SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
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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: 260001742/PCBB-HN
Ngay cong bo: 03/06/2026

1. Tén co s& cong bé: CONG TY TNHH THIET BI CONG NGHE BACH
HOP

2. Dia chi: S6 10, Lo A11, khu d6 thi méi hai bén duong Lé Trong Tén, Xa
An Khanh, Thanh ph Ha Noi

3. S6 vin ban cuia co so: 02-26/BH-LIFOTRONIC Ngay: 03/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Hoa chat ding cho may xét nghiém mién dich

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 sir dung: Dung dé thuc hién lam cac xét nghiém mién dich.
Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

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

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

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

Tén chu s¢ hitu: Shenzhen Lifotronic Technology Co., Ltd.

bia chi chu sé hitu: No. 2 Zhanghua Road, Songshan Lake Park, 523808
Dongguan City, Guangdong Province, CHINA

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

8. SO cong bo du di€u kién san xuat doi voi thiét bi y t€ san xuat trong nudc:



. Thanh phén hd so:

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

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 Giéy chuing nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




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

~ 3 Quy cach n . oo X
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)
No. 2 Zhanghua
Road, Songshan
Hoa chit dung cho 50T. 2x50T ]S}ilfz I;f(l)lgﬁz Lake Park,
1 | may xét nghiém HIV Ag+Ab (eCLIA) ’ ’ 523808 CHINA
- 100T, 2 x100T | Technology .
mién dich Dongguan City,
Co., Ltd.
Guangdong
Province
No. 2 Zhanghua
Road, Songshan
Hoa chit dung cho 50T. 2x50T i?;; rifgglr:: Lake Park,
2 | may xét nghiém Anti-HCV (eCLIA) ’ ’ 523808 CHINA
g 100T, 2x100T | Technology .
mién dich Dongguan City,
Co., Ltd.
Guangdong
Province
No. 2 Zhanghua
Road, Songshan
Hoa chat dung cho 50T. 2x50T i?fi) I‘if(})lrinc Lake Park,
3 | may xét nghiém HBsAg (eCLIA) ’ ’ 523808 CHINA
e 100T, 2 x100T | Technology .
mien dich Dongguan City,
Co., Ltd.
Guangdong
Province
No. 2 Zhanghua
) Shenzhen Road, Songshan
Hoéa chat dung cho 50T, 2x50T, Lifotronic Lake Park,
4 | may xét nghiém Anti-HBc (eCLIA) 100T, 2x100T, 523808 CHINA
- Technology .
mién dich 200T Dongguan City,
Co., Ltd.
Guangdong

Province




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
No. 2 Zhanghua
. Shenzhen Road, Songshan
Hoéa chat dung cho 50T, 2x50T, Lifotronic Lake Park,
5 | may xét nghiém Anti-HBe (eCLIA) 100T, 2x100T, 523808 CHINA
e Technology .
mién dich 200T Dongguan City,
Co., Ltd.
Guangdong
Province
No. 2 Zhanghua
. Shenzhen Road, Songshan
Hoéa chat dung cho 50T, 2x50T, Lifotronic Lake Park,
6 | may xét nghi¢m HBeAg (eCLIA) 100T, 2x100T, 523808 CHINA
- Technology .
mién dich 200T Dongguan City,
Co., Ltd.
Guangdong
Province
No. 2 Zhanghua
] Shenzhen Road, Songshan
Hoéa chat dung cho 50T, 2x50T, Lifotronic Lake Park,
7 | may xét nghiém Anti-HBs (eCLIA) 100T, 2x100T, 523808 CHINA
L Technology .
miecn dich 200T Dongguan City,
Co., Ltd.
Guangdong
Province
No. 2 Zhanghua
Road, Songshan
Hoa chat dung cho 50T. 2x50T ]S}ilfeo Ig(})lri:: Lake Park,
8 | may xét nghiém Syphilis (eCLIA) . ’ 523808 CHINA
e 100T, 2 x100T | Technology .
mién dich Dongguan City,
Co., Ltd.
Guangdong

Province




