FE TR R RRAR

Pre-clinical Testing Guidance for Nebulizer
109.6

(%]

1.

7.

FERPIARGRECFREHRPIELASERT R A S RGERR G TR £FHP 2
BPFOAETRABRIACTHLIP FRAFHERER FHORPEBME R NP
PREBFRESSHE CHTZ2 2R RNRERETE (FRADPREZ/ERAERS)
2 FH

AERAFRRRFL ST TR RPRER AT B BRI RS A SRR
B2 3RARRRASTHIWH  BHHRP LI 2B I AR E R RPRELIRAA
Beors|g P A2 HBETR (FTRFAPRIEZ/ATRABR)THE F 2 RRAIAERD T {47
A PRBTHRAES 20 (FLRBFPLERFRZ LFIRE) -2 2 - Rick%
EY SR F I

R RAETATIRBA D BN REPFRFCEL B AL A F R
PEFAELT2E A -

L RREr A RRIR R R L 512 33 B AT RAEF 0 & WA TR R o h R
AEXLF14 230 m) A RUIRT 177 FREF  BRHAN Y REPERTCF
RN R ER R T

WA ? LR BB ARBIAFSART 2R (DB R Y B FHE Rk
BRI ZEFR Q2 23R R GESRRARE 22 PN PP FEEGERL
W RIS E YR B

A FUFE TR B3 B SRE v RER S SR T S RATERE R 7RI

~ RAEE T 2 Fop FH A F(Scope)
Ao R R Y R R s MR R R AN B D b ek S S of
FEo e 7§ (S8ho: 7§ B (Compressors) » f % 4 i(Pipeline systems) ~ 4 ¥ (Cylinders)
Sl L A4 )T E 5 (o424 s (Ultrasonic) ~ 4& & & 4= 3¢ (Vibrating mesh) ~ & 5% (Spinning
disc) ~ = im ¢ 3¢ (Capillary devices) ) » & £+ 83 2 F E o ARRIAF D F* T8 JopiiF e
Bier o AapAg A Fr g FE (s LR F= ~ F(Metered dose inhalers > i ZMDI) 2 iz

w ~ % (Dry powder inhalers » # #DPI)) -

S~ RAEG T Fop BH 2GRN 4 4 A 55 (Regulation number) 2 31 g% (Identification)

24 &3 ¢ D.5630 ¥ % E(Nebulizer)
R 2

F ow of B (nebulizer) £k 48 2§ FaF (aerosol)A5 N e A > @ ik W BT R
FEoeEeE o B ¢ 7 - g (baffle) kst > TR kR M et

,J.
FAIREAPIR RS o BH - KA RERF LI FH 2T
i fuﬁg’v’wﬁ HE o



=~

s4cit 2 s (Product description and Specification)

2 =t (Dimension) ~ £ & (Weight) -

# 2o % # (Fill volume) ~ #% 4 % ## (Residual volume) o
7% 1 & 12 (Principle of aerosolized operatlon) AREANEREBEFN O PRI RIS
(Oscillation frequency) ; & & f # 3% » F3p £ 3|5 »x G it 2 7kig (Flowrate) 2 /& 4 (Pressure) o
(Aerodynamic particle size dlstrlbutlon) R Y dicf # 2 j5 (Mass medium

5. F HRA G

¥ 3
1. T RF A& (Power supply) (4c @ i
2
3
4

aerodynamic diameter > § £zEMMAD) -
6. # %% 41 & (Aerosol output) ~ # %%]L i# 2 (Aerosol output rate) -
fie i 7 21 (Components information) ~ 4% %3 (Disassembly and Reassembly procedure) 2 i * %

¢ (Simulated life-time) -
# %)’ 4 = 3% (Clean and Disinfection) -

F (£33 % ©* (Operation condition) ~ 4 7% /8 5 %

& 22 # R E% T (Safety and Performance data)

J »~ 7 & (Input voltage) ~ ij" 4= # Z (Power consumption) )

# % i+ (Storage/Transport condition) -

BB

A § R R R R

33

1.3 % >23%
(Electrical safety test)

A STEGE s & K R Rk R
PEP P (FRFRRE) 2 BB dovr
BEATIRE T RE AH- PR ARH
oo N4 H - ek Rk KR A5

HpLSERAR ~FF R RREFAL
(BT 1R

* 17
A3

o

- IEC 60601-1: 2005

/AMD1: 2012/COR1.:
20141

(Electromagnetic
compatibility test)

)

