or surface with plenly of water. of bubbles could impacl on the efficiency of the washing cycles. syslem of the reader has lo be calibrated regularly to ensure
wet) set al Mwwd. - G 17. Other waste materials generated from the use of Ihe kil Note: Once diluted, the wash solution is stable for 1 week at that the correcl optical density is measured. It should be
8. Calibrated ELISA microwell reader with 450nm (reading) {example: tips used for samples and conlrols, used +2.8°C regularly maintained mnnoa_:m lo the manufacturer 's
} and with 62C-530nm (bianking) fillers. w

microplates) should be handled as patentially infeclive and Fl

instructions:— -—

1 Cailbrated ELISA microplate washer
8. Vorlex or similar mixing taols
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5.

6

7.

8

Steps (aispensation, Incubation, washing, reading, shaking,
data handling) have lo be carefully set, calibrated,
serviced in order o match the
i Vaiid: Tes!" and
"Assay Performances”. The assay prolocol has to be
installed in the operating system of the unit and validated as
for the washer and lhe reader., In addilion, the liquid
handiing part of ihe station (dispensation and washing) has
to be validated and correctly set. Particular attention must
be paid to avoid carry over by lhe needles used for
dispensing samples and for was
and controlled lo minimize the pos:
adjacent wells due to strongly reactive samples, lea ng to
false positive results. The use of ELISA automated work
stations is recommended for biood screening and wnen the
number of samples to be lested exceed 20-30 units per run.
Dia.Pro's customer service offers support to the user in lhe
selting and checking of instruments used In combination
with the kit, in order to assure full compliance with the
requirements described. Support is also provided for Ihe
instailation of new instruments to be used with the kit.

PRE ASSAY CONTROLS AND OPERATIONS

Check the expiralion date of the kit printed on the external
label {primary container). Do not use if expired

Check that the liquid components are not contaminated by
visible pariicles or aggregates. Check that the Chromogen
(TMB) is colourless or pale blue by aspirating a small
volume of it with a sterile plaslic pinette, Check that na
breakage occurred in transportation and no spillage of liquid
is present inside the box (primary container). Check lhal the
siuminium_— pouch.— containing —the —micmalete 5 oot
punctured or damaged.
Dilule all the content of the 20x concentrated Wash Sclution
as described above.
Dissolve the Calibrator as described above and gently mix.
Allow all the other components to reach room temperature
(about 1 hr) and then mix gently on vortex all liquig
reagents
Sel the ELISA incubator at +37T and prepare the ELISA
washer by priming with the diluted washing solution,
according lo the manulaclurers instruclions. Sel the right
number of washing cycles as found in the validation of the
instrument for its use with_the kit,___

Check that the ELISA reader is turned on or ensure it will be
turned on al least 20 minutes before reading.

If using an automaled waork slalion, turn on, check settings
and be sure to use the righl assay protocal.

9. Check that the micropipettes are set 1o the required volume.
10. Check that all the olher equipment is available and ready

"

M.

important rote:—Sinpshaveto beseElen Wit the adhesive
sealing foil, only when the test is performed manually Do not
cover strips when using ELISA automatic instruments.

8. When the first incubation is finished, wasn Ine microwelis

7. Pipetle 100 pl Enzyme Conjugale i
A1l

all the wells, except
incubale the microplate for 60 min at +37C.

Important note: Be careful not to touch the plastic inner
surface of the well with the lip filled with the Enzyme Conjugate
Contamination might occur.

8 When the second incubation is finished, wash the
microwells as previously described (section 1.3)

9. Pipette 100 p} Chromogen/Substrate into all the wells, A1
included.

Important note: Do not expose to strong direct light, as a high
background might be generated.

10. Incubate the microplate protected from
temperature (18-24) for 20 minutes . Wel
with negative control and negalive samples w
clear to blue (competitive method).

11. Pipetie 100 yl Sulphuric Acid into all lhe wells using the
same pipelting sequence as in step 9 to stop the enzymatic
reaction, Addition of the stop solution will turn the negative
control and negative samples from blue lo yeliow.

