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Guidance for Pre-clinical Testing of Intraocular Lens
112.02

[P ]

1. 2pIFAE '4‘*!&'*‘?% EHPMAEASAKERE  RADREERWTRZEFED 22
BRI TRAEBIENTHLEL  FARHIARERY FE AR EAMER - Ul
FE AR RASRE M2 2al RARERETE (§ 40 RGE2 /2 RE ER
EDER ¥ o

2 ARPAFRBAGFL S TR MPHFRp AT &> BRI A DA FAFRL
RBEF 2 FAEARMRESZHNH  BRARP LI 2HI AN TRUSEFRY

ARIBAEHAD 2% BTG (FREPRBZ/ATRRER) TH FARBAFR
TH L AT

3. A DRBTEES BRHFRE (FLRABAI 2 LRPR2 EHTRB) 22 - ALK
XY SRR E X

4 R FFALFLARBAL > BEHEN P REPFETREL > UBIAS PP &
TEWEFAARZEREHN o

5. A ARB A RBRAESAAL R B AT REY o d AU EFp FHTRE S ot
RHARSZA ST 3 AR RUBEF T2 R REF > BRIN Y RELE
B4R WP 3T AR B3 -

6. W EHR* L RPE 2R dpRBRAEYIRIE IR L(DEEREE > Bl
EHRE ZEFR QW3 SRR BRRHUSEF R 22 PH Y REPE IR
3P % VLR SRR R k¥

T. 4R 3 F TR B3 BLSRA T HRFRE S UL EFF SRATRFREFRIE

-~ A AEET 2 Fof BH P F(Scope)
AR H 3T & 8] 4 1K § #(Intraocular Lens - IOL) o A& A 7 3§ # 2 & 55748 » $» & {5 47

(corneal implants and transplants) % H 5 p% %48 » $= o

I RREGE FREMZ #2 AR 2 £ £ ¥4 5 %E (Regulation number) 2 # #%|(Identification)
N4 538 P M.3600 X 1 -k %% (Intraocular lens)

R%E% 3
& W‘*l*%ﬁ?ﬁﬁﬁ%%ﬁﬁ’?*%ﬁkﬁ$%% PR - &%éﬁﬁé W4

= ~ A 54t 2 4.4 (Product description and specification)
&5 = 548 1 R & By % B (Power) ~ $7% & #ic(Cylinder power) ~ #7356 #ih & (Cylinder axis) ~ 3¢
v & #ic(Addition power) ~ # 48 © j(Overall diameter) ~ £ & % & jZ(Clear optic diameter) ~ 448 %
<t (Body dimensions) ~ _i>3t ® j% (Positioning hole diameter) ~ % %‘%f’:}f—@ % (Vault height) ~ 4¢ #
% % (Sagitta) % 4 2 % 3F = Z (Tolerance) g » % = it e 2 &L 7 B HERIIE -

1



2.8 M P H 48(Monomer) ~ % F|(Crosslinking agent) ~ 42 4:#|(Initiator) ~ % *F sk & jc
A|(UV absorber) ~ 45 g ¢ 2 2 ¥ ¢ &|(Color additive) F 4 % = (> 2. 7 £ (& &) »

AR CESAE R AR B PN ERTERD cFI AN RAIS S KM

4, F=iv 1 0 378+ 5 (Refractive index) ~ % 3# 7 1% 5 (Spectral transmittance) & o

S.* 3N R R EIEEEHE -

T~ % 2 F N % T (Safety and performance data)

BB

B~ T RE R RE TP

>

S

W

2

L2 3 4p % 1238 %
(Biocompatibility test)

(1) fmre & |35 (Cytotoxicity)

(2) 18 #73# % (Sensitization)

(3) # F1& {23# 5% (Genotoxicity)

(4) 223048 » B 3R E &35 (Local effects of non-ocular
implantation test)

(5) P3R4 » 25 (Ocular implantation) : % 4p F Rl e JE /&
€ ® 0P RE 42 (AePMMA) » 024 B TR TR 2 8
PEIL2h k J N o

