TRUONG CPN KY THUAT CONG HOA XA HQI CHU NGHIA VIET NAM
THIET BI'Y TE Pic ldp - Tw do - Hanh phiic
TRUNG TAMDICHYU = e
KTTBYT

S4: .848. PL-TTDV/
170000027/PCBPL-BYT Ha Ngi, ngay .28, thdng 9 ndm 2017

BAN PHAN LOAI TRANG THIET BI Y TE
Kinh giti: CONG TY CO PHAN THUONG MAI VA DICH VU GIA HAN

Can cir Nghi dinh s6 36/2016/ND-CP ngay 15 thing 5 nam 2016 cia Chinh phii vé quan Iy trang thiét
biyte;
Nguyén tic dugc sir dung d& phan loai: Quy téc 8.
(Nhém trang thiét bi y té khong phai trang thiét bi y té chdn doan in vitro)

Chung t6i phén loai trang thiét bi y t& nhu sau:

o Tén trang thiét bi Chiing loai/ Hang, nuwéc| Hang, nwdce | Loai trang
y té mi sin phim sdn xuit | chii s& hiru |thiét biy té
a. Patent Ductus Arteriosus Occluder
B0 du déng con | [— Du déng con bng dong mach:
6ng dong mach- | || XJFD0406; XJFD0608; XJFD0810;
HeartRTM PDA | || XJFD1012; XJFD1214; XJFD1416; Lifetech Scientific
1 Occluder XJFDI1618. (Shenzhen) Co., Ltd D
b. Introducer — B§ diy tha du: Trung Qudc
SFP3F; SFP6F; SFP7F; SFPSF;
SFP9F; SFP10F; SFP11F; SFP12F;
SFP13F; SFP14F.
a. Atrial Septal Defect Occluder —
Du dong thong lién nhi:
XJFS08; XJFS10; XJFS12; XJFS14;
B du dong thong | XJFS16; XJFS18; XJFS20; XJFS22;
lién nhf XJFS24; XJFS26; XJFS28; XJFS30; Lifetech Scientific
2 | HeartRTM ASD | XJFS32; XJFS34; XJFS36; XJFS38; (Shenzhen) Co., Ltd D
Occluder XJFS40. Trung Quée
b. Introducer — B day tha di: R
SFASF; SFA6F; SFA7F; SFASF;
SFA9F; SFA10F; SFA11F;
SFA12F; SFA13F; SFA14F. :
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a. Ventricular Septal Defect
Occluder — Du dong thong lién thét:
XJFVMO04; XJFVMOS5; XJFVMO6;
XJFVMO07; XJFVMO08; XJFVMO09;
XJFVMI10; XJFVM11; XJFVM12;
XJFVM13; XJFVM14; XJFVMIS;

B¢ du dong thong
: XJFVM16; XJFVJ04; XJFVIO05;
lién that Lifetech Scientific
XJFVI06; XJFVJ07; XJFVJO0S;
HeartRTM VSD (Shenzhen) Co., Ltd D
XJFVI09; XJFVIJ10; XJFV]12; y
Occluder Trung Qudc

XJFVIJ11; XJFVI13; XJFV]14;
XJFVI15; XJEVI16; XJEVI17,
XJFVI]18.

b. Introducer — B§ day tha du:
SFPSF; SFP6F; SFP7F; SFPSF;
SFP9F; SFP10F; SFP11F; SFP12F;
SFP13F; SFP14F.

Ngudi dai dién hop phap ciia co s
Noi nhgn: GIAM POC
- Cong ty CO phan Thuong Mai va Dich vu
Gia Héan;

-Luu TTDV. b
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lip - Tw do - Hanh phiic
70000027/PCBPL-BYT Déc 1ap - Ty do - Hanh phiic

Ha Ngi, ngay 21 thang 04 nam 2017

PHIEU TIEP NHAN
Hb so cong bo di diéu Kkién phin loai trang thiét biy té

I. Tén co s& phan loai: TRUNG TAM DICH VU KY THUAT THIET BI Y TE
2. Dia chi: Sé 1/ Ngd 89 / Luong Dinh Cua, Phudng Phuong Mai, Quan Péng Da, Thanh phd Ha

No6i

3. Dién thoai: 0435763450 Fax: 0435760870
4. S vin ban d nghi cua co s¢ : 01-VBPL/TTDV Ngay: 16/02/2017
5. Thanh phén hd so:

1

Vin ban cong bo du diéu kién phan loai

2 | Ban xé4c nhan thoi gian cong tac

3 | Van bang, chimg chi d& qua dao tao cua timg ngudi thye hién viéc phén loai trang thiét bi
y té

4 | Ban ké khai nhan su

NGUOI TIEP NHAN HO SO
%/ :

Nguyén Minh Tuén
VU TRUONG
VU TRANG THIET BI VA CONG TRINH Y TE