12, Measure the colour intensity of the salution in each well, as
described in section 1.5 using a 450nm filter (reading) and
a 620-830nm filler (background subtraction, slrongly
recommended), blanking the instrumenl on A1

dispensed
urn from

important notes:

1. if the second fiiter is not avarabie, ensure ihai no finger
prints are present on the bottom of the microwell before
reading at 450nm. Finger prints could generate faise
positive results on reading

2. Reading has should ideally be performed immediately after
the addition of the Sltop Solution but definitely no longer than
20 minutes afterwards. Some self oxidation of the
chromogen can occur leading to a higher background.

N. ASSAY SCHEME

Specimen Diluent
Controls&calibrator and zamaolas

o oser
- In case of problems, do not proceed further with the test and
he sS4 o
he s 7a

advise t

ASSAY PROCEDURE

The assay has to be performed according to the procedure
given below, laking care lo maintain the same. incubation time
for all the samples being tested.

Place the required number of strips in the plaslic holder
and carefully identify the wells for conlrols, calibralor and
amples:

Leave the A1 weil empty for blanking purpcses.

Dispense 50 ul Specimen Diluenl inlo all the control and
sample wells

Pipette 50 pl of the Negative Conirol i cate. 50 ul of
the Calibrator in duplicate and then 50 ul of the Positive
Contral _in single. Then dispense 50 ul of each of the
sampies.

Incubate the microplale for 60 min at +37C

[1™incubatien |
Temperature
Wash

Enzyme Conjugate

2 cubation

Temperature
Wash

TMEH202 mix
B ———
3

Temperature
Sulphuric Acid
Reading OO0

An example of dispensation scheme is reporied below:
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PURESDLTS
results are calculated by means of a cut-off value

ed-with the lollowing formula:

Cut-Off = (NC + PC) /5

Impartant note: When the calculation of resuilts is performed by

the operating system of an ELISA automated work station,

ensure that the proper formulation is used to calcufate the cut-

off valre and generate the correct interpretation of results

Micrdplate
R S e ] I o ) PR |
| | [
| T
Leganda. BLK = Bjank NC = Negalve Conlbral

CAL = Calibralor PC = Posilive Control 8 = Sample

O.INTERNAL QUALITY CONTROL

A check is performed on the controls/calibralor any time the kit
is used in order to verify whether the expected OD450nm or
Co/S values have been matched in the analysis.

Ensure thal the Tollowing parameters are mel:

10N OF RESULTS
Results are interpreted as ratio between the cut-off value and
the sample OD450nm or Co/S.

Results are interpreted according to Lhe following table:

Cols |Int: tati

<08 Negative

0g-1.1 Equivocsl

=14 Positive

A negalive result indicales that the patient has nol been infected

by HBV.
Any patient showing an equivocal result should be re-tesled on

| Parameter o mReaul
Blank well < 0.050 OD450nm value
MNegative Cantrol > 1.000 OD450nm after
(NC) blanking

coefficient of variation < 20%
Callbrator Colg>1
(about 2 PEI Liml)
Fositive Control < 0.200 OD450nm

a second sample taken 1-2 weeks after the initial sample

If the results of the test match the requirements stated above,
proceed to the next section.

If they do nol, do nol proceed any further and perform the
following checks:

The blood unit should not be transfused

A posilive result_is indicative of HBV infeclion and therefore the _
patient should be treated accordingly or the Diood unit should be
discarded.

Important notes:

1. Interpretation of resulls should be done under the
supervision of the laboratory supervisor to reduce the nisk of
ji 1t errors and misinterpretations.

Problem Check
Blank woll fhat the Chromogen/Subsirate solulion has nof became
> 0,050 OD450nm contaminated during Ihe assay

‘Hugative Cantral T thal the washing pracedure and Ihe washer seflings

(NC) are as validated in the pre qualificalion siudy:
< 1,000 OD450nm aHer | 2. thal the proper washing solubon has been used and
blanking | Ihe washer has been prmed with 1l before Use;

3, 1hat no mistake has been done in the assay
coefficient of vanation > | procedure {dispensation of posilive conlral inslead of
20% negative conlr
4. that no conlamvinalion of the negalive control or of the
wells where Ihe control was dispensed has accurred
duc to posifive samples. 1o spills or to the enzyme
conjugale;

G- P pe s FRYE - RRCOA- SoniRmeain-
wilh pusitive samples or with the enzyme conjugale

6. thal lhe washer needies are nat blocked or partiafly
zhstrucied

2, When lest results are transmitted from the laboratory to
another facility, attention must be paid to avoid erroneous
data transfer.

