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1- International Organization for Standardization

2 - International Electrotechnical Commission

3- International Organization of Legal Metrology (Organisation Internationale de Metrologie Legale)
4 - Contact point

5 - Codex Alimentarius Commission
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ISO 28620:2010, Medical devices- Non-electrically driven portable infusion devices
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1 - Non-electrically driven portable infusion devices
2 - Bolus

3 - Setting

4 - Health care

5- Administered

6- Pre-filled

7 - Covered

8 - Implantable devices

9- Enteral feeding pumps

10 - Transdermal delivery devices
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1- Discrete

2 - Bolus refill time

3 - Nominal bolus refill time
4 - Filling volume
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1 - Residual volume

2 - Instantaneous flow rate
3 - Mean flow rate

4 - Nominal time

5 - Nominal flow rate



Yoot
\ .
ob x>
ui (G Ao L’ "'-L‘-’*’j &9y Lg)bf asles 4.1.u.«.:9.» o0l salo UL“""’ P
-y

Y .
PPy (oob px>
Of o ats b s (55, (6 05 ailis aliwsy oo ools las ugles po>

Y-y

" o> B 31555 Al
o dasgs YLl b T e B,k 51 a8 Jlew 4 Slale oad ;5S35 jskate 4 oolitul o g0 dliws
S9d g0 ai8)S S

Yoy
" Bl gy 4

1 . A . .- - 1. e s, A
ol Slbgie g o dims 1o 7 (g w s plans 4 coml | 6555l polaie 4 45 Slge s gecne

ol 0ss >lyb B pan oy b T5lige oyl
[ 555 axmlpe VYV 0-) ojled lnl o o il Y=Y a5 iy yas & ]

1 - Nominal volume

2- Nominal bolus volume

3 - Portable infusion device
4 - Carried

5-Worn

6 - Protective packaging

7 - Configuration

8 - The sterile barrier system
9 - Assembly
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1- Sterile barrier system
2 - Ingress

3 - Aseptic

4- Flow restrictor

5 - Matter

6 - Filling port

7- Check valve

8 - Luer conical

9 - Tubing

10- Luer Cap
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1- Air-eliminating
2- Undergone

3- Redundant

4- Interlocking

5- Filter
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1 - Non-pyrogenicity
2 - Operating
3 - Activating
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1 - Relative humidity
2 - Ambient pressure
3- Head height

4- Majority

5 - Density
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1- Respective fluctuations
2- Plot
3 - Correlation
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1- Counter-pressure
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1 - Leak-proof test
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[4] ISO 10555-1, Sterile, single-use intravascular catheters —Part 1: General requirements

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

[6] ISO 11137 (all parts), Sterilization of health care products — Radiation

[7] 1SO 14937, 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

[8] 1ISO 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

[9] ISO 80369-1, Small bore connectors for liquids and gases in healthcare applications—
Part 1: General requirements

[10] EN 556-1, Sterilization of medical devices—Requirements for medical devices to be
designated “STERILE” — Part 1: Requirements for terminally sterilized medical devices

[11] EN 1041, Information supplied by the manufacturer of medical devices

[12] EN 13868, Catheters—Test methods for kinking of single lumen catheters and medical
tubing

[13] ANSI/AAMI ST67, Sterilization of health care products—Requirements for products
labeled “STERILE”
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[14] CAPES, D.F. and ASIIMWE, D., Performance of selected flow-restricting infusion
devices, Am J Health— Syst Pharm., 55, pp. 351-359, 1988

[15] Commission Directive 2008/128/EC of 22 December 2008 laying down specific purity
criteria concerning colours for use in foodstuffs
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