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PROPONENTE: UOC PROVVEDITORATO ED ECONOMATO

OGGETTO: Fornituradi n.200 test 2019 nCoVC IgM e lgG per ladiagnos di screening rapida di
infezioni da Coronavirus 2019, da destinare alla UOC Patologia Clinica - Acquisto
ex art. 63, comma 2, lett c del D.Lgs. n.50/2016 e smi.
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23-ter, 24 e 40 del D.Lgs. n. 82/2005. Eventuale riproduzione analogica, costituisce valore di copia semplice a scopo illustrativo.



REGIONE CAMPANIA
m AZIENDA OSPEDALIERA DI RILIEVO NAZIONALE
E DI ALTA SPECIALIZZAZIONE

“SANT'ANNA E SAN SEBASTIANO” DI CASERTA

Oggetto: Fornitura di n.200 test 2019 nCoVC IgM e IgG per la diagnosi di screening rapida di infezioni
da Coronavirus 2019, da destinare alla UOC Patologia Clinica - Acquisto ex art. 63, comma 2, lett c del
D.Lgs. n.50/2016 e smi.

Direttore UOC PROVVEDITORATO ED ECONOMATO

PREMESSO CHE

-il Direttore della UOC Patologia Clinica, Dott. Arnolfo Petruzziello, con 1’allegata nota (Prot.

n.7141 del 27/02/2020 — allegato n.1), facendo seguito alle “...recenti note diramate a livello

ministeriale...” , ha richiesto alla scrivente Direzione 1’acquisizione “...con urgenza....” dei Kit

sottoindicati per la diagnosi di screening rapida di infezioni da Coronavirus 2019:

a) MAGLUMI 2019 nCoV IgM (CLIA) - n.100 test;

b) MAGLUMI 2019 nCoV IgG (CLIA) - n.100 test;

- con la suindicata nota, il precitato Direttore ha anche precisato che:

a) il test in questione e disponibile su piattaforma MAGLUMI,

possesso ...” della UOC Patologia Clinica;

b) la Ditta presso la quale approvvigionarsi € la MEDICAL SYSTEM Spa.;

CONSIDERATO CHE

- iprodotti in questione sono correlati alla diagnosi dei casi sospetti di Coronavirus;

- nel caso di specie, ricorre I’esigenza urgenza indifferibile di approvvigionarsi a tutela della
salute pubblica;

DATO ATTO che quest’Azienda con delibera dell’allora D.G. n.185/2019 (agli atti),

nell’aggiudicare la fornitura triennale di Sistemi Diagnostici per la UOC Patologia Clinica, ha

disposto, tra I’altro, 1’affidamento del lotto n.32 (Immunometria speciale a completamento di

profili clinici — CIG. n. 74986891EC) in favore della Ditta MEDICAL SYSTEM Spa. (Stralcio del

prospetto di aggiudicazione — allegato n.2) ;

RILEVATO CHE

- in data 02/03/2020, la scrivente (Prot. n.7318) ha richiesto alle Ditte Medical System Spa.

(allegati n.3) di produrre con la massima urgenza offerta per 1’affidamento della fornitura di cui

trattasi;

- la suddetta Ditta ha prodotto offerta (allegato n.4) , secondo la configurazione ivi riportata, qui

richiamata e trascritta e per I’importo complessivo di ciascuna tipologia di test pari ad € 1.440,00

oltre Iva al 22%;

- in data 05/03/2020 la scrivente, al fine di assicurare il regolare prosieguo dell’istruttoria, ha

rimesso la suindicata offerta (allegato n. 5) al precitato Direttore

CONSIDERATO CHE detto Direttore ha dichiarato che “ ...il prodotto é conforme...”, come da

specifica apposta sulla offerta rimessagli in copia(allegato n.6);

VISTO P’art. 63, comma 2, lett. c del D.Lgs. n.50/2016 e smi;

ESAMINATI tutti gli atti innanzi richiamati ed allegati alla presente

ATTESTATO che la presente proposta di determinazione € formulata previa istruttoria ed

estensione conformi alla normativa legislativa vigente in materia e puo essere pubblicata

integralmente;

€«

....sistema diagnostico gia in
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REGIONE CAMPANIA
m AZIENDA OSPEDALIERA DI RILIEVO NAZIONALE
E DI ALTA SPECIALIZZAZIONE

“SANT'ANNA E SAN SEBASTIANO” DI CASERTA

DETERMINA
per i motivi espressi in narrativa di:
I - DI AFFIDARE alla Ditta Medical System Spa. la fornitura sottoindicata, da destinare alla UOC
Patologia Clinica per la diagnosi di screening rapida di infezioni da Coronavirus 2019 e per
I’importo complessivo di € 2.880,00 oltre Iva al 22%:

Descrizione Codice TEST/CONF Prezzo Sconto Prezzo conf. | Prezzo a test
prodotto prodotto LISTINO
MAGLUMI 2019 130219015 100 CE € 1.600,00 10% € 1.440,00 € 14,40
nCoV IgG (CLIA) - M
MAGLUMI 2019 € 1.440,00 € 14,40
nCoV IgM (CLIA) - | 130219016 100 CE € 1.600,00 10%
M

IT - DI DARE ATTO che il costo derivante dal presente provvedimento e pari ad € 3.516,60 Iva
inclusa al 22% ed e da imputarsi sul conto economico 5010105010 “Dispositivi medico-diagnostici
in vitro” bilancio 2020;

III - DI NOTIFICARE copia di detto provvedimento alla Ditta MEDICAL SYSTEM Spa.;

IV - DI TRASMETTERE copia del medesimo, ai sensi di legge, al Collegio Sindacale, alla UOC
proponente, ai Direttori delle UU.OO.CC. Gestione Economico - Finanziaria, Patologia Clinica e
Farmacia Ospedaliera per gli adempimenti di rispettiva competenza;

V - DI PUBBLICARE integralmente la presente determinazione.

UOC PROVVEDITORATO ED ECONOMATO
IL DIRETTORE

Dott.ssa Antonietta Costantini
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REGIONE CAMPANIA
m AZIENDA OSPEDALIERA DI RILIEVO NAZIONALE
- E DI ALTA SPECIALIZZAZIONE

“SANT'ANNA E SAN SEBASTIANO” DI CASERTA

ATTESTAZIONE DI VERIFICA E REGISTRAZIONE CONTABILE
(per le proposte che determinano un costo per I’AORN — VEDI ALLEGATO)
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Alla c.a. del Direttore UOC Provveditorato.
UOC Farmaeia
E p.c. Subcommissarioe S_anita'rid
SEDE

Oggetto: acquisto urgente test rapido anti Covid 2019

In relazione alle recenti note diramate a livello ministeriale si richiede con urgenza I'acquisizione
del test 2019 nCoV IgM e Ig(G per la diagnosi di screening rapida di infezione da Coronavirus 2019,
Essendo il test disponibile su piattaforma Maglumi, sistema diagnostico gia in possesso di questa
UOC, si richiede 1’acquisizione in trattativa diretta dalla Ditta Medical System (vedi allegato)

Maglumi 2019 nCoV IgM (CLIA) 100 test
Maglumi 2019 nCoV IgG (CLIA) 100 test

Caserta li, 27/02/2020
1l Direttore UOC Patologia ClinfGi
Dott. Arnolfo Petruzziello
r.0.C Patoloma Chiniea
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o Dipartimento dei Servizi Sanitari
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Tel. Direzione: 0823 232764; Segreteria: 0323 232144/2150; Ambulatorio 0823 2329 32
e.mail: patoicniaclinica@ospedale.caserta.it: patologiasiinica,di
Direttore Dott. Arnolfo Petruzziello




Snibe c € REF |1302100160: 100 tests

MAGLUMI ~ 2019-nCoV IgM (CLIA)

INTENDED USE

The kit is an /n Vitro chemilurninescence immunoassay for the qualitative defermination of ight antibodias fe nove! coronavirus {2019-nCaV gty in
human serum or plasma using the MAGLUME senes Fully-auto chemiluminescence immunoassay analyzer.

SUMMARY AND EXPLANATION OF THE TEST

The novel coronavirus (201 g-nCoY) causes an epidemic of acue respiratory syndrome in humans in Whihan!, belonging o the genus
Betacoronavirus. It has an envelope, particies are round or oval, often polymorphic, and the diameter is BO ~ 140nm. s genelic characteristics
are significantly differant from SZARSr-CoV and MERSH-CoV. Cument research shows that it has more than 85% homoicgy with bat SARG-like
coronavirus (bat-SL-CoVZC45) ", e
20t9-nCoVis _mamly _h*ansmitted through respiratory droplets and can also be transmitted through contact. The sources of infection seen so far
are mainly patients with pneumonia infected Dy the novel coronavirus >, '
Resea_rc.h has shown that detection of IgM and 1gG antivirat antibadies in the serum samples from @ patieni’. Afier human infection ia 2019-nCoV,.
its anfigen stimdates the immune system 1o produce an immine response, and comesponding amibodies appear in the blood. Among them,.
2019-nCoV 1ghl appears earlier, and then 2018-nCeV ight titers decrease, {he 2019-nCoV lgG potency rose rapidly. :
This kit is mainly used for the assisted diagnosis of the novel ceronavirus {2019-nCeV) infection, ,
2018-nCeV, named by the World Health Organization on January 7. 2020, is annaunced the oficial name: Severe Acute Respiratory Syridroms:
Coronavirus 2 {SARS-Cov-2) by the International Commitlee on Taxonomy of Viruses {ICTV) on February 11, 2020. On the same day, the:
Dlredg;-ggr\ﬁ.g? gf the World Health Organization (WHO) Tan Desai announced that pneumonia infected with SARS-CoV-Z will be officially,
named " " i

PRINCIFLE OF THE TEST T
The MAGLUMI 2016-nCoV ight {CLIA) assay is a capture chemiluminescence ENIMUNoassay. o
The prediluted sample {or calibratorfeontrol, if appicable), buffer, magnetic microbeads coated with anti-human 1gM monoctonal antibody re, mixed:
thoroughly and incubated, forming immune-complexes. After precipitation in a magnetc field, decant the supematant, and perform a wagsh cycie! -
Then add 2019-nGoV recombinant antigen tabeled with ABE! and incubate to form complexes. Afler pracipitation in 2 magnetic field, decant the
supematant, and then perform ancther wash cycle. Subsequently, the Starter 1+2 are added to iritiate a chemiluminescent reaction. The light sigrial
is measured by a photomultiplier as retative fight units (RLUs}, which is proportionat to the concantration of 2018-nCoV lghl presert in fhe sample
{or catbrator/control, i appiicable). . :

KIT COMPONENTS
Maicrial Provided —
Component Contents (REF: 430219016M
- - Magnehc microbeads Coated with anti-numan ght Thonocional aribody, PBS buffer
Magnetic Microbsads and BSA, NaN; (<0.1%). &ML
Calibrator Low Zoie-nCoV jah; PES buter and BSA, Nals {=0,1%}. 1.0mbL
Galibrator High 201e-nCov Igh, PBS buifer, and BoA, NaNs {=0.1%6). 1.0mL
PES butter, Goet anti-Human IgG. Goat anti-Human loA Mouse igG, Goat oG and 23 5 mlL
Buffer B85A, NaN; (<0.1%). :
S010-neoV recombinant antigen Tabaled with AREl, Tiis-FiGl bufier, Wouse 1gG, Goat 3.5 mL
ABEI Label I9G. and BSA, NaNs (<0.1%).
. DBS bufler. Goal anb-Humar 1gG, Goat anti-Human TgA Mouse 195, Goat IgG and 235 mi
Pituent BSA, NaNs (<0.1%). .
Negative Control PBE Dufier, containing BoA, Nals (<0.1%;. ] 1.0mL I
Positive Control Zio-nGoy Igh, PES buter, cortainitig BSA and Mata g-ct},‘i%}. 4.0 mbL
Al reagents are provided ready-to-use. &
Accessories Required But Not Provided
MAGLUM]I Series: ,
Reaction Module REF: 630003 '
Starter 1+2 REF: 120209004 M;130269012M; 13028902714 i
wash Concentraie REF: 130299005M .
Light Check REF: 1302080060
Reaction Cup REF; 130105000101
Magiumi 80G REF: 23020018
Magurmi 800 REF: 23020003
Magluzi 1000 REF: 23020008
Maglami 2000 REF: 23020008
Magiumi 2000 Plus REE: 23020007
Maglurni 4000 REF: 23020014
agiumi 4000 Plus REF: 23020037
MAGLUMI X8 REF: (10101008801
Bialumi 8000 REF; 23010001 e _.L__ -

Dlease order accessories o Shenzhen New Industries Bomedical Enginessing Co-, [id. (SNIBE) of our ananzed reprasentative.

CALIBRATION )

Traceability: This mefhod has been standardized against the SNIBE internal reference substance. i . ) .
Test of aseay specific calibrators aliows the RLU values to adjust the assigned mastsr curve. Resuils are determined via & calibration ©ve whic?‘_i is
instrumsnt-spaciically generated by 2-pairt calibration and a master curve {10 calibrations) provided via the reagent Radio Fraguency idertification
(RFID) CHIP.

Recalibration is recommended if any of the following conditiors QCCUrs:

» After sach exchange of iols (Reagent of Starter 142).

