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

34: 190001037/PCBA-HN Thanh phé Ha Néi, ngay 06 thang 08 nim 2019

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 bd: CONG TY TNHH IDS MEDICAL SYSTEMS VIET NAM - CHI NHANH
HANOL ’ ’

2. bia chi: Tang 22, toa nha VCCI, s6 09 duong Dao Duy Anh,, Phuong Phuong Mai, Quan Bong
Pa, Thanh phé Ha Noi1

3. S6 van ban dé nghi ctia co so: 05/CV-IDSHN-SYT-2019 Ngay: 30/07/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Bo dung cu phau thuat Tai-Miii-Hong

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan ap dung: ISO 13485

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

Tén chu sé hitu: Integra Lifesciences Corporation

Dia chi chu s& hitu: 311 Enterprise Drive, Plainsboro, NJ, 08536 USA

6. Thong tin vé co s¢ bao hanh:

(1) Tén co so: Cong ty TNHH IDS Medical Systems Viét Nam - chi nhdnh Ha Noi

Dia chi: Tang 22, tda nha VCCI, 6 9 Pao Duy Anh, Phuong Phuong Mai, Quin Dong Da,
Thanh phé Ha Noi

Dién thoai ¢ dinh: 02433880808 bién thoai di dong: 1800 0028
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
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B dung cu phiu thuit Tai-Miii-Hong

Integra/ My, Durc,

Cong ty TNHH IDS

Tang 22, tda nha VCCI,

‘ , s Phap, Thuy S¥, Tho . |Medical Systems  |sé 9 Pao Duy Anh,
1 |Thiango xoang trén |Chiée 13714284 Nhi Ki, Théi Lan, Bi, | &MY 1iia Nam - Chi |P.Phuong Mai, Q.Déng
Trung Qudc, Italia nhanh Ha Nbi Da, TP Ha Noi
Integra/ My, Durc, Cong ty TNHH IDS |Tang 22, tda nha VCCI,
£, 2 Phép, Thuy S¥, Tho . |Medical Systems  [s6 9 Pao Duy Anh,
2 |Onghitcong Chiée  IMCEN766 NhiKi, Thi Lan, Bi, | &MY Iyia Nam - Chi [P.Phuong Mai, Q.Déng
Trung Qudc, Italia nhanh Ha Nbi Da, TP Ha Noi
Integra/ My, Pric, Cong ty TNHH IDS |Tang 22, toa nha VCCI,
L x y , _ Phap, Thuy S¥, Tho . |Medical Systems  |s6 9 Pao Duy Anh,
3 [Kep viphau tai Chiee  IMCOLSA; MCO4A; NhiKi, Thai Lan, Bi, | &MY |Gie Nam-Chi  |P.Phuong Mai, Q.Déng
Trung Qudc, Italia nhanh Ha Nbi Pa, TP Ha Noi
Integra/ My, Dc, Cong ty TNHH IDS Tﬁng 22, toa nha VCCI,
. y Phap, Thuy S¥, Tho . |Medical Systems  |s6 9 Pao Duy Anh,
0 <
4 [Panh dOt 45 Chiée 3711089 NhiKi, Thai Lan, Bi, | ™€MY 1yie Nam - Chi [P.Phuong Mai, Q.Déng
Trung Qudc, Italia nhanh Ha Nbi Da, TP Ha Noi
Integra/ My, Dric, Cong ty TNHH IDS |Tang 22, tda nha VCCI,
o e 2 Phép, Thuy S¥, Tho . |Medical Systems s 9 Pao Duy Anh,
5 [Kimcatxuong |Chiec 13712219 NhiKi, Thi Lan, Bi, | ™€MY 1Gie Nam - Chi  [P.Phuong Mai, Q.Déng
Trung Qudc, Italia nhanh Ha Nbi Da, TP Ha Noi
Integra/ My, Dric, Cong ty TNHH IDS |Tang 22, tda nha VCCI,
. 2 Phép, Thuy S¥, Tho . |Medical Systems s 9 Pao Duy Anh,
6 |Panh Amidan Chiée 7837-18 NhiKi, Thai Lan, Bi, | ™C8MY |Gie Nam-Chi  |P.Phuong Mai. Q.Déng
Trung Quéc, Italia nhanh Ha Noi1 Pa, TP Ha Noi




