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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 348
Linh vwe thir nghiém: Co
Field of testing: Mechanical
Tén san phim, Gio6i han dinh luwgng
T vat liéu dwoc thir Tén phép thir cu thé (néu ¢6)/ Pham vi do Phwong phap thir
Materials or The Name of specific tests Limit of quantitation (if any)/range of Test method
product tested measurement
PO ro ri tinh toan/ Calculated
1. filter leak range
0,0001%/ (0,001 ~ 1)%
Kich thuéc hat/ Particle Size:
(0,10; 0,20; 0,30; 0,50; 1,00;
5,00) um
2. Thir 6 1o ri mang loc Néng d6 hat/
HEPA/ULPA. . .
Particle Concentration:
HEPA/ULPA filter leak test 1 pm¥/ (1~34,3x10°) p.m
3 Hat bui/ Particle:
' 0,1 p.m>/ (1~17000000) p.m>
Kich thudc hat/ Particle size:
4. (0,10; 0,20; 0,30; 0,50; 1,00;
5,00) um
Tt an toan A AL 1n -
5. | ;| Do van toc dong khi vaof 0,01 m.s/ (0,05 ~2,5) m.s"
sinh hgc cap xudng.
6. 1 Determination of In/ Down I'm’ b/ NSF/ANSI 49 - 2018
?lass II ﬂOW velocily (42 ~ 4250) I'IlS.h_1 I1SO 14644-1:2015
Biological \ A , ,
) Do cuong d6 anh sang kha
Safety Cabinet Kin
7. (x) ’ 1 ux/ (50 ~ 2000) lux
Measurement of lighting
intensity
Do cuong do anh sang tim 0.1 uW.cm™
UVC (254 nm). 2
8. s (1,0 ~ 1999,9) uW.cm
Measurement of UVC lighting (220 ~ 365) nm
intensity (254 nm)
Po db rung. 1 ur? / dAen/to 1,999 mm
9. Measur ¢ of vibrati Tan so/ Frequency:
easurement of vibration 10 Hz ~ 1 kHz
Po do én. 0,1; dBﬁ(30 ~130) dB
10. Measur ¢ of noise level Tan so/ Frequency:
easurement of noise leve 10 Hz ~ 16 kHz
Xac dinh hinh dang khoi
" dong khi.
' Determination of Airflow
smoke patterns
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 348
Tén san phim, Giéi han dinh luwgng
T vat liéu dwoc thir Tén phép thir cu thé (néu ¢6)/ Pham vi do Phwong phap thir
Materials or The Name of specific tests Limit of quantitation (if any)/range of Test method
product tested measurement
0,1 p.m™/
Phén loai do sach hat bui (1 ~ 17000000) p.m">
trong khong khi. TCVN 8664-1:2011
Airbone particle cleanliness Kich thude hat/ Size: ISO 14644-1:2015
classification (0,10; 0,20; 0,30; 0,50; 1,00;
5,00) pm
B0 10 ri tinh toan/
12. Calculated filter leak range
Thit d6 16 1 mine | 0,0001%/ (0,001 ~ 1)%
U d6 ro ri mang loc , . . o
HEPA/ULPA. Kich thudc hat/ Particle Size:
HEPA/ULPA filter leak test (0,105 0,20; 0,30 0,50) pum
Nong d6 hat/
Phong sach . .
Particle Concentration:
Clean room
1 p.m3/ (1 ~34,3x10° p.m™
® 0,01 1
,0l m.s’ )
13. Po vén téc dong khi. B TCVN 8664-3:2011
(0,05 ~2,5)m.s )
Measurement of airflow ISO 14644-3:2019
. 1 m*.h/
14. velocity
(42 ~4250) m*.h!
Kiém tra d6 dong nhat vé
s nhiét do. 0,1°C/
' Temperature uniformity (10 ~50) °C
check
Iflem tra Do dong nhat vé do 1% RH/
16. am.
- 0
Humidity uniformity check (30 ~90) %RH
; Do van toc dong khi hat. . 0.01 m.s"/
. Measurem?nt of sucked air (0.05~2.5) m.s"
flow velocity
T hat khi Do Iuu | done khi bt
dge 0 T JHong dong AL At I m' b/ ANSI/ASHRAE
18. Fume Hood Measurement of sucked air (42 ~ 4250) m® 1! 110-2016
Cabiner | /10W volume NSF/ANSI 49 - 2018
(x) Do cuong d6 anh sang kha
. kién. 1 lux /
' Measurement of lighting (50 ~2000) lux
intensity
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 348
Tén san phim, Gio6i han dinh luwgng
T vat liéu dwoc thir Tén phép thir cu thé (néu ¢6)/ Pham vi do Phuong phap thir
Materials or The Name of specific tests Limit of quantitation (if any)/range of Test method
product tested measurement
Do cuong do anh sang tim 0.1 uW.cm?/
UVC (254 nm).
20. o (1,0 ~1999,9) uW.cm™
Measurement of UVC lighting »
intensity (254 nm) (220~ 365) nm
s 0,1 dB/(30 ~ 130) dB
Po 36 on. .y
21. Tan so/ Frequency:
Measurement of noise level
(10 Hz ~ 16 kHz)
Ta l(lll:t khi e /
oc . ANSI/ASHRAE
) Do d6 rung. dén/to 1,999 mm
2. | FumeHood | '°° s Y e . 1102016
Cabinet easurement of vibration an so/ f'requency: NSE/ANSI 49 - 2018
10 Hz ~ 1 kHz
(x)
Xéc dinh d9 1o ri khi SF6. 0,01 ppm/ (0,05 ~ 10000) ppm
23. Determination of tracer gas [6,139.10% ng.L""/
SF6 (6,139.10% ng.L! ~ 61,39 pg.L )]
Xac dinh hinh dang dong
khi.
24, -
Determination of airflow
visualization
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 348

