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

S4: 200000125/PCBA-HN Thanh phé Ha Néi, ngay 16 thang 01 nim 2020

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 CO PHAN KY THUAT CONG NGHE THIET BI Y TE GIA
?I\]I-Dia chi: S6 nha 46, Poi 6, Xém Puc Thuong, Thon Yén X4, Xa Tan Triéu, Huyén Thanh Tri,
Thanh pho Ha N1, Viét Nam, Xa Tan Tri€éu, Huyén Thanh Tri, Thanh phé Ha Noi

3. S6 van ban dé nghi ctia co so: 0120/HN-GA Ngay: 07/01/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: BO DUNG CU HO TRQ PHAU THUAT CHI TREN

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan ap dung: CE, ISO 13485

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

Tén chu sé hitu: Zimed Medikal Sanayi Ve Ticaret Limited Sirket

Dia chi chu s¢ hitu: Aydinlar Mahallesi 030370 Cad.No: 4 Sehitkamil 27580 Gaziantep/Turkey
6. Thong tin vé co s¢ bao hanh:

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

Dia chi: S6 nha 46, Poi 6, Xém Pirc Thuong, Thon Yén X4, X4 Tan Triéu, Huyén Thanh Tri,
Thanh pho Ha Noi, Viét Nam, Xa Tan Tri€u, Huyén Thanh Tri, Thanh pho Ha Noi

Dién thoai c6 dinh: 02466884224 bién thoai di dong: 0979308541
7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giay chuing nhan dat tiéu chuan quan 1y chat luong con hiéu luc tai thoi diém ndp ho so.

4 | Gidy uy quyén cua chi sé hitu trang thiét b y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu lyc 8




7 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu so hitu trang thiét bi y t€ cong
bo ap dung

8 | Tailidu hudng din sir dung cua trang thiét bj y té

9 | Mau nhan s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té

10 | Gidy ching nhan luu hanh tu do con hi€u luc tai thoi diém ndp hd so doi voi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan ho so cong bd du diéu kién san xuét trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong




BO DUNG CU HO TRQ PHAU THUAT CHI TREN

Tiéu
chuin
, . | ma chua
Dia chi chi tiét “fi‘-l‘l;d'tcl?ef)“ s& hitu
STT Tén dung cu Ma code | Hing chii san xuit | ciia hing san N g ., trang
xuit chi d u{h c~u | thiét biy
chi sé hitu X A
teé cong
b6 ap
dung
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |CE,
. 030370 Cad.No: 4 Sanayi Ve tro phiu I1SO
1 Uon nep 9102-0001 |g ol 7580 |Ticaret Limited thugt chi trén |13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |CE,
030370 Cad.No: 4 Sanayi Ve tro phiu 1ISO
2 o vit duong kinh 5.0mm | 01020002 | ro o ooen [T thuzfl:t chi trén |13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |CE,
. 030370 Cad.No: 4 Sanayi Ve tro phiu I1SO
3 Bay xuong 16n 9102-0003 |g ol 27580 |Tioanet Limited thugt chi trén |13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |[CE,
R . 030370 Cad.No: 4 Sanayi Ve tro phau I1SO
4 Bay xuong nho 9102-0004 | gepiticamil 27580 Ticaret Limited [thuat chi trén |13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |CE,
030370 Cad.No: 4 Sanayi Ve tro phau I1SO
5 To vit duong kinh 3.5mm | 91020008 |0 o ooen LT thugt chi trén |13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal [Dung cu hd |CE,
) ) 030370 Cad.No: 4 Sanayi Ve tro phau ISO
6 Thude do vit 9102-0007 | gepitieamil 27580 Ticaret Limited |thuat chi trén |13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |CE,
. 030370 Cad.No: 4 Sanayi Ve tro phau 1ISO
! Bay xuong 16n 9102-0008 | it o7eg0  |Ticaret Limited thugt chi trén |13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal [Dung cu hd |CE,
. . 030370 Cad.No: 4 Sanayi Ve tro phau ISO
8 Bay xuong nho 9102-0009 | gepitieamil 27580 Ticaret Limited |thuat chi trén |13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |[CE,
e o 030370 Cad.No: 4 Sanayi Ve tro phau 1ISO
9 | Tovitding cho vitkhoa 5.0mm | 9102-0010 | gopinamil 27580 [Ticaret Limited |thuat chi trén 13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal [Dung cu hd |CE,
L 030370 Cad.No: 4 Sanayi Ve tro phau ISO
10 Kim gitr xuong 9102-0011 | gepitieamil 27580 Ticaret Limited [thuat chi trén |13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |[CE,
o 030370 Cad.No: 4 Sanayi Ve tro phau 1ISO
11 Kim giif xuong 9102-0012 |gepitiamil 27580 |Ticaret Limited |thuét chi trén 13485