- ISO 11979-5: 2020 V
- ISO 10993-1: 2018 @
- 1SO 10993-3: 2014 ©®
- ISO 10993-5: 2009 @
- ISO 10993-6: 2016 ©
- ISO 10993-10: 2021 ©
- ISO 10993-12: 2021 O

2.7 FFET
(Sterilization Validation)

s i& {7 % F)# 7 (Sterilization validation)#z % SAL(Sterility
assurance level)-|- >10° > i & & 7= SR8 o

R E S ER
I

W

&
L
v

- ISO 17665-1: 2006 ®

- ISO 11135: 2014/Amd 1:
2018 ©@

- ISO 11137-1: 2006/Amd 2:
2018 (1

- ISO 11137-2: 2013/Amd 1:
2022

- 1SO 11137-3:2017 U2

RNE S &3

Biivp 32 2 E@E%LALtest) P F 2 7 & 7 (T4
0.2EU/device °

- 1SO 11979-8: 2017 1
- FDA Guidance (2015) 19

(Endotoxin test) C ik k REFL R
(1) & jsc & 3 B~2_ ¥ % P~ 4~ (Extractables by exhaustive * 1SO 11979-5: 2020 )
extraction)
4.4 T8 (V8 H (2) ¥ % 21 4 (Leachables)
(Physicochemical (3) -k f#4& =_|#(Hydrolytic stability)
properties) (4) * #& T_& (Photostability)

(5) #7eds 7 b2 4% T4 (Stability against Nd-YAG laser
exposure)

5.7 i ik
(Performance test)

(1) & < . #(Dimensions) :
Jo#% R B j% (Overall diameter) ~ L% £ 8 % 2 /&
(Clear optic diameter) ~ 448 ¢ <} (Body dimensions) ~ %_
=34 2 jZ (Positioning hole diameter) ~ & 45 %ri 78 3
(Vault height) ~ 4% % & % (Sagitta)

(2) & & # 4 (Optical properties)

i. /Ay 5% & (Dioptric power) : 3% & A & & (Spherical power)
[F142 Ay & & (Cylindrical power) ~ Fl41#h(Cylinder axis)
if 4¢ Ay 56 & (Addition power)

ii. & & (Image quality) © & 4% i %47 > 5 (Resolution
efficiency) 2 3 # 4% 3% I #ic & (Modulation transfer
function value, MTF)

iil. 6 3 7 # 5 (Spectral transmittance)

iv. A2 V¥ * Ak & # Fl(Lens in the extended power

- ISO 11979-2: 2014 19
- ISO 11979-3: 2012 19
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range) -
EA R KR DR A 3 434D 0 B T e Ag w
WA R PRI 2R F BT PRS-
() BT
i. 4t ¥ < B4 (Optic decentration)*
ii. 4.6 ¥ 4L (Optic tilt)*
iil. 3 A5 4 $F9rFd 3 & (Loop pull strength)
iv. # e ¥ @t * 4 (Dynamic fatigue durability)
v. % % % AR5 14 (Surface and bulk homogeneity)
vi. & %4 (Compression force)*
vii. B¥5+ % % (Compression force decay)*
viii. /B Sgfhe i 4 (Axial displacement in compression)*
ix. #f¥ % (Angle of contact)*
X. 7 f‘ 7% (Preloaded) K & 8 R 315 38 8p /i1 ~ B3
(Folding/injection testing) °
Xi. w5 4B~ Fok S R ¥ i (7 B I 4 47 (Clearance
analysis) > 3= &85 £ o 1 & 2 FEAR o
a~ o m 54E 2 48 r sV Al 4R (Phakic IOL) & ¥
FEEAN S A G I &k (Crystalline lens) 2 §E

b~ d @ 54 0 Ak A ANHDE £ 3 434D2 4 1
KSR AT D A R R AR R R R )
Eﬁ%ﬁ;{*@.ﬁ};% BIERFER

Xii. # & 3% 4 1 -k & 48 (Accommodative IOL) & ¥ 7= % &

* ST A SAEBR TR S R e Ak

ﬁ\ IM, °

% 48~ 7K & 8 (Anterior chamber lenses) & ' B+ &

I BREEAEEFNI FREFRP 2R .
6.% TP el ER N deid LR R o - ISO 11979-6: 2014 (7
(Shelf-life test)

