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Bezpecnostni list ES/EU Safety Data Sheet

Bezpecnostni list podle(ES) 1907/2006 Safety Datasheet according to (EG) 1907/2006
a (ES) 1272/2008 and (EG) 1272/2008
Rev: 1.0, 20.01.2016 Rev: 1.0, 2016-01-20

NADAL® Trichomonas Vaginalis Test

1.1 Identifikace produktu 1.1 Product Identifier

Nazev latky: Substance Name

NADAL®-Trichomonas Vaginalis (testovaci kazeta) NADAL®- Trichomonas Vaginalis Test (test cassette)
Kat. ¢.: 840003N-XX Cat. No.:  840003N-XX

XX: Koncovka pro rdzné velikosti baleni XX: Extension number for different packaging sizes

ES-C.: - ; REACH-reg.-C..: -, CAS-C..: - EC-No.: - ; REACH-Reg.-No.: -, CAS-No.: -

1.2 Uéel pouditi 1.2 Intended Use

Rychly vizudlni imunotest pro kvalitativni detekci Rapid visual immunoassay for the qualitative
Trichomonas vaginalis ve vzorcich z vaginalniho stéru. presumptive detection of Trichomonas vaginalis in
Test slouZi jako pomoc pfi diagndze infekce patogenem. vaginal swab specimens. This test is intended for use as
Pouze pro profesionalni pouziti. an aid in the diagnosis of an infection with the

1.3 Uvedeni na trh pathogen. For professional use only.

nal von minden GmbH 1.3 First Distributor

Carl-Zeiss Str. 12 nal von minden GmbH

47445 Moers Carl-Zeiss Str. 12

www.nal-vonminden.com 47445 Moers

info@nal-vonminden.com www.nal-vonminden.com

Fon: +49 (0) 941 29010-0 info@nal-vonminden.com

Fax: +49 (0) 941 29010-50 Fon: +49 (0) 941 29010-0

1.4 Kontakt pro technickou podporu Fax: +49 (0) 941 29010-50

Bezpelnostni povéreni: info@nal-vonminden.com 1.4 Contact for technical support

1.5 Cislo tisiiového volani Safety officer: info@nal-vonminden.com

Toxikologické informaéni stfedisko Praha 1.5 Emergency number

Tel.: +420 224 919 293 Poison control center Munich Emergency Number Fon:
+49 (0) 89 19240

2.1 Klasifikace latky nebo smési 2.1 Classification of the Substance or Mixture
Nepodléha povinnosti oznaceni No obligation to label

2.2 Prvky oznaceni 2.2 Label elements

Symboly nebezpecnosti nejsou podle CLP No Hazard pictograms according to CLP required.
pozadovany 2.3 other Hazards

2.3 Jina nebezpeci Buffer solution: Irritations of skin and/or eyes as well as

Pufr: Mdze zpGsobit lehké podrazdéni pri kontaktu s kGzi | after oral ingestion are possible in minor extent.
a/nebo o¢ima nebo pfi oralnim poZziti.




3.1 Latky (kompletni sloZeni sady)

Zadné samostatné latky - sada je klasifikovana jako

smés

Komponenty sady

e Extrakéni pufr: vodny roztok s TRIS pufrem, boritanem
sodnym, Tween 20 a <0,09 % azidem sodnym jako
konzervaénim cCinidlem

V plastovém pouzdru je uloZen testovaci prouzek s
protilatkami proti Trichomonas vaginalis, které
predstavuji aktivni soucdst detekcni reakce
DalSimi soucastmi testovaciho prouzku jsou: spodni
desticka z plastu, nitroceluldza, celuldza, sklenéna
vldkna, laminatova fdlie a malé mnoistvi bilkovin,
pufru, soli, konzervacnich latek, zlata nebo
nabarveného latexu, tenzidd, polymerd, detergent(
presné slozeni je dlivérné

Extrakcni zkumavka (plast)

Sterilni tampdny (dodavatel viz navod)

Navod k pouZiti

Pocet aplikaci na sadu se mGze mezi rGznymi
variantami produktu lisit.

