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INTENDED USE

The BD Macro-Vue™ RPR Card Test Control Cards are dehydrated control specimens of predetermined reactivity for quality-control
testing of antigen before use in performing the BD Macro-Vue RPR Card Tests for the serologic detection of syphilis.

SUMMARY AND EXPLANATION

BD Macro-Vue RPR Card Test Control Cards were designed for routine, daily use as check-test specimens to determine the
acceptable reactivity of RPR Card antigen suspension. RPR Card antigen is a cardiolipin type antigen, which detects “reagin”, an
antibody-like substance present in serums from syphilitic persons, and occasionally in serums of persons with other acute and
chronic conditions.1-4

PRINCIPLES OF THE PROCEDURE

The RPR 18 mm Circle Control Cards have labelled test areas containing dehydrated specimens with designated patterns of
graded reactivity. Upon rehydration and proper execution of the Control Card procedure, the RPR Card antigen suspension should
reproduce the established reactivity pattern (see “Procedure”) to confirm optimal reactivity of the antigen.

REAGENTS

The RPR 18 mm Circle Card Test Control Card consists of three circles designated as: Reactive, Reactive minimal-to-moderate
and Nonreactive. The labelled areas on this card contain graded reactivity specimens. The specimen material is human plasma
purchased from licensed blood banks as Reactive or Nonreactive for syphilis.

WARNINGS AND PRECAUTIONS:

For in vitro Diagnostic Use.

Before proceeding, review “Procedure” and “Warnings and Precautions” in the package insert supplied in all BD Macro-Vue RPR
Card Test Kits.

The plasma used on the control cards is derived from human blood tested by an FDA (U.S. Food and Drug Administration)-approved
method for the presence of the antibody to HIV (human immunodeficiency virus) and HBsAg (hepatitis B surface antigen) and found
to be nonreactive.

WARNING: Because no test method can offer complete assurance that HIV, hepatitis B virus, or other infectious agents
are absent, SPECIMENS AND THESE REAGENTS SHOULD BE HANDLED AS THOUGH CAPABLE OF TRANSMITTING
AN INFECTIOUS DISEASE. “Standard Precautions”-8 and institutional guidelines should be followed in handling all items
contaminated with blood and other body fluids.

Controls and RPR Card antigen suspension should be at room temperature (23 to 29 °C) when used.

If the established reactivity pattern is not obtained, delay routine testing until the optimal reactivity is obtained by rechecking antigen
suspension, test procedures, room temperature and equipment (including use of a rotator with humidifying cover). Non-acceptable
results invalidate tests on individual specimens.

Once the dehydrated specimens on the control card are reconstituted, the specimen solutions should be tested immediately using
the RPR Card Test procedure. Delay in testing may allow evaporation to affect the reactivity pattern.

Prolonged storage at cool room temperatures (21 to 25 °C) and at elevated temperatures (above 27 °C) causes deterioration of the
specimens, showing a decrease in reactivity and difficulty in reconstituting the card. Once the sealed envelope is opened, the card
should be used immediately.

Reconstitution of Control Card: Each test area of the control card should be reconstituted with 0.05 mL of deionized/distilled water.
Storage Instructions: In the unopened foil-sealed envelopes, the control cards retain an acceptable reactivity pattern for the
assigned expiration date when stored under refrigeration at 2 to 8 °C, which is the recommended storage temperature.

PROCEDURE AND RESULTS

Materials Provided: BD Macro-Vue RPR Card Test Control Cards

Materials Required But Not Provided:

1. One of the following BD Macro-Vue RPR Card Test Kits*:
18 mm Circle Test—Kit No. 115, 110, 104, 510 or 532 (qualitative) or Kit No. 112 (quantitative)
All kits contain sufficient overage of materials for performance of daily control card tests.

2. A micropipettor which dispenses 0.05 mL (50 pL) and 0.03 mL (30 pL).

3. Arrotator, 100 + 2 rpm, 2 cm diameter, automatic timer, friction drive, with a humidifying cover containing a moistened blotter
or sponge.

*For availability of kits, refer to the package insert supplied with all BD Macro-Vue RPR Card Test Kits.