D =y

~ 22 ffle(References)

. ISO 11979-5: 2020 Ophthalmic implants — Intraocular lenses — Part 5: Biocompatibility
. ISO 10993-1: 2018 Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk

management process

. ISO 10993-3: 2014 Biological evaluation of medical devices - Part 3: Tests for genotoxicity,

carcinogenicity and reproductive toxicity

4. ISO 10993-5: 2009 Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity

. ISO 10993-6: 2016 Biological evaluation of medical devices - Part 6: Tests for local effects after

implantation

6. ISO 10993-10: 2021 Biological evaluation of medical devices - Part 10: Tests for skin sensitization

. ISO 10993-12: 2021 Biological evaluation of medical devices - Part 12: Sample preparation and reference

materials

. ISO 17665-1: 2006 Sterilization of health care products - Moist heat - Part 1: Requirements for the

development, validation and routine control of a sterilization process for medical devices
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9. ISO 11135: 2014/AMD1: 2018 Sterilization of health-care products - Ethylene oxide - Requirements for the
development, validation and routine control of a sterilization process for medical devices — Amendment 1:
Revision of Annex E, Single batch release

10.ISO 11137-1: 2006/AMD?2: 2018 Sterilization of health care products - Radiation - Part 1: Requirements
for development, validation and routine control of a sterilization process for medical devices - Amendment
2: Revision to 4.3.4 and 11.2

11.ISO 11137-2: 2013/AMD1: 2022 Sterilization of health care products - Radiation - Part 2: Establishing the
sterilization dose - Amendment 1

12.ISO 11137-3: 2017 Sterilization of health care products - Radiation - Part 3: Guidance on dosimetric
aspects of development, validation and routine control

13.ISO 11979-8: 2017 Ophthalmic implants — Intraocular lenses — Part 8: Fundamental requirements

14.Guidance for Industry and Food and Drug Administration Staff: Endotoxin Testing Recommendations for
Single-Use Intraocular Ophthalmic Devices (2015)

15.1SO 11979-2: 2014 Ophthalmic implants — Intraocular lenses — Part 2: Optic properties and test methods

16.ISO 11979-3: 2012 Ophthalmic implants — Intraocular lenses — Part 3: Mechanical properties and test
methods

17.ISO 11979-6: 2014 Ophthalmic implants — Intraocular lenses — Part 6: Shelf-life and transport stability

testing



FRA2ANBFEVRERET A STREPRIBAE
Guidance for Pre-clinical Testing of Contact Lens Care Products for Soft and Rigid Gas
Permeable Contact lens

112.02
[r]

1$ﬂ$%$*ﬁm§%$ﬁﬁﬁﬂz&§$”%% Ten v RIFERBR T HEE EFRHP 222
W AE FTRAERBIAE r#*i#’§&$ﬁﬁ$ﬂ* FEORPEAMER g ¥
FrERRRBFRASRE M2 2l RO AEHRETS (FTRADPRB2 /S RIERR)
ZFH
2APIBARRBAFZ ST THEIL RARFEPATY R 2 R{FAdA AR &
BX 2 FhARMRAERT RN 3 ﬁﬁ$a9iﬁﬂiﬁﬁﬁ 2 RUSEFRE R
BARAIIEP 2 R (FTRADRIPBE /S RAER) T Fi%mﬁﬁﬁﬂiﬁi

FT o

3REDRFETHEE BRFAR(ZERPAP LELFR2 ATy~ 32 - ARk S

e L kI

4kﬂ%#*%‘ TRIARIRE R > BN REPFEFEEL > NERASTEF R
X2z I‘ i °

5.% Iﬁzﬁjpéﬁrzlw?lpéﬁ-iﬁ 2AZFAFEATIRREY o F LUSFF P THTRE S ok

AR RS T AR **ﬁﬁ’ﬁﬁﬁ#*F*ZFﬁﬁ Rt AR B 2 g pLE 1
AR SURP TR B F o
&ﬂﬁﬁﬁﬁ*1%%*%%&*%%%&%”%%*%7k’&mgﬁkﬁﬁ,%ﬁﬁﬂ%¥
FREEFERFPO QW EFRE RRAUSEF R Z2 PH RSP FEEEHL
'lﬁ-‘ﬂﬁ FRFE AL 't‘;ﬁt
TAcd S| 34 TR B3 BL 8RR v HRERS > W FFF FRATVRFFE 7RIS