3. Diagnosis of viral hepatitis infection has to be taken by and
released o the patient by a suitably qualified medical

" doctor.

An example of calculation Is reported below.

The following data must not be used instead or real figures
ablained by the-User:

Negative Cantrol:  2.000 — 2.200 - 2,000 OD450nm

Calibrator 1. that e procedure has been comecty pedfonmed.
Cols <1 2. thal no mislake has occurred during its distribution

(ex.: dispensafion of negative control instead

3, 1hal the washing procedure and Ihe washer sellings
are as validaled in the pre qualificalion sludy:

4. that no exlernal contaminalin of the calibrator has
ocournsd.

Mean Value: 2.100 OD450nm
Higher than 1,000 — Accepled

Positive Control: 0,100 OD450nm
Lower than 0.200 — Accepted

Pasithve Canirol

1. that e procedune s bein ORECsy popmmed
0200 0D430nm i

2. thal no mistake has occurred during the distibution
of the contral (dispensaiion of negative contral nsload

Cut-Off = (2.100 + 0.100) / 5 = 0.440

0.400-0.360 OD450nm
0.380 OD450nm

Calibrator:
Mean value:
‘CofS>1 - Accepled

If any of the above problems have occurred, report the problem

lo the supervisor lor furlher aclions.

Sample 1. 0.028 OD450nm
Sample 2: 1.890 OD450nm
Sample 1 Co/S > 1.1 positive
Sample 2 Co/S <0.9 negalive
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R. FERFURMANCES

Evaiuaiion of Performances has been conducled In accordance
to what reported in the Common Technical Specifications or
CTS (art. 5, Chapter 3 of IVD Directive 98/79/EC).

1. LIMIT OF DETECTION:

The sensitivity of the assay has been calculated by means of
ihe reference preparation for HBcAb supplied by Paul Erich
Instituts (PEI HSc Reference Materiai 82). The assay shows a
sznsitivity aof about 1.25 PEI U/ml.

The table below reports the Co/S values shown by the PEI
standard diluted as suggested by the manufacturer to prepare a
limiling dilulion curve in Fetal Call Serum (FCS).

PEIUiml | Lot 1081 [ Lot G702 | Lotoroa/z] Lot 1202
5 | 228 i8.0 9.0 7.7
25 8.0 5.5 5.4 .
1.25 11 1.3 1.0 K
0.B25 04 1 o4 0.4 L

In addition Accurun 1 — series 3000 ~ supplied by Boston
Biomedica Inc., USA, was tested 1o determine its Co/S value.
Results are reported in the table below:

Accurun 1 —series 3000

[Vaiue | LotA001 [ Lol 0702 | LT 120Z]
Cos | 28 | 23 22

2. DIAGNOSTIC SPECIFICITY AND SENSITIVITY
The Performance Evaluation of the device was carried out in a
tnal conducted on more than tolal 6000 samples.

2.1 Diagnostic Specificity

Itis defined as the probability of the assay of scoring negative in
the absence of specific analyte. A tolal of more 5000 unselecied
donars, including 1% time donors, were examined

In a first sludy 2023 samples were tesled against a US company
as reference. A spe y of 99.5% was found. In a second
study 1588 samples were examined against a European
company_A_specificity-of-99.7% was -found.~In-the-last-study
1565 samples were assayed against the same US company; a
value of §3.8% was found.

In addition to the above population, 206 samples from
hospitalized palients were tested against the European
company. A value of 99.3% specificity was found.

Morsaver, d fic specificity was assessed by festing 184
potentially in ing spacimans [other inf diseases,
patlents affected by non viral hepatic dizeases, dialysis patients,
pregnant women, nemolized, iipemic, elc.) against the European
company, A value of specificity of 100% was assessed.

Finally, both human plasma, derved with different standard
techmiques af preparation (citrate, EDTA and heparin}, and
humar sera have been used to determine the specificity.

No false reactivity due to the method of specimen preparation
has been observed = = AR

2.2 Diagnostic Sensitivity

It defined as the probability of the assay of scoring pasi
the presence of specific analyte.

