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

1.1

1.2

1.3

1.4.

Product identifier:
ZINC OXIDE

CAS No.: 1314-13-2

EC No.: 215-222-5

Index number: 030-013-00-7

Registration number: 01-2119463881-32-XXXX

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

Identified uses:

Chemical substance.

Manufacturing of pharmaceutical formulations and medical devices.

The substance complies with the requirements of the European pharmacopoeia.
Substance not intended for the preparation of magistral preparations and pharmacy drugs.

Uses advised against:
Any type of use not listed above.

Details of the supplier of the safety data sheet:
CHEMA - ELEKTROMET Spétdzielnia Pracy
Przemystowa 9, 35-105 Rzeszéw, Poland
Telephone number: + 48 17 854-93-69, 862-05-90
fax: +48 17 862-26-47

e-mail: chema@chema.rzeszow.pl

Emergency telephone number:

- Toxicology Department, Nofer Institute of Occupational Medicine, £.6dz (Poland)
Telephone number: + 48 42 657 99 00; + 48 42 631 47 67

(Opening hours: Monday-Friday 8:00-15:00, emergency telephone service in polish)
- Fire Brigade: 998 (Poland)

- European emergency telephone number: 112

SECTION 2: Hazards identification

2.1.

2.2.

Classification of the substance or mixture:

Zinc oxide has been classified as hazardous: Hazardous to the aquatic environment, acute hazard,
Category 1; Hazardous to the aquatic environment, long-term hazard, Category 1, in accordance with

Regulation (EC) No 1272/2008 as amended.

Aquatic Acute 1; H400 — Very toxic to aquatic life.

Aquatic Chronic 1; H410 — Very toxic to aquatic life with long lasting effects.
See Section 11 for details on health effects and possible symptoms.

Label elements:
- In accordance with Regulation (EC) No 1272/2008 as amended
Hazard pictograms:

£
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2.3.

Signal word: Warning
Hazard statements:

H410 — Very toxic to aquatic life with long lasting effects

Precautionary statements:

P273 — Avoid release to the environment.

P391 — Collect spillage.

P501 — Dispose of contents/container in accordance with national regulations.

Other hazards:
The substance does not meet the criteria for classification as PBT/vPvB.

SECTION 3: Composition/ information on ingredients

3.1.

Substances:
ZINC OXIDE
Chemical formula: ZnO

Substance CAS EC Registration | Weight % | Classification (EC) No
name Number Number Number content 1272/2008
Zinc oxide 1314-13-2 215-222-5 01- <100% | Aquatic Acute 1
2119463881- Aquatic Chronic 1
32-XXXX M factor: 1

SECTION 4: First aid measures

4.1.

4.2.

4.3.

Description of first aid measures:

Following inhalation: ensure access to fresh air, in case of breathing difficulties contact a doctor.
Following skin contact: immediately wash skin with plenty of lukewarm, running water.
Following eye contact: rinse immediately with plenty of water for at least 10 minutes with eyelids
wide open, contact a doctor.

Following ingestion: immediately give a victim plenty of water to drink. Call a doctor.

Most important symptoms and effects, both acute and delayed:

Respiratory tract: irritation of the mucous membranes and upper respiratory tract.

Gastrointestinal tract: when consumed in large quantities, mucosal irritation and gastric distress.
Eyes: irritation.

Skin contact: irritation.

If a larger amount is absorbed, effects similar to the influenza will occur, along with high fever and
muscle tremors. The effects usually subside after two days, when the body removes the excessive
amount of the substance.

Indication of any immediate medical attention and special treatment needed:
Information for the doctor: symptomatic treatment.

SECTION 5: Firefighting measures

5.1.

5.2.

Extinguishing media:

Suitable extinguishing media: water spray, foam, carbon dioxide (CO2), dry extinguishing agents,
inert powder extinguisher (depending on the materials stored near the area).

Unsuitable extinguishing media: do not use high-pressure water stream for extinguishing at dusty
product.

Special hazards arising from the substance or mixture:
Non-flammable. A fire in the environment can release dangerous vapors.
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5.3.

Advice for firefighters:
Wear a self-contained breathing apparatus and protective clothing. Prevent firefighting water from
getting into surface and ground water.

SECTION 6: Accidental release measures

6.1.

6.2.

6.3.

6.4.

Personal precautions, protective equipment and emergency procedures:

For non-emergency personnel:

Take appropriate precautions to minimize direct skin or eye contamination and inhalation of dust.
Avoid dust formation; do not inhale dust. Avoid contamination with the substance. Personal
protective equipment: see in Section 8.

For emergency responders:

See Section 8.

Environmental precautions:
Avoid release to the environment. Do not allow to enter sewage, surface or ground water.

Methods and material for containment and cleaning up:
Collect the spill. Collect dry. Transfer for disposal. Clean the contaminated area. Avoid forming dust.

Reference to other sections:
Use personal protective equipment in accordance with Section 8. Dispose of waste in accordance
with Section 13.

SECTION 7: Handling and storage

7.1.