Gaziantep/Turkey

Sirket




Aydinlar Mahallesi Zimed Medikal [Dungcuhd |CE,
030370 Cad.No: 4 Sanayi Ve tro phau 1ISO
12 Kim gitr xuong 9102-0013 |g o750 |Ticanet Limited thuzft chi trén |13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |[CE,
Thanh ndi miii khoan 2 dau 030370 Cad.No: 4 Sanayi Ve trg phau ISO
13 | duong kinh 3.2mm va 6.5mm | 20-2" 001 |senitkamil 27580 |Ticaret Limited |thudt chi trén [13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |CE,
Thanh ndi miii khoan 2 dau 030370 Cad.No: 4 Sanayi Ve tro phau I1ISO
14| quong kinh 3.2mm va 4.5mm | 20120015 |Senitkamil 27580 |Ticaret Limited |thudt chi trén 13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |CE,
030370 Cad.No: 4 Sanayi Ve tro phiu I1SO
15 Thanh vén vit 9102-0017 |o o o580 |Tioanet Limited thugt chi trén 13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |CE,
030370 Cad.No: 4 Sanayi Ve tro phiu 1ISO
16 Thanh gir vit 9102-0018 g ol o7580  |Ticaret Limited thugt chi trén |13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |CE,
x 030370 Cad.No: 4 Sanayi Ve tro phau I1SO
17 Piin hudng vit dudng kinh 4.3mn) 9102-0018 | oy o OBt SR thugt chi trén 13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |[CE,
. . . 030370 Cad.No: 4 Sanayi Ve tro phau I1SO
18 | Miui khoan duong kinh 3.2mm | 9102-0020 | g1 icamil 27580 Ticaret Limited [thuat chi trén |13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |CE,
) . . 030370 Cad.No: 4 Sanayi Ve tro phau I1SO
19 | Mai khoan dudng kinh 4.3mm | 9102-0021 |2y oo E0 BT\ thuafll)t chi trén 13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal [Dung cu hd |CE,
. o 030370 Cad.No: 4 Sanayi Ve tro phau ISO
20| Mii khoan duomg kinh 4.5mm | 9102-0022 | gop)iycamil 27580 Ticaret Limited |thuat chi trén |13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |[CE,
x 030370 Cad.No: 4 Sanayi Ve tro phau 1ISO
21 Thanh dan vit 6 ren 9102-0023 g ol 7580 |Ticaret Limited thugt chi trén 13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal [Dung cu hd |CE,
) . 030370 Cad.No: 4 Sanayi Ve tro phau ISO
22| Tarovit xuong xop 6.5mm | 9102-0024 | gopi amil 27580 Ticaret Limited |thuat chi trén |13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal |Dungcuhd |[CE,
030370 Cad.No: 4 Sanayi Ve tro phau 1ISO
23 | Taro vit xuong elmg 4.Smm | 9102-0026 gt - wSo nt LT e thugt chi trén 13485
Gaziantep/Turkey Sirket
Aydinlar Mahallesi Zimed Medikal [Dung cu hd |CE,
. 030370 Cad.No: 4 Sanayi Ve tro phau ISO
24 [Pan hudng vit duong kinh 4.5mm 9102-0025 | gop)icamil 27580 Ticaret Limited |thuat chi trén |13485

Gaziantep/Turkey

Sirket
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