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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: 260001822/PCBB-HN
Ngay cong bo: 09/06/2026

1. Tén co s& cong bé: CONG TY TNHH QA-LAB VIET NAM

2. bia chi: S6 nha 23, ngd 335, Pho An Duong Vuong, Phuong Phu Thuong,
Thanh phd Ha Nbi

3. S6 vin ban ciia co s0: 05/QALAB-FENGHUA Ngay: 09/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bo xét nghi¢m dinh lugng Galactose toan phﬁn

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 céch dong goi:

Muc dich str dung: B kit nay duoc st dung dé dinh luong tong galactose
(galactose va galactose-1-phosphate) trong mau mau kho DBS trén gidy thim
1ay tir got chan tré so sinh, duoc st dung nhu mot chan doan phy tro cho bénh
roi loan chuyén hoa galactose (galactosemia) & tré so sinh

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Theo tiéu chuan ctia nha san xuat
5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

6. Thong tin vé cha so hitu thiét bi y té:

Tén chu s hiru: Guangzhou Fenghua Biotech Co., Ltd.

Dia chi chu sé hiru: No.6, Yinyi street, Guangzhou Economic Technical
Development District, 510730 Guangzhou, Guangdong Province, CHINA
7. Thong tin vé co s& bao hanh (néu co):



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
9. Thanh phan ho 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 k§ thudt bang tiéng Viét kem theo tai liéu vé nguyén vét liéu, | ¢

vé an toan cua san pham, quy trinh san Xuét, cac bao cao nghién ctru
lam sang va tién 1am sang bao gom bao cao d6 6n dinh ddi vé6i thude
thtr, chat hiéu chuan, vat liéu kiém soat in vitro

6 | Gidy chimg nhan hop chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 | Gidy chtrng nhén luu hanh ty do con hiéu lyc tai thoi diém nop ho so |«
d6i véi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE
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No.6, Yinyi street,
B xét nghiém Guangzhou Guangzhou Economic
dinh luong Neonatal Total Galactose . Fenghua Technical Development
! Galactose toan Kit (Fluorescence Assay) AN207 96 test/hop Biotech Co., District, 510730 CHINA
phan Ltd Guangzhou, Guangdong
Province
No.6, Yinyi street,
B xét nghiém Guangzhou Guangzhou Economic
dinh luong Neonatal Total Galactose . Fenghua Technical Development
2 Galactose toan Kit (Fluorescence Assay) AN307 960 test/hop Biotech Co., District, 510730 CHINA
phan Ltd Guangzhou, Guangdong

Province




