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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 VAT TU THIET BI KY THUAT Y TE
(MEDITECH CO., LTD) | )
2. bia chi: S0 nha 170 Phod Vong - Phuong Phuong Liét - Quan Thanh Xuan - Thanh Pho Ha Noi

- Viét Nam, Phuong Phuong Liét, Quan Thanh Xuén, Thanh phd Ha Noi
3. S6 van ban dé nghi ctia co so: 2905/2020/MDT Ngay: 02/06/2020
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Dung cu y té

Chung loai/mé san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s& san xuét: Theo phu luc

Tiéu chuan 4p dung: ISO 13485:2016 EN ISO 13485:2016

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

Tén chu s¢ hiru: WELL MEDICAL

Dia chi chu s¢ hiru: 303Ho, 133, Hwangeo - Ro, Gyeyang - Gu, Incheon. 21004, Rep.of Korea

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phy 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 hiéu 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 | Tai liu mo ta tom tat ky thuat TTBYT theo mau sé 1 Phu lyc 8

7 | Giay chung nhan hop chuan hoac Ban tiéu chuan ma chu s¢ hiru trang thiét bi y t€ cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoda, 1y, vi sinh va cac thong s6 khic do co s& du diéu ’
kién theo quy dinh cta phap luat vé danh gia sy phu hop cap doi vai trang thict bi y té
san xuat trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | MAu nhan sé& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té
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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

QuY  [TENCOSO Tlg{g(ggo PIA CHI
TEN TRANG STRI CACH [ SAN XUAT/ T TEN CO S
STT| THIET BI'Y e CHUNG LOAI SAN PHAM PONG HANG, = SO BAO “
. TINH ) Avie' HANG, A BAO
TE GOl [ NUOC SAN ; .| HANH -
NEUCO)|  XUAT NUOC CHU HANH
SO HU'U
S-SHC 4040; S-SHC 4070; S-SHC 4555; S-SHC 5040; S-SHC 5070; S-SHC 5555; S-SHC 6040; S-SHC 6070; S-SHC
6555; S-SHC 7040; S-SHC 7070; S-IC 4055; S-IC 4540; S-IC 4570; S-IC 5055; S-IC 5540; S-IC 5570; S-IC 6055;
S-IC 6540
S-SHC 4055; S-SHC 4540; S-SHC 4570; S-SHC 5055; S-SHC 5540; S-SHC 5570; S-SHC 6055; S-SHC 6540; S-SHC
6570; S-SHC 7055; S-IC 4040; S-IC 4070; S-IC 4555; S-IC 5040; S-IC 5070; S-IC 5555; S-IC 6040; S-IC 6070;
.. S-IC 6555.
Tudc bat vit -
L1 ehan ring Cai  [s.1C6570; S-IC 7055; S-PSC 45H; S-ICP 4510H; S-ICP 4510N; S-PG 100; S-PG 150; S-PG 220; S-ICT 4515H;
S-ICT 4515N; ITG 170; ITG 210; ITG 250; M-SHC 3555; M-IC 3540; M-IC 3570; M-PSC 40N; M-ICP 4015H;
M-ICP 4015N; M-PG 150; M-ICT 4011H; M-ICT 4011N; M-TG 120.
S-IC 7040; S-IC 7070; S-PSC 45N; S-ICP 4515H; S-ICP 4515N; S-PG 120; S-PG 200; S-ICT 4511H; S-ICT 4511N; ITG
150; ITG 190; ITG 230; M-SHC 3540; M-SHC 3570; M-IC 3555; M-PSC 40H; M-ICP 4010H; M-ICP 4010N; M-PG
100; M-PG 200; M-ICT 4015H; M-ICT 4015N; M-TG 160.
o S-SLA 4040; S-SLA 4070; S-SLA 4555; S-SLA 5040; S-SLA 5070; S-SLA 5555; S-SLA 6040; S-SLA 6070; S-SLA 6555;
Lay dau, S-SLA 7040; S-SLA 7070; M-SLA 3540; M-SLA 3570. coneTY | . )
2 chuyén déu Cél TNHH SO 170 PHO
chan ring S-SLA 4055; S-SLA 4540; S-SLA 4570; S-SLA 5055; S-SLA 5540; S-SLA 5570; S-SLA 6055; S-SLA 6540; S-SLA 6570; THUONG | VONG.
S-SLA 7055; S-FLA 45; M-SLA 3555; M-FLA 35. T.STRONG [ T.STRONG | " 0 | P.PHUONG
INC - Han | INC - Han THIET BIKY LIET,
RHV 12SB; MHV 12SB; THV 12SB; ROL 002S; MOL 002S; RHL 002S; MHL 002S; MRHL 002S; MMHL 002S. Quéc Quée  |tuaty 1| QTHANH
£ 1g : XUAN, TP
0 at vi MEDITECH L
3 Tu}i’f b‘it VIt | =4 |RHV 12LB; MHV 12LB; THV 12LB; ROL 002L; MOL 002L; RHL 002L; MHL 002L; MRHL 002L; MMHL 002L. co LTCD HA NOI
chan rang o
TRW 4008B; TRW 300B
4 | Mii khoan Céi |GDR 20B; PDR 2233; PDR 35085; PDR 35115; PDR 3515; TDR 22075; TDR 2210; TDR 2213; TDRS 22145; IPDS
dan duong 35; IPDS 39; IPDS 41; IPDS 45; IPDS 50; IPDS 55; IPDS 60; IPDS 37H; IPDS 40H; IPDS 44H.

PDR 2230; PDR 35075; PDR 3510; PDR 3513; TDR 2207; TDR 22085; TDR 22115; TDR 2215; TDRS 2215; IPDS
37; IPDS 40; IPDS 44; IPDS 48; IPDS 53; IPDS 58; IPDS 35H; IPDS 39H; IPDS 41H; IPDS 45H.
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IPDS 48H; IPDS 53H; IPDS 58H; IPD 35075; IPD 3510; IPD 3513; IPD 40075; IPD 4010; IPD 4013; IPD 45075; IPD
4510; IPD 4513; IPD 50075; IPD 5010; IPD 5013; IPD 55075; IPD 5510; IPD 5513; IPD 60075; IPD 6010; IPD
6013; ICD 35; ICD 39; ICD 41; ICD 45; ICD 50

IPDS 50H; IPDS 55H; IPDS 60H; IPD 35085; IPD35115; IPD 3515; IPD 40085; IPD 40115; IPD 4015; IPD 45085;
IPD 45115; IPD 4515; IPD 50085; IPD 50115; IPD 5015; IPD 55085; IPD 55115; IPD 5515; IPD 60085; IPD 60115;
IPD 6015; ICD 37; ICD 40; ICD 44; ICD 48; ICD 53

ICD 55; ICD 60; ICD 58
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