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GIAY CHUNG NHAN T@C

BEN VUNG CUNG PHAT TRIEN

Ching nhan hé théng quan ly chét lugng cho linh vuc trang thiét bi y té cia

CONG TY TNHH THIET Bl KHOA HOC LABONE

Dia chi vl dia diém sdn xudt: S6 228/13/3 Nguyén Thi Lang, dp Phu Lgi, x& Tén Phu Trung,
huyé&n C0 Chi, Thanh phé H6 Chi Minh, Viét Nam

Pudc dénh gid va phi hgp véi céc yéu cdu cia tiéu chudn qudc té:

ISO 13485:2016

Cho linh vuc:

S&n xudt v phan phdi cdc trang thiét bi y té bao gom:

1. Thiét k&, sén xudt, kinh doanh ndi thdt phong thi nghiém va cdc thiét bi chuyén dung cho
ngainh y té (TG an toan sinh hoc cdp | va II; td cdy dong khi chay téang; ti hat khi dbc; ti cach ly
v6 trung; ti thao tdc PCR; td tiét trung bang tia UV; hé théng cdp khi sach, mdy lac; td dm
Idc: ta ém; ti &m CO2; mdy pha loding theo trong lugng; mdy phan phdi chat Iéng, mai trudng;
mdy dép mau vi sinh; mdy phan phéi chét 16ng tu déng).

2. San xudt va phan phdi héa chdt, méi trudng va thudc thir dudc st dung trong xét nghiém
y té, bao gom:

- Méi trudng nudi cdy va van chuyén vi sinh vat;

- Méi trudng nudi cdy té bao;

- Thiét bi, vat tu tiéu hao phuc vu Idy méu va vén chuyén mau vi sinh vat;

- Mdu cliu, mdu ngua dung cho mdi trudng vi sinh vat;

_ Héa chét, chdt thir dung cho phan tich sinh hod, huyét hoc, mién dich;

- B& kit, cdc sinh phdm chudn dodn sinh hoc va vi sinh vét.

S4 Gidy chiing nhan :  TQC.08.1288.2
Hiéu luc cha chiing nhén  :  Tir 17/05/2023 dén 16/05/2026

Ti ngdy 17/05/2024, Gidy chiing nhan nay c6 hiéu luc néu c6 Thong bdo két qua ddnh gid gidm sdt duy tri
hiéu luc ctia TQC CGLOBAL di kém theo (trong 03 nam thuc hién gidm sat duy tri hiéu luc 02 1an).

Ngay ky . 17/05/2023

'I'r; CERTIFICATE No.

A TQC.08.1288.2 G Manh Cudng

LIEN HIEP CAC HOI KHOA HOC VA KY THUAT VIET NAM Quét mad truy xuét ching chi
TQC.08.1288.2

Bl

Pia chi tru s& cdp chiing chi: 140/1/51 dudng Nguy&n Xién, Phuting Ha Dinh, Quén Thanh Xuén,
Thanh phd Ha Néi: 096 941 6668 - D Néing: 0968 799 816 - Tp. H8 Chi Minh: 0988 397 156; %

Tra ctfu hidu luc chidng chi tai: https:/tgc.vn/khach-hang-hieu-luc.htm

TRUNG TAM KIEM NGHIEM VA CHUNG NHAN TQC CGLOBAL




CERTIFICATE T&C

SUSTAINABLE GROWTH TOGETHER

Certify that the quality management system for medical devices of

LABONE SCIENTIFIC EQUIPMENT COMPANY LIMITED

Address and manufacturing location: 228/13/3 Nguyen Thi Lang, Phu Loi hamlet,
Tan Phu Trung commune, Cu Chi district, Ho Chi Minh City, Vietnam.

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

ISO 13485:2016

For the following activities:

Manufacture and distribution of medical devices including:

1. Design, manufacture and trade in laboratory furniture and specialized equipment for
the medical fields (Class | and Il biosafety cabinets; laminar flow incubators; fume hoods;
sterile isolation cabinets; PCR cabinet; UV sanitizer cabinets; clean air supply system
clean room); shaker; shaking incubator; incubator; CO; incubator; gravimetric dilutor machine;
peristaltic pump dispenser machine for liquid and agar; homogenization microbiological
sample machine; automatic liquid filling machine).

2. Production and distribution of chemicals, media and reagents used in medical testing, including:
- Media for culturing and transporting microorganisms;

- Cell culture medium;

- Equipment and consumables for sampling and transporting samples of microorganisms;

- Sheep blood, horse blood used for microbiological media;

- Chemicals and reagents used for biochemical, hematological and immunological analysis;

- Kits, biological and microbiological diagnostic products.

Certificate no :  TQC.08.1288.2
The validity of certificate : From 17/05/2023 to 16/05/2026

From May 17, 2024, this Certificate is valid if there is an announce of the results of surveillance audit to maintain
validity of TQC CGLOBAL attached (within 03 years of surveillance and maintaining its validity 02 times).