3.1 Substances (Complete composition of the kit)

No single substances — kit is classified as mixture

Kit Components

e Extraction buffer: aqueous solution with TRIS buffer,
sodium borate, Tween 20 and < 0.09 %sodium azide
as preservative

e Plastic housing containing a test strip with anti-

Trichomonas vaginalis antibodies as active
ingredients of the detection reaction

Further components of the test strip are:

Backing plate made of plastic material,

nitrocellulose, cellulose, glass fibre, laminate foil as
well as low amounts of proteins, buffer, salts,
preservatives, gold or coloured latex, surfactants,
polymers, detergents
the exact composition is confidential

e Extraction Tubes (plastic material)

e Sterile Swabs (refer to product insert for supplier)

e Product Insert

The number of determinations per kit might vary for
different product variants.

3.2 Smési

Nebezpecné prisady:

Produkt nepfedstavuje nebezpectnou latku ve smyslu
natizeni CLP ((ES) 1272/2008). Konzervacni latka azid
sodny (CAS 26628-22-8) je v Cisté podobé zafazen jako
nebezpecny. V tomto ptipadé viak s ohledem na jeho
velmi nizkou koncentraci (< 0.1 %) neni deklarovan jako
nebezpecna latka. Pro blokovani, myti a nasprejovani Ta
C linii, jakoZto i pro pufr jsou pouZity nasledujici
chemikalie, které jsou v Cisté podobé zafazeny jako
nebezpecné: TRIS (CAS 83147-39-1), boritan sodny
(83147-39-1), Triton-X100 (CAS 9002-93-1). | zde jsou
mnoZstvi na testovaci prouzek tak mala, ze deklarace neni
nutna.

3.2 Mixture
Hazardous components:

The product is no hazardous component according to
CLP guidance ((EG) 1272/2008). Although the
substances sodium azide (CAS 26628-22-8) is rated as
hazardous as pure substance. It does not need to be
declared as hazardous component in this formulation
because of the extremely low concentration (< 0.1 %).
In addition for blocking, washing and spraying of T,C-
lines as well as for the buffer, the following chemicals
are used that are rated as hazardous as pure
substances: TRIS (CAS 83147-39-1), Sodium borate
(83147-39-1), Triton-X100 (CAS 9002-93-1). Also here
the amount per test strip is so low that there is no need
for declaration.

Chemicka oznaceni a synonyma
Neuvadi se

Chemicka klasifikace
Diagnosticky test in vitro

Chemicky vzorec
Neuvadi se

Prepravni ndzev
Neuvadi se
Trida nebezpeci
Neuvadi se

Chemical Names and Synonyms
Not applicable

Chemical Family
In Vitro Diagnostic Test

Formula

Not applicable
Shipping Name
Not applicable

Hazard Classification
Not applicable




4.1 Obecna doporuceni

Prvni pomoc

PFi pochybnostech kontaktujte Iékafe nebo Toxikologické
informacni stfedisko Praha:

Cislo tisfiového volani:

Tel.: +420 224 919 293

Svléknéte  kontaminovany odév. Pfi  bezvédomi
provadéjte bézné kroky prvni pomoci, konzultujte s
Iékarem.

Zhorseni priznakl pfi kontaktu:
Neni znamo

Primarni cesty kontaminace:
Kontakt s okem/pokozkou, poZziti

Vdechnuti

Vdechnuti komponentu sady je velice nepravdépodobné.
Pokud je komponent sady vdechnut a zplsobi potizZe,
odvédte postizenou osobu z mista vystaveni na Cerstvy
vzduch. V pfipadé dychacich potizi, podrazdéni nebo
naznakdm otravy vyhledejte |ékare.

Kontaktu s pokoZkou

Pufr muZe pfi kontaktu zpuUsobit lehké podrazdéni.
Odstraite kontaminované obleCeni a omyjte velkym
mnoZstvim vody. Pfi naznacich podraidéni nebo otravy
vyhledejte lékare.

