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Guidance for Pre-clinical Testing of Bone Anchor
115.03
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TEMEFREIEREAN -
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-~ R AEF T 2 Foi B F(Scope)

ARG N LY > 1% rgr(Anchon)E ~ F B: 0 s R 2 S & S (Suture) g
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MR HEM - Bd VR A TS RS o AREE T 2 AT 4547 (All suture anchor)
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24 &7 D N.3040 T &R xr2 & i+ F 24 (Smooth or threaded metallic bone fixation
fastener)
B E B2
# NI THARZ ARET RIS AT L ArdE A48 £ Hdn ) S A R R
Arle g 2 fe 0 B ML N 2RISR > P R A B N U T G4
SRS AR iﬂ’ﬁ“:"%%i‘ﬁo AEHT P AL F R B EE (LT -
PR Y AT EEA K A FF R s (F514) 0
= ~ A &4t 2 R4 (Product description and specification)
LLARE B2 B2 < g
(1) gdr2 SRR~ © F Aok B~ P /i g)
Q) WMLEM2Z X HHc(IeE /5~ B TR ER A o
2. A &4 —?M\.‘s_ﬂ_swa‘%fr :
(D) Géd i - 23 THTRFREELEETFRARGEAFE - RHAE -2 EE)-
ngbﬁ(g@@%?@m@a¢ﬁ%Ammmiﬁ?4¢aAiwwo;@@@fﬁsé
(Color additive) » & ¥ 3P . F 5 2 RFDA{: /a2 B &Mt & % ’J‘ o BT RE RS
F2 & 2T
3. pn A e S WAEP > dr e s BE N ARG grEEE S N o
4. k32 TR 2 IFIVEARTERL R
5.8 dpgmiE ~ F Ae2 2 3 (4o p 5T (Self-tapping) & TR 4RI 4~ )
6. F A AAEIHEL R PP ERE TR 2 AL AH T E  FRE
7. B h s A b 2 (40 (7 (Coating) ~ 42 %] (Etch) %) » B3P H £ 5 ed2in A28 H i@ * 1 o
F 22 #2357k (Safety and performance data)

#P

B~ g Rz /S R FRIR 432

L2 P Ap % =

(Biocompatibility Evaluation)

ISO 10993-1:2018 (D
ISO 10993-3:2014 @
ISO 10993-5:2009 &
ISO 10993-6:2016 &
ISO 10993-9:2019 ©
ISO 10993-10:2021 ©
ISO 10993-11:2017 @
ISO 10993-12:2021 ®
ISO 10993-13:2010 @
ISO 10993-14:2001 (19
ISO 10993-15:2019
ISO 10993-16:2017 (12
ISO 10993-23:2021 19
FDA Guidance (2020) @V

VSRR e o I X e Al

(1) ¥z 3 M4 (Cytotoxicity)

(2) 3% A7+ (Sensitization)

(3) flpess A p ot (Irritation/ Intracutaneous
reactivity)

(4) %&1+4 M (Acute systemic toxicity)

(5) # F 3% # /& (Material mediated Pyrogen)

(6) T &/% $ %3 |#(Subacute/Subchronic toxicity)

(7) # F1# +(Genotoxicity)

(8) 1= » 4 (Implantation)

(9) Pt 4 H(Chronic toxicity)

(10) 3% %%+ (Carcinogenicity)
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(1) #t % 3k # j (Material mediated Pyrogen)
(2) B4 1 (Chronic toxicity)
(3) 3kt (Carcinogenicity)

