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INTENDED USE

BD BBL™ Sabouraud Dextrose Agar with Lecithin and Polysorbate 80 Isolator Pack plates are used for microbial load testing.
The Isolator Pack plates are particularly useful for monitoring surfaces and air in Isolator Systems, clean rooms, and other
environmentally-controlled areas when sterility of the medium is of importance.

SUMMARY AND EXPLANATION

BD RODAC™ environmental sampling plates are specially constructed so that an agar medium can be over-filled, producing a
meniscus or dome-shaped surface that can be pressed onto a surface for sampling its microbial burden. These plates are used in a
variety of programs to establish and monitor cleaning techniques and schedules.-5

After touching the surface to be sampled with the medium, the dish is covered and incubated at an appropriate temperature. The
presence and number of microorganisms is determined by the appearance of colonies on the surface of the agar medium.6

The 100 x 15 mm and the 150 x 15 mm style plates can be used for active and passive air sampling. These plates are also designed
for personnel monitoring of finger tips.

Collection of samples from the same area before and after cleaning and treatment with a disinfectant permits the evaluation of the
efficacy of sanitary procedures.

The multi-wrap design has been validated to protect the medium from vapor hydrogen peroxide when used in an Isolator System.

PRINCIPLES OF THE PROCEDURE

BD BBL Sabouraud Dextrose Agar is a peptone medium supplemented with dextrose to support the growth of fungi. The peptones
are sources of nitrogenous growth factors. Dextrose provides an energy source for the growth of microorganisms.

BD BBL Sabouraud Dextrose Agar was devised by Sabouraud for the cultivation of dermatophytes.” The low pH of approximately
5.6 is favorable for the growth of fungi, especially dermatophytes, and inhibitory to contaminating bacteria.

Lecithin neutralizes quaternary ammonium compounds, and polysorbate 80 neuralizes substituted phenolic disinfectants.8-11

Because the entire multi-wrapped product is subjected to a sterilizing dose of gamma radiation, the contents inside the outer bag
are sterile.!! This allows the inner bags to be aseptically removed and brought into an environmentally-controlled area without
introducing contamination.

The inner rolled sterile bag is included as a transport device.

Since the agar medium has been sterilized after packaging, the presence of microbial growth after sampling and incubation can be
relied upon to represent the presence of environmental contaminants and not pre-existing microorganisms in the medium that may
have been introduced during manufacture.

The BD RODAC plate has a marked grid to facilitate counting organisms.
REAGENTS

Formula: BD BBL Sabouraud Dextrose Agar with Lecithin and Polysorbate 80
Approximate Formula* Per Liter Purified Water

Pancreatic Digest Of CaS@IN ..........ccoiiiiiiiiiiiiie e 50 g
Peptic Digest of ANIMal TISSUE ........oouiiiiiiiiiiiii it 50 g
Dextrose . g
LECININ 1. 07 g
POlYSOrDAtE 80......coiiiiiiiiei e 50 g
AT ..ttt 15.0 g

*Adjusted and/or supplemented as required to meet performance criteria and, additionally, to compensate for radiation effects.
Warnings and Precautions: For Laboratory Use

Observe aseptic techniques and established precautions against microbiological hazards throughout all procedures. After use,
prepared plates and other contaminated materials should be sterilized by autoclaving.

Storage Instructions: On receipt, store plates in the dark with top side up (agar bed at bottom) at 2—8 °C. Avoid freezing and
overheating. Do not open until ready to use. Minimize exposure to light.

Prepared plates stored in their original wrapping at 2—8 °C should be warmed to room temperature prior to use.

The product is validated from the time of manufacture to be stable at room temperature (25 °C) for 192 h (8 days). Plates may

be inoculated up to their expiration date and incubated for the recommended incubation times. Discard the unused portion of all
packaging.

Product Deterioration: The contents of unopened or undamaged packages are sterile. At the time the integrity of the outer and/or
inner bags or seals is compromised, the product should no longer be considered sterile. Do not use packages if they show evidence
of damage, microbial contamination, drying or other signs of deterioration.
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SPECIMEN COLLECTION AND HANDLING
This product is not for use directly with clinical specimens.

