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INTENDED USE

BD Difco™ Haemophilus Influenzae Antisera are recommended for use in slide agglutination tests for serotyping
Haemophilus influenzae.

SUMMARY AND EXPLANATION

H. influenzae constitutes part of the normal respiratory flora of humans and many animal species and can cause a variety of
diseases from chronic respiratory infections to meningitis. Most of the H. influenzae isolates associated with meningitis belong to
serotype b.1

H. influenzae is a nonmotile, facultative anaerobe requiring both factor X (hemin) and factor V (nicotinamide adenine dinucleotide,
NAD) for in vitro growth. In microscopic morphology, the organism is a pleomorphic gram-negative coccobacillus that sometimes
forms threads or filaments.

The presence of a polysaccharide capsule is a major virulence factor for strains of H. influenzae that cause systemic infections.
H. influenzae is divided into serologic groups a,b,c,d,e, and f based on capsular polysaccharides. Most encapsulated strains
that cause infection belong to serotype b.2 The encapsulated strains are referred to as “typeable strains.” Unencapsulated or
“nontypeable” strains may also cause infection, but infections caused by unencapsulated strains are usually limited to the upper
respiratory tract.2

Antigenic similarities exist between H. influenzae and a number of unrelated bacteria. For example, H. influenzae serotype b
shares cross-reacting antigens with Streptococcus pneumoniae serotypes 6, 15a, 29, and 35a (see “LIMITATIONS OF THE
PROCEDURE”).

PRINCIPLES OF THE PROCEDURE

Identification of H. influenzae includes the isolation of the microorganism, biochemical identification and serologic confirmation.
Serologic confirmation involves the reaction in which the microorganism (antigen) reacts with its corresponding antibody. This in vitro
reaction produces macroscopic clumping called agglutination. The desired homologous reaction should be rapid, tightly binding
(high affinity) and not dissociate (high avidity).

Because a microorganism (antigen) may agglutinate with an antibody produced in response to some other species, heterologous
reactions are possible. Such unexpected and perhaps unpredictable reactions may lead to some confusion in serologic
identification. A positive homologous agglutination reaction should support the morphological and biochemical identification of

the microorganism.

REAGENTS

BD Difco Haemophilus Influenzae Antisera are stable, lyophilized, polyclonal rabbit antisera containing approximately 0.1% sodium
azide as a preservative.

When properly rehydrated and used as described (see PROCEDURE) each vial of BD Difco Haemophilus Influenzae Antiserum is
sufficient reagent for 20 slide tests.

Warnings and Precautions:

For in vitro Diagnostic Use.

This Product Contains Dry Natural Rubber.

Observe aseptic technique and established precautions against microbiological hazards throughout all procedures. After use,
specimens, containers, slides, tubes and other contaminated material must be sterilized by autoclaving. Directions for use should be
followed carefully.

WARNING: This product contains sodium azide. Sodium azide is toxic by inhalation, by skin contact, and if swallowed. Contact with
acid liberates very toxic gas. After contact with skin, wash immediately with plenty of water. Sodium azide may react with lead and
copper plumbing to form highly explosive metal azides. On disposal, flush with a large volume of water to prevent azide build-up.

Warning

H302 Harmful if swallowed.

P264 Wash thoroughly after handling. P270 Do not eat, drink or smoke when using this product. P301+P312 IF SWALLOWED: Call
a POISON CENTER or doctor/physician if you feel unwell. P330 Rinse mouth. P501 Dispose of contents/container in accordance
with local/regional/national/international regulations.

Storage: Store lyophilized and rehydrated BD Difco Haemophilus Influenzae Antisera at 2—8 °C.
Expiration date applies to product in its intact container when stored as directed.
Prolonged exposure of reagents to temperatures other than those specified is detrimental to the products.



Discard any antiserum that is cloudy or has a precipitate after rehydration or storage unless it can be clarified by centrifugation or
filtration and demonstrates proper reactivity with validated positive and negative controls. Gross turbidity indicates contamination
and such antisera should be discarded.