FASBITHTE > I ATV RREL BV R
M EAYF % 2T -

2.7 FFEIT
(Sterilization Validation)

s i& 17 = ) #x >x(Sterilization validation) » #& %SAL

(Sterility assurance level) |- %106 -

A SR N ERE S
SRR

I1SO 17665-1:2024 (14
I1SO 11135:2018 (19

ISO 11137-1:2025 (19
I1SO 11137-2:2013/Amd
1:2022 17

1SO 11137-3:2017 (1®

3 AR dr¥ fLA 5 5 & # R (non-pyrogenic) » Jit (T H R RS T | B EREL AT
(Pyrogen Test) HLH Ao FDA Guidance (2012) ??
(1) #uf% A (Tensile strength) ° ¥ 1 J”il_gi@ SR R
() 40f MESHIALE 8 B FaE prAR gy | FEE D
e B 2% (Needle attachment) ° ;J;gz%o;ér ST W
WL RN ) . o Bl
(?u;ure () drdk & MG e d R o BT R B N ER | EDA Guidance (2003) @)
Property) (Extractable color) °
(4) 4o s 7ot B ik 788 ) (In vivo) 2 &8 *F (In vitro)
2_ ¥ & M3 S (Resorption profile) » ¢ 3247t 3 &
Ealik R
kB33 Bl F 2 2 e i (Worst case)it (73 £ FDA Guidance (2020) @V
ASTM F3690-24 2%
ESEREE A RERER RS - BEEFREAD ASTM F543-17 @9
B (1)4& » 325 (Insertion Test)
Mechanical » 352k
P ; - (z)#r_{ féﬁﬁﬁ(Pul'lout Test)
(Performance (3)7 % #2% (Fatigue Test)
Test) (4) = 1 B i %53 B 3#5% (Component Interconnection Test)
(1) 405 &£ B4 F > & 7w i 48325 (Corrosion FDA Guidance (2020) @V
. ASTM F2129-19 @)
ERLR A 4 resistance) ° ASTM F1635-16@9
e () FH 27 e/ eI > i 7 e/ fRgask > | 1SO 13781201722
(Physico- ) L Ve
chemical FRASPHEEREFTR LI S T HRTE PR
Property) BRI A e &R R 2
'i”i;* Ao
FREWR ) yer g B da R HHFTE 0 BEREH TR ASL 6 2 | ASTMFLI47-05(2017) <30;
L ) ) ASTM F1044-05 (2017) ©!
(Surf;ce A4 BRE (Static strength)fr‘iﬂ A RLRR (Shear bonding ASTM F1160-14 (2017) (32)
Coating strength) °
Integrity)

5.% TR )@=
(Shelf-life)

DI 1 PR kR

(real-time aging) " v i# ¥ i ¥ 5 (accelerated aging) 4 % %

o Rl R 7R

,_34;;*“7‘, AHP R 2% 2B H AL o Avig EiLiRiFL R

P EBEFALT
ISO 11607-1:2019 ¢
ISO 11607-2:2019 ¢
ASTM F1980-21 ¢
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FA5EFEMRIUPF o Jit 77 7IMRIp 5 237 | FDA Guidance (2020) ®
\ ) . FDA Guidance (2023) ?¥
(1) B R & =4 4 (Magnetically Induced Displacement ASTM F2052-21 G6)
-17 6D
6,545 3 147 3 12 (Magnetic Force) ASTM F2213-17

S i ) ASTM F2182-19 G%
Resonance Compatibility) (2) R & >4 s2(Magnetically Induced Torque) ASTM F2119-24 69

(3) %¥f 3% # 2z i (Radiofrequency Induced Heating)

(4) BHR*(MR Image Artifact)

by
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1. ISO 10993-1:2018 Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process.
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15.1SO 11135:2018 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,
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16.1SO 11137-1:2025 Sterilization of health care products — Radiation — Part 1: Requirements for development,
validation and routine control of a sterilization process for medical devices.

17.1SO 11137-2:2013/Amd 1:2022 Sterilization of health care products — Radiation — Part 2: Establishing the
sterilization dose — Amendment 1.

18.ISO 11137-3:2017 Sterilization of health care products — Radiation — Part 3: Guidance on dosimetric aspects of
development, validation and routine control.
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21.FDA Guidance for Industry: Bone Anchors -Premarket Notification (510(k)) Submissions (2020).

22.FDA Guidance for Industry: Pyrogen and Endotoxins Testing: Questions and Answers (2012).

23.FDA Guidance for Industry: Class II Special Controls Guidance Document: Surgical Sutures (2003).

24. FDA Guidance for Industry: Testing and Labeling Medical Devices for Safety in the Magnetic Resonance (MR)
Environment (2023).

25. ASTM F3690-24 Standard Test Method for Evaluating Suture Anchor Insertion and Pull Displacement Resistance.

26. ASTM F543-17 Standard Specification and Test Methods for Metallic Medical Bone Screws.

27. ASTM F2129-19 Standard Test Method for Conducting Cyclic Potentiodynamic Polarization Measurements to
Determine the Corrosion Susceptibility of Small Implant Devices.