PROCEDURE
Material Provided: Depending upon which product is ordered, one of the prepared plates listed below is provided.

Materials Not Provided: Ancillary culture media, reagents, quality control organisms and laboratory equipment as required for
this procedure.

Instructions: The bags may be opened by either peeling apart the two films, or by cutting with sterile scissors. To peel open, grasp
and hold the edge of the clear plastic and pull corner of the white opaque outer layer away from the plastic. Open the outer bag
using aseptic technique. Once the outer bag is opened, appropriate measures should be used to maintain the sterility of the inner
bags and their contents.

Surface sampling (BD RODAC plates):

Selected surfaces are sampled by firmly pressing the agar medium against the test area. Hold the plate with thumb and second
finger and use index finger to press plate bottom firmly against surface. Pressure should be the same for every sample. Do not
move plate laterally; this spreads contaminants over the agar surface making resolution of colonies difficult. Slightly curved surfaces
may be sampled with a rolling motion.

Areas (walls, floors, etc.) to be assayed may be divided into sections or grids and samples taken from specific points within the grid.

Grid Method:

1. Subdivide surface (floor or wall) into 36 equal squares per 100 square feet of area by striking five equidistant dividing lines from
each of two adjacent sides.

These dividing lines intersect at twenty-five points.

Number these intersections consecutively in a serpentine configuration.

Use red numerals for odd numbers, black numerals for even numbers.

Omit number 13 which falls in the center of the total area.

Sample odd points at one sampling period, even points at the next sampling period.
For areas greater than 100 square feet, extend grid to include entire area.

For areas smaller than 25 square feet, divide the areas into twenty-five equal squares (sixteen intersections). Sample eight
even-numbered or odd-numbered intersections at each sampling period.

9. For areas between 25 and 100 square feet, divide into 36 equal squares as in #1.
10. Mark plates with intersection numbers.
Incubate exposed plates at 35-37 °C for 48 h, and 25 °C for 7 days or as required.
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User Quality Control:
1. Examine plates for signs of deterioration as described under “Product Deterioration.”

2. Check performance by inoculating a representative sample of plates with pure cultures of stable control organisms that give
known, desired reactions. The following test strains are recommended:

TEST STRAIN EXPECTED RESULTS
Candida albicans Growth

ATCC®60193

Trichophyton mentagrophytes Growth

ATCC 9533

Aspergillus fumigatus Growth

ATCC 26934

RESULTS

After incubation, count the colonies.

Counting of plates containing a profusion of growth can lead to considerable error. A basic decision to be made is whether distinct
colony margins can be observed.

Count all visible colonies. Spreading colonies should be counted as one but care should be taken to observe other distinct colonies
intermingled in the growth around the plate periphery or along a hair line. These should also be counted as one colony, as should
bi-colored colonies and halo-type spreaders.

It is generally agreed that 200 colonies is the approximate maximum that can be counted on BD RODAC plates.
Colony counts may be recorded by:

1. Simply keeping individual counts.

2. Number of viable particles per square foot (agar area is 3.97 square inches).

3. Means and standard deviations.

Subculture colonies of interest so that positive identification can be made by means of biochemical testing and/or microscopic
examination of organism smears.



LIMITATIONS OF THE PROCEDURE

This prepared plated medium is intended for the enumeration of microorganisms from the air and from surfaces of sanitary importance.
For identification, the organisms must be in pure culture. Biochemical tests may be performed for complete identification. Appropriate
texts should be consulted for further information.13-16

AVAILABILITY

Cat. No. Description

292337 BD BBL™ Sabouraud Dextrose Agar with Lecithin and Polysorbate 80, Isolator Pack, Ctn. of 100 BD RODAC™ plates.
292653 BD BBL™ Sabouraud Dextrose Agar with Lecithin and Polysorbate 80, Isolator Pack, Pkg. of 10 100 x 15 mm style plates.

REFERENCES

1.