Kontakt s okem

Pufr muZe pfi kontaktu zpUsobit lehké porazdéni.
Odstranit od zdroje. Oteviené oko vyplachnéte velkym
mnoZstvim vody (cca 15 min). V pfipadé bolesti,
naznacich podrazdéni nebo otravy vyhledejte lékare.
PozZiti

V pfipadé poziti pufru, vyplachnéte Usta vodou, pokud je
osoba pfi védomi. Pfi ndznacich podrazdéni nebo otravy
vyhledejte lékare.

Pokyny pro lékare

PredlozZit bezpecnosti list

4.2 Specificka rizika
Nensjou znama

4.3 Pokyny tykajici se okamzité lékarské pomoci a
zvlastniho osetreni

Neni zndmo. Symptomatickd lécba.

5.1 Hasiva

Vhodna hasiva
Praskova hasiva

Oxid uhlicity

Pfimy proud vody
Alkoholu odolna péna

4.1 General Notes

First Aid

In alarming cases call physician or poison control

Center Munich, Emergency number:

Emergency Number Fon:

+49 89 19240

Remove contaminated clothes. During unconsciousness
realize conventional first-aids-steps, consult a physician.

Medical Condition Aggravated by Exposure:
Not known

Primary Route(s) of Entry:
Eyes and Skin Contact, Ingestion

Inhalation

Inhalation of any components of the kit is extremely
unlikely. If a component is inhaled and causes
discomfort, remove exposed person from source of
exposure and take outside to fresh air. If breathing is
difficult, irritation or signs of toxicity occur, seek medical
attention.

Skin Contact

The extraction buffer may cause slight irritations upon
contact. Remove contaminated clothing. Wash affected
area with plenty of water. If irritation or signs of toxicity
occur, seek medical attention

Eye Contact

The extraction buffer may cause slight irritations upon
contact. Remove from source of exposure. Wash with
copious amounts of water (for appr.15 min) with eyelid
held open. If irritation or signs of irritation, pain or
toxicity occur, seek medical attention.

Ingestion

If extraction buffer is ingested rinse mouth with water
provided the person is conscious. If irritation or signs of
toxicity occur, seek medical attention.

Details for the Physician
Show MSDS

4.2 Specific hazards
Not known

4.3 Indication of any immediate medical attention and
special treatment needed

Not known. Treat symptomatically.

5.1 Extinguishing Media
Suitable Extinguishing Media
Dry Chemical

CO,

Water spray
Alcohol-resistant foam




Nevhodna hasiva

Nejsou znama. Mélo by byt pokud mozno zamezeno, aby
se odtokova voda dostala do vodnich nebo jinych
ekologicky citlivych oblasti.

5.2 Zvlastni rizika vyvstavajici z latky nebo smési

Neni zndmo

5.3 Zvlastni ohrozeni a ochranna opatieni v pfipadé
pozaru

Specidlni ochranné vybaveni pti haseni je vSseobecné

doporucovano, protoZe se pfi hofeni mohou uvolfiovat
drazdivé nebo toxické latky (e.g. CO or CO,).

6.1 Opatfeni na ochranu osob

Nechranéné osoby odstrarite od zdroje. Zamezte

kontaktu s pokozkou a ocima. P¥i ¢isténi dbejte obecnych
bezpecnostnich opatreni.

6.2 Opatfeni na ochranu Zivotniho prostredi

Neni ocekavano Zadné ohroZeni Zivotniho prostredi
pokud je s materidlem zachdzeno s odpovidajici
obezietnosti a s odpovidajici obezretnosti je i odstranén.
Unikld tekutina by méla byt pfehrazena, aby se zabranilo
rozsireni.

6.3 Metody pro omezeni uniku a pro cisténi

Unik velkého mnoiZstvi tekutiny z této sady je velice
nepravdépodobny. Zpravidla mohou osoby se zdkladnim
chemickym bezpecnostnim Skolenim odstranit mensi
uvolnéné mnoizstvi. Pouzivejte ochranné obleceni
(ochranné bryle, rukavice, laboratorni plast). Tekutinu
vysuste papirovou utérkou a odstrarite v souladu s
mistnimi pfedpisy (viz oddil 13). O¢istéte poté postizenou
oblast.