28. ASTM F1635-16 Standard Test Method for in vitro Degradation Testing of Hydrolytically Degradable Polymer
Resins and Fabricated Forms for Surgical Implants.

29.1S0O 13781:2017 Implants for surgery — Homopolymers, copolymers and blends on poly(lactide) — In vitro
degradation testing.

30. ASTM F1147-05(2017) Standard Test Method for Tension Testing of Calcium Phosphate and Metallic Coatings.

31. ASTM F1044-05(2017) Standard Test Method for Shear Testing of Calcium Phosphate Coatings and Metallic
Coatings.
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barrier systems and packaging systems.

34.1S0 11607-2:2019 Packaging for terminally sterilized medical devices — Part 2: Validation requirements for
forming, sealing and assembly processes.

35. ASTM F1980-21 Standard Guide for Accelerated Aging of Sterile Barrier Systems and Medical Devices.

36. ASTM F2052-21 Standard Test Method for Measurement of Magnetically Induced Displacement Force on Medical
Devices in the Magnetic Resonance Environment.

37. ASTM F2213-17 Standard Test Method for Measurement of Magnetically Induced Torque on Medical Devices in the
Magnetic Resonance Environment.

38. ASTM F2182-19 Standard Test Method for Measurement of Radio Frequency Induced Heating On or Near Passive
Implants During Magnetic Resonance Imaging.

39. ASTM F2119-24 Standard Test Method for Evaluation of MR Image Artifacts from Passive Implants.
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Guidance for Pre-clinical Testing of Liquid Chemical Sterilants/High Level Disinfectants
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B A ITRABREL R FTH2LE S ?%%ﬁﬁ%”ﬁé¢%ﬂ%é€ﬁwéﬁ,&ﬁﬂ
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FHL

2. AERI AR RFRITL FHRAL RPRFRPATI R 2 R{IATAGRA A REFRA R
%3£’$ﬁ‘ﬁ%ﬁé§iﬁku‘$ﬁﬂiﬁi*iﬁiﬁuﬁ-g$&ﬁﬁ%$ﬁﬂ§
Bors|F P 2 BRETRE (FRADPRIBZ/ARARE) TS ¥ 2RI AR T (F7

3. TRADRIBT A ERFRE (FLRARAPLERPRZ A4 LRdp) -3 - Rk
Ed: %S -

4 Q@ FFALFAARREAD > RPN REPFUFERL  UERASLAF BT
I EFRELZR2EHE -

5. 2 AR I RAAR S L AL FY IR ATFRRE 4 LULEF P THRRE or ik
RAFL 27T E e 7 R RUSFF V73 FRBF RPN & P EHEe
TR NN ER R T

6. WEFFRY ZRF Z B 2RRAFTFH T2 ko E(RFREE > Bl
#*M#*%*%ﬁ Q3 L E R BRHUSEFRF S 22 AN PP PR
F3UEPZRF XL kg o

T. 423 FTHRF B3 AL SRA T RS W FFF FRATERRFRERE -

-~ 2 AREP 2 FR FHF F(Scope)

AR YA F AR G (Critical) 2 ¢ R B & (Semicritical)%iz% ERPRIE LR JIRTS )
FRNAHA -FRELGFREMSEFLEAFAFREL P HER A RER Y ARG FRE
Hop s LA 3 2 B R -

AR T LR FLSLE T 2R AR E N A R A

BRS¢ 31 & ? R B4 A 5f B2 14 538 (Regulation number) 2 # %] (Identification)
78 1 J.6885 X AR 1 F A FHA/B R 3B (Liquid chemical sterilants/ high level disinfectants)
B Em 2
# BRI MR EAH/B RS A TR R R & (critical) ¢ R b (semicritical) B %
zZpa B R l‘é}(crmcal)f FEHLEZE PR FI;}«L Ak 2. E gl %?\4 R8I
Bk % (semlcrltlcal)f BB E DA AL G A KB

=~ A &4t 2 42 (Product description and specification)
1. 2 Stk i de it (dr ¥ B 45 1¢ * (Ready-to-use)z_ i’ & & ~ @ * m Z R & (¥ mn 2 F &) ) 3