10.

1.

12.

13.

14.
15.

Hall, L.B., and M.J. Hartnett. 1964. Measurement of the bacterial contamination on surfaces in hospitals. Public Health Rep.

79: 1021-1024.

Vesley, D., and G.S. Michaelson. 1964. Application of a surface sampling technic to the evaluation of bacteriological
effectiveness of certain hospital housekeeping procedures. Health Lab. Sci. 1:107-113.

Pryor, A.K., and C.R. McDuff. 1969. A practical microbial surveillance system. Exec. Housekeeper, March.

Dell, L.A. 1979. Aspects of microbiological monitoring for nonsterile and sterile manufacturing environments. Pharm. Technol.
3:47-51 .

Cannon, R.Y., C.E. Beckelheimer, and R.B. Maxcy. 1985. Microbiological tests for equipment, containers, water and air. In
G.H. Richardson (ed.), Standard methods for the examination of dairy products, 15th ed. American Public Health Association,
Washington, D.C.

McGowan, J.E., Jr. 1985. Role of the microbiology laboratory in prevention and control of nosocomial infections, p. 110-112. In
E.H. Lennette, A. Balows, W.J. Hausler, Jr., and H.J. Shadomy (ed.). Manual of clinical microbiology, 4th ed. American Society
for Microbiology, Washington, D.C.

Sabouraud, R. 1892. Contribution & I'étude de la trichophytie humaine. Etude clinique, microscopique et bactériologique sur la
pluralité des trichophytons de 'homme. Ann. Dermatol. Syphil. 3:1061-1087.

Favero, M.S., D.A. Gabis, and D. Vesley. 1984. Environmental monitoring procedures, p. 47-61. In M.L. Speck (ed.),
Compendium of methods for the microbiological examination of foods, 2nd ed. American Public Health Association, Washington,
D.C.

Quisno, R., .W. Gibby, and M.J, Foter. 1946. A neutralizing medium for evaluating the germicidal potency of the quaternary
ammonium salts. Am. J. Pharm. 1718:320.

Erlandson, A.L., Jr., and C.A. Lawrence. 1953. Inactivating medium for hexachlorophene (G-11) types of compounds and some
substituted phenolic disinfectants. Science 118:274-276.

Brummer, B. 1976. Influence of possible disinfectant transfer on Staphylococcus aureus plate counts after agar contact
sampling. Appl. Environ. Microbial. 32:80-84.

Association for the Advancement of Medical Instrumentation. 1984. Process control guidelines for gamma radiation sterilization
of medical devices. Association for the Advancement of Medical Instrumentation, Arlington, Va.

Larone, D.H. 1993. Medically important fungi: a guide to identif ication, 2nd ed. American Society for Microbiology, Washington,
D.C.

Forbes, B.A., D.F. Sahm, and A.S. Weissfeld. 1998. Bailey & Scott’s diagnostic microbiology, 10th ed. Mosby, Inc., St. Louis.

Koneman, E.W., S.D. Allen, W.M. Janda, P.C. Schreckenberger, and W.C. Winn, Jr. 1992. Mycology, p. 791-877. Color atlas and
textbook of diagnostic microbiology, 4th ed., J.P. Lippincott Co., Philadelphia.

Technical Information: In the United States contact BD Technical Service and Support at 1.800.638.8663 or bd.com.
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Change History

Revision Change Summary

(03) 2020-02 Converted printed instructions for use to electronic format and added
access information to obtain the document from bd.com/e-labeling.

