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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: 02/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 G6PD

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: San pham nay duoc sir dung dé dinh luong in vitro
glucose-6-phosphate dehydrogenase (G6PD) trong mau mau kho (DBS) 14y tir
g6t chan tré so sinh.

Thiéu hut Glucose- 6-phosphate dehydrogenase 1a mot bénh 1y khong dong
nhat do su thiéu hut - dang ké enzym glucose-6-phosphate dehydrogenase
(G6PD) cua hong cau, thudng duoc goi 1a "bénh dau fava" (favism), va 1a mot
trong nhiing bénh ly thiéu hut enzym di truyén pho bién nhat. O Trung Qudc,
su phan b cta thiéu huyt glucose-6-phosphate dehydrogenase (G6PD) la "cao
& phia nam va thap o phia bac", v6i ty 16 mac cao nhat & Van Nam, Quang
Tay, Hai Nam va Quang Pong. Bénh dau fava la mot bénh thiéu mau tan
huyét no1 mach cép tinh do tiéu thu dau fava hoac cac san phrflm tir dau fava &
bénh nhan thiéu hut glucose-6-phosphate dehydrogenase (G6PD). Biéu hién
1am sang 1 vang da va ciing mac, dai ra hemoglobin & mot s6 trudng hop, va
gan to & mot sd trudng hop. Bénh dau fava xay ra & tré so sinh va tré nho, va
phd bién hon & nam gidi. Ty 16 mic bénh da dugc bao cdo trong y vin la giam



dang ké theo tudi tic, nhung 1y do cho diéu nay van chua rd rang. Theo mot sb
cudc khao sat trén toan thé gidi, chi mot s6 ngudi bi thiéu hut glucose-6-
phosphate dehydrogenase (G6PD) moi phat bénh sau khi an dau fava, voi ty 16
mac dao dong tu 10,3% dén 31,5%. Su khoi phét cua bénh dau fava khong
lién quan dén luong dau fava duogc ti€u thy, do do6 c6 thé c6 nhirng yéu t6 chua
xac dinh lién quan dén sy khoi phat cia bénh. Sy hién dién cua vicine va
isouramil trong dau fava dugc cho 1a c6 lién quan dén co ché sinh bénh cua su
tan huyét. Tranh dung dau fava va viéc st dung céc loai thuoc c6 tac dung oxy
hoa co6 theé [am gidm sy xuat hién cua tan huyeét.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: 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 c6):

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

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

bia chi chu sé¢ hitu: 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 diéu ki¢n san xuat doi voi thiet b1 y t€ san xuat trong nudc:
9. Thanh phan ho so:

1 | Vian ban cong bd tiéu chuan ap dung cta thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat 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 ky thudt bang tiéng Viét kém theo tai li¢u vé nguyén vat liéu, |

v€ an toan ctia san pham, quy trinh san xuat, cac bao cao nghién ctru
lam sang va tién 1am sang bao gébm bdo cdo dd 6n dinh doi véi thuode
thir, chat hi€u chuan, vat li€u kiém soat in vitro

6 | Gidy chimg nhan hop chuan hoic ban tiéu chuan ma chu s hitu thiét |
bi y t& cong bo ap dung

7 Giéy chirng nhén luu hanh ty 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
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STT| Tén thiet biy te Chiing loai Ma szzn plrlam dong goi Tfn co AS o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
No.6, Yinyi street,
A, n Glucose-6-phosphate Guangzhou Guangzhou Economic
B0 xét nghiem Dehydrogenase Kit Fenghua Technical Development
I | dinh lugng G6PD (Fluorescence Assay) AN204-2 96 test/hop Biotech Co., District, 510730 CHINA
Ltd Guangzhou, Guangdong
Province
No.6, Yinyi street,
A 2 A Glucose-6-phosphate Guangzhou Guangzhou Economic
B0 xét nghiem Dehydrogenase Kit Fenghua Technical Development
2 | dinh luong G6PD (Fluorescence Assay) AN304-2 960 test/hop Biotech Co., District, 510730 CHINA
Ltd Guangzhou, Guangdong

Province




