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DANH MUC PHEP THU PUQC CONG NHAN (SO 2)
LIST OF ACCREDITED TESTS (No 2)
VILAS 348

Linh vyc thir nghiém: Co
Field of testing: Mechanical

Tén sdn pham,

Gi6i han dinh luwgng (néu co)/

vat liéu dworc thir/ Tén phép thir cu thé/ Pham vi do Phuong phap thir/
TT :
Materials or The name of specific tests Limit of quantitation (if any)/range of Test method
product tested measurement
hir d | Do 1o ri/ Penetation
Thir @6 1o ri mang loc
i i 0~ 100)%
1. HEPA/ULPA Kich th ( h t/P) Ot' o sive: ISO 14644-3:2019
HEPA/ULPA filter leak test ieh thuoe hat/ Fariicle size.
(0,1 ~5) um
Po van tde dong khi vao/ 0,01 m.s’'/ (0,05 ~2,5) m.s™!
xudng
2. . . 1 3 h-l /
Determination of In/ Down m-.
flow velocity (42 ~4250) m.h'!
- A Thtr d6 roi
3. Tu an toan S 1 lux/ (50 ~ 2 000) lux
sinh hoc cp 11 Lighting intensity test
(x) Po 3o rung 1 pm/ dén/to 1,999 mm
4. s NSF/ANSI 49 - 2018
Class 11 Measurement of vibration Tan so/ Frequency: 10 Hz ~ 1 kHz
biological ;
iological safety "o " 45 én 0,1 dB/(30 ~ 130) dB
5. cabinet o
Measurement of noise level | Tan s0/ Frequency: 10 Hz ~ 16 kHz
Xac dinh hinh dang khoi
6 dong khi.
. Determination of Airflow
smoke patterns
Do cuong do anh sang tim
; UVC (254 nm) 0,1 pW.cm™¥/ QTTN 5.4-HL-
. Measurement of UVC (1,0 ~1999,9) uW.cm™ 34:2025
lighting intensity (254 nm)
Phan loai d0 sach hat bui Kich thudc hat/ Particle size:
g Phong sach (x) | trong khong khi (0,10; 0,20; 0,30; 0,50; 1,00; TCVN 8664-1:2011
‘ Clean room Airbone particle cleanliness 5,00) um ISO 14644-1:2015
classification
hir d | Do 1o ri/ Penetation
Thtr 6 ro ri mang loc o
9. HEPA/ULPA i © N 100)%
Ki . Particle size-
HEPA/ULPA filter leak test ich thude hat/ Particle size
Phong sach (x) (0,1 ~5) pm TCVN 8664-3:2011
Clean room 0,01 m.sY/ ISO 14644-3:2019
0 Do van tdc dong khi (0,05 ~2,5) m.s™!
' Measurement of airflow 1 mi.hY
velocity (42 ~ 4 250) m.h-!
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DANH MUC PHEP THU PUQC CONG NHAN (SO 2)
LIST OF ACCREDITED TESTS (No 2)
VILAS 348

