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PART A:   Cosmetic product safety information

1. Quantitative and qualitative composition of the cosmetic product
PARFUMS BLEU
[image: ]		100.000
Product Composition 

	INCI Name
	% Conc.
	% Active
	Final %
	CAS No.
	Einecs No.
	Cosmetic
Restriction

	Alcohol Denat.
	55.877
	100
	55.877
	64-17-5
	200-578-6
	-

	Propylene Glycol
	5.000
	100
	5.000
	57-55-6
	200-338-0
	-

	Parfum
	1.650
	100
	1.650
	-
	-
	-

	Aqua (Water)
	37.473
	100       
	37.473
	231-791-2
	231-791-2  
	-





INCI LISTING WHICH MUST BE DECLARED ON THE LABEL:  
  Alcohol Denat., Aqua, Propylene Glycol, Parfum, Linalool, Limonene, Coumarin, Geraniol, Citral, Hydroxycitronellal, Benzyl Salicylate, Citronellol, Hexyl Cinnamal, Evernia Furfuracea (Treemoss) Extract.

   Allergens specified in the 7th Amendment to the EU Cosmetics Directive 76/678 present in the fragrance which must to be declared on the pack are listed below:


	INCI Name
	% Conc.
	CAS No.
	Einecs No.
	Cosmetic
Restriction

	Linalool
	0.129443
	78-70-6
	201-134-4
	III/84

	Limonene
	0.092977
	5989-27-5
	227-813-5
	III/88

	Coumarin
	0.030014
	91-64-5
	202-086-7
	III/77

	Geraniol
	0.018216
	106 - 24 -1
	203-377-1
	III/78

	Citral
	0.015065
	5392-40-5
	226-394-6
	III/70

	Hydroxycitronellal
	0.014998
	107-75-5
	203-518-7
	III/72

	Benzyl Salicylate
	0.010494
	118-58-1
	204-262-9
	III/75

	Citronellol
	0.002855
	106- 22 -9
	203-375-1
	III/86

	Hexyl Cinnamal
	0.001601
	101-86-0
	202-983-3
	III/87

	Evernia Furfuracea (Treemoss) Extract
	0.001204
	90028-67-4
	289-860-8
	III/92





2. Physical/chemical characteristics and stability of the cosmetic product


General Description:
A clear , light yellow hydro - alcoholic liquid with a characteristic odour of Blue Stratos.Free from foreign and suspended matter. The ethanol content is 62% by volume and 54.2% by weight.

Specifications
Required Tests		Specification			Method

Appearance		Must be equivalent to approved standards.	
							
Odour			Must be equivalent to approved standards.

pH  (10% aque.dispersion)		4.0 - 6.0			1
						Procedure A


CHECK S.G.    0.876 - 0.936 
	





The product has competed 12 weeks stability testing at 5’ C, 30’C,40’ C, Day Light and Room temperature with satisfactory results.
 Parfums Bleu Limited confirmed that the Shelf Life of this product is In excess of five years. Under normal conditions of storage and use, the product will not deteriorate in appearance, odour or efficacy or prove detrimental to health .Containers should however be well closed and stored away from heat source.


3. Microbiological quality of the cosmetic product

Microbial Content: Less than 100 microorganisms per gram (ml)	24 and the population is static or decreasing. Free of Gram - negative bacteria and coagulase staphylococci and all other pathogens.

4. Impurities, traces, information about the packaging material
The product is packed in a Cosmetic grade glass bottle. There are not expected to be any issues of stability or interaction between the packaging and the product. Pack consists of: Glass bottle (50 and 100ml) with aluminium cap.
Packaging Data	Blue Stratos After Shave Lotion
Section 6	Manual Number  441013
29 May 2009	Supersedes


Bottle		Rectangular glass bottle sprayed light blue, facetted
(various 50ml&100ml codes)	shoulders and edges.  Screwneck E5 sprinkler finish
		and crimp neck S20 spray finish for After Shave Spray.	Printed one pass white.

Bottle for ASL 30ml ‘trial size’	‘Pecos’ style 30ml E5 small rectangular bottle, sprayed
Code 4461.01	light blue and printed one pass white.

Code 30SCRMS.02	‘Lincoln’ style 30ml white screwneck cap.

Cap Code 50/100SCRSL.021	Aluminium cap, two piece with E5 insert and 1mm wad

Code 50/100SPSL.022	20mm silver overcap for 100ml spray finish bottle.


Carton (50 & 100ml)	505 micron Scancote A board. Printed one colour plus sealer face side, then one colour reverse.

Carton (30ml)	410 micron Scancote A board. Printed one colour, then satin sealed varnish one side only. Fitment white blank.


 
5. Normal and reasonably foreseeable use
Product will be used by adult males to perfume the skin usually after shaving.
The product is applied to the skin, mainly the face and neck using the hands.
A small quantity of the product is unavoidably inhaled during applications but this is minimal as the application process is complete in a matter of seconds.

6. The targeted (or exposed) population(s).

Adult Male (aged 16+)


7. Exposure to the substances and Margins of Safety
	INCI Name
	%               Conc.
	SED       mg/kg/Day
	NOAEL
mg/kg/BW
	Critical toxicity Effect
	Margin of Safety

	Alcohol Denat. 
	55.877
	2.3054
	10,600
	-
	4,597

	Propylene Glycol
	5.000
	1.0315
	20,000
	-
	19,389



The fragrance has been certified by its manufacturer as being compliant with IFRA code of practice and was not assessed independently by the safety assessor. 




Calculation of Margin of Safety

Assume skin absorption A % under in use conditions (if no data assume 100 % skin absorption).  For Ethanol a conservative estimate of 20% dermal absorption is assumed.
Calculated Daily exposure mg/kg/day: 20.63 mg/kg/bw/day      (SCCNFP/0321/02)
 Retention factor 1 Typical body weight of human (kg) 60


SED (mg/kg.bw/day) = Daily Exposure to product mg/kg bw/day X % Ingredient/100 X % Max Absorption through the skin/100


Margin of Safety MOS= NOAEL (should be>100) 
                                        SED
The NOAEL used for calculation is generally derived from a 90 oral day study in the
rat, but the whole toxicological profile is also be taken into account.
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8. Toxicological profile of the substances

	
	
	INGREDIENT TOXICOLOGICAL ASSESSMENT
	
	

	INCI name
	% Conc.in product
	    Toxicological Summaries
	Classification
**
	Rest-riction  ***

	Aqua
	37.473
	Aqua (Water). The quality of water used in the production of cosmetics and personal care products, called process water, is monitored according to Good Manufacturing Practices outlined in FDA's Guidance on Cosmetic Manufacturing Practice Guidelines, and in international guidelines on Good Manufacturing Practices known as ISO 22716.Some companies may also comply with the U.S. Pharmacopeia (USP) standards for the purity of water used in drugs, devices and diagnostics published in the Purified Water monograph. USP Purified Water is prepared from water complying with the regulations of the U.S. Environmental Protection Agency (EPA) with respect to drinking water. It contains no intentionally added substances. Oral Rat LD50: >90 mL/kg. [CAS: 7732-18-5; EINECS: 231-791-2]. Function: Solvent. The actual or estimated LD50 value: 100,000 mg/kg bodyweight. AICS status (NICNAS Australia): AICS Compliant.*
A ubiquitous chemical substance that is the basis for all known forms of life. Use in consumer products is not expected to result in any acute or chronic toxicity following typical exposure.


	Unclassified
	-

	Alcohol Denat.
	55.877
	Alcohol Denat. Ethanol is used in our cleaning products as a solvent to keep in
solution some ingredients. It is a clear, colourless alcohol, produced by fermentation of sugars when used for alcoholic beverage. Ethanol is not harmful to aquatic organisms. Acute toxicity (i.e., L(E)C50) for several algae, invertebrates and fish species tested was greater than approximately 1000 mg/ l. Chronic toxicity (i.e., NOEC) for algae, invertebrates and fish was greater than 280 mg/ l. Ethanol is widely recognized as being readily biodegradable in the environment as it is both a metabolite of and nutrient for microbes. There are no persistent metabolites formed during biodegradation. Ethanol does not pose much of a threat when applied topically. Coming in contact with the skin will do nothing but dry it out and sterilize it. Spilt on a cut, it will hurt, but it will also prevent infection. [CAS: 64-17-5; EINECS: 200-578-6]. Function: Ethanol denatured in accordance with Customs and Excise regulations. The actual or estimated LD50 value: 10,600 mg/kg body weight. AICS status (NICNAS Australia): AICS Compliant. Oral LD50 value (rat): 10,600 and 7,060 mg/kg; (mouse): 3,450 mg/kg; (rabbit): 6,300 mg/kg. Comedogenic value: 0. CIR: Maximum "as used" concentration for safe as used conclusion: up to 99%. Concentration or other limitation on use for safe with qualifications conclusion: denatured with t-Butyl Alcohol, Denatonium Benzoate, Diethyl Phthalate, or Methyl Alcohol. *
Dermal: No acute dermal toxicity was reported in a study in rabbits, LDL0=20,000 mg/kg (Monick, 1968) and although this study is not experimentally robust, the result is consistent with the finding that ethanol uptake through intact skin is poor. 
The half-life for the evaporation of ethanol from skin is 11.7 seconds (Pendlington, 2001) which implies that continuous immersion would be required for there to be any potential for dermal absorption. OECD SIDS (UNEP PUBLICATIONS)

	F;R11
	-

	Propylene Glycol
	5.000
	Propylene Glycol. In man, propylene glycol has caused skin and mucous membrane irritation. It has produced skin sensitization reactions in several individuals and when taken orally can also induce skin rashes. Administration by the oral or injection routes was associated with severe effects on the central nervous system and metabolic disruptions. The glycol was minimally irritating to the eyes of rabbits. A low acute toxicity has been demonstrated in laboratory animals treated orally. The blood was the main site of injury in cats and dogs given multiple oral doses, with evidence of red blood cell damage being noted. Effects on the blood, liver, kidney and caecum of rats were reported in studies involving repeated oral administration. At high and maternally toxic dietary concentrations, propylene glycol induced reproductive effects in rats. 
No malformations were seen in a range of species when pregnant animals were treated orally. There was no evidence of carcinogenicity in rats treated by repeated oral administration, and more limited skin-painting studies in mice and rabbits also failed to detect carcinogenic potential. Propylene glycol was not mutagenic in Ames bacterial assays. [CAS: 57-55-6; EINECS: 200-338-0]. Function: Humectant/solvent/ skin conditioning/ viscosity controlling. The actual or estimated LD50 value: 20,000 mg/kg bodyweight. AICS status (NICNAS Australia): AICS Compliant. Oral LD50 value (rat): 20,000 mg/kg;(mouse): 22,000 mg/kg; (rabbit): 18,500 mg/kg. Dermal LD50 value (rabbit): 20,800 mg/kg. Comedogenic value: 0. Propylene Glycol. CIR: Maximum "as used" concentration for safe as used conclusion: </=50%.*
	-
	-

	Parfum	
	1.650
	Parfum (Fragrance). All Fragrance allergens have been be calculated and compared to the limits imposed by the IFRA QRA category for the product. All values fall below the IFRA limit. The fragrance is used at 1.65% and has been assessed by the supplier as suitable for this type of formulation at this level and conforms to the 46th Amendment of the International Fragrance Association (IFRA) guidelines. The IFRA guidelines are guidelines for the safe use of fragrance ingredients and are based on an evaluation by independent experts of all toxicological and dermatological data relating to the ingredient concentrations and exposure to the final product. The Fragrance Material, which as supplied is classified as irritating to the skin and eyes and may cause sensitisation by skin contact. Resultantly prolonged, repeated exposure to this material may result in localised adverse reactions on certain individuals. Available information suggests the material is unlikely to cause significant System Toxicity following exposure. 
 
See allergen declaration and IFRA Certificate below.

	R38
R43,
R50/53
R65
	-


*Dweck, Anthony (2011-09-03). Handbook of Cosmetic Ingredients - their use, safety and toxicology (Kindle Locations 495-508). Dweck Data. Kindle Edition.
*Classification listed is from TABLE3.1 of Regulation (EC) No 1272/2008 and classification (67/548/EEC)
 **Restrictions(s) listed (Annexe No. / Ref No.) of Regulation (EC) No. 1223/2009 Cosmetic Products


9. Purity of Ingredients

We have considered impurities in the ingredients that may affect safety, and are satisfied that the ingredients specified to be used in this product are of Cosmetic or Pharmaceutical grade from established cosmetic ingredient suppliers to satisfy Annex III limits.  The process water used is purified and suitable for toiletries and cosmetic manufacture according to industry standards.
The fragrance has been assessed and is certified as suitable for this product according to IFRA Regulations.







Alcohol:
Alcohol Denat. (Ethyl alcohol) is a straight chain alcohol which is volatile, flammable, colorless liquid.
Molecular formula: C2H6O
Molar mass 46.07 g mol−1
Exact mass 46.041864814 g mol−1
Density 0.789 g cm−3
Melting point −114 °C, 159 K, -173 °F
Boiling point 78 °C, 351 K, 172 °F
Vapor pressure 5.95 kPa (at 20 °C)
Acidity (pKa) 15.9[2]
Basicity (pKb) -1.9
Refractive index (nD) 1.36
Viscosity 0.0012 Pa s (at 20 °C)
The alcohol is synthetic and controlled for use in the cosmetics industry. It is denatured in accordance with Customs and Excise requirements. Impurities present according to the manufacturers specifications are 100 ppm   of Aldehydes & Ketones as Acetaldehyde. Specifications attached. The purity specification for this grade is 0.02% maximum Acetaldehyde, and complies with the CTPA requirements for cosmetic use.










10. Undesirable effects and serious undesirable effects of cosmetic product
On request, the suppliers have not provided information or reports known to them of Serious Undesirable Effects or Undesirable effects on this cosmetic product. If the supplier is aware of an abnormally high level of customer complaints the supplier must bring this to the attention of the Safety Assessor and submit this formulation for reassessment and notify the competent authorities of corrective actions taken.






