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: 260001543/PCBB-HN
Ngay cong bo: 19/05/2026

1. Tén co s¢ cong bd: CONG TY TNHH KY THUAT THIET BI THIEN
PHUC

2. Pia chi: $6 151, t6 13 Mau Luong, Phudng Kién Hung, Thanh phé Ha Noi
3. S6 vin ban cua co so: 0126/TP/CBB Ngay: 19/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Mdy phén tich sinh hoa tu dong

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 st dung: N6 dugc str dung dé phan tich dinh luong cac chi sd hoa
hoc lam sang cua huyét thanh, huyét twong, nuée tiéu, dich ndo tuy, tinh dich
va cac mau khac cua con nguoi. Khong dugce st dung cho cac muc dich khac.

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: 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: Biobase Biodustry (Shandong) Co., Ltd.

Dia chi chu s¢ hitu: Mingshui Economic Development Zone, Zhangqiu

District, Jinan City (Biobase Industrial Park in intersection of East Jingshi
Road and Mingbu Road), Shandong, CHINA

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



Tén co s¢: CONG TY TNHH KY THUAT THIET BI THIEN PHUC

Dia chi: S6 151, t6 13 Mau Luong, Phuong Kién Hung, Thanh phé Ha No1
Dién thoai ¢b dinh: 0986160968  Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phéan ho so:

1 | Van ban cong bé tidu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s¢ hiru 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 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 chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi vaoi thiét bi y té nhap khau.




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

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

May phan tich sinh
hoa tu dong

BK-310

Biobase
Biodustry
(Shandong)
Co., Ltd.

Floor 1, 2 and 5,
Building 6,
BIOBASE
International
Life Science
Innovation
Center, North
100 meters from
the intersection
of Chunhui
Road and North
Gongye Road on
the east
Guodian,
Licheng, Jinan
City, Shandong
250101

CHINA

May phan tich sinh
hoa tu dong

BK-410

Biobase
Biodustry
(Shandong)
Co., Ltd.

Floor 1, 2 and 5,
Building 6,
BIOBASE
International
Life Science
Innovation
Center, North
100 meters from
the intersection
of Chunhui
Road and North
Gongye Road on

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

the east
Guodian,
Licheng, Jinan
City, Shandong
250101

May phan tich sinh
hoa tu dong

BK-2000

Biobase
Biodustry
(Shandong)
Co., Ltd.

Floor 1, 2 and 5,
Building 6,
BIOBASE
International
Life Science
Innovation
Center, North
100 meters from
the intersection
of Chunhui
Road and North
Gongye Road on
the east
Guodian,
Licheng, Jinan
City, Shandong
250101

CHINA