SEES -t X L?-‘% % 1 § F(Scope) *
i%ﬁﬁ**”*iﬁ}éiéﬂﬁﬁ Rt A& ¢ FREFFE A R RE
st S H - o & 5 €Mt Hik(&s )a AR IR A S o
AR F R RAF F L ¢ 7 £ 3 B(Heat disinfecting unit) 2 JE e F B i
2 RRARE TR o

S € 3 & % B B2 4 A% 2 2 4 4 5 % 3E (Regulation number) % # #%|(Identification)
D4 5738 MASII8 A iR A,E&ﬁ %13 * & &(Rigid gas permeable contact lens care
products)

# O OHIANEFEURGSEEASL RFEAE R BRLAEFANEFEUREL
o P RETF BHNEF R E Y L P ERR

N2 23E I MS928 H N EARE R T T A 5 (Soft (hydrophlllc) contact lens care products)

& ) ﬁ;‘(,ﬁ"_i’]{:]“})‘a% AP ARk A R j\f?‘/% /)a PE )Jv* S ERE IF ,;ﬁ}\( ki)

AR AL 0 2T B (R J\H)‘*" BLEF 2 g R R R R i
PR A GRR )R B E A

=~ A &4kt 2 34 (Product description and specification)

1. A &E3 A G s~ (Active ingredient) 2 H # = 4 (Inactive ingredient) # f-~ 7 £ &= F
UARTEP S < 5 1 91 LI

2. AEEARE A MY R (FAYE G TR AR E gk FR R BE AR
%’F%Fg‘%i /ﬂv‘t Iﬂé”ﬁrgxu‘/@ﬂ%ﬁ& ﬁ: /ﬂixéa&&%iéféﬁﬁfﬁ@i)°

3. A &t

(1) F* 2P i EVRE - HAIEFEURE A7 EP 2 L HMBEYHE -

(2) A& Fi%wﬁ‘;ﬁ FE o

(3) i A &2 fadk B (pH B)% % % B (Osmolarity) -

1



(4) #7E&RP

(5) RAFER2Z A& BRPEF
(6) 7 B & & 1EH|(Surfactant) 2. F 7% & &tk B3 R 4
#¢ Jk & (Micelle concentration) °
(7) FEFAL2FFASRTRRER B A BLER
RN VY il & Saib) I e %és,:ﬂ
CIT IR TR Y T
Lig®fs(P fris)iBs taRRpr 2B CaRTE -
ii. & & * ¢ {r[f]4 (Neutralization disk) » f&ix & * T #icde 2
iii. % & * % 4z % (Time-delayed tablet) > & 4% 428 ¢

BIggss PAS

4. QAP (7R R

X rMHEZE

i’* 2 '/Pﬁ’*/wfl’?;’/\wﬁ*nrrﬁ PR o

BoAGEAFEMIERRE -

;\:)o

1455 F 4L (Safety and performance data)

WA S A2 R R RSV @ % pF R (Discard time) ©
3% 4 (Surface tension)% Jr & 5 {28 fic

g h 2 PER o
% (Tablet coating) 4 & » 4o F & = & F ~

3 Bt~ 7 KRN R FRE Fd 2
(1) e ']@_(Cytotoxicity) 1SO 10993-1:2018 ©
(2) & 1P {)#ciE Bk (Acute Ocular Irritation) ISO 10993-5:2009 19
ISO 10993-10:20211D
LAFApF %R |(wA 577 ALFE2ARTIIEGG 2 A o BEE 4L T 514 $#(1SO 14534:2011 )
(Biocompatibility test) i E iRk 1SO 9394:2012 @
(1) & JRA 4 (Acute Oral Toxicity) ISO 18189:20161
) sﬁa‘( J&(Sensitization) FDA Guidance:1997 ()
(3) FEREpInA $4p 7 M3 5% (In-Vivo Ocular Biocompatibility)
BERAS BRAFASHREYTFERQHELD - FDA Guidance:1997 ¥