SPECIMEN COLLECTION AND PREPARATION

H. influenzae can be recovered from clinical specimens on chocolate agar. For specific recommendations consult appropriate
references.23 Serological typing is reliable only if the culture possesses a capsule. On chocolate agar, encapsulated strains

appear large, round, and more mucoidal than non-encapsulated strains.® Non-encapsulated strains appear as small, compact gray
colonies.5 The ability to produce capsules may be lost over time. Do not perform serological typing on isolates suspected of being
non-encapsulated as test results are unreliable. Determine that a pure encapsulated culture of the microorganism has been obtained
and that biochemical test reactions are consistent with the identification of the organism as H. influenzae. After these criteria are met,
serologic identification can be performed.

PROCEDURE

Materials Provided: BD Difco Haemophilus Influenzae Antiserum Poly, BD Difco Haemophilus Influenzae Antiserum Type a,

BD Difco Haemophilus Influenzae Antiserum Type b, BD Difco Haemophilus Influenzae Antiserum Type c, BD Difco Haemophilus
Influenzae Antiserum Type d, BD Difco Haemophilus Influenzae Antiserum Type e, and BD Difco Haemophilus Influenzae
Antiserum Type f.

Materials Required But Not Provided: Agglutination slides, applicator sticks, sterile purified water, sterile 0.85% saline, and
bacteriological loops.
Reagent Preparation

Equilibrate all materials to room temperature prior to performing the tests. Ensure that all glassware and pipettes are clean and free
of residues, such as detergent.

To rehydrate BD Difco Haemophilus Influenzae Antisera, add 1 mL sterile purified water and rotate to completely dissolve the contents.

User Quality Control

At the time of use, test both positive and negative control cultures to check performance of the antisera, techniques and methodology.
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.

Test isolate for autoagglutination

1. From the test culture on chocolate agar, transfer a loopful of growth to a drop (approximately 35 pL) of sterile 0.85% saline on a
clean slide and emulsify the organism.

2. Rotate the slide for 1 min, then observe for agglutination.

3. If agglutination (autoagglutination) occurs, the culture is rough and cannot be tested. Subculture to chocolate agar, incubate and
test the organism again as described in steps 1 and 2.

If no agglutination occurs, proceed with testing the organism as described (see Procedural Steps).

Procedural Steps
Culture isolates are tested with BD Difco Haemophilus Influenzae Antiserum Poly for presumptive identification followed by testing
with monospecific antisera.

1. Put 1 drop of the BD Difco Haemophilus Influenzae Antiserum to be tested on an agglutination slide.
2. Transfer a loopful of growth of the test organism to the drop of antiserum and mix thoroughly.
3. Rotate the slide for 1 min and read for agglutination.

RESULTS
1. Read and record results as follows:
4+ 100% agglutination (background clear to slightly hazy)
3+ 75% agglutination (background slightly cloudy)
2+ 50% agglutination (background moderately cloudy)
1+ 25% agglutination (background cloudy)
—  No agglutination
2. The positive control should produce a 3+ or greater agglutination.
3. The negative control should show no agglutination.
4. For testing isolates, a 3+ or greater agglutination within 1 min is a positive result.

Positive agglutination using BD Difco Haemophilus Influenza Antiserum Poly and one of the individual typing sera combined with
adequate biochemical results confirms the serotype of H. influenzae present.

LIMITATIONS OF THE PROCEDURE

1. Correct interpretation of serologic reactions depends upon culture purity and morphological characteristics and biochemical
reactions that are consistent with identification of the microorganism as H. influenzae.

2. Serologic methods alone cannot identify the isolate as H. influenzae.



3. Excessive heat from external sources (hot bacteriological loop, burner flame, light source, etc.) may prevent a smooth
suspension of the microorganism or cause evaporation or precipitation of the test mixture. False-positive reactions may occur.

4. Rough culture isolates do occur and will agglutinate spontaneously causing agglutination of negative controls
(autoagglutination). Smooth colonies must be selected and tested in serologic procedures.