» Every wesk and/or each time & new reagent kit is used.

» After instrument service is requirad.

o If controls e cutside the expected range.

QUALITY GONTROL

Follow governmant reguiations of accreditation requirerents for quaiity controt fregquency. 3

Internal guelity controt is onty applicabie with MAGLUM! system. For instructions for use and target value refer to 2019-nCoV Ighf Quiality Coentrol
information. User neads to judge resulis with thetr own standards and knowledge.
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For details about entering quality control values, refer o the operafing insiructions of MAGLUMI series Fully-zito chemilurminescence
immunoassay analyzer, : S

To moritor system performance, quality conrol materials (negative control and positive contral) are required. Treat all quality coniro] samples with
the same level of care ae pafient samples, A satisfactory tevel of performance is achisved when analyte values obfained are within the acceptabie
Control Range for the system or within your range, as determined by an appropriate internal laboratory quality control scheme. If tha quality control
resuits do not falf within the Expected Values or within the [abonstony's established valuss, measyroment of the guality contral should be repeated. If
the qualiy condrol results still do not fal within the range, do not report resuits and take the following actions: : :

= Verify that the materials are not expired.

» Verify that required maintenance was performed.

» Verify that the assay was performed according fo the instruction for use.

= Rerun the assay with fresh quality control sampies.

= Hnecassary, contact your iocal technical support provider or distdbutor for assistance,

SPECIMEN COLLECTION AND PREFARATION

» Human serum or plasma may be used with the 2019-nCaV IgM (CLIA} assay. Serum including sampies caliected using standard sampling tubes,
ubes contalning separating gel or procoagulant Inert separation tubes, For plasma samples, the anticoagulants including K>-EDTA, Ke-EDTA,
Na, -EDTA, have been tested and may be used with this assay.

» Do ot use grossly hemolyzed specimens.

» Inspect all specimens for bubbles. Remove bubbles with an appficator sfick before analysis. Use a new appilicator sfick for each specimen 1o
prevert cross cortamination,

+ Specimens removed from the separator gel, cells or clot may be stored 5 days at 2-8°C.

« Specimens can be stored more than 5 days frozen at -70°C or colder. Avoid repeated freezing and thawing. Frozen specimens must be mixed
thorughly after thawing by fow speed vortexing or by gently inverting.

= For opbimal resuits, specimens should be free of fibiin, red binad calls, or other parficulate matter. Such specimens may give inconsistent results
and must be fransferred to a centrifuge tube and centrifuged at = 10,000RCF (Relative Centrifugal Force) for 10 minutes. Transfer clarified
spe;:.tmen joa sam!ple cup o secondary fibe for tesfing. For centrifuged specimens with a lipid Jayer, transfer orly the clarified specimen and not
ihe fipemic mererial,

» Before shipping specimens, it is recommended that specimens be removed from the separator, red blood cefis o clot. When shipped, specimans
should be packaged and iabeled in compliance with applicable state, federal and imMematanal regulations covering the transport of ciinical
specimens and infectious substances. Specimens should be shipped frozen..

= The sarmple volume required for a single determination is 10 L

WARNING AND PRECAUTIONS FOR USERS

- For In Vitro Diagnostic Use.

» Foliow the package insert carefully. Reliability of assay results cannot be guaranteed i ihere are any deviafions from the instructions in this
package insert. - .

Safety Precautions K

« CAUTICON: This product requires the handiing of human specimens. It s recommended that all human souced materiais be considerad
potentially infectious and handled in accordance with the 29 CFR 1910.1030 Occupational expasure te bloodbome pathogens. Biosafely Level 2
or ather appropriate biosafely practices should be used for maienials that contain ar are suspected of containing infectious agents. C

» Al samples, biological reagents and materials used in the assay shouid be considered potentially able to transmit infectious agents. They should
therefore be disposed of in accordance with the practices of your institution. Discard ai materisls i a safe and accepiable manner and in
compliance with prevailing reguiatory requirements. Lo

= This product contains Sadium Azide. Dispose of contents and container must be in ancordance with all local, regional and national regulations.

= Refer to safely data sheets, which are availabie on request. o

Handling Precamtions

= Do not use reagent kits beyond the expiraiion date.

» Do not imerchange reagent components from different reagents or lots. .

= Prior to loading the Reagent Kit on the system for the first time, the Reagent Kit requires mixing to re-suspend magnetic microbeads that have
setied during shipment. Coee

= For magnetic microbeads mixing instructions, refer to the Preparation ofthe Reagent section of this package insert ’

» To avoid contzmination, wear clean gioves when aperafing with a reagent kit and sample.

» Dver time, residual Bquids may dry an the septum surface. These are typically dried salts which have no effect on assay efficacy.

» To avoid evaporation of the fiquid in the opened reagent kits in refigerator, it is recommended that the opened reagent kits to be sealed with
reagent seais contained within the packaging. The reagent seals ars “single use™, and if more seals are needed, please contact Shenzhen New
Indusiries Biomedical Engineering Co., Lid. (SNIBE) or our authorized representative,

» For deteiled discussion of handling precautions during system operation, refer (o the SNIRE serviee information

STORAGE AND STABILITY
« Store at 2.8°C. Do not freeze.
= Keep upright for storege fo faclitate later propar resuspension of magnetic microbeads.
= Keap away from sunfight,
Stability of the reagent
unopened &t 2-8°C urdtif the stated expiration date
opened at 2-8°C 5 weaks
onboard 4 weeks

TEST PROCEDURE

Preparafion of the Reagent

o Take the reagent kit out of the box and observe the sealing film and other parts of the reagent kit to see i there is any ieakage. In case of leakage,
please contact your iocal agent immediately. And then tear off the kit sealing fim carefully.

o Open the reagent area door; hold the reagent handie to getthe RFID label cluse to the RFID reader {for sbout 28}, the buzzer will beep; one hes
sound indigates successful sensing.

= Keeping the reagent strgight insert to the bottom aiong the biank reagent track.

= Observe whether the reagent information is displayed successfully in the software interface, otherwise repeat the above steps. C

= Resuspension of the magnetic microbeads fakes pace autornafically when the kit is ioaded successiully, ensuring the magnetic micrdbeids are
totally resuspendad homogenous prior to use. P

Assakaaliblaﬁon o

« Click <Galibration> or <Batch Calibration> bution to execute calibration o ration; For specific informati i ibrati g
Cajibration Section of the Operafing Instructions. Pe pe rformiation on ordering calibrations, r;far?_t_he

= Execute recalibration according o the calibration interval required in this manual.

Quzlity Cantrot

. g s(;rgra]r ef.sc avoid manually error in entry of QC information, the provided barcode tabels of quaiity contral in the: kit can be used attached on the

« Sirictly foliow the quality control procedures when using the qualily controls.. '

= f users do not use the provided barcode labels for positive and ative controfs contained within i i i §
ardered manually, P neg within the packaging, then quality controls shouid be

» For speciic information on ordering quais controls, refer 10 the Quality Control ion of the i ;
Sample Tootng G quality ity Secffon o Operating instnictions.

e Order the samples in the Sampie Area of the software and click the <Start> button fo exectite testing. For specific informai ing paticr
specimens, refer to the Sample Ordering Section of the Operating Insirictions, 9. Forspedific information an ordering patiertt
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To ensure proper test performance, strictiy adhere 1o the oparating instructions of MAGLUM seties Fully-auto chemilumingscence iMMUROAsS2Y
analyzer.
DiL.UTION

Samples with concertrations above 30.0 AUSmL can be diluted automaticaliy by analyzers of manually. Afier manual diution, mutiply he result by
1he diltion factor. After dilution by the anatyzer, ;the analyzer software automatically takes the diwtion into account when caleutafing the sample

concentration.

The automatic sampie diluifon is available after dilution setiings are done in the MAGLUMI series Fully-awste chemiluminescence MMUnoassay
anaiyzer user software. Plesse refer to the operating instructions of MAGLUM! series Fully-auto chamiuminescence iMmunoassay analyzer.
LIMITATIONS

o This testis sitable only for investigating single samples, not for pooled sampies of heat-inactivated spacimens.

« Bacterial contamination of repeated freeze-thaw cycles may affect the test results.

o Fresh sample is recommended. f a low posifive result was get, repeated test shoud be conducted after centifuged especial severaly or using
addtional test 1o confirm the rasuit.

= Assay resuits should be ufifized in conjunciion with other clinical and laboratary methods to assidd the chimician in making individual patient
diagnostic decisions.

» 1 the 2018-nCoV IgM resulis are inconsistent with clinical evidence, addifional testing is suggested 1o confim the result.

« HAMA anfibodies in test samples may cause interference n imMmeinoassays.

RESULTS

Calculation of Results

The analyzer automatically caicuiates the concentration in each sarmple by means of & cafibration curve which is generated by 2 2-point calibrafion

master cutve procedure. The resulis are expressed in ALJmL. For further information please refer o the operating instructions of MAGLUMI series .. |

Fufly-auto chemiluminescence mmunoassay analyzer.

interpretation of Results

Resufts obtained with the s019-nCaV [gM assay can be interpreted as follows:

+ Non-reactive: A result less than 0.900 AUMML (<0.800 AUML) s considerad to be non-reactive.

o (Gray 2one: A result in the imterval hetween 0.800 and .10 (0.900< x<1.10 AUmL) 2 considered to be equivosal.
+ Reactive: & result greater than oF equal to 1.10 AUfmL (z1.10 AUImML) i considered to be reaciive.

PERFORMANCE CHARACTERISTICS

Precision

Precision for 2018-nCoV ight ssay was determined as described in the CLSI EP5-A3. 2 controis and 3 samples containing different conceniration
of analyte were assayed in duplicate at three sites on five days, with 3 runs pet day, one lot of reagent for ach run and 2 repiicates per fun. The
result is summarized in e following fable:

Fopasinbiy | Beiween o Bevmman e

| | o | % | qm EaraEd
oo [ W [ oot TNATL DS
—soer | Teo | ozes | Tas | owr | 847

d us interference ) . . i
?aoogza?n slimpfes {one ne gtive sample, one positive sampls) were spiked with potertial endogenous inierference. The results of the
table:

interferences are listed in the folta

Tferierence
—————Hemoglobin | 3000 mg/dL
Bifrubin a0 mg/dL
Tralycerides 1000 mgfdL
_FEEEE—

?ﬁ? ﬁrﬁierg:ﬁ::&es {one negafive sample, one positive sample) were spiked with poterntial endogencus interference. The rasutts of the

i i i following {zbie:
inferterences are isted In (e AE s rerance o iAlerfalence up 1o
—Acem—i cieing g
Ampicilin Sodiuin 100 mgidL
.l
Mewonidazole —EEE_
Tatracycling ﬂiﬂm_

—m;_

‘@WM

Teibivuding

_ Ev"“-"'

i g e o uding infi irus fype A antibody. irfluenza vins ype B
inieal 2018-nCaV 1gM NS ative samples, which contain polential cross-reaciants incl ing & uenza virug .
ca;%lbccaéy, paraﬁnlmarga‘lm virug antibody, respiratory syncylial virus antibody, adenovirus antihody, EBY NA g3, EBV VCA [gMﬂgG, cMy lghigG,

i i i i i saciity of 2019-nCoV igM
. Prieumonia lghtA G, chiamydia priSUmSiac igMigE, Candida sihicans, ANA were used to evaluate the cross-T
assay. Of all ‘mg potgnﬁa'l crosd-Teactants, none were found to cause false positive in the so4e-nCoY Igh assay.

Clinical Sensitivity
The clinical sensitivi

confired novel coronavirus infected sps i 3 ] i was caloulated to be 48,28%.

was detenmined for 87

Specimen Category

Chinical confirmed
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Clinicai specificity :
The clinical specificity was determined for 370 non- nove! coronavinss infected specimens, nornal sampies and interference sampiss, The dlinical

spedificlty was calculated to be 100%.
Specimen Category S 2018-nCoV igM (CLIA)

Negative %Specificity
negative spacimens 3rn 370 100%

REFERENCES _ .

1. Zhou, P, Yang, X, Wang, X. & al A pnoumonia outbreak associated with a new coromevirus af probable bat ofigin. Nature (2020).
hittpys ffdoi.org/10.1038/s4 1586-020-2012-7.
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Shenzhen New Industries Biomedical Engineering Co., Ltd.
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Shanghai International Holding Corp. GrabH (Eurcpe}
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SYMBOLS EXPLANATIONS
Consuit instructions for use “ Manufacturer
AT Temperature limit g
2% /i/ (Store at 2-8°C) Use-by date
s

Contains sufficient for <n>= tests Keep away from sunlight

<
" '\\,
7

. ! Authorized representative in the Europsan
It sy =T=] e
Irt vitro diagnostic medical device CONTENTS Kit companents
REF Catalogue number LoT Batch code
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Snibe c € REF |130210015M: 100 tests

MAGLUMI  2019-nCoV IgG (CLIA)

INTENDED USE
The Kit is an in Vo chemiluminescance immunoassay for the qualitative defermination of lgG anfibodies to novel coronavirus (2019-nCov igGyin

human serum or plasma using the MAGLUMI series Fuily-auto chemiiuminescence immunoassay analyzes.
SUMMARY AND EXPLANATION OF THE TEST

The nove! coronavirls {2018-nCoV) causes an spidemic of acute respirato syndrome in humans in Wuhan', belonging tc the gerus
Betacaronavirus. it has an envelope, particles are round of oval, often polymorphic, and the diameter is 80 ~ 140nm. s genelic characteristics
are significantly different from S;ARSr-CoV and MERSr-CaoV. Current research shows that it has more than 85% homology with bat SARS-lke .
coronavirus (bat-BL-CovZ045) ™. :

2019-nCoV is mainly transmitted thepugh: respiratory droplets and can also be wansmitied through contact The sources of infection seen
are mainly patients with prisumonia infected by the noveipcoronavirus." 9 o on seen 3o far
Research has shown that detection of ight and 1gG anthviral artibadies i the serum samples fom a patient’. After humarn infection in 2018nCaV,
its antigen stimulates the immune system to produce an immune response, and comresponding aniibodies appear in the blood. Among them,
20}9-11(;0\! igh appears earfier, and then 2019-rCoV IgM titers decrease, the 2019-nCoV 1gG potency rose rapidly.

