Nirbac

SAFETY DATA SHEET

305788 VETFLURANE 250ML AT-BE-DE-NL VBI
J\ AESICA
o

& Consort Madical Company

Accarding to EC-Regulations 1807/2006 (REACH), 1272/2008

(CLP) & 2015/830

SAFETY DATA SHEET

Ref: SDS-38745
Version: Z
Date of Issue:  10/08/2017

SECTION 1:

IDENTIFICATION OF THE SUBSTANCE/MIXTURE AND OF THE COMPANY /UNDERTAKING

1.1

1.2

1.3
1.3

1.4

Product Identifier
Product Name:

Synonym(s):

Product Code:

CAS Ne:

EINECS No:

REACH Registration No:

Isoflurane

Forane: Forene; lsoflurane liquid; Isoflurane USP;
1-Chilorg-2,2 2-trfluoroethyldiflucromethyl ether
38745V [ 3874650

2647 5-46-7
247-897-7

A registration number is not ovailable for this substonce as the
substance or its uses are exempted from registration

Relevant Identified Uses of the Substance or Mixture and Uses Advised Against

|dentified Use{s):
Uses Advised Against:

General inhalation anaesthetic

Mot determined

Details of the Supplier of the Safety Data Sheet

Manufacturer:

Company Identification:

Telephone:

E-Mail (competent person):

Emergency Telephone Number

Telephone:

Aesica Queenborough Limited
Morth Road

Gueenborough

Kent

METT SEL

UK

+44 (0) 1795 543000

SDS. EnguinssQB@aesica-pharma.com

+44 (0] 1795 543000
(24 hours, English spoken)

SECTION 2:

HAZARDS IDENTIFICATION

21
2.1.1

Classification of the Substance or Mixture

Regulation (EC) No 1272/2008
General Note

Specific Target Organ Systemic
Toxiclty (single exposure)

3TOT 3E 3, H334



Nirbac

SAFETY DATA SHEET

305788 VETFLURANE 250ML AT-BE-DE-NL VBI

A Consart Medial Company

J\ AESICA

According to EC-Regulations 1807/2006 (REACH), 1272/2008
(CLP) & 2015/830

SAFETY DATA SHEET

Ref: SDS-387465
Version: 2
Date of Issve: 10/08/2017

SECTION 2: HAZARDS IDENTIFICATION

22 Label Elements
2.2 Product Name:

Hazard Pictogram(s):

Signal Word(s):

Hazard Statement(s):

Precautionary Statementi(s):

Supplemental information:

23 Other Hazards

Isoflurane

Warning

H334: Moy cause drowsiness or dizziness.

P261: Avoid breathing dust/fume/gas/vapours/spray.

P271: Use only outdoors or in a well-ventilated area,
P304+P350: If inhaled, remove to fresh air and keep of rest in
a position comfortable for breathing.

P312: Call a POISON CENTRE or doctor/physician if you feel
unwell.

P403+P233: Store in a well-ventilated place. Keep container
fightly closed.

Not determined

SECTION 3: COMPOSITION/INFORMATION ON INGREDIENTS

3.1 Substances
EC Classification No. 1272/2008
EU/GHS Substance
Substance CAS No. EC No. Classification REACH Registration No. 7o W/W
isoflurane 26675-46-7 247-897-7 STOT SE 3, H334 N/A 98-100
32 Mixtures (substances in preparations/mixtures)

Not applicable
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Nirbac

SAFETY DATA SHEET

305788 VETFLURANE 250ML AT-BE-DE-NL VBI

A

According 1o EC-Regulations 1907/2006 (REACH), 1272/2008

(CLP) & 2015/830

AESICA

A Coneart Mediesl Canany

SAFETY DATA SHEET
Ref: SDS-38745
Version: 2

Date of Issue: 10/08/2017

SECTION 4; FIRST AID MEASURES
4.1 Description of First Aid Measures

Inhalation: Remove from source of exposure, If signs of toxicity occur,
seek medical aftention. Provide symplomatic/supportive
Care as necessary.

Skin Contact: Remove from source of exposure. Flush with copious amounts
of water. Ifimitation persists or signs of toxicity oceur, seek
medical attention. Provide symptomatic/supportive care as
necessary,

Eye Contact: Remove from source of exposure. Flush with copious amounts
of water, ifimtation persists or signs of toxicity occur, seek
medical attention. Provide symptomatic/supportive care as
Mec essary.