5. H.influenzae has antigenic similarities with several unrelated bacteria. Cross-reactions can occur between H. influenzae and
strains of S. pneumoniae, Escherichia coli and several species of Staphylococcus, Streptococcus and Bacillus.

6. BD Difco Haemophilus Influenzae Antisera have been tested using undiluted cultures taken from agar media. These antisera
have not been tested using antigen suspensions in saline or other diluents. If the user applies variations in the recommended
steps (see PROCEDURE), each lot of antiserum must be tested with known control cultures to verify expected reactions under
the modified procedure.

7. Unencapsulated H. influenzae may cross react and should not be interpreted as a positive reaction.6 Therefore, unencapsulated
H. influenzae should not undergo serological typing.

PERFORMANCE CHARACTERISTICS4

The performance of BD Difco Haemophilus Influenzae Antiserum Type b, manufactured by BD Difco Laboratories, was compared

in a slide agglutination test to four other tests for serotyping isolates of Haemophilus influenzae in a study by Himmelreich,
Barenkamp and Storch.# Slide agglutination using another commmercial antiserum, coagglutination, latex agglutination and
counterimmunoelectrophoresis with multiple antisera were also used to serotype isolates. Eighty (80) reference strains were used in
this study. Of these isolates, 39 were Haemophilus influenzae type b.4

The table below lists the number of correctly identified isolates obtained for each test system.

BD Difco
Strain Haemophilus Influenzae Antiserum
Type b Slide Agglutination Test

Commercial Slide Commercial Latex Commercial Counter Inmuno-
Agglutination Test | Agglutination Test |Coagglutination Test| electrophoresis

H. influenza

39/39 39/39 39/39 39/39 9/39
type b
H. influenza 37/37* 37/37* 37/37* 41/41 41/41
not type b
Organisms
not tested 4 4 4 - B

* 4 samples out of the 41 H. influenzae not type b autoagglutinated and could not be tested by the slide agglutination method.
**4 samples out of the 41 H. influenzae not type b gave nonspecific reactions, agglutination of the isolate with both the H. influenzae type b and control
latex preparations.

AVAILABILITY

Cat. No. Description

222371 BD Difco™ Haemophilus Influenzae Antiserum Poly, 1 mL
222501 BD Difco™ Haemophilus Influenzae Antiserum Type a, 1 mL
222361 BD Difco™ Haemophilus Influenzae Antiserum Type b, 1 mL
227891 BD Difco™ Haemophilus Influenzae Antiserum Type ¢, 1 mL
227901 BD Difco™ Haemophilus Influenzae Antiserum Type d, 1 mL
227911 BD Difco™ Haemophilus Influenzae Antiserum Type e, 1 mL
227921 BD Difco™ Haemophilus Influenzae Antiserum Type f, 1 mL
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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 | Date | Change Summary

(05) 2020-05 Converted printed instructions for use to electronic format and added access information to

obtain the document from bd.com/e-labeling.

Updated Precautionary statements, P270 and P330 added to existing statements per current
Safety Data Sheet for Catalog Number 222361.

Updated Specimen Collection and Preparation, added descriptions for colony morphology of
encapsulated and non-encapsulated strains.

Added Limitation of the Procedure #7.
Added References #5 and #6.
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In Vitro Diagnostic Medical Device / MeauuuHcku ypeq, 3a AvwarHocTtuka uH BuTpo / Lékarské zafizeni uréené pro diagnostiku in vitro / In vitro diagnostisk medicinsk
anordning / Medizinisches In-vitro-Diagnostikum / In vitro SiayvwoTikr 1aTpikf 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 / XacaHab! xargaiiaa xypriseTiH MeauumHanbik avardoctuka acnabel / In Vitro Diagnostic 2] & 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 diagnéstico in vitro / Dispozitiv medical pentru diagnostic in vitro / MeanuuHckuit nputop ans
[AnarHocTuky in vitro / Medicinska pomécka na diagnostiku in vitro / Medicinski uredaj za in vitro dijagnostiku / Medicinteknisk produkt fér in vitro-diagnostik / In Vitro
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For US: “For Investigational Use Only”
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Control / KontponHo / Kontrola / Kontrol / Kontrolle / Maptupag / Kontroll / Contréle / Controllo / Baksinay / 71 E-& / Kontrolé / Kontrole / Controle / Controlo /
KonTporns / kontroll / Kontpons / % i