2)-



2AFRIAHT T LAH(FCASHEAH X 2 FHA(SDS)2 & 22 2 RflkR 2 2 53
S P"”:g\‘/”\/ﬁ%s ZERZ s THE)
3008 A2 R BN R P o

A R GHE A 2 TER RG] s kAR A S *ﬁiﬂﬂﬁwiiﬁﬁzgiiiﬁwam-@ﬁ@w
ﬂﬁﬂ“ﬁ47ﬁﬁ%m\ﬂp&#?& FARA B f A2 F CBRE B b

BRELEBIETEZTERIPEE -
57 EAFRY AR B NGk R 0 2 G R R ARG S (IrgE e 2 1 B g H) o
6. A& * 3 FEFIENAR(FTHRES N ALEY FE P {o3 22 QBJLERE ) -
THFARFR o PR E2 A1 B AT AR BRP AR
FARE R A APE M AL
B.hETGZ B W IEE drl BRI GRBIELHCER BB AR HEBHE L F I F £ A
FERTEAFRY VAP AT EHR T F A o

’

& 22 # i 235% 7k (Safety and performance data)

AP Bt~ F R /R B F R SR
1% > f3dm (1) 3 AT A178% =0 A S & R RS a4k v | - 18O 10993-1:2018
(Safety test) (5 R B2 Fmaa) B i 3 MR FH - - 1SO 10993-3:2014 @

- 1SO 10993-4: 2017 ®
- 1SO 10993-5: 2009 @
- 1SO 10993-10: 2021 ©

(2) # ¥ 4p % 3= (Biocompatibility evaluation) :
L 2 BATAFLEE TR 2 RATE LA BF

B FTRIEP AT - 1SO 10993-11: 2017 ©
i. ' 4 #+ (Cytotoxicity) - 1SO 10993-23: 2021 @
ii. £ & 371 (Skin sensitization) * FDA Guidance (2000) ®

=

iii. &£ & %+ (Skin irritation)
iv. ¥ B3 # & |+ (Material mediated pyrogenicity)
v. &4 £ (Acute systemic toxicity)
vi. I &4 14 (Subacute toxicity)
vil. & ;% 4p 7 14/7% & 4 (Hemocompatibility/hemolysis)
2.0 & A TR 2 R BH 0 TR E ARG
ERPEV R AL TETEHIBE R b4e FHEC R
# £ (Acute oral toxicity) ~ & % 4% 3% | (Primary
eye irritation) ~ & #£7% » & |+ (Acute inhalation toxicity)

FhFATEA ST R A P F TG P AR
i#*iﬁ?@?i@aﬁﬁﬁﬂ P 2T b
W R T BRI R L B -

240 F 15 U)H?ﬁ?ﬁ%%(MmmnmmeW) * FDA Guidance (2000) ®

(Compatibility test) (2) # AT F F A 40 F M 2 % (Precleaning agent | Health (ganada Guidance
compatibility) (2018) ®

3.7 iR A ST A M PR AT AR - FDA Guidance (2000) ®

(Performance test) (1) »c+ 3% (Potency test) + Health Canada Guidance
(2018) @

2) _ﬁ:%?fé * ;:‘? -t ;:é‘iﬁ (Sir,nulated and In-use tes‘F)‘ . EN 14885:2022 (10
LR BRI A 2 B 53 A (Worst case)i FIRIEE © | L EN 13727:2012+A2:2015
ot B kR~ ERHRAC EEAFRT H ) | (DL EN 14561:2006 (19
R o - EN 13624:2021 12 « EN
14562:2006 (1)




- EN 14348:2005 3 ~ EN
14563:2008 (1%

- EN 14476:2013+A2:2019
(9« EN 17111:2018 19

- EN 17126:2018 1

4.7 rxik B FELER A SRk Rk RFERS R e B A | RERREFRT
(Effective concentration | s , W Rk B ER  UFE A SR B R | FDA Guidance (2000) ®

fest) S5 Rl A G ek B 2§ R o
5.% TH/E B E% MECR A S RER G TR R PR R (realtime | 0 % P RBFFRL
(Stability/ Shelf life test) | aging) 1 5k & 5 § <) B2 % 2 215 »cpto fiias % 7| | * FDA Guidance (2000) ®
I P
(1) AR 34 &2 % T4+ (Stability of unopened product)
(2) = B4tA &2 % %4+ (Stability of opened product)
B) 27 LA * 52 % % M4 (Stability of product with
reusable claims)
I~ 3= }fJe(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

