1SO/1EC 17025 ATTEF

Name: Zeheng Metrology & Test (Beijing) Co., Ltd.

The scope of the accreditation in Chinese remains the definitive version.

Address: Room 511, Building 6, Yard 26, Yongwang West Road, Daxing Biomedical Industry Base, Zhongguancun
Science Park, Daxing District, Beijing, China
Registration No. CNAS L13124
Accreditation Criteria: 1SO/IEC 17025:2017 and . relevant requirements of CNAS
Effective Date: 2024-12-27 Expiry Date: 2026-02-17
SCHEDULE 3 ACCREDITED TESTING SCOPE
Item/Parameter
Ne Test Object Standard or Method Note Effective Date
Ne Item/ Parameter
Not grouped
| | Temperature control | ;o .o steam sterilizers YY/T1007-2018 6.10.1 Don’t * for 1 »0>4.03-25
test Liquid load
2 f;rsetssure controller | o ical steam sterilizers YY/T1007-2018 6.10.2 2024-03-25
: 3 | Scaling performance | o o1 steam sterilizers YY/T1007-2018 6.11 2024-03-25
1 Vertical steam test
sterilizers Don't for
g | Sterilization effect | o ool steam sterilizers YY/T1007-2018 6.13 Sterilizatio | 554 3 95
test n effect test
of Liquid
5 The noise test Vertical steam sterilizers YY/T1007-2018 6.15 2024-03-25
o | Medicalcarbon | | Temperature display |\ ro il carbon dioxide incubator YY1621-2018 5.2 2024-03-25
dioxide and control
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
No Item/ Parameter
incubator performance
Carbon dioxide
21N A S aanion Medical-carbon-dioxide-incubator Y Y 1621:2018 5:3 2024-03-25
display-and control
performance
Relative humidity . L
3 Medical carbon dioxide incubator YY1621-2018 5.4 2024-03-25
control performance
4 noise Medical carbon dioxide incubator YY 1621-2018 5.5 2024-03-25
5 grﬂznlng Tecovely Medical carbon dioxide incubator YY1621-2018 5.7 2024-03-25
6 | Heatpreservation | vy gical carbon dioxide incubator YY1621-2018 5.8 2024-03-25
performance
| | Relativedeviation | o oot centrifuge YY/T0657-2017 6.2 2024-03-25
of speed
» | Speed stability Medical centrifuge YY/T0657-2017 6.3 2024-03-25
accuracy
3 The machine noise Medical centrifuge YY/T0657-2017 6.4 2024-03-25
3 | Medical 4 | The amplitude Medical centrifuge YY/T0657-2017 6.5 2024-03-25
centrifuge
5 | Thetemperaturerise | /o piol centrifuge YY/T0657-2017 6.6 2024-03-25
of the test solution
6 | liming relative Medical centrifuge YY/T0657-2017 6.7 2024-03-25
deviation
7 Lifting speed time Medical centrifuge YY/T0657-2017 6.8 2024-03-25
medical class | . . Guide for the check of medical class I biological safety cabinets
4 | biological I | Windspeed display | vy 115402017 5.4 2024-05-23
safety cabinets
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
No Item/ Parameter

. . Guide for the check of medical class I biological safety cabinets
2 Hepa filter integrity YY/T1540-2017 5.5 2024-03-25

. Guide for the check of medical class I biological safety cabinets
3 | noise YY/T1540-2017 5.6 202449555
4 Intensity of Guide for the check of medical class T biological safety cabinets 2004-03-25

illumination YY/T1540-2017.5.7

. Guide for the check of medical class I biological safety cabinets
5 Downflow velocity YY/T1540-2017 5.8 2024-03-25

. Guide for the check of medical class I biological safety cabinets
6 Inflow velocity YY/T1540-2017 5.9 2024-03-25

. Guide for the check of medical class I biological safety cabinets
7 Air flow pattern YY/T1540-2017 5.10 2024-03-25