Ingestion: Remove from source of exposure, If signs of toxicity occur,
seek medical attention. Provide symptomatic/supportive
care as necessary,

Self-Protection of the First Aider: Not determined

4.2 Most Important Symptoms and For infarmation on potential signs and symptoms of exposure:-

Effects Both Acute and Delayed see Section 2 — Hozards |dentification and/or Section 11 =

Toxicological Information
4.3 Indicafien of Any Immediate Mainlgin  ventilation, electrolyte balance ond  monitor

Medical Attention and Special cardiovascular function, as necessary.

Treatment Needed

Notes to Physician: Mot determined

SECTION 5: FIRE-FIGHTING MEASURES
5.1 Extinguishing Media
Suitable Extinguishing Media: Use extinguishing agent suitable for type of surounding fire.
Unsuitable Extinguishing Media: Not determined
5.2 Special Hazards Arising from the Mot determined
Substance or Mixture
53 Advice for Fire Fighters Wear self-contained breothing apparatus pressure-demand,
MSHA/ NIOSH (approved or equivalent) and full protective
gear.
SECTION &: ACCIDENTAL RELEASE MEASURES
4.1 Personal Precautions, Protective For personal protection - see Section 8
Equipment and Emergency
Procedures
6.2 Environmental Pr i Contain moterial and prevent release to waterways or soil,
6.3 Metheds and Material for Material evaporates very rapidly. Evacuate the area of the

Containment and Cleaning Up spill immediately and provide ventilation unfil the applicable

exposure levels are below those described in Section 8.
6.4 Reference to Other Sections Refer to Sections 8, 12 and 13 for further information.
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Nirbac

SAFETY DATA SHEET

305788 VETFLURANE 250ML AT-BE-DE-NL VBI
) AESICA SAFETY DATA SHEET
o™

o Mok Compary Ref: SDS-38765
According 1o EC-Regulations 1907/2006 (REAGH), 1272/2008 Version: 2
(CLP) & 2015/830 Date of Issue:  10/08/2017
SECTION 7: HANDLING AND STORAGE
7.1 Precavtions for Safe Handling Avoid contact with skin, eyes and clothing. Awvoid breathing

vapours or mists, Handle in accordance with goed industrial
hygiene and sofety practice.

7.2 Conditions for Safe Storage. Including any Incompatibilifies
Storage Temperature: Store accerding to label instructions
Storage Lite: Store according to label instructions
Incompatible Materials: Store according fo label instructions
7.3 ific En General inhalation anassthetic

SECTION 8: EXPOSURE CONTROLS/PERSONAL PROTECTION

8.1 Control Parameters
B.1.1 Occupational Exposure Limits:
LTEL LTEL (8hr STEL OHC STEL
Substance Cas No. Note:
(8hr TWA ppm) | WA mg/m?) | (ppm) | (mecg/m?) | (meg/m?)

Isoflurane 2667 5-46-7 50 383 150 N/A 1149

Sowce: Cocoupdticnal Health Categarsolion J UK EHA0/ 2005 Workplaoe Exposune Linels

812 Biological Limit Value: Mot determined

813 PFNECs and DNELs: Not determined

8.2 Ex re Col

821 Appropriate Engineering Contfrols:  Anaesthelic gas scavenging systems should be used during
typicol product application. Handle inside a process
enclosure ar chemical fume hood during manufacturing or
laboratory use.

8.2.2 Individual protection measures, such as personal protective equipment (PPE):

Eye/Face Protection Eye protection not required during typical product use

conditions. Wear eye protection appropriate fo exposures
during manufacturing/laboratory use.

Skin Protection Impervious gloves.
Wear appropriate body coverings if contact may occur.

@

Respiratory Protection If engineering controls are in place, respiratars are generally
not required during normal conditions of use.