TEST PROCEDURE:
1. Place 0.05 mL (50 pL) deionized/distilled water onto the three circles, using an automatic micropipettor (or 0.05 mL capillary with
rubber bulb attached). Do not use BD Dispenstirs™ device to reconstitute a Control Card.

2. Using the stirring end of an 0.05 mL BD Dispenstirs device (or broad end of a stirrer) for each circle, mix until dehydrated control
specimen is dissolved. Spread specimen to the inside of the circle. A new BD Dispenstirs device or stirrer must be used for
each circle!

3. Shake the antigen bottle before use. Holding in a vertical position, dispense one or two drops in the cap to make sure needle
passage is clear. Place one “free-falling” drop of antigen [1/60 mL antigen — (20 G yellow hub needle)] onto each test area. Do
not restir; mixing of antigen and specimen is accomplished during rotation. Pick up pre-dropped antigen from the bottle cap.

4. Rotate for eight min, on a mechanical rotator at 100 + 2 rpm, using a moistened humidifying cover. Following rotation, to help
differentiate Nonreactive from Reactive minimal-to-moderate results, a brief rotating and tilting of the card by hand (three or four
to-and-fro motions) must be made.

5. Immediately read the card macroscopically in the “wet” state under a high intensity incandescent lamp or strong daylight.
The Reactive control should show characteristic strong clumping; the Nonreactive control should show the smooth, grayish
appearance of unclumped particles. The Reactive minimal-to-moderate control should show minimal-to-moderate clumping. See
the Reading Guide in the package insert provided in all BD Macro-Vue RPR Card Test Kits.

User Quality Control:

Quality control requirements must be performed in accordance with applicable local, state and/or federal regulations or accreditation
requirements and your laboratory’s standard Quality Control procedures. It is recommended that the user refer to pertinent CLSI
guidance and CLIA regulations for appropriate Quality Control practices.

LIMITATIONS OF THE PROCEDURE

If the specimens do not dissolve satisfactorily when reconstituted with deionized/distilled water, the card should not be used. Delay
in performance of the test procedure following reconstitution, or performing the test procedure in an environment of low humidity
(particularly without a humidifying cover on the rotator) may cause an undesirable reactivity pattern (a granular appearance in the
Nonreactive specimen). Since the dehydrated specimens are quantitatively controlled for reactivity, the proper execution of the
Control Card and RPR Card Test procedures are essential for the determination of the expected reactivity pattern.

The intensity of clumping observed should not be used as a reading standard or guide in interpreting reactions observed with
unknown specimens. The Reading Guide contained in the package insert provided with all BD Macro-Vue RPR Card Test Kits is
intended for this purpose.

EXPECTED VALUES AND PERFORMANCE CHARACTERISTICS

Each lot of 18 mm Circle Control Cards is tested and compared for the designated pattern of reactivity against reference antigen
suspensions and meets the U.S. Centers for Disease Control and Prevention (CDC) product specifications.

The expected patterns of reactivity on the control cards following the performance of RPR Card Test procedures are shown in the
Reading Guides contained in the package insert provided in all BD Macro-Vue RPR Card Test Kits.

Reactive Circle — Similar to undiluted Reactive titer spot shown under the RPR Card quantitative test.

Reactive minimal-to-moderate Circle — Similar to Reactive minimal spot of RPR Card qualitative test and to Reactive (1:4) spot of
RPR Card quantitative test.

Nonreactive Circle — Similar to RPR Card Nonreactive spot.
AVAILABILITY

Cat. No. DESCRIPTION
276709 BD Macro-Vue™ RPR Card Test Control Cards
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Manufacturer / MpoussoauTen / Vyrobce / Fabrikant / Hersteller / Kataokeuaoig / Fabricante / Tootja / Fabricant / Proizvodac / Gyarto / Fabbricante / ATkapyuubi /
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Use by / Manonasaiite go / Spotfebujte do / Brug fer / Verwendbar bis / Xprion éwg / Usar antes de / Kasutada enne / Date de péremption / A}-& 7]} / Upotrijebiti
do / Felhasznalhatdésag datuma / Usare entro / [leviiH naitganaHyra / Naudokite iki / Izlietot ITdz / Houdbaar tot / Brukes for / Stosowac¢ do / Prazo de validade / A se
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YYYY-MM-DD / YYYY-MM (MM = end of month)

rrrr-mMM-aa / rerr-MM (MM = kpasi Ha meceua)

