Certification of International Materials Conformity
Legal Adherence to EU Nickel Directive ( 76 / 769 / EEC )

Wildcat Collection body piercing products have been tested by independant analytical laboratories and their integrity is proven to be in accordance with the terms of
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AMMENDMENT TO EU NICKEL DIRECTIVE

An important change has been adopted by all EU member states to Directi 769/EEC.

The following paragraph has now been DELETED from the Directive :
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- 1 Report No. 05002/02 Issued: 04/07/00 Extracts
-
- ’ ' i - DATE-S/N REFERENCE ELEMENT RESULT METHOD
shefhield Analytical Services
13/06/00 BEI6R Ni Elution | ——-——- Elution
Report No. 05000/01 Issued: 08/06/00 Reprinted: 12/06/00 0075 =i <0.1 Lot
~Hoop <0.1
Pass
DATE-S/N REFERENCE ELEMENT RESULT METHOD
24/05/00 IMP RING Nickel | --—-——- ICP-OES
ooez L 298ppm DATE-S/N REFERENCE ELEMENT RESULT METHOD
~Ring 346ppm
24/05/00 Ti RING Nickel | =----- 1CP-0ES 13(/72%00 VHES " i:ilo“ il El;et;:“
0063 ~Ring 107ppm ~Hoop <
24/05/00 Ti BARBELL Nickel | ------ ICP-0ES -
0064 ~Ball 93ppm
~Bar 125ppm
DATE-S/N REFERENCE ELEMENT RESULT METHOD
13/06/00 MMLA Ni Elution | ----—- Elution
Elution results reported as microgrammes/cm2/week. 0077 ~Ball <0.1 Test
Note: tested to BSEN1811 including BSEN12472. ~Pin <0.1
Pass
Signature: C D Jarvis
F M Hudson
DATE-S/N REFERENCE ELEMENT RESULT METHOD
13/06/00 BE 2R Ni Elution | ------ Elution
*0062 Imp Ring: Both ball and ring tested for nickel mass 0078 ~Ball <0.1 Test
* 0063 Ti Ring: Ring tested for nickel mass ~Hoop <0.1
* 0064 Ti Barbell: Both ball and bar tested for nickel mass Pass
a Nickel negative® and Implantanium® are internationally Registered Trademarks of The Wildcat
= Collection
o
= Elution results reported as microgrammes/cm2/week.
g Note: tested to BSEN1811 including BSEN12472.
=
o Signature: C D Jarvis
= F M Hudson
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The above 4 certificates cover Wildcat surgical stainless steel body jewellery manufactured from
three different sources.
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"'-\._ Blackline Biocompatability:
b (Tripartite Protocol for Materials
Nickel Release: Titanium and Implantanium® ! ——— - That Experience Body Contact):
!
i 5 Non Sensitising (No Delayed
SIS /AU Dermal Contact Sensitisation)

The following three certificates confirm the integrity of Wildcat titanium and implantanium® in
conforming to Annex 2 of the EU Nickel Directive. I

F Cytotoxicity: Non-Toxic (No evidence of

Causing Cell Lysis)

— Acute Systemic To()_(rlig:)y Non Toxic
.Y .. :
5.. Intracutaneous TOXICIt}f No T eEue Reaction
i = (T13):
- - Mutagenicity / .
L ) = Genotoxicity: o TELELT:
% = ¥ i i T
Ssheffield Analytical Services UsP Muscle Implantation | (o
Report No. 05002/02 Issued: 04/07/00 Extracts (T14): ON-INLEALIEY 10 MESCSY! 1Ssue
DATE-S/N REFERENCE ELEMENT RESULT METHOD Hem°|y5i5: Non-HemOIYtgllOg%mpatlble oy
13/06/00 IMPLANTANIUM Ni Elution | ------ Elution
0071 ~Ball <0.1 Test
~Hoop <0.1 Zirconium Nitride
Fass Biocompatability:
(Tripartite Protocol for Materials
DATE-S/N REFERENCE ELEMENT RESULT METHOD That Experlence BOdy ContaCt):
; ; N Non Sensitising (No Delayed
13/06/00 Ti BARBELL Ni Elution Elution .
0074 ~Ball <0.1 Test SENSIIEAUIONE Dermal Contact Sensitisation)
~Bar <0.1
Pass L Non-Toxic (No evidence of
Chtiimieity Causing Cell Lysis)
. Acute Systemic Toxicity [
3 DATE-S/N REFERENCE ELEMENT RESULT METHOD (T12): Non Toxic
13/06/00 Ti RING Ni Elution | ------ Elution e
e Ringy/Hoop g oy Intracutaneous Toxmt)f No Tissue Reaction
Pass (T13):
Mutagenicity / -
Genotoxicity: RNoTghiitagenic
Elution results reported as microgrammes/cm2/week.
Note: tested to BSEN1811 including BSEN12472. i
U Fluedlle Implant_?_tllz)r] Non-Irritating To Muscle Tissue
Signature: C D Jarvis :
£ H Hudson r .| Non-Hemolytic, Compatible with
emolysis: Blood
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Introduction



