Fineiech

Finetech’s Syringe Filter
Advantages

Finetech Research and Innovation Corporation =



1. Produced in class 7/10,000 clean room environment to ensure the O X
product’s cleanliness and to prevent contamination.

2. The inlet and outlet meets the requirements of ISO 594-1. The tight
connection between syringe and filter prevents any leakage.
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3. Number on filter housing for traceability and quality control.

4, Compliance with 1SO13485 to ensure standard production process
and management.
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5. Patented drainage design of outlet that makes the liquid flow easily.

6. 25mm syringe filters available with double/triple layers for filtering
samples with high solid content.

7. Syringe filter does not contain plasticizer.
8. Filter housing made of medical grade (USP Plastic Class VI) PP.
9. HPLC extractables tested against Millipore’s syringe filter.

10. Residual volume test meets international requirement.
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11. Burst test greater than 5 kg/cm?Z.



1. Produced in Class 7 Clean'Room
(Fed. Std-209E Class 10,000 Equivalent)

ISO 14644-1:2015 Cleanroom Standard

Class Maximum Particles (/m?)
1SO14644-1 | Fed. Std-209E 0.1 ym 0.2 ym 0.3 ym 0.5pum 1.0 pm 5.0 pm
Class 1 10
1. Clean room
Class 2 100 24 10 .
Class 3 Class1 1,000 237 102 35 e nVI ro n m e nt
bt | cuf| wm| wn| wm| m| prevents dust and
Gosss | cassio0 | 00000 | 2700 | 1020 | as0| em hair contamination.
Class 6 Class 1,000 | 1,000,000 | 237,000 | 102,000 35,200 8320 293
Class 7 Class 10,000 352,000 83,200 2,930 2 R e d u C e S a rti CI e S
Class 8 Class100,000 3,520,000 832,000 29,300 | . p
especially from the
Class 9 35,200,000 | 8,320,000 | 293,000

Start Time: 2019-07-03 13:00:53
Start Time: 2019-07-03 13:20:22

outlet of the filter,
which will protect

Location  Status Ts;n“;‘ilslti) Times  0.3um |0.5um | 5.0um  Unit
1 OK 60 1. 235000 |58300 | 9890 /m3 columns from
2 0K 60 1 214000 |55100 | 6710  /m3
3 oK 60 1 209000 30400 | 4240  /m3 da mage
4 OK 60 1 286000 |48400 | 8120  /m3
5 OK 60 1 346000 [138000 | 28300  /m3
6 oK 60 1 135000 |14500 | 1770  /m3
7 OK 60 1 167000 |31800 | 6000  /m3
8 OK 60 1 215000 |57200 | 14800 /m3
9 OK 60 1 251000 |53000 | 8480  /m3 &
10 OK 60 1 208000 [52600 | 5300  /m3 o
11 0K 60 1 364000 [102000| 13800  /m3
72 OK 60 1213000 [45200 | 7420  /m3
13 OK 60 1201000 |60000 | 2120  /m3




2. Complies with ISO,594-1

» Inlet and Outlet connects tightly with syringes and needles.
Meets all the requirements of ISO 594-1 (6% Luer)

(*Luer locks are used in a variety of medical devices and drug delivery applications)
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Disadvantages of not compl
ISO 594-1 :

1. Difficult to conform to
internationally standardized
: > components and instruments.

Lower quality brand

L ~~ | 2. Easy to leak and lose'sample
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3. Solvents can also spray
the inlet, putting the o
risk.

Finetech Filter Lower quality brand




3./Syringe Filter'Housing QC'Number

* Easy for tracing back and
quality control management
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5. Patented Drainage Design of Outlet
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Drainage
Design

Allows liquids to easily flow out,
lowering the “Hold-up Volume”,
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6. Double Layer Filter Design‘(DualTech)

Layer 1
Glass prefilter(GF)
downtolum

La er2

Membrane filter
Nylon, PVDF, PTFE, etc.
Filters down to 0.45 pm or 0.2 pm

* Increased filter durability.
« Filters high particulate samples.
» Higher volume throughput.




6. Triple Layer Filter Design.(TriTech)

Layer 1
Glass prefilter(GF)
pore size from 1-10um

Layer 2
| Glass prefilter(GF) Eaver2

down to 1 um

Layer 3

Membrane filter

Nylon, PVDF, PTFE, etc.

Filters down to 0.45um or 0.2um

« Able to filter samples with much higher solid concentrations.
« Increased volume throughput over dual layer and other filters.



