SAFETY DATA SHEET
ACCORDING TO REGULATION (EU) 2015/830 (AMENDING (EC) 1907/2006) & (EC) 127272008 CLP REGULATION

SECTION 1 CHEMICAL PRODUCT AND COMPANY IDENTIFICATION
SECTION 1.1 Product Identifier
Product Name MOXIDECTIN — 5mg/ml Pour-On Solution — (All presentation Volumes)
Product Type MIXTURE
REACH Registration Not Available
SECTION 1.2 Relevant Identified Uses, & Uses Advised Against
Identified Uses VETERINARY USE; Bovine; “Pour-On" Treatment Of Internal & External Parasites.
SECTION 1.3 Details of the Supplier of the Safety Data Sheet
Company Name Chanelle Pharmaceuticals Manufacturing Ltd.,
Company Address Dublin Road, Loughrea, Co. Galway, Rep. of Ireland
Hours of Business 8.30 AM -5.00 PM (GMT)
SECTION 1.4 Emergency Contact Information
Company Telephone +353-(0)-91-841-788 (Reception -during office hours)
Company Fax +353-(0)-91-841-303
Company Website http://www.chanellegroup.ie/
SECTION 2 HAZARDS IDENTIFICATION
SECTION 2.1 Classification of the Substance/Mixture
(ACCORDING TO REGULATION 1272/2008/EC)
Hazard Type Category H-Statement Signal
Physical Flammable Lig. Cat. 4 H227 WARNING
Health Acute Toxicity. Cat. 5 H303 WARNING
Skin Corrosion/Irr. Cat. 2 H315 WARNING
Environmental Ag. Acute. Cat. 1 H400 WARNING
SECTION 2.2 Label Elements
Labelling According to Regulation 1272/2008/EC [CLP]
Label Hazard Statements Precautionary Statements
Prevention Response Storage Disposal
@ P210 P301 + P312 P403 P501
H227 Combustible Liquid P264 P302 + P352
H303 May Be Harmful If Swallowed [ P273 P321
- H315 Causes Skin Irritation P280 P332 + P313
Signal H400 Very Toxic To Aquatic Life P362 + P364
P370 + P378
P391
WARNING
Please Refer to Section 16 for Full Description of P-Statements

SECTION 2.3 Other Hazards

Refer to Section 4 for First Aid Measures; Refer to Section 11 for Toxicological Data.

SECTION 3 COMPOSITION/INFORMATION ON INGREDIENTS

SECTION 3.1 Substance NOT APPLICABLE
SECTION 3.2 Mixture INGREDIENTS ACCORDING TO 1272/2008/EC
Component Type Conc. CAS Classification Label

Moxidectin API <1.0% 113507-06-5 | Anoe 1o o e oo ot 1 <é>
Solvesso 100 Solvent <17% 64742-95-6 ilsa;,“ 'Tl;,',?j g::' ?;; i;o C.:rh(ri? g::g. @@

Note: All other ingredients, not listed above, are either below reportable levels for their specific hazard category, or, are not classified as hazardous-
According to GHS-CLP. For Example other Buffering Agents and Preservatives comprise <0.1% each, of the total composition of the Mixture.
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SAFETY DATA SHEET
ACCORDING TO REGULATION (EU) 2015/830 (AMENDING (EC) 1907/2006) & (EC) 1272/2008 CLP REGULATION

"SECTION 4 FIRST AID MEASURES

SECTION 4.1 Description of First Aid Measures (Refers to the Finished Product Mixture)

General If unconscious, place person on their side in the recovery position; contact medical aid; give access to this SDS.
Inhalation If coughing, dizziness, or irritation develops remove to Fresh Air; Keep Patient Warm; Seek Medical Assistance.
Skin Contact Wash affected area with mild soap & water; if irritation develops contact physician.

Eye Contact Rinse open eye with water for several minutes; Remove Contact Lenses if present. Seek Medical Advice.
Ingestion Rinse Mouth with water; Allow patient (if conscious) to drink water; If any symptoms develop contact medical aid.