3. ISO 10993-4:2017 Biological evaluation of medical devices - Part 4: Selection of tests for interactions with blood

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

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

6. 1SO 10993-11:2017 Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
7. 1SO 10993-23:2021 Biological evaluation of medical devices - Part 23: Tests for irritation

8. Content and Format of Premarket Notification [510(k)] Submissions for Liquid Chemical Sterilants/High Level
Disinfectants - Guidance for Industry and FDA Reviewers (US FDA 2000)

9. Guidance document - Safety and effectiveness requirements for high-level disinfectants and sterilants for use on
reusable semi-critical and critical medical devices (Health Canada 2018)

10. EN 14885:2022 Chemical disinfectants and antiseptics - Application of European Standards for chemical disinfectants
and antiseptics

11.EN 13727:2012+A2:2015 Chemical disinfectants and antiseptics - Quantitative suspension test for the evaluation of
bactericidal activity in the medical area - Test method and requirements (phase 2, step 1)

12.EN 13624:2021 Chemical disinfectants and antiseptics - Quantitative suspension test for the evaluation of fungicidal
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Guidance for Pre-clinical Testing of Repetitive Transcranial Magnetic Stimulation (rTMS)

Systems
115.03
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B TLIER:
& i é#%%i%ﬁ%ﬁﬁﬁﬁiﬁ

I~ RAER ?&3- B2 AR IR O 24 £ 4 & &7 (Regulation number) 2 # @& (Identification)
4 B3 K5805 £ 48 38 S f gc(rTMS)i2 % & $t(Repetitive transcranial magnetic stimulation

system)
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2. BB A W™ 3% (Applicator v de s B2 gt~ B L s e~ TR E(Inductance) ~ £
o REEG -
3.4 ﬁﬁ% Sl fds 2R
(1) #= t§ (14 Standard motor threshold (SMT)¥ i+ % 77)
(2) "% ti=% A& (Pulse width)
(3) 4  (Frequency) » ¢ 3 % "% e f 4415 2 £ B4 brlicp (534 7 )
(4) 7% ferL 513 5 pF A (Pulse train duration)
(5) "%t 5| B 2 B kg (Inter-train interval)
(6) =+ =% #47*L 7| #c P (Trains per session)
4. REBFRGH TR BIT o~ BHE B E - 2 He ] OSMTE (g~ "L T A : 0
ol %% BEiE 130 v/m)=4p B 14 (Physical unit of amphtude setting (e.g., coil current, peak magnetic field)
at coil and its relation to the SMT unit) o
5. B
(1) ﬁ*] I o I%i%%l 1 2] (Output waveform) » ¢ 7 % E4p (Biphasic) &t ¥ 4p (Monophasic)
o TAHRT R TR Z RN -
(2) 4y 15k B DR Z BT
(3) ﬁs?l d o R PRMER o
(4) B R R REE S 2GR 23 B AArRE A 5 Oom > 2 EE S A T AR IRAR2 cmiy 2
BHEEFA A S B LY B2 B BEHN R MR g F(Maximum dB/dt) 2 H + i# (Ratio) °
6. B % I pF 2 B G A -
7. % > g P o 4eif 4 3k (Prevent overheating) ~ 3 T & 48 2 H @ £ (Alarm) ~ 7 3245 42 (Recall
treatment history) - I%;i%ﬁ% dF s st (Validate the delivery of the magnetic field) °
8. ERipHhALA 2 B 3 g ¢
(1) & RB P pre?ait® 5 2 $E2 § KR °
Q) RBE AT FHFIIEFDEEE S o
(3) % B Z_i=(Coil positioning) > 3% °
(4) io R PRS- R 2 & 23 ;% (Determining the strength of the magnetic field flux (stimulation intensity)
needed for therapy) °
(5) Vo PFi2 3k 2 1% % #(Treatment stimulation parameters) :
a. 11 ;%5 & (Stimulation intensity)
b. ;E4E 3¢ (Stimulation frequency)
C. B B rE 4FHAF 5 2 B "% r¥c P (% i * )(Repetition rate and numbers of burst pulses)
d. % =L 7] 5 4 pF B (Pulse train duration)
% et 7 /2 B 1 (Inter-train interval)
f. & = 42 7| #c P (Trains per session)
g. F =Ry A ek + % fiFdic(Maximum number of pulses per session)
h. ;5% PF 42 (Treatment schedule) > 4o p /& ¥ 2_F 47 #c(Sessions/day, Sessions/week) % 4,70 F pF ¥
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9. B+ & 2L A FFERFL(F 23 = g&Wassermann et. al. 19981 ~ Rossi et al. 2009?) o