Signed date . 17/05/2023

Certification mark
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Tﬁ\ CERTIFICATE No.
A TQC.08.1288.2

a Manh Cuong

VIETNAM UNION OF SCIENCE AND TECHNOLOGY ASSOCIATIONS Retrieval information code
TQC CGLOBAL CENTER FOR TESTING AND CERTIFICATION TQC.08.1288.2
Address of Office: 140/1/51 Nguyen Xien Street, Ha Dinh Ward, Thanh Xuan District, Hanoi City: E.’iﬁ@m

096 941 6668, Danang Branch: 0968 799 816 — Ho Chi Minh Branch: 0988 397 156.
Verify certificate validity at: https://tgc.vn/khach-hang-hieu-luc.htm EL




LIEN HIEP CAC HOI KH&KT VIET NAM ~ CONG HOA XA HQI CHU NGHIA VIET NAM

TRUNG TAM KIEM NGHIEM A ia .
VA CHUNG NHAN TQC CGLOBAL Dyelp-Tyde- Dy phae
S6: 1288/2023/QP-TQC Ha Néi, ngay 17 thdng 05 nim 2023
QUYET PINH

Veé viée cap gidy chirng nhan hé thong quan ly chit lwgng
cho linh vuc trang thiét bi y té phui hop tiéu chuén ISO 13485:2016

GIAM POC TRUNG TAM KIEM NGHIEM VA CHUNG NHAN TQC CGLOBAL

- Can cir Quyét dinh sé 1804/QD-LHHVN ngay 19/12/2017 cua Lién hiép cac Héi khoa hoc
va K§ thuat Viét Nam vé viéc thanh I4p Trung tim Kiém nghiém va chimg nhan chat lugng TQC;

- Can ctr Quyét dinh s6 107/QD-LHHVN ngay 08/03/2023 cta Lién hiép cac Hoi khoa hoc va
K§ thuat Viét Nam vé viéc dbi tén Trung tdm Kiém nghiém va Chimg nhan Chét lugng TQC thanh
Trung tdm Kiém nghiém va Chimg nhan TQC CGLOBAL;

- Cin ctr Quyét dinh sé 110/QD-LHHVN ngay 08/03/2023 ctia Lién hiép cac Héi khoa hoc va
Ky thudt Viét Nam vé viéc bo nhiém Giam d6c Trung tim Kiém nghiém va Ching nhén
TQC CGLOBAL;

- Cin ctr Gidy ding ky hoat dong Khoa hoc va Céng nghé s6 A-1861 ngay 28/03/2023 ci
Trung tim Kiém nghiém va chimg nhan TQC CGLOBAL do B Khoa hoc va Cong nghé cép; /5

- Can ctr Gidly chimg nhin ding ky linh vuc hoat dong chimg nhén sb 926/TDC-HCH(X ng
05/04/2023 ctia Tong cuc Tiéu chuén Po ludong Chat lugng truc thuée Bd Khoa hoc va Cong nghd:e,

- Cin clr B4o céo thim xét hd so danh gia chimg nhin ngay 16/05/2023;

- Xét d& nghi ciia Truéng phong Chimg nhén.

QUYET PINH

Piéu 1. Cip Gidy chimg nhén s6 TQC.08.1288.2 ngay 17 thang 05 nim 2023, chimg nhan
CONG TY TNHH THIET BI KHOA HQC LABONE:
Pia chi va dia diém san xuat: S6 228/13/3 Nguyén Thi Lang, 4p Phu Loi, xa Tan Phu Trung,
huyén Cu Chi, Thanh phé H6 Chi Minh, Viét Nam.
C6 Hé thdng quan 1y chit lugng cho linh vuc trang thiét bi y té phit hop tiéu chuan
ISO 13485:2016 v6i pham vi chimg nhén:
San xuit va phan phdi cac trang thiét b y té bao gom:
1. Thiét k&, san xuét, kinh doanh ndi that phong thi nghi¢m va cic thiét bj
chuyén dung cho nganh y té (T an toan sinh hoc cap IvaII; ti ciy dong khi chiy
tAng; ti hat khi doc; ti cach ly vé trung; ti thao tic PCR; ti tiét trung bing
tia UV; hé thong cip khi sach, may lic; ti Am lic; ti Am; ti Am CO2; m4y pha lodng
theo trong lwgng; may phén phoi chit 16ng, mdi trwong; may dip mAu vi sinh;
may phén phdi chit 16ng tw dong).4
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2. San xuét va phan phoi hoa chét, mdi trudong va thude thir dwge sir dung trong

xét nghiém y té, bao gdom:

As < As A < A A . . A
- Moi trwdng nudi cay va van chuyén vi sinh vat;

- M6i trudmg nudi cdy té bao;

- Thiét bi, vat tw tiéu hao phuc vu ldy mau va vin chuyén miu vi sinh vat;

- Mau ciru, mau ngua dung cho maéi trwdng vi sinh vit;

- Hoa chit, chit thir diing cho phén tich sinh hod, huyét hoc, mién dich;

- B{ kit, cac sinh phidm chuin don sinh hoc va vi sinh vit.

Piéu 2. CONG TY TNHH THIET BI KHOA HQC LABONE dugc phép sir dung Gidy
chitng nhan va déu phi hop tiéu chuin theo quy dinh cta Trung tdm Kiém nghiém va
Chung nhan TQC CGLOBAL.
Piéu 3. Quyét dinh ndy c6 hiéu luc 03 nim ké tir ngay ky. Hé théng quan Iy chat luong
cho linh vyc thiét bi y té cia CONG TY TNHH THIET BI KHOA HQC LABONE
duoc néu trong DPiéu 1 chiu sy danh gid gidm sat dinh ky khong qua 12 thang/lan,
twong tng t6i thidu 02 14n danh gia gidm sat trong 03 nam gidy chimg nhan c6 hiéu luc.

Noi nhgn:
- Nhu dicu 1;

- Luu VT.
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