6.4 Odkaz na jiné oddily
Viz oddil 4: Pokyny pro prvni pomoc

Pouze pro in vitro diagnostiku. NeuZivejte vnitfné.
Zabrante kontaktu s pokozkou a ocima, poziti Cdi
vdechnuti. Nemichejte Cinidla rliznych Sarzi.

7.1 Opatieni pro bezpecné zachazeni

Opatrné oteviete sacek a provedte test podle ndvodu.
Zabrante usazovani prachu.

Uchovavejte mimo dosah hotlavych materiald.

Zabrante rozliti a kontaktu s pokozkou.

Zachdazejte s testy/vzorky jako s potencionalné infekénimi.
Dbejte  na zavedend opatfeni pro  prevenci
mikrobiologickych rizik v pribéhu celého postupu a
likvidaci provedte v souladu s platnymi predpisy.

Pti provadéni testu pouzivejte rukavice, ochranné bryle a
laboratorni plast.

Unsuitable Extinguishing Media

Not known, if possible run-off water should be
prevented from entering bodies of water or other
environmentally sensitive areas

5.2 Special hazards arising from the substance or
mixture

Unkown
5.3 Special hazards and safety measures in case of fire

Special protection in case of fire-fighting is generally
recommended because irritant or toxic products maybe
released in fire (e.g. CO or CO,)

6.1 Personal Precautions

Remove unprotected persons from source of exposure
Avoid contact with skin and eyes. Use universal
precautions during clean-up procedures.

6.2 Environmental precautions

No environmental hazard is anticipated provided that
the material is handled and disposed of with due care.
Contain spill to prevent migration.

6.3 Procedures for cleaning/uptake

Large spills of this kit are unlikely. Personnel who have
received basic chemical safety trains can generally
handle small-scale releases. Wear protective garment
(safety glasses, gloves, lab coat) Take up spills with
adsorbent paper and dispose of in accordance with the
local regulations (see section 13). Clean affected area
with water afterwards.

6.4 Reference to other sections

See point 4: First Aid measures

For In Vitro Diagnostic Use Only. Do not use internally.
Do not apply to eyes or skin, ingest or inhale. Do not mix
reagents from different lots.

7.1 Precaution for safe Handling

Open container carefully and use test as described in
the product insert.

Avoid deposition of dust

Keep away from flammable goods

Do not spill solutions and avoid skin contact.

Handle all tests/specimens as if they contain infectious
agents. Observe established precautions against
microbiological hazards throughout all procedures and
follow the standard procedures for proper disposal.




7.2 Podminky pro bezpecné skladovani latek a smési
vcetné neslucitelnych latek a smési

NepouZité testy ponechte v obalu.

DrZzte mimo dosah déti.

Neskladovat spolecné s oxidujicimi latkami.

DodrZujte stanovenou skladovaci teplotu: Neskladujte pfi
teploté nad 30°C = 86°F, nezmrazujte.

Pouzijte test co nejrychleji po vyjmuti z vnitfniho obalu.

7.3 Specificka konec¢na pouziti

Neuzivejte vnitfné. Zabrarite kontaktu s pokozkou a
ocima, potziti ¢i vdechnuti.

8.1 Konrolni parametry

Nejsou pouzity zadné latky, které musi byt monitorovany.
8.2 Omezeni expozice

8.2.1 Vhodna technicka regulacni opatfeni:

Za normalnich podminek nejsou nutna.

8.2.2 Osobni ochranné vybaveni:

Ruce
Nepropustné rukavice (nitril, guma, latex nebo
srovnatelné)

Ochrana oci
Laboratorni ochranné bryle

Ochrana téla
Laboratorni odév
Vétrani
Normalni

Dalsi ochrannd opatfeni
Nejsou nutna

Opatreni udrzbeé kontaminovaného
materidlu.

