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Test Article Code:

HEBH
Instructions:
Fill in the form as completely as possible. Submit the form along with sample analysis will be delayed if form is not complete.

This form is only used for BIOCOMPATIBLITY testing.
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ZfE 8> (LIEBE) Sponsor Information

ZEHEHAL{S S Sponsor #13&% 15 5 Manufacturer
TR i3
Sponsor Manufacturer
ik otk
Address Address
3 2 R AE R

O3 OAREL
2 REL
k& ANf5 5 Contacts Information
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Contacts Telephone
E-mail itk

JFE{5 2. Billing to:

Fi%¥id's VAT JFF44T Bank
ival S R HbE, AR
Bank Account Add. & Tel.

PSS (BETE) Test Article Information (Please use the exact wording you want to appear in the final report.)
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Test Article ID Model/Size
(TR I
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LOT
EAE e (EETypE
Quantity Package Material
R .
TR
Test Article
Solubility
Material
FasE R TER O [Efk Solid O ¥tk Liquid O K Powder O
Stability Physical State HAth Other
B FEMARAT 51 O =i Room Temperature O K Cold Storage (
Density Storage Condition C) DOHAth Other
KRS ) - )
O 2K, KB/ Sterilized by: O AKE Non-sterile
Initial State
. O EFIE FERREAR AR S Rz Hie—ANH, WA RRESRIGIEA R EN)  Destroy and discard
HA
O SBE, WAEMRE AR (FAEPGL) Return untested samples to sender (Freight Collect)
Sample Disposition
O B, st A A IS R B (FRZRFEPLE 37D Return all samples to sender (Freight Collect)

FERBEER (WRAALASHRFELEFEBAHE, FEMNKRGEHHEAR, MI&HSEERKEE) Sample Preparation Requirements

O REXTBAURE R, Lingnfait, HARIEA KT Only for tests that must be sterilized, eg. cytotoxicity.
O ARG FHE KFEAE Al the tests require pre-sterilize processing.

AR BEFE L AT Ak O s EARKH, C 4% High pressure steam sterilization, C mins
pid Pre- O ks Alcohol disinfection
treatment of non- O L4MRS, e Uy, mins

sterilized samples O 4EIRKTH kGy(PtH 5548, FAWIEA)  Co 60 kGy (Additional cost)
O W& Z%E BO BRH AT, FAAE)  EO (Additional cost)
O Other

Eizpe el A O A¥E&E Not specified
Test site O e CINTRIECIR, VIR IECHIR)  CRAFE T/ BEHL/AR & AL B KL Please specify

FEAIRHEELR Preparation for the Final Extract

O FTH surface area cm? O &E&E weight g BB R IR LR, (NERER AT ER, %
R FIRHE Surface area includes the combined area of both sides of the sample and excludes indeterminate surface irregularities. When
T i 1) 2% K A surface area cannot be determined due to the configuration of the sample, a mass/volume of extracting fluid shall be used.

To be Prepared by (i FERRRIBALRERRTR T, ERERIRRR, REFEY 600cm? K, Fiid 50cm?, FEMBORIREA 100 5; EF
HERE, HHESHET 30gK, S 10g, FEMBRIERA 200 8. )

Extraction of large samples (surface area is over 600cm? ) incurs additional media charges.

O6cm?: 1 ml 002g:1ml
R
O3 cm?: 1 ml 00.1g:1ml
Leaching Ratio
O 1.25cm?: 1 ml O HAth other
RS MEHNEE R T Bacterial endotoxin test 0O37°C 1h O Ath other
Extraction AU EEIRKE  In vitro cytotoxicity test O 37°C 24h
Conditions HABA AR 2R Y Other bio-compatibility tests ~ [037°C 72h 050°C 72h O 70°C24h O 121°C 1h O HAth other
REER* (LEIFHD Service Info.
it Fig O FDA vt O CE A O NS NMPA O MB4h# Quality supervision sampling O iR
Report for Evaluation test 00 ZHTAH Commissioned inspection O FAth other
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W R N
OGLP O 9k GLP o GLP KL A (+430%)
Regulatory
GLP report will incur a 30% surcharge.
Treatment
TN
O BTMSIHR T single report O &35 consolidated report
Report format
E{- 4=y A
Report Accredited | 00 CMA O CNAS O T#triA None
by
O {XH3C  Chinese only O X33 English only
REES
O 133 both Chinese and English O A <h Results only (no report)
Rerpot lanuage
BRI COE RS K S A L WA (+3%)  Bilingual reports will incur a 3% surcharge.
B ens RN & E AU, MR ITR B S, ME SR 10,
X WEINAAMER . TR T 200 EEAY (CEE 6%MIBIEELD
i Hst ) B ) o - B o
A 1. BHRE A AR AL IR K EASE . WS PR EGSNEAR, Rhbre A I H WO 2 .
Report copy
2. AR W EAETRATE R MRS B ST A AR S 2
One paper report only. The additional report copy incur surcharge.
e RT3 O (K Ot

RITRE (EYHAEE. ey, AERIE) URASHEASRELEEIHE, BRNBERABHHEAR, hII14HEFEBIEFEES) Testing

Fa5 RIE A4 FK Testing K4 Standard K 7732 Test Method {145 ¥.4%"5 Task No.
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ZHEITHiN Sponsor: H# Date:

ARAEE (WABHBMRLTEAREE) SSMT will fill in the following section.

LGN et 39

FEAIRES O 5edr m e O HErg
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PN
THEHN (IFERMFIEARES)
ol FE55 5t TEE TR e
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