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

S4: 200001976/PCBA-HN Thanh phé Ha Néi, ngay 17 thang 11 nim 2020

PHIEU TIEP NHAN

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

1. Tén co s& cong bé: CONG TY CO PHAN KY THUAT CONG NGHE THIET BI Y TE GIA
AN
2. Dia chi: S6 nha 46, Poi 6, X6m Puc Thuong, Thon Yén X4, Xa Tan Triéu, Huy¢n Thanh Tri,

Thanh phé Ha Noi, Viét Nam, Xa T4n Triéu, Huyén Thanh Tri, Thanh phé Ha No1

3. S6 van ban d& nghi ctia co so: 061120/GSSEM-GIA AN Ngay: 06/11/2020

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té: BO dung cu hd tro phau thuat

Chung loai/mé san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485, ISO 9001

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

Tén chu soé hiru: GSSEM KOREA CO.,LTD- KOREA

Dia chi chu s¢ hitu: (08381) Byucksan 1, Digital Valley, 24 Digital-ro 27 gil, Guro-gu, Seoul,
Korea

6. Thong tin vé co s bao hanh:

(1) Tén co s6: CONG TY CO PHAN KY THUAT CONG NGHE THIET BI Y TE GIA AN

Dia chi: S6 nha 46, Doi 6, Xom buc Thuong, Thon Yén X4, Xa Tan Triéu, Huyén Thanh Tri,
Thanh pho Ha No6i, Vi¢t Nam, Xa Tan Triéu, Huyén Thanh Tri, Thanh pho Ha Noi

Dién thoai ¢ dinh: 02466884224 bién thoai di dong: 0979308541
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 | Gidy chiing nhan dat tiéu chuan quéan 1y chat lugng con hiéu lyc 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 mau s6 1 Phy lyc 8

N SN | B

Giay chtng nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung




Két qua danh gia cac thong so hoa, 1y, vi sinh va céac thong s6 khac do co so du diéu

’ kién theo quy dinh ctia phap ludt vé danh gia su phu hop cap doi véi 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

11 | Gidy chimg nhan luyu hanh ty do con hiéu lyc tai thdi diém nop ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuat trang thiét
biy té doi voi TTBYT sdn xuat trong nudce

NGUOI TIEP NHAN HO SO

o

Nguyén Minh Hai
Chanh Van phong




PHU LUC

Dia chi chi tiét ciia hing

Dia chi chi tiét ciia hing

Muc dich sir
dung theo chi

Tiéu chuin ma chi s¢

TT Tén trang thiét bi y té Chiing loai Hang san xuat sén xult Hang chi sé hitu chii s hiru dinh ciia chil hlmAtrangA t,hlet biy té
o~ cong bo ap dung
s¢ hiru
(08381) Byucksan 1, Digital (08381) Byucksan 1, Digital |Dung cu phau
o en GSSEM KOREA - .. |GSSEM KOREA . . A B .
1 Céan t6 vit 222-0100 CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, th~uat ham-mat-s¢ |1SO 9001; ISO 13485
Guro-gu, Seoul, Korea Guro-gu, Seoul, Korea nao
(08381) Byucksan 1, Digital (08381) Byucksan 1, Digital |Dung cu phau
.z GSSEM KOREA - .. |GSSEM KOREA - - A N .
2 Kim uén nep 222-1033 CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, th~uat ham-mat-s¢ |1SO 9001; ISO 13485
Guro-gu, Seoul, Korea Guro-gu, Seoul, Korea nao
(08381) Byucksan 1, Digital (08381) Byucksan 1, Digital |Dung cu phau
N GSSEM KOREA - .. |GSSEM KOREA - - A B .
3 Kim rat dinh 222-1034 CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, th~uat ham-mat-so |I1SO 9001; 1ISO 13485
Guro-gu, Seoul, Korea Guro-gu, Seoul, Korea néo
(08381) Byucksan 1, Digital (08381) Byucksan 1, Digital {Dung cu phiu
N GSSEM KOREA - . |GSSEM KOREA - - A N .
4 Kim cat vit mini 222-1030 CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, th~uat ham-mat-so |I1SO 9001; ISO 13485
Guro-gu, Seoul, Korea Guro-gu, Seoul, Korea néo
(08381) Byucksan 1, Digital (08381) Byucksan 1, Digital {Dung cu phiu
.. GSSEM KOREA - . |GSSEM KOREA - - A N .
5 Kéo cat nep 222-1035 CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, th~uat ham-mat-so |I1SO 9001; ISO 13485
Guro-gu, Seoul, Korea Guro-gu, Seoul, Korea néo
(08381) Byucksan 1, Digital (08381) Byucksan 1, Digital {Dung cu phiu
x ., GSSEM KOREA - . |GSSEM KOREA - - A N .
6 Kep phau tich 222-1036 CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, th~uat ham-mat-so |I1SO 9001; ISO 13485
Guro-gu, Seoul, Korea Guro-gu, Seoul, Korea néo
(08381) Byucksan 1, Digital (08381) Byucksan 1, Digital {Dung cu phiu
. i GSSEM KOREA - . |GSSEM KOREA - . A ~ )
7 Thuédc do vit 222-1037 CO.LTD- KOREA Valley, 24 Digital-ro 27 gil, CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, th~uat ham-mat-so |ISO 9001; ISO 13485
Guro-gu, Seoul, Korea Guro-gu, Seoul, Korea néo
(08381) Byucksan 1, Digital (08381) Byucksan 1, Digital {Dung cu phiu
. GSSEM KOREA - . |GSSEM KOREA - . A ~ )
8 B0 Trocar 222-1038 CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, th~uat ham-mat-so |I1SO 9001; ISO 13485
Guro-gu, Seoul, Korea Guro-gu, Seoul, Korea néo
(08381) Byucksan 1, Digital (08381) Byucksan 1, Digital {Dung cu phiu
x \ , GSSEM KOREA - . |GSSEM KOREA - - A N .
9 Dan huéng vit 222-1700 CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, th~uat ham-mat-so |I1SO 9001; ISO 13485
Guro-gu, Seoul, Korea Guro-gu, Seoul, Korea néo
. . (08381) Byucksan 1, Digital (08381) Byucksan 1, Digital {Dung cu phiu
Miii khoan dung cho GSSEM KOREA . .. |GSSEM KOREA . . A N .
10 phu thuat ham 222-0014 CO. LTD- KOREA Valley, 24 Digital-ro 27 gil, CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, th~uat ham-mat-so |I1SO 9001; ISO 13485
Guro-gu, Seoul, Korea Guro-gu, Seoul, Korea néo
. . (08381) Byucksan 1, Digital (08381) Byucksan 1, Digital {Dung cu phiu
Miii khoan dung cho GSSEM KOREA . .. |GSSEM KOREA . . A N .
11 phu thudt so 222-0016 CO.LTD- KOREA Valley, 24 Digital-ro 27 gil, CO..LTD- KOREA Valley, 24 Digital-ro 27 gil, th~uat ham-mat-so |ISO 9001; 1ISO 13485
Guro-gu, Seoul, Korea Guro-gu, Seoul, Korea néo
. . (08381) Byucksan 1, Digital (08381) Byucksan 1, Digital {Dung cu phiu
1p  |Muikhoan ding cho 202.0020 |CSSEMKOREA 1\, ey, 24 Digital-ro 27 gil, |Co 0™ KOREA Valley, 24 Digital-ro 27 gil, |thuat ham-mat-so |ISO 9001; ISO 13485