#£ F12(Sterility)

(1) J& i& 7 & [ £/ »< (Sterilization Validation)
Assurance Level)-] %+ 100 o
] 3% (Sterility test)

F£ % SAL(Sterility

2) # 7 R F AR FErcdR 2 2 FLER

{o

A&
FIFE

ISO 14534:2011 ®

ISO 13408-1:2008/AMD
1:2013 19

A ERETCERY
&R

ISO 17665-1:2006 (4
ISO 11135:2014/AMD
1:2018 (1

ISO 11137-1:2006/AMD
2:2018 (D

ISO 11137-2:2013/ AMD
1:20220%

ISO 11137-3:2017 (19

3.0 B i
(Chemical
requirement test )

(1)
2)

i & v = (Chemical composition) : & = 4 g% % 7 € p| %
P& i & (pH) % % 15 /B (Osmolarity) : 4e T % & 5% 5§ 1t &
REFJERY 23 REKEZ HER

W

s
E

(3) &g * &5 2 5% 4 F 14(Solution Compatibility) -
() WA &3 AEPURnE A 0 il 7 R AL R %

#% (Determination of Preservative Uptake /Release test) ©

4o g Fo 10 R g A (Surfactant) 1% & i 2§ oo A 0 R
3 »aid-Teh #ce Jk & (Cleaning Effectiveness - Critical Micelle
Concentration)3# %% °

)

(6) 4wA &7 F fx% 7 o= & > ik 7 p¥ % /% 12 (Enzymatic activity)
R ﬁllﬂé_r’t" B¥EG ?’i‘ipi')'?”’ 2_PER o

(7) 4 & & 2 7 1% & §% -k & (Hydrophobic) *& ) p% 4 3% 12 %
(Conditioning solution)i# * > & & P& E & (Wetting angle) ety

FDA Guidance:1997
ISO 14534 :2011®
ISO 13212:2014®
ISO 11986:2017 @
ISO 11981:2017®

FE*{‘F'& Lz IF-"I °




432 1R
(Microbiology)

(1) & % & »c s £ ¥ B = & (Preservative effectiveness with
rechallenge) °

(2) i} # »%it =1 (Disinfection efficiency) °

(3) HiE A &(&S) D 44 f £ (Bioburden) /& | > 100 cfu/g > * 7
Z £ % ¢ @ § I B (Staphylococcus aureus) ~ % Tk {5 B
(Pseudomonas aeruginosa) % + % 1% {7 (Escherichia coli)

4) 2B FED2 A5 REFFAET @ * pFF(Discard date) 2 3=

"
B °

FDA Guidance:1997
ISO 13212:2014®
ISO 14534 :2011®
I1SO 14729:2001/AMD
1:2010©®

ISO 14730:2014
1SO18259:2014 9
ISO 19045:201512

5.2 pE g

it (7 YRR TS B2 R

FDAGuidance:1997

(Shelf-life)

ISO 14534 :2011®
ISO 13212:2014©®
ISO 14730:2014 7

T~

1.

10.
11.

12.

13.

14.

15.

16.

17.

18.

%+ = fF‘Je (References)

Guidance for Industry : Premarket Notification [510(K)] Guidance Document For Contact Lens Care
Products (1997)

ISO 9394:2012 Ophthalmic optics - Contact lenses and contact lens care products—Determination of
biological by ocular study with rabbit eyes

ISO 11981:2017 Ophthalmic optics - Contact lenses and contact lens care products—Determination of
physical compatibility of contact lens care products with contact lenses

ISO 11986:2017 Ophthalmic optics - Contact lenses and contact lens care products-Guidelines for
determination of preservative uptake and release

ISO 13212:2014 Ophthalmic optics- Contact lens care products - Guidelines for the determination of
shelf-life

ISO 14729:2001/AMD 1:2010 Ophthalmic optics - Contact lens care products—Microbiological
requirements and test methods for products and regimens for hygienic management of contact lenses —
Amendment 1

ISO 14730:2014 Ophthalmic optics - Contact lenses and contact lens care products—Antimicrobial
preservative efficacy testing and guidance on determining discard date

ISO 14534:2011 Ophthalmic optics - Contact lenses and contact lens care products -Fundamental
requirements

ISO 10993-1:2018 Biological evaluation of medical devices - Part 1: Evaluation and testing within a
risk management system

ISO 10993-5:2009 Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity

ISO 10993-10:2021 Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity

ISO19045:2015 Ophthalmic optics - Contact lenses and contact lens care products—Methods for
evaluating Acanthamoeba encystment by contact lens care products.

