SAFETY DATA SHEET

In accordance with REACH Regulation (CE) N° 1907/2006
and CLP Regulation (CE) N° 1272/2008

UNION QUIMICO FARMACEUTICA ALBENDAZOLE

1. Identification of the substance/mixture and of the company/undertaking

1.1. Product identifier

Trade name : ALBENDAZOLE

Chemical description : methyl [6-(propylsulfanyl)-1H-benzimidazol-2-ylJcarbamate
Chemical formula : C12H15N302S

SMILES : O=C(OC)Nc2nclcec(SCCC)ecln2

Product code 1 M1002

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

Use . Restricted use as an active ingredient in pharmaceutical industry.

1.3. Details of the supplier of the safety data sheet

Company identification : UNION QUIMICO FARMACEUTICA
Calle 37 este n° 126
Telf: 01 777 329 5000 Fax: 01 7777 329 5029
62587 Cuernavaca MEXICO
David Torruella: dtorruella@uquifa.com

1.4. Emergency telephone number

Phone nr : [ Office hours (monday to friday, 9 am- 17 pm GTM -6) ]
Telf: 01 777 329 5000

2. Hazards identification

2.1. Classification of the substance or mixture

Classification EC 67/548 or EC 1999/45

Classification . Xn; R22
N; R50

Hazard Class and Category Code Regulation EC 1272/2008 (CLP)

Health hazards : Acute toxicity, Oral - Category 4 - Warning (CLP : Acute Tox. 4) H302
Reproductive toxicity - Category 1 - Danger (CLP : Repr. 1A) H360
Environmental hazards : Hazardous to the aquatic environment - Acute hazard - Category 1 - Warning (CLP

: Aquatic Acute 1) H400

2.2. Label elements

Labelling EC 67/548 or EC 1999/45
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SAFETY DATA SHEET

In accordance with REACH Regulation (CE) N° 1907/2006
and CLP Regulation (CE) N° 1272/2008

UNION QUIMICO FARMACEUTICA ALBENDAZOLE

2. Hazards identification (continued)

Symbol(s)
Symbol(s) 1 T: Toxic

N : Dangerous for the environment
R Phrase(s) 1 R22 : Harmful if swallowed.

R50 : Very toxic to aquatic organisms.
R61 : May cause harm to the unborn child.

S Phrase(s) 1 S36/37 : Wear suitable protective clothing and gloves.
S53 : Avoid exposure - obtain special instructions before use.
S57 : Use appropriate container to avoid environmental contamination.

Contains . ALBENDAZOLE

Labelling Requlation EC 1272/2008 (CLP)

Hazard pictograms

Signal words : Danger
Hazard statements : H360 : May damage fertility or the unborn child.

H302 : Harmful if swallowed.
H400 : Very toxic to aquatic life.

Precautionary statements  &&

* General : P201: Obtain special instructions before use.
P202: Do not handle until all safety precautions have been read and understood.
* Prevention 1 P264: Wash thoroughly after handling.

P270: Do not eat, drink or smoke when using this product.
P273: Avoid release to the environment.
P281: Use personal protective equipment as required.
* Response : P301+P312+P330: IF SWALLOWED : Call a POISON CENTER or doctor if you
feel unwell. Rinse mouth.
P308+P313: If exposed or concerned : get medical advice.
P391: Collect spillage.

» Storage : P405: Store locked up.

* Disposal considerations : P501: Dispose of this material and its container to hazardous or special waste
collection point, in accordance with local, regional, national and/or international
regulation.

