EENAKTREDRBAE(YR)

Pre-clinical Testing Guidance for Piston syringe(Draft)
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AERIAR GRE TV RFLPUE R Y A F 3 & 5% %;‘1%?(%9}* ISO-8537)~ pLad &
ﬁ%*ﬁ%?‘kf%ﬁ%@’ﬁﬁﬁ‘ﬁ*ﬁﬁﬁﬁ?%*iuﬁw SR SN S1R L ERER g
B bR - BB LT e (Kit) BEFH THEELA R
AAE SR KPR R RS - Tt o

LS € 3 ?% BH2 2 F o2 0L &5 (regulation number) 2 g (Identification)
J.58607% % 7% i1 & F (Piston syringe)
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EH A ":“34-33?]?1’?2 A~ R R A

=~ A K4k 2 4 (Product description and specification)
1.3 312 4 H 4 (Physical Specifications)
(1) = <+ (Dimensions) : jistF *F FkF XHE R > #iL }'fﬂi??ﬁ&% WERFHRPFEIBFLFLERE -
(2)7f ¥ (Nozzle) : 255% (type : 4rluer-lock - slip tip ~ eccentric) ~ = <t (dimensions) -
(3)% B &7 (Marking) : %] & 2+ - (graduated scale) ~ %] & & =% (positionof scale)~ % & = £ & (length
of scale) ~ % & & ##cF (numbering of scale) -
(4)i2 /% ®|(Lubricant): & & (identity )~ i* & %= = (chemical composition )~ix 5 7 % & B /% 7 £ £ (amount/cm?)-
(5)*t ¥ (Barrel): # ™ & (transparency ) °
(6)# rz 42 (Accuracy ) : iEi% R4 i mr s o
ME T -
2.1 B8 4 R4 (Chemical Specifications)
(1) 5 (Material ) °
QFz 7 RBERELFZ A S AR FREGPFAEFZ AP URPFHFTHRIETEHFE - &
BB EREFLPFETNE FHEES
RHE v -



T~ % 2 RS T 42 (Safety and performance data)
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1.2 340 % 3%
( Biocompatibility )

(1)imrz & 4 (Cytotoxicity) -

(2) 8 #c ¥ 5% (Sensitization) -

() 1 s & £ P # j # % (Irritaion / Intracutaneous
reactivity) -

(4 & 14 M3 5% (Acute systemic toxicity) °

(5)s ;% 4p 7 1432 5% (Hemocompatibility) °

ISO 10993-1(2009) >’
I1SO 10993-4(2002)
I1SO 10993-5(2009)
I1SO 10993-10(2010)
I1SO 10993-11(2006)

2. & H(Sterility)

i 7 7 g 2 (Sterilization valication) i 7 i SAL(Sterility
assurance level)- ] >+ 10°

iz 1SO17665-1(2006) ~
1SO11135-1(2007) %
1SO11137-1(2006) -
1SO11137-2(2006) -
ISO11137-3(2006) i& 7 j=
o

3.#.m (Pyrogen)

i b FEL AT

4.:% % B 35 (Cleanliness)
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ISO 7886-1:1993/
Corrigendum 1:1995

5.4 &% (Ink)

AWFEEEIZHEFRRTEER o

EP5.0®

6.4 it Fipk e ki3 IR
% (physicochemical tests or
water extraction tests)

(1) A 7% *t g8 ( Appearance of solution ) -

(2) pH s (limits for acidity or alkalinity ) -

(3) £ 4 Hi#s% (limits for extractable metals) -

(4) B R {24 F325% (Reducing substances) e

(5) 7Z# 7 ¥ % (Nonvolatile Residue) -

(6) % *9# %% (Residue onignition): % (5)# E%H % %
<5mg PFE JEH T o

usP 30

ISO 7886-1:1993/
Corrigendum 1:1995
EP5.0

7. B AE% (Lubricant)

g% pFA (B3 % 4 (Siliconeoil) FAP F o

ISO 7886-1:1993/
Corrigendum 1:1995
FDA Guidance %’
EP 5.0

8. F % #F Bk (Freedom
from air and liquid leakage
past piston)

(V)% 7 kR -
(2)i% A B R B o

ISO 7886-1:1993/
Corrigendum 1:1995

QR G AR E EAE

(D% R 7 5L 535 B & 40 BAR 8 2 322% (Tolerance
on graduated capacity ) -

Q)% B ey BE 4 4p &% (Graduated scale ) »

R FFAE R P &M ARE (Barrel)

(4);e %87 F 7 B 3F% (Deadspace) -

ISO 7886-1:1993/
Corrigendum 1:1995

1078 aie s

( Piston/Plunger assembly )

(1)7= % hf & 4 (fiducial line) 22 F & %] B 4> A pk >
ARG FEG Bk LR B EAPBARE -

(2)7& 3 82 7 2 dp % k3 14 £ 4p MR (Fit of piston in
barrel ) -

() A F L+ & p b HEE (fiducial line)

ISO 7886-1:1993/
Corrigendum 1:1995

13.7 % (Nozzle)

Flta 4255 (Conical fitting ) 73 & Fvf o e 2> 28 T2 42 5 2R
. JF 1 £ 1SOB94-1+ %1 5§ 5 4% 5% 428 ( Locking fitting )
HFE R+ & 1SO594-2 -

ISO 7886-1:1993/
Corrigendum 1:1995
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(1) 1SO 7886-1:1993/ Corrigendum 1:1995, Sterile hypodermic syringes for singe use - Part 1: Syringes for manual

use. (General Plastic Surgery/General Hospital )
(2) Guidance on the content of Premarket Notification 510(k) submissions for piston syringes (1993)
(3) European Pharmacopoeia 5.0 : sterile single-use plastic syringes ; 01/2005:30208
(4) USP 29 : Biological reactivity test ,in vitro p.2525 ; Biological reactivity test ,in vivo p.2526 ; Physicochemical

tests-Plastics p.2657

(5) 1SO 10993-1(2006) Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk

management system