Guide for the check of medical class I biological safety cabinets
8 | Uvlamp YY/T1540-2017 5.11 202485
1 Hepa filter integrity | Medical clean bench YY/T1539-2017 6.4.1 2024-03-25
2 noise Medical clean bench YY/T1539-2017 6.4.2 2024-03-25
3 | Intensity of Medical clean bench YY/T1539-2017 6.4.3 2024-03-25

illumination

S Medical clean 4 vibration Medical clean bench YY/T1539-2017 6.4.4 2024-03-25
bench 5 | The airflow velocity | Medical clean bench YY/T1539-2017 6.4.6 2024-03-25
6 Air flow pattern Medical clean bench YY/T1539-2017 6.4.7 2024-03-25
7 cleanliness Medical clean bench YY/T1539-2017 6.4.8 2024-03-25
8 Uv lamp Medical clean bench YY/T1539-2017 6.4.11 2024-03-25
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
No Item/ Parameter
Sedimentated :
9 . Medical clean bench YY/T1539-2017 6.4.5 2024-03-25
bacteria
. . Guide for the check of medical class I biological safety cabinets
1 fil 2024-03-2
ilter integrity VY 05692011 6.3.2 024-03-25
. Guide for the check of medical class II biological safety cabinets e
2 Inflow air VY-0569-2611 6.5.8 2024-03-25
. Guide for the check of medical class II biological safety cabinets
Downfl 2024-03-2
: ownrow at YY 0569-2011 6.3.7 024-03-2>
. . Guide for the check of medical class I biological safety cabinets
4 2024-03-25
RN noise YY 0569-2011 6.3.3
6 medical class 5 1nten§ity .Of Guide for the check of medical class II biological safety cabinets 2024-03-25
T biological illumination YY 0569-2011 6.3.4
safety cabinets 6 Airflow smoke Guide for the check of medical class I biological safety cabinets 2024-03-25
mode YY 0569-2011 6.3.9
Guide for the check of medical class II biological safety cabinets e
7 appearance YY 0569-2011 6.1 2024-03-25
o Guide for the check of medical class II biological safety cabinets e
8 vibration YY 05692011 6.3.5 2024-03-25
Guide for the check of medical class II biological safety cabinets e
| Uvlamp YY 0569-2011 6.3.14 P
| | Sedimentated Clean bench JG/T 292-2010 7.4.4.7 2024-03-25
bacteria
2 Wind speed Clean bench JG/T 292-2010 7.4.4.3 2024-03-25
7 Clean bench
3 filter integrity Clean bench JG/T 292-2010 7.4.4.1 2024-03-25
4 air cleanliness Clean bench JG/T 292-2010 7.4.4.6 2024-03-25
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
No Item/ Parameter
5 noise Clean bench JG/T 292-2010 7.4.4.8 2024-03-25
6 | Intensity of Clean bench JG/T 292-2010 7.4.4.9 2024-03-25
illumination
7 flow pattern Clean bench JG/T 292-2010 7.4.4.11 2024-03-25
8 appearance Clean bench JG/T 292-2010 7.1 2024-03-25
9 vibration Clean bench JG/T 292-2010 7.4.4.10 2024-03-25
Code of acceptance for construction quaity of ventilation and 2004-03-25
air conditioning works GB 50243-2016 D.5
Architectural technical code for hospital clean operating 2024-03-25
1 Settlement of department GB 50333-2013 13.3.18 [
bacteria Code for construction and acceptance of cleanroom GB 50591- 2024-03-25
2010 E.8.3
Test method for settling microbe in clean room (area) of 2024-03-25
pharmaceutical industry GB/T 16294-2010
Code of acceptance for construction quaity of ventilation and 2004-03-25
g clean room air conditioning works GB 50243-2016 D.1 o
. Architectural technical code for hospital clean operating
2 | Airvolume department GB 50333-2013 13.3.7 2 23
Code for construction and acceptance of cleanroom GB 50591- 2004-03-25
2010 E.1
Code of acceptance for construction quaity of ventilation and 2004-03-25
air conditioning works GB 50243-2016 D.1 N
. Architectural technical code for hospital clean operating
3| Wind speed department GB 50333-2013 13.3.6; 13.3.7 Aeqe
g(;)ldg Ffolr construction and acceptance of cleanroom GB 50591- 2024-03-25
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
No Item/ Parameter
Code of acceptance for construction quaity of  ventilation and 2024-03-25
air conditioning works GB 50243-2016 D.5
Architectural technical code for hospital clean operating 2024-03-25
. . department GB 50333-2013.13.3.18
4 Planktonic bacteria :
Code for construction and acceptance of cleanroom GB 50591- 2004-03-25
2010 E8.4
Test method for airborne microbe in clean room (area) of 2024-03-25
pharmaceutical industry GB/T 16293-2010
Code of acceptance for construction quaity of ventilation and 2024-03-25
5 filter integrity air conditioning works GB 50243-2016 D.3
Code for construction and acceptance of cleanroom GB 50591- 2004-03-25
2010 D
Code of acceptance for construction quaity of  ventilation and 2024-03-25
air conditioning works GB 50243-2016 D.4
Architectural technical code for hospital clean operating 2024-03-25
6 air cleanliness department GB 50333-2013 13.3.11
Code for construction and acceptance of cleanroom GB 50591- 2024-03-25
2010 E.4
Test method for airborne particles in clean room (area) of 2024-03-25
pharmaceutical industry GB/T 16292-2010
Code of acceptance for construction quaity of ventilation and 2024-03-25
air conditioning works GB 50243-2016 D.2
7 Static pressure Architectural technical code for hospital clean operating 2024-03-25
difference department GB 50333-2013 13.3.10
Code for construction and acceptance of cleanroom GB 50591-
2010 E.2 2024-03-25
Code of acceptance for construction quaity of ventilation and 2024-03-25
2 temperature air conditioning works GB 50243-2016 D.6
Architectural technical code for hospital clean operating 2004-03-25
department GB 50333-2013 13.3.12
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contaminated