Contains . ALBENDAZOLE

2.3. Other hazards

None under normal conditions.
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SAFETY DATA SHEET

In accordance with REACH Regulation (CE) N° 1907/2006
and CLP Regulation (CE) N° 1272/2008

UNION QUIMICO FARMACEUTICA ALBENDAZOLE

3. Composition/information on ingredients

Substance / Preparation : ALBENDAZOLE
CAS No :054965-21-8
EC No :259-414-7

Annex No :---
Substance.
RTECS nr : FD1100000
Contains no other components or impurities which will influence the classification of the product.
Substance name Contents CAS No EC No Annex No REACH Ref. Classification
ALBENDAZOLE : 100 54965-21-8 259-414-7 - & ;;26212
N: R50
Repr. 1 _ H360
Acute Tox. 4 (oral) _ H302
Aquatic Acute 1 _ H400
4. First aid measures
4.1. Description of first aid measures
Inhalation : Assure fresh air breathing. If not breathing, give artificial respiration, preferably
mouth to mouth. Allow the victim to rest.
Skin contact : Wash skin with mild soap and water. Take a shower. Continue to rinse with clean
water for 20-30 minutes.
Eye contact : In case of eye contact, immediately rinse with clean water for 10-15 minutes.
Obtain medical attention if pain, blinking or redness persist.
Ingestion . If swallowed, rinse mouth with water (only if the person is conscious).

IF SWALLOWED : Rinse mouth. Immediately call a POISON CENTER or doctor.
Specific treatment.

4.2. Most important symptoms and effects, both acute and delayed

Symptoms relating to use . Not expected to present a significant hazard under anticipated conditions of normal
use.

4.3. Indication of any immediate medical attention and special treatment needed

General information . Never give anything by mouth to an unconscious person. If you feel unwell, seek
medical advice (show the label or SDS where possible).

5. Fire-fighting measures

5.1. Extinguishing media

Suitable extinguishing media : Water spray.
Foam. Dry powder. Carbon dioxide. Sand.
Unsuitable extinguishing media : Do not use a heavy water stream.
Surrounding fires . Use water spray or fog for cooling exposed containers.

5.2. Special hazards arising from the substance or mixture
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SAFETY DATA SHEET

In accordance with REACH Regulation (CE) N° 1907/2006
and CLP Regulation (CE) N° 1272/2008

UNION QUIMICO FARMACEUTICA ALBENDAZOLE

5. Fire-fighting measures (continued)

Hazardous combustion products : Under fire conditions, hazardous fumes will be present. Explosion may result if is
dispersed and finds an ignition source.

5.3. Advice for fire-fighters

Protection against fire : Do not enter fire area without proper protective equipment, including respiratory
protection.
Special procedures . Exercise caution when fighting any chemical fire. Avoid (reject) fire-fighting water to

enter environment.

6. Accidental release measures

6.1. Personal precautions, protective eqguipment and emergency procedures

For emergency responders : Wear protective equipment specified in paragraph 8 of this Safety Data Sheet.
Ventilate area.

6.2. Environmental precautions

Environmental precautions . Prevent entry to sewers and public waters. Notify authorities if product enters
sewers or public waters.

6.3. Methods and material for containment and cleaning up

Clean up methods : Follow the instructions on handling and technical measures of paragraph 7.
On land, sweep or shovel into suitable containers.

6.4. Reference to other sections

7. Handling and storage

7.1. Precautions for safe handling

Technical protective measures : Provide adequate ventilation of the area to prevent the formation of explosive
atmospheres.
Proper grounding procedures to avoid static electricity should be followed. Use
only non-sparking tools.

Handling : Wear protective equipment specified in paragraph 8 of this Safety Data Sheet.
For even minor contact, immediately remove contaminated clothing. Wash skin
thoroughly with mild soap and water. Wash clothing before re-using.

7.2. Conditions for safe storage, including any incompatibilities

Storage . Keep only in the original container in a cool, well ventilated place.
Keep container closed when not in use.
Storage - away from . Strong bases. Strong acids. Sources of ignition. Direct sunlight.

7.3. Specific end use(s)
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SAFETY DATA SHEET

In accordance with REACH Regulation (CE) N° 1907/2006
and CLP Regulation (CE) N° 1272/2008

UNION QUIMICO FARMACEUTICA ALBENDAZOLE

7. Handling and storage (continued)

Specific end use(s) . None.
8. Exposure controls/personal protection

8.1. Exposure controls

: Avoid all unnecessary exposure.

: Wear approved mask.

: Wear gloves.

: Chemical goggles or safety glasses.

: Wash hands and other exposed areas with soap and water before leaving work.