Tén sdn pham,

Gi6i han dinh lrong (néu c6)/

vat liéu dwgc thi/ Tén phép thir cu thé/ Pham vi do Phwong phap thi/
TT :
Materials or The name of specific tests Limit of quantitation (if any)/range of Test method
product tested measurement
Kiém tra d6 dong nhét vé
nhiét do
11. _ _ 0,1°C/ (10 ~50) °C
Temperature uniformity
check
Phong sach (x) | Kiém tra d6 dong nhat vé do 1% RE/ TCVN 8664-3:2011
A 0
12. Cleanroom | 4m . ISO 14644-3:2019
Humidity uniformity check (30~90) %RH
Klfzm tra 0 chénh ap khong 0.1hPa/
13. khi .
10~11 P
Air pressure difference check (10 00) hPa
y Do van toc dong khi hut | 0.01 m.s/
. Measurem.ent of sucked air (0.05~2.5) m.s"
flow velocity ANSI/ASHRAE 110-
Po Iuu lugng dong khi hut 31 2016
Tii hiit khi dge I/
15. whut KW Goc 1\ rfeasurement of sucked air (42 ~ 4 250) m® 1!
® flow volume '
Fi Hood
Hme 7000 | Thir d6 roi
16. Cabinet T _ 1 Tux /(50 ~2000) lux
Lighting intensity test
3 0,1 dB/(30 ~130) dB NSF/ANSI 49 - 2018
Po d6 on L
17. Tan s6/ Frequency:
Measurement of noise level
(10 Hz ~ 16 kHz)
18 Po do rung 1uny/ dén/to 1,999 mm
. Measurement of vibration Tan s&/ Frequency: 10 Hz ~ 1 kHz
2c dinh hi 3 i NSF/ANSI 49 - 2018
Ti hiit khi dée X4c dinh hinh dang dong khi
19. x) Determination of airflow -
Fume Hood visualization
Cabinet Po cuong do anh sang tim
20. UVC (254 nm) 0,1 uW.cm?/ QTTN 5.4-HL-
Measurement of UVC (1,0 ~ 1999,9) uW.cm 36:2025
lighting intensity (254 nm)
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DANH MUC PHEP THU PUQC CONG NHAN (SO 2)
LIST OF ACCREDITED TESTS (No 2)
VILAS 348

Linh vue thir nghiém: Dién - Dién tir

Field of testing: Electrical — Electronic

2 Gié6i han dinh luwgng
Tén sian pham, i :
] ) R (néu co)/ Pham vi do 3 .
vat liéu duge thir/ Tén phép thir cu the/ Phuong phap thi/
TT Limit of quantitation
Materials or product The name of specific tests . Test method
(if any)/range of
tested
measurement
Phan loai thiét bi dién y t&
1. Classification of medical electrical -
equipment
Xac dinh cac b phan trng dung va bo
5 phan tiép can duoc
‘ Determination of applied parts and
accessible parts
3 Kiém tra nguon cung cap (90 ~264) VAC
. Checking power supply rms
Kiém tra cong sudt dau vao
Checking power input Dén/ To 12 kW
. - Cong suét/ Power Dén/ To 600 VAC
' - bién ap/ Voltage DPén/to 20 AAC TCVN 7303-1:2009
- Dong dién/ Current Cos: -1~1 IEC 60601-1:2005
May theo do6i Hé s6 cong suat/ Power factor
bénh nhan (x) Kiém tra ndi dat bao vé, ndi dit chirc
Patient monitor ning, va dfmg thé
5. Checking protective earthing, Dén/ To2 Q
functional earthing and potential
equalization
Kiém tra dong dién ro va dong phu t6i
6 bénh nhan Dén/ To 10 mA
. Checking leakage currents and patient (DC & AC)
auxiliary currents
Kiém tra dién tré cach dién
7. o ) ) (0,5~100) MQ
Checking insulation resistance
Do tin hiéu dién tim ECG
Measurement of ECG performance (0,05~ 5,0) mV
8. - Bién 46/ Amplitude (10~360) BPM | QTTN 5.4-YT-01:2021
- Nhip tim/ Rate (0,125;2;2,5)Hz
Tan s&/ Frequency
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DANH MUC PHEP THU PUQC CONG NHAN (SO 2)

LIST OF ACCREDITED TESTS (No 2)