2010 E.8.5

Item/Parameter
Ne Test Object Standard or Method Note Effective Date
No Item/ Parameter
Code for construction and acceptance of cleanroom GB 50591- 2024-03-25
2010 E.5
Code of acceptance for construction quaity of ventilation and 2024-03-25
air conditioning works GB 50243-2016 D.6
9 Relative humidity Architectural technical code for hospital clean ~operating 2004-03-25
control performance| || department GB 50333-2013,13:3:12
Code for construction and acceptance of cleanroom GB 50591- 2024-03-25
2010 E.5
Code of acceptance for construction quaity of ventilation and 2024-03-25
air conditioning works GB 50243-2016 D.8
. Architectural technical code for hospital clean operating
10° | noise department GB 50333-2013 13.3.13 2024-03-25
Code for construction and acceptance of cleanroom GB 50591- 2024-03-25
2010 E.6
Architectural technical code for hospital clean operating 2024-03-25
1 Intensity of department GB 50333-2013 13.3.4
illumination Code for construction and acceptance of cleanroom GB 50591-
2024-03-25
2010 E.7
Code of acceptance for construction quaity of ventilation and 2024-03-25
12 clean-down air conditioning works GB 50243-2016 D.9
capability Code for construction and acceptance of cleanroom GB 50591-
2024-03-25
2010 E.11
ggldg Efolrzconstructlon and acceptance of cleanroom GB 50591- 2024-03-25
13 airflovgpatter Code of acceptance for construction quaity of ventilation and 2024-03-25
air conditioning works GB 50243-2016 D.7
. Architectural technical code for hospital clean operating
14| Tightness test department GB 50333-2013 13.3.9 R
15 Density of surface Code for construction and acceptance of cleanroom GB 50591- 2004-03-25
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
No Item/ Parameter
bacterial
Architectural technical code for hospital clean operating 2024-03-25
L61m b atir chamge ate department GB 50333-2013 13.3.7 Dt
g Code for'construction and ‘acceptance of -cleanroom GB* 50591~
2024-03-25
2010 Ed
Technical specification for disinfection of medical institutions
17| UV lamp WS/T 367-2012 A.3.1.1.1 2024-03-25
. . . Technical specification for disinfection of medical institutions
Blologlcgl detection WS/T 367-2012 A3.2 2024-03-25
18 of ultraviolet Architectural technical code for hospital clean operating
disinfection effect department GB 50333-2013 13.3.18 2024-03-25
Air Microbial Hygienic standard for disinfection in hospitals GB 15982-2012
1 . . 2024-03-25
Pollution Inspection | A.2
Clean ambient Microbigy
air, object ) contamination Hygienic standard for disinfection in hospitals GB 15982-2012 2004-03-25
9 ofa inspection on the A3
:;lm (I:ien and surface of objects
sampimng Medical staff hand | Hygienic standard for disinfection in hospitals GB 15982-2012
inspection 3 . 2024-03-25
hygiene check A4
4 UV lamp inspection ZI}ég1enlc standard for disinfection in hospitals GB 15982-2012 2024-03-25
