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S4: 210000597/PCBA-HN Thanh phé Ha Néi, ngay 18 thang 05 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 TNHH PAU TU CONG NGHE MINH PHU
2. bia chi: Thon Van,, Xa Thanh Li¢t, Huyén Thanh Tri, Thanh phé Ha No1
3. S6 van ban dé nghi ctia co so: 1205/21/MP Ngay: 14/05/2021

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té: BO dung cu phau thuét xoang

Chung loai/mé san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bPia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485: 2016

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

Tén chu s& hitu: Zhejiang Tiansong Medical Instrument Co.,Ltd

Dia chi chu s¢ hitu: No 168, Jianduan Road, Tonglu Ecomomic& Technical Development Zone,
Hangzhou, China

6. Thong tin vé co sé bao hanh:

(1) Tén co sé: Cong Ty TNHH Pau Tu Céng Nghé Minh Phu
bia chi: Thon yan, xa Thanh Liét, Huyén Thanh Tri, Ha Noi, Xa Thanh Li¢t, Huyén Thanh
Tri, Thanh pho Ha Noi
Pién thoai ¢ dinh: 0243 8354508 bién thoai di dong: 0983583189

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




BANG KE CHI TIET TRANG THIET BI Y TE

CHUNG |TENCO |TEN CO SO
LOAI/ |SOSAN |CHU SO HUU/ ,
, ’ MA XUAT/  |HANG, NUGC TEN CO | PIA CHI CO
STT TEN TRANG THIET BI Y TE SAN HANG, |CHU SO SO BAO SO BAO
PHAM NUGC HU HANH HANH
SAN
XUAT
3 Zhejiang |Zhejiang Cong Ty ~|Thon Van, Xa
l. B{ dung cu phau thuit xoang BDJ Tiansong |Tiansong TNHH bau/Thanh Liét,
Chi tiet gom: Medical |Medical Tu Cong |Huyén Thanh
Instrument |Instrument Nghé Minh(Tri, TP. Ha
1. | Panh phau thuft xoang dau cong xuong ~ B2043  (Co.Ltd/ |Co.,Ltd/ Trung |Ph Noi
90 do Trupg Quoc
2. Panh phau thuat xoang B2003 |Quoc
dau cong 70 d9g, co6 thé gan 6ng Optic
3. | Kim cat xwong mili thang Through- B2010.1
cutting, dau nhon, 16n
4. Kim cit xwong mili thang Through- B2010.2
cutting, dau nhon, nho
5. | Kim cat xwong miii 45°Through- B2012.1
cutting, dau nhon, 16n
6. | Kim cit xwong mili thang Through- B2013.1
cutting, dau tu, 16n
7. Kim cat xuong miii thang Through- B2013.2
cutting, dau tu, nhé
8. | Kim sinh thiét miii dau thang B2019




9. | Kim sinh thiét mili ddu cong B2021

10. | Kéo phau thuat mili xoang dau thang B2095

11. | Panh phau thuat xoang tran 100 d6 m& B2105
ngang

12. | Panh phau thuat xoang tran 70 do mé B2106
ngang

13. | Panh phau thuat xoang tran 70 0 m& B2107
doc

14. | Panh mo rong 16 théng xoang dau B2160
thang

15. | Panh mé rong 16 thong xoang dau cong  B2160.1

30 do
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