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

11

1.2

1.3

1.4.

Product identifier:
ORTHOCLEAN
UFI: J70Q-RM9U-W00J-C79D

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

Identified uses:

Orthoclean is a liquid for cleaning removable orthodontic appliances. A concentrated liquid. Product
for individual use.

Uses advised against:

Any type of use not listed above.

Details of the supplier of the safety data sheet:
CHEMA — ELEKTROMET Spotdzielnia Pracy
Przemystowa 9, 35-105 Rzeszow, 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, 1.6dz (Poland)
Telephone number: + 48 42 657 99 00; + 48 42 631 47 67
(2417 service, 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:

Orthoclean is classified as hazardous: Serious eye damage/eye irritation, Category 2; Specific target
organ toxicity, single exposure, Category 3, Respiratory tract irritation; according to Regulation (EC)
No. 1272/2008, as amended.

Eye Irrit. 2; H319 — Causes serious eye irritation
STOT SE 3; H335 — May cause respiratory irritation

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:

Signal word: Warning
Hazard statements:

H319 — Causes serious eye irritation
H335 — May cause respiratory irritation
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2.3.

Precautionary statements:

- Prevention:

P264 Wash hands thoroughly after handling.

- Response:

P305 + P351 + P338 — IF IN EYES: Rinse cautiously with water for several minutes.
Remove contact lenses, if present and easy to do. Continue rinsing.
P337 + P313 If eye irritation persists: Get medical advice/attention.

P304 + P340 IF INHALED: Remove person to fresh air and keep comfortable for breathing.

- Storage:

P233 Keep container tightly closed.

- Disposal:

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

Substance EC CAS | Weight % | Classification (EC)
name Number | Number | content No 1272/2008
Sterinol — 293-522-5 | 91080-29-4 <1 Skin Corr. 1B; H314
benzalkonium Aguatic Acute 1; H400

bromide
10% solution of For main component
benzyl-C8-18- benzyl-C8-18-
alkyldimethyl, alkyldimethyl, bromides:
bromides Acute Tox. 4; H302
Acute Tox. 4; H312
Skin Corr. 1B; H314
Aquatic Acute 1; H400
Citric acid 201-069-1 | 77-92-9 > 40 Eye Irrit. 2; H319
STOT SE 3; H335
Orthophosphoric | 231-633-2 | 7664-38-2 <5 Skin Corr. 1B; H314
acid 85%

SECTION 4: First aid measures

4.1.

Description of first aid measures:

Following inhalation: provide access to fresh air, call a doctor, if breathing is difficult give oxygen.
Personal protective equipment for first aiders is recommended. In case of loss of consciousness, lay

down in the lateral position and call medical help immediately. Provide open ventilation.

Following skin contact: remove contaminated clothing and footwear, rinse with plenty of cool water.

If disturbing symptoms persist, seek medical advice.

Following eye contact: remove contact lenses if present and easy to remove, rinse immediately with
plenty of water with eyelid wide open. Avoid strong stream of water due to the risk of mechanical

damage to the cornea. Ensure ophthalmological consultation.
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4.2.

4.3.

Following ingestion: immediately seek medical advice. In case of ingestion as long as the victim is
conscious, rinse out the mouth with water. Stop if the exposed person is nauseous, as vomiting can
be dangerous. Do not induce vomiting unless advised by medical personnel.

Most important symptoms and effects, both acute and delayed:
Potential acute health effects.

Inhalation: May cause respiratory irritation.

Eye contact: Causes eye irritation.

Ingestion: May cause burns to mouth, throat or stomach.
Symptoms resulting from overexposure.

Skin contact: Pain or irritation, redness, blistering.

Eye contact: Pain, tearing, redness.

Ingestion: Stomach pain, nausea.

Indication of any immediate medical attention and special treatment needed:
Information for the doctor: symptomatic treatment. If a large amount is swallowed or inhaled,
immediately contact a doctor who specializes in treating the poisoning caused by poisons.

SECTION 5: Firefighting measures

5.1

5.2.

5.3.

Extinguishing media:
Suitable extinguishing media: Use an extinguishing agent appropriate to the surrounding fire.
Unsuitable extinguishing media: Not known.

Special hazards arising from the substance or mixture:

Under fire and if heated, pressure increases and the container may explode. Toxic gases may be
emitted.

Decomposition products may include the following materials: phosphorus oxides, bromine
compounds, carbon dioxide, carbon monoxide.

Advice for firefighters:

Firefighters should wear appropriate protective equipment and personal self-contained breathing
apparatuses with a mask covering the entire face that operates at positive pressure. The primary
protection level during chemical accidents is provided by the clothing used by firefighters (including
helmets, safety boots and gloves).