This kit is mainty used for the assisted diagnosts of the novel coranavirus (2019-nCoV) infection.

2018-nCoV, named by the World Health Organization on January 7, 2020, is announced the ofiicial name: Savere Acute Respiratory Syndroime
Goronavirus 2 (SARS-Cov-2) by the International Commiftee on Taxohomy of Viruses {ICTV) on February 11, 2020, On the same day, the
Dire:tgr—&eﬁe;gt—li gf the World Health Organization WHO) Tan Desal armounced fhat pneumonta infected with SARS-CoV-2 will be ciaily -
am [ " . -

PRINCIPLE OF THE TEST

The MAGLUMI 2018nCaV 1G5 {CLlA) assay Is an indirect chermilumingscence immunoassay. :

The prediluted sample (or calibratorfcontrol, i applicable), buffer and magnetic microbeads coated with 2019-nCoV recombinant anigen are mixed
thoroughty and incubated, forming immune-coMplexes. After precipitation in a magnetic field, decant the: supematant, and perform a wash cycle.
Then add ABEI labeled with anf-human [gG antibody, and incubate io form complexes. After precipitation in a magnetic fisld, decant the
supematant, and perfomm another wash cycie. Subsequently, the Starier 1+2 are added to infiais 2 chermituminescent reaction. The light signal is
measured by a photomuitiplier as relative light units {RLUs}, which is proportional to the ooncentration of 207 g-nCoV IgG presented In the sampie
{or calibrator/contcol, if applicabls).

KIT COMPONENTS
Material Provided 0TS
s
1 Compeonent Contents l (REF: 130219015M)
iC ; - : 7 wifer and
Magnetic Mice oheads Magnetic Thcrobeads coated with 2019-reov recompinant antigen, PES buffer an 25 mL

RSA, NaNa{<0.1%).
SB15-CoV Ige , PES putier and BSA, NalN:z{<0.1%).
Cahibrator High 501500V 196, PoS buffer and Dok, Nala(<0.1%).
_—’Neﬂ and BSA, Napi(<0.1%).
ABEI Label Anfi-human GG antibody Tabaied wih ABEL, 1ns-HG Guter, Mouse 1gG, Goat <[EN

SA, Nala (<0.1%).
Emgg_ PBS butier and BSA, NaN:(<0.1%).
Positive Controt

huRer, Containng BSA NalN; ERED
Al reagents are rovided ready-1o-use.

96, FBS Bulfer,cortairing B
AccossSories Required Bout Not Provided
MAGLUMI Series:

REF: 630003
RS!eamactira?:god e REF: 130290004M;1 302500124; 1 30288027M
wash Concentrate REF: 130292005M
Light Check REF: 1302080064
Reaciion Cup REF: 130105000101
Magiumi 600 REF: 23020018
Magumi 800 REF: 23020003
wiaglumi 1000 REF; 23020008
Maglurmi 2000 REF: 23020006
Maglumi 2000 Plus REF: 23020007 R
Maglumi 4000 REF: 23020014 S
Magiumi 4000 Pius REF: 23020037
MAGLUME X8 REF: 010101008801
Biolurni 8000 REF: 23010001

Dlease ordel accessores from Snenznen New Tndusines Romedical Engineering C0- Lid. {SNIBE) or our authonzed representative.

CALIBRATION d ndardized st the SNIBE infermal reference substance.

Traceabiiity: This metha has been standardi agal ini are . i . L
Test of agay specihic calibrators atlows tie RLU values fa adjust the assigned master curve. Resuits are getemmined via 2 cafibraion curve wiich is
instrurnent-specifically genesated by 2-point calibration and a masier cune {10 calibrations) provided via the reagent Radic Frequency jdentification
{(RFID) CHIP.

Recalibration is recommended # any of the following conditions ocours:

o Aftar each exchange of lots (Reagent of Starer 1+2}).

« Every week andior sach time a new reagent kil is used.

o After instrument senvice is required.

» [f controis fie outside: the expected range.

QUALITY CONTROL

Follow government reguiations ar accrediation reguirements for quatity confrol frequency. .

Internal guality controt is only applicabie with MAGLUNMI system. For instructions for use and larget vaiug refer to 2619-nCoV IgG Quality Contro?
Information. User needs to judge resuits with their own standards and knovwiedge. X Lo

For deisils about entering quality control values, refer o the operating instructions of MAGLUMI zenes Fully-auto chemiluminescence
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immuncassay analyzer. e

To monitor system performance, guality control materials {negative control and pesiive control) are required. Treat alf quality control samples with
e same ievet of care as patient samples. A saiisfactory level of performance is achieved when analyte valuas obtained are within the acceptable
Control Range for the systern or within your range, as determined by an appropriate internal laboratory quality control scheme. If the guality control
results do noi fall within the Expected Values or within the [aboratory’s established values, measurement of the quality control should be repeated. if
the quality coniroi results still do not fall within the range, de not report resulis and take the foilowing adtions:

- ify that the materials are not expired. :

» Verify that required maintenance was peformed.

= Verily that the assay was performed according te the instruciion for use.

» Rerun the assay with fresh quality control samples.

« if necassary, contact your local technical support provider or distributor for assistance.

SPECIMEN COLLECTION AND PREPARATION

» Human serum or plasma may be usad with the 2019-nCoV Ig& (CLIA) assay. Serum including samples colietied using standard sampling ubes,
tubes eontaining separating gel or procoagulant inert separation tubes. For plasma samples, the anticoagulants including Kz EDTA, K-EDTA,
Nag -EDTA, have been tested and may be used with this assay.

« Do not use grossly hemalyzed specimens.

= Inspect ail specimens for bubbles. Remove bubbles with an applicator stick before analysis. Use a new applicator stick for each specimen fo
prevent trogs contamination.

« Specimens removed from the separator gel, ceils or ciot may be stared 5 days at 2-8°C.

» Specimens can be stored more than 5 days frozen at -70°C or colder. Avaid repeated freezing and thawing. Frozen specimens must be myxed
thoraughly after thawing by (0w spaed vorfexing or by genfly inveriing.

« For opiimal resulls, spacimens should be free of fibnn, red blood cails, or other particulate matfer. Such specimens may give inconsistent resuits
and must be transferred fo a centrifuge fube and centifuged at 2 10,000RCF (Reiative Cenirifugal Force) for 10 minides. Transfer clarified
tshpe?imelj foa iaa!-rsl[:ale cup of secondary fube for tesfing. For cenirifuged specimens with a Bpid laver, transfer only the clanfied specimen and not

e lipemic maigrial,

» EBefore shipping specimens, it s recommended that specimens be removed from the separator, red blood cells or clot. When shipped, specimens
should be packaged and labeled in compliance with applicable state, federal and inlemational regulations covering the fransport of clinical
specimens amnd infectious substances. Specimens should be shippad frozen.

« The sampte valume required for a single determination is 10 pL.

WARNING AND PRECAUTIONS FOR USERS

. For i Vifro Diagnostic Use.

° F“ﬂﬁ: the paartckage ingert carefully. Reliabiiity of asssy results cannot be guarantesd if there are any deviations from the inslniciions in this
package insert. .

Safety Precaotions

» CAUTION: This product requires the handling of human specimens. i is recommended that all human sourced materials be considered
potentially infectious and handled in accordance with the 28 CFR 1810.1030 Occupatianal exposure o bicodbome pathogens. Biosafety Level 2
or other appropsiate biosafety practices shouid be used for materials that contain or are suspected of containing infactious agants.

« All samples, biclogical reagenis and materials used in the assay should be considerad potentially able to transmit infectious agents. They should
thersfore be disposed of in accordance with the practices of your instifution. Discard ali materials in & safe and acceptable manner and in
compliance with prevailing reguiatory reguirements. LT

« This product contains Sodium Azide. Dispose of contents and cortainer must be in accordance with all iocal, regicnat and national regulations.

» Refer to safety data sheets, which are available on requesi

Handling Precautions

« Do niot use reagent kits heyond the expiration date.

» Do notinterchange reagent components from different reagents or lots.

« Prior to Joading the Reagent Kit on the system for the first time, the Reagent Kit requires mixing to re-suspend magnetic microbsads that have
setiled during shipment. X ) ) ) . N

» For megnetic microbeads mixing instructions, refer to the Preparation of the Reagent section of this package insert.

= To avoid coniamination, wear claan gioves when operating with a reagerit kit and sampfe.

« Dver time, residual liguids may dry on the septum surface. These are tynically dried salis which have ne effect on assay eﬁﬁqacy. .

« To avoid evaporation of the iiquid in the opened reagent kits in refrigerator, i is recommended that the opened reegent Kifs to be sealed with
reagent seals comtained within the packaging. The reagent seals are "single use”, and §f more seals are needed, please contact Shenzhen New
Industries Biomedical ngqineeﬁng Co., Lid. (SNIBE} or our authosized representative.

» For getailed discussion of handling precautions during system operafion, refer to the SNIBE service information.

STORAGE AND STABILITY

o Store at 2-8°C. Do ot freeze.

= Keep upright for storage to facilitate later proper resuspension of magnelic microbeads.
e Keep away from sunlight.

Stability of the reagent

uropened at 2-8°C unfil the stated expirstion date
cpened at 2-8°C £ weeks

onboard 4 weeks

TEST PRCCEDURE

Preparaiion of the Reagent .

o Take the reagent kit out of fhe box and observe the sealing fim and other parts of the reagent kit to see if thers is any leakage. In case of leakage,
please contact your [ocal agent immediafely. And then tear off the kit sealing film carefully.

« Open the reagent area door; Held the reagent handle to get the RFID label close to the RFID reader {for about 2s); the buzzer wil beep; ene beep
sound indicates successful sensing.

s Keeping the reagent straight insert 1o the bottom along the blank reagent track.

= Observe whether the reagent informafion is displayed successfully in the software interface, otherwise rapeat the sbove steps.

» Resuspension of the magnetic microbeads takes place automatically when: the kit is loaded successfully, ensuring the magnetic micrebeads are
totaily resuspended homogenous prior fo use. o

Assay Calibration -

< Click <Calibration> or <Batch Calibration> button 1o execute catibration operation; For specific information on ordering calibrations, refer to the
Calibration Section of the Operating Instructions.

» Execute recaRbration according to the calibration irterval requirad in this manual.

Quality Control

e in ?:;di; in avaid manually errar In endry of QT information, the provided barcode iabels of gquality contral in the kit can be used attached on the
2L ADeE. - .

» Shictly follow the guality control procedures when using the guality controis. .

s gr;seri da not lese the provided barcade labels for positive and negative controls contained within the packaging, then guality controle should be

ered manuaily. PR

- FO;i sp_xla_gihq information on ordering quality sontrais, refer to the Quality Cortrol Section of the Operating instructions. .

Sampie ny ook

= Order the samples in the Sample Area of the software and diick the <Start> bution to execute testing. For specific information on ordering patient
specimens, refer to the Sample Ordering Section of the Operating Instructions.

To ensure proper test performance, striclly adhere to fhe operating instructions of MAGLUMI series Fully-auts chemiluminescence immunoassay
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analyzer.

DILUTION

The automatic sample dilution is avsitable after diution seifings are done in the MAGLUMI series Fuily-auto chemiluminescence immuNeassay

analyzer user software. Piease refer to the operating instructions of MAGLUNMI series Fully-zuto chemiltmnescences immunoassa anatyzer. The

recommended dllution factor is 20 fimes (1:19, 1part sample with19 parts dituent).After autematic dilution, multiply the resulf by the dilition factor.

LIMITATIONS

« This test is suitable only for investigating single samples, not far pocled samples Of heatinactivated spacimens.

» Racterisl contamination of repeatad freeze-thaw cycles may affect the test results. ‘

» Fresh sample is recoramended. ¥ a low positive fesult was get, repesied test should be conducted after centrifuged especiat severely of using
additionat test to confirm fhe result.

o Assay rasuits should be wfilized i conjunction with othet clinical and laboraiory methods to assist the clinician in making ndividual patient
diagnosfic decisions.

» ifthe 2019-nCoV 1gG results are inconsistent with ciinical evidence, additional festing is suggested {6 confirr the resuit.

» HAMA antibodies in test samples may cause interfarence in IMMUNCASSAYS.