VILAS 348
2 Gié6i han dinh luwgng
Tén sdn pham, ‘
i ] ) . (néu c6)/ Pham vi do i )
vat liéu duge thir/ Tén phép thir cu the/ Phuong phap thi/
TT Limit of quantitation
Materials or product The name of specific tests . Test method
(if any)/range of
tested
measurement
Po huyét ap khong xam lan
9. Measurement of non-invasive blood (10 ~400) mmHg
pressure (NIBP)
Do huyét ap xam lan
10. Measurement of invasive blood (-10 ~300) mmHg
May theoddi |2/ (IBP, )
T bénh nhan (x) | Do nhip h6 hap (0; 10~ 150) QTTN 5.4-YT-01:2021
. Patient monitor | Measurement of respiration BrPM
Do nhiét do ;
12. o bén/to 50°C
Measurement of temperature
Do ndng do oxy bdo hoa SpO,
13. Measurement of saturation of periphral (30~100) %
oxygen
14 Nhan dang, ghi nhan va tai liéu
' Identification, marking and documents
Phan loai thiét bi dién y t&
15. Classification of medical electrical -
equipment
Xac dinh cac b phan trng dung va bo
16 phan tiép can duoc
' Determination of applied parts and
. accessible parts
17 Dao I:;O Czlg;n A0 | Kidm tra nguén cung cép (90 ~264) VAC TCVN 7303-1:2009
. an (X
Highf Checking power supply rms IEC 60601-1:2005
igh frequency : . .
surgical Kiém tra cong suat dau vao TCVN 7303-2-2:2006
equipment Checking power input Pén/ To 12 kW IEC 60601-2-2:2017
8 - Cong suét/ Power DPén/ To 600 VAC
' - Bién ap/ Voltage DPén/ To 20 AAC
- Dong dién/ Current Cos:-1~1
Heé s6 cong sudt/ Power factor
Kiém tra ndi dat bao vé, ndi dit chirc
ning, va dang thé
19. Checking protective earthing, Dén/ To 2 Q
functional earthing and potential
equalization
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DANH MUC PHEP THU PUQC CONG NHAN (SO 2)

LIST OF ACCREDITED TESTS (No 2)

VILAS 348
2 Gié6i han dinh luwgng
Tén sdn pham, ‘
A ) . i ) N (néu c6)/ Pham vi do i )
vit liéu duge thi/ Tén phép thir cu the/ Phuong phap thi/
TT . . Limit of quantitation
Materials or product The name of specific tests . Test method
(if any)/range of
tested
measurement
Kiém tra dong dién ro va dong phu t6i
20 bénh nhan Dén/ To 10 mA
' Checking leakage currents and patient (DC & AC)
auxiliary currents
. Ié;lemkt.ra ilo.nhg 0 cao tanl ) Dén/ To 5500 mA
~ | Daomé dign cao cufrinlf g high frequency leakage (30Hz~5MHz) | TCVN 7303-1:2009
tan (x) - IEC 60601-1:2005
High frequency | Kiém tra d9 chinh xdc cua bg diéu
; Khién va d d TCVN 7303-2-2:2006
2 surgical 1en va dung cu do Dén/ To 500 W .
) equipment Checking accuracy of controls and IEC 60601-2-2:2017
instruments
Kiém tra déu ra khong chinh xéac P
23. o bén/ To 500 W
Checking incorrect output
Kiém tra kich thich than kinh co bap
24, . _ _ 0,1 pQ~110 MQ
Checking muscular nerve stimulation
Kiém tra dién tré ndi dt p
25. _ ) bén/ To 2 Q
Checking ground resistor
Kiém tra dong ro qua vo thiét b trong
diéu kién binh thuong DPén/ To 10 mA
26. _ _
Checking leakage currents in the (DC & AC)
enclosure in normal conditions
Kiém tra dong ro qua vo thiét b trong
. diéu kién 16i don Dén/ To 10 mA
' Checking leakage currents in the (DC & AC)
enclosure in single fault conditions TCVN 7303-1:2009
so' sinh (x £
)3, dyng bén/to 10mA (DC | TCVYN 7303-2-19:2006
Infant Incubator | Cpecking field leaked currents onto & AC) IEC 60601-2-19-2020
parts applications
Po nhiét do B .
29. bén/ To 50 C
Measurement of temperature
Po nhiét d6 da B .
30. _ bén/ To 50 C
Measurement of skin temperature
Po d6 am
31. o (10 ~90) %
Measurement of humidity
Kiém tra cuong do 4m thanh
32. ) (30~100)dB
Checking sound level
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DANH MUC PHEP THU PUQC CONG NHAN (SO 2)

