GIAY CHUNG NHAN T@&C

BEN VNG CUNG PHAT TRIEN
Chitng nhén hé théng quan ly chat lugng cho linh vuc thiét bi y té cia

TRUNG TAM KIEM CHUAN CHAT LUONG XET NGHIEM Y HQC
- DAl HOC Y DUGC THANH PHO HO CHi MINH

=] Pia chi va dia diém san xudt: S8 131, dudng Nguyén Chi Thanh, phuéng An Béng, Thanh phé
g Hé Chi Minh, Viét Nam
9 Pudc ddnh gid va phu hgp véi cdc yéu cau cua tiéu chuan quéc té:
O
O ISO 13485:2016
=
@)
o Cho linh vuc:
= Sdn xudt va cung cdp cdec mau kiém tra chdt lugng theo danh muc:
- e Ma4u ngogi kiém tra chdt Iugng xét nghiém e  MaAu ngoqi kiém tra chdt lugng xét nghiém
pd héa sinh truyén mdu cd ban
(@] e Mdu ngoaqi kiém tra chdt lugng xét nghiém s Mau ngogi kiém tra chdt lugng xét nghiém
|'_" HbAlc truyén mdu todn dién
e  M&u ngoaqi kiém tra chat lugng xét nghiém e  MGau ngoai kiém tra chdt ludng xét nghiém
< 9 g
8] do tdi lugng HBV soi phdén tim ky sinh triing dudng ruét
= e MAau ngoaqi ki€ém tra chat lugng xét nghiém e  Mau ngoaqi kiém tra chat lugng xét nghiém
= do tdi lugng HCV phét mdu tim ky sinh triing s&t rét
- e Mau ngoai kiém tra chét lugng xét nghiém e  Mau ngoqi kiém tra chét lugng xét nghiém
g g g g
o phdt hién HPV vi khudn nhudém soi
L e Mau ngoqi kiém tra chat lugng xét nghiém e MdAu ngogi kiém tra chdt lugng xét nghiém
O xdc dinh HPV genotype vi sinh 1dm sting
o) e Md4u ngoai kiém tra chét lugng xét nghiém e Mau ngogi kiém tra chét Iugng xét nghiém
= phdt hién Mycobacterium tuberculosis — DNA huyét thanh hoc ky sinh trung
< e MAu ngoaqi kiém tra chat lugng xét nghiém e Mdu ngoqi kiém tra chdt lugng xét nghiém
téng phén tich nudc tiéu huyét thanh hoc Viém gan siéu vi Bva C
O e  MAu ngoai kiém tra chét lugng xét nghiém e  Mau ngogi kiém tra chdt lugng xét nghiém
9 g g
pd t6ng phdn tich t&€ bdo mdu ngogqi vi huyét thanh hoc Dengue virus
9
|: s  Mau ngoaqi kiém tra chét lugng xét nghiém e M&u ngoai kiém tra chét lugng xét nghiém
7)) dinh nhém mdu huyét thanh hoc Helicobacter pylori
LLI e  Mdu ngoqi kiém tra chét lugng xét nghiém e Mdu ndi kiém tra chat lugng xét nghiém dinh
= phét mdu ngoqi bién nhém mdu
m _________________________________________________________________________________________________
8 Sé Gidy chifng nhédn : TQC.08.6834 Ngay bat déau chu ky :  16/01/2025
o Logi hinh cdp :  Chidng nhén mé rong 1 Phién bdn ;02
L Ngay hiéu luc . 22/11/2025 Ngay két thic . 15/01/2028
= gay
B> Tir ngay 16/01/2027, Gidy chiing nhén nay cé hiéu lyc néu cé Théng bdo két qud ddnh gid gidm sdt duy tri hiéu luc
3 Idn thi 02 cla TQC CGLOBAL di kém theo.

Quét ma truy xudt Ddu chifing nhéan
chifng chi
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CERTIFICATE No.
TQC.08.6834 T AC TQC.6834

L& Manh Cudng

LIEN HIEP CAC HOI KHOA HOC VA KY THUAT VIET NAM - TRUNG TAM KIEM NGHIEM VA CHUNG NHAN TQC CGLOBAL
Tra cdu hiéu luc ching chi tai: https:/tgc.vn/khach-hang-hieu-luc.htm - Vé&n phong cdp chiing chi: Biét thy C11, Khu Pandora,
s6 53 phd Triéu Khiic, phuding Thanh Xudin Béc, quén Thanh Xuén, Thanh Phé Ha N&i.

Hotline Ha Nbi: 0969416668 - Da Néng: 0968799816 - HA Chi Minh: 0988397 156; Email: certify@tqc.vn; Website: http://tgc.vn
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CERTIFICATE [@C

SUSTAINABLE GROWTH TOGETHER

Certify that the quality management system for medical devices of

QUALITY CONTROL CENTER FOR MEDICAL LABORATORY -

UNIVERSITY OF MEDICINE AND PHARMACY AT HCM CITY

Address and manufacturing location: No. 131, Nguyen Chi Thanh street, An Dong ward, Ho Chi Minh City,
Vietnam.

Has been audited and found to be in conformance with the requirements set forth by:

ISO 13485:2016

For the following activities:
Production and supply of quality control samples according to the list:

«  Biochemistry proficiency testing item e Basic blood transfusion proficiency testing

item
o s ¢ Comprehensive blood transfusion proficiency
e HbA1lc proficiency testing item testing item
e Hepatitis B viral load proficiency testing item e Faecal parasitology proficiency testing item
e  Hepatitis C viral load proficiency testing item e Malaria microscopy proficiency testing item
e  HPV detection proficiency testing item e  Bacterial staining proficiency testing item

s HPV genotype determination proficiency
testing item

e  Mycobacterium tuberculosis — DNA detection
proficiency testing item

e Clinical microbiology proficiency testing item

e Parasitic serology proficiency testing item

e  Urinalysis proficiency testing item e Hepatitis B and C serology proficiency testing

item
e Haematology proficiency testing item ¢ szr:!gue Vs serolagy praficiengyitesting
; 2 3 s e  Helicobacter pylori serology proficiency
e Blood grouping proficiency testing item testing item
o Blood'smear proficiency testing item . Interngl Quality Control material Blood
grouping
Certificate no : TQC.08.6834 Cycle start date :  16/01/2025
Type of certificate issued . Initial certification Version 02
Effective date 1 22/11/2025 Expiry date : 15/01/2028

From January 16, 2027, this Certificate is valid if there is an announce of the results of surveillance audit of the 2™ time
maintain validity of TQC CGLOBAL attached.

Retrieval Certification mark
information code
o ey AN
S NSO r13as5)
s v
EI&" '- “'13:'- ‘ésﬁi;;CATE N
.\C o.
TQC.08.6834 T ~A TQC.6834

La Manh Cuong

VIETNAM UNION OF SCIENCE AND TECHNOLOGY ASSOCIATIONS - TQC CGLOBAL CENTER FOR TESTING AND CERTIFICATION
Verify certificate validity at: https://tqc.vn/khach-hang-hieu-luchtm - Certificate issuing Office: Villa C11, Pandora Areaq,
No. 53 Trieu Khuc street, Thanh Xuan Bac ward, Thanh Xuan district, Hanoi City, Vietnam.

Hotline Ha Noi: +84969416668, Da Nana: +84968799816, Ho Chi Minh: +84988397156; Email: certify@tac.vn; Website: http:/tac.vn