RESULTS

Galculation of Resuits

The anatyzer automatically caiculates the concentration in each sample by tneans of a calibration curve which is generated by 8 2-point calibration

master curve procedure. The resulis are expressed in AUMML. For further information please refer to the operafing instructions of MAGLUMI sefies

Fuily-auto chemiluminescence immunocassay analyzer.

interpretation of Results

Restits obtained with the 201 9-nCoV 1gG assay can be interpreted as follows:

a Non-reactive: A result iess than 0.000 AL (<0.800 AL is considered fo be non-reactive.

a Gray zone: A resultin the interval betwean 0.80C and 1.100{0.900s ¥<1.10 AUfmL) is considered to be equivocal.

» Reactive: A result greater than ot equal to 1.10 AlfmL (21.10 AUFmL) is considered o be reactive.

PERFORMANCE CHARACTERISTICS
Precision

Precision far 2016-nCoV 1gG assay Was determined as described in the CLS| EF5-A3.2 cortrols and 3 human serum pools containing diffierent
voncentration of analyte were assayed in duplicate at firee sites on five days, with 3 runs per day, one jot of reagent for each run and 2 replicates
per run. The result is summanzed in the following table:

Reproducibility

Betwean-Day 1 Betwean-Site
Mearn Value
sorvle | "Ry | =y 7

NQC

0.293

G4io0 | 508 | 0068 | 1.78 | 0082 0.82 | | 877 ] 868
o043 | NA | D015_{ NA | 0004 NA | G013 | NA | 0047 | NA
o0 | 0212 | 808 0060 | 172 | 0060 | 143 po71 | 204 | 0237 | 680
D460 | 162 | 0122 | 124 G052 | 084 | U630 | 682 | 0675 688

Endogenous interference . . )
Two sgerum samples {one neyative sample, on& posifive ) were spiked with potential endogenous inferierence. The resuiis of the interferences are
fizied i the foliowing table:

Rheumatoid
HAMA

interference . . . i i
%vuogs’gfgm samples {one negative sampie, one positive } were spiked with potential endogencus imerference. The resulls of the iMerferencas as

listed in the following table:

Interference NG menerence up ie
:
T T TN By wp—— ooy ——
*,

Wetronxlazeole
Tewracychine
ASpIrin 3

_@ﬁ_
Lamivuding
Adefovir

A 0 o uding Infl s type A rtibogy, inftuenza virs type B
in 16-nCoV 1g negative sarmples, which contain potential cross-reactants including Influenza wirus type A antibeay.
gggﬁiumg;;niwnga \.-irugs :amibcady,FJ respiratory syncyﬁg! virus antibody, adenovirus antipody, EBY NA laG, EBV VCA igMigC, g,MV (I:ghgig%
M Prieumonia tgiigs, chismydia preumorniae ighitigG, Candida alpicans, ANA were ueed 10 evaluats the arossteactvity of 2018-nto ig
assay. Of ali the potemial cross-Tsactants, none wers found 1o cause false positive in the 2019-nCoV oG assay. )
clinical Sensifivity
The dinjcal sansifivi

was determined for 81 conammad novel caronavicus nfected specimens. The clinical sensiivity was caleulated fo be 81 21%.
2018-nCoV 1gG {CLIA)
Positive YhSensitivity

Specimen Category

Chinical confirmed posiiva samples

Ginical specificity i .
The clinical specificity was detesmined for 370 non- novel coronavirus infected specimens, normal samples and inferference samples. The citnical
speciiicity was calculated {0 be 100%.
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SBpecimen Catagory

2018-nCoV Ig& (CLIA)

Negative % Specificity

negative specimens

370

370 100%
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Unita Operativa Complessa Provveditorato ed Economato

FIxeNg LOE Rffan Geneien 1 Fran ouita 1 wE 1=
A "

Direttore: Dott.ssa Antonietta Costantini o eselle: GO073ABIU D 62 1342020 09149
Telefono:0823-232462 s ot acean GERERAL
e-mail-: provveditorato@ospedale caseria.il Gasgsifion: N
pec: provyeditorato Fospedalecasertapec.it H’“ H}H 4 |
Anticipata a mezzo posta eletironica Spett.le Ditta MEDICAL SYSTEM

Qggetto: Fornitura dj test rapido anti Covid 2019 — Richiesta urgente di offerta

Qi invita codesta Spett.le Ditia a voler formulare ¢ far pervenire, con Ja massima urgenza,

all’indirizzo di posta certificata “gm\:‘vediiorai()ééff';iosnedaiecasuﬂ'tapec.it” migliore offerta per la
seguente fornitura, destinata alla UOC Pataologia Clinica '

- 1100 test Maglumi 2019 nCo V Igm {CLIA);
- 1n.100 test Maglumi 2019 nCo V IgG (CLIA).

1 test richiesti sarapno effettuati su piattaforma Maglumi, sistemna diagnostico in possesso della
swndicata UOC. In allegato, si rimette la documentazione di interesse, acquisita dal Reparto
richiedente.

Si chiede di indicare percentuale di sconto di listino della Ditta produtirice.

Luogo di consegna:
U.0.C. Farmacia AORN “S. ANNA E S. SEBASTIANO” via G. La Pira, Caseria.

Neila bolla di consegna, debitamente datata € numerata, secondo le vigenti disposizioni di legge
in materia, dovra essere indicato il numero del buono d'ordine, oltre alia descrizione del prodotto,
la quantita, ecc. La Ditta effettuera le consegne a proprio rischio € con carico delle spese di
qualsiasi natora.

Cessione dei crediti, cessione del contratto e subappalto

{a cessione dei crediti derivanti dal presente coniratio & soggetta alle disposizioni di cul
all’art.106 del D.lgs. n.50/2016. In particolare, le cessioni dei crediti devono essere stipulate con
atto pubblico o scrittura privata autenticata ed essere notificate alla stazione appaltante. L.¢ stesse
diventano efficaci ed opponibili alla stazione appaltante decorsi 45 giorni dalla notifica qualora
non vengano rifiutate con apposita comunicazione.

L fatto divieto alla Ditta aggiudicataria di cedere a terzi, in tutto o in parte, 'oggetio del

contratto, pena 'immediata risoluzione dello stesso nonché il risarcimento di ogni conseguente
danno. Non & ammesso il subappalto.

Commissavio Straordinario A-ienda Ospedaliera di Rilieva Namionale Sant Anna e Sun Sebastiono ~ Caserter
Via Palasciane 81100 — Caserta
Tl G8237332436-2408-2473-2663
e-mail: cormine mariqroi@ourncaseriy if - direzionegenergle thospedale. caseri@ it
divezionegenerale ibospedalacasertupec. i




Fatturazione:

Qi comunica che a far data dal 31 Marzo 2015 quest’Amministrazione accettera le fatture solo
nel formato eletironico secondo Pallegato A del DM n.55/2013 e s.m.e.i. Le fatture elettroniche
indirizzate alla presente Azienda Ospedaliera devono conienere i seguenti elementi specifici

(come riportato sul sito: www.indicepa.gov.it ):

{Codice TPA: ‘aosa_061
‘Codice Univoco Ufticio: —SBTéZG

M— [P
Partita [va: 5.502201 130610

_,.__.._......._........__..,..__....,___,._.,._.,._,.._.,..._....,.._...._.._..._..,__..._.,,_H.____,_,,_..__«-—»—_,.._...__.M.._.

Pagamentc: : : _

il pagamento ayverra nei 60 (sessanta) giorni dalla data di ricezione delle fatture da parte del
Servizio Fconomico-Finanziario dell' AORN, dopo l'acquisizione del visto di regolare esecuzIone
del Responsabile detla U0 di destinazione.

Ai sensi e per gli effetti dell'art. 3} della legge 136 del 2010 e s.m.i. il fornitore deve assumere gl
obblighi di tracciability dei flussi finanzjari; pertanto, per non incorrere nella risoluzione del
contratto, ai sensi delf'art. 3) comma 9 bis della suddetta legge, deve comunicare mediante
dichiarazione sostitutiva dell'atto di notorieta - art. 47 DPR 445/2000 - gli estremi del c/c postale
o bancario dedicato su cui effettuare 1 pagamen_ti,'_unitamente alle generalita ed al codice fiscale
dei soggetti delegati ad operare sul conto, allegando fotocopia dei documenti di riconoscimento.

1l fornitore prende atto che il mancato utilizzo del conto cotrente postaie © bancario, ovvero degli
altri strumenti che assicurino la iracciabilita del movimenti finanziari, costituisce causa di
risoluzione del contratto ai sensi dell'art. 3), comma 9 bis della legge 136/2010 € s.m.i.

[ ’impresa affidataria accetta, inoltre, tutte le clausole di cui al «protocolio di Legalita” di cui la
medesima societd fta preso visione ed ha scaricato sul sito www.ospedale.caserta.it ad eccezjone
delle previsiont di cui ail’art.2 co.2 pupti hy e i) € di quelle di cul allFart.7 co.i e all’art.8 co.l

clausola 7) e 8). (vedi delibere AORN 0.6 del 31.01.14 e n.357 del 21.11.14)

Controversie

Per la soluzione di controversie eventualmente insorte nel corso dell’esecuzione della fornitura,
sard inizialmente tentata la composizione in via amministrativa. In caso di perdurante disaccordo
la risoluzione del contenzioso sary affidata al competente Tribunale di Santa Maria Capua
Vetere.

Comnrissario Straordinario A-iendu ().9;97&:32" i Rilievo Naz , s;é‘_}:a;:!
37 Palasciana 81100 — Cuseria
Tel (0823/732436-2468-24 732665
e-muail; cyrmipe.nl arignoiiaorncesert it - Jirezionegeneraleiios edule cuserta it
direzionegenerale: ihaspedulecasertupes. it




Norme comuni

Per quanto non previsio espressamente dalla presente, si rinvia alla disciplina comunitaria e
nazionale vigente in materia di contratii pubblict.

Si precisa che con la presente lettera questa Azienda non assume alcun impegno contrattuale €,
di conseguenza, pud procedere alla revoca della medesima in gualsiasi momento senza ulteriore
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Sllibe i C € REF}+z0212016M: 100 tests
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MAGLUMI . 2019-nCoV IgM (CLIA)

INTENPRED USE

The kit is an i Vitro chamikamiiescence immunoassay for the qualitative determination of lgM antibodies to nove! coronavinus (201 SnCoV g in
human semum or plasma using fhe MAGLUMI series Fully-atfto chemiluminescence immunoasaay analyzer. L

SUNMARY AND EXPLANATION OF THE TEST Co -
The novel corcnavirus (2019-nCoY) causes an epidemic of acute reapiratory syndrome in humans in Wishan®, belonging to the genus
Betacoronavirus. it has an envelope, parficles are round or ovat, often polymorphis, and the diameter is 60 ~ 140nm. lts genefic characteristics
are significantly difierent from SARS-CoV and MERSrCoV. Current fesearch shows that it has mare than 85% homology with bat SAREB-ike
caronavirus (pat-SL-CoVZC4E) *.

2019-nCaV is mainly transmitted through respiratory droplets and can also be transmitied through contact. The sources of infection seen so far
are mainly patients with preumonta infected by the novel coronavirus i

Rasearch has shown that defection of 1gM and 1gG anfiviral antibodies in the serum samples froma patient®, After human infection in 2015-nCoV,
its anfigen stimulates the iImmune syster to produce an immune response, and carresponding anfibodies appear in the hiood. Among them.
2018-nCoV ighl appears earier, and then 2019-nCoV igM fiters decrease, the 2018-nCoV igG potency rose rapidly.

This kit is mainty used for the assisted diagnosis of the novel corgnavirus (2018-nGCoY) infection,

2019nCoV, named by the World Health Organization on January 7, 2020, is announced the official name: Severe Actte Respiratory Syndrome
Coronavirus 2 (SARS-Cov-2) by the infernational GCommites on Faxonomy of Virusss (CTV) on February 11, 2020, On the same day, the
Director-General of the Warld Health Organization {(WHO) Tan Desai announced that preumonia infecied with SARS-Cov-2 wili be officially
named "COVID-18".

PRINCIPLE OF THE TEST

The MAGLUMI 20419-nCaV g {CLIA) assay is a capture chemiluminescence mrnnoassay.

The prediiuted sample (or caifbrater/icontrot, If applicabls), buffer, magnetic microbeads coated with ani-human igM monoclonal antibody are mixed
thorotghdy and incubated, forming Immune-complexes. After precipiation in a magnetic fisld, decant the supernatant, and perform a wash cycle.
Then add 2019-nCoV recombinant antigen labeled with AREI and incubate to form complexes. After precipitation in a magnetic field, decartd the
supematartt, and then perform: another wash cydle. Subsequently, the Starler 1+2 are added to inittate 2 chemilminescent reaction. The light signal
is measurad by & photomultiplier as relative fight units {RLUs), which is proportional to the concantration of 20159-nCoV IgM present in the sample
{or calibratorfcontrol, if applicable).