Effects of the product as applied on the skin

The formulation may cause only minimal skin irritation even if exposure is prolonged and /or repeated. The product is unlikely to produce phototoxic reactions. Prolonged contact may cause skin dryness. There is unlikely to be any systemic reaction caused by absorption through the skin. We have calculated the margin of safety for all ingredients and found the safety factor to be acceptable. Our calculations had considered the total exposure of raw materials used in this product.

Effect of the product on the eye

 The formulation may cause eye irritation during use of this product but it is not expected that this will last.



Effect of ingestion

The formulation as supplied is unlikely to cause any problems if ingested, especially as it is sold in small bottles. However, should it occur there is very little likelihood of any adverse effects due to the nature of the ingredients. The most probable outcome would be mild intoxication with possible stomach upset.



Effect of Inhalation

The risk of inhalation is considered unlikely. Any inhalation hazard will be due to the vapours of ethanol. Exposure to high concentrations may lead to symptoms such as nausea, dizziness, vomiting and uncoordinated behaviour similar to drunkenness. However it is not likely that the normal use of this product could lead to the inhalation of sufficient ethanol to cause these symptoms.

11. Manufacturing Method


Manufacturing Procedure	Blue Stratos After Shave Lotion
Section 2	Manual Number  441013
07 April 1998	Supersedes

Equipment
	Equipment parts and pipe connections coming into contact with the product must be clean and dry, and must be constructed of 316 stainless steel or other suitable non-corrosive material EQUIPMENT MUST BE EXPLOSION PROOF.

	Batch tank with cover: propeller agitator: heat exchanger equipment capable of cooling the product to 0 - 5o C :filter press fitted with suitable filter pads and any back up paper as required to achieve specified results.
	
Manufacturing Procedure

1	Dissolve all the ingredients (except any colour solutions) in Alcohol in the order listed
	Note It is advisable to add slightly less than the specified quantity of water to allow easy 	adjustment of the density after first evaluation.
2	Agitate the batch thoroughly. Avoid splashing. Keep tank covered to avoid Alcohol loss.
3	Take Baume' gravity reading.
4	Adjust the gravity by making successive increments of water until the reading on the 	Baume' Hydrometer corresponds to the value indicated in the standard gravity chart for 	the specific batch temperature.
	The reading should be within the range  + 0.4 Baume' from the specified value.
		a) If the Baume' reading is high   add  water.
	b) If the Baume' reading is low   add alcohol.
5	Age the batch for the specified aging period in a well closed storage vessel.
6	(Optional)  At the end of the aging period add filter aid and disperse thoroughly.
7	Cool the batch to 0 - 5 o C. This temperature should be the temperature of the product entering the filter press unless otherwise specified.
8	Filter through the appropriate filter pads until a sparkling clear solution is obtained. If 	necessary, recirculate at the specified temperature to obtain a clear liquid. In order to ensure complete removal of stray filter fibres from the effluent, one or both of the following, should be done.
	a) Recirculate the first 100 litres back to the mixing  tank, or
	b) Use optional backup paper or other to achieve the clarity required.
	Continuously examine the effluent prior to transfer to the holding tank.
9	Allow the filtered batch to return to room temperature.
10	Add colour solution(s), if any, and mix thoroughly.

11	Submit a sample for Quality Assurance approval.

	
	
	
	
	
	
	

	CHECK S.G. IS 0.876 - 0.936 
	
	

	
	
	
	
	
	
	

	PRODUCT TO STAND FOR 2 DAYS BEFORE FILTRATION
	
	

	
	
	
	
	
	
	

	CHILL TO BETWEEN 0 - 5 DEGREES C BEFORE FILTERING 

	
	
	
	
	
	
	

	
	
	

	
	
	
	
	
	
	

	
	
	
	
	





           12. Good Manufacturing Practice

The product is produced by a reputable manufacturer, Jonarve Ltd UK who follow specific written cleaning, sanitation and control GMP procedures. Procedures also include microbiological control of raw materials, bulk and finished products, packaging material, personnel, equipment and preparation and storage rooms.  GMP Statement from the managing Director attached:


13. Information on the cosmetic product



Consumer Exposure
[bookmark: _GoBack]  The product is a liquid which is applied to the skin for its fragrance. The product is left on the skin. The dosage is likely to be around 0.15g to 0.25g and possibly used several times daily.


Product Class Aftershave
Period After Opening (PAO): 12 Months
IFRA Category: 3A/3B
Frame Formulation Number: 4.7-2000
Targeted Population: Adult Male (Aged 16+) Mean Value 60 Kg
Amount per application: 0.65g      (SCCP)                                        No. Applications/day: 2
Skin surface area of application /sq.cm:   305 sq.cm                Physical form: Liquid
Total amount applied per day:1300 mg                               
Part of body exposed to undiluted product: Neck, face, hands, arms, general body possibly         
Part of body exposed to diluted product: not diluted         
Estimated Daily exposure mg/kg/day: 21.666 mg/kg/bw/day      Dilution factor: N/A
Amount per unit area of skin per day mg/sq.cm/day: 0.0010
Retention Factor: 1                                                 
Exposure time Dilute: N/A                                           Exposure time solvent inhalation: 1 min/day
Product pH: N/A
Specific Gravity 0.9064 - 0.9088	(15.6 C)


PART B - Cosmetic product safety assessment
1. Assessment conclusion
[image: ] The 26 potential allergens present in the perfume and essential oils have been calculated and declared where required.


2. Labelled warnings and instructions of use
Suggested warnings
Keep out of reach of children.
Flammable. Keep away from sources of ignition.
Use only as directed. For external use only
Not to be used on sore or damaged skin.
In the unlikely event of rash or irritation, discontinue use
Avoid contact with eyes 
In the event of contact with the eye wash with copious quantity of water. 

3. Reasoning
This type of formulation has been in common use in cosmetics over many years without any particular concerns. The Margin of Safety has been calculated and is 100 or over for all ingredients used and are hence considered safe.
The total quantity of fragrance used is 1.65%, which is relatively low and below the maximum safe limit stated in the IFRA certificate.
 The product does not contain any Nano materials. The raw materials used to formulate this product are all well-known ingredients with a long history of safe use. They are used at levels that have been seen and assessed in similar products with no reports of irritation. The formulation is typical of its type and formulated by a company with a long history of safety and quality.

4. Assessor’s credentials and approval of part B
Kostas Kyriakides BSc CChem MRSC
Tel: 023922 40158
Mobile: 07913075262
Email:  kostasafe@gmail.com
Cosmetics Safety Assessor

Qualifications of the Safety Assessor
The author of the report does not have a qualification in the theoretical and practical study of pharmacy, toxicology, medicine, but relevant qualifications and experience are given below.
Kostas Kyriakides BSc CChem MRSC Chartered Chemist, Member Royal Society of Chemistry, Member Society of Cosmetic Scientists. Worked in the personal care industry since 1970 as a QC chemist, R&D chemist, Laboratory Manager, Qualified Person (MHRA approved QP), Technical Manager, Head of Technical and Technical Consultant/ Cosmetics Safety Assessor. 

SAFETY ASSESSMENT FOR A COSMETIC PRODUCT

Product Name: Blue Stratos Aftershave
Category (application of product): Aftershave 50 ml & 100 ml
Our Reference No.: KK30-32
Formula Code: Manual No. 441013 

Date of Report: 17 January 2014

I, Kostas D. Kyriakides, a Chartered Chemist duly authorised according to the
Regulation of the European Parliament and of the Council on Cosmetic Products 
2008/0035 (COD) dated 10 November 2009 (finally as 1223/2009),having taken into consideration the available information including formulation, the general toxicological profile of each ingredient used, the chemical structure, the CIR panel evaluation where available, the level of exposure and a total daily exposure calculated along with the margins of safety for each ingredient according to current state of scientific knowledge concludes that the product is not expected to cause damage to human health and can be marketed for the intended and foreseeable use as AFTERSHAVE
As a result of our evaluation the product has been classified as: SAFE for the proposed use without restrictions.
The product fully complies with the legislation listed above and complies with the various Annexes relating to banned, CMRs, and restricted ingredients; colours, preservatives and sunscreens. The product has been produced by a company certified to have good proven GMP and tested to ensure good microbiological quality.

Signature of safety assessor: [image: ]
Date: 17 January 2014 
 EU REGISTRATION ADVICE
 Before you place the product on the UK market please ensure your Responsible Person is registered with the European Commission Authentication Service ( https://webgate.ec.europa.eu/aida/selfreg ) .Once you have registered with ECAS you must go to the Cosmetic Products Notification Portal (https://webgate.ec.europa.eu/aida/cpnp) and follow the instructions given in the CPNP User Manual to register your product.
Sources of data:
      Safety and quality data from the suppliers of the raw materials in the formulation.
     SCCS opinion. Data obtained from publicly available databases or literature.
Studies performed or obtained by the manufacturer of the product.
CSR (chemical safety report). HERA reports. IUCLID database. RIVM reports. 
ChemIDPlus Light - http://chem.sis.nlm.nih.gov/chemidplus/chemidlite.jsp
ChemIDPlus Advanced - http://chem.sis.nlm.nih.gov/chemidplus/
COLIPA Recommandations - http://www.colipa.eu/publications-colipa-the-european-cosmetic-cosmetics-association/recommendations.html
IPCS Inchem - http://www.inchem.org/pages/jecfa.html
PubMed - http://www.ncbi.nlm.nih.gov/pubmed
ToxNet - http://toxnet.nlm.nih.gov/
Handbook Of cosmetic Ingredients-their use, safety and toxicology (A.C.Dweck)
http://echa.europa.eu/web/guest/information-on-chemicals/registered-substances
http://www.cdc.gov/niosh/ipcsneng/neng0087.html
http://www.cosmeticsinfo.org/ingredient_details.php?ingredient_id=1046

End of Report
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BLUE STRATOS AFTER SHAVE LOTION JON100003A

MATERIAL %

DEB 100 55.877%

MONO PROPYLENE GLYCOL 5.000%

FRAGRANCE 1.650%

ROBERTET K36461

DEIONISED WATER 37.473%


image2.png
SCCP/1171/08
‘Opinion on the Use of the Threshold of Toxicological Concern (TTC) Approach for Human Safety Assessment of
‘Chemical Substances with focus on Cosmetics and Consumer Products

The COLIPA Expert Group proposed that in the absence of experimental data on skin
absorption (which can be obtained also with in vitro models according to the OECD Test
Guideline n°428), the most appropriate method of estimating the systemic exposure to a
cosmetic ingredient over a 24-hour period following single application should be based on
calculation of Jmax (maximum flux). Based on the Jmax value for non-reactive chemicals
with a molecular weight below 1000 Da, a fraction absorbed in the range of 10 to 80%
(Kroes et al., 2007) should be assigned as a default value. The absorption of chemicals
with a molecular weight above 1000 Da was considered negligible.
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Allergen Declaration K_36461.pdf
ROBERTET

(UK) Lro.

ALLERGEN DECLARATION

Page 1 (2 )
Issue date: 03/12/2013
Version: 1 (22/08/2013)

We hereby confirm that the following item contains the ingredients listed below. Stated are the total levels added plus
levels from natural ingredients. The information is supplied to enable compliance with the Seventh Amendment to the EU
Cosmetics Directive (76/768/EEC) and the EU Detergents Directive (648/2004/EC).

K/36461 BLUE STRATOS ORIGINAL

Ingredient CAS EC Concentration (%)
Alpha iso methyl ionone 127-51-5 204-846-3 0.004%
Amyl cinnamal 122-40-7 204-541-5 0.000%
Amyl cinnamy! alcohol 101-85-9 202-982-8 0.000%
Anise alcohol 105-13-5 203-273-6 0.000%
Benzyl alcohol 100-51-6 202-859-9 0.011%
Benzyl benzoate 120-51-4 204-402-9 0.033%
Benzyl cinnamate 103-41-3 203-109-3 0.000%
Benzyl salicylate 118-58-1 204-262-9 0.636%
Cinnamal 104-55-2 203-213-9 0.000%
Cinnamyl alcohol 104-54-1 203-212-3 0.000%
Citral (Neral+Geranial) 5392-40-5 226-394-6 0.913%
Citronellol 106-22-9 203-375-0 0.173%
Coumarin 91-64-5 202-086-7 1.819%
Eugenol 97-53-0 202-589-1 0.002%
Farnesol 4602-84-0 225-004-1 <0.001%
Geraniol 106-24-1 203-377-1 1.104%
Hexyl cinnamal 101-86-0 202-983-3 0.097%
Hydroxycitronellal 107-75-5 203-518-7 0.909%
Iso eugenol 97-54-1 202-590-7 <0.001%
Lily aldehyde (Butylphenyl methylpropional) [80-54-6 201-289-8 0.000%
Limonene 5989-27-5 227-813-5 5.635%
Linalool 78-70-6 201-134-4 7.845%
tg;ﬁgi';{:éﬁ%g’hexy' 3-cyclohexene 31906-04-4 250-863-4 0.000%
Ic\)llcti%)(/)laf][g)tine carbonate (Methyl 2- 111-12-6 203-836-6 0.000%
Oakmoss (Evernia Prunastri Extract) 90028-68-5 289-861-3 0.073%

Robertet UK Ltd, Kings Road, Haslemere, Surrey, GU27 2QU, United Kingdom






ROBERTET

Page 2 ( 2 )
Issue date: 03/12/2013

(UK) Lio Version: 1 (22/08/2013)
ALLERGEN DECLARATION
Ingredient CAS EC Concentration (%)
Treemoss (Evernia Furfuracea Extract) 90028-67-4 289-860-8 1.601%

Regulatory Affairs Department

Robertet UK Ltd, Kings Road, Haslemere, Surrey, GU27 2QU, United Kingdom
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IFRA Certificate K_36461.pdf
ROBERTET

(UK) Lro.