@

Thermaol Hazards Mot determined

823 Environmental Exposure Controls:
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Nirbac

SAFETY DATA SHEET

305788 VETFLURANE 250ML AT-BE-DE-NL VBI

J\ AEsica

According to EC-Regulations 1907/2006 (REACH), 12722008

{CLP) & 2015/830

SAFETY DATA SHEET

Ref: SDS-38765
Version: 2
Date of Issue: 10/08/2017

SECTION 7. PHYSICAL AND CHEMICAL PROPERTIES
Warning —suibstonce not vel fested complately
1 Information on Basic Physical and Chemical Properties
Appearance Clear, colourless liquid
Odour Mild, pungent, musty, ethereal odour
Odour Threshold Mot determined
pH Not determined
Melting Point/Freezing Point Not determined
Initial Boiling Point 48.5 (@ 760mm Ha)
Flash Point (°C) Mot determined
Evaporation Rate Neot determined
Flammabillity (solid, gas) Not expected to be flammabls in air
Lower Explosive Limits 14.5 (in 100% oxygen)|
Vapour Pressure 295-330 mmHg @ 25°C
Vapour Density 6.3 (AIr')
Bulk Density 1.45@ 20°C
Specific Gravity 1.496 @ 25°C
Solubility (ies) Slightly soluble in water / Soluble in organic solvents
Partition Coefficient Not determined
(n-Octanol/water)
Auto Ignition Temperature Not determined
Decompaosition Temperature Not determined
Viscosity Naot determined
Explosive Properties Not determined
Oxidising Properties Not determined
7.2 Other Information
Molecular Weight Not determined
Min Ignition Energy-Cloud (mJ) =5000 [no ignition)
SECTION 10:  STABILITY AND REACTIVITY
10 Reactivity Not determined
10.2 Chemical Stability Stable under normal conditions
10.3 Possibllity of H eactions Mot determined
10.4 Con ns to Avoid Not determined
10.5 Incompatible Material Strong bases, Alkaline metals
10.6 Hazardous Decomposition When heated to decomposition it emits; Hydrogen Fluoride,

Product(s)

Hydrogen Chloride, Carbon Oxides
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Nirbac

SAFETY DATA SHEET

305788 VETFLURANE 250ML AT-BE-DE-NL VBI

A

According to EC-Regulations 1907/2006 (REACH), 1272/2008

(CLP) & 2015/830

AESICA

4 Contart Medkeat Compary

SAFETY DATA SHEET

Ref: SDS-38785
Version: 2
Date of Issue: 10/08/2017

SECTION 11:

TOXICOLOGICAL INFORMATION

1.1

Information on Toxicolegical Effects (substances in preparations/mixtures)

Acute Toxicity:

Ingestion Mot determined
Inhalation Clinical roule
Skin Contact Mot determined
Eye Confact Mot determined
Acute Toxicity — Cral: Data for component (3] given below
Chemical Name Acute Test Value Units Species
- 4770 Mice
lsoflurane 24675-46-7 LD50 5080 mg/kag Rats
Acute Toxicity = Inhalation: Data for component|(s) given below
Chemical Name Test Valve Units Species
Isoflurane 26675-46-7 LC50 = 15200 pom feias
16,800 Mice
Skin Cormrosion/Irritation: Mot determined

Mutagenicity Data for Component(s) Given Below:

Serious Eye Damage/Irritation:
Respiratory or Skin Sensitisation:
Inhalation

Skin Contact

Germ Cell Mutagenicity:
Carcinogenicity:

Target Organ Effects:

Reproductive Toxicity:
Effects on Fertility

Developmenial Toxicity

A similar eye material is an eye iritant
Nct determined
Not detemmined
Neot determined
Not determined
Not determined

In clinical use target argan effects include: central nervous
system

Not determined

Nt determined

Chemical Name

Micronucleus Assay

Ames Test

Mouse Lymphoma Assay | Chromosomal Abbr. Assay

Isoflurang 26675-46-7

No data

Negative

No data Negative

11.2

Aspiration Hazard:

ther Infor

Not determined

Mot determined
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Nirbac

SAFETY DATA SHEET

305788 VETFLURANE 250ML AT-BE-DE-NL VBI

A

According to EC-Regulations 1807/2006 (REACH), 1272/2008

{CLP) & 2015/830

AESICA

& Corsort Medieal Company

SAFETY DATA SHEET

Ref: SDS-38745
Version: 2
Date of Issue: 10/08/2017

SECTION 12:  ECOLOGICAL INFORMATION
12.1 Texicity Not defermined
12.2 Persistence and Degradability Not determined
Photolysis
Hydrolysis
Biodegradability
12.3 Bicaccumulative Potential Mot determined
124 obility in $oil Mot determined
12.5 Results of PBT and vPvB Chemical safety report is not required for this substance/
Assessment product
12.6 Other Adverse Effecits Do not allow undiuted material or large quantities to reach
groundwaler, bodies of water or sewer system.
SECTION 13: DISPOSAL CONSIDERATIONS
13.1 Waste Treatment Methods Dispasal should be made in accordance with country,
federal, state and local regulations.
13.2 Additional Information Not determined
SECTION 14:  TRANSPORT INFORMATION
| AT
Status: Regulated
14.1 UN Number UMN3334
14.2 UN Proper ing Na Aviation regulated liquid, n.o.s. |1-Chloro-1-difluoromethexy)-
2,2.2- frifloraethane)
14.3 Transport Hazard Class(es 9
144 Packing Group i
14.5 Environmental Hazards Mot applicakle
14.4 Special Precautions for User AZ7
14.7 Trans| in Bulk A r t Not applicable
Annex Il of MARPOL73/78 and the
IBC Code
ADR, DOT, IMDG/IMO
Status: Mot regulated
14.1 UN Number Nat applicable
14.2 Proper Shipping Name Not applicable
14.3 Hazard Class(es) Not applicable
14.4 Packing Group Not applicable
145 Environmental Hozards Not applicable
14.4 Special Provisions Not gpplicable
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Nirbac

SAFETY DATA SHEET

305788 VETFLURANE 250ML AT-BE-DE-NL VBI
J AESICA SAFETY DATA SHEET
Cas

PRI MR Camm; Ref: SDS-38745

According to EC-Regulations 1907/2006 (REACH), 1272/2008 Version: B
(CLP) & 2015/830 Date of Issue: 10/08/2017
SECTION 15: REGULATORY INFORMATION
15.1 Safety, Health and Environmental Regulations/Legislation Specific for the Substance or Mixture
International Inventories:

Chemical Name EINECS/ELINCS TSCA DSL NDSL PICCS
sofiurane 26675-46-7 247-B97-7 - - Not listed -

Chemical Name ENCS ISHL IECSC AICS KECL New Zealand

Isoflurane 264675-46-7 - - - - - HSRO03785
Carcinogenicity Rating:

Chemical Name Percent NTP: IARC: ACGIH:
llsoflurane 98-100 Mot listed Mot listed Mot listed
SARA 313 Information:

Chemical Name | Percent | SARA 313 Chemical: CERCLA RG/SARA EHS RQ (lbs): SARA EHS TPQ (lbs):
Isoflurane 98-100 Not listed Not listed Mot listed
15.2 Chemical Satety Assessment Chemical safety assessment has not been conducted on the

substance/product

SECTION 1&: OTHER INFORMATION

The following sections contain revisions or new statements: 1-14.
Mew format has been issued, all sections updated to include new format. Review DS with care.

References: Existing Safety Data Sheet(s] for component parts [SD3), This Safety Data Sheet was prepared in
accordance with EC Regulation (EC) 1907/2006 (REACH), 1272/2008 (CLF) and 2015/830

LEGEND:
LTEL Long Term Exposure Limit
STEL Short Term Exposure Lirmit

Training Advice: Consideration should be given to the werk procedures involved and the polential extent of
exposure as they may determine whether a higher level of protection is required.

Disclaimers: Infermaticn contained in this publication or as otherwise supplied to Users is believed to be
accurate and is given in good faith but it s for the Users to satisfy themselves of the suitability of
the praduct for their own particulor purpose. Aesica Gueenborough Limited gives no warranty
as fo the filness of the product for any parlicular purpose and any implied warranty or
condition (statiutory or atherwise) is axcluded excant to tha extent that exclusion is prevented
by law. Aesica Queenborough Limited accepts ne liability for loss or damage {other than that
arising from death or personal injury caused by defective product (if proved), resulting from
reliance on this information. Freedom under Patents, Copyright and Designs cannot be
resumed.

Annex to the Extended Safety Data Sheet (eSDS)

o information available
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