DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

(Kém theo quyét dinh sé: 2062 | QP - VPCNCL ngay 17 thang 11 nam 2023
ciia gidm doc Vin phong Céng nhin Chit lwong)

Tén phong thi nghiém: Phong thi nghiém CREATE

Laboratory: CREATE Laboratory

Co quan chu quan: Cong ty TNHH ky thuit Thanh An
Organization: Thanh An Technology Co., Ltd
Linh vyc tht nghiém: Sinh, Co

Field of testing: Biological, Mechanical

Ngudi quan Iy/ Nguyén Huyén Dirc

Laboratory manager:

Ngudi ¢6 thim quyén ky/ Approved signatory:

TT | Ho va tén/ Name Pham vi dugc ky/ Scope

_ . Cac phép thir duoc cong nhéan/
1. Nguyén Huyén Dirc .
Accredited tests

- , . Céc phép thur Co dugc cong nhan/
2. Nguyén Tien Quyét . .
Accredited mechanical tests

Cac phép thtr Sinh dugc cong nhan/
3. Vwong Thj Chinh . . .
Accredited biological tests

Cac phép thir Sinh dugc cong nhan/
4. Pham Thj Thanh

Accredited biological tests

S hiéu/ Code: VILAS 1216
Hiéu lyc cong nhan/ Period of Validation: Tir ngay 17 /11/2023 dén ngay 15/08/2025
Dia chi/ Address:
Tang 6, s6 167 phd Nguyén Ngoc Nai, phuwong Khwong Mai, quan Thanh Xuan, TP Ha Ni
6th floor, No. 167 Nguyen Ngoc Nai street, Khuong Mai ward, Thanh Xuan district, Ha Noi city
Dja diém/Location:
$6 6, ngd 111 Ca Chinh Lan, phwong Khwong Mai, quan Thanh Xuéan, Ha Noi
No. 6, Lane 111 Cu Chinh Lan, Khuong Mai Ward, Thanh Xuan District, Ha Noi city

Dién thoai/ Tel: 0902299972 Fax:

E-mail: hducl55@gmail.com Website: http://tatechvn.com
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 1216
Linh vwe thir nghiém: Sinh
Field of testing: Biological
. 2 R Gid6i han dinh luwgng
Tén san pham, vat ‘
N . . i ) N (néu c6)/ Pham vi do i )
liéu dwgce thi/ Tén phép thir cu thé/ Phuong phap thi/
TT ) . Limit of quantitation
Materials or product The name of specific tests . Test method
(if any)/range of
tested
measurement
DPinh lugng téng sb vi sinh vét.
Phuong phap mang loc
1. oo ’ 3 CFU/50mL
Nuéce dung cho | £rmeration of total bacteria.
chay than nhin Membrane filtration method
tao . - P - ISO 23500-3:2019
Water for Pinh Iugng tong so vi sinh vat.
o | haemodialysis Phuong phap dia thach 5 CEU/ML
Enumeration of total bacteria.
Pour plate method
DPinh lugng téng sb vi sinh vét.
Phuong phap mang loc
3 sphapmang e 3 CFU/50mL
Nuée ding cho | Enumeration of total bacteria.
linh vue dwoc Membrane filtration method
) ) - - USP <1231>
Water for Dinh lugng tong s vi sinh vat.
pharmaceutical Phuong phap dia thach
4, ] ) 2 CFU/mL
Enumeration of total bacteria.
Pour plate method
Xac dinh ham lwong Noi doc t6
Nuwdc dung cho | Endotoxin.
chay than nhan : ,
5. Ay an Phuong phap tao Gel 0,03 EU/mL Duoc dién Viét Nam
tao, Nwoc dung o ]
. Determination of Endotoxin content \
cho linh vue dwge
Gel-Clot Method Phu lyc 13.2
. Vietnam
Water for Xac dinh ham lugong No6i doc to .
o . Pharmacopoeia V
haemodialysis, Endotoxin. G 130
, . . Appendix 13.
6. Water for Phuong phap may Elisa 0,001 EU/mL PP
pharmaceutical | Determination of Endotoxin content
Elisa Method
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 1216
) < Giéi han dinh luwgng
Tén san pham, vat c
. . . i ) 2 (néu co)/ Pham vi do i 3
liéu duge thi/ Tén phép thir cu the/ Phwong phap thi/
TT ) N Limit of quantitation
Materials or product The name of specific tests . Test method
(if any)/range of
tested
measurement
1ISO 11737-1: 2018
, Duogc dién Viét Nam
.. . . 2 0 dén 200
Xac dinh Bioburden cua san pham \%
— CFU/dia
7. Determination of the product's Phu luc 13.6
Bioburden 0'to 200 Viet
CFU/plate etham )
Pharmacopoeia V
Appendix 13.6
San phim vat tw ISO 11737:2-2019
dung trongqy te, Duogc dién Viét Nam
dwoc pham V
Products and Xac dinh d6 vo khuén cta san phém
8. . ] o - Phu luc 13.7
supplies for Determine the sterility of the product Vi
medical use letnam )
Pharmacopoeia V
Appendix 13.7
Xac dinh ham lugng Noi doc t6 USP <161> (chuén
Endotoxin. bi mau/ preparing
0. Phuong phap may Elisa 0,001 EU/mL sample)
Determination of Endotoxin. USP <85> - (thtr
Elisa Method nghiém/ test)
, o 0 dén 200
DPinh Iugng tong s6 vi sinh vat bé mat
) CFU/dia ISO 14698-1:2003
10. Enumeration of total surface
. . 0 to 200 USP <797>
microorganisms
Phong sach/ khu CFU/plate
vue sach Dinh lugng tong sb vi sinh trong
Clean room/clean | khéng khi 0 dén 200
1 area Phuong phap dat dia thach CFU/dia ISO 14698-1:2003
' Enumeration of the total number of 0to 200 USP <797>
microorganisms in the air CFUl/plate
Method of placing agar plate
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 1216
) < Giéi han dinh luwgng
Tén san pham, vat c
. . . i ) 2 (néu co)/ Pham vi do i 3
liéu duge thi/ Tén phép thir cu the/ Phwong phap thi/
TT ) N Limit of quantitation
Materials or product The name of specific tests . Test method
(if any)/range of
tested
measurement
Dinh lugng tong sb vi sinh trong
kh6ng khi
Phong sach/ khu | Phuong phép st dung may lay mau vi 0 dén 200
12 vue sach sinh khéng khi CFU/dia I1ISO 14698-1:2003
"| Clean room/clean | Enumeration of the total number of 0 to 200 USP <797>
area microorganisms in the air CFU/plate
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 vwe thir nghiém: Co
Field of testing: Mechanical
. 2 R Gié6i han dinh lugng
Tén san pham, vat .
N . . i ) N (néu c6)/ Pham vi do i )
liéu dwgce thi/ Tén phép thir cu thé/ Phuong phap thi/
TT ) . Limit of quantitation
Materials or product The name of specific tests . Test method
(if any)/range of
tested
measurement
. Ta 4m Thir phan b nhiét * 0,1°C/ Create. G.V 01.01
' Incubator Thermal mapping test (10~75)°C (2022)
) Tu siy Thir phan bd nhiét ¥ 1°C/ Create. G.V 01.02
' Oven Thermal mapping test (80 ~ 350) °C (2022)
3 Bé nhiét Thir phan bd nhiét X 0,1°C/ ASTM E715-80
" | Dry/Liquid bath | Thermal mapping test (5 ~ 90)°C (2016)
Tu lanh, tu dong | 1 han bé nhict, * 0,1°C/ Create. G.V 01.04
% | Refrigerator, Thermal ing test 40 ~ 10) °C 2022