Customer:

Product:

IFRA CONFORMITY CERTIFICATE

Parfums Bleu Ltd

BLUE STRATOS ORIGINAL K/36461

Page 1 (4 )
Issue date: 03/12/2013
Version: 1 (16/10/2013)

We certify that the above item is in compliance with the Standards of the INTERNATIONAL FRAGRANCE
ASSOCIATION (IFRA - 47th Amendment / published June 2013), provided it is used in the following classes at a
maximum concentration level of:

IFRA classes [see annex for detail]

Maximum level of use (%)

IFRA Class 1.A Limit Not approved
IFRA Class 1.B Limit 1.25%
IFRA Class 2 Limit 1.87%
IFRA Class 3.A Limit 5.18%
IFRA Class 3.B Limit 5.18%
IFRA Class 3.C Limit 5.18%
IFRA Class 3.D Limit 5.5%
IFRA Class 4.A Limit 5.18%
IFRA Class 4.B Limit 5.18%
IFRA Class 4.C Limit 5.18%
IFRA Class 4.D Limit 5.18%
IFRA Class 5 Limit 5.18%

IFRA Class 6 Limit

Not approved

IFRA Class 7.A Limit 5.5%
IFRA Class 7.B Limit 5.18%
IFRA Class 8.A Limit 5.18%
IFRA Class 8.B Limit 5.5%
IFRA Class 9.A Limit 5.5%
IFRA Class 9.B Limit 5.5%
IFRA Class 9.C Limit 5.18%
IFRA Class 10.A Limit 5.5%
IFRA Class 10.B Limit 5.5%
IFRA Class 11.A Limit 5.5%
IFRA Class 11.B Limit 5.5%

Robertet UK Ltd, Kings Road, Haslemere, Surrey, GU27 2QU, United Kingdom
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ROBERTET

(UK) Lo

IFRA CONFORMITY CERTIFICATE

For other kinds of application or use at higher concentration levels, a new evaluation may be needed; please contact
Robertet (UK) Ltd.

Contains the following substances restricted by the current IFRA Standards:-

Ingredient CAS Concentration (%)
1-(2-Naphthalenyl)ethanone 93-08-3 0.181818%
2-Methyl-3-(p-isopropylphenyl)propionaldehyde 103-95-7 0.363636%
Anise alcohol 105-13-5 0%
Benzaldehyde 100-52-7 0.000054%
Benzyl alcohol 100-51-6 0.010554%
Benzyl benzoate 120-51-4 0.032872%
Benzyl cinnamate 103-41-3 0%

Benzyl salicylate 118-58-1 0.636364%
Cinnamal 104-55-2 0%
Cinnamy! alcohol 104-54-1 0%

Citral (Neral+Geranial) 5392-40-5 0.912898%
Citronellol 106-22-9 0.173416%
Coumarin 91-64-5 1.819351%
Eugenol 97-53-0 0.002309%
Farnesol 4602-84-0 0.000002%
Geraniol 106-24-1 1.104391%
Hexyl cinnamal 101-86-0 0.097273%
Hydroxycitronellal 107-75-5 0.909091%
Iso eugenol 97-54-1 0.000004%
Lemon oil cold pressed (phototoxic) 2.272727%
I\SEELYELCFEFLDJ(I)NNIEA\%':QRBONATE & METHYL 0.001818%
Methyl ionone, Mixed isomers 0.004719%
Methyl octine carbonate (Methyl 2-nonynoate) 111-80-8 0.001818%
Oakmoss (Evernia Prunastri Extract) 90028-68-5 0.072727%
Treemoss (Evernia Furfuracea Extract) 90028-67-4 1.6005%
d-Carvone 0244-16-8 0.002764%
methyl-n-methylanthranilate 85-91-6 1.818182%

Robertet UK Ltd, Kings Road, Haslemere, Surrey, GU27 2QU, United Kingdom
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(UK) Lo

IFRA CONFORMITY CERTIFICATE

The following ingredient(s) have the potential to form nitrosamines in nitrosating systems:

Ingredient CAS
methyl-n-methylanthranilate 85-91-6

The IFRA Standards regarding use restrictions are based on safety assessments by the Panel of Experts of the
RESEARCH INSTITUTE FOR FRAGRANCE MATERIALS (RIFM) and are enforced by the IFRA Scientific Committee.

Evaluation of individual Fragrance ingredients is made according to the safety standards contained in the relevant
section of the IFRA Code of Practice.

It is the ultimate responsibility of our customer to ensure the safety of the final product (containing this fragrance) by
further testing if need be.

Regulatory Affairs Department

Robertet UK Ltd, Kings Road, Haslemere, Surrey, GU27 2QU, United Kingdom
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Finished product types

IFRA class

Toys; Lip Products of all types (solid and liquid lipsticks, balms, clear or colored, lip wax, etc...)

IFRA Class 1.A Limit

Waxes for mechanical hair removal

IFRA Class 1.B Limit

Deodorant and Antiperspirant products of all types (spray, stick, roll-on, under-arm and body etc...);
Fragranced Bracelets

IFRA Class 2 Limit

Hydroalcoholic products applied to recently shaved skin (EdT range)

IFRA Class 3.A Limit

Hydroalcoholic products applied to recently shaved skin (fine fragrance range)

IFRA Class 3.B Limit

Eye Products of all types (eye shadow, mascara, eyeliner, eye make-up, etc...) including eye care; Men’s
Facial Creams and Balms; Body Creams, Lotions, Qils; Body Paint for Children

IFRA Class 3.C Limit

Tampons

IFRA Class 3.D Limit

Hydroalcoholic Products applied to unshaved skin (EdT range); Ingredients of Perfume Kits; Scent Pads,
Foil packs; Scent Strips for Hydroalcoholic Products

IFRA Class 4.A Limit

Hydroalcoholic Products applied to unshaved skin (Fine Fragrance range)

IFRA Class 4.B Limit

Hair Styling Aids and Hair Sprays of all types (pumps, aerosol sprays, etc...); Body Creams, Oils, Lotions
of all types (including baby creams, lotions, oils); Fragrance Compounds for Cosmetic Kits; Foot Care
Products; Hair deodorant; Body Paint for Adults

IFRA Class 4.C Limit

Fragrancing cream

IFRA Class 4.D Limit

Women's Facial Creams/Facial Make-up; Hand Cream; Hand sanitizers; Facial Masks; Baby Powder and
Talc; Hair permanent and other hair chemical treatments (e.g. relaxers) but not hair dyes; Wipes or
Refreshing Tissues for Face, Neck, Hands, Body

IFRA Class 5 Limit

Mouthwash, including Breath Sprays; Toothpaste

IFRA Class 6 Limit

Intimate Wipes; Baby Wipes

IFRA Class 7.A Limit

Insect Repellent (intended to be applied to the skin)

IFRA Class 7.B Limit

Make-up Removers of all types (not including face cleansers); Hair Styling Aids Non-Spray of all types
(mousse, gels, leave-in conditioners etc...); Nail Care; All Powders &amp; Talcs (including baby powders
and talcs)

IFRA Class 8.A Limit

Hair Dyes

IFRA Class 8.B Limit

Conditioner (Rinse-Off); Liquid Soap; Shampoos of all types (including baby shampoos); Face Cleansers
of all types (washes, gels, scrubs, etc...); Shaving Creams of all types (stick, gels, foams, etc...);
Depilatory (not including waxes for mechanical hair removal); Body Washes of all types (including baby
washes) and Shower Gels of all types; Bar Soap (Toilet Soap); Shower Gels of all types; Bath Gels,
Foams, Mousses, Salts, Oils and other products added to bathwater

IFRA Class 9.A Limit

Feminine hygiene - pads, liners; Toilet paper; Wheat bags

IFRA Class 9.B Limit

Facial tissues; Napkins; Paper towels; Other' Aerosols (incl. air freshener sprays and air freshener pump
sprays, but not deodorants / antiperspirants, hair styling aids spray and animal sprays)

IFRA Class 9.C Limit

Handwash Laundry Detergents of all types including concentrates; Fabric Softeners of all types including
fabric softener sheets; Other Household Cleaning Products (fabric cleaners, soft surface cleaners, carpet
cleaners, etc.); Machine Wash Laundry Detergents (liquids, powders, tablets, etc.) including laundry
bleach and concentrates; Hand Dishwashing Detergent including concentrates; Hard Surface Cleaners of
all types (bathroom and kitchen cleansers, furniture polish, etc.); Shampoo for pets; Dry cleaning kits

IFRA Class 10.A Limit

Diapers; Toilet seat wipes

IFRA Class 10.B Limit

All non-skin contact, including:

Candles; Air Fresheners and Fragrancing of all types (concentrated aerosol air fresheners, plug-ins, solid
substrate, membrane delivery, ambient, electrical..) excluding aerosol products; Air delivery systems;
Liquid refills for air fresheners (cartridge systems); Insecticides (mosquito coil, paper, electrical, for
clothing etc.) excluding aerosols; Scent delivery system using a dry air technology that releases a
fragrance without sprays, aerosols or heated oils (technology of nebulization); Air freshening crystals;
Toilet Blocks; Joss Sticks, Incense; Machine only Laundry detergent (e.g. liquitabs); Plastic articles
(excluding toys); Fuels; Fragranced lamp ring; Scent pack; Paints; Floor wax

IFRA Class 11.A Limit

All incidental skin contact, including:

Pot pourri, fragrancing sachets, liquid refills for air fresheners (non-cartridge systems), Reed diffusers;
Shoe Polishes; Deodorizers/Maskers not intended for skin contact (e.g. fabric drying machine deodorizers,
carpet powders); Machine dishwash detergent and deodorizers; Scratch and Sniff (sampling technology);
Cat litter; Animal sprays (all types); Treated Textiles ( e.g. starch sprays, fabric treated with fragrances
after wash, deodorizers for textiles or fabrics, tights with moisturizers); Odored distilled water ( that can be
added to steam irons); Infused socks

IFRA Class 11.B Limit

Robertet UK Ltd, Kings Road, Haslemere, Surrey, GU27 2QU, United Kingdom
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TENNANTS DISTRIBUTION LIMITED

NORTHERN DIVISION

HAZELBOTTOM ROAD

CHEETHAM

MANCHESTER

M8 0GR

TEL 44(0)161 205 4454

FAX 44(0)161 203 4298

E-mail sales.manchester@tennantsdistribution.com

SOUTHERN DIVISION
BOTANY WAY
PURFLEET

ESSEX

RM19 1SN

TEL 44 (0)1708 860075
FAX 44 (0)1708 860074

PRODUCT DATA SHEET

(This booklet incorporates the Specification and M.S.D.S.)

PRODUCT TSDA 1 (DEB) Grades
(Trade Specified Denatured Alcohol)

CAS NO. 64-17-5

TARIFF NO. 220720000

U.N NO. 3-2/1170

EINECS NO.

IMCO CLASS 3-2/3074

HAZARDS FLAMMABLE

SPECIFICATION REFERENCE  XDETH 7.00 GB DATE 27.05.97
REFERENCE NO. TSDAL/3 DATE JAN 10

PREVIOUS EDITION. TSDAL/2 DATE OCT 08
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PRODUCT SPECIFICATION

Product Name
Alternative Name

Ethanol TSDA 1 Grades
Trade Specified Denatured Alcohol B

Product Grade
SALES SPECIFICATION

PROPERTY UNITS TSDA 1 TSDA 1 TEST METHOD

(DEB)96 (DEB)100
Alcohol content % volume at 20°C 96.1 max 100.0 max OIML

95.7 min 99.7 min
Water Content % mass 6.6 max 0.5 max BS 2511
Acidity % mass as acetic acid 0.003 max 0.003 max

(fixed)

Total carbonyls % mass as acetaldehyde [ 0.02 max 0.02 max BS6392/21S0 1388/3

Appearance

Colour
Miscibility with water
Residue on evaporation

Hazen

% mass

Clear, colourless

free from suspended

matter

10 max
Complete
0.005 max

Clear, colourless
free from suspended
matter

10 max

Complete

0.005 max

BS 6392/5 ISO 1388/6
BS 4524 1SO 759

PHYSICAL PROPERTIES

PROPERTY

Molecular mass
Density

Coefficient of Cubical expansion

Litres per Tonne

Melting point

Boiling point

Change in boiling point

Vapour pressure

Flammable limits
Upper
Lower

Flash point

Auto ignition temperature

Specific heat (liquid)

Specific heat (vapour)

Latent heat

(of fusion)

(of vaporisation)
Heat of combustion
Critical temperature
Critical pressure
Critical volume
Volume Resistivity
Thermal Conductivity
Dielectric constant
Refractive index
Absolute viscosity
Solubility

In water

Water in solvent
Evaporation rate

Relative to n-BuAc =1

CONDITIONS

20°C
20°C
20°C

1.013 bar
1013 bar
20°C

20°C
20°C

Abel closed cup

20°C
90°C

78.3°C
20°C

25°C
20°C
20°C
20°C
20°C

20°C
20°C
20°C

UNIT

kg/litre (vacuo)
per EC

litres/T (in air)
EC

EC

EC/mbar

mbar

% volume
% volume
°C

°C
kj/kg°C
kj/kg°C

kj/kg

kj’kg
Mj/kg

°C

bar

m;/kg mole
ohm.m
MW/m EC

nZOD
cP

g/kg
a/kg

VALUE

46.07
0.7894
1.06"10°
1268.6
-112.3
78.32
0.025
58.1

19.0
35
12
365
2.399
1.70

104.3
855.4
30.15
240.77
64
0.1669
7.010°
167.26
25.7
1.3614
1.22

Complete
Complete
3.4

Note: TSDA 1 (DEB) 96 and TSDA 1 (DEB) 100 grades comply with the following standards
CPTA recommendation for use in Cosmetics and Toiletries
Complies with The Denatured Alcohol Regulations SI 1524, 2005 (United Kingdom)
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NOTES

Exclusion of Liability
Information contained in this publication is accurate to the best of the knowledge and belief of Tennants.

Any information or advice obtained from Tennants otherwise than by means of this publication and whether
relating to Tennants materials or other materials, is also given in good faith. However, it remains at all times
the responsibility of the customer to ensure that Tennants materials are suitable for the particular purpose
intended.

Tennants accepts no liability whatsoever (except as otherwise provided by law) arising out of the use of
information supplied, the application, adaptation or processing of the products described herein, the use of
other materials in lieu of Tennants materials or the use of Tennants materials in conjunction with such other
materials.

