SAFETY DATA SHEET
according to Regulation (EC) No. 1907/2006

LumiraDx Instrument V5E (DE)

Version Revision Date: Date of last issue: -
1.0 31.05.2024 Date of first issue: 31.05.2024

SECTION 1: Identification of the substance/mixture and of the company/undertaking

1.1 Product identifier
Trade name : LumiraDx Instrument V5E (DE)

Product code ;10417749003

1.2 Relevant identified uses of the substance or mixture and uses advised against

1.3 Details of the supplier of the safety data sheet

Company Roche Diagnostics Deutschland GmbH
Sandhoferstrasse 116
68305 Mannheim
Deutschland

Telephone 1 +496217590

Telefax . +496217592890

Responsible Department © +49(0)621-759-4223

E-mail address . info.dia-sds@roche.com

1.4 Emergency telephone number

Im Notfall: . Werkschutzzentrale Roche  +49(0)621-759-2203
Diagnostics GmbH

Giftnotruf; . Mainz +49(0)6131-19240

SECTION 2: Hazards identification

2.1 Classification of the substance or mixture
2.2 Label elements

2.3 Other hazards
None known.

SECTION 3: Composition/information on ingredients
3.2 Mixtures

Components

SECTION 4: First aid measures

4.1 Description of first aid measures

4.2 Most important symptoms and effects, both acute and delayed
None known.
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4.3 Indication of any immediate medical attention and special treatment needed

SECTION 5: Firefighting measures
5.1 Extinguishing media

5.2 Special hazards arising from the substance or mixture

5.3 Advice for firefighters

SECTION 6: Accidental release measures

6.1 Personal precautions, protective equipment and emergency procedures
6.2 Environmental precautions
6.3 Methods and material for containment and cleaning up

6.4 Reference to other sections

SECTION 7: Handling and storage

7.1 Precautions for safe handling
7.2 Conditions for safe storage, including any incompatibilities

7.3 Specific end use(s)

SECTION 8: Exposure controls/personal protection

8.1 Control parameters

8.2 Exposure controls

SECTION 9: Physical and chemical properties

9.1 Information on basic physical and chemical properties

9.2 Other information
No data available

SECTION 10: Stability and reactivity
10.1 Reactivity

10.2 Chemical stability

10.3 Possibility of hazardous reactions
No data available

10.4 Conditions to avoid
No data available
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10.5 Incompatible materials
No data available

10.6 Hazardous decomposition products

No data available

SECTION 11: Toxicological informati

on

11.1 Information on hazard classes as defined in Regulation (EC) No 1272/2008

11.2 Information on other hazards

SECTION 12: Ecological information
12.1 Toxicity
No data available

12.2 Persistence and degradability
No data available

12.3 Bioaccumulative potential
No data available

12.4 Mobility in soil
No data available

12.5 Results of PBT and vPvB assessment

Not relevant

12.6 Endocrine disrupting properties
No data available

12.7 Other adverse effects
No data available

SECTION 13: Disposal consideration

13.1 Waste treatment methods

S

SECTION 14: Transport information
14.1 UN number or ID number

ADR
RID
IMDG
IATA
14.2 UN proper shipping name

UN 3481
UN 3481
UN 3481
UN 3481
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ADR LITHIUM ION BATTERIES CONTAINED IN EQUIPMENT
RID LITHIUM ION BATTERIES CONTAINED IN EQUIPMENT
IMDG LITHIUM ION BATTERIES CONTAINED IN EQUIPMENT
IATA Lithium ion batteries contained in equipment

14.3 Transport hazard class(es)

ADR
RID
IMDG
IATA
14.4 Packing group

ADR

Packing group
Classification Code
Labels

Tunnel restriction code

RID

Packing group

Classification Code

Hazard Identification Number
Labels

IMDG

Packing group
Labels

EmS Code

IATA (Cargo)

Packing instruction (cargo
aircraft)

Packing group

Labels

IATA (Passenger)

Packing instruction (passen-
ger aircraft)

Packing group

Labels

14.5 Environmental hazards
ADR
Environmentally hazardous

RID
Environmentally hazardous

IMDG
Marine pollutant

Class Subsidiary risks

9

9
9
9

Not assigned by regulation
M4
9A

(E)

Not assigned by regulation
M4
90
9A

Not assigned by regulation
9A
F-A, S-I

967

Not assigned by regulation
Lithium battery

967

Not assigned by regulation
Lithium battery

no
no

no
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14.6 Special precautions for user

The transport classification(s) provided herein are for informational purposes only, and solely
based upon the properties of the unpackaged material as it is described within this Safety Data
Sheet. Transportation classifications may vary by mode of transportation, package sizes, and var-
iations in regional or country regulations.

