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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: 250002005/PCBB-HN
Ngay cong bo: 08/07/2025

1. Tén co s¢ cong bd: VAN PHONG DAI DIEN SNIBE HQLDINQS
(HONGKONG) COMPANY LIMITED TA,I THANH PHO HA NOI

2. bia chi: Tang 6, Toa nha Viét A, s0 9 pho Duy Tan, Phuong Dich Vong
Hau, Quan Cau Gidy, Thanh phé Ha Noi

3. S6 vin ban cua co so: 01.CBB.SNIBE Ngay: 08/07/2025

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Bo IVD xét nghiém dinh luong Folate

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: - Thuéc thur xet nghiém dinh lugng Folate: Bg san pham
nay 1 xét nghiém mién dich hoa phat quang trong 6ng nghiém dé dinh luong
Folate (FA) trong huyét thanh, huyét tuong va té bao hong ciu ngudi bang
cach sir dung Mdy phan tich xét nghiém mién dich hoa phat quang hoan toan
tur dong dong MAGLUMI va Hé thong tich hop dong Biolumi, va muc xét
nghiém dugc sir dung dé hd tro chan doan cac c4 nhan nghi ngo hodc da xac
nhén bi thiéu mau.

- Vat liéu kiém soat xét nghi¢m dinh lugng Folate dung dé thuc hién cac quy
trinh kiém chuin chat luong véi muc xét nghi¢m Folate trén MAGLUMI khi
st dung dé dinh luong Folate (FA) trong huyét thanh, huyét twong va té bao
héng cau nguoi.

Tén co sé san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan chét luong san phdm 4p dung: Tiéu chuin nha san xuét



5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):
6. Thong tin vé cha so hitu thiét bi y té:
Tén chu s& hiru: Shenzhen New Industries Biomedical Engineering Co., Ltd

bia chi chu s hitu: No.23, Jinxiu East Road, Pingshan District, 518122
Shenzhen, CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xut trong nudc:
9. Thanh phan hd 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¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liu mo ta tom tat k¥ thuat thict bi y t€ bang tiéng Viét, kém theo | x

tai lidu 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 |
b1y t€ cong bo ap dung

7 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.




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

’ ' . ] QUY CACH ) , ]
STT| TEN TRANG THIET Bl Y TE CHUNG LOAI MA SAN PHAM PONG GOI | TEN CO SO SAN XUAT | DIA CHI CO SO SAN XUAT Nvoc
’ : (Néu cd) £, : SAN XUAT
(Néu cd)
£ . A 4 Shenzhen New Industries . .
1 Thuoc thtr xét nghi¢ém dinh lugng Folate Folate (CLIA) 1302633001M 100 tests/kit Biomedical Engineering Co., Np.23, Jinxiu East Road, Pingshan CHINA
Ltd District, 518122 Shenzhen
£ . A Shenzhen New Industries . )
) Thuoc thtr xét nghi¢ém dinh lugng Folate Folate (CLIA) 1306633001M 50 tests/kit Biomedical Engineering Co., N9.2‘3, Jinxiu East Road, Pingshan CHINA
Ltd District, 518122 Shenzhen
A AL s R o A 4 Control 1: 1x1.0 | Shenzhen New Industries . )
3 Vit liéu kiém soat xét nghiém dinh Folate (CLIA) Controls 1602011043MT mL, Control 2: Biomedical Engineering Co., N9.2$, Jinxiu East Road, Pingshan CHINA
luong Folate 1x1.0 L Lid District, 518122 Shenzhen