RRRR-MM-DD / RRRR-MM (MM = konec mésice)

AAAA-MM-DD / AAAA-MM (MM = slutning af maned)
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EEEE-MM-HH / EEEE-MM (MM = TéAog Tou prjva)

AAAA-MM-DD / AAAA-MM (MM = fin del mes)

AAAA-KK-PP / AAAA-KK (KK = kuu 16pp)

AAAA-MM-JJ / AAAA-MM (MM = fin du mois)

GGGG-MM-DD / GGGG-MM (MM = kraj mjeseca)

EEEE-HH-NN / EEEE-HH (HH = hénap utolsé napja)

AAAA-MM-GG / AAAA-MM (MM = fine mese)
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MMMM-MM-DD / MMMM-MM (MM = ménesio pabaiga)

GGGG-MM-DD/GGGG-MM (MM = ménesa beigas)

JJJJ-MM-DD / JJJJ-MM (MM = einde maand)

AAAA-MM-DD / AAAA-MM (MM = slutten av maneden)

RRRR-MM-DD / RRRR-MM (MM = koniec miesigca)

AAAA-MM-DD / AAAA-MM (MM = fim do més)
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rrrr-mm-ga / rerr-MM (MM = koHew mecsia)
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YYYY-AA-GG / YYYY-AA (AA = ayin sonu)

PPPP-MM-O1 / PPPP-MM (MM = kiHeup Micaus)
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nella Comunita Europea / EBpona KaybIMAacTbifbiHAAFb! yokineTTi exin /15 &5 4 2] 919 i3k / |galiotasis atstovas Europos Bendrijoje / Pilnvarotais parstavis
Eiropas Kopiena / Bevoegde vertegenwoordiger in de Europese Gemeenschap / Autorisert representant i EU / Autoryzowane przedstawicielstwo we Wspoélnocie
Europejskiej / Representante autorizado na Comunidade Europeia / Reprezentantul autorizat pentru Comunitatea Europeana / YnonHomou4eHHbIl NpeacraButens
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In Vitro Diagnostic Medical Device / MeguumHcku ypen, 3a AuarHocTvka uH BuTpo / Lékarské zafizeni uréené pro diagnostiku in vitro / In vitro diagnostisk medicinsk
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For IVD Performance evaluation only / Camo 3a oueHka kayectBoTo Ha pabota Ha VD / Pouze pro vyhodnoceni vykonu IVD / Kun til evaluering af IVD ydelse / Nur
fur IVD-Leistungsbewertungszwecke / Mévo yia agioAdynon amédoong IVD / Sélo para la evaluacién del rendimiento en diagnéstico in vitro / Ainult IVD seadme
hindamiseks / Réservé a I'évaluation des performances IVD / Samo u znanstvene svrhe za In Vitro Dijagnostiku / Kizarélag in vitro diagnosztikdhoz / Solo per
valutazione delle prestazioni IVD / XXacaHab! afaaiaa «npobupka ilWwiHae» AuarHocTukaaa Tek XyMblcTel 6aranay ywin / IVD Al s 3 7}ell thaf 4wk AR / Tik IVD
prietaisy veikimo charakteristikoms tikrinti / Vienigi IVD darbibas novértéSanai /Uitsluitend voor doeltreffendheidsonderzoek / Kun for evaluering av IVD-ytelse /
Tylko do oceny wydajnosci IVD / Uso exclusivo para avaliagdo de IVD / Numai pentru evaluarea performantei IVD / Tonbko Anst OLEHKW KayecTBa ANarHoCTUKM in
vitro / Uréené iba na diagnostiku in vitro / Samo za procenu ucinka u in vitro dijagnostici / Endast for utvardering av diagnostisk anvandning in vitro / Yalnizca IVD
Performans degerlendirmesi igin / Tinbku Ans ouiHoBaHHA SKOCTi giarHocTukw in vitro / (LR VD #REPEAS