14.7 Maritime transport in bulk according to IMO instruments
Not applicable for product as supplied.

SECTION 15: Regulatory information

15.1 Safety, health and environmental regulations/legislation specific for the substance or mix-
ture

15.2 Chemical safety assessment

SECTION 16: Other information

Full text of other abbreviations

ADN - European Agreement concerning the International Carriage of Dangerous Goods by Inland
Waterways; ADR - Agreement concerning the International Carriage of Dangerous Goods by
Road; AlIC - Australian Inventory of Industrial Chemicals; ASTM - American Society for the Test-
ing of Materials; bw - Body weight; CLP - Classification Labelling Packaging Regulation; Regula-
tion (EC) No 1272/2008; CMR - Carcinogen, Mutagen or Reproductive Toxicant; DIN - Standard
of the German Institute for Standardisation; DSL - Domestic Substances List (Canada); ECHA -
European Chemicals Agency; EC-Number - European Community number; ECx - Concentration
associated with x% response; ELx - Loading rate associated with x% response; EmS - Emergen-
cy Schedule; ENCS - Existing and New Chemical Substances (Japan); ErCx - Concentration as-
sociated with x% growth rate response; GHS - Globally Harmonized System; GLP - Good La-
boratory Practice; IARC - International Agency for Research on Cancer; IATA - International Air
Transport Association; IBC - International Code for the Construction and Equipment of Ships car-
rying Dangerous Chemicals in Bulk; IC50 - Half maximal inhibitory concentration; ICAO - Interna-
tional Civil Aviation Organization; IECSC - Inventory of Existing Chemical Substances in China;
IMDG - International Maritime Dangerous Goods; IMO - International Maritime Organization; ISHL
- Industrial Safety and Health Law (Japan); ISO - International Organisation for Standardization;
KECI - Korea Existing Chemicals Inventory; LC50 - Lethal Concentration to 50 % of a test popula-
tion; LD50 - Lethal Dose to 50% of a test population (Median Lethal Dose); MARPOL - Interna-
tional Convention for the Prevention of Pollution from Ships; n.o.s. - Not Otherwise Specified,;
NO(A)EC - No Observed (Adverse) Effect Concentration; NO(A)EL - No Observed (Adverse) Ef-
fect Level; NOELR - No Observable Effect Loading Rate; NZIoC - New Zealand Inventory of
Chemicals; OECD - Organization for Economic Co-operation and Development; OPPTS - Office
of Chemical Safety and Pollution Prevention; PBT - Persistent, Bioaccumulative and Toxic sub-
stance; PICCS - Philippines Inventory of Chemicals and Chemical Substances; (Q)SAR - (Quanti-
tative) Structure Activity Relationship; REACH - Regulation (EC) No 1907/2006 of the European
Parliament and of the Council concerning the Registration, Evaluation, Authorisation and Re-
striction of Chemicals; RID - Regulations concerning the International Carriage of Dangerous
Goods by Rail; SADT - Self-Accelerating Decomposition Temperature; SDS - Safety Data Sheet;
SVHC - Substance of Very High Concern; TCSI - Taiwan Chemical Substance Inventory; TECI -
Thailand Existing Chemicals Inventory; TRGS - Technical Rule for Hazardous Substances; TSCA
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- Toxic Substances Control Act (United States); UN - United Nations; vPvB - Very Persistent and
Very Bioaccumulative

Further information

The information provided in this Safety Data Sheet is correct to the best of our knowledge, infor-
mation and belief at the date of its publication. The information given is designed only as a guid-
ance for safe handling, use, processing, storage, transportation, disposal and release and is not
to be considered a warranty or quality specification. The information relates only to the specific
material designated and may not be valid for such material used in combination with any other
materials or in any process, unless specified in the text.

DE /EN /2304
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