7.2.

7.3.

Precautions for safe handling:
The substance should be used with the caution usual for chemicals. Avoid inhalation of dust. Avoid
contamination of eyes, skin and clothing.

Conditions for safe storage, including any incompatibilities:
Store in a original, tightly closed container at a temperature not higher than 25°C. Do not store with
acids and bases.

Specific end use(s):
Chemical substance.
Manufacture of pharmaceutical preparations and medical devices.

SECTION 8: Exposure controls/personal protection

8.1.

8.2.

Control parameters:

Maximum permissible concentration of zinc oxide in the working environment, per Zn:
The highest acceptable concentration: 5 mg/m? (Poland NDS, respirable fraction)

The highest short-term acceptable concentration: 10 mg/m? (Poland NDSCh, respirable fraction)
DNEL: 5000 mg/kg/dzien (skin), 50 mg/kg/dzien (oral).

Exposure controls:

Appropriate engineering controls:

Essential protective measures: Protective measures should be in accordance with good hygiene
practices for working with chemicals.

Individual protection measures, such as personal protective equipment:

General hygiene measures: wash hands and face after working with this substance. Use protective skin
cream. Immediately change contaminated clothing.

Personal protection:

Respiratory protection: required when dust is formed - filter for solid particles of harmful substances.
Hand protection: required — protective gloves - nitrile rubber.

Eye/face protection: required — goggles (safety glasses) for chemicals.
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Body protection: protective apron, suitable footwear.

Environmental exposure controls:

Emissions from ventilation systems and process equipment should be checked to determine their
compliance with the requirements of environmental laws. Do not discharge into the sewage system.
Do not allow to enter water and soil.

SECTION 9: Physical and chemical properties

9.1.

9.2.

Information on basic physical and chemical properties:

Physical state: solid (powder, granules, dust)

Colour: white or almost white

Odour: odourless

Melting point/freezing point: 1970-1975°C

Boiling point or initial boiling point and boiling range: no information available
Flammability: non-flammable

Lower and upper explosion limit: no information available

Flash point: no information available

Auto-ignition temperature: no information available

Decomposition temperature: no information available

pH: 6-8 at 20°C (concentration of solution 10 g/1)

Kinematic viscosity: no information available

Solubility in water 20°C: 0,0016 g/l w 20 °C

Partition coefficient n-octanol/water (log value): no information available
Vapour pressure 20°C: no information available

Density 20°C: 5.6 g/cm?

Relative vapour density: non-applicable

Particle characteristics: powder

Other information:
No additional information available.

SECTION 10: Stability and reactivity

10.1.

10.2.

10.3.

10.4.

10.5.

10.6.

Reactivity:
Materials to avoid: hydrogen peroxide, acids, metals of the main group I and II.

Chemical stability:
Chemically stable substance if proper storage conditions are maintained.

Possibility of hazardous reactions:
As in section 10.1

Conditions to avoid:
Protect from heat. Do not store with bases, acids, hydrogen peroxide, acids, metals of the main group
Iand II.

Incompatible materials:
As in section 10.1.

Hazardous decomposition products:
With thermal decomposition, ZnO smoke can be released.
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SECTION 11: Toxicological information

11.1.

11.2

Information on hazard classes as defined in Regulation (EC) No 1272/2008:
Acute toxicity:

LD50; oral: 2000 mg/kg.

LC50:. inhalation: 5.7 mg/l.

LOAEL> 5 mg/m? (human)

Skin corrosion/irritation:

May cause slight skin irritation.

Serious eye damage/irritation:

May cause eye irritation.

Respiratory or skin sensitisation:

Not classified as a respiratory or skin sensitizer.

Germ cell mutagenicity:

No information available.

Carcinogenicity:

No suspected carcinogenic characteristics.
Reproductive toxicity:

No information available.

STOT-single exposure:

The substance is not classified as toxic to target organs.
Respiratory tract - irritation. Gastrointestinal tract - irritation. Eyes - irritation.
STOT-repeated exposure:

The substance is not classified as toxic to target organs.
Aspiration hazard:

No classification for inhalation toxicity.

Information on likely routes of exposure:

Inhalation: May cause irritation of the mucous membranes and upper respiratory tract.
Skin contact: Irritation.

Eye contact: Irritation.

Ingestion: With consumption of large quantities, mucosal irritation and gastric distress.
Symptoms related to the physical, chemical and toxicological characteristics:

Eye contact: irritation.

Skin contact: irritation.

Inhalation: irritation.

Ingestion: mucosal irritation and gastric distress.

Delayed and immediate effects as well as chronic effects from short and long-term exposure:
No information available.

Information on other hazards:
Endocrine disrupting properties:
No information available.

Other information:

Inhalation of dust may irritate the respiratory tract. Zinc in amounts up to 25 mg is

used in medicines. Gram quantities can lead to serious health changes.

“Zinc fever” (foundry fever) occurs only in the production of ZnO, when ZnO smoke (aerosol) is
present. It does not apply to packaged, commercial zinc white (ZnO).

