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Pre-clinical Testing Guidance for Manual Emergency Ventilator/Resuscitator for Adult

101.01.06 =
M) 106.12.13 i3

L ARAAFAREFREHRPALASARE PP RADUBARATRL LA P
LEF A IRARREACTHLES FREHERT R GFROAREAMNZR
BB REBFASSE HTZ DR RAZEREES (FRA DR A RABAR)
2 FR e

2. *BRARRRRFLFITHVT RPRFRPAT R BRI AR FAFHAAR
BR2 BAARMRASTAENS  SRARFLI 2RI ANE TRRPREFHAL
Bors|F P A2 RBTG (FTRAPREE/AHREBR) T FARPAFRT 2H {#-

3. TRABRMBTARS SRBRE(F EMBTR L ERPRE AFLBE) % REHH
¥ 2 FAE &

4 IRBRARFLIIRPAL - BREN  REPFREREL > NERARDLF A
PRSI

S PHRMI-AERIAFL AL FY R ATIREF 0 F UM FHCRE S ot
RPARS LA EY 30 3 R RULRT VA R REE > BRGNS 8 P8
MRS RPN R o

6. AT LREA RH A RAMARSAET AR e (DEEREY > AR
RURIE S B g (D3 R R Bl UERORE 22 M REPERTREFL N
WP TR B R 2

7o deAFISETRT B R SAE T RERS S R R RAORIE LR

R AEET 2 FR B H i F(Scope)

AARRTHWLAO A TS AR L EBFFEERF A G AT AWML KR HERF

CAARET FR BHL AL ARTIINA 2 4 g4 5558 (Regulation number) £ # % (Identification)

&4 %38 1 D.5915 £ & ‘f & =t B (Manual emergency ventilator)
E: Bl AAREF SR BRI fo- BEEE ;ga. FARHEE R &%z P ,,u;t;y_j;!ﬁ%p;»p;» o

« & E-#it 2 4.3 (Product description and specification) :
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T~ % 242 RIRE T (Safety and performance data) :
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within a risk management process.
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.1SO 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.

.1SO 11135:2014 Sterilization of health-care products -- Ethylene oxide -- Requirements for the

development, validation and routine control of a sterilization process for medical devices.

. 1SO 11137-1:2006/Amd 1:2013 Sterilization of health care products -- Radiation -- Part 1: Requirements

for development, validation and routine control of a sterilization process for medical devices.

. 1S0O 11137-2:2013 Sterilization of health care products -- Radiation -- Part 2: Establishing the sterilization
dose.
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