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: 260001183/PCBB-HN
Ngay cong bo: 17/04/2026

1. Tén co s¢ cong bd: VAN PHONG PAI DIEN BIO23 MEDICAL
TECHNOLOGY (SHANGHAI) CO., LTD TAI THANH PHO HA NOI
2. bia chi: Tang 4, Toa nha HUD3 Tower, s6 121-123 T6 Hi¢u, Phuong Ha

Pong, Thanh phé Ha Noi

3. S6 vin ban cua co so: B16.CBB.BIO23 Ngay: 17/04/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bo xét nghiém dinh luong p-cTx

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: Dung dé phat hién nong d6 p-CrossLaps (B-CTx) trong
mau huyet thanh va huyét trong ngudi. N6 duoc sir dung trong 1am sang dé hd
tro chan doan lodng xuong.

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: Jiangsu Sunlant Bioengineering Co., Ltd

bia chi chu sé hitu: No. 35-305, Changjiang South Road, Xinwu District,
Wuxi City, Jiangsu Province, 214142, 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 mo ta tom tat k¥ thuat thiét bi y té bang tiéng Viét, kém theo |

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y t€ ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




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

B xét nghiém
dinh lugng B-cTx

B-cTx Assay Kit (ECLIA)

1010451010

SC: 100
tests/Kit

Jiangsu Sunlant
Bioengineering
Co., Ltd

No. 35-305,
Changjiang
South Road,
Xinwu District,
Wuxi City,
Jiangsu
Province,
214142

CHINA

B0 xét nghiém
dinh lugng B-cTx

B-cTx Assay Kit (ECLIA)

101045110

S: 100 tests/Kit

Jiangsu Sunlant
Bioengineering
Co., Ltd

No. 35-305,
Changjiang
South Road,
Xinwu District,
Wuxi City,
Jiangsu
Province,
214142

CHINA

B0 xét nghiém
dinh luong B-cTx

B-cTx Assay Kit (ECLIA)

1010451110

SC: 200
tests/Kit

Jiangsu Sunlant
Bioengineering
Co., Ltd

No. 35-305,
Changjiang
South Road,
Xinwu District,
Wuxi City,
Jiangsu
Province,
214142

CHINA

B0 xét nghiém
dinh luong B-cTx

B-cTx Assay Kit (ECLIA)

101045810

S: 200 tests/Kit

Jiangsu Sunlant
Bioengineering
Co., Ltd

No. 35-305,
Changjiang
South Road,

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

Xinwu District,
Wuxi City,
Jiangsu
Province,
214142

B0 xét nghiém
dinh luong B-cTx

B-cTx Assay Kit (ECLIA)

101045910

SC: 50 tests/Kit

Jiangsu Sunlant
Bioengineering
Co., Ltd

No. 35-305,
Changjiang
South Road,
Xinwu District,
Wuxi City,
Jiangsu
Province,
214142

CHINA

B0 xét nghiém
dinh luong B-cTx

B-cTx Assay Kit (ECLIA)

101045710

S: 50 tests/Kit

Jiangsu Sunlant
Bioengineering
Co., Ltd

No. 35-305,
Changjiang
South Road,
Xinwu District,
Wuxi City,
Jiangsu
Province,
214142

CHINA

B xét nghiém
dinh lugng B-cTx

B-cTx Assay Kit (ECLIA)

101045610

RC: 100
tests/Kit

Jiangsu Sunlant
Bioengineering
Co., Ltd

No. 35-305,
Changjiang
South Road,
Xinwu District,
Wuxi City,
Jiangsu
Province,
214142

CHINA

B0 xét nghiém
dinh luong B-cTx

B-cTx Assay Kit (ECLIA)

101045510

R: 100 tests/Kit

Jiangsu Sunlant
Bioengineering

No. 35-305,
Changjiang

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

Co., Ltd

South Road,
Xinwu District,
Wuxi City,
Jiangsu
Province,
214142