Nuvadi se

pfi  opravé a

8.2.3 Omezovani expozice Zivotniho prostredi:

Zvlastni monitorovani expozice Zivotniho prostredi neni
nutné
Likvidace podle oddilu 13.

9.1 Informace o zakladnich fyzikalnich a chemickych
vlastnostech:

Vzhled

Sada s jednotlivé balenymi testovacimi kazetami v
ochrannych féliich spolu s vysousedlem, plastova lahvicka
s vodnym, bezbarvym pufrem, extrakcni zkumavky,

Wear protective clothing such as laboratory coats,
disposable gloves and eye protection when specimens
are assayed.

7.2 Conditions for
incompatibilities

safe Storage, including any

No used tests should be stored in the packaging

Keep away from children.

Do not store together with oxidizing goods.

Keep to depicted storage temperature: Do not store
above +30°C = 86°F, do not freeze

Once tests have been removed from the inner container
they should be used as soon as possible.

7.3 Specific end use(s)

Do not use internally. Do not apply to eyes or skin,
ingest or inhale.

8.1 Control parameters

No hazardous compounds that must be monitored are
used.

8.2 Exposure controls
8.2.1 Appropriate engineering controls:

Under normal conditions not required.

8.2.2 Personal protection equipment:

Hands
Impervious Gloves (nitrile, rubber, latex or equivalent)

Eyes
Protective Lab Glasses

Body
Laboratory clothes

Ventilation
Normal

Other Precautions
Not needed

Precautions  for Repair and Maintenance
contaminated Material

Not applicable

of

8.2.3 Environmental exposure controls:

No special environmental controls are required.
Disposal of test according to section 13

9.1 Information on basic physical and chemical

properties:

Appearance

Kit with single-pouched test cassettes in foil pouches
together with desiccant, plastic vial with aqueous,
colourless buffer, extraction tubes, swabs




tampény

Zadny zapach v neotevieném stavu

pH

Nevztahuje se na pevné komponenty
Pufr: =9

Zdpach

Zadny specificky zapach

Bod varu (°C)

Neni relevantni pro pevné komponenty
Pufr: = 100 - 105 °C

Bod tani (°C)

Dekompozice plastu pii ~300 °C

Pufr = 0°C (nezmrazujte)

Tlak pary (20 °C)

Neni zndmo

Maximdlni koncentrace par (g/m3)
Neni zndmo

Hustota

Neni zndmo pro pevné komponenty
Vodné roztoky = 1.05 g/cm’

Bod vzplanuti (°C)

Netyka se

Teplota samovzniceni (°C)

Netyka se

Spodni mez vybusnosti

Netyka se

Horni mez vybusnosti

Netyka se

Hasiva

Viz5.1

Nezvykld rizika poZdru ¢i vybuchu

Neni zndmo

Specidlni postupy pri haseni poZdaru
Obecné je doporucovdno zvlastni ochranné vybaveni pfi
haseni pozaru

9.2 Dalsi informace:

Obecné: plastové, papirové komponenty a testy jsou
hoflavé v pfimém plameni.

Dalsi bezpecnosti Udaje nejsou relevantni.

Obecna stabilita (ve smyslu funkénosti): do doby expirace
za dodrZeni skladovacich podminek

10.1 Reaktivita
Neni znamo
10.2 Chemicka stabilita

Produkt je stabilni, nebezpecné produkty rozkladu nejsou
znamy, pokud se dodrzi skladovaci podminky.
Plastové komponenty: nebezpecné produkty rozkladu

No smell in original unopened packaging.

pH

Not applicable for solid materials
Buffer: =9

Odor

No specific odor

Boiling Point (°C)

Not applicable for solid components
Buffer: = 100 - 105 °C

Melting Point (°C)

Plastics decomposition at ~300 °C
Buffer = 0°C (do not freeze)

Vapor Pressure (20 °C)
Not determined

Maximum Concentration (g/m3)
Not determined

Density

Not determined for solid components
aqueous solutions = 1.05 g/cm3
Flash Point (°C)

Not applicable

Auto Ignition Temperature (°C)
Not applicable

LEL

Not applicable

UEL

Not applicable

Extinguishing Media

See5.1

Unusual Fire and Explosive Hazards
No hazards known

Special Fire-Fighting Procedures
Special protection in case of fire-fighting is generally
recommended

9.2 Other Information

General: Plastic, paper components and tests flammable
under direct flame
No further safety data applicable.