SECTION 4.2 Most Important Symptoms and Effects (Acute & Delayed)
No Specific Data Available

SECTION 4.3 Indication of Any Immediate Medical Attention & Special Treatment Needed

Notes to Medical Physician Only: Accidental Exposure/Overdose (to individuals other than the patient animal):
Treat Symptomatically & Supportively. Gastric Lavage or Charcoal Slurry may be advisable if large quantity ingested.

SECTION 5 FIREFIGHTING MEASURES

SECTION 5.1 Extinguishing Media
Suitable Extinguishing Media Combustible Product: Use Suitable Media for Surrounding Fire. (Water-Spray /Foam /C02)
Unsuitable Extinguishing Media Full Water Jet deemed unsuitable as it may spread the flame.
SECTION 5.2 Special Hazards (arising from substance/mixture)
Hazardous Thermal Decomposition Products Combustible Product: Possibility of Carbon/Nitrogen Oxides under Fire Conditions
SECTION 5.3 Advice for Firefighters

Wear self-contained respiratory protection; Wear Protective Clothing; Evacuate Area.
Additional Information: Fire Exposure may cause vessel to rupture; Cool containers exposed to flame with water.
SECTION 6 ACCIDENTAL RELEASE MEASURES
SECTION 6.1 Personal Precautions, Protective Equipment & Emergency Procedures

For Non-Emergency Personnel Do not walk through, touch or attempt to contain spilled material without PPE. Refer to Section 8 for PPE
Unnecessary personnel should be removed from area.

For Emergency Personnel Refer to Section 8 for required PPE to contain spillage. Affected area may then be cleaned with detergent.
SECTION 6.2 Environmental Precautions

Prevent Run-Off from entering drains, sewers &/or waterways. Refer to Section 12 & Section 13
SECTION 6.3 Materials/Methods (for containment and clean-up)

Absorb large volumes of spilled material for standard waste disposal using non-combustible materials such as
vermiculite, diatomaceous earth, sand, absorbent pads and place into suitable container (labelled) for disposal.

SECTION 7 HANDLING & STORAGE

SECTION 7.1 Precautions for Safe Handling (Refer to section 4 for First Aid Protocols)

Avoid contact with skin and eyes. Wash hands after use. Do not eat, drink, or smoke while using this product.
Keep container safely secured when not in use.

Finished Product For Persons Administering the Product
Keep all medicines away from children & pets; Children are particularly at risk from product and may prove
harmful. Pets can be overly susceptible to Toxicity therefore access & exposure to this product should be
restricted. Emesis may be observed in certain pets. In all cases of accidental exposure through ingestion, contact
medical physician immediately. Avoid contact with Skin & Eyes.

SECTION 7.2 Conditions for Safe Storage (including incompatibilities)
No special storage conditions. Keep in original container. Recommended to be stored under 30°C, dry, & well
ventilated area. Avoid storing in direct sunlight Do not store in freezing conditions or store with foodstuffs.

SECTION 7.3 Specific End Use(s): Use ONLY as detailed in Section 1.2
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SAFETY DATA SHEET
ACCORDING TO REGULATION (EU) 2015/830 (AMENDING (EC) 1907 /20086) & (EC) 1272/2008 CLP REGULATION

SECTION 8 EXPOSURE CONTROLS/ PERSONAL PROTECTION

SECTION 8.1 Exposure Controls

None specified; No existing Data regarding OEL or equivalent for finished product.

Environmental Exposure Controls

None specified; Emissions from processes should meet requirements of environmental protection legislation.
SECTION 8.2 Control Parameters
List of PPE is as follows: Finished Product itself requires no Respiratory Protection under normal conditions of
use and a well ventilated environment. Gloves are recommended & wash hands thoroughly after handling
product. Eye protection is recommended when using the finished product; protective eyewear (EN 166) is
recommended when working with large or bulk volumes where the incidence of exposure is increased.