For US: “For Investigational Use Only”

Lower limit of temperature / Jonen numuT Ha Temnepartyparta / Dolni hranice teploty / Nedre temperaturgreense / Temperaturuntergrenze / Katwrepo 6pio
Beppokpaaiag / Limite inferior de temperatura / Alumine temperatuuripiir / Limite inférieure de température / Najniza dozvoljena temperatura / Alsé hémérsékleti
hatar / Limite inferiore di temperatura / TemnepatypaHblH TemeHri pykcar weri / 313 &= / Zemiausia laikymo temperatdra / Temperattras zemaka robeza /
Laagste temperatuurlimiet / Nedre temperaturgrense / Dolna granica temperatury / Limite minimo de temperatura / Limitd minima de temperatura / HwxHuit npegen
Temnepartypsl / Spodna hranica teploty / Donja granica temperature / Nedre temperaturgréns / Sicaklik alt sinirt / MivimansHa Temnepartypa / i & TR

Control / KontponHo / Kontrola / Kontrol / Kontrolle / Maptupag / Kontroll / Contréle / Controllo / Baksinay / 71 E-% / Kontrolé / Kontrole / Controle / Controlo /
KoHTponb / kontroll / KoHTporb / X #E

Positive control / Monoxutenen koHTpon / Pozitivni kontrola / Positiv kontrol / Positive Kontrolle / ©¢Tik6g pdptupag / Control positivo / Positiivne kontroll / Contréle
positif / Pozitivna kontrola / Pozitiv kontroll / Controllo positivo / OH Gakbinay / &3 %1 E & / Teigiama kontrolé / Pozitiva kontrole / Positieve controle / Kontrola
dodatnia / Controlo positivo / Control pozitiv / MonoxutensHbin koHTponb / Pozitif kontrol / MoauTtnsHui koHTponb / FH 4 X HE 5

Negative control / OtpuuareneH koHTpon / Negativni kontrola / Negativ kontrol / Negative Kontrolle / Apvntikég péptupag / Control negativo / Negatiivne kontroll /
Contréle négatif / Negativna kontrola / Negativ kontroll / Controllo negativo / HeratusTik 6akbinay / 24 71 E% / Neigiama kontrolé / Negativa kontrole / Negatieve
controle / Kontrola ujemna / Controlo negativo / Control negativ / OTpuuatenbHbil koHTpons / Negatif kontrol / HeratueHuii konTpons / B4 5 i1 741

Method of sterilization: ethylene oxide / MeTog Ha cTepunusauus: eTuneHoB okeug / Zpusob sterilizace: etylenoxid / Steriliseringsmetode: ethylenoxid /
Sterilisationsmethode: Ethylenoxid / MéBodog atoaTeipwang: aiBuAevogeidio / Método de esterilizacion: oxido de etileno / Steriliseerimismeetod: etiileenoksiid

1 Méthode de stérilisation : oxyde d’éthylene / Metoda sterilizacije: etilen oksid / Sterilizalas médszere: etilén-oxid / Metodo di sterilizzazione: ossido di etilene /
Crepunusaums agici — aTuneH ToTbiFbl / 255 W o & 9l 8- Alo] = / Sterilizavimo bidas: etileno oksidas / Sterilizé$anas metode: etilenoksids / Gesteriliseerd met
behulp van ethyleenoxide / Steriliseringsmetode: etylenoksid / Metoda sterylizacji: tlenek etylu / Método de esterilizagao: oxido de etileno / Metoda de sterilizare:
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Method of sterilization: irradiation / MeTop Ha ctepunusaums: npaguaums / Zpusob sterilizace: zafeni / Steriliseringsmetode: bestraling / Sterilisationsmethode:
Bestrahlung / MéBodog amooTeipwaong: akTivoBoAia / Método de esterilizacion: irradiacion / Steriliseerimismeetod: kiirgus / Méthode de stérilisation : irradiation /
Metoda sterilizacije: zratenje / Sterilizalas modszere: besugarzas / Metodo di sterilizzazione: irradiazione / Ctepunusauus sgici — cayne Tycipy / 25 43 WAL/
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/ Limite superior de temperatura / Ulemine temperatuuripiir / Limite supérieure de température / Gornja dozvoljena temperatura / Felsé hémérsékleti hatar / Limite
superiore di temperatura / TemneparypaHbiH pykcat eTinreH xorapfbl weri / %3 & 1= / Aukgiausia laikymo temperatdra / Aug$éja temperatiras robeza / Hoogste
temperatuurlimiet / @vre temperaturgrense / Gérna granica temperatury / Limite maximo de temperatura / Limitd maxima de temperatura / Bepxuuin npeaen
Temnepatypbl / Horna hranica teploty / Gornja granica temperature / Ovre temperaturgréns / Sicaklik Ust siniri / MakcumansHa Temneparypa / i J¥ 1 [f