373 positive specimens were tested against the European
company: a diagnostic sensitivity of 98.7 was found,

J—PRECISION

The mean values obtained from a study conducled on three lofs
and on two samples of different ant-HBcAg reactivity, examined
in 16 replicales in three separate runs Is reparted below:

BCAB.CE: lot # 1202

Megutive Cantrol (N = 16}

Pz vilies Tt rury 2nd run T run
OO 450nm 1343 1.924
Sid. Deyiation 0081 0103
— cvy iz 53
Calibrater (N = 1
Mean valuas: 1 Tt run andrun | 3% mn Avstapgn
i I Vs
0D £50nm 0.143 2147 0148 2148
Sid, Devialion 0014 0017 o8 4016
CV% 98 114 121 113
Cols 2.8 2T 2.6 ar

BCAB.CE: lol # 0702

Negative Cantral [N = 16)
e : Toton Ancd it A e

00 4500m 2163 2110 2,108
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All the IVD Products manufactured by the company are
under the control of a certified Quality Mansgemeant
_System approved by an EC Notified- Body, Each lot is
“submittéd 0 a qualify ool [ rele he
market only if confarming with the EC technical

pecifications and accaplance criteria,

Sid Deviafion 0.023 4,139
CV % ] 42 6.6
Calibrater (N = 16!
heozn values Tal n ELET Ay
~ i
OO0 a50men 0182 0.185 0180
Sl Devialiog 0018 0me | OOP0
TV % 0.0 1] 0.6
Cois 2.5 1 z3 i 23
BCAB.CE: fot # 0702/2
Megative Control (N = 16]
[ WAman v Znd rn 3% run Aorrags
Y wilis
O 4500 2.098 2130 2,168
Sid. Deviation 0125 D158 0140
CV% 6.0 75 65
Calibratar N = 18
Haan valldes Tstrun Indipn 1L 3 Average:

C0 450nm:

D.180 0480

Etd. Deviaton 0.023 0.023 0,027
CV' % 121 12.3 135
Lol 2. 22 22

The variability shown in the tables did not resull in sample

S. LIMITATIONS OF THE PROCEDURE

Baclerial contamination or heal inactivalion “of the specimen
may affect the absorbance values of the samples with
consequent alteration of the level of the analyte. This tesl is
suitable only for testing single samples and not pooled ones.
Diagnosis of an infectious_disease_should_not be_established on
the basis of a single test result. The patient’s clinical history
symptomalology, as well as olher diagnoslic dala should be
considered
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e i ivated HBctgh positive htrman plasma;
ﬂ_ HBc ighi _ H 7.4+-01, 0.5% Tween 20, 0.03%
sodium_azide and 0.1% Kathon GC as preservatives.  _ o
etaTy dye
imporiani WNoie: Even if piasma has been chemically
A.INTENDED USE inactivated, handle this component as potentially
Enzyme ImmunoAssay (ELISA) for the infectious
quantilative/qualitalive determination of IgM class anlibodies
ta Hepalitis B Virus core Antigen in human piasma and sera with 3. Wash buffer concentrate: WASHBUF 20X
the "caplure” system 1x60mli/bottie. 20x cencenlrated solulion
The kit is inlended for the classification of the viral agent and for Once diluted, the wash soll s 10 mM phosphate
the follow-up of chronic patienls under therapy buffer pH 7.0+/-0.2, 0.05% Tween 20 and 0.1% Kathon GC,
For “in vitro" diagnostic use only.
4,.E Conjugate { plex) : CONJ
N . . 1x160 miivial. Ready-lo-use  solution. Contains  an
m._zquUCCdOZA . . immunocomplex formed by a specific mouse monoclonal
Hepatilis B core Antigen {or HBcAg) is the major component of antibody, labeiled with HRP, and a purified recombinant HBcAg.
the core parlicles of Hepalilis B virus (or HBV). = The reagent is dissolved into a buffer solution 10 mM Tris buffer
Particles have a size of 27nm m:u.no:ﬁ_: a circular double- pH 6.8+/-0.1, 2% BSA, 01% Kathon GC and 0.02%
stranded DNA molecule, a specific ONA-polymerase and  gentamicine sulphale as preservalives. The component is red
HBcAg. HBcAg is compased of a single polypeplide of abaul 17 colour coded.
kD that is released upon disaggregation of the core parlicles ;
the antigen conlains at least ane immunological determinant 5. Specimen Diluent : [DILGPE
Upon primary infeclion, anti HBcAg igM aniibodies are one of 2¢60.0 Buffered salution for the dilution of samples; it
the first markers of HBY hepatilis appearing in the serum of the  osriging 100 mM Tris buffer pH 7.4+/-0.1, 0.5% Tween 20, 2%
patient, together or slightly later lhan HBsAg, lhe viral suface Casein, 0.1% Kathon GC and 0.09% sodium azide as
antigens . . . preservatives. The component is blue color coded
Anti HBcAg [gM tilers, very high during the acule phase,
decrease along Lhe illness, as IgG anlibodies appear, down lo 6. Control Serum : CONTROL _..mi
w:am”_mo»m.u_m Exgi=liniconvalescent u.m:m:ﬁ i HBcAg IgM 1 vial, Lyophilized. Contains fetal bovine serum, human HBclgM
N chronic hepalitis, however, .m_u_xmm o m.:: g ' positive human plasma calibraled at 20 + 10% PEl U/ml. 02
synthesis are present, confirming reactivalion of HBV in mo/ml gentamicine  sulbhate and 0.1% Kathon GC as
in to permanent g0 low titers: Mmm?%:,\mm P £
The determination of anil HBcAg IgM artibodies has became  FoSeroles.
{ i
fir i St ol gl ke the vinie, of the phese 1. The volume necessary tc dissolve the content of the vial
ness and for the monitoring of palients under Ireatment may vary from lot to fot. Please use the right volume
reported on the label .
2. important Note: Even if plasma has been chemically
C.PRINCIPLE OF THE TEST “.“wmnn:_....\nw_.-_mmﬂ handle  this component as potentially
The assay is based on the principle of "IgM caplure” where IgM
class antibodies in the sample are firsl caplured by the salid 7. Chramogen/Substrate : SUBS TN
phase coated with anti higM antibody. * X ! . =
After washing out all the other components of the sample and M“u:mHK<_MH . UIOM_‘MM:M Ma\wc&HMJW_Mﬂm_WLM”_MmmUjwwmu,we:ﬁﬁﬂ
particular 1gG antibedies, the specific IgM nm.c__._aa on »:m.m methyi-benzidine .Q ,;\_m and 0.02% fydro m_: .maxam or
phase are delected by lhe addition of a purified preparalion of INO~< </ ydrog P
recombinant HBcAg, labelled with a monoclonal anlibody Zﬂ:m.. To be stored protected from light as sensitive to
conjugated with peroxidase (HRP). tre . ifluminati P 9
After incubation, microwells are washed to remove unbound ~ SOfg Hiumination.
conjugate and then the chromogen/substrale is added. . .
In the presence of peroxidase the colourless subslrale is  S- Sulphuric Acid: H2804 0.3 )
hydrolysed lo a coloured end-produci. whose optical density u.,ﬂ_mw.__\s.m__._”uo_,“,m__.ﬂw.ﬂm.wTMM%Wm%%ﬂ%mm.»Uumu pysaEpY
may—be—detected—and—is—proportional—to—the amount of -ight vwmm+pw_w.mﬂ+wm,wm. v.mw?;uuﬂ.u _uwm_m.+vmm.,,w. . Faddr
anlibodies lo HBcAg present in the sample. g . )
9. Plate sealing foi
D. COMPONENTS "
Each kit contains sufficient reagents to perform 96 tests. 10. Package insert: n°1
1. Microplate: | MICROPLAT!
Bx12 microwell sirips coated with purified anti human Igv  E.MATERIALS REQUIRED BUT NOT PROVIDED
specific mouse monoclonal anlibody, post-coaled wilh bovine 1. Calibrated Micropipetles (150ul, 100ul and 50ul) and
serum proteins and sealed inlo a bag with desiccant. Allow the dispasable plastic tips o
microplate to reach room lemperature before opening: reseal 2. EIA grade water (double distiled or deionised, charcoal
unused sirios in the bag with desiccant and store at 4°C. frealed to  remove  oxidizing  chemicals  used as
disinfectanis).
2. Calibration Curve: [CAL N° ] 3. Timer with 60 minute range or higher.
6x2.0 mlvial. Ready to use and color coded standard curve 4. Absorbent paper lissues. i .
calibrated on the HBclgM reference preparation supplied by 5 Om_%qm”ma_ mmrﬂ_mw microplate themmostatic incubalor (dry of
Paul Erlich Institute (HBc-Referenzserum-lgM 84), ranging: wet)iseljalyt —— —
CAL1 = 0 Ufml #/ CAL2 = 5 U/ml // CAL3 = 10 U/m} /f CAL4 = 20 6. Dm__cﬂ_mn ELISA _.:_nSEm.__ reader wilh 450nm (reading)
=Ml fFGALS =50-Uiml 4 CAL6 =100 U/l === = = ==—=—=—=-—and with.620-630nm-({blanking) fillers .= = mm o s e

