SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260001561/PCBB-HN
Ngay cong bo: 20/05/2026

1. Tén co s& cong bé: CONG TY CO PHAN XUAT NHAP KHAU MEE
VIET NAM w ,

2. bia chi: S6 10 day B2, Khu B, tap thé bBai hoc M¢ Dia Chat, Phuong Bong
Ngac, Thanh phé Ha Noi

3. S6 vin ban cua co so: 05/26/CV-MEE Ngay: 20/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Tu lanh phong thi nghiém, Ti lanh 4m sau, Tu lanh trir mau
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 dong goi:

Ml_}C dich sur dung: Str dung dé luu trix gn?tu bénh phém, luu trit cac loai hda
chat, luu trir mau.... trong cac co sé y t&, phong thi nghiém...
Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485

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: Jinan Biobase Biotech Co., Ltd,

bia chi chu sé hitu: No. 9 Gangxing road, High-tech Zone, Jinan, Shandong,
China , CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co so: Cong ty C6 phan Xuat Nhap khau MEE Viét Nam



Dia chi: S6 10 diy B2, khu B, Tap thé Pai hoc M6 Dia Chat, Phuong Pong
Ngac, Thanh pho Ha Noi

Dién thoai cb dinh: 02462925697 Dién thoai di dong:
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi sd 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 liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu sé hitu thiét |
bi y té cong bd ap dung

7 G}ay chufng nhan l}ru hanh tu do con hi¢u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




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

< = Z Quy cach n . o .
STT| Tén thiet biy te Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 5o Nudc san xuat
: : (Néu co) (Néu c6) san xuat san xuat

Jinan Biobase

No. 9 Gangxing
road, High-tech

1 | Tu lanh trir mau BBR-4V626; BBR-4V966 Biotech Co., Zone, Jinan, CHINA
Ltd Shandong,
China
BDF-40V268; BDF-
40V328; BDF-40V362;
BDF-40V438; BDF- No. 9 Gangxing
40V398; BDF-40V450; . . o
Jinan Biobase |road, High-tech
2 | Ta lanh am sau BDF-40V338; BDF- Biotech Co. Zone, Jinan CHINA
: 86V158; BDF-86V348; Ltd ’ Shanc’iong ’
BDF-86V348T; BDF- China ’
86V458; BDF-86V588;
BDF-86V728; BDF-
86V838
No. 9 Gangxing
Tt lanh phong thi BPR-5V288S; BPR- Jipan Biobase |road, H.igh-tech
3 nghiém 5V298S; BPR-5V358S; Biotech Co., Zone, Jinan, CHINA
i BPR-5V368; BPR-5V468 Ltd Shandong,

China