Health and Safety

A Material Safety Data Sheet has been issued describing the health, safety and environmental properties of
this product, identifying the potential hazards and giving advice on the handling precautions and emergency
procedures. This must be consulted fully before handling, storage and use.
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SAFETY DATA SHEET
1. IDENTIFICATION OF THE SUBSTANCE/PREPARATION AND COMPANY
Product: TSDA 1 (DEB) Grades
Use: Industrial use, raw material for cosmetic agents, raw material for fragrances
COMPANY: TENNANTS DISTRIBUTION LIMITED
Hazelbottom Road Botany Way
Cheetham Purfleet
Manchester Essex
M8 0GR RM19 1SN
Tel No. 44(0)161 205 4454 Tel No. 44(0)1708 860075
Fax No. 44(0)161 203 4298 Tel No. 44(0)1708 860074
Emergency Tel No. 01865 407333
Email: msds@tennantsdistribution.com
2. HAZARDS IDENTIFICATION
Identification Of The Risks Highly flammable

3. COMPOSITION/INFORMATION ON INGREDIENTS

This product is a preparation in the meaning of regulation (EC) 1907/2006
Components to be named in accordance with regulation (EC)1907/2006 as well as other hazardous ingredients and contained
substances with workplace limit values

WEL Substance

Component Type Active ingredient
Ethanol; Ethyl Alcohol >=95 - <=100%
CAS No. 64-17-5

Index No. 603-002-00-5

EC No. 200-578-6
Classification F; R11

Full text of R Phrases in Section 16

4. FIRST AID MEASURES

General Advice Take off contaminated clothing immediately

Inhalation Move to fresh air

Skin Contact Wash off immediately with plenty of water

Eye Contact Immediately flush eye(s) with plenty of water. If eye irritation persists,
consult a specialist

Ingestion Clean mouth with water and drink afterwards plenty of water. Do NOT

induce vomiting. If swallowed, seek medical advice immediately and show
this container or label

5. FIRE FIGHTING MEASURES

Extinguishing Media Water spray, dry powder, alcohol resistant foam, carbon dioxide (CO2)

Further Information Cool containers/tanks with water spray

6. ACCIDENTAL RELEASE MEASURES

Personal Precautions Ensure adequate ventilation. Keep away from sources of ignition — no smoking

Environmental Precautions Do not flush into surface water or sanitary sewer system. Avoid subsoil
penetration. Do not allow material to contaminate ground water system

Methods For Cleaning Up Contain spillage, and then collect with non=-combustible absorbent material,

(e.g. sand, earth, diatomaceous earth, vermiculite) and place in container for
disposal according to local/national regulations (see Section 13)

7. HANDLING AND STORAGE

Handling Keep away from sources of ignition — no smoking. Take precautionary
measures against static discharges. Use only explosion proof equipment

Storage Keep containers tightly closed in a cool, well ventilated place

Storage Classification (VCI System/

Germany) 3; flammable liquids

8. EXPOSURE CONTROLS/PERSONAL PROTECTION

Ethanol UK EH40 2007: OES 1000ppm (1920mg/m®)8h TWA.

Engineering Measures Provide sufficient air exchange and/or exhaust in work rooms

Respiratory Protection No personal respiratory protective equipment normally required. In

inadequately ventilated areas, where workplace limits are exceeded, where
unpleasant odours exist or where aerosols are in use, or smoke and mist occur,
use self contained breathing apparatus or breathing apparatus with a type A filter
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or appropriate combined filter (e.g. where aerosols are in use, or smoke and mist
occur, A-P2 or ABEK-P2) in compliance with EN 141

Hand Protection The choice of an appropriate glove does not only depend on its material but also

on other quality features and is different from one produce to the other. Please
observe the instructions regarding permeability and breakthrough time which are
provided by the supplier of the gloves. Also take into consideration the specific
local conditions under which the product is used, such as the danger of cuts,
abrasion, and the contact time. Be aware that in daily use the durability of a
chemical resistant protective glop can be notably shorter than the break through
time measures according to EN 374, due to its numerous outside influences (e.g.

temperature).

Gloves Suitable For Permanent Contact Material: Butyl rubber. Break through time: >=480 min. Material thickness:
0.5mm

Gloves Suitable For Splash Protection Material: Polychloroprene. Break through time: >=120 min. Material thickness:
0.5 mm

Unsuitable Gloves Material: Natural rubber/natural latex, nitrile rubber/nitrile latex

Eye Protection Tightly fitting safety goggles

Hygiene Measures Take off all contaminated clothing immediately

Protective Measures Do not breathe vapours or spray mist

9. PHYSICAL AND CHEMICAL PROPERTIES

Physical State Colourless Liquid

Odour Alcohol like

pH Not applicable

Boiling Point/Range ca. 75 - 78°C

Flash Point 120C; ASTM D56

Lower Explosion Limit ca. 3.5% (V)

Upper Explosion Limit ca. 15% (V)

Vapour Pressure ca. 58 hPa; 20°C

Density ca. 0.8 g/cm®

Water Solubility completely miscible

10. STABILITY AND REACTIVITY

Hazardous Decomposition Products None known

Thermal Decomposition Distils without decomposition at atmospheric pressure

Hazards Reactions None known

11. TOXICOLOGICAL INFORMATION

Ethanol

; ethyl alcohol LD50 Rat >2000 mg/kg OECD Test Guideline 401; (literature value)
LC50 Mouse >20 mg/kg 4h (literature value)
LD50 Rabbit >2000 mg/kg OECD Test Guideline 402 (literature value)

Skin Irritation Rabbit: Not irritating OECD Test Guideline 404 (literature value)

Eye Irritation Rabbit: Slightly irritating OECD Test Guideline 405 (literature value)

Sensitisation Maximisation Test (GPMT) Guinea Pig; not sensitising OECD Test
Guideline 406 (literature value)

Genotoxicity In Vitro Ames Test: not mutagenic OECD Test Guideline 471 (literature value)

12. ECOLOGICAL INFORMATION

Ethanol; ethyl alcohol

Biodegradability Readily biodegradable; >70% 5d OECD Test Guideline 301D (literature
value)

Toxicity To Fish LC50 Leuciscus idus >100 mg/l 48h OECD Test Guideline 203 (literature
value)

Toxicity To Daphnia EC50 Daphnia magna >100 mg/l 24h OECD Test Guideline 202 (literature
value)

Toxicity to Algae EC50 Chlorella pyrenoidosa >100 mg/l OECD Test Guideline 201 (literature
value)

13. DISPOSAL CONSIDERATIONS

Product Can be incinerated when in compliance with local regulations

Contaminated Packaging Contaminated packaging should be emptied optimally and after being

suitably cleaned, returned for reuse

Waste Code Of The European Union:

EWC

A waste code in accordance with the European Waste Catalogue (EWC) may
not be assigned to this product since it admits of a classification only when
the consumer uses it for some purpose
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14. TRANSPORT INFORMATION

ADR

RID

ADNR
IMDG
ICAO/IATA

UN 1170 Ethanol, 3, 1l (D/E)

UN 1170 Ethanol, 3, 1l

UN 1170 Ethanol, 3, 1l

UN 1170 Ethanol, 3, II: EmS F-E, S-D
UN 1170 Ethanol, 3, 1l

15. REGULATORY INFORMATION

Labelling
Regulatory Basis
Symbol(s)
R Phrases
S Phrases

National Regulations
Occupational Restrictions

Directive 96/82/EC on the control of
major accident hazads involving
dangerous substances
Restrictions/Bans

Directive 1999/13/EC (VOC)

1999/45/EC

F: Highly flammable

R11 Highly flammable

S9 Keep container in a well ventilated place

S16 Keep away from sources of ignition — No smoking

S33 Take precautionary measures against static discharges

S60 this material and/or its container must be disposed of as hazardous waste

Employment restrictions for children and young workers in accordance with
Directive 94/33/EC and the respective national provisions are to be observed

List entry in the directive: Highly flammable

Qualifying quantity 1:5000 t; Qualifying quantity 2: 50,000 t

Observe the restrictions according to Regulation (EC) No. 1907/2006
Appendix XVII., Number 3, 40

The question whether this product or components thereof has/have to be
considered as volatile organic compound/compounds (VOC) as defined by
Directive 1999/13/EU can only be answered when detailed knowledge on the
use as solvent in connection with certain activities in certain facilities is
available

16. OTHER INFORMATION

Risk Phrases In Full
R11 Highly Flammable

The Safety Data Sheets have been revised throughout. The Specification remains the same

Revision Date: 13/01/10
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SALES PRODUCT SPECIFICATION

BRENNTAG M8
L4

Product Name :

Denatured Ethanol B100 (TSDA1)

Specification Reference : 35DEN9902KL
Issue No : 1
Date of Issue : 21/3/2011
Properties Units Value Test Method
Appearance Clear and free from suspended matter Visual
Alcohol content @ 20°C, min % vol 99.7 GC
Density @ 20°C 0.7910 — 0.7894 Densimeter
Water, max % wgt 0.5 Karl Fisher

Typical properties taken from suppliers Alcohol

Acidity as Acetic Acid ppm 15
Aldehydes & Ketones as ppm 100
Acetaldehyde

Colour Pt - Co 10
Residues on Evaporation ppm 20

Additional Information :

This certificate has been computer generated and therefore is not signed.

Any suggestion or representation concerning any possible use of the product made or supplied by Brenntag UK Limited, whether in literature or in
response to a specific enquiry, is given in good faith, but it is entirely for the end user to satisfy itself fully as to the suitability of the product for any
particular purpose. No warranty or representation relating to such possible use is expressly given or shall be implied (whether by statute or otherwise)
and shall be excluded, so far as is legally permissible.

Brenntag UK Limited is a member of the Brenntag Group.
Registered Office: Albion House, Rawdon Park, Green Lane, Yeadon, Leeds LS19 7XX.
Registered in England and Wales No. 5262170.
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Brenntag UK & Ireland BRENNTAG AR
_y

SAFETY DATA SHEET according to Regulation (EC) No. 1907/2006

Denatured Ethanol B 100

Version 2.0 Print Date 2010/11/25
Revision Date 2010/11/25 MSDS code: MDEB100
1. Identification of the substance/mixture and of the company/undertaking

1.1. Product identifier

Trade name . Denatured Ethanol B 100
Substance name . ethanol; ethyl alcohol
Index-No. : 603-002-00-5

CAS-No. . 64-17-5

EC-No. . 200-578-6

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

Use of the . At this time we do not yet have information on identified uses.
Substance/Mixture They will be included in this safety data sheet when available.
Recommended restrictions : At that time we do not yet have information on use restrictions.
on use They will be included in this safety data sheet when available.

1.3. Details of the supplier of the safety data sheet

Company . Brenntag UK & Ireland
Albion House, Rawdon Park
GB LS19 7XX Leeds Yeadon

Telephone : 0113 3879 200
Telefax : 0113 3879 280
E-mail address . msds@brenntag.co.uk

1.4. Emergency telephone number

Emergency telephone . Emergency only telephone number (open 24 hours):
number 01865 407333 (N.C.E.C. Culham)

2. Hazards identification
2.1. Classification of the substance or mixture

Classification according to Regulation (EC) No 1272/2008

REGULATION (EC) No 1272/2008

R5972 1/16 EN






Brenntag UK & Ireland BRENNTAG AR
_y

SAFETY DATA SHEET according to Regulation (EC) No. 1907/2006

Denatured Ethanol B 100

Version 2.0 Print Date 2010/11/25
Revision Date 2010/11/25 MSDS code: MDEB100
Hazard class Hazard categor Target Organs Hazard
gory getorg statements
Flammable liquids Category 2 H225

For the full text of the H-Statements mentioned in this Section, see Section 16.

Classification according to EU Directives 67/548/EEC or 1999/45/EC

Directive 67/548/EEC or 1999/45/EC

Hazard symbol / Category of danger Risk phrases

Highly flammable (F) R11

For the full text of the R-phrases mentioned in this Section, see Section 16.
Most important adverse effects

Human Health . See section 11 for toxicological information.
No further information available.

Physical and chemical . See section 9 for physicochemical information.
hazards No further information available.

Potential environmental . See section 12 for environmental information.
effects No further information available.

2.2. Label elements

Labelling according to Regulation (EC) No 1272/2008

Hazard symbols

Signal word . Danger
Hazard statements © H225 Highly flammable liquid and vapour.
Precautionary statements

Prevention . P210 Keep away from heat/sparks/open

R5972 2/16

EN
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SAFETY DATA SHEET according to Regulation (EC) No. 1907/2006

Denatured Ethanol B 100

Version 2.0
Revision Date 2010/11/25

Print Date 2010/11/25
MSDS code: MDEB100

Storage

2.3. Other hazards

flames/hot surfaces. - No smoking.

P233 Keep container tightly closed.

P240 Ground/bond container and receiving
equipment.

P243 Take precautionary measures against static
discharge.

P280 Wear protective gloves/ protective clothing/

eye protection/ face protection.

P403 + P235 Store in a well-ventilated place. Keep cool.

No other information is available.

3.  Composition/information on ingredients

3.1. Substances

Chemical nature

. Alcoholic solution

Chemical Name Identification Number Amount [%)]
ethanol Index-No. . 603-002-00-5
CAS-No. : 64-17-5 <100
EC-No. : 200-578-6

4. First aid measures

4.1 Description of first aid measures

General advice

: No special precautions required.

R5972

3/16

EN






Brenntag UK & Ireland

BRENNTAG &%
4

SAFETY DATA SHEET according to Regulation (EC) No. 1907/2006

Denatured Ethanol B 100

Version 2.0
Revision Date 2010/11/25

Print Date 2010/11/25
MSDS code: MDEB100

If inhaled

In case of skin contact

In case of eye contact

If swallowed

: Remove to fresh air. If symptoms persist, call a physician. If
unconscious place in recovery position.

: Take off all contaminated clothing immediately. Wash off with
plenty of water. If skin irritation persists, call a physician.

: Rinse thoroughly with plenty of water, also under the eyelids.
Consult an eye specialist immediately.

: Clean mouth with water and drink afterwards plenty of water.
Never give anything by mouth to an unconscious person. If
swallowed, do not induce vomiting - seek medical advice.

4.2 Most important symptoms and effects, both acute and delayed

Symptoms

Effects

: No further information available.