General stability (in the sense of functionality): Until
expiry date under the given storage conditions

10.1 Reactivity
Not known
10.2 Chemical stability

The product is stabile, hazardous degradation products
are not known, if the storage conditions are observed.
Plastic components: Hazardous decomposition products




jsou mozné pti paleni.

10.3 Mozinosti nebezpecnych reakci

Nebezpecna polymerizace nenastane.

10.4 Podminky, kterym je tfeba zabranit

Vysoké zahfivani, nekompatibilni materialy (s. 10.5)
10.5 Neslucitelné materialy

V pfipadé kontaktu azidu sodného s olovénym nebo
médénym odpadnim potrubim mohou vznikat vysoce
vybusené azidy kov(. Zamezte kontaktu s kyselinami,
kovy, halogenovanymi rozpostédly a dimethylsulfatem. V
pfipadé koncentraci vyuzitych v této sadé se utvareni
nebezpecnych produktl povaZuje za nepravdépodobné.

10.6 Nebezpecné produkty rozkladu

Neni znamo

Pro tuto smés nejsou k dispozici Zadné informace.
a) Akutni toxicita: K dispozici nejsou Zzadné informace

b) Ziravost/drazdivost kiize: K dispozici nejsou 7adné
informace

c) Vainé poskozeni/podrazdéni oéi: K dispozici nejsou
zadné informace

d) Senzibilizace dychacich cest nebo ktiZe: K dispozici
nejsou zadné informace

e) Mutagenita v zdrodecnych bunkach: K dispozici
nejsou zadné informace

f) Karcinogenita: K dispozici nejsou Zadné informace
g) Toxicita pro reprodukci: K dispozici nejsou Zadné
informace

h) Souhrn hodnoceni CMR vlastnosti:
nejsou zadné informace

K dispozici

i) Specificka toxicita pro cilové organy — jednorazova
expozice: K dispozici nejsou Zddné informace

j) Specificka toxicita pro cilové organy — opakovana
expozice: K dispozici nejsou Zadné informace

k) Nebezpeci pfi vdechnuti: K dispozici nejsou Zadné
informace

Kvantitativni Udaje k toxicité tohoto produktu v daném
zfedéni nejsou k dispozici. Nebezpecné vlastnosti nelze
vyloudit, jsou ale pfi spravném pouziti velmi
nepravdépodobné. S produktem je tfeba zachazet s
opatrnosti béZnou u chemikalii. Ridte se piipadné
uvednymi H-vétami (oddil 3).

during burning possible.

10.3 Possibility of hazardous reactions
Hazardous polymerization will not occur
10.4 Conditions to be avoided

Heating up, incompatible materials (s. 10.5)
10.5 Compounds to be omitted

Sodium azide may react with lead and copper plumbing
to form highly explosive metal azides. Avoid contact
with acid, metals, halogenated solvents and dimethyl
sulfate. In the concentrations present in the kit the
formation of hazardous products is considered to be
unlikely.

10.6 Hazardous products of decomposition:

Not known.

