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DANH MUC PHEP THU NGHIEM PUQC CONG NHAN MO RONG
LIST OF EXTENDED ACCREDITED TESTS

VILAS 087
Linh vyc thtr nghiém: Co
Field of testing: Mechanical
A n 2 Giédi han dinh lwong
Tén san pham, 2 (néu ¢6)/ Pham vi do
T vat liéu dwoc thi/ Tén phép thir cu the/ N o Phwong phap thi/
Materials or product The name of specific tests Limit of quantitation (if Test method
any)/range of
tested
measurement
Thim dinh higu ndng thiét bi tiét
khuén (noi hap tiét trung)
1. Evaluation of Sterilization (105 ~134) °C
. Performance for autoclave
Thiét bj tiét (steam autoclave) USP 2023 <1229>
trang (x) : : EN 285:2015 +
Autoclave Tham dinh hiéu nang thict bj tiét A1:2021
khuan (ta say tiét trung)
2. Evaluation of Sterilization (100 ~ 300) °C
Performance for autoclave
(sterilisation oven)
. A N . Kich thudc hat/
3, Thur nong do hat bui Particle size ISO 14644-1:2015
Particle concentration test
(0,3~5) um
A Thir cudng do anh sang kha kién 1 Lux/
‘ Visible light intensity test (60 ~ 10 000) Lux
Thir toc do gid
5. i an si . C 0,01m/s/ (0,1 ~ 5) m/s
Tu an ann sinh Air flow velocity test ( )
hoc cap II (x)
o - - NSF/ANSI 49:2022
BIOIO_glcaI Safety | Kiém tra hinh thai dong khi bang
6 Cabinetclass Il | ph0i .
Airflow smoke pattern check
Thir d6 6
7. scoon (55 ~ 93) dB
Noise level test
Thir cuong d6 anh sang tim UVC VKN/QTTN/05.18:
8. . . 20 ~ 200) uW/cm?
UVC light intensity test ( ) pWiem 2024
(0 ~ 10 000 000)
Thir ndne d6 hat bui hat/particle
p u non 0O na 1
9. Phong sach, 1ong €o fat b Kich thudc hat/ ISO 14644-1:2015
Ti sach (x) Particle concentration test Particle size
Clean Room, (0,3~5) um
Laminar Flow
Cabinet Thir chénh léch 4p suat
10. 1 e 16Ch ap Sua (0 ~ 500) Pa ISO 14644-3:2019
Differential pressure test
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DANH MUC PHEP THU NGHIEM PUQC CONG NHAN MO RONG
LIST OF EXTENDED ACCREDITED TESTS

VILAS 087
A n 2 Giédi han dinh lwong
Tén san pham, 2 (néu ¢6)/ Pham vi do
T vat liéu dwoc thi/ Tén phép thir cu the/ N o Phwong phap thi/
Materials or product The name of specific tests Limit of q/uantltatlfon (if Test method
tested any)/range o
measurement
Dai do/ Range:
(1 ~9999 999) hat/m3
Kich thudc hat/
1 Thtr ro ri HEPA Particle size:
' HEPA leak test (0,3~10) pm
Mbi chat/ Fluid:
DEHS (Di(2-
ethylhexyl) Sebacate)
Thir toc dd gid
12. j 0,1 ~5)m/s
Air flow velocity test ( ) ISO 14644-3:2019
Kiém tra hinh thai dong khi bang
13. Phong sach, khoi -
T sach (x) Airflow smoke pattern check
Clean Room, N
14. Laminar Flow | 10t do hoi phyc _
Cabinet Recovery test
Thir nhiét d6 va do am 0,1 °C/ (10 ~ 50) °C
15. -
Temperature and humidity test 1% /(30 ~90) % RH
Thir cudng do 4nh sang kha kién ~ _
16. Visible light intensity test (60 ~ 10 000) Lux TCVN 7114:2008
Thir d6 6
17. No‘irse TJJE. et 0,1 dB/ (55 ~ 93) dB
VKN/QTTN/05.37:
. A L ) 2024
18 Thir cuong d6 anh sang tim UVC 1uW/em?/
' UVC light intensity test (20 ~ 300) pW/cm?
Ghi chu/ Note:

- ISO: Té chirc Tiéu chuin héa Quéc té&/ International Organization for Standardization

- EN: Tiéu chuén chau Au/ European Norm

- USP: Dugc dién Hoa Ky/ United States Pharmacopeia

- NSF/ANSI: National Sanitation Foundation/American National Standards Institute
- VKN/QTHC: Phuong phap do PTN tu xay dung / Laboratory developed method
- (X): Phép thir thuc hién tai hién trudng/ On - site tests

- Truong hop Vién Kiém nghiém thudc Trung wong cung cap dich vu thir nghiém chat lugng san pham, hang hoa thi
Vién Kiém nghiém thudc Trung wong phai dang ky hoat dong va dugc cap gidy ching nhén dang ky hoat dong theo
quy dinh cta phap luat trude khi cung cap dich vu nay/ It is mandatory for the National Institute of Drug Quality

0

Control 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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