Do not allow firefighting water to enter sewage systems and waters.

SECTION 6: Accidental release measures

6.1.

6.2.

6.3.

Personal precautions, protective equipment and emergency procedures:

For non-emergency personnel:

Avoid inhalation of vapors. Avoid contamination with the substance. Ensure sufficient ventilation.
Evacuate the danger zone. Remove all sources of ignition - extinguish open flames, announce a ban
on smoking and the use of sparking tools, protect packaging from heating - risk of explosion. Provide
appropriate personal protective equipment. Personal protective equipment: see Section 8.

For emergency responders:

See Section 8.

Environmental precautions:
Clean up the contaminated area, do not let it get into the surface or ground water, soil, and into the
sewage system and water supply system.

Methods and material for containment and cleaning up:
Carefully collect with a substance that absorbs liquids, hand over for disposal. Clean up the
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6.4.

contaminated area.

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:

Wear proper personal protective equipment. Do not allow contamination of eyes, skin or clothing.
Keep away from sources of heat and ignition. Additional information on hygiene measures is given
in Section 8.

Conditions for safe storage, including any incompatibilities:
Store in tightly closed containers, in dry, covered areas, protected from rapid temperature changes.
Keep away from sources of fire and heat. Avoid direct sunlight. Store only in original packaging.

Specific end use(s):
Orthoclean is a liquid for cleaning removable orthodontic appliances. A concentrated liquid. Product
for individual use.

SECTION 8: Exposure controls/personal protection

8.1.

8.2.

Control parameters:

For anhydrous citric acid and sterinol:
The highest acceptable concentration (Poland NDS) — undetermined.
The highest short-term acceptable concentration (Poland NDSCh) — undetermined.

For orthophosphoric acid (V):
The highest acceptable concentration (Poland NDS) — 1 mg/m?® 8 hours.
The highest short-term acceptable concentration (Poland NDSCh) — 2 mg/m?® 15 minutes.

Exposure controls:

Appropriate engineering controls:

Essential protective measures: the precautions normally used when handling chemicals.

Individual protection measures, such as personal protective equipment:

General hygiene measures: wash hands and face thoroughly after handling the substance. Avoid
contact with skin, eyes and clothing.

Personal protection:

Respiratory protection - for short-term exposure when vapors are formed, use a suitable mask. Mask
selection should be based on known exposure levels and risk assessment.

Hand protection-Protective gloves. Use proper glove removal technique (without touching the
outside surface of the glove) to avoid skin contact with this product.

Eye or face protection- safety glasses.

Body protection: protective apron, appropriate footwear.

Environmental exposure controls:

Do not allow to enter the sewage system. Avoid release to the environment.

SECTION 9: Physical and chemical properties

9.1.

Information on basic physical and chemical properties:

Physical state: liquid
Colour: transparent, colorless
Odour: characteristic
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9.2.

Melting point/freezing point: no data available for mixture; 21°C (for orthophosphoric acid (V) 85%)

Boiling point or initial boiling point and boiling range: no data available for mixture; 135°C to
158°C (refers to othophosphoric acid (V) 85%); 200°C (refers to citric acid)

Flammability: no data available for mixture

Lower and upper explosion limit: no data available for mixture
Flash point: no data available for mixture

Auto-ignition temperature: no data available for mixture

Decomposition temperature: no data available for mixture; 175°C (refers to citric acid), 213°C (refers
to orthophosphoric acid (V) 85%)

pH:=2

Kinematic viscosity: no data available for mixture

Solubility in water 20°C: soluble

Partition coefficient n-octanol/water (log value): no data available for mixture

Vapour pressure 20°C: no data available for mixture; 0,01 kPa (20°C) — refers to orthophosphoric
acid (V) 85%

Evaporation rate in 20°C: no data available for mixture

Density 20°C: 1,18 — 1,23

Relative vapour density: no data available for mixture

Other information:
no additional information available for mixture

SECTION 10: Stability and reactivity

10.1.

10.2.

10.3.

10.4.

10.5.

10.6.

Reactivity:
Under conditions of storage and handling as intended - no reactivity.

Chemical stability:
The product is stable under normal conditions of use and storage.

Possibility of hazardous reactions:
Under normal conditions of storage and use, hazardous reactions are not expected to occur.

Conditions to avoid:
Sources of ignition, high temperature, excessive humidity, strong oxidizers.