Positive control / MonoxwuTteneH koHTpon / Pozitivni kontrola / Positiv kontrol / Positive Kontrolle / @gTikég paptupag / Control positivo / Positiivne kontroll / Controle
positif / Pozitivna kontrola / Pozitiv kontroll / Controllo positivo / O Gaksinay / %4 71 E & / Teigiama kontrolé / Pozitiva kontrole / Positieve controle / Kontrola
dodatnia / Controlo positivo / Control pozitiv / MonoxuTtenbHbii KoHTponb / Pozitif kontrol / MoautueHui koHTpons / BH 4 X I iR 7

Negative control / OtpuuateneH koHTpon / Negativni kontrola / Negativ kontrol / Negative Kontrolle / Apvntikég pédptupag / 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 / OTpuuyatenbHbiii KoHTpons / Negatif kontrol / HeratusHnin kontponb / [ 14 % HE 5

Method of sterilization: ethylene oxide / MeToa Ha cTepunusauus: etuneHoB okeua / Zpusob sterilizace: etylenoxid / Steriliseringsmetode: ethylenoxid /
Sterilisationsmethode: Ethylenoxid / MéBodog amooTeipwaong: aiBulevoteidio / Método de esterilizacion: 6xido de etileno / Steriliseerimismeetod: etlileenoksiid

/ Méthode de stérilisation : oxyde d’éthylene / Metoda sterilizacije: etilen oksid / Sterilizalas modszere: etilén-oxid / Metodo di sterilizzazione: ossido di etilene /
Crepunusaums agici — atTuneH Totbifbl / 225 W o | 9ll8-AL0] = / Sterilizavimo badas: etileno oksidas / Sterilizésanas metode: etilénoksids / Gesteriliseerd met
behulp van ethyleenoxide / Steriliseringsmetode: etylenoksid / Metoda sterylizacji: tlenek etylu / Método de esterilizagao: 6xido de etileno / Metoda de sterilizare:
oxid de etilenad / Metop ctepunusauum: atuneHokens / Metoda sterilizacie: etylénoxid / Metoda sterilizacije: etilen oksid / Steriliseringsmetod: etenoxid / Sterilizasyon
yontemi: etilen oksit / MeToa ctepunisauii: eTuneHokeugom / K Jiik: WALk

Method of sterilization: irradiation / Metog Ha ctepunusauus: npagvaums / Zpusob sterilizace: zareni / Steriliseringsmetode: bestraling / Sterilisationsmethode:
Bestrahlung / MéBodog atrooTeipwong: akTivoBoAia / Método de esterilizacion: irradiacion / Steriliseerimismeetod: kiirgus / Méthode de stérilisation : irradiation /
Metoda sterilizacije: zragenje / Sterilizalas modszere: besugarzas / Metodo di sterilizzazione: irradiazione / Ctepunusaums sgici — cayne Tycipy / 25 23 : WAL/
Sterilizavimo budas: radiacija / Sterilizésanas metode: apstaro$ana / Gesteriliseerd met behulp van bestraling / Steriliseringsmetode: bestraling / Metoda sterylizacji:
napromienianie / Método de esterilizagéo: irradiagdo / Metoda de sterilizare: iradiere / Metog ctepunusauuun: obnydenue / Metoda sterilizacie: oziarenie / Metoda
sterilizacije: ozracavanje / Steriliseringsmetod: stralning / Sterilizasyon yéntemi: irradyasyon / Metog ctepunisauii: onpomiHeHHsM / K ik Hidt