: No further information available.

4.3 Indication of immediate medical attention and special treatment needed

Treatment

: Treat symptomatically.
No further information available.

5. Fire-fighting measures

5.1. Extinguishing media
Suitable extinguishing
media

Unsuitable extinguishing
media

Use water spray, alcohol-resistant foam, dry chemical or
carbon dioxide.

High volume water jet

5.2. Special hazards arising from the substance or mixture

Specific hazards during fire
fighting

Highly flammable

Vapours may form explosive mixtures with air.

In case of fire hazardous decomposition products may be
produced such as:

Carbon monoxide

Carbon dioxide (CO2)
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5.3. Advice for firefighters

Special protective
equipment for fire-fighters

Further information

In the event of fire, wear self-contained breathing apparatus.
Wear appropriate body protection (full protective suit)

Cool closed containers exposed to fire with water spray.
Heating will cause a pressure rise - with risk of bursting.
Collect contaminated fire extinguishing water separately. This
must not be discharged into drains.

6. Accidental release measures

6.1 Personal precautions, protective equipment and emergency procedures

Personal precautions

6.2 Environmental precautions

Environmental precautions

. Use personal protective equipment. Provide adequate

ventilation. Keep away from heat and sources of ignition.
Avoid contact with skin and eyes. Do not breathe vapours. For
personal protection see section 8.

: Do not flush into surface water or sanitary sewer system.

Avoid subsoil penetration.

6.3 Methods and materials for containment and cleaning up

Methods and materials for
containment and cleaning

up

Further information

6.4 Reference to other sections

. Contain spillage, and then collect with non-combustible

absorbent material, (e.g. sand, earth, diatomaceous earth,
vermiculite) and place in container for disposal according to
local / national regulations (see section 13).

. Treat recovered material as described in the section "Disposal

considerations".
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For personal protection see section 8.

7. Handling and storage

7.1 Precautions for safe handling

Advice on safe handling

Hygiene measures

7.2 Conditions for safe storage, i

Requirements for storage
areas and containers

Advice on protection
against fire and explosion

Further information on
storage conditions

Advice on common storage

German storage class

7.3 Specific end uses

: Keep container tightly closed. Ensure adequate ventilation.

Avoid contact with the skin and the eyes. Do not breathe
vapours. Emergency eye wash fountains and emergency
showers should be available in the immediate vicinity.

. Keep away from food, drink and animal feedingstuffs. Smoking,

eating and drinking should be prohibited in the application area.
Wash hands before breaks and at the end of workday. Take off
all contaminated clothing immediately. Avoid contact with the
skin and the eyes. Do not breathe vapours or spray mist.

ncluding any incompatibilities

. Keep in an area equipped with solvent resistant flooring. Store

in original container.

: Combustible Liquids Keep away from sources of ignition - No

smoking. Take measures to prevent the build up of electrostatic
charge. Vapours may form explosive mixtures with air. Use only
in an area containing explosion proof equipment.

: Keep tightly closed in a dry and cool place. Keep in a well-

ventilated place. Keep away from heat. Keep away from direct
sunlight.

. Incompatible with oxidizing agents. Keep away from food,

drink and animal feedingstuffs.

. 3 Flammable Liquids
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Specific use(s) . No information available.

8. Exposure controls/personal protection

8.1. Control parameters

CAS-No.
Component: ethanol
64-17-5
Other OELs
Regulatory Basis : UK. EH40 Workplace Exposure Limits (WELS)
Regulatory List . EH40 WEL
Value type . Time Weighted Average (TWA):
Value ;1,000 ppm
Value : 1,920 mg/m3
8.2. Exposure controls
Engineering measures
Refer to protective measures listed in sections 7 and 8.
Personal protective equipment
Respiratory protection
Advice : Required, if exposure limit is exceeded (e.g. OEL).

Respirator with a gas filter
Recommended Filter type:A

Hand protection

Advice . Wear suitable gloves.
Take note of the information given by the producer concerning
permeability and break through times, and of special workplace
conditions (mechanical strain, duration of contact).
Protective gloves should be replaced at first signs of wear.
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Material . butyl-rubber
Gloves : >=8h

Glove thickness : 0.5mm

Material . fluorocarbon rubber
Gloves . >=8h

Glove thickness 0.4 mm

Material :polychloroprene
Gloves : >=2h

Glove thickness : 0.5mm

Eye protection
Advice . Safety glasses

Skin and body
protection

Advice . Solvent resistant protective clothing

Environmental exposure controls

General advice . Do not flush into surface water or sanitary sewer system.

Avoid subsoil penetration.

9.1.

Physical and chemical properties

Information on basic physical and chemical properties

Form . liquid
Colour . colourless
Odour . alcohol-like
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Odour Threshold

pH

Freezing point
Boiling point

Flash point

Evaporation rate
Flammability (solid, gas)
Upper explosion limit
Lower explosion limit

Vapour pressure

Relative vapour density

Density

Water solubility

Solubility in other solvents

Partition coefficient: n-octanol/water

Ignition temperature
Thermal decomposition
Viscosity, kinematic
Explosive properties

Oxidizing properties

Currently we do not have any Information from our
supplier about this.

Currently we do not have any Information from our
supplier about this.

-114.5°C

78.3°C

12 °C

. Currently we do not have any Information from our

supplier about this.

Currently we do not have any Information from our
supplier about this.

15 %(V)

3.5 %(V)

59 hPa

20 °C

Currently we do not have any Information from our
supplier about this.

0.790 - 0.793 g/cm3
20 °C

completely soluble

completely miscible

-0.32

: 425°C

Currently we do not have any Information from our
supplier about this.
Currently we do not have any Information from our
supplier about this.
Currently we do not have any Information from our
supplier about this.
Currently we do not have any Information from our
supplier about this.
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9.2 Other information

No further information available.

10. Stability and reactivity

10.1. Reactivity

Advice : No information available.

10.2. Chemical stability

Advice : No decomposition if stored and applied as directed.
No further information available.

10.3. Possibility of hazardous reactions

Hazardous reactions . No information available.

10.4. Conditions to avoid

Conditions to avoid . Heat, flames and sparks.

10.5. Incompatible materials

Materials to avoid : Alkali metals
Alkaline earth metals
Strong oxidizing agents

Nitric acid

sulphuric acid

peroxides,

10.6. Hazardous decomposition products

e.g. hydrogen peroxide

Hazardous decomposition  : Under fire conditions:
products Carbon monoxide
Carbon dioxide (CO2)

11. Toxicological information

11.1. Information on toxicological effects
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CAS-No.

Product: ethanol; ethyl alcohol

64-17-5

Acute toxicity

Oral
Value type LD50
Value 6,200 mg/kg
Species rat
Inhalation
Value type LC50
Value 124.7 mg/l
Exposure time 4h
Species rat
Irritation
Skin
Remarks Degreases the skin which may cause dry and rough. Prolonged or
repeated skin contact may result in dermatitis.
Eyes
Remarks Splashes in eyes may cause strong pain. Vapour acts irritant.
Sensitisation
Remarks Did not cause sensitization on laboratory animals.

Further information

Other relevant toxicity
information

Experiences with
human exposure

All numerical values for acute toxicity are calculated on the pure
substances.

Repeated and prolonged exposure to solvents may cause brain
and nervous system damage.
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12. Ecological information

12.1. Toxicity

CAS-No.

Product: ethanol; ethyl alcohol
64-17-5

Acute toxicity

Fish
Species Leuciscus idus (Golden orfe)
Value type LC50
Value 8,150 mg/I

Toxicity to daphnia and other aquatic invertebrates.

Species Daphnia magna
Exposure time 48 h
Value type EC50
Value 9,268 - 14,221 mg/l

algae
Species scenedesmus quadricauda
Exposure time 168 h
Value type ECO
Value 5,000 mg/l

Bacteria

Species Pseudomonas putida
Value type ECO
Value 6,500 mg/I
Remarks Cell-proliferation inhibition test
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12.2. Persistence and degradability

AS-No.
Product: ethanol; ethyl alcohol CAS-No
64-17-5
Persistence and degradability
Biodegradability
Remarks Readily biodegradable
12.3. Bioaccumulative potential
12.4. Mobility in soil
12.5. Results of PBT and vPvB assessment
12.6. Other adverse effects
CAS-No.
Product: ethanol; ethyl alcohol
64-17-5

Additional ecological information

Remarks

All numerical values for ecotoxicity effects are calculated on the
pure substances.

Do not flush into surface water or sanitary sewer system.

Avoid subsoil penetration.

13. Disposal considerations

13.1. Waste treatment methods

Product

Contaminated packaging

Disposal together with normal waste is not allowed. Special
disposal required according to local regulations. Do not empty
into drains. Contact waste disposal services.

:  Empty contaminated packagings thoroughly. They can be
recycled after thorough and proper cleaning. Packagings that
cannot be cleaned are to be disposed of in the same manner
as the product. Do not burn, or use a cutting torch on, the
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European Waste Catalogue
Number

empty drum. Risk of explosion.

No waste code according to the European Waste Catalogue
can be assigned for this product, as the intended use dictates
the assignment. The waste code is established in consultation

with the regional waste disposer.

14. Transport information

14.1. UN number
1170

14.2. UN proper shipping name
ADR - ETHANOL
RID - ETHANOL
IMDG - ETHANOL

14.3. Transport hazard class(es)

ADR-Class

-3

(Labels; Classification Code; Hazard

identification No; Tunnel restriction code)

RID-Class
(Labels; Classification Code; Hazard
identification No)

IMDG-Class
(Labels; EmS)

14.4. Packaging group
ADR |
RID |

IMDG |

14.5. Environmental hazards

3; F1; 33; (D/E)

3;F1; 33

3; F-E, S-D
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Labeling according to 5.2.1.8 ADR © no
Labeling according to 5.2.1.8 RID : no
Labeling according to 5.2.1.6.3 IMDG : no
Classification as environmentally : no
hazardous according to 2.9.3 IMDG

Classified as “P” according to 2.10 IMDG : no

14.6. Special precautions for user

Not applicable.

14.7. Transportin bulk according to Annex Il of MARPOL 73/78 and the IBC Code

IMDG - Not applicable.

15. Regulatory information

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

mixture

15.2. Chemical Safety Assessment

Currently we do not have any Information from our supplier about this.

16. Other information

Full text of R-phrases referred to under sections 2 and 3.

R11

Highly flammable.

Full text of H-Statements referred to under sections 2 and 3.
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H225 Highly flammable liquid and vapour.

Further information

Other information . The information provided in this Safety Data Sheet is correct to
our knowledge at the date of its revision. The information given
only describes the products with regard to safety arrangements
and is not to be considered as a warranty or quality
specification and does not constitute a legal relationship.

The information contained in this Safety Data Sheet relates
only to the specific material designated and may not be valid
for such material used in combination with any other material
or in any process, unless specified in the text

[| Indicates updated section.
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Propylene Glycol MPG_USP.pdf
Shell Chemicals

Data Sheet

Product name

UC 6.2.2

Re-issued November 2002

MPG - USP

Product category

PO & PO-Derivatives
Monopropylene glycol

Description

MPG - USP is the US Pharmacopoeia compliant grade of monopropylene glycol
(MPG). It is a clear, colourless and practically odourless, hygroscopic liquid,
completely soluble in water. MPG - USP is miscible in all proportions with low
molecular weight aliphatic alcohols and ketones. It is slightly to moderately soluble in
aromatics hydrocarbon solvents and only slightly miscible with aliphatics hydrocarbon
solvents.

Other chemical names for MPG are: 1,2-dihydroxy propane; 1,2-propanediol
HO-CH2-CH2(OH)-CH3

Application

MPG-USP is used in a wide range of applications in the pharmaceutical industry, the
food industry, tobacco industry and in cosmetics.

Typical properties | Property Test Method Unit Value
Purity by GC ASTM E-202 % (m/m) 99.5 min
Dipropylene glycol % (m/m) 0.1 max
Colour ASTM D1209 Pt-Co 5 max
Water ASTM E-202; E-203 % (m/m) 0.2 max
Acidity as Acetic Acid ASTM E-202; D1613 % (m/m) 0.005 max
Chlorides usP ppm 1.0 max
Sulphate usP % (m/m) 0.006 max
Iron ASTM E-202 ppm 1.0 max
Heavy metals as Pb usp ppm 5.0 max
Typical properties | Property Test Method Unit Value
of the pure Molecular weight 76.094
product Density Kg/m® 1036
Coefficient of cubic 10%/°C 6.95
expansion
Refractive index 1.4326
Pour point °C -59.5
Boiling point °C 187.4
Flash point °C 103
Vapour pressure at 20 °C kPa 0.0067
Vapour pressure at 50 °C kPa 0.0893
Dynamic viscosity mPa.s 55
Surface tension at 25°C mN/m 38
Specific heat kJ/kg K 2.48
Latent heat of evaporation ki/kg 976.5
Thermal conductivity W/m K 0.187
Heat of combustion at 25°C kJ/kg 23982
Electrical conductivity uS/m 4.4

Dielectric constant 32.0





All bpical physical properties are at 20°C unless stated otherwise.
* The above typical physical properties are published here as a guide fo potential users of the
product. A sales specification is published separately.

Test Methods

ASTM standards are published by the American Society for Testing and Materials at
www.astm.org. USP standards are published by the U.S. Pharmacopoeia Inc. at
Www.usp.org.

Storage and

Advice on the storage and handling of MPG-USP can be found in the CEFIC
"Guidelines for Handling and Distribution of Propylene Glycol USP/EP" which is

Handling available at www.cefic.org.
Hazard Low order of acute toxicity by the oral or precutaneous routes. Slightly irritating to the
Identification eyes and skin. This product is not in the 'flammable' range, but will burn.

Before handling the product refer to the Safety Data Sheet.

Property Test Method Unit Value

Flash point (PMCC) ASTM D93 °C 99

Lower explosive limit in air % v/v 2.6

Upper explosive limit in air % v/v 12.6

Autoignition temperature °C 421
Product code U1512

Disclaimer

The expression ‘Shell Chemicals’ refers to the companies of the Royal Dutch / Shell Group which
are engaged in chemical businesses. Each of the companies which make up the Royal Dutch /
Shell Group of companies is an independent entity and has its own separate identity.

