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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001182/PCBB-HN
Ngay cong bo: 17/04/2026

1. Tén co sé cong bd: CONG TY TNHH BIOLABS VIET NAM

2. bia chi: S0 2, ngd 156 thon 3 Giang Cao, xa Bat Trang, Tp Ha Noi, Xa Bat
Trang, Thanh phd Ha Noi

3. S6 vin ban cua co so: 19/CCB-BIOLABS/2026 Ngay: 17/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Tt 4m su

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach déng géi: chiée

ML}C dich str dung: Bao quan thudc, sinh phém, vac-xin, thude thir va cac san
pham y sinh khéc.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 1SO13485

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu so hiru: Mether Scientific Co., Ltd.

bia chi chu sé hiru: RM A-1203, Ganghui Plaza, No. 218, Wangjiang West
Road, Hefei, Anhui, China, CHINA

7. Thong tin vé co s& bao hanh (néu co):

Tén co sd: Cong ty TNHH Biolabs Viét Nam



Dia chi: S6 2, ngd 156 thon 3 Giang Cao, , Xa Bat Trang, Thanh phd Ha Noi
Pién thoai ¢b dinh: 024 3871 6918 Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
doi vaoi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

< = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
RM A-1203,
Ti am su -25°C/- Jangbut Plaza.
40°C kiéu ngang Medical Deen Freezer MFC-25-105, MFC-25-305, ’ Mether Wa.n 'iz;n West
1 | dung tich p MFC-25-485, MFC-40-105, | chiéc Scientific Co., | ngHe fge i CHINA
105L/305L/485L MFC-40-305, MFC-40-485 Ltd. AP
Anl}ul, China
Xuat xu: Trung
Qudc
RM A-1203,
Ti 4m sdu -60°C)- Ganghui Plaza,
86°C kiéu ngan Mether No. 218,
. EAME | Medical Deep Freezer UFC-60-105, UFC-60-485, " e Wangjiang West
2 | dung tich chiéc Scientific Co., . CHINA
UFC-86-105, UFC-86-485 Road, Hefei,
105L/485L Ltd. s
Anl}ul, China
Xuat xa: Trung
Quoc
RM A-1203,
Tu 4m séu -60°C/- Ganghui Plaza,
86°C kiéu ngang UFC-60-205, UFC-60-305, Mether No. 218,
3 dung tich Medical Deep Freezer UFC-60-505, UFC-60-705, chide Scientific Co Wangjiang West CHINA
205L/305L/505L/7 UFC-86-205, UFC-86-305, Ltd ” | Road, Hefei,
05L UFC-86-505, UFC-86-705 ’ Anhui, China
Xuat xu: Trung
Quodc
Ta am sau -150°C RM A-1203,
kiéu ngang dun Medical Deep Freezer ; Mether Ganghui Plaza
4 | Sleuneang qung cdical Leep treeze UFC-150-128 chiée Scientific Co., & > |CcHINA
tich 128L No. 218,

Ltd.
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Wangjiang West
Road, Hefei,
Anhui, China
Xuét xir: Trung
Quéc




