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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000524/PCBA-HCM
Ngay cong bo: 13/04/2026

1. Tén co s& cong bé: CONG TY TNHH THUCONG MAI KY THUAT BAO
LONG

2. Pia chi: 130 Pudng s6 24, Phuong Binh Pha, Thanh phd Ho Chi Minh
3. S6 vin ban cua co so: 02-2026/BL-SYT Ngay: 08/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y t&: IVD pha lodng trong xét nghiém huyét hoc

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:

Muc dich str dung: Dung dich Diluit dugc str dung cho cac dong may phan
tich huyét hoc tu dong véi vai tro 1a dung dich pha loang dé thuc hi¢n xét
nghiém mau mau toan phan.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Theo tiéu chuan nha san xuét

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

6. Thong tin vé chu so hitu thiét bi y té:
Tén chu s& hiru: B&E Bio-Technology Co., Ltd

bia chi chu sé hitu: No.11 Jieaisi Road, Laishan District, Yantai City,
Shandong 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:



. Thanh phén hd so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
tai liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 | Tai liéu huéng dan st dung cta thiét bi y té

8 | MAu nhin thiét bj y té

9 Giéy chtirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




BANG KE CHI TIET THIET BI Y TE

- . PIA CHI
T 3R T T 57 T CH}’JNG LOAI é‘f&AN ggig‘z%}ll TEN CO S(} s[uj XUAT/ HANG, | TEN CO S(} CHU §6 }-IUEJ/ HANG, TIEZN co SO co SO
: SAN PHAM PHAM | (NEU CO) NUOC SAN XUAT NUOC CHU SO HUU BAO HANH B‘AO
HANH
. B&E Bio-Technology Co., Ltd B&E Bio-Technology Co., Ltd o o
1 IYD phi lodng Erong Diluit-HX 1161 Dia chi : No.11 Jieaisi Road, Laishan Dia chi : No.11 Jieaisi Road, Laishan Khéng ap Khéng ap
xét nghiém huyet hoc 1159 District, Yantai City, Shandong District, Yantai City, Shandong dyng dyng
Province, CHINA Province, CHINA
. B&E Bio-Technology Co., Ltd B&E Bio-Technology Co., Ltd o o
2 IYD ph.aA loang 'Erong Diluit-HX 1162 bia chi : No.11 Jieaisi Road, Laishan bia chi : No.11 Jieaisi Road, Laishan Khéng ap Khéng ap
xét nghiém huyet hoc District, Yantai City, Shandong District, Yantai City, Shandong dyng dyng
Province, CHINA Province, CHINA
. B&E Bio-Technology Co., Ltd B&E Bio-Technology Co., Ltd o o
3 IYD phi lodng Erong Diluit-3 Diff 1129 Dia chi : No.11 Jieaisi Road, Laishan Dia chi : No.11 Jieaisi Road, Laishan Khéng ap Khéng ap
xét nghiém huyet hoc 1179 District, Yantai City, Shandong District, Yantai City, Shandong dyng dyng
Province, CHINA Province, CHINA
. B&E Bio-Technology Co., Ltd B&E Bio-Technology Co., Ltd o o
4 VD ph.a lodng trong Diluit-DxH500 1184 bia chi : No.11 Jieaisi Road, Laishan bia chi : No.11 Jieaisi Road, Laishan Khéng ap Khéng ap
x¢ét nghiém huyét hoc dung dung

District, Yantai City, Shandong
Province, CHINA

District, Yantai City, Shandong
Province, CHINA




