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Doc 1ap - Tu do - Hanh phuc

S4: 200001429/PCBA-HN Thanh phé Ha Néi, ngay 14 thang 08 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 bd: CONG TY TNHH CHUYEN GIAO CONG NGHE AN BINH
2. bia chi: S6 4, ngach 898/51 dudng Lang, Phuong Lang Thuong, Quin Ddng Pa, Thanh phd Ha

No1

3. S6 vin ban dé nghi cua co sé: 042 Ngay: 05/08/2020
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: B dung cu dung cho ph?lu thuat

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 chuén 4p dung: ISO 13485
5. Thong tin vé chu s hitu trang thiét bi y té :

Tén chu s¢ hitu: Nopa Instruments Medizintechnik Gmbh

Dia chi chu s¢ hitu: weilatten 7-9, 78532 Tuttlingen, Germany

6. Thong tin vé co sé bao hanh:

(1) Tén co sé: Cong ty TNHH chuyén giao cong nghé An Binh

Dia chi: Nha s6 4, ngach 898/51 duong Lang, Phuong Lang Thuong, Quan Pdng Pa, Thanh
pho Ha Noi
Dién thoai ¢ dinh: 02463265620 bién thoai di dong:

7. Thanh phan hd so:

1 | Phu lyc chi tiét trang thiét bi y t&

2 | Ban phan loai trang thiét bi y té

3 Giéy ching nhan dat tiéu chuan quan ly chat lugng con hi€u lyc tai thoi diém ndp ho so.
4 | Gidy uy quyén cta chi sé 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 lyc 8

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

b 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

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

PON VI

CHUNG LOAI

TEN CO SO SAN XUAT/

TEN CO SO CHU SO HU'U/

STT |TEN TRANG THIET BI Y TE TINH SAN PHAM HANG, NUGC SAN XUAT |HANG, NUGC CHU SO HUU TEN CO SOBAO HANH | PIA CHI CO SO BAO HANH
1 |Kéo vi phiu thanh quan cong phai, du 2mm dai 25mm Cai KL 443/02 NOP'A' instru@ents ] NO?A instruments ] CAéng ty 'l:NHH f:huyén giao S(? 4,ngach 898/541 duong L‘émg:'
Medizintechnik Gmbh / Dtrc Medizintechnik Gmbh / Dtrc cong nghé An Binh Lang Thugng, Dong Da, Ha Noi
c o1z . N Y x - NOPA instruments NOPA instruments Céng ty TNHH chuyén giao S6 4,ngach 898/51 dudng Lang,
2 |Kep viphau thanh quan cong 1én, dau 2mm dai 25mm Céi KL 440011\ dizintechnik Gmbh /Bitc | Medizintechnik Gmbh /Bitc | cong nghé An Binh Lang Thuong, Déng Da, Ha Noi
3 |Ken mach mau Céi NOPA instruments NOPA instruments Cong ty TNHH chuyén giao S6 4,ngach 898/51 dwdng Lang,
°p M2 KS 277/00 Medizintechnik Gmbh / Purc Medizintechnik Gmbh / Purc cong nghé An Binh Lang Thuong, Déng Da, Ha Noi
4 |can dao mé s6 3 Cai NOPA instruments NOPA instruments Cong ty TNHH chuyén giao S6 4,ngach 898/51 dwdng Lang,
AD 010/03 Medizintechnik Gmbh / Dlrc Medizintechnik Gmbh / Dlrc cong nghé An Binh Léng Thuong, Péng Da, Ha Noi
L X A A A%k s I NOPA instruments NOPA instruments Cong ty TNHH chuyén giao S6 4,ngach 898/51 duong Lang,
Kéo phau th h 14. .. . .. . % .
3 [Kéo phau thudt tiéu chuén, sac/clin dai 14.5cm Cai AC021/14  |Medizintechnik Gmbh /Dt |Medizintechnik Gmbh /Dic  |cong ngh¢ An Binh Léng Thuong, Péng Pa, Ha Noi
X A ia z . . NOPA instruments NOPA instruments Cong ty TNHH chuyén giao S6 4,ngach 898/51 dudng Lang,
6 |Kéo phau thudt tiéu chuan, cong, nhon/nhon, dai 13CM Céi AC031/13  |Medizintechnik Gmbh /Dtrc  |Medizintechnik Gmbh /Dtc  |cong nghé An Binh Lang Thuong, Déng Da, Ha Noi
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