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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 1216
Linh vuc: Sinh
Field:  Biological
Giéi han dinh lugng
Tén sin phim, Tén phép thir ey thé (néu c6)/ Pham vido | pyyomg phdp thir
TT | vitligu duge thir 77 f specific tests Limit of quantitation e
Materials or product % e of Specyic 1esis (if any)/ range of s
tested measurement
Xdac dinh tong sb vi sinh vit
Phuong phap mang loc
L. né PRED TRANE _ 3 CFU/100 mL
Determination of total bacteria
Membrane filtration method
USP <1231>
N L. 2016
Xdc dinh tong so vi sinh vat
Ph hap dia thach
2. VPTE phap win. Bk 2 CFU/ mL
Determination of total bacteria
Pour plate method
Nuwde siéu sach
Ultrapure water | Xéc dinh ham lugng ndi doc o
Endotoxin 0,03 EU/mL
3. Phuong phap tao Gel : .
Determination of Endotoxin content 0,125 EQ/m Dugec dién Viét Nam V
Gel-Clot method Phu luc 13.2
; Vietnam
Xéc dinh ham lugng ndi dje to Pharmacopoeia V
Endotoxin Appendix 13.2
4, Phuong phap may Elisa 0,001 EU/mL
Determination of Endotoxin content
Elisa method
Xac dinh téng sb vi sinh trong khéng
khi
: ISO 14698-1:2003
5 Phwong phap dit dia thach 0 dén 200 CFU/dia USP <797>
' Determination of the total number of | 0 to 200 CFU/plate 2023
microorganisms in the air
Phong sach/ khu | yrernod of placing agar plate
vue sach
Clean room/clean | Xac dinh tdng sé vi sinh trong khong
areqa khi
6 vi sinh khéng khi 0 dén 200 CFU/dia USP <797>
' Determination of the total number of | 0 to 200 CFU/plate 2023
microorganisms in the air
The method of using the air
microbiological sampler
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 1216
Linh vuc: Co
Field:  Mechanical
Tén sin phim Gidi han dinh lwgng
3 A r .
TT viit liéu duwoe thiv Tén phép thir cy thé (n.eu.co)l Phgmf v1.do Phuong phap thi
Materials or product The name of specific ftests Lm.uz‘ b e Test method
Saasarl (if any)/ range of
measurement
Dai do/Range:
L Ti Am Thir nghiém ph.?m bé nhiét (x) ‘(10:- 7{)-°c DIN 128802007
Incubator Thermal mapping test D4 phén gidi/Res.:
0,1°C
Dai do/Range:
) Ti siy Thir nghiém ph_ﬁn b6 nhiét (x) ,(80 “ 350) iC S R0
Oven Thermal mapping test bg phén gidi/Res.:
1Y%
Y Dai do/Range:
€ on dinh nwéc . o
* Thir nghiém phén bd nhiét (x 5~90)°C
3. | Water thermostatic P . S N ( A _),_ ASTM E715-80(2022)
iamk Thermal mapping test D4 phan giai/Res.:
0,1°C
) Dai do/Range:
Tidlanh, th 40ng |y nghiém phan bé nhigt () (40~ 10) °C Create. G.V 01.04
4. Refrigerator, . . & Shan eidi/Res.: (2025)
;. Thermal mapping test Do phén gidi/Res.:
0,1°C
Pt i b LB v Dai do/Range:
Nbi hép u nghigm phan bo nhict/ tham (110~ 137)°C Create. G.V 01.05
5. nhi¢t (x) 5 sl GiAU/R (2025)
Autoclave Distribution/Penetration test B0 phen il Res
0,1°C
- S5 : i U, Daéi do/Range:
] My II:JCa;ll nhiét gngr{ n(%m_:m nhiét dd mdy ludn nhiét (5 ~ 105) °C Create. G.V 01.06
’ : 6 phan giai : 2025
PCR Thermal cycler | PCR thermal cycler temperature test B ph:nl%]lg.l/Res.. ( )
— Déi do/Range:
A e (10 ~ 100) °C
o0 tiét trung e
ethylene oxide ; - o a B s e ek 8 R 0 phan giai/Res.:
;| (®0),1o Plasma g:l“(ggh‘@m Bl St nkiehdy va 40 0,01°C DIN 12880:2007
' Environmental ) s : Dai do/Range: ISO 11135:2014
Thermal and humidity mapping test
chamber, EO gas (0 ~ 100) %RH
Sterzl!zer:, .Plasma D0 phan gidi/Res.
sterilizer
0,1 %RH o
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TF'STS