AS3 WHEMNT P FRATRA SR RE
AT grg o 2 2@

P mpE A o

- IEC 60601-1-2: 20142

3.2 F AR F Rk
(Biocompatibility test)

AR RPN T T A%

(1) w23 (43E5% (Cytotoxicity)

(2) @acz#%% (Sensitization)

(3) #l (Irritation) 2% & N 1 sk
(Intracutaneous reactivity) °

hogr AR f v T AR RN > R h i

PEL= Akl

(4) A& 714 4 (Genotoxicity) ~

(5) I &% I M4 425 (Subacute and
Subchronic toxicity) °

ar

-1S0O 10993-1: 2018°
-1S0O 10993-3: 2014*
-1S0O 10993-5: 2009°
-1S0O 10993-10: 2010°
-1S0 10993-11: 20177

4 3% R FE TR PR
(Software validation)

F eI A& R FRHAER

CF R B Ry 81°

5.7 &% 'Fi;.é‘,%}

(1) # FAiz~ i (Aerodynamic particle size

- FDA reviewer guidance:

2




EP BT RZ N il TR 4 ik

(Performance test) distribution) - 1993°
(2) # F# £ (Aerosol output) - - 1SO 13320: 2009%°
(3) # ##ij 113¢ ¥ (Aerosol output rate) - - BS EN 13544-1; 2009
(4) W& i=dcf B 2 j7(Mass medium - 1SO 27427: 201312
aerodynamic diameter > f§ #MMAD) 2 % =% | - ISO 5356-1: 2015"
% % (Geometric standard deviation - # i - 1SO 5367: 2014
GSD) -

(5) & * %k w(Pipeline)~ v % % it
# % 2 (Pneumatic safety) -

(6) i * & & 25k (Simulated life-time testing) -

(7) %y # ipl3#(Clean and Disinfection) -

8) 4 g mefe (4o & § vk~ F B
) 0 RFERARFR Ao BRI
(Connector) -

6. & At
(Sterility)

-1SO 17665-1: 2006°

drd &G E A ¢ K ki 7R FFEsc(Sterilization | - 1SO 11135/AMD 1: 201816

validation) 7z % SAL(Sterility assurance level)-]: ** | - 1SO 11137 (all parts)*’

10° - -1S0O 14160: 201118

- 1SO 14937: 2009%°

- 1SO 10993-7/COR 1:
2009%°

I~ }%é}f’e(ReferenceS)

1.

IEC 60601-1: 2005/AMD1: 2012/COR 1: 2014 Corrigendum 1 - Amendment 1 - Medical electrical
equipment - Part 1: General requirements for basic safety and essential performance.

IEC 60601-1-2: 2014 Medical electrical equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral Standard: Electromagnetic disturbances - Requirements and
tests.

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.

ISO 10993-5: 2009 Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity.
ISO 10993-10: 2010 Biological evaluation of medical devices - Part 10: Tests for irritation and skin
sensitization.

ISO 10993-11: 2017 Biological evaluation of medical devices - Part 11: Tests for systemic toxicity.
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FDA Reviewer Guidance for Nebulizers, Metered Dose Inhalers, Spacers and Actuators (1993).
ISO 13320: 2009 Particle size analysis — Laser diffraction methods.
BS EN 13544-1: 2007/A1: 2009 Respiratory therapy equipment - Part 1: Nebulizing systems and their
components.
ISO 27427: 2013 Anaesthetic and respiratory equipment - Nebulizing systems and components.
ISO 5356-1: 2015 Anaesthetic and respiratory equipment - Conical connectors - Part 1: Cones and
sockets.
ISO 5367: 2014 Anaesthetic and respiratory equipment - Breathing sets and connectors.
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: 2014/AMD 1:2018 Sterilization of health-care products - Ethylene oxide - Requirements
for the development, validation and routine control of a sterilization process for medical devices.
ISO 11137 (all parts) Sterilization of health care products — Radiation.
ISO 14160: 2011 Sterilization of health care products - Liquid chemical sterilizing agents for single-
use medical devices utilizing animal tissues and their derivatives - Requirements for characterization,
development, validation and routine control of a sterilization process for medical devices.
ISO 14937: 2009 Sterilization of health care products - General requirements for characterization of a
sterilizing agent and the development, validation and routine control of a sterilization process for
medical devices.
ISO 10993-7: 2008/COR 1: 2009 Biological evaluation of medical devices - Part 7: Ethylene oxide
sterilization residuals.
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