For the mixture not data is available.
a) Acute toxicity: No data available

b) Skin corrosion/irritation: No data available

c) Serious eye damage/irritation: No data available

d) Respiratory or skin sensitization: No data

available
e) germ cell mutagenicity: No data available
f) carcinogenicity: No data available
g) reproductive toxicity: No data available

h) Summary of evaluation of the CMR properties:
No data available

i) STOT-single exposure: No data available

j) STOT-repeated exposure: No data available

k) aspiration hazard: No data available

Quantitative data concerning the toxicity of this product
in the existing dilution are not available. Dangerous
properties cannot be ruled out, but are very unlikely if
the product is used according to the instructions. The
product should be used taking into account the usual
precautions for handling chemicals. If indicated observe
the stated H-Phrases (section 3)




12.1 Toxicita
K dispozici nejsou zadné informace. Neocekava se zadny
vliv na Zivotni prostredi.

12.2 Perzistence a rozlozZitelnost

K dispozici nejsou zadné informace. VSeobecné nejsou
plastové materialy biologicky rozlozitelné a nemély by byt
vyhazovany do pftirody.

12.3 Bioakumulacni potencial

K dispozici nejsou Zddné informace. Potencidl
komponentl sady akumulovat zvifeci nebo rostlinné
systémy je povazovdan za velmi omezeny.

12.4 Mobilita v padé
K dispozici nejsou Zzadné informace
12.5 Vysledky posouzeni PBT a vPvB

Tento pripravek neobsahuje deklarovatelna mnoZstvi
latek zarazenych jako perzistentni, bioakumulovatelné a
toxické (PBT). Tetno pfipravek neobsahuje Zadné latky,
které jsou povazovdany za vysoce perzistentni nebo vysoce
bioakumulovatelné (vPvB).

Pro azid sodny viak plati H412: Skodlivy pro vodni
organismy. s dlouhodobymi ucinky. V pfipadé pfitomnych
koncentraci nejsou Skodlivé vlivy o¢ekavany.

12.6 Jiné nepfiznivé ucinky

K dispozici nejsou Zadné informace

13.1 Metody nakladani s odpady

Vétsi mnoizstvi pufru nevylévejte do kanalizace nebo do
vody. Mensi mnoiZstvi, které je dostatecné zredéné
nebezpedi nepredstavuje. Test mlZe byt odstanovan s
domacim odpadem. Za vSech okolnosti by vSak
odstrafiovani testll a pufru mélo probihat v souladu s
mistné platnymi predpisy.

Zohlednéna by pfitom méla byt potencionalné infekéni
povaha vzorkl(. Dbejte na predpisy pro odstanovani
takovychto materiald.

V pfipadé pochybnosti doporucujeme kontaktovat
pfislusny Ufad a/nebo opravnénou firmu pro likvidaci
odpadu.

Nekontaminovany balici material mize byt recyklovan.

Ve smyslu prepravnich predpisl se nejedna o nebezbecné
zbozi
Transport neni reglementovan

12.1 Toxicity

No information available. No adverse effects on the
environment are expected.

12.2 Persistence and degradability

No information available. Generally plastic materials are
not biodegradable and should not be dumped into the
environment.

12.3 Bioaccumulative potential

No information available. The potential of kit
components to accumulate in animal or plant systems is
considered to be very limited.

12.4 Mobility in soil
No information available

12.5 Results of PBT and vPvB assessment

This preparation contains no amounts of substances
regarded as persistent, bioaccumulative and toxic (PBT)
that need to be declared. This preparation does not
contain substances that are considered to be very
persistent and very bioaccumulative (vPvB).

However for sodium azide applies H412: Harmful to
aquatic life with long lasting effects. In the present
amounts no hazardous influences on the environment
are to be expected.

12.6 Other adverse effects

No information available

13.1 Waste treatment methods

Buffer solutions should not be dumped into the sewage
system or water in higher amounts. Usually small
amounts that are sufficiently diluted are not hazardous.
Frequently tests can be thrown away in regular
household garbage. However, in all cases disposal of
tests and buffers should be in line with federal and local
regulations.

The potentially infectious character of the sample
material should be taken into consideration before
disposal. Observe regulations for proper disposal of
such materials.

If in doubt we recommend to contact the relevant
authorities and/or an approved waste-disposal company
for information to ensure compliance.

Non-contaminated packaging materials can be recycled.