Biological Risks / Buonoruynu puckose / Biologicka rizika / Biologisk fare / Biogefahrdung / Biohoyikoi kivduvol / Riesgos biolégicos / Bioloogilised riskid / Risques
biologiques / Bioloski rizik / Bioldgiailag veszélyes / Rischio biologico / Buonorusneik Toyekenaep / A =34 93] / Biologinis pavojus / Biologiskie riski / Biologisch
risico / Biologisk risiko / Zagrozenia biologiczne / Perigo bioldgico / Riscuri biologice / Buonornyeckas onacHocTs / Biologické riziko / Bioloski rizici / Biologisk risk /
Biyolojik Riskler / Biornoriuna Hebesneka / A4 KUK

Caution, consult accompanying documents / BHumaHue, HanpaseTe cnpaska B NpuapyxasaLuuTe AokymeHTn / Pozor! Prostuduijte si pfilozenou dokumentaci!

/ Forsigtig, se ledsagende dokumenter / Achtung, Begleitdokumente beachten / Mpocoyr|, cupBoulAeuTeite Ta UVOBEUTIKG £yypaga / Precaucion, consultar la
documentacion adjunta / Ettevaatust! Lugeda kaasnevat dokumentatsiooni / Attention, consulter les documents joints / Upozorenije, koristi pratecu dokumentaciju

/ Figyelem! Olvassa el a mellékelt tajékoztatot / Attenzione: consultare la documentazione allegata / AGaiinaHpia, TUICTi KyKaTTapMeH TaHbICbIHbI3 / 5-2], 545-%
A 33 | Démesio, zitrékite pridedamus dokumentus / Piesardziba, skatit pavaddokumentus / Voorzichtig, raadpleeg bijgevoegde documenten / Forsiktig,

se vedlagt dokumentasjon / Nalezy zapoznac sie z dotgczonymi dokumentami / Cuidado, consulte a documentacéo fornecida / Atentie, consultati documentele
insotitoare / BHumanue: cM. npunaraemyto gokymeHTauuio / Vystraha, pozri sprievodné dokumenty / Paznja! Pogledajte prilozena dokumenta / Obs! Se medféljande
dokumentation / Dikkat, birlikte verilen belgelere bagvurun / Ysara: AvB. cynyTHio fAokyMmeHTawto / /NGy, 12 [ By S0k o

Upper limit of temperature / FopeH numuT Ha Temnepatypara / Horni hranice teploty / @vre temperaturgraense / Temperaturobergrenze / Avitepo 6plo Beppokpaaiag
/ Limite superior de temperatura / Ulemine temperatuuripiir / Limite supérieure de température / Gornja dozvoljena temperatura / Felsé hémérsékleti hatar / Limite
superiore di temperatura / TemneparypaHbiH pykcar eTinreH xofapfbl weri / %3 &= / Auksiausia laikymo temperatdra / Aug$éja temperatiras robeza / Hoogste
temperatuurlimiet / @vre temperaturgrense / Gérna granica temperatury / Limite méximo de temperatura / Limita maxima de temperatura / Bepxuuit npegen
Temnepatypsl / Horna hranica teploty / Gornja granica temperature / Ovre temperaturgrans / Sicaklik Ust siniri / MakcumansHa Temneparypa / i J% 1

Keep dry / MNasete cyxo / Skladujte v suchém prostfedi / Opbevares tert / Trocklagern / @uAdgTe To oTeyvo / Mantener seco / Hoida kuivas / Conserver au sec /
Drzati na suhom / Szaraz helyen tartandé / Tenere all'asciutto / Kyprak kyiinge ycra / 213 -8 4] / Laikykite sausai / Uzglabat sausu / Droog houden / Holdes
tert / Przechowywac w stanie suchym / Manter seco / A se feri de umezeala / He ponyckatb nonaganus snarv / Uchovavajte v suchu / Drzite na suvom mestu /
Férvaras torrt / Kuru bir sekilde muhafaza edin / Bepertv sin Bonorw / i {745 11