7. Calibrated ELISA microplate washer.
8 S

similar g tools
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F WARNINGS AND PRECAUTIONS

i, The kil nas (0 De UseG Dy skiled and properly rained
technical ‘.c‘m—mo::m, only, under the supervision of a medical
docter Bmuo sible of the uEm*oJ\

2. All the parsonnel invaived in performing the assay have (o
wear uﬂo»mn?m laboratory clothes, talc-free gloves and glasses.
The use of any sharp (needles) or cutting (blades) devices
should be avoided. All the personnel invoived should be trained
in biosafely procedures, as recommended by the Center for
Disease Control, Atlanta, U,S. and reporled in the Nationa!
Institute of Health's publication: “Biosafety in Microbiological and
Biomedical Laboratori
3. All the personnel involved in sample handling should be
vaccinaled for HBV and HAV, for which vaccines are available,
safe and effeclive

The laboratory environment shouid be conirolied so as to
conlaminants such as dust or air-born microbial agents

tesl. Pratect the Chromogen/Substrate {TMB) from strong light
and avoid vibration of the bench surface where the test
undestaken

5. Upan receipt, store the kit 5t 2-8°C info a temperalure
cuntrofled refrigeratar or cold mom,

G. Do nof interchanoe components betwean different lots of
the kits. It is recommended that components between two Kits
of the same lot should not be interchanged.

7. Check that the reagents are clear and do no! contain
visible heavy particles or aggregates. If nol, advise the
laboratery supervisor lo ate the necessary procedures.

8. Avoid cross-conlamination  between  serum/plasma
samples by using disposable tips and changing them after each
sample,

9. Avoid cross—onlamination between kit reagents by using
disposable tips and changing them between the use of each

one
10. Do nol use lhe kil after :._m expiralion dale slaled on
Exieenallic! eoland }labels.

11, Treat all specimens as Uoﬁm:: ly infeclive. All human
serum specimens should be handled al Biosafely Level 2, as
recommended by the Center for Disease Control, Atlanta, U.S.
in compliance with what reported in the Institutes of Health's
publication: “Biosafety in Microbiological and Biomedical
Laboralories”, ed. 1984

12, The use of disposable plastic-ware is recommended in the
preparalion of the washing solution or in transferring
components inlo other containers of automated workstalions, in
order to avoid contamination.

13. Wasle produced during the use of the kit has to be
discarded in compliance with national directives and laws
concerning laboratory waste of chemical and biological
substances In particular, liquid waste generated from the
washing procedure, from residuals of controls and from samples

has—te—be—treated—as—potentially-—infective—malerial—and——Avoid-contamination-of-the-liquid-with-oxi

inactivated, Suggested procedures of inactivation are
treatment with a 10% final concentration af hausehald bleach for
16-18 hrs or heat inactivation by autoclave at 121°C for 20 min..
14. Accidental spills have to be adsorbed with paper tissues
soaked with household bleach and then with water. Tissues
should then be discarded in proper containers designated for
laboratory/hospital waste.

15, The Slop Solution is an irritanl. In case of spills, wash the
surface with plenty of water

16, Olher waste materials generated from the use of Sm kit
(example: tips used for and confrols, used mict I
m;n..__n_ be -handled as potenti; _< infective and ni:amma

wastes

G. SPECIMEN: PREPARATION AND RECOMMANDATIONS
1. Blood is drawn aseptically by venepuncture and plasma or

sened ir-the preparalion ol the-samoie- with- aitreste-- EDTA
and heparin.
2. Avoid m:< addition oﬂ Emmmzm‘zmm. mmvmn.,m_s\ sodium azide
as activity of the

G
3. Samples have 1o be clearly idenlified with codes or names in
order 1o avoid misinterpretation of resulls.

4. Haemolysed and visibly hyperlipemic (“milky") samples have
o be discarded as ihey couid generate faise resuils, Samples
containing residues of fibrin or heavy particles or microbial
filaments and bodies should be discarded as they could C]
se 1o false resuits.