KIT COMPONENTS
Miatesial Provided T TeeE
Component Contents (REF: 130219016M)
e Magnetic microbeads coated with anti-human igiv monocional antibody, PBS buffer
Magnetic Microbaads and BSA, Nahk (<0.1%). 25 mb
Cahbyrator Low 2016-nCov igh, PBS bulier and BSA, NaNs {<0.1%6). 1.0 ml
Calibrator High 2096-nCoY Igh, B bufier, and BoA, NaNa {<0.1%). 1.0 mL
Buffer PES buffer, Goat ant-Human 195, Goat ank-Hurman igh Mouse IgG, Geat IgG and 255 mt
BSA, NaNs(<9.1%). -
SO1o-nCOV recombinant anugen abeled with ABEY, 1ns-HC! buffer, Mousa 109G, Goat
ABE] Lahel 1G. and BSA, NaN; {<0.1%). 23.5mL
Biluent P85S bufer, Goat am-Human 193, Goat anfi-riuman igA Mouse 1gG, Goat IgG and 238 mL
BSA, NaNa{<0.1%). -
Negative Control TBS bLaer, cantaining BSA, NalNa (<0.1%). 1.0 mL
Positive Control 2019-nGoY 1gM, P5a buffer, containing BSA. and NaNs {<0.19%). 10 m
All reagenis are provided ready-io-use.
Accessaries Required Sut Not Provided
MAGLLUM] Series;
Reaction Module REF: 630003
Starter 142 REF: 130200004M;130299012M; 130289027
Wash Concentrate REF: 130299005M
Light Check REF: 1302990060
Reaction Cup REF: 130105000101
Maglumi 800 REF: 23020018
wiaglumi 800 REF: 23026003
Magtumi 1000 REF: 23020008
Maglumi 2000 REF: 23020006
Maghumi 2000 Flus REF: 23020007
hagiumi 4000 REF: 23020014
WMagiurmi 4000 Plus REF: 23020037
MAGLUMIL X8 REF: 0101041008801
Biolurni 8000 REF: 23010001

Dlease ordor Sctessones from Shenzhen New Inausmes Biornedical Engineerdng Co., L6, (SNIBE) or our aulianzed representative.
CALIBRATION
“Traceability: This method has been standardized against the SNIBE internal reference substance.

Test of aszay epecific calibraiors allows the RLU values to adjust the assigned master curve, Restlts are determined vis a calbration curve which is

i(%sg%r?%:ﬁ]—l%peciﬁcaﬂy generated by 2-point calibraiion and & master qurve (10 calibrations) provided via e reagent Radic Frequency identification

Recalibration is recomimended iF ary of the fellowing condiions occurs:
a After each exchange of lots (Reapent or Starter 1+2).

» Every week ancior each time a new reagent kit is used.

o After inaitument seqvice is required.

= if controls lie outside ihe expecied range.

QUALITY CONTROL

Foltow governmert regulafions o acereditation requirements for quality controt frequency.

Intemal quality controd is only applicable with MAGLIUMI system. For instrucions for use and target valus refer to 2018-nLaV Ighf ity Contro
Information. User needs to judge results vath their own standards and knowiedge, " © nooV lght Quality Control
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REGIONE CANMIPANIA
AZIENDA OSPEDALIERA DI RILIEVQ NAZIONALE
E DI ALTA SPECIALIZZAZIONE
«SANT'ANNA E SAN SEBASTIANO” DI CASERTA
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Alla c.a. del Direttore UOC Provveditorato
UQOC Farmacia

E p.c. Subcommissario Sanitario
" SEDE

Oggetio: acquisto urgente test rapido anti Covid 2019

In relazione alie recenti note diramate a livello ministeriale si richiede con urgenza I'acquisizione
del test 2019 nCoV IgM e IgG per la diagnosi di screemng rapida di infezione da Coronavirus 2019.
Essendo il test disponibile st piattaforma Magliumi, sisterna diagnostico gid in possesso di questa
UQC, si richiede I"acquisizione in tratiativa diretta dalla Ditfa Medical System (vedi allegato)

Maglumi 2019 nCoV IgM (CLIA) 100 test
Maglumi 2019 nCoV IgG (CLIA) 100 test

Caserta 1, 27/02/2020

11 Dlreﬁore UOC Patologia Cli
Daott. Arnolfo Petruzziello

vl cuolom.a Chinica
Diretiore: Dot Amalfa Pemuz=iello

D. >R At
W 1.0.C. PATOLOGIA CLINICA
A Dipartimenta dei Servizi Sanitari
\ia F. Palascianoc - 81100 Caserta
Tel. Direzione: 0823 232764; Segreteria: 0823 232144[2150; Ambuiatorio 0823 232132
fl: patelogiaciinica@espedale.caserta. it patologiaciinica.dir@os edale.caserta.it
Direttore Dott. Arnolfo Petruzzielio




For detalls about entering qualty confrol valuss, refer to the operating instructions of MAGLUMI series Fully-auio chemiltiminascence
immunioassay analyzer. .

To monitor system performance, quality contral materials (negative control and positive corirol) are required. Treat ali quality control samples with
the same level of care as patient samples. A safisfactory level of performance s achieved when analyte values obtained are within the acceptabie
Confra! Range for the system or within your range, as determined by an appropriate internat laboratary quality control scheme. I the quality control
resufts do not faii within the Expected Values or within the 1aboratory’s established values, measurement of the quality contral should be repeated. if
the quality conwol results stil do not fall within the rangs, do not repodt results and fake the following actions:

« Verify that the materials are not expired.

= Verify fhaf required maintenance was performed.

» Verify that the assay was performed according to the insiuction for use.

« Rerun the assay with fresh quality control samples.

« lfnecessary, contact your loca! fachnical supponi pravider or distributor for assistance.

SPECIMEN COLLECTION AND PREPARATION

» Hurnan serum or piasma may be used with the 2019-nCoV IgM (CLIA) assay. Sefum including sampies collacted using standard sampling tubes,
tubes containing separating ge! or procoagulant inert separation tubes. For plasma samples, the anticoaguiants including K-EDTA, KEDTA,
Na, -EDTA, have been tested and may be used with this azsay.

» Do nof use grossly hemelyzed specimens.

s Inspect ail specimens for bubbles. Remove tubbles with an applicator stick before anatysis. Use a new appiicator siick for each specimen o
prevent cross contarmination.

« Specimens removed from the separator gel, cells or dot may be stored 5 days af 2-8°C.

« Specimens can be stored rmore than 5 days frozen at -70°C or colder. Avold repeated freezing and thawing. Frozen specimens must be mixed
thoroughly after thawing by low speed voriexing or by gently inverling.

« For optimal results, specimens sheuld be free of fibrin, red tloed cails, or other parlicufate matter. Such specimens may give inconsistent results
and must be fransfermed to & centrifuge tube and centrifuged at = 10,000RCF {Refative Cenfrifugal Force) for 10 minutes, Transfer clarfied
spacimen to a sample cup or secondary kube for tesfing. For centifuged specimens with a fipid layer, transfer oy the clarified specimen and not
the lipemic material.

« Before shipping specimens, & is recommended that specimens be removed from the separator, red bioad calis or clot. Yvhen shipped, spacimans
should be packaged and labeled in compliance with applicable state, federat and intemational regulations covering the transport of clinical
specimens and infectious substances, Spacimens should be shipped frozen..

» The sample volume required for a single defermination s 10 ulL.

WARNING AND PRECAUTIONS FOR USERS

> For In Viro Diagnostic Use. .

- Follow the package insert carefully. Relisbility of assay resulfs cantot be guaranteed if there are any deviations from the Instructions In this
package Insert.

Safety Precautions

» CAUTION: This product requires the handfing of human specimens. it is secommended that all human sowced materials be considered
potentially infectious and handled in accordance with the 20 CFR 191 01,1030 Oocupational exposure to tloodbome pathogens, Biosalety Level 2
or other appropriate biosafety praciices should be used for materials that contain or are suspecied of containing infechious agants.

» Ali samples, biological reagents and materials used in the assay should be considered potentially able io transmit infectious agents. They should
therefore be disposed of in accordance with the practices of your ingtitution. Discard alt materials in & safe and acceptable mianner and in
comphiance with prevailing reguiatory requirements. :

= This product contains Sadium Azide. Dispose of contents and eontainer must be in accordance with all local, regional and national regulations.

+ Refer to safety data sheets, which are available on request.

Handling Precautions

» Do nof use reagent Kis beyond the expiration date.

» Do not interchange reagent componerts from different reagents or lots.

« Prior to loading the Reagent Kit on the system for the first ime, the Reagent Kit requires miixing o re-suspend magnetic microbeads thai have
seftted during shipment. . e

« For magnetic microbeads mixing instructions, refer to the Preparation of the Reagent section of this package inser.

» To avoid comtamination, wear cléan gloves when operating with a reagertt kit and sample.

= Over time, residual liquids may dry an the septum surfzce. These are typically dried salts which have no effect on assay eficacy.

+ To avoid avaporation of the fiquid in the opened reagent kits in refrigerator, it is recommended that the opened reagent kits 16 be seated with
reagent seals contained within the packaging. The reagent seals are “single use™, and if more seals are needed, please contact Shenzhen New
Industries Biomedical Enginesring Co., Lid. (SNIBE) or cur authorized representative.

» For detailed discussion of handling precautions during system operation, refer to the SNIBE service information.

STORAGE AND STABILITY

« Stors at 2-8°C. Do nof fresze.

» Keep upright for storage to facilitate later proper resuspension of magnetic microbeads.
« Keep away from sunfight.

Stability of the reagent
unopened at 2-8°C unt the staled expiration date
opened =t 2-8°C 65 waeks
onboard 4 weeks
TEST PROCEDURE
Preparation of the Reagent

= Take the reagent kit out of the box and observe the seallag fitm and other parts of the reagent kit to see ifthere is any leakage. in case of lsakage,
please contact your local agent immediately. And then fear off the kit sealing fitm carsiully.

= Open the reagent area door; hold the reagent handie fo get the RFID iabel close o the RFID reader (for about 2s}; the buzzer will beep; one beep
sound Indicates sucosssiul sensing.

« Keeping the reagent straight insert to the bottom along the biank reagent Tack,

= Qbserve whether the reagant information Is displayed successfully in the softweare inderface, otherwise repeat the above sieps.

« Resuspension of the magnetic microbeads fakes place aufomatically wher the kit is ioaded successfully, ensuring the magnetic microbeads are
totally resuspended hampgenous prior 1o use.

Assay Caiib%ﬁcm

= Ciick <Galtbration> or <Batch Gallbration> button to execite calibrafion o ior; ific ] i i ibrat T
it Baction of the perating et Cions. peration; For specific information on ordering calibratians, refer o the

o Exescute recalibration according to the calfibration interval required in this manual.

Quality Control

. {gs?rhdgr e’éo avoid manually eror in enlry of QC Information, the provided barcode abets of quality control in the kit can be used attached on the

= Stricty foliow the qualify control procedures when using the quality controls..

e g l'lé:?;f,i c[ig er:]*:?xta {IJ;E the provided barcade labeis for positive and negative controls contained within the packaging. then guatity controts shouid be

» For specific information on ordering quality conirols, refer to e Qualty C | Secti I i
Samplo Testing g quality ualty Control Section of #he Operaling nstructions.

= Order the samples in the Sample Area of the software and dlick the <Start> button to execute testing. Fi ific i i i
specimens, refer to the Sample Ordering Section of the Operating Instructions. ng. For speaiic information on ordering patient
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To ensure proper test performancs, strictly adnere 1o the operating instructions of MAGLUMI sefies Fully-auto charmiiuminescence immuﬁéasé-ay
anafyzer. o
DILUTION

Samples with concenirations above 30.0 AUfmL can be difuted automatically by analyzers or manualty. After manuat ditution, muliply the result by
the dilnug%n factor. After dilufion by the znalyzer, ,the analyzer software autoratically takes the ditution nto account when calcutsiing the sample
concentraion.

The automatic sample dilution is available after diution sefings are done in the MAGLUMI series Fully-auto chemflurinescance ImMMunoassay
analyzer usar software. Please refor to the operating instructions of MAGLUMI series Fuiy-auto chemiluminescence ImimUnoassay analyzer.

LIMITATIONS

» This testis suitable only for nvestigating singte samples, not for pooled samples of heatinactivated specimens.

+ Bacterial contamination or repeated freeze-thaw eycles may alfect the est resuits.

« Fresh sample is recommended. if a tow posifive result was get. repaated test should be condusted affer centrifuged especial severely of using
additional test fo confirm the result.

» Assay yesults should be utifized in conjrmcton with other clinical and laboratory methods to assist the clinician in making indhvidual patient
diagnosiic decisions.

« [Fine 2018-nCoV lgh results ane inconsistent with clinical evidencs, additionat testing is suggested to condm the resuit

« HAMA antibodies in test samplas may cause intarference in MMUNCassS2Ys.

RESULTS

its

The analyzer sutomatically caleutates the concentration in cach sample by means of 2 catibration curve which is generated by & 2-point calibration
master curve procedure. The resulis are expressed in AU/mt.. For friher information pleass sefar o the operaiing instructions of MAGLUMI seres
Fully-auto chemilumingscence iMMURCASSAY analyzer.

\nierpretation of Results

Resulis obtainad with the 3016-nCoV lgM assay can be interpreted as foltows!

« Non-reactive: A resuit fess than 0.800 AUAML (<0.900 AU/mL) is sansidered to be non-reactive.

« Gray zone: Aresultin the interval between 0.800 and 1.10 {09002 x<1.10 ALmL} is considered to be equivocal.

» Reative: A result greater than o equal to 1.10 AUmL 2110 AL} s considered to be reactve.