Collection time / Bpeme Ha cb6upane / Cas odbéru / Opsamlingstidspunkt / Entnahmeuhrzeit / Qpa ouMoyrig / Hora de recogida / Kogumisaeg / Heure de
préléevement / Sati prikupljanja / Mintavétel idépontja / Ora di raccolta / XKunay yaksiTsl / <=3 A7t / Paémimo laikas / Savaksanas laiks / Verzameltijd / Tid
prevetaking / Godzina pobrania / Hora de colheita / Ora colectarii / Bpems c6opa / Doba odberu / Vreme prikupljanja / Uppsamlingstid / Toplama zamani / Yac
3a6opy / KA ]

Peel / O6enete / Oteviete zde / Abn / Abziehen / AmrokoMroTe / Desprender / Koorida / Décoller / Otvoriti skini / Huzza le / Staccare / ¥cTiHri kabaThiH anbin Tacta /
B17]7] | Plésti ¢ia / Atlimét / Schillen / Trekk av / Oderwac / Destacar / Se dezlipeste / Otknents / Odtrhnite / Oljustiti / Dra isar / Ayirma / Bigkneitv / #i

Perforation / Mepdopauus / Perforace / Perforering / Aiatpnon / Perforacion / Perforatsioon / Perforacija / Perforalas / Perforazione / Tecik Tecy / 23|41 /
Perforacija / Perforacija / Perforatie / Perforacja / Perfuragéo / Perforare / Mepdopauusi / Perforacia / Perforasyon / Mepdopauisi / % 4L



Do not use if package damaged / He usnonaseaiite, ako onakoskarta e nospeaeHa / Nepouzivejte, je-li obal poskozeny / Ma ikke anvendes hvis emballagen er
beskadiget / Inhal beschadigter Packungnicht verwenden / Mn xpnoigotroigite eGv n ouokeuaoia €xel utrooTei {nuid. / No usar si el paquete esta dafado / Mitte
kasutada, kui pakend on kahjustatud / Ne pas I'utiliser si 'emballage est endommagé / Ne koristiti ako je oSte¢eno pakiranje / Ne hasznalja, ha a csomagolas
sériilt / Non usare se la confezione & danneggiata / Erep nakeT 6yabinfaH 6onca, nanganavba / @ 7] 2| 7} =45 79 A& %] / 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&do usar se a embalagem estiver danificada / A nu se folosi daca pachetul este deteriorat / He ncnonb3osatb npu nospexaeHum
ynakoBku / Nepouzivaijte, ak je obal poSkodeny / Ne koristite ako je pakovanje oste¢eno / Anvand ej om forpackningen ar skadad / Ambalaj hasar gérmisse
kullanmayin / He BukopucToByBaTH 3a NOLUKOMKEHOT ynakoskm / US4 i, 152048 1

e Keep away from heat / Masete ot Tonnuta / Nevystavujte pfiliSnému teplu / Ma ikke udseettes for varme / Vor Wérme schitzen / KparioTe 1o pakpid atmé
/:{\ BepudtnTa / 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 / CankbiH xepge cakra / &-2 ¥ &l of g / Laikyti atokiau nuo $ilumos $altiniy / Sargat no karstuma / Beschermen tegen warmte / M ikke utsettes for
varme / Przechowywac z dala od zrédet ciepta / Manter ao abrigo do calor / A se feri de caldura / He Harpesatb / Uchovavajte mimo zdroja tepla / Drzite dalje od
toplote / Far ej utsattas for varme / Isidan uzak tutun / Bepertv sig aii Tenna / 1 it & #4J5

Cut / Cpexerte / Odstfihnéte / Klip / Schneiden / Koyrte / Cortar / Léigata / Découper / Rezi / Vagja ki / Tagliare / Kecitia / Z-2}u] 7] / Kirpti / Nogriezt / Knippen / Kutt
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Keep away from light / Ma3ete ot ceetnuHa / Nevystavujte svétlu / Ma ikke udseettes for lys / Vor Licht schiitzen / KpatfioTe 10 pakpid atmé 1o gwg / 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
xepae ycra / & v & oF ¢/ Laikyti atokiau nuo Silumos $Saltiniy / Sargat no gaismas / Niet blootstellen aan zonlicht / Ma ikke utsettes for lys / Przechowywac 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
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for ljus / Isiktan uzak tutun / BeperTu Big aii ceitna / i it 4 Y64k