US Customers only: For symbol glossary, refer to bd.com/symbols-glossary
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Manufacturer / MpoussoauTen / Vyrobce / Fabrikant / Hersteller / Kataokeuaoig / Fabricante / Tootja / Fabricant / Proizvodac / Gyarté / Fabbricante / Atkapyubi /
A 214l / Gamintojas / RaZotajs / Tilvirker / Producent / Producétor / Mponssoamtens / Vyrobca / Proizvodaé / Tillverkare / Uretici / Bupo6Huk / £ T

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
utiliza pané la / Vicnonb3osats o / PouZite do / Upotrebiti do / Anvand fore / Son kullanma tarihi / Bukopuctatu go\line / f# A4 11 H 1

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)

JJII-MM-TT / JJJJ-MM (MM = Monatsende)

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 I6pp)

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)

HAKAK-AA-KK / HKAKIK-AA / (AA = aiifibiH, COHpl)

YYYY-MM-DD/YYYY-MM(MM = ¢1'2)

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)

AAAA-LL-ZZ | AAAA-LL (LL = sfarsitul lunii)

rrrr-mm-ga / rerr-MM (MM = koHew mecsia)

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

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

AAAA-MM-DD / AAAA-MM (MM = slutet av manaden)

YYYY-AA-GG / YYYY-AA (AA = ayin sonu)

PPPP-MM-O1 / PPPP-MM (MM = kiHeup Micaus)

YYYY-MM-DD / YYYY-MM (MM = H %)

Catalog number / Katanoxer Homep / Katalogové &islo / Katalognummer / ApiBuég katahdyou / Nimero de catélogo / Katalooginumber / Numéro catalogue /
Katalo$ki broj / Katalégusszam / Numero di catalogo / Katanor Hemipi / 7F&- 2 71 ¥ 3. / Katalogo / numeris / Kataloga numurs / Catalogus nummer / Numer
katalogowy / Numar de catalog / Homep no kararnory / Katalogoveé &islo / Kataloski broj / Katalog numarasi / Homep 3a karanorom / H 3%

Authorized Representative in the European Community / OTopuaupan npeactasuten B EBponeiickata obLyHocT / Autorizovany zastupce pro Evropském
spolecenstvi / Autoriseret repraesentant i De Europzeiske Fzellesskaber / Autorisierter Vertreter in der Europaischen Gemeinschaft / E§ouciodotnuévog
avTimpéowTog oTnv Eupwtraiki Kovétnta / Representante autorizado en la Comunidad Europea / Volitatud esindaja Euroopa Noukogus / Représentant autorisé
pour la Communauté européenne / Autorizuirani predstavnik u Europskoj uniji / Meghatalmazott képvisel6 az Eurdpai K6zésségben / Rappresentante autorizzato
nella Comunita Europea / EBpona KaybIMAacTbifbiHAAFb! yoKineTTi exin /15 &5 4 2] 919 ik / |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 NpeactaButens
B EBponeiickom coobLuectse / Autorizovany zastupca v Eurdpskom spologenstve / Autorizovano predstavnistvo u Evropskoj uniji / Auktoriserad representant i
Europeiska gemenskapen / Avrupa Toplulugu Yetkili Temsilcisi / YnosHoBaxeHWit npeactasHuk y kpainax €C / R & A A2 AU %

In Vitro Diagnostic Medical Device / MeauumHcku ypeq, 3a AuarHocTvka uH BuTpo / Lékarské zafizeni uréené pro diagnostiku in vitro / In vitro diagnostisk medicinsk
anordning / Medizinisches In-vitro-Diagnostikum / In vitro SiayvwoTikn 1atpikr) ouokeur / Dispositivo médico para diagnéstico in vitro / In vitro diagnostika
meditsiiniaparatuur / Dispositif médical de diagnostic in vitro / Medicinska pomagala za In Vitro Dijagnostiku / In vitro diagnosztikai orvosi eszkdz / Dispositivo
medicale per diagnostica in vitro / XXacaHab! xafgaiiaa xyprizeTiH MeavumHanbik Auardoctuka acnabsl / In Vitro Diagnostic 9] & 717] / In vitro diagnostikos
prietaisas / Medicinas ierices, ko lieto in vitro diagnostika / Medisch hulpmiddel voor in-vitro diagnostiek / In vitro diagnostisk medisinsk utstyr / Urzadzenie
medyczne do diagnostyki in vitro / Dispositivo médico para diagndstico in vitro / Dispozitiv medical pentru diagnostic in vitro / MeanuuHckuii npuéop ans
[anarHocTuky in vitro / Medicinska pomécka na diagnostiku in vitro / Medicinski uredaj za in vitro dijagnostiku / Medicinteknisk produkt fér in vitro-diagnostik / In Vitro
Diyagnostik Tibbi Cihaz / MeauuHuit npucTpiii ans aiarHocTukm in vitro / (442 Wi 2297 3 4