Incompatible materials:

Citric acid - strong acids and bases, oxidizing and reducing agents, sodium and potassium nitrite.
Orthophosphoric acid (V) 85% - reacts with many metals, producing highly flammable hydrogen gas,
when mixed with air can produce a highly explosive mixture. Reactive or incompatible with alkalis.
Sterinol - oxidizing substances, anionic agents.

Hazardous decomposition products:
Under normal conditions of storage and use, hazardous decomposition of the product should not
occur. Toxic gases may be emitted.
Decomposition products may include the following materials: carbon dioxide, carbon monoxide.
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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:
For component: orthophosphoric acid (V) 85%: no information available

For component: citric acid:
LD50mouse(0ral) 5400 mg/kg
LD50r.(dermal) > 2000 mg/kg
For component: sterinol:
LD50a(oral) 447 mg/kg
LD50anbit(dermal) 1420 mg/kg

No data available for mixture.

Skin corrosion/irritation:

No information available for mixture.
Serious eye damage/irritation:

Causes eye irritation.

Respiratory or skin sensitisation:

No information available for mixture.
Germ cell mutagenicity:

No information available for mixture.
Carcinogenicity:

No information available for mixture.
Reproductive toxicity:

No information available for mixture.
STOT-single exposure:

No information available for mixture.
STOT-repeated exposure:

No information available for mixture.
Aspiration hazard:

No information available for mixture.

Information on likely routes of exposure:

Inhalation: May cause irritation of the respiratory tract.

Skin Contact: Causes severe skin burns, pain or irritation, redness, blistering may occur.
Eye contact: Causes eye irritation.

Ingestion: irritating to mouth, throat, stomach.

Symptoms related to the physical, chemical and toxicological characteristics:

Eye contact: pain, tearing, redness.

Skin contact: pain or irritation, redness, blistering.

Inhalation: no specific data.

Ingestion: intestinal and gastrointestinal discomfort, abdominal pain.

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

Information on other hazards:

Endocrine disrupting properties:

The mixture is not described as having endocrine disrupting properties.
Other information:

No reports of adverse effects or critical hazards.
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SECTION 12: Ecological information

12.1.

12.2.

12.3.

12.4.

12.5.

12.6.

12.7.

Toxicity:

For component: citric acid:

LCso 440 mg/l, Fish, exposure 48h

LCso 440 - 760 mg/l, Fish, exposure 96h

LCso 1535 mg/l, Daphnia magna, exposure 24h

ECso 120 mg/I, Daphnia magna, exposure 72h

For component: orthophosphoric acid: no information available.

For component: sterinol:

Acute toxicity ECs 3,6 mg/l, 1% mixture, Daphne (Daphnia magna Straus) exposure 48h
Acute toxicity LCso 1384 mg/l, Fish (Poecilia reticulata), exposure 96h

Inhibitory concentration 1Cso 7,4 mg/l, Fish (Scenedesmus subspicatus), exposure 72h
No information available for mixture.

Persistence and degradability:

For component: citric acid:

Readily biodegradable substance: 97%/28 days.

For component: orthophosphoric acid: no information available.
For component: sterinol: good degradability, 70% in 30 days.
No information available for mixture.

Bioaccumulative potential:

For component: citric acid: -1.72 LogPow, low.

For component: orthophosphoric acid: no information available.
For component: sterinol: no information available.

No information available for mixture.

Mobility in soil:

For component: citric acid: pKa:3.13; 4.76 and 6.4 at 25°C.

For component: orthophosphoric acid: no information available.

For component: sterinol: good organic binding and further degradation.
No information available for mixture.

Results of PBT and vPvB assessment:
No information available for mixture.

Endocrine disrupting properties:
The mixture is not identified as possessing endocrine disrupting properties.

Other adverse effects:
No information available for mixture.

SECTION 13: Disposal considerations

13.1.

Waste treatment methods:

Dispose of product waste and empty packaging in properly labeled waste containers in accordance
with national regulations. 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.

Do not allow to contact undiluted product or its large amounts with groundwater, water supply
system or sewage system.
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SECTION 14: Transport information

14.1.

14.2.

14.3.

14.4.

14.5.

14.6.

14.7.

UN number or ID number:
Not classified as hazardous according to transport regulations.

UN proper shipping name:
Not classified as hazardous according to transport regulations.

Transport hazard class:
Not classified as hazardous according to transport regulations.

Packing group:
Not classified as hazardous according to transport regulations.

Environmental hazards:
Not classified as hazardous according to transport regulations. The mixture is not classified as
hazardous to the environment.