Hydrogen gas generated / O6pasysaH e Bogopog ra3 / Moznost tniku plynného vodiku / Frembringer hydrogengas / Wasserstoffgas erzeugt / Anpioupyia agpiou
udpoydvou / Produccion de gas de hidrogeno / Vesinikgaasi tekitatud / Produit de I'hnydrogéne gazeux / Sadrzi hydrogen vodik / Hidrogén gazt fejleszt / Produzione
di gas idrogeno / Maatektec cyTeri naitna Gonasl / 524 7k~ A4 % / I3skiria vandenilio dujas / Rodas Gdenradis / Waterstofgas gegenereerd / Hydrogengass
generert / Powoduje powstawanie wodoru / Produgdo de gas de hidrogénio / Generare gaz de hidrogen / Beiaenenue sogopopa / Vyrobené pouzitim vodika /
Oslobada se vodonik / Genererad vatgas / Agiga gikan hidrojen gazi / Peakuis 3 BugineHHsam BoaHo / 237~ A4S
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Patient ID number / U] Homep Ha nauuenTa / ID pacienta / Patientens ID-nummer / Patienten-1D / ApiBu6g avayvwpiong acBevolg / Nimero de ID del paciente /
Patsiendi ID / No d’identification du patient / Identifikacijski broj pacijenta / Beteg azonosité szama / Numero ID paziente / MauveHTTiH naeHTUdUKaumsnblk Hemipi /
32} ID W& / Paciento identifikavimo numeris / Pacienta ID numurs / Identificatienummer van de patiént / Pasientens ID-nummer / Numer ID pacjenta / Numero da
ID do doente / Numar ID pacient / neHTndukaumoHHbIn Homep naumenTa / Identifikacné Eislo pacienta / ID broj pacijenta / Patientnummer / Hasta kimlik numarasi /
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vorsichtig handhaben. / EUBpauaTo. XeipioTeite To ue Tpoooxr. / Fragil. Manipular con cuidado. / Orn, kasitsege ettevaatlikult. / Fragile. Manipuler avec précaution.
/ Lomljivo, rukujte paZljivo. / Térékeny! Ovatosan kezelendd. / Fragile, maneggiare con cura. / CbiHfbiww, abainan naingananbiibis. / =4 71% 7] 412 212 / Trapu,
elkités atsargiai. / Trausls; rikoties uzmanigi / Breekbaar, voorzichtig behandelen. / @mtalig, handter forsiktig. / Krucha zawartos$¢, przenosi¢ ostroznie. / Fragil,
Manuseie com Cuidado. / Fragil, manipulati cu atentie. / Xpynkoe! O6paLyatbcsi ¢ ocTopoxHocTbio. / Krehké, vyZaduje sa opatrna manipulacia. / Lomljivo - rukujte
pazljivo. / Brackligt. Hantera forsiktigt. / Kolay Kirilir, Dikkatli Tagiyin. / TeHgitHa, 3BepTatucs 3 obepesxHicTio / 5 fit, /Ny

RX Only This only applies to US: “Caution: Federal Law restricts this device to sale by or on the order of a licensed practitioner.” / S’applique uniquement aux Etats-Unis: “Caution: Federal
Law restricts this device to sale by or on the order of a licensed practitioner.” / Vale solo per gli Stati Uniti: “Caution: Federal Law restricts this device to sale by or on the order of a
licensed practitioner.” / Gilt nur fiir die USA: “Caution: Federal Law restricts this device to sale by or on the order of a licensed practitioner.” / Sélo se aplica a los EE.UU.: “Caution:
Federal Law restricts this device to sale by or on the order of a licensed practitioner.”

! Fragile, Handle with Care / Yynnuso, PaGoteTe ¢ HeobxoaumoTo BHUMaHKe. / Kfehké. Pfi manipulaci postupuijte opatrné. / Forsigtig, kan ga i stykker. / Zerbrechlich,
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