Other dangerous properties cannot be excluded. Use in accordance with health and safety regulations.
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SECTION 12: Ecological information

12.1.

12.2.

12.3.

12.4.

12.5.

12.6.

12.7.

Toxicity:

Toxicity to fish Oncorhynchus mykiss (rainbow trout): LC50: 1.1 mg/1/96h

Toxicity to daphnia and other aquatic invertebrates Daphnia magna: EC50 > 1.0 mg/1/48h
Toxicity to algae Pseudokirchneriella subcapitala (green algae): IC50 0.17 mg/1/72 h

Persistence and degradability:
Non-applicable, zinc oxide is an inorganic substance.

Bioaccumulative potential:
No bioaccumulative potential.

Mobility in soil:
No information available.

Results of PBT and vPvB assessment:
The substance fails to meet the criteria for classification as PBT/vPvB.

Endocrine disrupting properties:
No information available.

Other adverse effects:
No information available. Do not allow to enter water, sewage or soil.

SECTION 13: Disposal considerations

13.1.

Waste treatment methods:

For disposal of this product, contact an authorized waste disposal company for this type of waste. Treat
uncleaned packaging in the same way as the product. Dispose of in accordance with the provisions of
the Law of December 14, 2012 on Waste as amended, and the Law of April 27, 2001. Environmental
Protection Law as amended.

Avoid contact of undiluted preparation or large quantities of it with ground water, water supply or
sewage system.

SECTION 14: Transport information

14.1.

14.2.

14.3.

14.4.

14.5.

14.6.

14.7.

UN number or ID number:
3077

UN proper shipping name:
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

Transport hazard class(es):

9
Packing group:
11

Environmental hazards:
Hazardous to the aquatic environment.

Special precautions for user:

No special precautions. Proceed in accordance with health and safety rules. Transport by covered
means of transport, protected from moisture, damage and inappropriate temperature.

Maritime transport in bulk according to IMO instruments:

Not intended to be transported in bulk.
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SECTION 15: Regulatory information

15.1.

15.2.

Safety, health and environmental regulations/legislation specific for the substance or mixture:

- Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December
2008 on classification, labelling and packaging of substances and mixtures, amending and repealing
Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006 as
amended.

- Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December
2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals
(REACH), establishing a European Chemicals Agency, amending Directive 1999/45/EC and
repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as
well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC,
93/105/EC and 2000/21/EC.

- Commission Regulation (EU) 2020/878 of 18 June 2020 amending Annex II to Regulation (EC)
No 1907/2006 of the European Parliament and of the Council concerning the Registration,
Evaluation, Authorisation and Restriction of Chemicals (REACH).

- Actof 14 December 2012 on Waste as amended.

- Actof 27 April 2001 environmental law.

- Government Statement of 18 February 2019 on the entry into force of amendments to Annexes A
and B of the European Agreement on International carriage of dangerous goods by road (ADR),
done at Geneva on 30 September 1957.

Regulation of the Minister of Family, Labor and Social Policy of 12 June 2018 regarding the highest
allowable concentrations and intensities of factors harmful to health in the work environment as
amended.

Chemical safety assessment:
Evaluation of chemical safety has not been carried out.

SECTION 16: Other information

This safety data sheet has been updated on the basis of safety data sheets provided by the
manufacturer/supplier and/or online databases and applicable regulations on hazardous chemical
substances and preparations.

Identifications of changes:

The main changes to this Safety Data Sheet relate to additions to the information in the Sections based
on the current state of our knowledge — Section 1: 1.1, 1.2.; 2: 2.2.; 3: 3.1.; 7: 7.3.; 8:8.1.; 9: 9.1.; 10:
10.4.; 11: 11.1., 11.2.; 16 — Sources of data (update).

Adjustment of the titles and subtitles of the individual sections of the sheet to the currently valid ones.

Sources of data:

The data sheet was prepared on the basis of:

Safety Data Sheets of substances:

- Mario Pilato Blat, S.A., Spain; Zinc Oxide, revision date: 19.12.2022 r.; version: 7.0.

- ZM Silesia SA Oddziat Huta Otawa w Otawie, Tlenek cynku; revision date: 27.12.2022 r.; version
2.3

- Grillo Zinkoxid GmbH, Niemcy; Zinc oxide, revision date: 02.01.2017 r.; version 2.

Full text of classifications and H and P-statements according to Regulation (EC) No 1272/2008 of the
European Parliament and of the Council, including applicable amendments:

Aquatic Acute 1; H400 - Hazardous to the aquatic environment, acute hazard. Category 1. Very toxic
to aquatic life.
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Aquatic Chronic 1; H410 - Hazardous to the aquatic environment, long-term hazard. Category 1.
Very toxic to aquatic life with long lasting effects.

P501 — Dispose of contents/container in accordance with national regulations.

Training Recommendations:
Provide adequate information, instruction and training for those handling the substance.

The information contained in this Safety Data Sheet is based on our current knowledge. The

substance should

be used as intended.