PERFORMANCE CHARACTERISTICS
Precision

Precision for 2019-nCoV igM assay was determined as descibed inihe CLSI EP5-A3. 2 controls and 3 samples cortaining different concentration
of analyie were assayed i duplicate at fhwee sites an five days, with 3 runs per day, one ot of reagent for aach run end 2 replicates per run. The
resuit is summarized in the following iable:

Repeatabily | Between-Lot Between-Day Betwesn-Sie Reproducibility
Sampie M?Eir-!if}'{n?-l?e NS0 ooy | .50 T %oV | acey | %Y S0 | %0V | (acyy | BCV
Almiy | 7 AL ALmL Aimy | ° AUmML ¥

NQGC 0.298 g0 | 0028 NA 0011 NA 0.003 NA 0.019 NA 0.034 NA

PQC .91 a0 1 0464 | 419 | 0062 Y25 | ooe2 | 180 ) 0293 740 | 0347 | BE7

31 0.501 a0 | 0.048 NA | 0.008 MA 0007 NA | 0.023 NA, 0,055 NA

s2 3.517 oo | odez | 4B1 | 0.083 151 | o041 1 1.7 0054 | 154 | 0183 | 520

53 14.710 Bo | 0260 | 183 | 0072 645 | 0dzZ7 | 086 | 0589 400 | 0864 | 451

g It were spikad with potential endoganous interfarence. The rasults of the

Two sefum samples (one negative sarnple, ona positive sarmple)
iterferences are listed i the following table:

. No interference up io
————Hemogloon | —— 2000 mgfdl
1000 mg/dL

Triglycendes

Rheumaioid Facior

Druy interference . . X . .

Twog serum samples {one negative sample, one posifive sample) were spiked with potential endogencus interference. The results of ne
tabie:

interferences ane listed in the foliowing i
fic interference up fo
Acelyloystging 15 mgfdL
ﬂﬂ@m— 105 ma/dL
Cefoxitin ! 250 mofdL
Vetronidazole 20 mgfdl
_.m_

Anatytica! specificity S
Clinical 20r19-nCoV g negative samples, which contain poteritial crose-reaciarts including nfivenss virus type A antibody, infuenza viils yps B
antibody, parainiuenza vius anlibody, respiratory synoylial virug antibody, adenovirus antipody, EBY MA 196G, EBV VCA lghiigG, CNV 1gMAgG,
. Pretimonia lgh¥lgE, chlarmydia pReUmoniEs 1gmMiig, Candida ibicans, ANA were used to evaluate the cross-reactivity of 2019-nCoV g
assay. Of all the potentiat cross-reactants, none weare found o cause false positive in the 2019-nCoy IgM assay.

Clinical Sensitiviy
The chinicat sensitivity was determined for 87 confimed navel coranavirus infected specimens. The clinicat sensiivity was calcutated
Spedimen Cz a8nCoV gt (GLWA) :

pecmen oo SSensiiety

48.28%

1o be 48.28%.

i Ciinioal confirmed positive samples
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Ciinical specificity
The clinical speciiicity was determined for 370 non- novel coronavirus infacted specimens, nonmal samples and interference samples. The chinical
specificity was caiculated to be 100%. .

N 2019-nCoV Ighi (CLIA)
Specimen Cal
pe tegary N MNegative Y Specificity
regative specimens 370 370 100%
REFERENCES

4. Zhou, P., Yang., X. Wang, X. et al. A pnoumoria outbreak associated with a new coronavirus of probable bat orgin. Maiure (2026).
https:fidoi.orgi10.1038/541586-020-2012-7.

2. Diagnosis and treatmert of pneumanitis caused by novel coronavirus (version 4).

3. Na zhu, Ph.D., Dingyu Zhang, et al.A Novel Coronawvirus from Patients wih Preumania in China, 2015 New England Journal of Medicine, 2020.

Shenzhen New Industries Biomedical Engineering Co., Ltd.
No.23, Jinxiu East Road, Pingshan District, 518122 Shenzhen, P.R. China
Tel +86-755-21538601 Fax: +88-755-28292740

Shanghai International Hoiding Corp. GmbH {Europe)

Eiffesirasse 80, 20537 Hamburg, Germany

Tel: +49-40-2613175 Fax: +48-40-255726
SYNMBOLS EXPLANATIONS
Consuit instructions for use Manufaciurer
L Temperature limi g
v il
e Jl/ (Store at 2-8°C) se-By date
~ad
. . —-‘"g S .
W Contains sufficient for <> tests Pl \ Keep away from sunlight
- |
i | Authogized representative in the Buropean
T T This way up Community
In vitro diagnostic medical device 1CONTENTS Kit components
Cataiogue number Batch code
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Snibe C € REF 130219015.&1:: ‘I.Oo.tasts

MAGLUMI  2019-nCoV IgG (CLIA)

INTENDED USE

The kit is an &7 Vitne chemilurminescence immuncassay for the qualitative determination of IgG antibodi i ;
! es fo novel coronavi 20 G
human senum or plasma using the MAGLUMI series Fully-auta chemiluminescence Immun%assay analyzer. rus (208-nCovig) in

SUMMARY AND EXPLANATION OF THE TEST

The nove! coronavirus (2018-nCoV) causes an epidemic of acute respi i i * i
! 3 piratory syndrame in humans_in Wuhan', belonging fo the genus
greeiaﬂqgnrg{gaa;?‘au;a Ii_f?e'sra:n iarft{gnvelop% _pén\n?lesdaﬁ Eroﬂlgidcorvwgl, often polymorphic, ard the diameter is 80 ~ 140nm. its gen?ehg daaracte?‘fstil(j:s
i m SARSr-CoV an r-CoV. Current research shows that i i SARSHi
e St G2 045) 3 that it hkas more than 85% homology with bat S-like

2018-nCaV is mainly ransmitted through respiratory droplets and can also be transmiited through cantact ai i 1
are mainly patients with pneumonia infectad by the novel coronavirus.” 9 ntact, The sources of infection seen so far
Research has shown that detection of ighl and tg antiviral antibodies in the serum samples from a patient®, After huran infection in 2018-nCoV,
its anfigen simuiates the fnmume system to produce an immune Tesponse, and corresponding anfibodies appear in the blood, Among them,
2019-nGoV ig appears eariier, and then 2018-nCoV Ight titers decrease, the 2048-nCoV Ig3 potency rose rapidly.

This Kit is mainiy used for the assisted diagnosis of the noval coronavirus (2018-nCoV) infaction.

2019-nCoV, namead by the World Health Crganization on January 7. 2020, is announced the official nama: Severe Acute Respiratary Syndrome
Coronavirus 2 (SARS-CoV-2) by the International Committea on Taxonomy of Viruses (ICTV) un February 11, 2020. On the same day, the
D1reu':.tgr—c(:sétgatlergal‘i gf the World Health Organization (WHO} Tan Desal announced hat pheumonia infected with SARS-Cov-2 will be officially
named " -9

PRINCIPLE OF THE TEST

The MAGLUME 2019-nCaV 1gG (CLIA) assay is an indirect chemiluiinescence IMmuUnoassay.

The predifuted sample {or cafibrator/control, applicable), buffer and magnefic microbeads coated with 2019-nCoV recombinant antigen are mixed
thorcughly and incubated, farming Immune-complexes. After precipitation in 2 magnetic field, decant the supematant, and perform a wash cycle.
Then add AREI labeled with anfi-human oG antibody, and incubsate to form complexes. After predipitation in a magnetic field, decant the
supematant, and perform anoiher wash cycle. Subseguently, the Starter 1+2 are added 1o iniiate a chamiluminescent reaction. The light signal is
measured by & photormustipiier as relative fight units {RiUs), which is proporiionai to the concartration of 2019-nCeV IgG presented in the sample
(or calibrator/control, if applicable}.

KIT COMPONENTS
Material Provided S
m Contents (REF: 130219015M)
16 mi i - i i BS b
Magnetic Microbeads Eﬁgﬁﬂﬂlachrzl(;zg’ihgﬁafs Comted Wil 207 9-noovV recombinant antigen, P! wifer and 28 ml
Calibrator Low 20ioncoV igs , PBS buiter and BSA, NaNa(<0.1%). $.0mL
Calibrator High SG19-ntov 10G, PBS butfer and BGA, NaN{<0.1%). 10 mL
Buffer Nat] and BSA, Nara(<0.1%). 23.5 mlL
Anfihuman 196 antibody abeled Vit ADEI Tris-H1 butter, Mouse 1gG, Goat 1gG, 035 miL
ABEI Label and BSA, Nalls (<0.1%).
Diluant PES buffer and BSA, NaN{<0.1%)- 5 21305 rfrl!'tLL
Negative Control PES bufter, contairing BoA, Nall {<0.1%}. .
Positive Controf Z019nGoY 196, PBS Buiier containng Boa and Nah {<0.1%). 1.0 mb
l All reagents arg provided ready-to-use.
Accessories Required But Not Provided
MAGLUMI Sefigs:
i REF: 530003
gieaarg? ;‘:_goduie REF: 1302990321’\1‘1;13029901 DNl 1302998027M 4\
rat REF; 1302900050
VJ;!EP é]rgé?{ent © REF: 130292008M
Reaction Gup REF: 130105000401
Taghurni 800 REF: 23020018
Magiumi 800 REF: 23020003
Maglurni 1000 REF: 23020000
Magiumi 2000 REF: 23020006
Maglurni 2000 Pius REF: 23020007
Magiumi 4060 REF: 23020014
Maglurmi 4000 Pius REF: 23020037
MAGLUMI X8 REE: 010101008801
Biolurni 8000 __RER 23010001 _ )
Sloase order accessones fom Shenzhen Novw indusiies Dicmedical Enginesting Go., Lid. (SNIBE) or our alihorized represenitative.
CALIBRATION

“Traceability: This methoed has beerl standardized against the SNIBE intamal reference substances. . . o L

Test of agay specific calibraters afiows the RLU values to adjust the assigned master cunve. Results are determined via a calibrafion curve which is

instrument speciiically genersied by 2-poini calibration and a master Gurve (18 calibrations) provided via the reagent Radio Frequency dentification
RFID) CHIP.

(Recali)braﬁon is recommended i any of the folowing congdifions ooolrs:

» After each exchange of lofs (Reagent o Starier 1+2).

» Every week andfor each time a new reagent Kit is used.

» Afier insirument service is required.

« ¥ controts e cutside the expected range.

QUALITY CONTROL

Foliow govemrent regulations or accreditation requirements for quality control frequency. .

Irndernial quality control is onty applicable with MAGLUMI system. For instructions for use and tamet value refer to 2018-nCoV IgG Quaiity Controf
information, User needs to judge results with their own standards and knowiedge. o

For details about entering quality control values, refor fo the oparating instructons af MAGLUMI series Fully-amto chamilurinescancs
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immunoassay analyzer,

To monitor system perfermance, qualily confrol materials (negative control and positive control) are required. Treat all quality contral samples with
the: same level of care as patient samples. A safisfactory level of performance s achieved when analyte values obtained are within the acceptable
Conirol Rarge for the system or within your range, as detarmined by an appropriate internal {aboratory quality control scheme, I the qualify control
results do not fall within the Expected Values or within the [aboraiory's established values, measurement of the quality control should be repeatad. If
the quality control resuits siill do not f2ll within the range, do not report resulis and fake the following actions: :

e Verify fhat the matssiats are not expied.

= Verify that required maintenance was periormed.

« Verify that the assay was performed according to the instruction for use.

» Rerun the assay with fresh aqualify confrot samples.

« Ifnecessary, contact your local technical suppon provider or distribulor for assistance.

SPECIMEN COLLECTION AND PREPARATION

» Hurnan serum or plasma may be used wath the 2019-nCoV 1gC (CLIA) assay, Serum including samples coliected using standard sampling tubes,
tubes confaining separating ge! or procoagulant inert separation fubes. For plasma samples, the anticoagulants including K-EDTA, KaEDTA,
Nap -EDTA, have been fested and may be used with this assay.

« Do not use grossly hemoiyzed specimens.

» Inspact ail spacimens for bubbles. Remove bubbles with an applicator stick before analysis. Use a new applicator stick for each specimen to
prevent cross contamination. )

» Specimens removed fom the separator gel, celis or clat may be sfored 5 days at 2-8°C.

« Specimens can be stored mare than 5 days frozen at -70°C or coider. Avoid repeated freezing and thawing. Frozen specimens rmust be mixed
thoroughty after thawing by low speed voriexing or by gently verting. .

For optimal resuits, specimens should be free of fiban, rad bleod cells, or other particidate matter. Such specimans may give inconsistent resulis

and must be ransferred to a ceninifuge tube and centrifuged at = 16,000RCF (Relative Centrifugal Force) for 10 minutes. Transfer clarified

specimen o & sample cup o secondary twbe for testing. For centrifuged specimens with a §pfd layar, transfer only the clarified specimen and not
the fipamic material.

Betore shipping spedimens, it is recommanded that specimens be removed from the separator, red blood calls or ciof. When shibped, specimens

shouid be packaged and labeled in compliance with applicable state, federal and intemational regulations covering the franspeit of dlinical

specimens and infectious substances. Specimens should be shipped frozen.

= The sample volume required for a single determination is 10 pL.

WARNING AND PRECAUTIONS FOR USERS

. For in Vitra Diagnostic Use.

