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1% B. 3 IR, R E DL B AL R EIKE o (Pb™) = 1 ug/mL [KIFRAERT

8.3 BRWBIEIEE

1% B. 4 RIS, (R8I AR K T 7R A — Flbr v A VA RN AL 1 mL.
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#EJE. £E (40£1) °C/K TARIR AR &2 IR e
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HERN (20 £ 1) um KT K EBRAE ARG, 100 mLIREH L&A1 0004k F .
A 6.2 LB

1% B AL 2 P A5 Re B 2 2O e Ay, FEIL5 SChn i PR — B AR 250 Y84 T2 100 mm
KEBY WA A

JH'5 mL AP AR AR I e 25 O D 2%, FE 2B . KE 100 mL (8 iE ik 24 i
f AERHECE SRR, AR A SE L LR 5 um ~ 8 pm. ELAR 47 mm KRR EAEHHIERE, 45 #
A TR UL ) I BT/ 3 24 ) S B 380 8 P BB A b, B 50X 100 AR AE A XA INT 509K 144
Fs AR R B FURL T REAT VA 9 R AR LR AN

A HHRIO R NAE P IR AT, WIPTRE, 1EJZIR T

A 6.3 HERFTTR

TG M IR IIERR R R, DA 2 HERR:

Rz[l_n_l]xlou .......................................... (A. 5)
Mg

SR

n——I VE B b i B PR T4

no——FT PGS kL 75

Bl =K
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1——IFB0f 5—— % il 3%
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&=

B.1 RIBR&S M= BHiRS HIH &

B.1.1 RIBH& S

B = KO B IR A AT — A 300 mL FORER BE BB e PRI RS, BB T Re e h i
AR EEARRAE (371D °Cho#ds |, A 250 mL 754 ISO 3696 3R 1 Z/KEk 2 %7K, LL 1 LM
PRI P 2GR 2 he  ELIE — IR Sh 22 VE FIAE — BOR AT RE A AR b R SRR S, FH4 30,

B.1.2 ZEHI&S

FZ ] 25 IR BRI S R 7 121 46 25 VS o0 AELIEI B _EASBARIRES o RIRVES AN RSN I T A 241K 6
B.2 ZERMER (ZED XL

¥ 10 mL IR Sy N 10 mL SR BRI [c (KMnOg4) = 0. 002 mol/L] 7, FEIIA 1 mL BRERVA
#i[c (H,SO4) =1 mol/L], #RIEIFILILIE (234+2) °CF B 15 min.

A 0. 1 g #fes s, FBAATIR PR ERR [c (NayS;05) = 0. 005 mol/L] #EAT R E i th. i
N5 TR VAT AR S E F W B R

VAT 25 FL AR -

THAER B IR PEES FTH #E 0. 005 mol/LARARER FR BN A T -5 1 8 2% 13 So FIT Y1 AEBR A AR B VA T 11 4
Mz 2, V=T,

B.3 £BETIAI
10 mL 2 S\ & RS T, #MERAMPITEEE TR, WE S arimRREE.
B.4 BERWEEMEINE
# 0. 1 mL Tashiro 87~ NE 20 mL ZI® S, M ERHF .
R R A, NS EAIRR AT [c((NaOH) = 0.01 mol/L] ¥iE: W R4, NI
FRAFRAETE W [c(HC1) =0.01 mol/L] 7€, HZEEBIERKE,
45 BT A AL BN A TR B SR BR VA AR AR, DA T N A,
B.5 ZEAKERIW
4 50 mL ZHE S, B\ CE ERZE KM, FERSAL Tk A T 2T 76 105 °C R TR £ fHE.

B 50 mL %5 W So [FVEHEAT IS
WS IR S, 2 A S kiR B2 2, PA=w NHAL,
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Y0 R AR 1

AR 2 Xof I K PR 3% BB gt o5 46 2R
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ISO 109931+ Frik B AP AN W 58 7 v BN N AR TR FR e .

16



ISO 8536-4:2019(GFZ 2102)

& E x|

[1] ISO 291, Plastics — Standard atmospheres for conditioning and testing
[

[3] ISO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing within a

2] ISO 7000, Graphical symbols for use on equipment — Registered symbols

risk management process

[4] ISO 10993-4, Biological evaluation of medical devices — Part 4: Selection of tests for interactions
with blood

[S] ISO 11135, Sterilization of health-care products — Ethylene oxide — Requirements for the
development, validation and routine control of a sterilization process for medical devices

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

[71 ISO 11137-2, Sterilization of health care products — Radiation — Part 2: Establishing the
sterilization dose

[8] ISO 11607-1, Packaging for terminally sterilized medical devices — Part 1: Requirements for
materials, sterile barrier systems and packaging systems

[9] ISO 11607-2, Packaging for terminally sterilized medical devices — Part 2: Validation requirements
for forming, sealing and assembly processes

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

[11] ISO/TS 17665-2, Sterilization of health care products — Moist heat — Part 2: Guidance on the
application of ISO 17665-1

[12] ISO 80369-20, Small-bore connectors for liquids and gases in healthcare applications — Part 20:
Common test methods

[13] European Pharmacopoeia (see http: /www.edqm.eu)

[14] United States Pharmacopeia (see http: //www.usp.org)

[15] Japanese Pharmacopeia (see http: /www.pmda.go.jp/english/pharmacopoeia/index.html)

17