Temperature limitation / TemnepatypHu orpaHunyenns / Teplotni omezeni / Temperaturbegraensning / Temperaturbegrenzung / Mepiopiopoi Beppokpaaciag / Limitacion
de temperatura / Temperatuuri piirang / Limites de température / Dozvoljena temperatura / Hémérsékleti hatar / Limiti di temperatura / TemneparypaHbi wekTey /-2
A| % / Laikymo temperatira / Temperatiras ierobeZojumi / Temperatuurlimiet / Temperaturbegrensning / Ograniczenie temperatury / Limites de temperatura / Limite
de temperaturd / OrpaHuyexne Temnepatypbl / Ohranicenie teploty / Ogranic¢enje temperature / Temperaturgrans / Sicaklik sinirlamasi / O6mexeHHs Temnepatypu
/i RE PR

Batch Code (Lot) / Kon Ha naptupara / Kod (islo) $arze / Batch-kode (lot) / Batch-Code (Charge) / Kwdikég mraprtidag (raptida) / Codigo de lote (lote) / Partii kood /
Numéro de lot / Lot (kod) / Tétel szama (Lot) / Codice batch (lotto) / Tontama koabl / ¥ %] 5 =(ZE) / Partijos numeris (LOT) / Partijas kods (laidiens) / Lot nummer
/ Batch-kode (parti) / Kod partii (seria) / Cédigo do lote / Cod de serie (Lot) / Kog naptum (not) / Kéd série (Sarza) / Kod serije / Partinummer (Lot) / Parti Kodu (Lot)
/ Kop nmaprii / it%5 CIEdt)

Contains sufficient for <n> tests / CbabpxaHneTo e JocTaTbyHO 3a <n> TecTta / Dostate¢né mnozstvi pro <n> testu / Indeholder tilstraekkeligt til <n> tests /
Ausreichend fiir <n> Tests / Mepiéxel emmapkn ToodTnTa yia <n> e&etdoelg / Contenido suficiente para <n> pruebas / Kiillaldane <n> testide jaoks / Contenu suffisant
pour <n> tests / Sadrzaj za <n> testova / <n> teszthez elegendé / Contenuto sufficiente per <n> test / <n> TecTTepi yLLiH XeTkinikTi / <n> H ~E7} S35 L3k

/ Pakankamas kiekis atlikti <n> testy / Satur pietiekami <n> parbaudém / Inhoud voldoende voor “n” testen / Innholder tilstrekkelig til <n> tester / Zawiera ilos¢
wystarczajgcg do <n> testéw / Conteldo suficiente para <n> testes / Continut suficient pentru <n> teste / [loctato4Ho ansi <n> tectos(a) / Obsah vystaci na <n>
testov / Sadrzaj dovoljan za <n> testova / Innehaller tillrackligt for <n> analyser / <n> test igin yeterli malzeme igerir / Buctauuts ans asanisie: <n>/ 2457 <n>
bl