» Foliow the package insert carefully. Reliabiity of assay results cannot be guaranteed if there are any deviations from the instructions in this
package inserl

Precautions

« CAUTION: Tiis product requires the handling of human specimens. it is recommended that all human sourced materials be considered
pofentially infectious and handied in accerdance with the 29 CFR 1910.1020 Occupational exposurs to bicedbome pathegens. Biosafaty Level 2
o other apprepsiate bicsafely practices should be used for materials that contain or are suspected of containing infectious agents.

« Al samples, biclogical reagents and materiale used in the assay should be considered potentialty able to fransmit infecious agents. Thay should
therefore be disposed of In accordance with the pracfices of your instifution. Discard all matedals in a safe and acceptable manner and in
compliance with prevaiiing reguiatory requiremenis.

« This product contains Sodium Azide. Dispose of contents and container must be in accordance with all local, regional and national reguiations.

+ Refer to safely data sheets, which are available on request.

Handling Precautions

» Do not use reagent kits beyond the expiration date.

« Do not interchange reagent components from different reagents or iots.

Prior to Inading the Reagent Kit on the system for the first time, the Reagent Kit sequires miking o re-suspend magnatic microbeads thal have
seftled during shipment. . o
Fer magretic microbeads mixing instructions, refer to the Preparation of the Reagent section of fhis package insert
To avoid contamination, wear clean gloves when operating with a reagent kit and sample.

Owar time, residual kquids may dlav on the seplum surface. These are typically dried salis which have rio effect on assay eficacy.

To avoid evaporation of the Fauid in the opened reagent kifs in refigerator, #is recormmended that the opened reagent kits fo be sealed with

reagent seals contained within the packaging. The reagent seals are “single use", and ¥ more seals are needed, please contact Shenzhen New

Indusiries Biomedical Engineering Co., Hid. {SNIBE) or our authorized representative, .

» For detailed discussion of handling precautions during system operafion, refer to the SNIBE service information.

STORAGE AND STABILITY
« Store at 2-8°C. Do nei freeze.
= Keep upright for storage to facifitate later proper resuspension of magnetic microbeads.
«_Keep away from synkght.
Stability of the reagent
unopened at 2-8°C unil the staied expiration date
opened 2t 2-8°C 5 weeks
orboard 4 waeks

TEST PROCEDURE

Preparation of the Reagent

» Take the reagent Kit ot of the box and observe the sealing film and other parts of the reagent it 1o see ifthere is any leakage. In case of ieakage,
please contact your local agent immediately. And then tear off the kit sealing film carefully.

« Oper the reagent area door, Hold the reagent handie to gef the RFID labe! cioge to the RFID reader for about 2s); the buzzer will haep; one beep
sound indicates successiul sensing.

= Keeping the reagent sireight insert to the boftem along the blank reagent track.

« Observe whether the reagent information is displayed successtully in the software nterface, otherwise repest the above steps.

» Resuspension of the Tagnstic microbeads {akes ptace automatically when the kit is loaded successfully, ensuring the magnelic microbeads are
totally resuspended hamogenous prior to use.

Assay Calibration

» Click <Calibration™ or <Batch Galibration> buiton to axectde catibration epesation; For specific irformation on ordesing calibrations, sefer to the
Calibration Section of the Oparating [nstructons.

= Execute recalipration accarding o the calibration interval required In this manual

Quelity Contrel

o g ngzgeb;;o avoid manually error in entry of QC information, the provided barcode labels of quality control in the kit can be used attached on the

5 5
= Siricdly follow the quality control procedures when using the quality controts.
L] g rg:er;sd do not li;se the provided barcode labels for posiive and nagative controls corntained within the packaging, then quality controls shouid be
manually.

= For specific information on ordering quality controis, refer to the Quelity Control Section of the Operating Instructions.

Sampie Testing

= Qrder the samples in the Sample Area of the software and ciick the <Start> button to execute testing. For specific information an ardering patient
specimens, refer to the Sample Ordering Section of the Operating instructions.

To ensure proper test performancs, stricty adhere o the operafing instructions of MAGLIMI series Fuliy-auto chemiluminescence immunoassay
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anatyzer.

DILUTION .
The automatic sample dilution is avaitable after dilution setfings are done i the MAGLUMI serles Fully-auto chemijuminescence fmmuRoassay’
analyzer user sofiware. Please refer to the operating instructions of MAGLUMI series Fully-auto chemiluminescence immunoassay analyzer. The
recommended dilution factor is 20 fimes (1:19, 1part sarnple with18 parts diuent).After autamatic difltion, muliipty the result by the diludion factor,

LIMITATIONS

« This test is suitable oy for investigating single sampkes, not for pooled samples of neat-inactvated specimens.

- Eac‘tﬁﬁai corgetafninaﬁcn or rzp;atgd f}reeze-maw cycles may affect the test resuts.

« Fresh sample is recommendsd. If a low positive regult was repested test should be conducted cantrifug 3 i
Rher tgs S e rotulL po get, rep d te conducted aiter ed especial severely or using

= Assay results should be uifized in conjuncion with other clinfcal and laboratory methods 1o assist the ciinidan in making individual patient
diagnosfic decisions.

« {fthe 2019-nCoV Ig results are inconsistent with clinical evidence, additional testing is suggested fo confirm the result.

« HAMA anfibodies in lest samples may cause interference In IMMUNOasSaYs.

RESLLTS

Gajculaticn of Results

The analyzer autornatically cafculates the cancentration in each sample by means of & calibration curve which is generated by a 2-point calibrafion
master curve procadure. the results are expressed in AUMmL. For further nformation please refer to the operating instrudtions of MAGLUMI series
Fuliy-auto chemiluminescence immunoassay analyzer.

Interpretation of Results

Results obtained with the 2019-nCoV lgl assay can be interprated as follows:

« Nonreachive: A result ess than 0.900 AU/mL {<0.800 ALTIL) is considerad o he non-reactive.

» Gray zone: A resultin the intervat between 0.800 and 1.100(0.800= w<t,10 ALfmL) is considered to be equivocal.

« Reaciive: A result greater than or equal to 1.10 AUMmL (21.10 AUmL) is considerad fo be reactive.

PERFORMANCE CHARACTERISTICS

Precision

Brecision for 2019-nCoV 1gG assay was determined as described in the CLSI EP5-A3.2 controls and 3 human serum poois containing different
concariration of analyte were assayed in duplicate at three sites on five days, with 3 funs per day, one ot of reagent far each run and 2 replicates
per run._The result is summarized in the following tabler

Mean Value Repeatabifty Between-Lot Beiween-Day Between-Site Reproducibiiity |
sampie | MERNAEE N N ITTBD Tooy T 8D Taov | iy | %OV S0 Toov | aoo,, | %OV
(ALImLY (ALmMLY {ALfmML) {AUMLY (ALY
NQGC 0.283 =1 34.024 NA 0.005 MA 0.008 WA 0.623 NA 0.035 NA
PQC 3915 20 0198 5.08 0.088 .76 0.032 .82 0.265 677 0.340 84858
21 0.481 80 0.043 MNA 0.015 NA 0.004 NA 0.013 NA 0.047 NA
82 3.486 a0 0.212 6.08 040860 172 0.050 143 0.071 2.04 0237 £.80
I ss o7 1o 0455 [ 162 | o012z | fza| o082 |08+ ] 063 552 | 0675 | 688 |

Endogenous interfarence . . i ) :
Two serum samples (one negative sample, one posiive } wers spiked with potential endogenous nterference. The resulis of the intererences are.

fisted n the following table:

Interference Np interierence up to
Hemoglebin 2000 mgfdl
F Bilirubin A0 mgidL
Trigivearides 000 mafdl
Eheumatold Factor 1500 Hi/mik
HAMA 30 ngfmb.

pBirug interference . .
T:\ruogsl:mm samples {one negative sample, one positive ) ware spiked with potential endoganous interference. The sesulls of the interferences &S

i in the following table:
listed in g TieTerence No imlerference up fo
: = 15 mg/dL

Ankcilin sodivm 100 mgfdL
Cefoxitin 750 mgfdL.
Metranidazole ~ 20 mgfdl
Telracyclne 5 mo/dL
Aspirin 160 mgfdl.
Rifampin £ mpidl
Acetaminopthen 20 mofdl
oien 50 migfdL
10 mgid
30 mogfdl.
Erecanir 0.5 mgil
Telhivudine 60 mgfdL.
Adefovir | 1 moldL i

Analytical specificity o ’ s 50,5
Clinical 2016-nCaV 1gG negative samples, which contain potentiat crass-reactants includ‘m_g Infiuenza virus type A antibody, infiuenza virus fype B
antibody, parairﬂuenga \ru‘ugs antibody, respiratory synoylial virus antibody, adenovirus antiody, EBV NA Ig3, EBV VCA !_gM.l’Ig(_B, Chv lgMﬂ_gG,
i Preumonia igitigs, chtamydia pheumoniae lghNigG, Candida atbicans, ANA were usad o evaiuate the crass-reaciivily o7 2018-nCoV igG
assay. Of all the poiental crosa-reactants, NONe wee jound to cause false positive in the 204 g-nCoV IgB assay. .
Clinical Sensitivity L. s

The ciimical sensifivity was determined for 91 coniirmed niovel coronavirus infected specimens. 1he clinical sensifivity was calculated {o be §121%.

2018-nCoV lgG {CUA) :

Specimen Category P Posiive i %Sensitvity _ l
Chmioal confrmed posifive Samples 91 | 83 E ot21% i
Clintcal specificity

The clivical spedificity was determined for 370 non- novel coronavirus infected spedimens. normal samples and inerferencea sampies. The dinical
specificity was calculated ta be 100%.
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2018-nCoV g {CLIA)
Specimen Catego
pe tegory N Negative % Specinicty
negative specimens 370 370 100%
REFERENCES
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SYMBOLS EXPLANATIONS

1L

=

Consult instructions for use WManufaciurer
] T
Temperamreahmlt D Use-by date
Y (Store at 2-8°C) St
~a
;2; Cantains sufficient for <n> tesis "'Z i \':" Keep away from sunlight
[
. S Authorized representative in the European
T T This way up Commiunity
In vitro diagnostic medical device  CONTENTS it components
Catalague number LoT Batch code
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pmweditorato@ospedaIecasertapec.it

Da: posta-certificata@pec.aruba.it

Inviato: junedi 2 marzo 2020 10:17

A: proweditorato@ospeda!ecasertapec.it

Oggetto: ACCETTAZIONE: fornitura test rapido anti COVID 2019_RICHIESTA URGENTE DI
OFFERTA

Allegati: daticert.xml

Firmato da: posta-certificata@pec.aruba.it

Ricevuta di accettazione

il giorno 02/03/2020 alle ore 10:17:26 (+0100) il messaggio

“fornitura test rapido anti COVID 2019 RICHIESTA URGENTE DI OFFERTA" proveniente da
"provveditorato@ospedalecasertapec‘it”

ed indirizzato a:

gare.medicalsystems@iegalmail.it ("posta certificata”)

Il messaggio & stato accettato dal sistema ed inoltrato.
Identificativo messagglo: opec292.202003021{)1726.30523.599.2.65@pec.aruba.it




provveditorato@ospedalecasertapec.it

Da: Posta Certificata Legalmail <posta-certificata@legalmail.it>

Inviato: juned! 2 marzo 2020 10:18

A: proweditorato@ospedalecasertapec‘it

Oggettio: CONSEGNA: fornitura test rapido anti COVID 2019 RICHIESTA URGENTE DI
OFFERTA

Allegati: postacert.emi (5,35 MBY daticert.xm!

Firmato da: posta-certificata@legalmail it

Ricevuta di avvenuta consegna

it giorno 02/03/2020 alle ore 10:18:05 (+0100) it messaggio "fornitura test rapido anti COVID
2019 RICHIESTA URGENTE DI OFFERTA" proveniente da "proweditorato@ospedalecasertapec.i‘t"
ed indirizzato a "gare.medicalsystems@legalmail it” € stato consegnhato neila caselia di destinazione.

Quesia ricevuta, per Sua garanzia, & firmata digitaimente ¢ la preghiamo di conservaria come
attasialn della consegna del messaggio alia casella destinataria.

identifinativo messaggio: opec282.20200302101 726.30523.500.2.65@pec.aruba.it

e v < e e 1 TR S, S AT T L Tt T S e TN

Delivery receipt

The message "fornitura test rapido anti COVID 2018 RICHIESTA URGENTE Dl OFFERTA" sent by
“prQWe'ditorato@ospedaiecasertapec.it", on 02/03/2020 at 10:18:05 (+0100) and addressed to
"ga‘.re.medicaisystems@!ega[maii‘it", was delivered by the ceriified email system.

A& a guarantee to you, this receipt is digitally signed. Piease keep it as certificate of delivery to the
sp-ecified mailbox.