VILAS 1216
Tén sin phim Gioi han dinh lwgng
3 A s
T vit liéu dwoe thir Tén phép thik cu thé (n-eu'c(’))/ Phgn} Vl.do Phwong phap thir
Materials or product The name of specific tests Lm.nt af guantiation Test method
tosted (if any)/ range of
measurement
Dai do/Range:
; Thir nghiém phan b nhiét (x) (25~75)°C
' Thermal mapping test Do phan giai/Res.:
Ti C 0,1°C
et DIN 12880:2007
CO; chamber o il il A 86 . Dii do/Range:
. );)ac dinh nong d‘(;colc » trong tix) Bén/ To 20 %
. etermination o 2 concentration A A s )
in the chamber D phén giai/Res..
0,1 %
Dai do/Range:
10 Thir nghiém diém suong (x) (-100 ~ 20) °C ISO 8573-3:1999
' Dew point test D6 phan gidi/Res.: | TCVN 11256-3:2015
0,1C
Khong khi nén Déi do/Range:
Compressed air (1 ~9 999 999) hat/m?
ém hat bui 5 phan giai :
1L Dem. at bui (x) D4 phan gidi/Res.. 1SO 8573-4:2019
Particle counter 0,1 hat/m’
Kich thudce hat/ Particle
size: (0,1 ~ 10) pm
) ) Dai do/Range:
Thir nghiém vén toc gié xudng, gié (0,15 ~ 10) m/s
12, vao (; ’ o
. & . , Bé phan gidi/Res..
Air velocity test for down flow air,
intake air 0,01 m/s
Dai do/Range:
(0,0001 ~ 100) %
B phan giai/Res.:
0,0001 %
Ti an toan sinh Bt dol R
hoe cap II . L i é;n-t/ " NSF/ANSI 49-2022
3. Biosafety cabinet Thir nghiém 16 ri mang loc HEPA(x)| (1 ~9 999 9.99.) at/m EN 12469:2000
elass IT HEPA filter leakage test B¢ phan giai/Res..
0,1 hat/m’
Kich thwoe hat/ Particle
size: (0,3 ~10) pm
Moi chit/ Fluid:
PAO (polyalpha olefin)
14 Kiém tra hinh thai dong khi (x)
) Airflow smoke patterns check
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LIST OF ACCREDITED
VILAS 1216

DANH MUC PHEP THU PUQC CONG NHAN

TESTS

Tén sdn phim,
viit liéu duge thiv
Materials or product
tested

TT

Tén phép thir cu thé
The name of specific tests

Gidi han dinh lwong
(néu c6)/ Pham vi do
Limit of quantitation
(if any)/ range of
measurement

Phwong phap thir
Test method

15.

16.

Phong sach
Clean room

17.

18.

19.

Thir nghiém ndng d¢ hat bui (x)
Particle concentration test

Dii do/Range:

(1 ~9 999 999) hat/m?

D9 phan gidi/Res.:
0,1 hat/m?

Kich thudc hat/ Particle

size: (0,1 ~ 10) um

ISO 14644-1:2015

Thi nghiém 1o ri mang loc HEPA(x)
HEPA filter leakge test

Dai do/Range:
(0,0001 ~ 100) %
D§ phan giai/Res.:

0,0001 %

Dai do/Range:
(1~ 9999 999) hat/m?
D¢ phén giai/Res.:

0,1 hat/m?

Kich thuéc hat/ Particle
size: (0,3 ~ 10) pm
Mbi chét/ Fluid:
PAO (polyalpha olefin)

Thi nghiém luu lugng gid (x)
Air flow volume test

Dai do/Range:
(40 ~3500) m* /h
B phan gidi/ Res.:
1m’/h

Thit nghiém nhiét d6 va d 4m (x)
Temperature and humidity test

Dai do/Range:
(10~ 50) °C
PO phén giai/Res.:
0,1 °C
Dai do/: Range:
(30 ~90) %RH
Do phén gidi/Res.:

1 %RH

Kiém tra hinh thai dong khi (x)
Airflow smoke patterns check

ISO 14644-3:2019
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 1216

Tén sin phim,
vit li¢u dwge thi

Tén phép thir cu thé

Gidi han dinh lwong
(néu c6)/ Pham vi do

Phuong phip thir

TT 0 . 3 *
Materiarls ;};;ipmducr The name of specific tests le;l;i{; )tl/tjf:z?ea:;’l Test method
e measurement
Thir nghiém van téc gi6 xudng, gié Dai do/Range:
A0 (3 0,15~ 10) m/
20. R _ 0,75« Myonis ISO 14644-3:2019
Air velocity test for down flow air, D4 phan gidi/Res.:
intake air 0,01 m/s
Dai do/Range:
(0,0001 ~ 100) %
D phén gidi/Res.:
0,0001 %
Dai do/Range:
2l ) Thir nghiém ro ri mang loc HEPA(x)| (1 ~A9 9‘%9 9?2) hat/m? [SO 14644-3:2019
Tii sach HEPA filter leakge test B0 phan giai/Res..
(th laminar, ti c'fly) 0,1 hat/m?

Clean booth
(laminar flow
cabinet, clean

bench)

22,

23.

Kich thuéc hat/ Particle
size: (0,3 ~ 10) pm
Méi chit/ Fluid:
PAO (polyalpha olefin)

Kiém tra hinh thai dong khi (x)
Airflow smoke patterns check

IS0 14644-3:2019

Thir nghiém ndng do hat bui (x)
Particle concentration test

Dai do/Range:

(1 ~9 999 999) hat/m?
D3§ phén giai/Res.:
0,1 hat/m?

Kich thude hat/ Particle
size: (0,1 ~ 10) pm

ISO 14644-1:2015

Ghi chu/ Notes:

- ISO: T$ chirc Tiéu chudn héa Quéc t&/ International Organization for Standardization

- DIN: Vién Tiéu chuin Dtc/ Deutsches Institut fiir Normung e.V.

- ASTM: Hiép hdi thir nghiém va Vit liéu Hoa Ky/ American Society for Testing and Materials
- NSF/ANSI: National Sanitation Foundation - American National Standards Institute
- USP: Duge dién My/ United States Pharmacopeia
- Create ...: Phuong phap do PTN xéy dung/ Laboratory developed method
- (x): Céc phép thit c6 thue hién tai hién trudng/ On-site tests
- Trudng hop Cong ty TNHH ki thudt Thanh An cung cép dich vu thir nghi¢ém chit'lugng san phim, hang
hod thi Céng ty TNHH ky thudt Thanh An phai dang ky hoat dong va dugc cép gidy ching nhin ding ky
hoat dong theo quy dinh cta phap ludt trude khi cung cép dich vu nay/ It is mandatory for the Thanh An

Technology Co., Ltd 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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