ISO 18189:2016 Ophthalmic optics - Contact lenses and contact lens care products—Cytotoxicity testing
of contact lenses in combination with lens care solution to evaluate lens/solution interactions.
ISO17665-1:2006 Sterilization of health care product — Moist heat — Partl: Requirement for the
development, validation and routine control of a sterilization process for medical devices.
ISO13408-1:2008/AMD 1:2013 Aseptic processing of health care products — Part 1: General
requirements — Amendment 1

ISO11135:2014/AMD 1:2018 Sterilization of health-care product - Ethylene oxide - Requirements for
the development, validation and routine control of a sterilization process for medical devices —
Amendment 1: Revision of Annex E, Single batch release

ISO11137-1:2006/AMD 2:2018 Sterilization of health care product —Radiation — Partl: Requirement
for the development, validation and routine control of a sterilization process for medical devices —
Amendment 2: Revision to 4.3.4 and 11.2

ISO11137-2:2013/AMD 1:2022 Sterilization of health care product —Radiation — Part2: Establishing the
sterilization dose — Amendment 1




19.

20.

ISO11137-3:2017 Sterilization of health care product —Radiation — Part3: Guidance on dosimetric
aspects.

[SO18259:2014 Ophthalmic optics - Contact lenses and contact lens care products—Method to assess
contact lens care products with contact lenses in a contact lens case, challenge with bacterial and fungal
organisms.
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Pre-clinical Testing Guidance for Tissue Adhesive with Adjunct Wound Closure Device for

Topical Approximation of Skin
112.02

[#p]

1. 2pFAR '4ﬁ¢‘¥$‘$ﬁﬁﬁﬂﬁ_wﬁ FafF R RARERGTRZEFRP 22
BRI TRAEBIENTHLEL FARHIARERY FE AR EAMER - g
EFE AR RASSE M2 2l RARERETE (§ 4% RGE2 /2 RA ER
2) _L?F%}.’EL °

2. FPIHARGHREFLFYFRH RPRFRP AT R BRI ADA FAFRA
EhEE>2 %R ﬁ#‘ﬁaﬁ_&'iﬁ-ﬁilh N sﬁﬁ-f"#{""i F 2Pz HENE -Q'Lﬂla#"ﬁﬁ"b

FPBAEFHAD 2 REITER (FTRATRIBZ/ARAER) T T ARBAEMR

ZH L AT

3. RADRHBTPE BRRRE(FLABAPLERPRZ 41T 2 - RiR%E
&2 fﬁﬁﬁ%‘iﬁﬁ’ °

4. wRBFFAREEFRREAD > BRGNP EPREEREL > VEFASOET A

B2H22H5 0

5. EARERHBARNLAL FE AR AT AR 0 LU EFF FHARR bk
PBARRZFEY 30 ¥ R RUSEL T3 PREA > RRWIEM S REpE
BARR A2 SR T AR L 3 -

6. BLEEHET LR B ARBAEGAEL 2 E AR BDEFEEY > A
FHRRO B EFR Q07 SRR BRSNS E 2 AN REPF TG
FLEPERB F R R o

T A AFIRYTHT BT KL SRR T RERS WS EF T RRITRRE R R

-~ ARAEET 2 F FHF F(Scope)

AR ZGAE" 2 e BALEAE G v B KXY S HY ¥ B+ (topical application) » #-if 5
B2 LG T ARS o i * AL %ﬁ B B2 LpFE v & A< i ¢ (minimally invasive
surgery) ~ % (i % B RdZ 2 - 4454 § ¢ (trauma-induced lacerations) o gt F T 11 £ RN
E A kWS %Y (deep dermal stitches) & @ i@ * » e 2 PERHiT% o PrPLEFRLZME
HAREH WL FG o B mEG RE AL R o