The information contained in this publication is to the best of our knowledge, true and accurate,
but any recommendations or suggestions which may be made are without guarantee, since the
conditions of use are beyond our control. Furthermore, nothing contained herein shall be construed
as a recommendation to use any product in conflict with existing patents covering any material or
its use.

DS_MPG_USP_2002-11b.doc (16/07/2003)
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Propylene glycol.pdf
REFERENCES
PROPYLENE GLYCOL
1. Barnes in his paper (M19) refers to the use of propylene glycol in toilet soap as a moisturiser.

2. Murphy in his paper on a systematic approach to moisturisers (M20) reported that an humectant
such as propylene glycol could introduce moisture into the skin from the atmosphere in conditions
of moderate or high humidity. In conditions of low humidity it would attract moisture from the
lower layers of the skin. He also points out that propylene glycol could be washed off the skin in
washing.

3. Kligman in his paper (M21) on a regression method for assessing the efficacy of moisturisers,
discusses the use of propylene glycol in conditions of ichthyosis, which is the thick fish like scale
condition of the skin.

4. Mausner in his paper (M26) states that the increase of transepidermal water loss is quoted as
being proof of an increased moisture content of the skin. He also reports that the inclusion of
propylene glycol can increase the TEWL. In the paper it is reported that preparations without any
occlusive properties and containing a high concentration of a humectant, such as glycerine, can
alleviate the symptoms of dry skin.

5. Harry states in his book on Modern Cosmetics (B50) that humectants serve two purposes, one
of which is to have emollient action on the skin. Harry further states in his book on
Cosmetology(50), that humectants are used as moisturisers. He goes on to say that whether the
humectant penetrates the skin is a moot point, but at least they would attract moisture to the skin.

6. Prof. Barry in his paper to the joint symposium of the Pharmaceutical Society and the Society
of Cosmetic Scientists (M57) states that propylene glycol can act as a penetration enhancer, and
that its effect is most evident when the horny layer is not fully hydrated. It probably operates by
solvating the keratin and occupying hydrogen-bonding sites.

7. Reiger in his paper (M77) gives an overview of the current thinking on the question of
moisturisation. He states that the poor condition of the skin will respond favourably to an increase
in water or to moisture environmental conditions. Dry skin will respond and can be repaired by
water. On the other hand, water probably has no effect on dry seborrheic skin, but the effect of
water on rough skin is an important issue. Emollients probably function as lubricants in the water
ecology of the skin. Thus moisturisation of the stratum corneum is the result of the ability of a
preparation to increase the water content of the tissue.

Emolliency is the result of the ability of a preparation to make the skin feel soft and smooth. An
emollient product can be expected to reduce the frictional and tactile characteristics by altering its
scaly nature. An emollient may (or may not) raise the water content of the stratum corneum or act
as a skin protectant.

There is no evidence that dry or aged wrinkled skin really lacks water. Water plasticises the
stratum corneum. The presence of a humectant in the stratum corneum holds the water more
tenaciously. Glycerin increases the TEWL though at 15% the value was lowered for up to 240
minutes, whilst lowering the skin roughness, skin friction and skin impedance. There is no





evidence that it is a change in the water content of the skin that is responsible for these findings.
The paper goes on to give further conclusions.

8. Harry (B52) says that it is used as a humectant in cosmetic creams etc. in place of glycerin. It is
used as a fungicide (15% propylene glycol is said to be effective against mould growth, whereas
50% of glycerin is required for definite fungal action). 8% has been reported to reinforce the
preservative methyl paraben in the presence of nonionic emulsifiers.

Propylene glycol in dilutions employed in toilet preparations, i.e.15% or less, is neither a primary
irritant nor a sensitiser. Unlike the other members of the glycol family it is not toxic when ingested
in small amounts, and the use of propylene glycol has been approved by the FDA.

Its use in dermatological and cosmetic preparations appears to be quite innocuous though
Warshaw and Herrmann found that undiluted propylene glycol produced reactions in patch tests in
15.7% of 866 subjects tested, who attended the clinic because of various allergies or possible
allergic dermatoses. These investigations, however, suggest that these were examples of primary
irritation rather than sensitisation, and suggested that these reactions were caused by the excessive
dehydration of the skin by the undiluted glycol.

9. The British Pharmaceutical Codex (1973) says that propylene glycol is a useful solvent of low
toxicity for some vitamins, barbiturates, and other substances which are sufficiently insoluble in
water or are unstable in aqueous solutions. It is used in a number of pharmaceutical preparations
including ointments.

10. Merck (B54) says that taken internally it is harmless, probably because its oxidation yields
pyruvic and acetic acids. It is a good solvent for rosin. It is used as a non-toxic antifreeze in
breweries and dairies. An inhibitor of fermentation and mould growth. A mist to disinfect air. A
pharmaceutic aid as humectant and solvent.

11. In the CTFA Ingredient Handbook (B63) we read that it is a skin conditioning agent -
humectant; solvent; viscosity decreasing agent; humectant.

12. In a material safety data sheet from Honeywill and Stein we read of propylene glycol,
1,2-propanediol or 1,2 dihydroxy propane. No TLV has been adopted. It is odourless at ambient
temperatures. The liquid product may cause transient irritation in the eye, but the vapour has no
effect at ambient temperatures. Thermal decomposition products may cause irritation.

It is not a skin irritation hazard on the skin, and skin absorption has no effect.

Ingestion of large quantities may cause slight reversible kidney damage.

Inhalation has no effect at ambient temperatures. Thermal decomposition products may cause
irritation to the nose, throat and respiratory tract, leading to headache and nausea if exposure
continues. These conditions 180 degree C plus, and in contact with other materials may cause
thermal decomposition to evolve alcohols and aldehydes.

13. In a data sheeet from DOW we read the following toxicological data.

Ingestion





Single dose oral toxicity is low. The oral LD50 for rats is 21-33.7 g/Kg

Eye contact

May cause slight transient (temporary) eye irritation.

Skin contact

The LD50 for skin absorption in rabbits is > 5000mg/Kg

Essentially non-irritating to skin.

A single prolonged exposure is not likely to result in the material being absorbed through the skin
in harmful amounts.

Inhalation

A single prolonged (hours) inhalation exposure is not likely to cause adverse effects. Mists are not
likely to be hazardous.

Systemic effects

Repeated excessive ingestion may cause central nervous system effects. Based on available data,
repeated exposures are not anticipated to cause any other significant effects.

Occupational exposure limits
10mg/m? mist, 400ppm vapour.
Ecoxicity

Static acute LC50 for fathead minnow is >500mg/L
Compound is practically non-toxic to fish on a static acute basis.

Static acute LC50 for daphania magna is >500mg/L
Compound is practically non-toxic to aquatic invertebrates on a static acute basis.

Partitioning

Log octanol/water partition coefficient (log kow) is -0.92
Partition from water to n-octanol is low.

Volatility from water to air is not expected.

Degradation

20 day biochemical oxygen demand (BOD20) is 1.45 p/p
Index of biodegradability (BOD29/ThOD) is 81.9%

Biodegradation under aerobic static laboratory conditions is high.

First aid





Use safety glasses. Chemical goggles are recommended, because eye contact with this material
may cause pain, even though it is unlikely to cause injury.

14. In a data sheet from Honeywill and Stein we read that propylene glycol as a liquid may cause
transient irritation. The vapour has no effect at ambient temperature. Thermal decomposition
products may cause irritation.

It is not an irritation hazard on the skin and there is no effect by skin absorption.

Ingestion of large quantities may cause slight reversible kidney damage.

15. In a data sheet from BASF.

Toxicology

LDs oral (rats): ca. 13.3 g/Kg
LCsp inhalation (rats): ca. 6 mg/l (nominal concentration) for 8 hours.

Primary irritant effect on the skin (rabbits; BASF test): nil
Primary irritant effect on the mucous membranes (rabbit eye; BASF test): nil

Acute inhalation hazard (rats; test dependent on the toxicity and volatility): no mortalities after
exposure for 8 hours to an atmosphere staurated with dipropylent glycol at 20,C.

Ecology data

Eliminability: stagnant water test; total organic carbon >60%; readily eliminable, mainly by
bilogical degradation. If the normal precautions are taken, dipropylene glycol will not detract from
the efficiency of activated sludge in adapted biological water treatment plant.

Fish toxicity: LC 50 after 96 hours >1000mg/I

14. In a Safety data sheet on Myacide BT30 which is an aqueous 10%w/w/Propylene glycol 60%
wi/w solution of Myacide BT (bronopol) 30% wi/w.

Propylene glycol

LD50 oral rat  20,000mg/Kg

LD50 oral mouse 24,000mg/Kg

500mg/24hours produced moderate irritancy to rabbit eye

15. In a data sheet from Ellis and Everard Chemicals Ltd.

Synonyms

1,2-dihydroxypropane, methylene glycol, methl glycol, monopropylene glycol, propane-1,2-diol,
propylene glycol, propylene glycol USP, alpha-propylene glycol, 1,2-propylene glycol, trimethyl





glycol, solar winter ban.

Toxicity hazards

Irritation data

SKN-HMN 500mg/7D MLD
SKN-HMN 104mg/3D-1 MOD
SKN-MAN 10%/2D
EYE-RBT 100mg MLD
EYE-RBT 500mg/24H MLD

Toxicity data

ORL-RAT LD50: 20 g/Kg
IPR-RAT LD50: 6660 mg/Kg
SCU-RAT LD50: 22500 mg/Kg
IVN-RAT LD50: 6423 mg/Kg
IMS-RAT LD50: 14 g/Kg
ORL-MUS LD50: 22 g/Kg
IPR-MUS LD50: 9718 mg/Kg
SCU-MUS LD50: 17370 mg/Kg
IVN-MUS LD50: 6630 mg/Kg
ORL-DOG LD50: 22 g/Kg
IVN-DOG LD50: 26 g/Kg
ORL-RBT LD50: 18500 mg/Kg
SKN-RBT LD50: 20800 mg/Kg
ORL-GPG LD50: 18350 mg/Kg

Health Hazard data

Acute effects

Harmful if inhaled or swallowed. May cause eye irritation. May cause skin irritation. Exposure
can cause gastrointestinal disturbances, nausea, headache and vomiting. CNS depression.

16. Cosmetics and Toiletries. VVol.108. October 1993 p.85-88. Preservative Encyclopaedia update.
CAS: 57-55-6 EINECS: 200-338-0

Recommended use: 16% or more.

USA - GRAS, EPA registered, approved for some drugs.

Japan - approved.

Europe - positive list.

17. The Gower data base. Jan. 1995

Dipropylene glycol (INCI)GEN-28
Dipropylene glycol (INCI)

CAS 110-98-5; EINECS 203-821-4





Synonyms: Di-1,2-propylene glycol; 1,1'-Oxybis-2-propanol

Classification: Mixture of diols

Empirical: C6H1403

Formula: CH3CHOHCH20CH2CHOHCH3

Properties: Hygroscopic; m.w. 134.18; dens. 1.023; b.p. 90-95 C; flash pt. 280 F; ref. index 1.4410
Toxicology: Irritant

Uses: Solvent in hydraulic brake fluids, cutting oils, textile lubricants, inks; polyester and alkyd
resins, reinforced plastics, plasticizers, solvents, fuel additives, in paints, cosmetics

Trade names: Adeka Dipropylene Glycol (Cosmetic Grade); Unichem DPG

Trade names containing:  Grillocin HY-77;  Grillocin® HY 77; Merguard 1190; Nikkol
Aquasome LA

Propylene glycol (INCI)GEN-72
Propylene glycol (INCI)

CAS 57-55-6; EINECS 200-338-0
Synonyms: 1,2-Propanediol; 1,2-Dihydroxypropane; Methyl glycol

Classification: Aliphatic alcohol
Empirical: C3H802
Formula: CH3CHOHCH20H

Properties: Colorless lig., odorless; m.w. 76.11; dens. 1.0362 (25/25 C); b.p. 188.2 C; flash pt. (OC)
210F

Toxicology: Eye and human skin irritant; sl. toxic by ingestion, skin contact, intraperitoneal,
intravenous, subcutaneous routes; LD50 (rat, oral) 25 mi/kg

Uses: Solvent, emulsifier, production paints, resins, foods, drugs, antifreeze in breweries and
dairies; substitute for ethylene glycol and glycerol; mold growth and fermentation inhibitor

Use level: 16% or more
Regulatory: USA GRAS, EPA reg., approved for some drugs; Japan approved; Europe listed
Trade names: Adeka Propylene Glycol (P); Unichem PROP-G

Trade names containing: ~ Amisol® 406-N; Amisol® HS-2; Amisol® HS-3 US; Amisol®





HS-6; Amisol Nail Strengthener; Antex-MP; Antex-MPD; Capigen CS; Capisome; Complexe
AST 1; DNA Marine; Endonucleine LS 2143; Euperlan® PL 1000; Grillocin AT Basis;
Grillocin® AT Basis; Grillocin® CW 90; Hydromarine; Lipo PE Base GP-55; Liposome
Centella; Liposome Unsapo KM; Lipostim; Miracare® 2MCAS; Miracare® XL;
Sedermasome; Zetesol AP

18. B239. G.A. Nowak: Cosmetic Preparations. Vol.1. Process Technology of Cosmetics,
Microbiology, GMP, Preservation, Data on skin, Special active agents and adjuvants. Verlag fur
chem. Industrie H. Ziolkowsky KG, Augsburg (Germany).1985. ISBN No. 3-87846-118-6.

Toxicity
LD50 (rat oral) 30 g/kg

19. Martindale - The Extra Pharmacopoeia
Topic: Propylene Glycol

PHYSICAL AND PHARMACEUTICAL PROPERTIES

Synonyms: Glicol Propilenico; Propilenoglicol; Propylenglycolum.

Chemical Name: (+/-)-Propane-1,2-diol .

Molecular Formula: CH(3)CHOHCH(2)OH

Molecular Weight: 76.10

CAS Registry: 57-55-6; 4254-15-3 (+); 4254-14-2 (-); 4254-16-4 (+/-).