Message 1D: opec292.202003021 01726.30523.599.2.65@pec.aruba.it
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16165 GENCVA STRUPPA [ITALY) i S
Yia Rio Torbido, 45

I : o P e, O WOy
Tel. 010.8340 _886-B010605 | ésa&sﬁ@mﬁ
Fax 010.808342 2 Grriois G CUEORER SRS
wwew medicalsystarns i
info@medicalsystems it
DG/UG/kb
Prot. n. 172
Spettabile

AORN “S. ANNA E S. SEBASTIANO”
LOC Provveditorato ed economato

Via Palasciane — Piano Terra Palazzina A
81100 CASERTA —CE

Genova, 02 marzo 2020

Oggetto; Fomnitura di test anti Covid-2019 ~ integrazione Offerta per la Fornitura triennale di
prodotti per 1a U.0.C. di Patologia Clinica. Integrazione ex delibera del D.G. n. 186/2019
del Lotto 32 “Immunometria Speciale a completamento di profili clinici

Rifto: Vs.richiesta Prot. 0007318/u del 02/03/2020

Il sottoscritto Alessandro Pater, nato a Sanremo (IM) il 09.09.1970 e residente a
Genova in C.so A. Saffi n. 29/9, in qualitd di Amministratore Unico di Medical Systems S.p.A. con
sede legale € amministrativa a Genova — Via Rio Torbido n. 40, con codice fiscale n. 0024866059,
partita IVA n. 02405380101, iscritta aila CC1IAA di Genova al n. REA n. 250502 ¢ al Registro delie
Imprese al n. 00248660599 dal 19.02.1996, codice attivita 46463, con capitale sociale interamente
versato di € 7.280.000,00=, si pregia di sottoporVi la propria migliore offerta come indicato nello
schema di offerta allegato aila presente (ALL 1), che costituisce parte integrante della presente.

MODALITA’ DI FORNITURA

DURATA
FORNITURA : la fornitura avra durata triennale dalla data delfa Vs. conferma di acquisto
con possibilita di proroga, previa Vs. richiesta;

VALIDITA’ : 90 gg. data di scadenza della presentazione dell’offerta;
OFFERTA

IVA 22% : a Vs. carico ed esclusa dal prezzo indicato;
IMBAILLOE

TRASPORTO 1 ans. carico;

TERMINI DI
CONSEGNA : immediata, fatta salva la disponibilitd di magazzino e comunque entro 3
ggo. dal Vs. gradito ordine per i reagenti;

MEDICALSYSTEMS 8. A - Societa soggeita alls direzione 2 alcoordinamento di Finsystems Sl
Cod, Fise. DO24B55035% - P hva MIAIEIR0102 - RE.5. 259507 - Lap. Son £ 7.290.000 k. vers. - Regitrn ALE 0. (TORG200I00GHE2E - Regictrs Rarioale Pz od Aecummaiatord TUSGEIPODNG06E!
f suei dati personofi vengane utifizzat - dai nostro personele dipendents o tramite cofiabarotori esterni - esclusivamente per finglitd amministrative €
contabili,  onche quando If comunichiama o terzi. infarmazioni dettagliote, anche in ordine af Suai diritti, sono riportaie suwww.iiedicofsysiems. it

Documento firmato digitalmente da Alessandro Pater — Amministratore Unico Medical Systems Spa (D.L.g.s
n.82/2005 e succ.mod.}
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MODALITA’ DI
FATTURAZIONE: per reagenti € consumabili (il cui costo include Vutilizzo deila
strumentazione © assistenza tecnica) : per ogni confezione di prodoto
ordinato e consegnato, cosi come risulta dalla holia di consegna;

PAGAMENTO @ Nei termini di legge-

Grati dell’attenzione ed in attesa di un Vs. cortese cenno di riscontro in merito,
porgiamo cordiali saluii.

1.’ Ammiunistratore Unico
Alessandro Pater

MEDICALSYSTEMSS.D B~ Socinth seggetta alia diveziones sicoordinamentodiFinsysterns S.rd.
o Magioneie Fig &8 hecurenfatodd FEGROSIPLIES

1,380 154 it vars, - Regisrs 553, p. T0EAR000660336 - Re

(4348550500 - B ez DRA0STEGRAL - $EA 230507 - Cap 3
I supi dotl personoli vengona utilizzati - dal nostro personale dipendente 0 tramite collaborator esterni - esclusivoments per finalitd amministrative &
contabi,  onche quondo I comunichiame @ 1erzi. Informazioni detiagliote, onche in ordine ai Suol diritti, sone riportate su wwrw. medicolsystemns.it
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MODALITA’ DI

FATTURAZIONE: per reagenti e consumabili (il cui costo include I'utilizzo della
strumentazione ¢ assistenza tecnica) : per ogni confezione di prodotto
ordinato & consegnato, cosi come risulta dalla bolla di consegna;

PAGAMENTO  : Nei termini di legge.

Grati dell’attenzione ed in attesa di un Vs. cortese cenno di riscontro in merito,
porgiamo cordiali saluti.

L’Amministratore Unico
Alessandro Pater

MEDICALSYSTEMSS. p. A - Sacletd sopgetta aliz direzione 2 al coordinamante di Finsystams S,

o, Fisc. 3245350595 - 7. lva D2US3B0E0L - REA, 250500 - Cap. Ses. £ 7330600 i, vers. - Registra AE.E. . HOSDRGGUE - Reghowrs Nazlorala Plie of Renuessintort HOIBELAI000062!

{ Suai 'r:i‘c_'ti personail vengene utilizzati - dol asstro personsie dipendente o tramite collaborator] esterni - esclusivamente per finclitd amministrotive €

coriabil,  anche quands I comuaickiame o terzi. Informazioni detioghiate, anche in ordine ai Suai divitti, sona riporiate su www. medicalsystems. it
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Pa “proweditorato@ospedalecasertapec.ii:“ 4provveditorato@ospedaiecasertapec.it>
A "patologia Clinica® <patoiogiac!1nica@ospedaiecaser’capec.it>
Data giovedi 5 marzo 2020 - 10:51

test rapido anti COVID 2019 - invio preventivo ditta Medical system

Si rimette in

allegato l'offerta prot. n. 172 delia ditta Medical System per 1a fornitura di fest ant covid 2018, da

voi richiesti it 27 u.s. {(prot. 71444 ).
UOC Provveditorato Ed Economato

Allegato(i)

fornitura covid 2019.PDF (508 Kb)

https:ﬁwebmail.pec.itflayoutforiginfhtml/prinﬂ\/{sg.html‘?_v_=v4r2b26.202001 27 134.. 05/03/2020




Ricevuta di avvenuta consegna Page 1 of 1

Da “posta-certificata@pec.aruba.it” <posta-certificata@pec.aruba.it>
A "provveditorato@ospedatecasertapec.it” <provveditorato@ospedalecasertapec.it>
Data gioved: 5 marzo 2020 - 10:51

CONSEGNA: test rapido anti COVID 2019 - invio preventivo ditta Medical system

Ricevuta di avvenuta consegna

Il giorno 05/03/2020 alle ore 10:51:44 (+0100) il messaggio

"test rapido anti COVID 2019 - invio preventivo ditta Medical system” proveniente da
*provveditorato@espedalecasertapec.it”

ed indirizzato a "patologiaclinica@ospedalecasertapec.it”

& stato consegnato nella casella di destinazione.

Identificativo messaggio: opec282.20200305105142.22556.23.2.69@pec.aruba.it

Allegato(i)

daticert.xmi (964 bytes)
postacert.em! (699 Kb}
smime.p7s {7 Kb)

https:/fwebmail.pec.it/layout/origin/html/printMsg.html? v =v4:2b26.20200127 _134... 05/03/2020




=% MEDICAL SYSTEMS S.p.A.
15165 GENOVA STRUPPA (ITALY]
Vi Rio Torbido, 4C

Tel. G10.8340) (m (m e
wwwianedicalsysterns. if .
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DPGAUGKD
Prot. n. 172
- Spettabile
AORN“S. ANNAES. SERASTIANDG”
UOC Provveditorato ed sconomato
Yia Palasciano — Piano Terra Palazzina A
21100 CASERTA-CE

Genova, 02 marzo 2020

Qogetio; Fornitura di test anti Covid-2019 — integrazione Offerta per la Fornitura triennale di
prodotti per la U.O C. di Patologia Clinica. Integrazione ex delibera del D.G. n. 186/2019
del Lotto 32 “Immunometria Speciale a completamento di profili clinici

Riffo: Vs. richiesta Prot. 0007318/u det 02/63720620

Il sotioscritic Alessandro Pater, nato 3 Sanremo (IM) il 09.09.1970 e residenic a
Genova in C.so A. Saffi n. 29/9, in qualitd di Amrministratore {Inico di Medical Systems S.p.A. con
sede legale ¢ amministrativa a Genova ~ Via Rio Torbide n. 40, con codice fiscale n. 0024866039,
partita IVA 1. 02405380101, iscriita alla CCIAA di Genova sl n. REA n, 250502 ¢ al Registro delle
Imprese al a. 00248660599 dal 19.02.1996, codice atrivits 46463, con capitale sociale inieramente
versato di € 7.280.000,00=, si pregia di sottoporVi la propria migliore offerta come indicato nello

schema di offerta allegato alla presente (ALL 1), che costiinisce parie integrante della presente.

MODALITA® DI FORNITURA

DURATA )
FORNITURA . 1a fornitura avra durata triennale dalla data della Vs. conferma di acquisto

con possibilita di proroge. previa Vs. richiests;

VALIDITA’ : 90 gg. data di scadenza della presentazione deil’ offerta;
OFFERTA

IVA 22% . aVs. carico ed esclusa dal prezzo indicato;
IMBALLO E

TRASPORTO : ans. carico;

TERMINI DI
CONSEGNA . immediata, fatts salva la disponibilitd di magazzino ¢ comungue £Wro 5
gg. dal Vs. gradito ordine per i reagenti;
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Documento firmato digitalmente da Alessandro Paier — Amministiators Unico Medical Systems Spz (Dl.g.s
11.82/2003 e succ.med.)
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MODALITA* DI
FATTURAZIONE: per reagenti e consumabili (il cui costo include Puiilizec della

strumentazione ¢ assistenza fecnica) : per ogni confezione di prodotio
ordinato ¢ consegnato, cosi come risuita dalia bolia di consegna;

PAGAMENTO  : Neitermini di legge.

Graii deli’attenzione ed I ailesa di un Vs, cortess cenno di risconire in merito,
porgiame cordiali satuti.

L’ Amministratore Unico
Alessandro Pater
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REGIONE CAMPANIA
AZIENDA OSPEDALIERA DI CASERTA

m SANT'ANNA E SAN SEBASTIANO
DI RILIEVO NAZIONALE E DI ALTA SPECIALIZZAZIONE

ATTESTAZIONE DI VERIFICA E REGISTRAZIONE CONTABILE
relativa alla DETERMINA DIRIGENZIALE con oggetto:

Fornitura di n.200 test 2019 nCoVC IgM e lgG per ladiagnos di screening rapida di infezioni da Coronavirus 2019, da
destinare alla UOC Patologia Clinica - Acquisto ex art. 63, comma 2, lett ¢ del D.L gs. n.50/2016 e smi.

ATTESTAZIONE DI VERIFICA E REGISTRAZIONE CONTABILE 1 (per le proposte che determinano un costo per I'AORN)
Il costo derivante dal presente atto : €3.516,60
- @di competenza dell'esercizio 2020 , imputabile al conto economico 5010105010 - Dispositivi medico-diagnostici in vitro (1VD)
da scomputare dal preventivo di spesadainserire su apposito centro di costo Corona Virus che presenta la necessaria disponibilita
- erelativo ad acquisizione cespiti di cui alaFonte di Finanziamento

Casertali, 11/03/2020

il Dirigente GEF incaricato
UOC GESTIONE ECONOMICO FINANZIARIA
Eduardo Scarfiglieri

Il presente atto, in formato digitale e firmato elettronicamente, costituisce informazione primaria ed originale ai sensi dei combinati disposti degli artt.
23-ter, 24 e 40 del D.Lgs. n. 82/2005. Eventuale riproduzione analogica, costituisce valore di copia semplice a scopo illustrativo.
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REGIONE CAMPANIA
AZIENDA OSPEDALIERA DI CASERTA
SANT'ANNA E SAN SEBASTIANO
DI RILIEVO NAZIONALE E DI ALTA SPECIALIZZAZIONE

Determina Dirigenziale N. 105 del 11/03/2020
PROPONENTE: UOC PROVVEDITORATO ED ECONOMATO

OGGETTO: Fornituradi n.200 test 2019 nCoVC IgM elgG per ladiagnosi di screening rapida di infezioni da

Coronavirus 2019, da destinare alla UOC Patologia Clinica - Acquisto ex art. 63, comma 2, lett ¢ del
D.Lgs. n.50/2016 e smi.

In pubblicazione dal 11/03/2020 e per il periodo prescritto dalla vigente normativa in materia (art.8 D.L gs 14/2013, n.33 e smi)

Atto immediatamente esecutivo
UOC AFFARI GENERALI
Direttore Eduardo Chianese
Elenco firmatari
Antonietta Costantini - UOC PROVVEDITORATO ED ECONOMATO

Eduardo Scarfiglieri - UOC GESTIONE ECONOMICO FINANZIARIA
Eduardo Chianese - UOC AFFARI GENERALI

Il presente atto, in formato digitale e firmato elettronicamente, costituisce informazione primaria ed originale ai sensi dei combinati disposti degli artt.
23-ter, 24 e 40 del D.Lgs. n. 82/2005. Eventuale riproduzione analogica, costituisce valore di copia semplice a scopo illustrativo.
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