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34: 190001806/PCBA-HN Thanh phé Ha Néi, ngay 13 thang 12 nim 2019

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY TNHH UNISTAR VIET NAM

2. bia chi: S0 29, Lo 10A, KPT L€ Trong Tan-Geleximco, Xa An Khanh, Huyén Hoai D,
Thanh pho Ha No1

3. S6 van ban d& nghi cua co so: 0419UNS/VBCB Ngay: 03/12/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Ho 6ng nghiém mau Disposable Blood Collection Tubes
Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuédn 4p dung: ISO 13485:2016

5. Thong tin vé chu s hiru trang thiét bi y té :

Tén chu sé hitu: Henso Medical (Hangzhou) Co., Ltd.

Dia chi chu s¢ hitu: 2-818 Zhongtian MCC, Tongpu Road, Hangzhou 310012, China

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phu lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhan dat ti€éu chuan quan ly chat lugng con hi¢u luc tai thoi diém ndp ho so,

4 | Gidy uy quyén cta chi s hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat ki thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu so hitu trang thiét bi y t€ cong
bo 4p dung

8 | Tailidu hudng din sir dung cua trang thiét bi y té

9 | Mau nhan s& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té




10

Giay chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi1 vai trang thiét
bi y t€ nhap khau hodc Phiéu tiép nhan ho so cong bo du di€u kién san xuat trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

srr | TENTRANG THIET B | PON VI | CHUNG LOAIL |QUY CACH DONG GOINEU| TRN CO SO SAN XUAT/HANG, | TENCOSOCHUSOHUU/ | TEN COSO
YTE TINI SAN PHAM co NUOC SAN XUAT HANG, NUGC CHU SO HU'U | BAO HANH
v 100 bng/ khay, Hstiso Modical (BangzhouyCo, Lz, | D00 Medice! (Hanpzliou) Co.,
5 in , " Plain Tube (No A < " Ltd.
1 |Ong nghiém mau Ong Ailditiye) 1200 6ng/ thung Trung Quéc Trune Qubio
4 (th tich éng: 0.5ml-10ml) £
100 éng/ khay, it el (aarboniGe, [, | Ho0n Medid (Hangztion) Co.,
" . X 5 EPGT Tube (Gel & 1 ! R Ltd.
2 |Ong nghiém mau Ong EDTA K2 1200 6ng/ thung Trung Quoc Trumg Qubc
= (thé tich éng: 0.5ml-10ml) &
. 100 éng/ khay, Hlaiso Metieal (Bangabond Co, T, | Dooe Medical (Hangzhou) Co,,
. i , . SST Tube (Gel & " R i Ltd.
3 |Ong nghiém mau Ong Clot Activator) 1200 6ng/ thung Trung Quoc Tritig Qs
(thé tich éng: 0.5ml-10ml) 5
" 100 ng/ khay, Henso Medical (Hangzhou) Co., Ltd. Henso Medical (Hangzhou) Co.,
A n X 4 PSGT (Gel & . . £ Ltd.
4 |Ong nghiém mau Ong Lithing Hepatin) 1200 6ng/ thung Trung Quéc Trung Quéc
pa (thé tich éng; 0.5ml-10ml) J
PRP (Platelet Rich 100 éng/ khay, Henso Medisal (Hangzhou) Co., Lid. Henso Medical (Hangzhou) Co.,
. i i . Plasma) Tube: - . A Ltd.
5 |Ong nghiém mau Ong ; . 1200 6ng/ thung Trung Quoc £
Sodium Citrate & O Trung Quoc
Gel (thé tich ong: 0.5ml-10ml)
100 éng/ khay, Ffoo Medical (Hangzhen) Co, T, | one Medieal [Hangziow) Co,
. - p . EDTA Tube 4 . A Ltd.
6 |Ong nghiém mau Ong (EDTA K2) 1200 ong/ thung Trung Quoc Tz Qe
(thé tich éng: 0.5ml-10ml) &
100 éng/ khay, Henso Medicd (Hangzhow) Co g, | Bonee Medical (Huogzhon) Co.s
7 |Ong nghiém méau On EDTA Tube 1200 éng/ thun Trung Quéc L.
ng nefiie & (EDTA K3) ung g Trung Quéc

(thé tich dng: 0.5ml-10ml)




		Cục Đăng kiểm Việt Nam
	2019-12-13T17:02:34+0700
	Cục Đăng kiểm Việt Nam
	Nguyễn Minh Hải đã ký lên tài liệu.