Pharmacopoeias: In Aust., Br., Braz., Cz., Egypt., Eur., Fr., Ger., Gr., Hung., Ind., It., Jpn, Mex.,
Neth., Nord., Port., Swiss, Turk., U.S., and Yug. Also in B.P. Vet.

A clear, colourless, odourless or almost odourless, viscous, hygroscopic liquid with a slight
characteristic taste. Miscible with water, acetone, alcohol, and chloroform; soluble in ether;
immiscible with fixed oils but will dissolve some essential oils. Store in airtight containers.

ADVERSE EFFECTS AND PRECAUTIONS

Propylene glycol may cause some local irritation of the skin and mucous membranes.
Hypersensitivity reactions have been reported. Hyperosmolality, lactic acidosis, and central
nervous system depression have occurred, particularly in patients with renal impairment.
Hyperosmolality has also been reported in burn patients following the topical application of
preparations in which the basis is propylene glycol.

In Great Britain the occupational exposure standards of propylene glycol are 10 mg of particulates
per m(3) (long-term) and 470 mg of total vapour and particulates per m(3) (long-term).

EFFECTS ON THE EARS.
Chloramphenicol sodium succinate 5% in Ringer's solution and propylene glycol 10% both

caused irreversible deafness when instilled into the middle-ear cavity in guinea pigs. It was
recommended that propylene glycol should not be used as a solvent for chloramphenicol ear drops.

Morizono T, Johnstone BM. Ototoxicity of chloramphenicol ear drops with propylene glycol as





solvent. Med J Aust 1975; 2: 634-8.
EFFECTS ON THE NERVOUS SYSTEM.

Central nervous system toxicity in children has been associated with propylene glycol used as a
solvent in some oral vitamin preparations. Stupor has been reported and a 15-month-old boy had
episodes of unresponsiveness, tachypnoea, tachycardia, and diaphoresis until the vitamin
preparation was discontinued. (1) There have also been isolated reports of seizures. (2,3) In one,
an 11-year-old child developed repeat seizures associated with propylene glycol. In another,
low-birth-weight infants receiving propylene glycol 3 g daily in a multivitamin parenteral
nutrition preparation were found to have a significantly higher incidence of seizures than those
receiving propylene glycol 300 mg daily. (3)

1. Martin G, Finberg L. Propylene glycol: a potentially toxic vehicle in liquid dosage form. J
Pediatr 1970; 77: 877-8.

2. Arulanantham K, Genel M. Central nervous system toxicity associated with ingestion of
propylene glycol. J Pediatr 1978; 93: 515-16.

3. MacDonald MG, et al. Propylene glycol: increased incidence of seizures in low birth weight
infants. Pediatrics 1987; 79: 622-5.

FLUID AND ELECTROLYTE HOMOEOSTASIS.

Intravenous infusions of preparations containing a high proportion of propylene glycol as a
solvent have been associated with increased serum osmolality, (1-5) especially in small infants
(for example those under 2kg body-weight) and in patients with diminished renal function. (4)

Hyperosmolality following the transdermal absorption of propylene glycol from a topically
applied silver sulphadiazine preparation has been reported in patients with extensive burns and
toxic epidermal necrolysis. (6,7) The monitoring of osmolality in susceptible patients receiving
high doses of propylene glycol has therefore been recommended. (4,7)

Patients with renal impairment exposed to propylene glycol have also developed lactic acidosis
possibly due to the metabolism of propylene glycol to lactic acid in the liver and its subsequent
accumulation. (2,8)

1. Glasgow AM, et al. Hyperosmolality in small infants due to propylene glycol. Pediatrics 1983;
72: 353-5 (administration of propylene glycol in a multivitamin preparation used for parenteral
nutrition).

2. Demey H, et al. Propyleneglycol intoxication due to intravenous nitroglycerin. Lancet 1984; i:
1360.

3. Molter K, et al. Serumhyperosmolalitat bei Langzeitanwendung von Etomidate (Radenarcon).
Anaesthesiol Reanim 1987; 12: 25-34.

4. Demey HE, et al. Propylene glycol-induced side effects during intravenous nitroglycerin
therapy. Intensive Care Med 1988; 14: 221-6.





5. Huggon |, et al. Hyperosmolality related to propylene glycol in an infant treated with
enoximone infusion. Br Med J 1990; 301: 19-20.

6. Bekeris L, et al. Propylene glycol as a cause of an elevated serum osmolality. Am J Clin Pathol
1979; 72: 633-6.

7. Fligner CL, et al. Hyperosmolality induced by propylene glycol: a complication of silver
sulfadiazine therapy. JAMA 1985; 253: 1606-9.

8. Cate JC, Hedrick R. Propylene glycol intoxication and lactic acidosis. N Engl J Med 1980; 303:
1237.

HYPERSENSITIVITY.

Skin reactions due to propylene glycol are generally rare. (1) Irritation of the skin may occur, (2)
especially under occlusive conditions, (3) and hypersensitivity-type reactions have been reported.

(4)
1. Andersen KE, Storrs FJ. Hautreizungen durch Propylenglykol. Hautarzt 1982; 33: 12-14.

2. Trancik RJ, Maibach HI. Propylene glycol: irritation or sensitization? Contact Dermatitis 1982;
8: 185-9.

3. Motoyoshi K, et al. The safety of propylene glycol and other humectants. Cosmet Toilet 1984;
99 (Oct): 83-91.

4. Hannuksela M, Forstrom L. Reactions to peroral propylene glycol. Contact Dermatitis 1978; 4:
41-5.

INTERACTIONS.

Studies have indicated that propylene glycol may have a haemolytic effect (1) and haemolysis in
one patient has been attributed to the administration of red blood cells and 50% propylene glycol
through the same intravenous line. (2) Propylene glycol has also been reported to decrease the
effect of heparin. (3)

1. Ruddick JA. Toxicology, metabolism, and biochemistry of 1,2-propanediol. Toxicol Appl
Pharmacol 1972; 21: 102-11.

2. Demey H, et al. Propylene glycol intoxication due to intravenous nitroglycerin. Lancet 1984 i:
1360.

3. Col J, et al. Propylene glycol-induced heparin resistance during nitroglycerin infusion. Am
Heart J 1985; 110: 171-3.

PHARMACOKINETICS

Propylene glycol is rapidly absorbed from the gastro-intestinal tract. There is evidence of topical
absorption when applied to damaged skin. It is extensively metabolised in the liver primarily by





oxidation to lactic and pyruvic acid and is also excreted in the urine unchanged.
References.

1. Yu DK, et al. Pharmacokinetics of propylene glycol in humans during multiple dosing regimens.
J Pharm Sci 1985; 74: 876-9.

2. Speth PAJ, et al. Propylene glycol pharmacokinetics and effects after intravenous infusion in
humans. Ther Drug Monit 1987; 9: 255-8.

USES AND ADMINISTRATION

Propylene glycol is widely used in pharmaceutical manufacturing as a solvent and vehicle
especially for drugs unstable or insoluble in water. It may also be employed as a stabilising agent
in vitamin preparations, a plasticiser, and as a preservative. Propylene glycol is also used
extensively in foods and cosmetics. Propylene glycol has humectant properties and is used
similarly to glycerol in topical moisturising preparations. Propylene glycol is used in veterinary
medicine as a glucose precursor.

Estimated acceptable daily intake of propylene glycol: up to 25 mg per kg body-weight.

WHO. Toxicological evaluation of some food additives including anticaking agents,
antimicrobials, antioxidants, emulsifiers and thickening agents. WHO Food Additives Ser 5 1974.
SKIN DISORDERS.

Propylene glycol has been used in topical applications as a humectant and keratolytic agent (1) and
for its antibacterial and antifungal properties. (2,3) It has been tried in the treatment of a number

of skin disorders including ichthyosis, (1) tinea versicolor, (2) and seborrhoeic dermatitis. (3)

1. Goldsmith LA, Baden HP. Propylene glycol with occlusion for treatment of ichthyosis. JAMA
1972; 220: 579-80.

2. Faergemann J, Fredriksson T. Propylene glycol in the treatment of tinea versicolor. Acta Derm
Venereol (Stockh) 1980; 60: 92-3.

3. Faergemann J. Propylene glycol in the treatment of seborrheic dermatitis of the scalp: a
double-blind study. Cutis 1988; 42: 69-71.

PROPRIETARY NAMES
Seboval (FM)

MULTI-INGREDIENT PREPARATIONS
Acerbine (FM), Aserbine, Astroglide, Benzoic Acid Solution BP 1993, Gyne-Moistrin, Malatex
(FM), Rhinaris, Salinol, Secaris, Sekudrill, Surgel.

20. Generic Chemicals, Synonyms, Trade Names X-Ref: Propylene glycol GEN-3010





Propylene glycol

CAS 57-55-6; 4254-15-3 (+), 4254-14-2 (-); 4254-16-4 (z); EINECS 200-338-0

FEMA 2940

Synonyms: 1,2-Propanediol; Propane-1,2-diol; 1,2-Dihydroxypropane; Methyl glycol; Methyl
ethylene glycol

Classification: Aliphatic alcohol

Empirical: C3H802

Formula: CH3CHOHCH20OH

Properties: Colorless clear visc. lig., odorless, sl. acrid taste; hygroscopic; sol. in essential oils;
misc. with water, acetone, chloroform; m.w. 76.11; dens. 1.0362; b.p. 188.2 C; flash pt. (OC) 210
F

Precaution: Combustible exposed to heat or flame; reactive with oxidizers; explosive limits
2.6-12.6%

Toxicology: LD50 (oral, rat) 25 ml/kg; eye/human skin irritant; sl. toxic by ingestion, IP,1V,
subcutaneous routes; human systemic effects; experimental teratogenic, reproductive effects;
mutagenic data; heated to decomp., emits acrid smoke and irritating fumes

Uses: Solvent, vehicle, humectant, preservative, plasticizer; stabilizer in vitamin preps.;
protectant in hemorrhoidal prods.; used in orals, otics, parenterals, vaginals, topical prods.

Usage level: 10-25% (oral sol'ns.), 10-80% (parenterals), 5-80% (topicals)

Regulatory: FDA 21CFR 8§169.175, 169.176, 169.177, 169.178, 169.180, 169.181, 175.300,
177.2600, 178.3300, 184.1666, 582.4666, GRAS; USDA 9CFR 8318.7, 381.147; BATF 27CFR
8240.1051; EPA reg., approved for some drugs; Japan approved with limitations; Europe listed,;
FEMA GRAS; FDA approved for orals, parenterals, topicals; USP/NF, BP, Ph.Eur., JP
compliance

Manuf./Distrib. (general): Arco; Asahi Denka Kogyo; BP Chem. Ltd; Eastman; Hils AG; Olin;
Primachem; Seeler Ind.; Veckridge; Westco

Manuf./Distrib. (pharm. & food):  Aldrich; Ashland; Crompton & Knowles; Ellis & Everard,

Fluka; K&K Greeff; Hays; Honeywill & Stein; Integra; Mallinckrodt; Meer; Nisso Petrochem.
Ind.; Norman Fox; Penta Mfg.; Ruger; Showa Denko; Sigma; Spectrum Chem. Mfg.;
Texaco; Todd's; R C Treatt; Van Waters & Rogers

Trade names: Adeka Propylene Glycol (P); Propylene Glycol USP/FCC Ultra Grade

Trade names containing: Aloe-Moist™; Aloe-Moist™ A; Annatto OS #2894; Annatto OS #2922;
Annatto OS #2923; Annatto Lig. #3968, Acid Proof; Arlacel® 186; Biophytex®; Carmine AS;
Cremophor® RH 455; Crodarom Nut A; Dehymuls® F; Germaben® II; Grillocin® AT Basis;
Lanotein AWS 30; Lipo PE Base GP-55; Lubrajel® CG; Lubrajel® DV, Lubrajel® MS;
Lubrajel® TW; Monawet MO-70R; Natipide® I PG; Oxynex® 2004; Phosal® 50 PG; Phosal®
60 PG; Phosal® NAT-50-PG; Reach® AZP-908PG; Reach® AZZ-908PG; Rezal® 36GPG;





Tagat® R63; Tepescohuite AMI Watersoluble; Tepescohuite HG; Tepescohuite HS; Unibix AP
(Acid Proof); Westchlor® A2Z 8106

Propylene glycol (INCI)

CAS 57-55-6; 4254-15-3 (+); 4254-14-2 (-), 4254-16-4 (+); EINECS/ELINCS 200-338-0

FEMA 2940

Synonyms: 1,2-Dihydroxypropane; 2-Hydroxypropanol; Methyl ethylene glycol;
Methyl ethyl glycol; Methyl glycol
Monopropylene glycol; 1,2-Propanediol; Propane-1,2-diol; a-Propylene glycol;
1,2-Propylene glycol
Trimethyl glycol

Classification: Aliphatic dihydric alcohol

Empirical: C3HgO2

Formula: CH3CHOHCH>OH

Properties: Colorless clear visc. lig., odorless, sl. acrid taste; sol. in water, essential oils,
acetone, chloroform, ether, ethanol; misc. with oxygenated solvs.; m.w. 76.11; dens.
1.0362; vapor pressure 0.08 mm (20 C); m.p. -60 C; b.p. 188.2 C; flash pt. (OC) 99 C

Toxicology: LD50 (oral, rat) 25 ml/kg, (IP, rat) 6660 mg/kg, (IV, rat) 6423 mg/kg, (skin,
rabbit) 20,800 mg/kg; sl. toxic by ing., skin contact, IP,IV, subcut. routes; eye and
human skin irritant; human systemic effects by ing. (anesthesia, convulsions, EEG
changes); experimental teratogen, reproductive effector; mutagenic data; TSCA
listed

Precaution: Combustible exposed to heat or flame; explosive as vapor exposed to
heat or flames; explosive limits 2.6-12.6%; reactive with oxidizers; can increase risk
of fire and explosion

Hazardous Decomp. Prods.: Heated to decomp., emits acrid smoke and irritating
fumes