Linh vyc thit nghiém: Dién - Dién ti

Field of testing: Electrical — Electronics
. 2 Giéi han dinh lwgng
Tén san pham, <. .
TT vit liéu dwoc thi Tén phép thir cu thé (néu cd)/ Pham vi do Phwong phap thir
Materials or The Name of specific tests Limit of q/uantttatzon () Test method
product tested any)/range of
measurement
Phan loai thiét bj dién y té.
1. Classification  of medical -
electrical equipment
Xac dinh cac bo phan tng dung
5 va bo phan tiép cén duoc.
' Determination of applied parts
and accessible parts
3 Kiém tra ngudn cung cép. (90 ~264) VAC rms
' Checking power supply
Kiém tra cong suit dau vao.
Checking power input Pén/to 12 kW
4. ] g‘f’f’g ,S“/EW I; ower Beén/to 600 VAC TCVN 7303-1:2009
- Dien ap/ Voltage Bén/io 20 AAC IEC 60601-1:2005
- Dong dién/ Current Cosg: -1~1
May theo ddi - Hé s6 cong sudt/ Power factor
bénh nhan - — —
. , Kiém tra noi dat bao vé, noi dat
Patient monitor . C a2 £
chirc nang, va dang the.
X £
5. ) Checking protective earthing, bén/to 2 Q
functional  earthing  and
potential equalization
Kiém tra dong dién ro va dong
p phu t&i bénh nhan. bén/to 10 mA
' Checking leakage currents and (DC & AC)
patient auxiliary currents
Kiém tra dién tr& cach dién.
7. o _ . (0,5 ~ 100) MQ
Checking insulation resistance
Do tin hiéu dién tim ECG. (0,05 ~5,0) mV
Measuring ECG performance (10 ~ 360) BPM
8 testing (0,125; 2; 2,5) Hz QTTN 5.4-YT-
' A e . T 01:2021
- Bién d¢/ Amplitude :
- Nhip tim/ Rate
- Tan sb/ frequency
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 348
. 2 Giédi han dinh luwgng
Tén san pham, <. .
TT vit liéu dwoc thi Tén phép thir cu thé (ncu co)/ Pham vi do Phwong phap thir
Materials or The Name of specific tests Limit of quantitation (if Test method
product tested any)/range of
measurement
Do huyét ap khong xam lan
9. Measuring non-invasive blood (10 ~400) mmHg
pressure (NIBP)
Do huyét ap xam lan.
10. Measuring  invasive  blood (-10 ~300) mmHg
May theo ddi | pressure (IBP)
bénh nhan . YT-
N . Do nhip ho hap. QTTN 5.4-YT
11. | Patient monitor ] o (0; 10 ~ 150) BrPM 01:2021
Measuring respiration
(x)
Do nhiét do. .
12. . bén/to 50°C
Measuring temperature
Do ndng d6 oxy bio hoa SpO,.
13. Measuring  saturation  of (30 ~ 100) %
periphral oxygen
Nhan dang, ghi nhan va tai li€u.
14. Identification, marking and -
documents
Phan loai thiét bj dién y té.
15. Classification  of  medical -
electrical equipment
2 die Xéc dinh cac bd phan tng dun
Dao mo dign cao | “57 TUT1 545 09 P RS AHRE TCVN 7303-1:2009
tin va b phén ti€p can duogc.
16. . D o lied - IEC 60601-1:2005
High frequency etermination of applied parts
surgical and accessible parts TCVN 7303-2-
. > ; . 2:2006
equipment Kiém tra nguon cung cap
17. x) ) (90 ~264) VAC rms IEC 60601-2-2:2017
Checking power supply
Kiém tra cong suit dau vao
Checking power input Pén/to 12 kW
- Cong sudt/ Power Dén/to 600 VAC
18. o .
- Dién ap/ Voltage Pén/to 20 AAC
- Dong dién/ Current Coso: -1~1
- Hé 56 cong sudt/ Power factor
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 348
. 2 Gi6i han dinh lwgng
Tén san pham, : . .
TT vit liéu dwoc thi Tén phép thir cu thé (ncu co)/ Pham vi do Phwong phap thir
Materials or The Name of specific tests Limit of quantitation (if Test method
product tested any)/range of
measurement
Kiém tra ndi dat bao vé, ndi dat
chirc ning, va dang thé.