SECTION 9 PHYSICAL & CHEMICAL PROPERTIES

SECTION 9.1

Information on Basic Physical & Chemical Properties

| ACTIVE PHARMACEUTICAL INGREDIENT

[ FINISHED PRODUCT

APPEARANCE: Form/Colour White /Pale-Yellow Powder Clear, Colourless/ Pale-Yellow Solution
Odour Odourless “Characteristic” aromatic odour
Odour Threshold Not Available Not Available

.pH Not Available Not Currently Available
Melting/Freezing Point Not Available Not Available

Boiling Point (Range) 790°C Not Available

Flash Point Not Available Not Available

Evaporation Rate Not Available Not Available

Flammability Not Available Not Available

Upper/Lower Explosive Limits Not listed as Explosive Hazard Not Available

Vapour Pressure Not Available Not Available

Vapour Density Not Available Not Available

Relative Density Not Available Not Available

Solubility Practically Insoluble in Water Not Currently Available
Partition Coefficient n-octanol/water Log Kow >3 Not Available

Auto-Ignition Temperature Not Available Not Available

Decomposition Temperature Not Available Not Available

Viscosity Not Available Not Available

Explosive properties Not Available Not Available

Oxidising Properties Not Available Not Available

SECTION 9.2
SECTION 10

Other Information; No other information available; Refer to Section 10

STABILITY & REACTIVITY DATA

SECTION 10.1 Reactivity
Considered Stable
SECTION 10.2 Chemical Stability

SECTION 10.3

SECTION 10.4

SECTION 10.5

SECTION 10.6
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Stable under Normal Conditions

Possibility of Hazardous Reactions

None Listed or Known

Conditions to Avoid

No Specific Data (Refer to Section 7.2) Avoid Extremes of Light & Heat

Incompatible Materials
Oxidising Agents

Hazardous Decomposition Products

Normal Conditions NONE Known: Refer to Section 5 (fire conditions)
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SAFETY DATA SHEET
ACCORDING TO REGULATION (EU) 2015/830 (AMENDING (EC) 1907/2006) & (EC) 1272/2008 CLP REGULATION

SECTION 11 TOXICOLOGICAL INFORMATION

SECTION 11.1 Information on Toxicological Effects
SECTION 11.1.1 Acute Toxicit

Ingredient Species ‘ Result (LD50)

Rat 106 mg/kg
Oral
Mouse 84 mg/kg
1P oI B
MOXIDECTIN grkg
Rat > 640 mg/kg
S.C.
Mouse 263 ma/kg
Dermal Rat >2000 mg/kg
Inhalation 3.28mg/L (5Hr)
SOLVESSO 100 No Specific Acute Toxicity Data could be obtained: Ingestion may cause gastrointestinal disturbances
(irritation/nauseal/vomiting/diarrhoea): Cough or difficulty breathing may also result.
Supplementary Information: The Information provided in this Table is for individual components for which Acute Toxicity Data is available at 100% concentration of that
specific ingredient. Each component listed above is present in the Finished Product at the concentrations listed in SECTION 3.2. For the purposes of this SDS, the Acute
Toxicity Estimate (ATE) for the Finished Product is estimated using the Rat LD50 data and is estimated at >2,000.00mg/kg but < 5000.00 ma/kg by calculation and accordingly,
classification of the Finished Product within Section 2 is based on the GHS-CLP guidance based on this calculated figure. Ingredients not listed in Section 3.2 are non-
hazardous according to EC 1272/2008 and are exempt from inclusion in the ATE calculation.