ARERGFHTZRE PR L P oo Aot K (large vessels) TS 2 AR £~ A M TR 31
(dural sealants)®? p% 4 %k AL E o

N R AT TR

Zy REBFR %% BH 2 2 4RI D 4 4 %4 & 53 (Regulation number) 2 3 &%
(Identification)
2 515:14011 A R4 G A3LE % 2 ERALLAE G o F & KE (Tissue adhesive with adjunct
wound closure device for topical approximation of skin)
B ¥ 2
FOMARAR ALY L RALERE G T FERE TR LG o (F BRI E T 1]
1
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s

EROR RO §)2 36
FERHEY o Lok g

- 2
:
W@%ﬁ?ﬁﬁﬁW@$2 £ -

Z ~ A &4kit 2 342 (Product description and specification)

1. Zb& Az v & 2 < (Chemistry) : = &
S
= 18 W (product stabilizer)z it {2 F = frid & ~ =&
2_ 4+ # 12 (Material characteristics of the adhesive) : 4k /& (Viscosity)
15 (Analy51s of residual content) ~ % & (Purity) ~

WA
2. At

i 14 (Pyrogenicity) 27 & 71%(Sterility) -
3. v B EKE 2 ¢ #F(Material characteristics of the adjunct wound closure device) © ¢ &

(Appearance) ~ 11 " (Material) ~

¥ 7% § (component contamination) -

(Sterility) °

LR FEEEGRA BE k@B -

5. AR

T 22 R

14.35% 7 #.( Safety and performance data)

4 & % ¥ (deep dermal stitches) &
R

EHReS 2 PR (IR
 B_& 4=4o ] (polymerization initiator) 2. it |4 #-
SR E F R IARRE o

g R EREE N

ERH

HAL(CAS) B2 15 5 &)

¢ <} (Dimension)(4cF 74 iF 3K 3* 0 Bk Bl F % ] ) s e iE T
% #(Construction) ~ 3 # J {+(Pyrogenicity) & & 1+

s

I

RERT =~ A

B & (Moisture) ~ % F]p# i (Setting time) ~ 3 £t

BB

BN T RE A AR

\“?{r

S

1.2 f 40 % 3=
(Biocompatibility

Evaluation)

(1):m ¥ % J(Cytotoxicity)

(2)3% 47 12 (Sensitization)

(B)flgees L p 1 et (Irritation/Intracutaneous reactivity)
(4% 3 M (Acute systemic toxicity)

(5)1; & t£4# % (Subacute toxicity)

(6)12. » 1+ (Implantation)

P AL R Y 3R AR & RIH R

ISO 10993-1:2018™
ISO 10993-3:2014®
ISO 10993-5:2009®
ISO 10993-6:2016
ISO 10993-9:2009®
ISO 10993-10:2010©
ISO 10993-11:20177
ISO 10993-12:2012®
ISO 10993-13:2010

2.7 FFET

(Sterilization Validation)

FF > (Sterilization validation) i 7 i
SAL(Sterility assurance level)-] ** 10 » i & & 7= 3

ik .

A SRAE N ERG
& RpRz R

ISO 17665-1:2006'
ISO 11135-1:20071Y
ISO 11137-1:2006 ('
ISO 11137-2:2006"%
ISO 11137-3:2006'%

3R
(Pyrogen test)

44 Ji (non-pyrogenic) > J& &

A REL R T

4.7 i Rk

4 (Adhesive strength of the final

FDA Guidance(2010)"




erformance test polymerized device):4- HIES-CS TR -
(Perf ) \ dd Yook BT A2 iR B ASTM D3330/D3330M

i. #ud5s & (Tensile strength) 04(2018)16)
il. $2d2/2 fp ¥ 4 3 & (Tensile or overlap shear ASTM D3654/D3654M-
strength) 06(2019)17
iii. %] 423k ¥ 3 A& (Peel adhesion strength) ASTM D882-181%
iv. # % 53 B (Impact strength) ASTM F2255-05(2015)19
(2) Ak & &2 "% f3 % (Degradation rate): -2 5-'% f2iE42 | ASTM F2256-05(2015)20
YT ARAS o REFE L F R ASTM F2258-05(2015)2")
i. fie ™ i 4o Al(Formulation additive) ASTM F2458-05(2015)®