5. Sera and plasma can be slored at +2°...8°C for up to five
days afler collection. For langer storage periods, samples can
be stored frozen at —20°C for several months,  Any frozen
sampies shouid noi be freeze/thawed more than once as this
3m< generate parlicles lhat could affecl the test result

ey
§. If particles ar

filter using 0.2

H. PREPARATION OF COMPONENTS AND WARNINGS

& study conducted on an opened kit has not pointed oul any
relevant loss of activity up to 6 re-uses of the device and up 10 3
maniths,

Microplate:

Allow the microplate to reach room temperature (aboul 1 hr)
before opening the container.  Check thal the desiccant has
not lurned dark green, indicaling a defect in manufacturing.

In this case, call Dia.Pro’s customer service.

Unused sirips have lo be placed back inlo the aluminium pouch,
with lhe desiccant supplied, firmly zipped and stored at +2°-8°C.
When opened the first time, unused strips are stable until the
humidily indicalor inside (he desiccant bag lurns from yellow lo
green.

Calibration Curve:
Ready to use. Mix well on vortex belore use.

Wash buffer concentrate:

The whole content of the 20x concentrated sclution has 1o be
diluted with bidisliled water up to 1200ml and mixed gently end-
over-end before use

During preparation avoid foaming as the presence of bubbles
could impact on the efficiency of the washing cycles.

Note: Once diluted, the wash solution is stable for 1T week at
+2,.8° C.

Enzyme conjugate:
Ready to use. Mix well on vortex before use.

ng-chemicals;-dust

Sulphuric _ann

on voriex oeflore use
m_‘: (H315, H319; P280, P302+P352, P332+P313,

D»Dn+_uun‘_+_uw\~m P227+P212, “udmminjmu,.

Legenda:

Warning H statements:

H315 —~ Causes skin

H319 — Causes serious m<m rrilation

Precautionary P statements:

P280 - Wear proteclive gloves/protective clothing/eye
protection/face protection

P302 + P352 — IF ON SKIN: Wash with plenty of soap and
water,

P332 + VwAw — If skin

lation occurs: Get medical

P305 + numd 4+ P338 - [F IN EYES: Rinse cautiously wilh water
for several minutes, Remove contact lenses, if present and easy
to do. Confinue rinsing.

P33T + P313 - If eye iritation persists: Get medical
advicelattention.

P362 + P363

contaminated clolhing and wash

before reuse

L. INSTRUMENTS AND TOOLS USED IN COMBINATION
WITH THE KIT

1

§_Qou_um:mm have lo be calibraled lo deliver the correcl
ired by the assay and must be submitted to
regular qmnoRmE_:m:o: (household alcohol, 10% solution
of-bleach—hospital-grade—
could accidentally come in contact wilh the sample, They
should also be regularly mainlained. Deconfamination of
spills or residues of kil components should also be carried
out regularly. They should alsc be regularly maintained in
order ta show a precision ol 1% and a trueness of +2%.

The ELISA incubator has lo be set at +37°C co_m—m:nm of +-
0,5°C) and regularly checked to ensure the comecl
temperature is maintained. Both dry incubators and water
baths are suitable for the incubations, provided that the
instrument is validated for the incubation of ELISA tests

The ELISA washer is exiremely important to lhe overall
performances of lhe assay. The washer must be carefully
validated and correctly oplimized using the kit controls and
relerence panels, before using the kit for routine laboratory
tesls. 4-5 washing cycles (aspiration + dispensation of
350ul/well of washing solution = 1 cycle) are sufficient to
ensure that the assay performs as expecled. A soaking time
of 20-30 seconds between cycles is suggested. in order to

or microbes.  If th component has to be transferred, use anly
piastic, and if possible, slerile disposable containers

Specimen Diluent
Ready to use, Mix on vortex before use.

Control Serum

Dissalve the content of lhe vial with EIA grade waler as reported
in 1he label. Mix well on vortex before use. The dissolved control
serum 1s ready to use.

Note: The control after dissolution is not stable. Store
frozen in aliquots a1 -20"C.

Chromogen/Subsirate:

Ready to use. Mix well on vorlex before use.