19. Checking protective earthing, Dén/to 2 Q
functional  earthing  and
potential equalization
Kiém tra dong dién ro va dong

20 phu téi bénh nhan. Dén/to 10 mA

' Checking leakage currents and (DC & AC)

patient auxiliary currents TCVN

Dao md di¢n cao ‘A , . A . 1

din Kiém tra dong ro cao tan. Dén/to 5500 mA 7303-1:2009
21. ) Checking  high  frequency 30 Hz ~ 5 MH IEC 60601-1:2005
High frequency | joqkage current ( 2= 2) TCVN
surgical -
equipment Ki‘ém tra} d0 chinh xac cua bd 7303-2-2:2006

dicu khién va dung cu do. .

2, ) e & Pén/io 500 W IEC
Checking accuracy of controls 60601-2-2:2017
and instruments
Kiém tra d4u ra khong chinh

23. xéc. Dén/to 500 W
Checking incorrect output
Kiém tra kich thich than kinh
co bép.

24. 0,1 pQ~ 110 MQ
Checking  muscular  nerve
stimulation
Kiém tra dién tro ni dat. .

25. bén/to 2 Q
Checking ground resistor
Kiém tra dong ro qua vo thiét bi

A a1 \ TCVN 7303-1:2009
o trong di€u kién binh thuong. Dén/to 10 mA
26. | Long ap tre so Checking leakage currents in (DC & AC) IEC 60601-1:2005
sinh the enclosure in normal TCVN
Infant Incubator | conditions 7303-2-19:2006
) Kiém tra dong r6 qua vo thiét bi IEC
iéu kién 16i . . 60601-2-19:2020
. trong d'leu kién 101 don | Dén/to 10 mA
. Checking leakage c.urrents in (DC & AC)
the enclosure in single fault
conditions
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 348
. 2 Gi6i han dinh lwgng
Tén san pham, : . .
TT vit liéu dwoc thi Tén phép thir cu thé (ncu co)/ Pham vi do Phwong phap thir
Materials or The Name of specific tests Limit of quantitation (if Test method
product tested any)/range of
measurement
Kiém tra dong ro ri qua bo phan
28 ung dung. DPén/to 10 mA
' Checking field leaked currents (DC & AC)
onto parts applications
Do nhiét do. .
29. ] Bén/to 50°C
Measuring temperature
Do nhiét do da. .
30. ] . Bén/to 50°C
Measuring skin temperature
2 TCVN 7303-1:2009
31 e o résg | 00 Am (10 ~ 90) % IEC 60601-1:2005
' Longs?sht reso Measuring humidity ’ TCVN‘
x) Checking sound level IEC
Kiém tra toc d6 gio. -2-19:
3. 0 g (0.2 ~2) m/s 60601-2-19:2020
Checking airflow
Kiém tra ndng do dioxit carbon
(COy). P
34. beén/to 25 %
Checking concerntration of
carbon dioxide
Kiém tra Nong d6 oxy (O.). (0% ~4.9) %
35. Checking concerntration of (5 ~ 100) %
oxygen
Kiém tra dién tro ndi dat. .
36. ) . bén/to 2 Q
Checking ground resistor
Kiém tra dong ro qua vo thiét bi
AKX A trong diéu kién binh thuong . TCVN'7303-1:2009
Long ap vin ' bén/to 10 mA IEC 60601-1:2005
37. chuyén Checking leakage currents in (DC & AC) '
Transport the enclosure in normal TCVN
Incubator conditions 7303-2-20:2007
(x) Kiém tra dong ro qua vo thiét bi [EC
iéu kién 10i . 60601-2-20:2020
N tr(})lngkd.leu ;ﬂil 161 don | Dén/to 10 mA
. Checking lea age c.urrents in (DC & AC)
the enclosure in single fault
conditions
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 348
. 2 Giédi han dinh luwgng
Tén san pham, : . .
TT vit liéu dwoc thi Tén phép thir cu thé (ncu co)/ Pham vi do Phwong phap thir
Materials or The Name of specific tests Limit of quantitation (if Test method
product tested any)/range of
measurement
Kiém tra dong ro ri qua bo phan
19 ung dung. DPén/to 10 mA
' Checking field leaked currents (DC & AC)
onto parts applications
Po nhiét do. P
40. ) Bén/to 50°C
Measuring temperature
Do nhiét d6 da. .
41. ] . Bén/to 50°C
Measuring skin temperature
o Do db & TCVN 7303-1:2009
Ano An va o do am.
4. | Longapvan " Ny (10 % ~ 90) % IEC 60601-1:2005