: Should always be handled in a closed system. Both local exhaust and general
room ventilation are usually required.

Personal protection

* Respiratory protection

* Hand protection

« Eye protection

* Others

Technical protective measures

8.2. Control parameters

No data available.

9. Physical and chemical properties

9.1. Information on basic physical and chemical properties

Physical state at 20 °C : Solid.

Colour . Pale

Odour : Odourless.
Odour threshold : No data available.
pH value : Not applicable.

Melting point [°C]

Critical temperature [°C]
Auto-ignition temperature [°C]
Flammability (solid, gas)

Flash point [°C]

Initial boiling point [°C]

Final boiling point [°C]
Evaporation rate

Acid/alkali reserve [g NaOH/100g]
Explosion limits - lower [%]
Vapour pressure [20°C]

Vapour density

Density [kg/m3]

Relative density, liquid (water=1)
Solubility in water

Viscosity at 40°C [mm2/s]

: 208 210

. Not applicable.

: No data available.
: Not flammable.

. Not applicable.

. Not applicable.

. Not applicable.

. Not applicable.

: No data available.
: No data available.
: No data available.
: No data available.
: No data available.
. Not applicable.

: Partially soluble.

: No data available.
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SAFETY DATA SHEET

In accordance with REACH Regulation (CE) N° 1907/2006
and CLP Regulation (CE) N° 1272/2008

UNION QUIMICO FARMACEUTICA ALBENDAZOLE

9. Physical and chemical properties (continued)

9.2. Other information

Explosive properties : Class St2
Kst 234 bar m/s
Maximum pressure 8,3 bar
Resistivity 2.00 e11 ohm m (24% RH), 1.30 e13 ohm m (< 1%)
Minimum Ignition Temperature (layer) no ignition untl 400°C
Minimum Ignition Temperature (cloud) 490 °C
Minimum ignition energy (cloud)

<18-20mJ

Oxidising properties . No data available.
10. Stability and reactivity

10.1. Reactivity

Reactivity : Not established.

10.2. Chemical stability

Chemical stability . Stable under recommended storage conditions.

10.3. Possibility of hazardous reactions

Hazardous reactions : Not established.

10.4. Conditions to avoid

Conditions to avoid . Direct sunlight.

Extremely high or low temperatures.

10.5. Incompatible materials

Materials to avoid : Strong acids. Strong bases.

10.6. Hazardous decomposition products

Hazardous decomposition products : Fumes.

11. Toxicological information

11.1. Information on toxicological effects

Acute toxicity . Harmful if swallowed.
Rat oral LD50 [mg/kg] 1 2400

Corrosion . No data available.
Irritation . No data available.
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SAFETY DATA SHEET

In accordance with REACH Regulation (CE) N° 1907/2006
and CLP Regulation (CE) N° 1272/2008

UNION QUIMICO FARMACEUTICA ALBENDAZOLE

11. Toxicological information (continued)

Sensitization : No data available.
Mutagenicity . No data available.
Carcinogenicity . No data available.
Toxic for reproduction . No data available.
May damage fertility or the unborn child.
STOT-single exposure . No data available.
STOT-repeated exposure . No data available.
Aspiration hazard . No data available.

12. Ecological information

12.1. Toxicity

Toxicity information . Not established.
Very toxic to aquatic life.

48 Hour-EC50 - Daphnia magna [mg/l] : 0.024
IC50 72h Algae [mg/I] : 50 (Selenastrum Capricornutum)
WGK class (Germany) : [english only] Water:0.000024 g/l

12.2. Persistence - degradability

Persistence - degradability . Biodegradable.
Log Pow octanol / water at 20°C 1314 #

12.3. Bioaccumulative potential

Bioaccumulative potential : Not established.

12.4. Mobility in soil

Mobility in soil . Not established.

12.5. Results of PBT and vPvB assessment

Results of PBT and vPvB assessment : Not applicable.

12.6. Other adverse effects

Environmental precautions : Avoid release to the environment.

