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

38: 190001872/PCBA-HN Thanh phd Ha Néi, ngay 23 thang 12 niam 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 THUONG MAI VA DICH DU KHOA HQC CONG
NGHE MINH PUC.
2. Pia chi: Phong 1601, Tang 16, Toa nha Daeha Business Center, 360 Kim Ma, Phuong Ngoc

Khanh, Quan Ba Dinh, TP Ha N¢i, Phudng Ngoc Khanh, Quan Ba Dinh, Thanh phé Ha Noi
3. S6 van ban dé nghi ctia co so: 15CBAQA/MBP/2019 Ngay: 16/12/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Trang phuc va phu kién che chin tia X bao vé co thé

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan ap dung: CE, ISO 9001:2000, SGS QIP-ASR 159386, Test Report.

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

Tén chu sé hitu: Jiaozuo Changxin Technical Development of Radiation Protection Co.,Ltd China
Dia chi chu s¢ hitu: No.3 JianKang Road, Jiaozuo city,Henan province,China

6. Thong tin vé co s¢ bao hanh:

(1) Tén co so: Cong Ty TNHH Thuong Mai va Dich Du Khoa Hoc Cong Nghé Minh brc.
Dia chi: Phong 1601, Tang 16, Toa nha Daeha Business Center, 360 Kim Mi, Phuong
Ngoc Khéph, Quan Ba Dinh, TP Ha N¢i, Viét Nam , Phuong Ngoc Khanh, Quan Ba Dinh,
Thanh pho Ha Noi
Dién thoai ¢ dinh: 02466847799 bié¢n thoai di dong: 0964776333

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 iy quyén cua chu so 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 ap dung

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

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

10 | Gidy ching nhan luu hanh tu do con hi€u luc tai thoi diém ndp hd so doi voi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan ho so cong bd du diéu kién san xuét trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong




CONG TY TNHH DICH VU KY THUAT CONG HOA XA HQI CHU NGHIA VIET NAM
VA THUONG MAI QUANG MINH Péc lap - Tw do - Hanh phiic

$6: 2019573/170000164/PCBPL-BYT
Ha N§i, ngay 03 thang 12 ndm 2019

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

- Ciin cir Nghi dinh sb 36/2016/NB-CP ngay 15 thang 5 nim 2016 cua Chinh pht vé quan ly
trang thiét bi y té;

- Cin cir nghi dinh s6 169/2019/ND-CP ngay 31 théng 12 nim 2018 ctia Chinh ph sira déi bd
sung mét s& didu ciia Nghi dinh s6 36/2016/ND-CP ngay 15 thang 5 nim 2016 ctia Chinh phu
vé quan 1y trang thiét bi y té;

-Cin cir Phiéu tiép nhan hé so cong bé di didu kién phan loai trang thiét bj y té s6
170000164/PCBPL-BYT do Bd Y té cap ngay 05 thang 12 nim 2017,

- Ciin ctr thong tu 39/2016/TT-BYT ngdy 28 thang 10 nim 2016 ciia Bd Y té vé Quy dinh chi
tiét viéc phan loai trang thiét bi y té;

- Cin ctr gidy chimg chi hanh nghé phén loai ctia ngudi thuc hién phén loai sb6: 19000456/BYT-
CCHNPL, ngay cép 13 thang 8 nim 2019;

- Theo yéu ciu cia CONG TY TNHH THUONG MAI VA DICH VU KHOA HOC CONG
NGHE MINH DU, c6 dia chi tai Phong 1601, Tang 6, Toa nha Dacha Business Center, 360
Kim M3, Phuong Ngoc Khanh, Q. Ba Pinh, Ha N§i, chiing ti phin loai trang thiét bi y té nhur

sau: Két qud phan logi ¢ trang sau.

Ngudi thuc hién phan loai Qﬁgmg 22 GIAM bOC
Ve omt‘
T N HH ?’\\\'l

i-—( DICH VU KY THURY |

\f |'r—‘rd' F“

i

_/ 3\
Nguyen Manh Hii NGUYEN THI THUY DUNG

Trang lluet biy té khong phai la
trang thiét bi chén doan In vitro

Noi nhén:
- BoY te
SG Y té cic tinh, thanh phd;
Hai quan cira khau;
- Lwu VT.
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