% > 2 5 3E% T4 (Safety and performance data)
7 BT RE/SREARIR 5532

1.3 440 % BI=E
(Biocompatibility
Evaluation)

AqE A BEGINEERE A BRI FRT
ERAFAAFMEL - HBFFRIAE P AT
1. 'w#z & |4 (Cytotoxicity) e
2. ¥ A7 1+ (Sensitization) °
3. §1 1 (Irritation) & A4 P §1 j | (Intracutaneous
reactivity) °

-1SO 10993-1:2018 @
-1SO 10993-5:2009 ¢
-1SO 10993-10:2021¢
- 1SO 10993-23:2021©

2.8 E > E R
(Electrical Safety Test)

AFEE A K RALEL R R R
LR (SRR 2 MR 4o
FERAE GRG0 FE - P S AR Ak S
A H - e BRI Ao @R A H A A
Radod % Bk 242 52 (TEAT JIHBE)

- 1EC 60601-1:2021
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(Software Validation) . FDA Guidance (2023) 01
1. ﬁ;?i l’{ ,}r K:@tﬁ _E TR (Parameter accuracy) - FDA Guidance (201 1) (12)

4. # & B F =

(Performance test)

2.2 ¥ #F Hc Fx 3 (Magnetic  field characteristics
validation) :

() ﬁ%] CHE 4 i@ii}?—ﬁ%l 21t 3] (Output
waveform)
) % ¥ 7 B & * (Magnetic field spatial

distribution) :
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level)
4) 2 ¥ % B ¥ B (Magnetic field strength
gradient) :
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4 ST REE R
5 % & gi,gl dpF R B & wm R (Temperature on
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(Thermal effects) °
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6. % > # it 4o £ 3£ (Prevent overheating) ~ 4% i
B4 2 2 B E (Alarm) ~ ¥ 3 & 4% (Recall
treatment history) ~ Iz*%—ﬁ%l D Fr et i (Validate the
delivery of the magnetic field) % -

7.3 & 4p 7 1 (Device compatibility) :
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b P R BB 2 ERETR

8. & & P jF(Wireless technology) :
oA SR R g AR A P B
FAP B % 2P A R R -

5. e rMER

Bondy SR Y TS SRR ek A
2 B b R R TR

I~ %= gk(References)

1.

~N N Dn b

10.
11.

12.

Wassermann, E, et al. “Risk and safety of repetitive transcranial magnetic stimulation: report and suggested
guidelines from the International Workshop on the Safety of Repetitive Transcranial Magnetic Stimulation,

June 5-7,1996,” Electroencephalography and clinical Neurophysiology 108 (1998) 1-16

. Rossi S et al. “Safety, ethical considerations, and application guidelines for the use of transcranial magnetic

stimulation in clinical practice and research”, Clinical Neurophysiology 120 (2009) 2008-2039.

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

management process

. 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 skin sensitization

. ISO 10993-23:2021 Biological evaluation of medical devices — Part 23: Test for irritation

. IEC 60601-1:2021 Medical electrical equipment —Part 1: General requirements for basic safety and

essential performance

. IEC 60601-1-2:2020 Medical electrical equipment —Part 1-2: General requirements for basic safety and

essential performance —Collateral Standard: Electromagnetic disturbances — Requirements and tests
(FR B octlrcdpil) > waLimflins s EHFRE > ¥ 2ARI06 £12 715 p
ISO 62304 Medical device software — Software life cycle processes
Guidance for Industry and Food and Drug Administration Staff-Class II Special Controls Guidance
Document: Repetitive Transcranial Magnetic Stimulation (rTMS) Systems (2011)
Guidance for Industry and Food and Drug Administration Staff: Content of Premarket Submissions for

Device Software Functions (2023).




	MX-M266N_20260317_100845
	FDA器字第1151601807號
	骨錨釘系統臨床前測試基準
	液體化學性殺菌劑_高度消毒劑臨床前測試基準
	重複式經顱磁刺激治療系統臨床前測試基準