LIST OF ACCREDITED TESTS (No 2)

VILAS 348
2 Gié6i han dinh luwgng
Tén sdn pham, ‘
A ) . i ) N (néu c6)/ Pham vi do i )
vit liéu duge thi/ Tén phép thir cu the/ Phuong phap thi/
TT Limit of quantitation
Materials or product The name of specific tests . Test method
(if any)/range of
tested
measurement
3 Kiém tra toc do gid (02~2)m/
. 2~ ]
Checking airflow
N = X . TCVN 7303-1:2009
Long ap tré | Kiém tranong d6 dioxit carbon (CO»)
34 s0 sinh (x) Checki trationof carb Pén/ To 25 % IEC 60601-1:2005
. . ec. ing concerntrationof carbon TCVN 7303-2-19:2006
Infant Incubator | dioxide
- - IEC 60601-2-19:2020
35 Kiém tra Nong d6 oxy (O») (0% ~4,9) %
) Checking concerntrationof oxygen (5~100) %
Kiém tra dién tré ndi dat B
36. _ ) bén/ To2 Q
Checking ground resistor
Kiém tra dong ro qua vo thiét b trong
27 diéu kién binh thuong DPén/ To 10 mA
' Checking leakage currents in the (DC & AC)
enclosure in normal conditions
Kiém tra dong ro qua vo thiét b trong
1 diéu kién 16i don Dén/ To 10 mA
' Checking leakage currents in the (DC & AC)
enclosure in single fault conditions
Kiém tra dong ro ri qua b phén g
19 dung Dén/ To 10 mA
' Checking field leaked currents onto (DC & AC)
Ldng 4p parts applications TCVN 7303-1:2009
van chuyén (x) | Do nhiét do . . IEC 60601-1:2005
40. bén/ To 50 C
Transport Measurement of temperature TCVN 7303-2-20:2007
Incubator Po nhiét d6 da ) . IEC 60601-2-20:2020
41. _ bén/ To 50 C
Measurement of skin temperature
42 Bo b im (10 % ~ 90) %
' Measurement of humidity ° °
Kiém tra cudong d6 am thanh
43. . (30~100) dB
Checking sound level
Kiém tra toc do gid
44, ) ) (0,2 ~2)m/s
Checking airflow
Kiém tra Nong do dioxit carbon (CO>)
45. Checking concerntrationof carbon Dén/ To 25 %
dioxide
46 Kiém tra Nong do oxy (0,) (0% ~4,9) %
) Checking concerntrationof oxygen (5 ~100) %
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DANH MUC PHEP THU PUQC CONG NHAN (SO 2)

LIST OF ACCREDITED TESTS (No 2)