Consult Instructions for Use / HanpaseTe cnpaBka B MHCTpykLumuTe 3a ynotpeba / Prostudujte pokyny k pouZziti / Se brugsanvisningen / Gebrauchsanweisung
beachten / ZupBouAeuTeite Tig 0dnyieg xpriong / Consultar las instrucciones de uso / Lugeda kasutusjuhendit / Consulter la notice d’emploi / Koristi upute za
upotrebu / Olvassa el a hasznalati utasitast / Consultare le istruzioni per I'uso / MaiiganaHy HyckaymbiFbIMEH TaHbIChIN anbiHb3 / A8 A % 33 [ Skaitykite
naudojimo instrukcijas / Skatit lietoSanas paméacibu / Raadpleeg de gebruiksaanwijzing / Se i bruksanvisningen / Zobacz instrukcja uzytkowania / Consultar as
instrucdes de utilizagdo / Consultati instructiunile de utilizare / Cm. pykoBoacTso no akcnnyartauum / Pozri Pokyny na pouzivanie / Pogledajte uputstvo za upotrebu /
Se bruksanvisningen / Kullanim Talimatlari’'na bagvurun / [us. iHCTpyKuUii 3 BUKOpUcTaHHs / 2 [#] fii i 15 1A
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Do not reuse / He nanonssaiite otHoBo / Nepouzivejte opakované / Ikke til genbrug / Nicht wiederverwenden / Mnv emravaypnoiyotroieite / No reutilizar / Mitte
kasutada korduvalt / Ne pas réutiliser / Ne koristiti ponovo / Egyszer hasznalatos / Non riutilizzare / Manganan6aneis / A8 %] / Tik vienkartiniam naudojimui /
Nelietot atkartoti / Niet opnieuw gebruiken / Kun til engangsbruk / Nie stosowac¢ powtdrnie / Nao reutilize / Nu refolositi / He ncnoneaosats nostopHo / Nepouzivajte
opakovane / Ne upotrebljavajte ponovo / Far ej ateranvéndas / Tekrar kullanmayin / He BukopuctoBysatv nosTopHo / i Z7) # & i ]

Serial number / CepneH Homep / Sériové Cislo / Serienummer / Seriennummer / Zeipiakdg apiBpodg / N° de serie / Seerianumber / Numéro de série / Serijski broj /
Sorozatszam / Numero di serie / Tontamansik Hemipi / & & ¥ & / Serijos numeris / Sérijas numurs / Serie nummer / Numer seryjny /NUmero de série / Numar de
serie / CepuitHbiii Homep / Seri numarasi / Homep cepii / #4115

For IVD Performance evaluation only / Camo 3a oueHka ka4ecTBoTo Ha pabota Ha IVD / Pouze pro vyhodnoceni vykonu IVD / Kun til evaluering af IVD ydelse / Nur
fur IVD-Leistungsbewertungszwecke / Mévo yia agioAdynon amédoong IVD / Sélo para la evaluacion 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 ilwiHaey» AnarHocTukaaa Tek XyMblcTel 6aranay ywin / IVD A5 3 7)ol thaf 4wk A& / 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 OLiEHKW KadyecTBa 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 iin / Tinbku 4na ouiHOBaHHS AKOCTI AiarHocTuky in vitro / AR IVD i bE(h

For US: “For Investigational Use Only”

Lower limit of temperature / Jonen numnT Ha Temnepatyparta / 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 / HwkHuit npegen
Temnepatypbl / Spodna hranica teploty / Donja granica temperature / Nedre temperaturgréns / Sicaklik alt siniri / MiHimansHa Temnepartypa / i /% K R

Control / KonTponHo / Kontrola / Kontrol / Kontrolle / Maptupag / Kontroll / Contrdle / Controllo / Bakeinay / 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 / Controle
positif / Pozitivna kontrola / Pozitiv kontroll / Controllo positivo / OH 6akbinay / 44 71 E & / Teigiama kontrolé / Pozitiva kontrole / Positieve controle / Kontrola
dodatnia / Controlo positivo / Control pozitiv / MonoxutensHbin koHTponb / Pozitif kontrol / MoautusHuin koHTponb / FH 4 X HE 5

Negative control / OtpuuareneH koHTpon / Negativni kontrola / Negativ kontrol / Negative Kontrolle / Apvntikég péptupag / Control negativo / Negatiivne kontroll /
Contrdle négatif / Negativna kontrola / Negativ kontroll / Controllo negativo / HeratusTik 6akbinay / &4 71 =% / Neigiama kontrolé / Negativa kontrole / Negatieve
controle / Kontrola ujemna / Controlo negativo / Control negativ / OtpuuarenbHbiit koHTpons / Negatif kontrol / HeratusHuin kontpons / [§ 445 HE 71
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