phau thuat mat

CO.,LTD- KOREA

Guro-gu, Seoul, Korea

CO.,LTD- KOREA

Guro-gu, Seoul, Korea

nao
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Miii khoan 1.0mm

222-3010

GSSEM KOREA
CO.,LTD- KOREA

(08381) Byucksan 1, Digital
Valley, 24 Digital-ro 27 gil,
Guro-gu, Seoul, Korea

GSSEM KOREA
CO.,LTD- KOREA

(08381) Byucksan 1, Digital
Valley, 24 Digital-ro 27 gil,
Guro-gu, Seoul, Korea

Dung cu phau
thuat ham-mat-so
ndo

1SO 9001; ISO 13485

14

Miii khoan 1.3mm

222-3013

GSSEM KOREA
CO.,LTD- KOREA

(08381) Byucksan 1, Digital
Valley, 24 Digital-ro 27 gil,
Guro-gu, Seoul, Korea

GSSEM KOREA
CO.,LTD- KOREA

(08381) Byucksan 1, Digital
Valley, 24 Digital-ro 27 gil,
Guro-gu, Seoul, Korea

Dung cu phau
thuat ham-mat-so
ndo

1SO 9001; ISO 13485

15

Miii khoan 1.6mm ngén

222-3016

GSSEM KOREA
CO.,LTD- KOREA

(08381) Byucksan 1, Digital
Valley, 24 Digital-ro 27 gil,
Guro-gu, Seoul, Korea

GSSEM KOREA
CO.,LTD- KOREA

(08381) Byucksan 1, Digital
Valley, 24 Digital-ro 27 gil,
Guro-gu, Seoul, Korea

Dung cu phau
thuat ham-mat-so
ndo

1SO 9001, ISO 13485

16

Miii khoan 1.6mm dai

222-3026

GSSEM KOREA
CO.,LTD- KOREA

(08381) Byucksan 1, Digital
Valley, 24 Digital-ro 27 gil,
Guro-gu, Seoul, Korea

GSSEM KOREA
CO.,LTD- KOREA

(08381) Byucksan 1, Digital
Valley, 24 Digital-ro 27 gil,
Guro-gu, Seoul, Korea

Dung cu phau
thuat ham-mat-so
ndo

1SO 9001, ISO 13485

17

Hop dung vit

222-2010

GSSEM KOREA
CO.,LTD- KOREA

(08381) Byucksan 1, Digital
Valley, 24 Digital-ro 27 gil,
Guro-gu, Seoul, Korea

GSSEM KOREA
CO.,LTD- KOREA

(08381) Byucksan 1, Digital
Valley, 24 Digital-ro 27 gil,
Guro-gu, Seoul, Korea

Dung cu phau
thuat ham-mat-so
néo

1SO 9001; ISO 13485
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