SO Y TE HA NOI CONG HOA XA HQI CHU NGHIiA VIET NAM
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38: 210000829/PCBA-HN Thanh phd Ha Ni, ngay 22 thang 06 nim 2021

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 bd: CONG TY CO PHAN CONG NGHE TAY BAC A
2. bia chi: Tang 6, toa 25T2, pho Hoang Pao Thuy, phuong Trung Hoa, Quan Cau Giay, thanh
phé Ha Noi, Phuong Trung Hoa, Quan Cau Gidy, Thanh phd Ha Noi
3. S6 vin ban dé nghi cua co s: TBA-1706 Ngay: 16/06/2021
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: B dung cu phﬁu thuat budu c6 hodc u va
Chung loai/ma san pham: Theo phu luc
Tén co s& san xuat: Theo phu luc
Dia chi co s6 san xuit: Theo phu luc
Tiéu chuan chét luong san pham ap dung: ISO 13485:2016
5. Thong tin vé chu s hitu trang thiét bi y té :
Tén chu sé hitu: DEWIMED Medizintechnik GmbH
Dia chi chu s¢ hitu: Unter Hasslen 14, 78532 Tuttlingen Germany
6. Thong tin vé co sé bao hanh:
(1) Tén co sé: Cong ty c¢b phan cong nghé Tay Bic A
Dia chi: Tang 6 toa 25T2 pho Hoang Pao Thiy, phudng Trung Hoa, quan Cau Giay, thanh
pho Ha No6i, Viét Nam, Phuong Ngoc Lam, Quéan Long Bién, Thanh pho Ha Noi
Dién thoai ¢ dinh: 024.38736384  Dién thoai di dong:
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.

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 ky thuat TTBYT theo Mau s6 1 (d6i véi TTBYT thong thuong va
IVD la may, thiét bi...), Mau s6 2 (d6i véi TTBYT IVD 1a thudc thir, chat hiéu chuan,

vat liéu kiém soat in vitro) tai Phu luc 8

7 | Gidy ching nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét bi 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

e

Nguyén Minh Hai
Chanh Van phong




TEN CO SO CHU SO

Chiing logi TEN S(?J Eg SAN HU'U/ TEN CO | PIA CHI CO
STT Tén trang thietbiy té | DVT /M Sén ph Am /HANG,NUGC SAN HANG, NU:OC CHU SO"BAO SO‘BAO
XUAT SO HANH HANH
HUU
. DEWIMED DEWIMED CONG | Tangé, toa
fgrr‘;:e"'sz zf/rgolsiagr; 12.251.14 Medizintechnik Medizintechnik TY CO | 25T2, phé
1 ps, cva. Céi GmbH/Puc GmbH/Dirc PHAN | Hoang Dao
HALSTED mosquito 1222118 CONC} Thuy, phuong
2| forcepscvd. 18cm |Cai o NGHE Trung H(‘Ja,’
HALSTED mosquito 1999191 TAY ~ |Quan Cau Giay,
3] forcepscvd. 21 cm  |Cai e BACA ’thanh .
FARABEUF retractor 18.102.12 pho Ha Noi,
4 double pair Céi e Ili’hfrogg AT“érig
forceps tissue 1x2 t. 20,0 oa, \Juan L.au
P N 10.120.20 Giky, Thanh
5 cm Cai n& Ha N6t
6] forceps dressing 20cm |Cai 10.102.20 pho Ha ot
RAMPLEY swab
7 forceps 25 cm Cai 16.180.25
MAYO HEGAR
8| needleholder TC 14cm |Cai 24.184.14
FRAZIER asp.tube 30°
9 8Fr.19cm cai  [1029508
METZENBAUM
scissors straight 23.038.14
blunt/sharp .
10 Cai




Fig. 2,14,5cm
METZENBAUM scissor

str. bl./bl. 20cm 08.280.20
11 Cai
12| scalpel handle no. 4 |Cai 06.104.00
BACKHAUS towel
13 forceps 11 cm Cai 14.111.11
ALLIS tissue forceps
14 19cm 5x6 teeth Cai 64.120.19
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