chuyén Measuring Humidity
T ) - TCVN
ranspor. Kiém tra cuong d6 4m thanh. )
3. Incubator . (30~ 100) dB 7303-2-20:2007
Checking sound level IEC
(x) . .
Kiém tra toc dg gio. 22-20:
m 0 g (0.2 ~2) m/s 60601-2-20:2020
Checking airflow
Kiém tra Nong d6 dioxit carbon
45 (COy). DPén/to 25 %
' Checking concerntration of
carbon dioxide
y Ié;lemktra Nong do oxy (O»). , (0% ~ 4.9) %
. ecking concerntration o
~100) 9
oxygen (5 ~100)%
4 Kiém tra dién tro ni dat. Dén/to 2Q
' Checking ground resistor
Kiém tra dong ro qua vo thiét b
Giwdng sudi 4m trong di€u kién binh thuong. Pén/to 10 mA
48. em bé C}'lheckinglleakage .currents inl (DC & AC) IEC 60601-1:2005
Baby Infant the . (.mc osure in  norma IEC
radiant warmer | "4110"S 60601-2-21:2020
(x) Kiém tra dong ro qua vo thiét b
N trong d.leu kién loi don. | Dén/to 10 mA
. Checking Zeakage c.urrents in (DC & AC)
the enclosure in single fault
conditions
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 348
. 2 Giédi han dinh luwgng
Tén san pham, : . .
TT vit liéu dwoc thi Tén phép thir cu thé (ncu co)/ Pham vi do Phwong phap thir
Materials or The Name of specific tests Limit of quantitation (if Test method
product tested any)/range of
measurement
Kiém tra dong ro ri qua bo phan
50 ung dung. DPén/to 10 mA
' Checking field leaked currents (DC & AC)
onto parts applications
51 Do nhiét do. Dén/to 50)°C
' Measuring temperature
5 Do nhiét d6 da. Dén/to 50)°C
' Measuring skin temperature
53 | Dodoam (10 % ~ 90) %
+ | Giuong sudiam Measuring humidity ’ °
em bé - IEC 60601-1:2005
Kiém tra cuong d¢ am thanh.
54. |  Baby Infant . 8 (30 ~ 100) dB IEC
radiant warmer | Checking sound level 60601-2-21:2020
(x) Kiém tra tbc do gio.
55. ) ) (0,2 ~2)m/s
Checking airflow
Kiém tra Nong d6 dioxit carbon
s (CO). Dén/to 25 %
' Checking concerntration of
carbon dioxide
Kiém tra ndng d6 oxy (O).
g do oxy (02) (0% ~ 4.9) %
S7. Checking concerntration of (5 ~ 100) %
oxygen
Nhan dang, ghi nhan va tai li€u.
58. Identification, marking and -
documents
Thietbi dieny t€ | - loai thiét bi dién y €.
Medical .
59. electrical Classification  of  medical - TCVN7303-1:2009
equipment electrical equipment IEC 60601-1:2005
® Xac dinh cac bo phan tng dung
va bo phan tiép cén duoc.
60. -
Determination of applied parts
and accessible parts
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 348
. 2 Giédi han dinh luwgng
Tén san pham, : . .
TT vit liéu dwoc thi Tén phép thir cu thé (ncu co)/ Pham vi do Phwong phap thir
Materials or The Name of specific tests Limit of quantitation (if Test method
product tested any)/range of
measurement
Kiém tra ngudn cung cap.
61. ) (90 ~264) VAC rms
Checking power supply
Kiém tra cong sudt dau vao/
Checking power input (0~ 12) kW
- Céng sudt/ Power (0 ~600) VAC
62. L
- Dién ap/ Voltage (0~20) AAC
- Dong dién/ Current Coso: -1~1
Thiét bi dién y té | - H¢ s6 cong sudt/ Power factor
Medical Kiém tra ndi dat bao vé, ndi dat TCVN'7303-1:2009
electrical chitc niing, va ding thé IEC 60601-1:2005
63. equipment Checking protective earthing, bén/to 2 Q
x) functional  earthing  and
potential equalization
Kiém tra dong dién ro va dong
o phu téi bénh nhan. Dén/to 10 mA
' Checking leakage currents and (DC & AC)
patient auxiliary currents
Kiém tra dién tro cach dién.
65. o _ (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 thtr thuc hién tai hién truong / On-site test
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