Ereezer ermal mapping tes (- ) ( )
c Noi hap Thir phan bd nhiét/ thAm nhiét* 0,1°C/ Create. G.V 01.05
' Autoclave Distribution/Penetration test (110 ~ 137)°C (2022)
May luin nhiét
6 PCR Thir nhiét d6 may luan nhiét PCR * 0,1°C/ Create. G.V 01.06
' PCR Thermal PCR Thermal Cycler temperature test (5~ 105)°C (2022)
cycler
T moi trwong,
10 tiét trung
ethylene oxide 0,01°C/
. (EO), Lo Plasma | Thir phan bd nhiét do va do am (10 ~ 100)°C Create. G.V 01.07
" | Environmental Thermal and humidity mapping test 0,1% RH/ (2022)
chamber, EO (0 ~100)% RH
gas Sterilizer,
Plasma Sterilizer
g Thir phan bd nhiét * 0,1°C/
' Thermal mapping test (25~75)°C
Ta CO; N — ) Create. G.V 01.08
CO, chamber Po nong @ khi CO; trong tu ’ (2022)
9. Measurement of CO, concentration in bén/ To 20 %
the chamber
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 1216
) . Gio6i han dinh lwgng
Tén san pham, vat ‘
N . . i ) 2 (néu c6)/ Pham vi do i 3
liéu duge thi/ Tén phép thir cu the/ Phwong phap tha/
TT ) N Limit of quantitation
Materials or product The name of specific tests . Test method
(if any)/range of
tested
measurement
1ISO 8573-3: 1999
Tht diém suong * 0,1°C/ TCVN 11256-
10. ] 3:2015
Dew point test (-100 ~ 20) °C
Khong khi nén TCVN 11256-
- 1:2015
(do sach)
Compressed air
. (1~ 9.999.999)
(cleanliness and
. N . hat/m3 ISO 8573-4: 2019
contamination) Thir ndng d6 hat
L Particle concentration test Kich thuge hat/ TEVN 11256-
Particle size: 1:2015
(0,1~10) pm
1o Thir van toc gio6 * 0,01 m/s/
' Air flow velocity test (0,15 ~ 30) m/s
(0,0001~1000)%
(1~ 9.999.999)
hat/m3
. ‘ Thir d 1o ri mang loc HEPA * Kich thude hat/
13. Tu an toan ) Particle size:
o boccdoqp | HEPAfilter leakage test (0,3-10) um NSF/ANSI
s ge cap = H 49:2019
Biosafety cabinet Maoéi chat/ Fluid: EN 12469 - 2000
class I PAO (polyalpha
olefin)
» Kiém tra hinh thai dong khi bang khéi*
' Airflow smoke pattenr check
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 1216
) . Gio6i han dinh lwgng
Tén san pham, vat ‘
N . . i ) 2 (néu c6)/ Pham vi do i 3
liéu duge thi/ Tén phép thir cu the/ Phwong phap tha/
TT . . Limit of quantitation
Materials or product The name of specific tests . Test method
(if any)/range of
tested
measurement
(1~ 9.999.999)
. a n ) hat/m3
Thtr nong do hat byi *
15. . _ Kich thuée hat/ | 1SO 14644-1:2015
Particle concentration test ) -
Particle size:
(0,2~10) um
(0,0001~1000)
%
(1~ 9.999.999)
hat/m?
ISO 14644-3:2019
Thir @6 o ri mang loc HEPA * Kich thudc hat/
16. ] . N NSF/ANSI 49:2019
HEPA filter leakage test Particle size:
(0,3~10) pm
Mbi chat/ Fluid:
PAO (polyalpha
olefin)
Thir luu lugng gi6 cap/ gié hdi/ gio
. Phong sach thai, tn sudt trao ddi khi * 1m3/h/
' Cleanroom Air velocity test for supply air/ return/ (40~3500) m® /h
exhaust air, air change rate
0,1°C/
18 Thir nhiét d6 va do Am* (10 ~ 50) °C
' Temperature and humidity test 1% RH /
(30 ~90) % RH
ISO 14644-3:2019
19 Kiém tra hinh thai dong khi bang khéi*
' Airflow smoke pattenr check
(1~9.999.999)
, A hat/m3
Thir @6 hoi phuc *
20. Kich thudc hat/
Recovery test . .
Particle size:
(0,3~10) um
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 1216
) . Gio6i han dinh lwgng
Tén san pham, vat ‘
N . . i ) 2 (néu c6)/ Pham vi do i 3
liéu duge thi/ Tén phép thir cu the/ Phwong phap tha/
TT ) N Limit of quantitation
Materials or product The name of specific tests . Test method
(if any)/range of
tested
measurement
Thir van toc gi6 * 0,01 m/s/
21. ] ) ISO 14644-3:2019
Air flow velocity test (0,15 ~ 30) m/s
(0,0001 ~ 1000)
%
(1~ 9.999.999)
hat/m?
29 Thir @6 1o ri mang loc HEPA * Kich thudc hat/ 1SO 14644-3:2019
' T sach (Ta HEPA filter leakage test Particle size: NSF/ANSI 49:2019
laminar) (0,3~10) pm
Clean booth MBoi chét/ Fluid:
(Laminar Flow PAO (polyalpha
Cabinet) olefin)
Kiém tra hinh thai dong khi bang khoi*
23. ) ISO 14644-3:2019
Airflow smoke pattern check
(1~ 9.999.999)
) . hat/m3
Thtr nong do hat bui *
24. . _ Kich thuéc hat/ | 1SO 14644-1:2015
Particle concentration test . .
Particle size:
(0,1~10) um

Ghi chd/ Notes:

- 1SO: The International Organization for Standardization
- NSF/ ANSI: National Sanitation Foundation - American National Standards Institute
- USP <aaa>: United States Pharmacopeia <part aaa>/ Dwoc dién My <phan aaa>
- Create...: Quy trinh do PTN xay dung/ Laboratory’s developed procedures
- (X): Phép thir dugc thuc hién tai hién truong/ Tests are performed on-site
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