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To who it may concern

Purebeau T needle System

Needle type
Art no.:

material:

length of the needle:

classification:

quality checking mode:

material:
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Quiality check report

Berlin, September 23™, 2015

- hygienic safety run back protection system

T ( round) and TF (flat)

6322.001, 6323.000, 6323.001, 6323.003, 6323.003TO, 6323.005 T
—round 6324.003, 6324.005, 6324.007 T - flat, 6326.003, 6326.005
come with run back protection as described in our handpen
instruction sheet attached. We carry double protection and with
using the run back protection needles there is no leaking into the
handpen driving section or abroad.

stainless — steel CrNi

needle diameter of one needle 0,35

50 mm

lerT 90,35 ca.0,05 g
2erT 90,70 ca. 0,13 g*
3erT/TO 20,79/ 0,70 ca. 0,19 g*
SerT 20,86 ca. 0,26 g*
3er TF ?0,35x 1,05 ca. 0,19 g*
S5er TF ©0,35x1,75 ca. 0,26 g*
7Zer TF ?0,35x2,45 ca. 0,37 g*

*Data could slight deviate

control the diameter of needle as noted
as well as the weight.

always CrNi
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Packing: sterile packing of 6171 gr + PE
needles single packed per 20 pieces/ packing, cardboard

Quality checking report: All needles must be packed accordingly and bear a
production batch control date. The sealed package must be
sealed and not open at any side. All needles must be packed
into box at 20 pcs each.

Check the seal , the batch dates and the closed packaging.

Sterilisation: EO —gas
Sterile date correspond the last 4 numbers the imprint xxxx ABCD
AB month
CD Year
Sterilisation will documented by the producer as follows per
batch:

The sterilization is done with EO-Gas sterilization at 22-24 C at 75% EO Gas and 90%
CO2. The period of time is 7 hours at 35 % relativ air moisture. After this step the EO Gas
is eliminated through compulsive vatinlating for 2 hours.

Quality checking report: Please check the seal, the batch dates and the box. If all
marking of the batch and the sealing is okay, then the quality
is met.

Purebeau Needle Tip System
Art. 6320.050- 059 , 6322.057, 6326.057, 6318.051/3/5/7 are out of medical
PE, manufactured to guide the needle precise and control the pigment flow.

Packing: sterile packing of 6171 gr + PE
All tips packed per 20 pieces/ packing, cardboard

Quality checking report: All tips must be packed accordingly and bear a
production batch control date. The sealed package must be
sealed and not open at any side. All tip must be packed into
box at 20 pcs each.
Check the seal , the batch dates and the closed packaging.

Sterilisation: EO —gas
Sterile date correspond the last 4 numbers the imprint xxxx ABCD
AB month
CD Year

Sterilisation will documented by the producer as follows per
batch:



The sterilization is done with EO-Gas sterilization at 22-24 C at 75% EO Gas and 90%
CO2. The period of time is 7 hours at 35 % relativ air moisture. After this step the EO Gas
is eliminated through compulsive ventilating for 2 hours.

Quality checking report: Please check the seal, the batch dates and the box. If all
marking of the batch and the sealing is okay, then the quality

is met.
Purebeau Catridge System
Art. 4711.001, 002, 003, 005, 007, 009, 020
material: stainless — steel CrNi

needle diameter of one needle 0,35

length of the needle: 50 mm

classification: lerT 20,35 ca.0,05 g
2erT 90,70 ca. 0,13 g*
3erT/TO 90,79/ 0,70 ca. 0,19 g*
SerT ? 0,86 ca. 0,26 g*
3erTF ?0,35x 1,05 ca. 0,19 g*
S5er TF ©0,35x1,75 ca. 0,26 g*
7er TF ? 0,35 x 2,45 ca. 0,37 g*

*Data could slight deviate

quality checking mode: control the diameter of needle as noted
as well as the weight.

material: always CrNi, Cartidge body PE — med.

Packing: sterile packing of 6171 gr + PE
needles single packed per 20 pieces/ packing, cardboard

Quality checking report: All needles must be packed accordingly and bear a
production batch control date. The sealed package must be
sealed and not open at any side. All needles must be packed
into box at 20 pcs each.

Check the seal , the batch dates and the closed packaging.

Sterilisation: EO —gas
Sterile date correspond the last 4 numbers the imprint xxxx ABCD
AB month
CD Year

Sterilisation will documented by the producer as follows per
batch:



The sterilization is done with EO-Gas sterilization at 22-24 C at 75% EO Gas and 90%
CO2. The period of time is 7 hours at 35 % relativ air moisture. After this step the EO Gas

is eliminated through compulsive vatinlating for 2 hours.

Quality checking report:

Please check the seal, the batch dates and the box. If all
marking of the batch and the sealing is okay, then the quality

is met.

Berlin, September 23", 2015
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