SO Y TE TP HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

86 :170002141/PCBA-HCM Tp H6 Chi Minh, ngay 25 thang 10 nim 2017

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 TNHH MEDTRONIC VIET NAM

2. bia chi: Tang 11, Thap B, Toa nha Royal Center, S6 235 Nguyen Van Cur, Phuong Nguyen Cu
Trinh, Quéan 1, Thanh phé H6 Chi Minh

3. S6 van ban dé nghi ctia co s¢ : 260/2017/MDT-PCB Ngay: 19/10/2017
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: BO tro cu 16ng

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan 4p dung: EN ISO 13485: 2012/AC:2012

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

Tén chu so hitru: Medtronic Inc.,

Dia chi chu s¢ hitu: 710 Medtronic Parkway, Minneapolis MN 55432, USA
6. Thong tin vé co sé bao hanh:

(1) Tén co so: Cong ty TNHH Medtronic Viét Nam

Dia chi: Tang 11, Thap B, Toa nha Royal Center, 235 Nguyén Vin Cur, Phuong Nguyén Cu
Trinh, Quan 1, Thanh pho H6 Chi Minh

Dién thoai ¢ dinh: 84 8 39262000  Dién thoai di dong:
7. Thanh phan hd so:

1 | Vin ban cong bd tiéu chuan ap dung cia trang thiét bi y té thudc loai A

Gidy chimg nhan dat tiéu chuan quan 1y chit luong

Phuy lyc chi tiét trang thiét bi y té

Ban phan loai trang thiét bi y té

Nl ] W] N

Phiéu tiép nhan ho so cong bd du diéu kién san xuat trang thiét bi y té hoic Gidy chung
nhan dat ti€éu chuan quan 1y chat luong con hi¢u lyc tai thoi diém ndp hé so cong bo doi
voi trang thiét bi y t€ nhap khau.

6 | Gidy iy quyén ciia chu s hitu trang thiét bi y té




7 | Gidy xac nhan du diéu kién bao hanh

8 | Tailidu mo ta tom tit k§ thuat trang thiét bj y té

9 Gjéy chtng nhan hop chuan hoic Ban tiéu chuan ma chi sé hitu trang thiét b y té cong
bo ap dung

10 | Tai liéu huéng dan sir dung ciia trang thiét bi y té

11 | Mau nhén sé& st dung khi lvu hanh tai Viét Nam cua trang thiét bi y té

NGUOI TIEP NHAN HO SO

\ [ ube

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

. ; - . o . . .« | TEN CO SG CHU SG HUU/
str | TENTRANG THIETBIY | \pinG LOAI SAN PHAM WL AN I EURIREIRD AV RIS(ERLIO.E HANG, NUOC CHU SO | TEN CO SO BAO HANH PIA CHIi CO SO BAO HANH
TE PHAM SAN XUAT AU
1 |BOotrgcu 16ng Diamesh  |DiaMesh Instrument Set 161900 Changzhou Kanghui Medical ; Medtronic Inc., My . . . .
Innovation Co., LTD, Trung Qudc Medtronic International |49 Changi South Avenue 2, Singapore
. N DiaMesh Instrument Set Changzhou Kanghui Medical . N Limited 486056, Singapore
2 |Bo tro cu l1ong Diamesh (Empty) 898234 Innovation Co., LTD, Trung Qu Sc Medtronic Inc., My
g |Trocuhotglong Mesh Implant Support 161170  |Changzhou Kanghui Medical =y p i e, My _ _ _ _
Diamesh Innovation Co., LTD, Trung Qudc Medtronic International {49 Changi South Avenue 2, Singapore
, Changzhou Kanghui Medical . N Trading 486056, Singapore
4 |Trg cu dong xuong I Bone Impactor | 161120 Innovation Co., LTD, Trung Quéc Medtronic Inc., My
) Changzhou Kanghui Medical . - . .
5 |Tro cu dong xuong I1 Bone Impactor Il 161130 Innovation Co., LTD, Trung Qu bc Medtronic Inc., My N . o 50 P.as|r Pamang Road, #04-51, Mapletree,
o hon Kanahai Medical Covidien Private Limited |Business City, Singapore 117384,
) angzhou Kanghui Medical . . Singapore
6 |Tro cu dong xuong III Bone Impactor I11 161140 Innovation Co., LTD, Trung Quéc Medtronic Inc., My
e h Changzhou Kanghui Medical . .
7 |Dung cu giir 1ong Mesh Holder 161150 Innovation Co., LTD, Trung Quéc Medtronic Inc., My
- - - Floor 11, Tower B, Royal Center, 235
s Medtronic Vietnam X ' .
8 |Tr¢ cudong long I Mesh Impactor | 161160 Changzhou Kanghui Medical £ Medtronic Inc., My . Nguyen Van Cu, Nguyen Cu Trinh ward,
Innovation Co., LTD, Trung Quoc Limited S X
district 1, HCMC, Vietnam
1A Changzhou Kanghui Medical . .
9 |Tro cu déng long I Mesh Impactor 11 161170 Innovation Co., LTD, Trung Quéc Medtronic Inc., My
. x Changzhou Kanghui Medical . -
10 |Tr¢ cu dong long IIT Mesh Impactor 111 161180 Innovation Co., LTD, Trung Quéc Medtronic Inc., My
s Floor 11, Gelex Tower, 52 Le Dai Hanh
\ i i Medtronic Vietnam . S .
11 |Tro cu déng long IV Mesh Impactor IV 161190 Changzhou Kanghui Medical £ Medtronic Inc., My .ed.t onic Vietna street, Hai Ba Trung district, Ha Noi,
Innovation Co., LTD, Trung Quoc Limited Vietnam
12 |Kim ct Iong Mesh Cutter 161210  |Changzhou Kanghui Medical Medtronic Inc., My

Innovation Co., LTD, Trung Québc
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