SECTION 11.1.2 Skin Irritation/Corrosion Data
Moxidectin: Rabbit Skin Irritancy Test: MILD
Solvesso-100: Skin Degreaser: May Cause Dry/Rough Skin up to Dermatitis with Repeated exposure
Finished Product: No Specific Data Available; May Result In Skin-Irritation By Contact.
SECTION 11.1.3 Eye Irritation/Damage Data
Moxidectin: Rabbit Eye Irritancy Test: MODERATE. “Causes Serious Eye Irritation”
Solvesso-100: Solvesso-100 Vapour may act as Eye Irritant, Splashes May Cause Pain/Discomfort
Finished Product: No Specific Data Available; May Result In Eye-Irritation By Contact.
SECTION 11.1.4 Respiratory &/or Skin Sensitisation Data
Moxidectin: Guinea Pig “Buehler” Test: NEGATIVE
Solvesso-100: Animal Studies: NEGATIVE
Finished Product: No Specific Data Available; Finished Product Not Considered A Sensitizer.
SECTION 11.1.5 Germ Cell Mutagenicity
Moxidectin: NEGATIVE In Standard In-vitro /in-vivo Test Battery (Ames / Forward Mutation / Rat Bone Marrow)
Solvesso-100: NEGATIVE In Germ Cell Testing
Finished Product: Contains NO ingredient classified as Mutagenic.
SECTION 11.1.6 Carcinogenicity
Moxidectin: 2 Year “Rat” Study at 100mg/kg/day: 2 Year “Mouse” Study at 30mg/kg/day: NEGATIVE
Solvesso-100: Not Considered Carcinogenic
Finished Product: Contains NO ingredient classified as Carcinogenic.
SECTION 11.1.7 Reproductive Toxicity
Moxidectin: 1mg/kg/day “Rabbit”: Maternal Toxicity Not Teratogenic 5mg/kg/day “Rat”: Maternal/Foetal Toxicity
Solvesso-100: Not Considered Reproductive Hazard
Finished Product: Contains NO ingredient classified as a Reproductive Hazard or Teratogen.
SECTION 11.1.8 STOT- Single Exposure
Moxidectin: No Data or Not Classified
Solvesso-100: STOT-SE Cat. 3 H336 “May Cause Drowsiness Or Dizziness”
Finished Product: Finished Product Does Not The Criteria For Classification
SECTION 11.1.9 STOT- Repeated Exposure
Moxidectin: No Data or Not Classified
Solvesso-100: STOT-RE Cat. 3 H335 “May Cause Respiratory Irritation”
Finished Product: Finished Product Does Not The Criteria For Classification
SECTION 11.1.10 Aspiration Hazard
Moxidectin: No Data or Not Classified
Solvesso-100: Aspiration Cat. 1 H304 “May Be Fatal If Swallowed And Enters Airways”
Finished Product: Finished Product Does Not The Criteria For Classification
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SAFETY DATA SHEET
ACCORDING TO REGULATION (EU) 2015/830 (AMENDING (EC) 1907/2006) & (EC) 1272/2008 CLP REGULATION

SECTION 12 ECOLOGICAL INFORMATION '

SECTION 12.1 Toxicity

_Ingredient

Fish Rainbow Trout Oncorhynchus mykiss 0.16 pgilL
Bluegill Sun Fish  Lepomis macrochirus 0.62 pg/L
Crustacean Water Flea Daphnia magna 0.03 pg/L
MOXIDECTIN Algae Green Algae unspecified 86.9 pgiL
Bobwhite Quail Colinus virginianus 278 malkg
Bird Mallard Duck Anas platyrhynchos 365 ma/kg
Chicken Gallus gallus 283 mgl/kg
SOLVESSO0-100 No Specific Environmental Toxicity Data Was Available: Solvesso-100 Classified As “Aq. Chronic Cat. 2"
SECTION 12.2 Persistence & Biodegradability
MOXIDECTIN: t1/2 =180days WATER: t1/2 =360days SOIL: t1/2 =1600 days SEDIMENT
SECTION 12.3 Bio-accumulative Potential
MOXIDECTIN: Potential for Bio-accumulation
SECTION 12.4 Mobility in Soil
MOXIDECTIN: Koc= 18000-41000
SECTION 12.5 Results of PBT & vPvB Assessment
No Data Available
SECTION 12.6 Other Adverse Effects

Based on Ingredients at Specified Concentrations Finished Product is not considered to be Hazardous

SECTION 13 DISPOSAL CONSIDERATIONS

SECTION 13.1 Waste Treatment Methods

It is recommended that large volumes of this product disposed of in accordance with Local Authority
Requirements & National Regulations.