VILAS 348
2 Gié6i han dinh luwgng
Tén sdn pham, ‘
A ) . i ) N (néu c6)/ Pham vi do i )
vit liéu duge thi/ Tén phép thir cu the/ Phuong phap thi/
TT Limit of quantitation
Materials or product The name of specific tests . Test method
(if any)/range of
tested
measurement
Kiém tra dién tré ndi dat B
47. ) . bén/ To 2Q
Checking ground resistor
Kiém tra dong ro qua vo thiét bi trong
i3 diéu kién binh thuong DPén/ To 10 mA
' Checking leakage currents in the (DC & AC)
enclosure in normal conditions
Kiém tra dong ro qua vo thiét bi trong
40 diéu kién 16i don Dén/ To 10 mA
' Checking leakage currents in the (DC & AC)
enclosure in single fault conditions
Kiém tra dong ro ri qua bd phéan tmg
50 dung Pén/ To 10 mA
' ) L Checking field leaked currents onto (DC & AC)
Giwong swoiam | .46 gpplications
em bé (x) ;
Do nhiét o P . IEC 60601-1:2005
51. Baby Infant bén/ To 50 C
. Measurement of temperature IEC 60601-2-21:2020
radiant warmer
Po nhiét d6 da P .
52. _ bén/ To 50 C
Measurement of skin temperature
53 Do § am (10 % ~ 90) %
' Measurement of humidity ’ ’
Kiém tra cudong d6 am thanh
54. _ (30~ 100) dB
Checking sound level
Kiém tra toc do gio
55, ratoecog (0,2 ~2) m/s
Checking airflow
Kiém tra ndng do dioxit carbon (CO)
56. Checking concerntrationof carbon Dén/ To 25 %
dioxide
5 Kiém tra ndng do oxy (O,) (0% ~4,9) %
' Checking concerntrationof oxygen (5 ~100) %
53 o . Nhan dang, ghi nhan va tai li¢u
+ | Thiet bi di¢n y t¢ Identification, marking and documents
(x) — TCVN 7303-1:2009
Medical electrical | P00 1021 thiet bi dién y © IEC 60601-1:2005
59. equipment Classification of medical electrical -
equipment
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DANH MUC PHEP THU PUQC CONG NHAN (SO 2)
LIST OF ACCREDITED TESTS (No 2)

VILAS 348
2 Giéi han dinh luwgng
Tén sdn pham, ‘
A ) . i ) N (néu c6)/ Pham vi do i )
vit liéu duge thi/ Tén phép thir cu the/ Phuong phap thi/
TT . . Limit of quantitation
Materials or product The name of specific tests . Test method
(if any)/range of
tested
measurement
Xéc dinh cac by phan ting dung va bo
60 phan tiép can dugc
' Determination of applied parts and
accessible parts
61 Kiém tra ngudn cung cip (90 ~264) VAC
' Checking power supply rms
Kiém tra cong sudt dau vao/
Checking power input (0~12) kW
- - Cong suét/ Power (0 ~ 600) VAC
' A < | -Diénap/ Voltage (0~20) AAC
Thiét bi dién y te Done dicn/ C. ; Coso: (o1~ 1
) - Uong dien turren 0s¢: (1~D - 1evN 7303-1:2009
Medical electrical [ 1€ 30 €0ngSUaV Power factor IEC 60601-1:2005
equipment Kiém tra noi dat bao vé, noi dat chuic
ning, va dang thé
63. Checking protective earthing, Dén/ To 2 Q
functional earthing and potential
equalization
Kiém tra dong dién ro va dong phu t6i
64 bénh nhan bén/ To 10 mA
' Checking leakage currents and patient (DC & AC)
auxiliary currents
Kiém tra dién tré cach dién
65. L . (0,5 ~ 100) MQ
Checking insulation tests
Chu thich/ Note

ISO: The International Organization for Standardization
NSF/ANSI: National Sanitary Foundation/ American National Standards Institute

ANSI/ASHRAE: American National Standards Institute/American Society of Heating, Refrigerating
and Air-Conditioning Engineers

IEC: International Electrotechnical Commission
QTTN: Phuong phap do PTN tu xay dung / Laboratory developed method
(x): Phép thir thuc hién tai hién truong / On-site test
Truong hop Trung tam Ky thuat Tiéu chuin Po ludng Chit luong Cén Tho cung crép dich vy thir nghiém
chat luong san phdm, hang hoa thi Trung tdm Ky thuat Tiéu chuén Do luong Chét lugng Can Tho phai
dang ky hoat dong va dugc cap gidy ching nhan dang ky hoat dong theo quy dinh cta phap luét trude khi
cung cap dich vu nay./ It is mandatory for the CanTho Technical Center of Standards Metrology and Quality

that provides product quality testing services must register their activities and be granted a certificate of
registration according to the law before providing the service.
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