NFPA: Health 0, Flammability 1, Reactivity O

Storage: Store in cool, dry area; hygroscopic

Uses: Intermediate in synthesis of org. compds., polyester and alkyd resins, polypropylene
glycol; solvent, emulsifier in paints, foods, pharmaceuticals; substitute for ethylene
glycol and glycerol; hygroscopic agent; energy source in animal feed; plasticizer for
adhesives, cork, paper prods.; mold growth and fermentation inhibitor; bactericide (air
sterilization); component of antifreeze, hydraulic and brake fluids; humectant, solvent in
cosmetics; textile softener; pharmaceutical vehicle, humectant, preservative,
plasticizer; stabilizer in vitamin preps.; protectant in hemorrhoidal prods.; solvent,
vehicle, emulsifier, wetting agent, dispersant, humectant, anticaking agent,
antioxidant, dough strengthener, flavoring agent, formulation aid, processing aid,
stabilizer, thickener, surfactant, texturizer, clarifier in foods; plasticizer in food-contact
coatings and rubber articles for repeated use

Use Level: 10-25% (oral sol'ns.), 10-80% (parenterals), 5-80% (topicals)

Regulatory: FDA 21CFR 8§73.30, 169.175, 169.176, 169.177, 169.178, 169.180, 169.181,
175.300, 175.320, 176.180, 176.210, 177.1390, 177.1680, 177.2420, 177.2600,
177.2800, 178.3300, 184.1666, 582.4666, GRAS; USDA 9CFR 8318.7, 381.147; BATF
27CFR 8240.1051; EPA reg., approved for some drugs; Japan approved with limitations;
Europe listed; FEMA GRAS; FDA approved for orals, parenterals, topicals; NF, BP, EP,
JP compliance

Manuf./Distrib.: .. AAE Chemie NV awww.aaechemie.com; ADA Int'l.

awww.joinme.net/ada/index.htm; ...AMC Chems.; .. AMRESCO
awww.amresco-inc.com; .. .AXO Chem. @www.axochem.com






. Adept Sol'ns.; .. Aldrich awww.sigma-aldrich.com; __Allchem Ind.
awww.allchem.com; _Arch Chems./Specialty Polyols; .. .Asahi Denka Kogyo

awww.adk.co.jp
_Ashland awww.ashchem.com; . Avatar awww.avatarcorp.com; ...BASF

awww.basf.com; ...BP_Amoco awww.bpamoco.com;

awww.bpamocochemicals.com
_..Baychem;  _Bayer awww.bayerus.com; _..Blagden Spec. Chems. Ltd

awww.blagdenspecchem.co.uk; ...Brenntag AG awww.brenntag.de; __.Brown

@www.brownchem.com
_..C.P. Hall awww.cphall.com; ...Chemacon GmbH awww.chemacon.de;

_..Chemcentral; .. .Coyne awww.coynechemical.com; ...Crompton

awww.cromptoncorp.com
...Degussa AG/Health & Nutrition awww.degussa—health-nutrition.de; ...Degussa

&awww.degussa.com; ...Dow awww.dow.com; E&E Ltd
awww.elliseverard.co.uk; _EM Ind. @www.emindustries.com

. EM Science; .. EMCO Chem. Distributors awww.emcochem.com; ___Eastman
awww.eastman.com; . _Farleyway Chems. Ltd;  _Fisher Scientific

Qwww fisherl.com
.. Fluka awww.sigma—aldrich.com; .. Focus;  Frutarom Meer

awww.frutarom.com; _..GMI Prods. awww.gmi—originates.com; _..General Chem.

awww.genchemcorp.com
.. Haarmann & Reimer; _Haltermann Prods. UK awww.haltermann.com;

_.Harcros awww.harcroschem.com; _..Hawkins Chem.
awww.hawkinschemical.com; ...Hays Chems. Ltd

awww.albionchemicals.co.uk/haysweb
...Honeywill & Stein awww.honeywill.co.uk; ...Houghton Chem.; .. Hukill

awww.hukill.com; ...Huntsman awww.huntsman.com; ..Integra

awww.integrachem.com
. J.T. Baker awww.jtbaker.com; __KIC Chems. awww.kicchemicals.com;

awww.kicgroup.com; __Kraft Chem. awww.kraftchemical.com; _Lebermuth

@www.lebermuth.com
...Lyondell awww.lyondell.com; _..Magnesia GmbH awww.magnesia.de;

.. .Mallinckrodt Baker awww.mallbaker.com; awww.mallchem.com; .. .Merck

KGaA @www.merck.de
...Miljac awww.miljac.com; _Mutchler awww.mutchlerchem.com; ...Nisso

Petrochem. Ind.; .. Norman, Fox awww.norfoxx.com; _..PPG Ind. awww.ppg.com
_..Parchem Trading awww.par_chem.com; _.Penta Mfg.; .. Phoenix Nat. Prods.
awww.phoenixuk.com; ...Polysciences awww.polysciences.com; _..Primachem
.R.C. Treatt & Co. Ltd awww.rctreatt.com; L RAT.A. awww.ritacorp.com;

. .Romil Ltd awww.romil.com; ...Ruger awww.rugerchemical.com; _..Sal Chem.
@www.salchem.com

Shell awww.shellchemicals.com; ...Showa

Denko awww.sdk.co.jp; ...Sigma






... Spectrum Quality Prods. awww.spectrumchemical.com; ___Stanchem
awww.albi.com; ...Sunnyside awww.sunnysidecorp.com; .. Thomas Scientific;
~Univar Ltd awww.vopak.com
__Universal Preserv-A-Chem awww.upichem.com;  VWR Int'l.
awww.vwrsp.com; . Veckridge; .. Voigt Global Distrib. awww.vgdllc.com;
...Vopak USA awww.vopakusa.com
. Westco awww.westcochemicals.com; . Whyte Chems. Ltd
awww.whytechemicals.co.uk; . Witco Qwww.witco.com

Trade Names: . PG USP; . Propylene Glycol Pharma; .. Propylene Glycol USP, FCC;
_..Propylene Glycol USP/FCC Ultra Grade

Trade Names Containing: . Actiphyte® of Acacia PG50; .. Actiphyte® of Alfalfa PG50;
_Actiphyte® of Aloe Vera 10-Fold; . Aculyn® 44; Aerosol® OT-70 PG
. Aerosol® OT-75-PG; . Aftershave HS 292; = Aloe-Moist™: Aloe-Moist™ A;
_Amisol™ 406-N
L ANt® 141 Lig.; . Antil® 208; . Apple Amidroxy; .. Arquad® 2HT-75PG;
. Arguad® SV-60 PG
L Avalure™ AC 120; . Avalure™ AC 122; Babyderme HS 265; . Babyderme HS
342; Biodermine™
.. .Biopeptide CL™: Biophytex® LS 8740; . Bioplex™ RNA; _Blanc Covasop W
9775; . Blend For Bust Care HS 201
...Blend For Delicate Skin HS 215; .. Blend For Elderly Skin HS 296; .. Bleu
Covasop W 6776; .. Blue Algae Extract; .. Bronidox® L
_..Bronidox® L 5; . Capilotonigue HS 220; . Capilotonique HS 226;
__Capilotonique HS 245;  Cellulinol
_..Centrophil® W;  Ceraphyl® 70; .. Circulatory Blend HS 318; .. Colaquat L-35;
. .Colaguat PHC
...Colawet DOSS 70PG; .. .Colawet DOSS 85PG; .. Confetti™ Il AL White;
__Confetti™ Il EA Gold; .. Confetti™ Il MT Blue
. Confetti™ Il PA Green; .. Confetti™ Il RG Red; .. Confetti™ Il SG Bronze;
...Covasop; ... Creagel™ DV
.. Creagel™ MA; Creagel™ MS; . Cremogen® Aloe Vera 734514;  Cremogen®
Chamomile 739012; = Cremogen® Witch Hazel 739008
_..Cremogen® Yarrow 739017; ... Cremophor® CO 455; . Cremophor® RH 455;
_..Crodarom Chamomile A; .. Crodarom Nut A
_..Croduret 50 SPG; .. CustoBlend® BAT; . .Dehymuls® F; Dehyguart® L 80;
___Demaguillant HS 287
...Dermoguat IALA; .. Dermoguat LAL; . .Dow Corning® 7224 Conditioning Agent;
_..Dow Corning® Q2-7224 Conditioning Additive; .. Emollient HS 235
.. _Emollient HS 238; .. Ethoguad® O/12PG; . Euperlan® PL 1000; .. Extan-GO;
...Extrapone Arnica Special 2/034591
...Extrapone Avocado Special 2/034599; . Extrapone Balm Mint Special 2/033121;
.. .Extrapone Birch Special 2/032681; . Extrapone Burdock Root Special 2/033041;
.. .Extrapone Chamomile Special 2/033021






...Extrapone Coconut Special 2/033055; ., Extrapone Gentian Special 2/032801;

.. .Extrapone Ginkqgo Biloba 2/032851; . Extrapone Ginseng Special 02/032861;

. .Extrapone Hawthorn Special 02/033481

...Extrapone Hayflower Special 02/032941; . Extrapone Henna Special 2/032930;
...Extrapone Hibiscus Special 2/033115; .. Extrapone Hop Special 2/032971;

. .Extrapone Horse Chestnut Special 2/033261

.. .Extrapone Horsetail Special 2/033321; .. Extrapone Lime Blossom Special
2/034091; . Extrapone Marshmallow Special 2/032781; .. Extrapone Rosemary
Special 2/033251; .. Extrapone Sage Special 2/033291

.. .Extrapone Stinging Nettle Special 2/032721;  _Extrapone Thyme Special
2/033401;  _Extrapone Witch Hazel Dist. Colourless Special 2/032891; = _Foamguat
21AE; Foamguat DAS

.. Fondix G Bis; ... Gemtex® PA-70P; . Gemtex® PA-85P; . Germaben® ll;
_..Germaben® II-E

_..Geropon® 99;  Grapefruit Amidroxy; .. Hydrajel® PL; Hydrajel® VM;
__Hydromarine™

_Incroguat 26; .. Incroquat Behenyl BDO/P; .. Incroquat Behenyl HE; . Incroquat
Behenyl TMC/P; .. .Incroquat Erucyl HE
... Jaune Covasop W 1771; Jeechem 186; .Jeechem Shampoo Conc. #6;

. Kalokiros HS 263; . KlenSoft

...Lanotein AWS 30; .. Lipo PE Base GP-55; .. Liguid Germall® Plus; .. Lonzest®
GMO-PG; .. Lubrajel® CG

. Lubrajel® DV; . Lubrajel® MS; Lubrajel® Oil; . Lubrajel® RC; Lubrajel® RR
~Lubrajel® TW; Lubrajel® WA;  Lubrasil®; = Mackam™ 2CSF-70; . Mackam™

2MCAS
_..Mackstat® DM-PG; .. Miracare® 2MCAS; .. Miracare® XL; . Monamid® R31-42;

...Monawet MO-70R
__Monawet MO-84R2W;  Natipide® Il PG; .. Necon IGU; . Necon SOG; ... Necon

SOoGU
. Necon SOLC; . Nipaguard® MPS; Nipanox® S-1; . Nipanox® Special;

...Nutriderme HS 210

. Nutriderme HS 240; . Nutriderme HS 243; . Nutriderme HS 313; . Qil of Orchids
0OS; ... Oil of Orchids WS

__Oligoceane™: Origanox OS; . Oxylastil™: Paragon®; . Paragon® ll

. Perlglanzmittel GM 4175; .. Phosal® 50 PG; .. Polymox PPI-RC; .. Polymox
PPI-SA; .. Polyquat PPI-RC

. Polyguat PPI-SA;  Polyguat PPI-SA-15; . Promarine™: Pronalen® Ginseng
HSC; . Pronalen® Guarana HSC

_..Pronalen® Licorice HSC; .. Protaguat 70; .. Quickpearl® 71; = Reach® AZP-908
PG; .. Reach® AZZ-908PG

.. .Red Fruit Amidroxy; ... Regederme HS 236; . Relaxant HS 278; _Rezal® 36GPG,;
. _Rhumacalm HS 328

...Schercopol DOS-PG-70; ... Seamollient®; .. SMEC Concentrate #1; _ Solarium
HS 269;  Solarium HS 270

_..Solubilizer 2/014160;  Stableact® C; . Standapol® Pearl Conc. 7130;
...STEPANOL® ABHS-15C; . Stimulant HS 280






_Stimulant HS 285; ... Sugar Cane Amidroxy; ... Surfactol® Q1; . Surfactol® Q2;
. Surfactol® Q3

_Syntran® 5190; . Syntran® KL-219C; Tamarind Amidroxy; .. . Teqodeo® CW
90; .. Tegodeo® JP 100

.Tenox®2;  Tenox®6; .Tenox® 7;  Tenox® 20; . Tenox® 20A

.. Tenox® 20B; . Tenox® 21;  Tenox® 22; Tenox® 25; Tenox® 26
.Tenox® CA-50; Tenox®R; . Tenox® S-1; Tonigue HS 290; . Trichogen®

VEG LS 8960
~Uantox 3; .. Uantox 20A; Unicons M-50; Unicontrozon C-49; Unifluorid D

401
_Unigerm G-2; .. Uninontan U 34; . Varisoft® 222 PG (90%); .. Varisoft® 432PPG;

. Varisoft® 3690 PG
. Varisoft® PATC; .. Westchlor® A2Z 8106 30% PG; . Zetesol AP
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gmp declaration - general.doc
DECLARATION OF QUALITY


&


GOOD MANUFACTURING PRACTICE


Certificate to confirm that Jonarve Ltd manufactures all goods in accordance with Good Manufacturing Practice principles for cosmetic products.


This statement applies to :


Premises


Equipment


Sanitation


Bulk product


Production


Quality Control


Documentation


I, the undersigned, John Peace, Managing Director of Jonarve Ltd, Unit 10, Castle Park Industrial Estate, Flint, CH6 5XA, hereby certify that all cosmetic products manufactured in our production unit are produced in accordance with the principles for cosmetic products cGMP.


For and on behalf of


Jonarve Ltd


JR Peace
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The product is safe for use in the stated application, and complies with EC Regulation
1223/2009. This assessment is conditional on the Responsible Person complying with the
conditions in the notes and any other purity restrictions listed.
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