/. Plasticizer (Phthalate) Test Report

MMk K (Test Results)
043X I {2 (PART NAME) No.1 St (MIXED ALL PARTS)
R B o T ER: 2 B (% 3
(Test Items) (Unit) (Method) =R (Result)
‘ (MDL) No.1
% / Phthalates
ME—FRPREALTSES 7/ BRP (Benayl ™ 0.003 n.d.
buty! phthalate) (CAS No,: 85-68-7)
ME_TFPR= (2:235Z %)% / DEHP - 0,008 n.d.
(D - (2-ethylhexy!) phthalate) (CAS
Noax 117-81-7)
ME=—FR=—RM48 / DIDP (Di- %= 0.01 n.d.
isodecyl phthalate) (CAS No.: S REN Y372, A MBHA/N
26761-40-0) iR, / With reforence
ME=—PMR R 8 / DINP (Di- » to EN 14372. Analysis was 0.01 n.d.
isononyl phthalate) (CAS No.: performed by GC/MS.
28553-12-0)
ME=PR-EFS / DNOP (Di-n- n 0.003 n.d.
octyl phthalate) (CAS No.: 117-84-
0)
AER —PH —Tas / DBP (Dibutyl % 0.003 n.d.

phthalate) (CAS No.: 84-74-2)

M ik (Notae) :
1. mglkg = ppm : 0.1wt™ = 1000ppm
20 n/d. = Not Detected (Ai#rk)

3. MDL = Method Detection Limit (7R iR
RS ONREERPMARARSHR I RUS THRSHUSRTFAARTUHRE-—HNTOSE.
(The samples was/were analyzed on behalf of the applicant as mixing sample in one testing.
results wan/were only/ given as the infermality value.)

The above




8. Medical Grade PP Material Certification

Confidential ‘ Lab No. 07T_41446_11
TCLVI_EO7 ~~ P.O.No. 75708007

B Test Facility: NAMSA
C.F. Tsai 6750 Wales Road

Formosa Plastics Corporation Northwood, OH 43619

1 Hsin-Hwa 1st Road
Lin-Yuan Village
Kaohsiung Hsien,
Taiwan

REISSUED REPORT

CERTIFICATE OF COMPLIANCE
USP BIOLOGICAL REACTIVITY TESTS, IN VIVO

USP PLASTIC CLASS VI

Test Article: Polypropylene Pellets, YOUNGSOX 5090T
ID No. See Test Article

USP Systemic Toxicity Study in the Mouse: The test article was prepared as indicated below and injected into mice.
The saline, alcohol in saline, polyethylene glycol 400 and sesame oil extracts did not produce a significantly greater

systemic reaction than the blank extractants.

USP Intracutaneous Toxicity Study in the Rabbit: The test article was prepared as indicated below and injected
intracutaneously into rabbits. The saline, alcohol in saline, polyethylene glycol 400 and sesame oil extracts did not
produce a significantly greater tissue reaction than the blank extractants.

USP Muscle Implantation Study in the Rabbit: The macroscopic reaction of the test article, implanted in rabbit
muscle for 1 week, was not significant when compared to the USP negative control plastic.

The test article was prepared at a ratio of 4 g:20 ml and extracted at 70°C for 24 hours. The test article extracts met
the requirements of a USP Plastic Class VI.




9. HPLC Extractables Test:

Finetech vs M, Brand Report
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Nylon0.2um

10. Finetech and Millipore Volume Residual Test
Sample 1 Sample 2 Sample 3 Average
Product Company Residual Residual Residual Residual
Volume (mL) | Volume (mL) | Volume (mL) | Volume (mL)
33mm (Hydophilic) -
PVDF0.22um Millipore 0.0558 0.0581 0.0443 0.0527
25mm (Hydophilic)
PVDFO0.2211m FT Brand 0.0857 0.0933 0.0889 0.0893
25mm (Hydrophobic) -
PTFEO.22um Millipore 0.1272 0.1443 0.1103 0.1273
25mm (Hydrophobic)
PTFE0.22um FT Brand 0.0555 0.0596 0.1645 0.0932
33mm (Hydophilic) | 0006 |- 0.0850 0.0912 0.0677 0.0813
Nylon0.45um
25mm (Hydophilic) | e grang | 0.0509 0.0760 0.0614 0.0658
Nylon0.45um
33mm (Hydophilic) | 4i0re 0.0928 0.0942 0.0738 0.0869
Nylon0.2um
25mm (Hydophilic) | crgrang | 0.0584 0.0743 0.0876 0.0734




11. Burst Test

*Qur syringe filters can
withstand 5 kg/cm? of pressure
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