Settlement of Laboratory Animal Environment and Facilities GB 14925-2023
| . . 2024-11-27
bacteria Appendix F
Animal Rooms ) Air speed Laborat(?ry Animal Environment and Facilities GB 14925-2023 2024-11-27
10 and Appendix B
Environmental . . Laboratory Animal Environment and Facilities GB 14925-2023
Faciliti 3 air cleanliness . 2024-11-27
acilities Appendix E
Static pressure Laboratory Animal Environment and Facilities GB 14925-2023
4 . . 2024-11-27
difference Appendix D
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Item/Parameter
Ne Test Object Standard or Method Note Effective Date
No Item/ Parameter
5 temperature Laboratgry Animal Environment and Facilities GB 14925-2023 2004-11-27
Appendix A
Relative humidity Laboratory Animal Environment and Facilities GB 14925-2023
6 . 2024-11-27
control performance | Appendix A
7 noise Laboratgry Animal Environment and Facilities GB 14925-2023 2024-11-27
Appendix G
Intensity of Laboratory Animal Environment and Facilities GB 14925-2023
8 . e ) 2024-11-27
illumination Appendix H
9 air change rate Laboratgry Animal Environment and Facilities GB 14925-2023 2004-11-27
Appendix C
1 appearance Pass box JGT 382-2012 7.3 2024-03-25
o | Windspeedatthe ) o JGT 3822012 7.4.1 2024-03-25
center of the nozzle
11 | Pass box 3 air changes Pass box JGT 382-2012 7.4.2 2024-03-25
4 air cleanliness Pass box JGT 382-2012 7.4.3 2024-03-25
5 noise Pass box JGT 382-2012 7.4.6 2024-03-25
1 appearance Aseptic isolators JB/T 20175-2017 6.2 2024-03-25
Aseptic isolators JB/T 20175-2017 6.3.1 2024-03-25
Asenti 2 filter integrity
12 isf)‘fftéis High efficiency air filter GB/T 13554-2020 Appendix C 2024-03-25
3 | Intensity of Aseptic isolators JB/T 20175-2017 6.3.4 2024-03-25
illumination
4 Airborne particles Aseptic isolators JB/T 20175-2017 6.3.9/6.3.10 2024-03-25
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The scope of the accreditation in Chinese remains the definitive version.

Item/Parameter
Ne Test Object Standard or Method Note Effective Date
No Item/ Parameter
Test method for airborne particles in clean room (area) of 2024-03-25
pharmaceutical industry GB/T 16292-2010
. Aseptic isolators JB/T 20175-2017 6.3.9/6.3.10 2024-03-25
5 Sedimentated
bacteria Test method for settling ' microbe 'in ‘clean ' room -(area) ~of 2024-03-25
pharmaceutical industry GB/T. 16294-2010
Aseptic isolators JB/T 20175-2017 6.3.9/6.3.10 2024-03-25
6 Planktonic bacteria Test method for airborne microbe in clean room (area) of 2024-03-25
pharmaceutical industry GB/T 16293-2010
7 Sterilization effect Aseptic isolators JB/T 20175-2017 6.3.11 2024-03-25
1 appearance fume hood JG/T 222-2007 5.3.1 2024-03-25
13 fume hood fume hood JG/T 222-2007 6.4 2024-03-25
2 face velocity
Fume hood JB /T 6412-1999 7.2 2024-03-25
%10 7 3k 10 W