13. Disposal considerations

13.1. Waste treatment methods

General . Follow the instructions on handling and technical measures of paragraph 7.
Avoid release to the environment. Can be burned in a chemical incinerator
equipped with an afterburner and scrubber.

Dispose in a safe manner in accordance with local/national regulations. This
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UNION QUIMICO FARMACEUTICA

SAFETY DATA SHEET

In accordance with REACH Regulation (CE) N° 1907/2006
and CLP Regulation (CE) N° 1272/2008

ALBENDAZOLE

13. Disposal considerations (continued)

14. Transport information

14.1. Land transport (ADR-RID)

Proper shipping name

UN N°

H.l. nr

ADR - Class
Labelling - Transport

ADR - Classification code

ADR - Group

ADR - Packing instructions
ADR - Limited Quantity
ADR - Tunnel code

material and its container must be disposed of as hazardous waste.

. ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S. (
ALBENDAZOLE)

1 3077
1 90
19
19

T M7
M7
i
: P0O02 RO01 LPOO2
1 LQ 27
. E : Passage forbidden through tunnels of category E.

E

14.2. Seatransport (IMDG) [English only]

Proper shipping name

UN N°

IMO-IMDG - Class or division
IMO-IMDG - Packing group

IMO- IMDG - Packing instructions
IMO-IMDG - Limited quantities
IMO-IMDG - Marine pollution
EMS-Nr

: ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S. (
ALBENDAZOLE)

1 3077

19

!

: PO02 LP0O2
: 5kg

. YES

. F-AS-F

14.3. Air transport (ICAO-IATA) [English only]

Proper shipping name

UN N°

: ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S. (
ALBENDAZOLE)

1 3077
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SAFETY DATA SHEET

In accordance with REACH Regulation (CE) N° 1907/2006
and CLP Regulation (CE) N° 1272/2008

UNION QUIMICO FARMACEUTICA ALBENDAZOLE

14. Transport information (continued)

IATA - Class or division 19
IATA - Packing group Al

IATA - Passenger and Cargo Aircraft : ALLOWED
ALLOWED

- Passenger and Cargo - Packing : 911
instruction

- Passenger and Cargo - Maximum : 400 kg
Quantity/Packing

IATA - Cargo only : ALLOWED
- Cargo only - Packing instruction : 911
- Cargo only - Maximum Quantity/ : 400 kg

Packing
IATA - Limited Quantites 1 30kg G
ERG-Nr D 9L

15. Regulatory information

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

Safety, health and environmental : Ensure all national/local regulations are observed.
regulations/legislation specific for the
substance or mixture

Drug precussor [only English] : This product is not included in the lists of substances subject to diversion for illicit
drug manufacture.
Chemical weapons [only English] . This product is not included in the lists of the Chemical Weapons Convention.

15.2. Chemical Safety Assessment

Chemical Safety Assessment : Exempt under REACH for Active Ingredients and Synthesis' Intermediates.

16. Other information

Revision . Revision - See : *

Abbreviations and acronyms . && Label only contains relevant P phrases.
# Estimated or calculated values.
& Exempt under REACH for Active Ingredients.

Sources of key data used : 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

List of relevant R phrases (heading 3) : R22 : Harmful if swallowed.
R50 : Very toxic to aquatic organisms.
R61 : May cause harm to the unborn child.

List of full text of H-statements in : H400 : Very toxic to aquatic life.
section 3 H302 : Harmful if swallowed.
None.

H360 : May damage fertility or the unborn child.
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SAFETY DATA SHEET

In accordance with REACH Regulation (CE) N° 1907/2006
and CLP Regulation (CE) N° 1272/2008

UNION QUIMICO FARMACEUTICA ALBENDAZOLE

16. Other information (continued)

Note
THIS DOCUMENT HAS BEEN AUTOMATICALLY APPROVED, SO IT IS NOT SIGNED.

DISCLAIMER OF LIABILITY

This document is strictly between UQUIFA and its client. The data refers to our present knowledge that we believe are reliable.
Users should conduct their own studies to determine the suitability of the informations for their purposes. The recipient of our
product shall comply with its responsability under the relevant rules and regulations.

This document is the English version

End of document
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