ii. H %8 7 % $ (Monomer impurities)
iii. *# f# & 4~ (Degradation products)
(3) A& W2 B & F & A # (Heat of polymerization
study) °
(4) B PFeEE it 4 5 %R (Strength of the skin
adjunct wound closure device component): 4% &7
P2 2T R o
1. %] 3P| (Peel testing)
il. 3% $£7p]:#(Creep testing)
iii. 473> R3# (Tensile testing)

MEBH A& RIERS EFE R PR LR (el | 2 ERBFEFRLT

5.2¢ £ 8y (Shelf life) time stability testing) 2% v i# 28 % #p :# % (accelerated shelf | ASTM F1980(2021) @¥
life testing) » & & 530§ »cdp B 2 & > 213t o FDA Guidance(2010)'9)
I ~%E= ?Je (References)
1. ISO 10993-1:2018 Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk
management process.
2. ISO 10993-3:2014 Biological evaluation of medical devices — Part 3: Tests for genotoxicity,
carcinogenicity and reproductive toxicity.
ISO 10993-5:2009 Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity.
4. IS0 10993-6:2016 Biological evaluation of medical devices — Part 6: Tests for local effects after
implantation.
5. ISO 10993-9:2009 Biological evaluation of medical devices — Part 9: Framework for identification and
quantification of potential degradation products.
6. ISO 10993-10:2010 Biological evaluation of medical devices - Part 10: Tests for irritation and skin
sensitization.
7. ISO 10993-11:2017 Biological evaluation of medical devices — Part 11: Tests for systemic toxicity.
8. ISO 10993-12:2012 Biological evaluation of medical devices — Part 12: Sample preparation and

reference materials.



10.

11.

12.

13.

14.

15.

16.
17.

18.
19.

20.

21.

22.

23.

ISO 10993-13:2010 Biological evaluation of medical devices — Part 13: Identification and
quantification of degradation products from polymeric medical devices.

ISO 17665-1:2006 Sterilization of health care products —Moist heat —Part 1: Requirements for the
development, validation and routine control of a sterilization process for medical devices.

ISO 11135-1:2006 Sterilization of health care products —Ethylene oxide —Part 1: Requirements for
development, validation and routine control of a sterilization process for medical devices.

ISO 11137-1:2006 Sterilization of health care products — Radiation — Part 1: Requirements for
development, validation and routine control of a sterilization process for medical devices.

ISO 11137-2:2006 Sterilization of health care products —Radiation —Part 2: Establishing the
sterilization dose.

ISO 11137-3:2006 Sterilization of health care products — Radiation — Part 3: Guidance on dosimetric
aspects.

Guidance for Industry and FDA Staff Class II Special Controls Guidance Document: Tissue Adhesive
with Adjunct Wound Closure Device Intended for the Topical Approximation of Skin (2010).

ASTM D3330/D3330M-04(2018) Standard Test Method for Peel Adhesion of Pressure-Sensitive Tape.
ASTM D3654/D3654M-06(2019) Standard Test Methods for Shear Adhesion of Pressure-Sensitive
Tapes.

ASTM D882-18 Standard Test Method For Tensile Properties Of Thin Plastic Sheeting.

ASTM F2255-05(2015) Standard Test Method for Strength Properties of Tissue Adhesives in Lap-Shear
by Tension Loading.

ASTM F2256-05(2015) Standard Test Method for Strength Properties of Tissue Adhesives in T-Peel by
Tension Loading.

ASTM F2258-05 F2258-05(2015) Standard Test Method for Strength Properties of Tissue Adhesives in
Tension.

ASTM F2458-05(2015) Standard Test Method for Wound Closure Strength of Tissue Adhesives and
Sealants.

ASTM F1980 (2021) Standard Guide for Accelerated Aging of Sterile Barrier Systems and Medical

Devices.