Avoid contaminalion of the liquid wilh oxidizing chemicals, air-
driven dust ar microbes, Do nol expose lo strang light, oxidi
agenls and metallic surfaces

——-—=-=serum-is-prepared-using standard-techniques of-preparation-of- ——If-this componenl has. to. be- lransferred-use-only. plastic,-and-if

samples for

inical laboralory analysis. No influence has been

possible. slerile disposable container

[ FN

sel correclly their number, it is recommended 1o run an
assay with the kit conlrols and well characterized negative
and posilive reference sampies, and check io maich the
values reported below in lhe seclions “Validation aof Tesl”
and “Assay Performances’. Regular calibration of the
valumes delivered by, and maintenance (deconiamination
and cleaning of needies) of the washer has to be carried out
according to the instructions of the manufacturer
fncubation times have a tolerance of +5%.
j._m ELISA reader has to be equipped E;: w qmmn_:m filler of
450nm and with a second strongly
recommended) far banking purposes Blanking is carmied oul
an he well identified in the section “Assay Procedure”. The
optical system of the reader has 1o be calibrated regulady to
ensure the correct optical density is measured. It should be

&

regularly mainlained according to the manufaclurer ‘s
instruclions
When using an ELISA aulomaled work station, all critical

m_mum (dispensati
i

n, incubation, washing, reading, data

regularly serviced in order to malch the vajues reported in

gl have o becarefullyset, calibrated, controlledand ™

assay pro
system of the unij m:q validaled as for the washer and Em

reader. In addition, the liguid handiing part of the station
(dispensation and washing} has 'o be
correclly set. Particular attention must be paid lo avoid carry
over by the needles used for dispensing and for washing.
to minimize the
mination of adjacent wells. The use of

ELISA automaled work stations is recommended when the
number ol samples to be tesled exceed 20-30 units per run.

7. Dia.Pro’s customer service offers support lo the user in the
sefting and checking of instruments used in combination
with the kit, in order ta assure compfiance with the
requirements described. Support is alsc provided for the
ns!allation of new instruments o be used with the

L. PRE ASSAY CONTROLS AND OPERATIONS

1. Check the explration date of the kil printad on the external
|abel (primary contamer). Do not use If expired,

2. Check that the liquid components are not contaminaled by

ible  parlicles or aggregates.  Check  that  the
Chramogen/Substrate (TRMB+Hz02) is colourdess or pale
blue by aspirating 8 small volume of it with a sterile plastic
pipette. Check that no breakage occurred in transportalion
and na spillage of liquid is present inside the box (primary
container). Check that the aluminium pouch, containing the
microplate, is not punctured or damaged.

3. Dilute all the content of the 20x cancentrated Wash Solution
as described above.

4. Dissalve the Control Serum as described above and gently
mix,

fectants)-of those parts that 5. Allow ali_the ¢ oEmPnchcnmn_m lo_reach room temperature:

(about 1 hr) and then
reagents.

6. Sel lhe ELISA incubalor at +37°C and prepare lhe ELISA
washer by priming with lhe diluled washing solution,
according lo the manufaclurers inslructions. Set Ihe right
number of washing cycles as found in the validation of ihe
instrument for its use with the

7. Check that the ELISA reader is lurned on or ensure il will be
turned on at least 20 minules belore reading.

B, If using an aulomated work station, turn on, check settings
and be sure 1o use he right assay protocol

9. Check thal the micropipeltes are set to Ihe required volume.

Check that all the other equipment is available and ready

ta use

gently on vortex all liquid

=)

In case of problems, do not proceed further with the test
and advise the supervisor.

M. ASSAY PROCEDUR

The assay has to be carried oul according to what reporied
below, taking care to maintain the same incubation lime for all
lhe samples in testing

Two procedures can Um carried out with the device according to
the requesl of the cl

M.1 Quantitative analysis
Place the required number of strips in the plastic halder and

carefully angmém_ia%amamlm:n samples——M™™—— ———————

| Sampie Diluent inlo a
disposable tube and __._m: :u ul wmau_ ; mix on vorlex before
use. Do not dilute the Calibratars and the dissolved Control
Serum as they are ready-lo-use.

Leave Llhe A1+B1 wells emply for bianking purposes
Pipetie_100_ul of the Calbrators in duplicaie 100 pl

3.
4.

dissolved Controi Serum in dupiicale foiiowed by 100 pi of
luled samples. The Conltrol Serum is used to verify that
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