SO Y TE HA NOI CONG HOA XA HQI CHU NGHIiA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S4: 200000902/PCBA-HN Thanh phé Ha Néi, ngay 19 thang 05 nim 2020

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 QUOC TE VIET NAM AN BQ

2. bia chi: Tang 1, tda nha CT13B, khu do6 thi nam thang long, duong V6 Chi Cong, Phuong Phu
Thuong, quan tay hd, thanh phd ha ndi , Phuong Pht Thuong, Quan Tay H6, Thanh phd Ha Noi
3. S6 van ban dé nghi cta co so: 2312-19/ID Ngay: 15/05/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: B6 dat noi khi quan c6 camera kem phu ki¢n

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chudn ap dung: ISO13485:2016

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

Tén chu s¢ hiru: Shenzhen HugeMed Medical Technical Development Co.,LTD

Dia chi chu s¢ hitu: 6B Block A, Tempus Building , 1st Qingshuihe Road, Luohu District,
Shenzhen,

6. Thong tin vé co sé bao hanh:

(1) Tén co s6: Cong ty TNHH Quéc Té Viét Nam An Do
Dia chi: 21 Hang be , Phuong Hang Bac, Quan Hoan Kiém, Thanh pho Ha Noi
bién thoai co dinh: 0249260089 bién thoai di dong: 0968139906

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giay chung nhan dat tiéu chuan quan 1y chat luong con hiéu luc tai thoi diém ndp ho so.

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du diéu kién bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo méau s6 1 Phy luc 8

N SN | B

Giay ching nhén hop chuan hoac Ban ti€u chuan ma chu sé hitu trang thiét bi y té€ cong
bo 4p dung




8 | Ketqua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co so du dicu
kién theo quy dinh cta phap luat vé danh gia su phi hop cap ddi vai trang thiét bj y té
san xut trong nudc

9 | Tai liéu huéng din sir dung cua trang thiét bi y té

10 | Mau nhén sé& st dung khi lvu hanh tai Viét Nam cua trang thiét bi y té

11 | Gidy ching nhan luu hanh tu do con hi¢u lyc tai thoi di€ém ndp hd so doi voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ doi véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

STT

TEN TRANG THIET BI
Y TE

CHUNG LOAI SAN
PHAM

TEN CO SO SAN XUAT/
HANG, NUOC SAN XUAT

TEN CO SO CHU SO HU'U/
HANG, NUOC CHU SO
HUU

TEN CO SO BAO HANH

PIA CHI CO SO BAO HANH

B0 dit noi khi quan cé
camera kém phu kién

VL3R

Shenzhen Hugmed Medical

Technical Development Co.,

Ltd / China

Shenzhen Hugmed Medical
Technical Development Co.,
Ltd / China

Cong ty TNHH QUéc té Vigt
Nam An D§

tang 1, tda nha CT13B, Khu
P6 Thi Nam Thing Long,
Pwong Vo Chi Cong, Phwong
Phi Thuong, Quéan Tay HJ,
Thanh Phé Ha Néi

11

Man hinh hién thi kém
camera va bd diéu khién

VL3R

1.2

Blade - Lu6i dat cho tré so
sinh kich thudc
110x18x34 mm

MAC1

13

Blade - Lu6i dat cho tré
em kich thudc
117x23x37mm

MAC2

14

Blade - Lu61 dat cho
nguoi 16n kich thudc
130x24x39 mm

MAC3

15

Blade - Lui dat cho
truong hop kho kich thude
138x26x49 mm

MAC4

1.6

Blade - Ludi dat cho
nguoi co can ndng 16n
kich thudc 150x25x52 mm

MACS5

1.7

Blade - Lu6i dat cho tré
mai sinh kich thudce
72X16X30mm

MIL 00

18

Blade - Ludi dat cho tré
moéi sinh kich thudc
84x17x30mm

MIL O

19

Blade - Ludi dat cho tré so
sinh kich thudc
110x18x30

MIL 1




B9 dit ndi khi quan co
camera va ludi phu kién

VL3D

Shenzhen Hugmed Medical
Technical Development Co.,
Ltd / China

Shenzhen Hugmed Medical
Technical Development Co.,
Ltd / China

Céng ty TNHH QUébc té Viét
Nam An D)

ting 1, tda nha CT13B, Khu
D6 Thi Nam Thiang Long,
Puwong Vo Chi Cong, Phuong
Phti Thwong, Quan Tay Hb,
Thanh Phé Ha Nji

2.1

Blade Ludi dat cho tré so
sinh kich thudc
95x28x12.5 mm - dung
mot 1an

MAC 1

2.2

Blade Ludi dat cho tré em
kich thude 110x29x13mm-
ding mot lan

MAC 2

2.3

Blade Ludi dat cho nguoi
16n kich thuée 120x27x13
mm- ding mét 1an

MAC 3

24

Blade Ludi dat cho truong
hop kho kich thude
135x22x14 mm- dung mét
lan

MAC 4

2.5

Blade Ludi dat cho nguoi
c6 can nang lon kich
thude 120x29x16 mm-
ding mot lan

MAC 5

2.6

Man hinh hién thi kém
camera va bd diéu khién

VL3D




		BAN CƠ YẾU CHÍNH PHỦ - ĐT: 0243.7738668; Fax: 0243.7738668; Email: ca@bcy.gov.vn
	2020-05-19T10:21:12+0700
	PHIÊN BẢN THỬ NGHIỆM
	Nguyễn Minh Hải<nguyenminhhai_soyt@hanoi.gov.vn> đã ký lên văn bản này!