Keep dry / Masete cyxo / Skladujte v suchém prostiedi / Opbevares tert / Trocklagern / @uAdgte 1o oTeyvo / Mantener seco / Hoida kuivas / Conserver au sec /
Drzati na suhom / Szaraz helyen tartand6 / Tenere all'asciutto / Kyprak kyninae ycra / 71 3] 4] / Laikykite sausai / Uzglabat sausu / Droog houden / Holdes
tert / Przechowywac w stanie suchym / Manter seco / A se feri de umezeala / He ponyckatb nonagaxus snarv / Uchovavajte v suchu / Drzite na suvom mestu /
Férvaras torrt / Kuru bir sekilde muhafaza edin / Bepertv sig Bonoru / i {45 T4

Collection time / Bpeme Ha cbbupaHe / Cas odbéru / Opsamlingstidspunkt / Entnahmeuhrzeit / Qpa guA\oyrig / Hora de recogida / Kogumisaeg / Heure de
prélévement / Sati prikupljanja / Mintavétel idépontja / Ora di raccolta / YKunay yaksiTsl / =3 A7+ / Paémimo laikas / Savaksanas laiks / Verzameltijd / Tid
prevetaking / Godzina pobrania / Hora de colheita / Ora colectarii / Bpems c6opa / Doba odberu / Vreme prikupljanja / Uppsamlingstid / Toplama zamani / Yac
3abopy / KA ]

Peel / O6enerte / Oteviete zde / Abn / Abziehen / ATrokoAAroTe / Desprender / Koorida / Décoller / Otvoriti skini / Hizza le / Staccare / ¥cTiHri kabaTbiH anbin TacTa /
w1 7] 7] | Plésti ¢ia / Atlimét / Schillen / Trekk av / Oderwac / Destacar / Se dezlipeste / OtknenTs / Odtrhnite / Oljustiti / Dra isar / Ayirma / Bigkneitu / #i F

Perforation / Mepdopauus / Perforace / Perforering / Aiarpnon / Perforacion / Perforatsioon / Perforacija / Perforalas / Perforazione / Tecik Tecy / 2341 /
Perforacija / Perforacija / Perforatie / Perforacja / Perfuragéo / Perforare / Mepdopauust / Perforacia / Perforasyon / Mepdopauis / % 4L

Do not use if package damaged / He nsnonseaiite, ako onakoBkarta e nospeaeHa / Nepouzivejte, je-li obal poskozeny / Ma ikke anvendes hvis emballagen er
beskadiget / Inhal beschadigter Packungnicht verwenden / Mn xpnoipotroigite eciv n cuokeuaaia €xel utroaTei {nuid. / No usar si el paquete esta dafiado / Mitte
kasutada, kui pakend on kahjustatud / Ne pas I'utiliser si 'emballage est endommagé / Ne koristiti ako je oStec¢eno pakiranje / Ne hasznalja, ha a csomagolas
sérilt / Non usare se la confezione & danneggiata / Erep nakeT 6yabinfaH 6onca, nanganaba / @ 7] 2| 7} =74 749- A8 54| / Jei pakuoté pazeista,
nenaudoti / Nelietot, ja iepakojums bojats / Niet gebruiken indien de verpakking beschadigd is / Ma ikke brukes hvis pakke er skadet / Nie uzywac, jesli
opakowanie jest uszkodzone / N&o usar se a embalagem estiver danificada / A nu se folosi daca pachetul este deteriorat / He ucnonb3sosatb npv nospexaeHun
ynakoBku / Nepouzivajte, ak je obal poskodeny / Ne koristite ako je pakovanje oste¢eno / Anvand ej om férpackningen ar skadad / Ambalaj hasar gérmusse
kullanmayin / He BukopucTOBYBaTU 3a NOLLKOMKEHOT ynakoskm / U LA B, 152048 1

