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1. Tén co s6 cong bd: CONG TY TNHH QA-LAB VIET NAM

2. bia chi: S6 nha 23, ngd 335, Phd An Duong Vuong, Phuong Pha Thuong,
Thanh phd Ha Noi

3. S6 vin ban cua co so: 06/QALAB-ZONCI Ngay: 06/03/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y t&: Cum IVD dung trong may xét nghiém dong mau

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 nay c6 chirc nang loai bé can mau va gidm suc
cang bé mat, loai bo cin protein va lipid. BPuoc st dung dé vé sinh duodng 6ng
ctia thiét bi va dau do ldy mau. Danh cho chuyén mén - Ap dung cho nhan
vién dii tiéu chuan thuc hién cac xét nghiém IVD (Chan doan In Vitro) thong
qua dao tao va gido duc dac biét.

Dung dich nay c6 churc nang loai bé can méau, loai bo cén protein va lipid.
Puoc st dung dé vé sinh duong 6ng cua thiét bi va dau do léy mau. Danh cho
chuyén mon - Ap dung cho nhan vién du tiéu chuan thyuc hién cac xét nghiém
IVD (Chan doan In Vitro) théng qua dao tao va gido duc dic biét.

San pham nay duoc sir dung cho May phan tich Péng méau Ty dong dé xét
nghiém déng mau 1am sang va tiéu soi huyét trén huyét trong bang phuong
phap bi tir hodc mién dich do do duc.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc



Tiéu chuan chét luong san pham 4p dung: Theo tiéu chuin clia nha san xudt
5. Doi véi thiét bi y té chta chat ma tay, tién chét (néu c6):

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

Tén chu sé hiru: Beijing ZONCI Technology Development Co., Ltd

bia chi chu sé hiru: B1-7/F, Building 1, Yard No. 8, Baiying Road, Shunyi
District, Beijing, CHINA

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

8. SO cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty 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 te bang tiéng Viét, kém theo X

tai liu k¥ thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy chimg nhan hgp chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

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

8 | MAu nhan thiét bi y té X

9 Giéy chirng nhan luu hanh ty do con hi¢u luc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.
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. C Cleaning Solution: X1
IVD la dung dich rtra dung Beijing ZONCI Technology |Beijing ZONCI Technology
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(trén nhan: Cleaning
Solution (X1))

Development Co., Ltd/CHINA

Development Co., Ltd/CHINA
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Cleaning Solution: X2
(trén nhan: Cleaning
Solution (X2))
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Development Co., Ltd/CHINA
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Development Co., Ltd/CHINA

IVD la cong phan ting cho
xét nghiém dong mau

Cleaning Solution:
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Cleaning Solution
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