Special precautions for user:

Proceed in accordance with the rules of occupational safety and health. Transport by covered means
of transport, protected from moisture, damage and inappropriate temperature. It is permitted to
transport the preparation only in bulk packaging when receiving the preparation without the
intermediation of shipping companies.

Maritime transport in bulk according to IMO instruments:

Not classified as hazardous according to transport regulations

SECTION 15: Regulatory information

15.1.

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.
- 17th ATP of CLP Regulation - Commission Delegated Regulation (EU) 2021/849 of March 11,
2021.
- Commission Regulation (EC) No 790/2009 of 10 August 2009 amending, for the purposes of its
adaptation to technical and scientific progress, Regulation (EC) No 1272/2008 of the European
Parliament and of the Council on classification, labelling and packaging of substances and
mixtures.
- Commission Regulation (EU) No 286/2011 of 10 March 2011 amending, for the purposes of its
adaptation to technical and scientific progress, Regulation (EC) No 1272/2008 of the European
Parliament and of the Council on classification, labelling and packaging of substances and
mixtures.
- Commission Regulation (EU) No 618/2012 of 10 July 2012 amending, for the purposes of its
adaptation to technical and scientific progress, Regulation (EC) No 1272/2008 of the European
Parliament and of the Council on classification, labelling and packaging of substances and
mixtures.
- Commission Regulation (EU) No 487/2013 of 8 May 2013 amending, for the purposes of its
adaptation to technical and scientific progress, Regulation (EC) No 1272/2008 of the European
Parliament and of the Council on classification, labelling and packaging of substances and
mixtures.
- Commission Regulation (EU) No 758/2013 of 7 August 2013 correcting Annex VI to Regulation
(EC) No 1272/2008 of the European Parliament and of the Council on classification, labelling and
packaging of substances and mixtures.
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15.2.

- 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.

- Act of 14 December 2012 on Waste as amended.
- Act of 27 April 2001 environmental law as amended.
- 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 prepared on the basis of safety data sheets provided by the
manufacturer/supplier and/or online databases, as well as applicable regulations on hazardous chemical
substances and preparations.

Identification of changes:

Sources of data:

The data sheet was prepared on the basis of Safety Data Sheets:

Citric acid

1. Kwas cytrynowy 1 hydrat CZDA; Avantor Performance Materials Poland Spotka Akcyjna,
Gliwice; Release date/Revision date: 09.05.2017 r.

2. Kwas cytrynowy bezwodny proszek, Merck Life Science Sp. z. 0. 0., Poznan, Polska, version
8.5, Revision: 06.06.2021 r.

3. Citric acid monohydrate, LAIWU TAIHE BIOCHEMISTRY CO. LTD; Laiwu, Shandong,
China, version 1, revision date: 19.01.2022 r.

Sterinol (10% solution of benzalkonium bromide)

STERINOL (benzododecinium bromide 10% solution)

PROFARMA-PRODUKT s.r.0. Jablonec nad Nisou (Czech Republic)

Revision date: 09.06.2014 r.

Orthophosphoric acid

Kwas ortofosforowy(V) 85% CZDA, ODCZ. FP, Avantor Performance Materials Poland Spotka
Akcyjna, Gliwice

Release date / Revision date: 09.05.2017 r.

Full text of classification [CLP/GHS]:

Skin Corr. 1B; H314: Skin corrosion/irritation — Category 1B

Aguatic Acute 1; H400: Hazardous to the aquatic environment Short-term (acute) aquatic hazard,
Category 1

Acute Tox. 4; H302: Acute toxicity, oral, Category 4

Acute Tox. 4; H312: Acute toxicity, dermal, Category 4

Eye Irrit. 2; H319: Serious eye damage/eye irritation — Category 2

STOT SE 3; H335: Specific target organ toxicity, single exposure; Category 3, Respiratory tract
irritation.
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Full text of classifications and H-statements according to Requlation (EC) No 1272/2008 of the
European Parliament and of the Council as amended:

H319 — Causes serious eye irritation
H335 — May cause respiratory irritation.

Hazard statements:
H319 — Causes serious eye irritation
H335 — May cause respiratory irritation
Precautionary statements:
- Prevention:
P264 Wash hands thoroughly after handling.
- Response:
P305 + P351 + P338 — IF IN EYES: Rinse cautiously with water for several minutes.
Remove contact lenses, if present and easy to do. Continue rinsing.
P337 + P313 If eye irritation persists: Get medical advice/attention.
P304 + P340 IF INHALED: Remove person to fresh air and keep comfortable for breathing.

- Storage:
P233 Keep container tightly closed.

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

Signal word: Warning
Hazard pictograms:

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 product
should be used as intended.