Keep away from heat / Ma3ete ot TonnuHa / Nevystavujte pfiliSnému teplu / Ma ikke udsaettes for varme / Vor Warme schiitzen / KpartioTe 10 pakpid atmé 1
BeppéTnTa / Mantener alejado de fuentes de calor / Hoida eemal valgusest / Protéger de la chaleur / Drzati dalje od izvora topline / Ovja a melegtél / Tenere lontano
dal calore / CankpiH xepae cakta / -2 3] &lloF g / Laikyti atokiau nuo Silumos $Saltiniy / Sargat no karstuma / Beschermen tegen warmte / Mé ikke utsettes for
varme / Przechowywac z dala od zrodet ciepta / Manter ao abrigo do calor / A se feri de caldura / He Harpesatb / Uchovavajte mimo zdroja tepla / Drzite dalje od
toplote / Far ej utsattas fér varme / Isidan uzak tutun / Bepertv sin aii Tenna / i it &5 FAJ5

Cut / Cpexerte / Odstfihnéte / Klip / Schneiden / Kéwre / Cortar / Léigata / Découper / Rezi / Vagija ki / Tagliare / Kecinia / -2} 7] / Kirpti / Nogriezt / Knippen / Kutt
/ Odcig¢ / Cortar / Decupati / Otpesats / Odstrihnite / Ise¢i / Klipp / Kesme / Poapizatu / 5§



Collection date / lata Ha cbbupaHe / Datum odbéru / Opsamlingsdato / Entnahmedatum / Huepopnvia ouAoyrig / Fecha de recogida / Kogumiskuupéev / Date
de prélévement / Dani prikupljanja / Mintavétel datuma / Data di raccolta / YXuHaraH Tis6ekyHi / 55 &%} / Paémimo data / Savaksanas datums / Verzameldatum /
Dato prevetaking / Data pobrania / Data de colheita / Data colectarii / lata c6opa / Datum odberu / Datum prikupljanja / Uppsamlingsdatum / Toplama tarihi / lata
3a6opy / KA H

ul/test / uL/tect / uL/Test / uL/e&étaon / ul/prueba / uL/teszt / nL/€l 2~ = / mkn/tect / pLityrimas / pL/parbaude / pL/teste / mkn/anania / ML/ il

Keep away from light / Ma3ete ot ceetnuHa / Nevystavujte svétlu / Ma ikke udseettes for lys / Vor Licht schiitzen / KpatfioTe 10 pakpid atmoé 1o ewg / Mantener
alejado de la luz / Hoida eemal valgusest / Conserver a I'abri de la lumiére / Drzati dalje od svjetla / Fény nem érheti / Tenere al riparo dalla luce / KapaHfbinanraH
xeppae ycra / 912 7] &) oF g/ Laikyti atokiau nuo Silumos $altiniy / Sargat no gaismas / Niet blootstellen aan zonlicht / Méa ikke utsettes for lys / Przechowywaé z
dala od zrédet $wiatta / Manter ao abrigo da luz / Feriti de lumina / XpanuTb B TemHoTe / Uchovavajte mimo dosahu svetla / Drzite dalje od svetlosti / Far ej utsattas
for ljus / Isiktan uzak tutun / BeperTu Big Aii ceitna / i it 5 't 4k

@C B

X
S

é:o

Hydrogen gas generated / O6pasysaH e Bogopog ra3 / Moznost Uniku plynného vodiku / Frembringer hydrogengas / Wasserstoffgas erzeugt / Anpioupyia agpiou
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