No hazardous goods according to transport regulations
Not regulated for transport

14.1 UN-No.:




14.1 UN-E.: ADR/RID: - IMDG: - IATA: -

ADR/RID: - IMDG: - IATA: - 14.2 UN proper shipping name:
14.2 Pfislusny nazev OSN pro zasilku: ADR/RID: Not dangerous goods

i L. IMDG: Not dangerous goods
ADR/RID: Produkt neni nebezpeény IATA: Not dangerous goods
IMDG: Produkt neni nebezpecny '
IATA: Produkt neni nebezpe&ny 14.3 Transport hazard class(es):
14.3 Tfida nebezpeénosti pro prepravu: ADR/RID: - IMDG: - IATA: -
ADR/RID: - IMDG: - IATA: - 14.4 Packing group:

ADR/RID: - IMDG: - IATA: -

14.4 Obalova skupina:
ADR/RID: - IMDG: - IATA: - 14.5 Environmental hazards:

14.5 Nebezpe&nost pro Zivotni prostiedi: ADR/RID: no IMDG marine pollutant: no IATA: no

ADR/RID: ne IMDG marine pollutant: ne IATA: ne 14.6 Special precautions for user:
14.6 Zvlastni bezpeénostni opatfeni pro uZivatele: No data available
Nejsou k dispozici #4dné informace 14.7 Transport in bulk according to Annex Il of

P . MARPOL 73/78 and the IBC:
14.7 Hromadna pieprava podle pfilohy Il MARPOL 73/78

a pfedpisu IBC: Nejsou k dispozici 24dné informace No data available

Tento bezpecnostni list je v souladu s poZzadavky nafizeni | This safety data sheet complies with the requirements

(ES) €. 1907/2006 of Regulation (EC) no. 1907/2006

15.1 Naf¥izeni tykajici se bezpecnosti, zdravi a Zivotniho 15.1 Safety, health and environmental

prostfedi/specifické pravni pfedpisy tykajici se latky regulations/legislation specific for the substance or

nebo smési mixture

Neni nebezpecny material, klasifikace podle natizeni (ES) No dangerous good, classification in accordance with

1272/2008 (EG)1272/2008

Tento produkt je uréen k in vitro diagnostice a musi proto These products are used for in vitro diagnosis, so they

spliiovat kritéria smérnice IVD 98/79/ES. must meet the criteria described in IVD Directive
98/79/CE.

15.2 Posouzeni chemické bezpecnosti
o , 15.2 Chemical Safety Assessment
Pro tento produkt nebylo provedeno Zadné posouzeni

chemické bezpe&nosti. For this product a chemical safety assessment has not

been carried out.

16. Dalsi udaje 16. Further data

Podle naSich momentdlnich znalosti jsou informace | To our current knowledge all the information within this
obsazené v tomto dokumentu spravné a Uplné. VySe | document is correct and complete. The producer is not
uvedeny vyrobce nenese Zzadnou odpovédnost za | liable for the accuracy or any information not disclosed.
spravnost nebo Uplnost uvedenych informaci. Je | All responsibility is upon the user to operate the
odpovédnosti  uZivatele, aby stanovil vhodnost | procedure in an appropriate manner. The producer is
jednotlivych  materiald. VSechny materidly mohou | not responsible for unknown risks from the materials
predstavovat dosud nezndma rizika a musi s nimi proto | provided and therefore the user should handle with
byt zachazeno s opatrnosti. | kdyZ jsou zde néktera | care. While the producer has highlighted the major
nebezpedi popsana, nemlZeme zarulit, Ze se jednd o | risks, there is a possibility of further risks, which the
jedind nebezpedi. Tyto informace jsou zalozeny na | producer is not liable for. The given information is based
soucasném stavu znalosti, nicméné nepredstavuji zaruku | on the current state of knowledge but does not
vlastnosti vyrobku a neprokazuji Zadny smluvni pravni | guaranty product performances und cannot be used as
pomeér. basis for legal disputes

List vystavil: nal von minden GmbH

Datasheet created by: nal von minden GmbH
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