SECTION 14 TRANSPORT INFORMATION

PLEASE NOTE: Section 14 applies to the Finished Product:
SECTION 14.1 UN Number
UN3082 (ADR/ IMDG/ IATA/ ICAQ)
SECTION 14.2 UN Proper Shipping Name
Environmentally Hazardous Substances, Liquid, N.O.S. (Moxidectin) (ADR/ IMDG/ IATA/ ICAO)
SECTION 14.3 Transport Hazard Class-(es)
Class 9
SECTION 14.4 Packing Group
1
SECTION 14.5 Environmental Hazard(s)
Not Applicable
SECTION 14.6 Special Precautions for User
Not Applicable/No Specific Data
SECTION 14.7 Transport in Bulk
Not Applicable
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SAFETY DATA SHEET
ACCORDING TO REGULATION (EU) 2015/830 (AMENDING (EC) 1907 /2006) & (EC) 1272/2008 CLP REGULATION

SECTION 15 OTHER REGULATORY INFORMATION

SECTION 15.1 Safety, Health & Environmental Regulations/Legislation

(Specific for the substance/mixture) Data Not Available

SECTION 15.2 Chemical Safety Assessment

Data Not Available

SECTION 16 OTHER INFORMATION

Document History
Revised Sections
Prepared by Materials Safety Data Officer, Chanelle Pharmaceuticals Ltd.

Information Source(s) Supplier SDS for API & Excipients and Equivalent Finished Product SDS.
Abbrev. Legend

Version 1 (Created 20th-August-2018)
Not Applicable

Listed in alphabetical order.

ADR : "Accord-Dangereuses-Route” Dangerous Goods by Road; European Agree - IBC i diate Bulk Contai
ATE : Acute Toxicity Estimate . IMDG : International Maritime code for Dangerous Goods
API : Active Pharmaceutical Ingredient LC50 : Lethal Concentration 50 %
BCF : Bio-concentration Factor LD50 : Lethal Dose, 50%
CAS : Chemical Abstracts Service LQ : Limited Quantity (stated in ADR-LQ)
EINECS : European Inventory of Existing Chemical Substances MARPOL 73/78 : International Ci for the Pr of Pollution from Ships
EmS : Emergency Schedule (Code of Emergency Labelling) - NOEC : No Observable Effect Concentration
GHS : Globally Harmonised System (of Classification and Labelling of Chemicals) - N.O.S : “Not Otherwise Specified”
IATA : International Air Transport Association - UN : United Nations
P-Statements From Section 2.2
R A ) AR
Prevention Response Storage Disposal

P210- Keep away from heat, hot
surfaces, sparks, open flames and
other ignition sources. No Smoking.

P301+P312 IF SWALLOWED: Immediately
call a POISON CENTER/doctor/medical
assistance if you feel unwell.

P403 - Storeina
well-ventilated place.

P501 - Dispose of
contents/container to-
(Refer to Section 13.1).

P264- Wash (hands) thoroughly after

P302+P352 IF ON SKIN: Wash with plenty

handling. of soap and water.
P273- Avoid release to the P321 - Specific treatment (section 4.3).
environment

P280- Wear Protective
Gloves/Protective Clothing/Eye

P332 + P313 - If skin irritation occurs: Get
medical advice/attention.

Protection/Face Protection.

P362+P364 Take-Off contaminated
clothing and wash it before re-use.
P391- Collect Spillage.

IMPORTANT NOTICE:

All Information contained herein is accurate to the best of our knowledge, however the above named supplier, nor any of its subsidiaries nor affiiates assumes any liability whatsoever for the accuracy,
completeness, or absence of the information centained herein. All materials contained by this document may present their own hazards and should be used with caution. Neither the Chanelie group,
subsidianies, nor affiliates guarantee that the information contained by this SDS is complete, nor do they provide any guarantee, contract or liability that other hazards exist, Final determination of the
suitability of any material or information supplied rests solely with the user. No guarantee or warranty of any kind is offered either express orimplied with respect to the information and recommendations
contained herein. We accept no responsibility and disclaim all liability for any harmful effects that may be caused by (Incorrect) use, handling, purchase, resale or exposure to our product Customers
and users of our product must comply with all applicable health and safety laws, regulations and orders. In particular they are under an obligation to carry out a risk-assessment for the particular work
place and to take adequate nisk management measures in accordance with the national implementation legislation of EU directive 8§9/391/98 — 24,

r

Date of Approval: Z/%)g//?@/g

Prepared by: -
Material Safety Data Officer

END OF SDS
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