Panh cam mau

Integra/ My, Drc,
Phép, Thuy S¥, Tho

Cong ty TNHH IDS
Medical Systems

Tang 22, tda nha VCCI,
s6 9 Pao Duy Anh,

" | Amidan Chiée 1105-191 NhiKi, Thai Lan, Bi, | &MY 1iia Nam - Chi |P.Phuong Mai, Q.Déng
Trung Quéc, Italia nhanh Ha Noi1 Pa, TP Ha Noi
Integra/ My, Pric, Cong ty TNHH IDS |Tang 22, tda nha VCCI,
Curret xoang sang | .. .. Phap, Thuy S, Tho . |Medical Systems  |s6 9 Pao Duy Anh,
8 |sau Chiée 3714223 Nhi Ki, Théi Lan, Bi, | &MY 1yia Nam - Chi |P.Phuong Mai, Q.Déng
Trung Quéc, Italia nhanh Ha Noi Da, TP Ha Noi
Integra/ My, Dric, cong ty TNHH IDS |Tang 22, toa nha VCCI,
Mo miii nguoi 1on 2 Phap, Thuy S¥, Tho . |Medical Systems  |sé 9 Pao Duy Anh,
¥ |6 ham Chice 77408 Nhi Ki, Thai Lan, Bi, | "C€MY Iy Nam-Chi  |P.Phuong Mai, Q. Béng
Trung Quéc, Italia nhanh Ha Noi1 Pa, TP Ha No6i
Integra/ My, Pric, Cong ty TNHH IDS |Tang 22, toa nha VCCI,
L .. 2 _ _ Phép, Thuy S¥, Tho . |Medical Systems  [s6 9 Pao Duy Anh,
10 |Kim lick mii1 Chiéc |7761-1; 7761BC2,; Nh Ki, Théi Lan, Bi, Integra/My Viét Nam - Chi P_Phuong Mai, Q Déng
Trung Qudc, Italia nhanh Ha Nbi Da, TP Ha Noi
Integra/ My, D, Cong ty TNHH IDS |Tang 22, tda nha VCCI,
Bipolar xoang c6 . Phap, Thuy S, Tho . |Medical Systems  |s6 9 Pao Duy Anh,
1L 1éng hot Chice | MCENGAL Nhi Ki, Théi Lan, Bi, | &MY 1yis Nam-Chi [P.Phuong Mai, Q.Déng
Trung Quéc, Italia nhanh Ha Noi Pa, TP Ha No6i
Integra/ My, Dic, Cong ty TNHH IDS |Tang 22, toa nha VCCI,
Khay dung bipolar . Phap, Thuy S¥, Tho . |Medical Systems  |sé 9 Pao Duy Anh,
12 Iva day cap Chice - |MCENGA0 NHTKi, Théi Lan, Bi, | "€¥MY yisiNam-Chi  |P.Phuong Mai, Q.Déng
Trung Qudc, Italia nhanh Ha Nbi Da, TP Ha Noi
Integra/ My, D, Cong ty TNHH IDS |Tang 22, tda nha VCCI,
13 |Curret xoang trén  |Chiéc  [3714229 Phap, Thuy S5, Tho IntegraMy | caical Systems 156 9 Bao Duy Anh,

Nhi Ki, Thai Lan, Bi,
Trung Qudc, Italia

Viét Nam - Chi
nhanh Ha Noi

P.Phuong Mai, Q.Déng
Da, TP Ha Noi




Integra/ My, Drc,
Phép, Thuy S¥, Tho

Cong ty TNHH IDS
Medical Systems

Tang 22, tda nha VCCI,
s6 9 Pao Duy Anh,

14 |Blackesley 45do |Chicc 3711039 NhiKi, Thai Lan, Bi, | €M |G Nam-Chi |P.Phirong Mai, Q.Déng
Trung Quéc, Italia nhanh Ha Noi1 Pa, TP Ha Noi
Integra/ My, Pric, Cong ty TNHH IDS |Tang 22, tda nha VCCI,
. s Phap, Thuy S¥, Tho . |Medical Systems  |sé 9 Pao Duy Anh,
15 |Curret hat Chiée  IMCEN769 Nhi Ki, Théi Lan, Bi, | &MY 1yia Nam - Chi |P.Phuong Mai, Q.Déng
Trung Quéc, Italia nhanh Ha Noi Da, TP Ha Noi
Integra/ My, Dric, cong ty TNHH IDS |Tang 22, toa nha VCCI,
Kim dot ¢6 ong hat| . ., Phap, Thuy S¥, Tho . |Medical Systems  |sé 9 Pao Duy Anh,
18130 4o Chice 3711124 Nhi Ki, Thai Lan, Bi, | "C€MY Iy Nam-Chi  |P.Phuong Mai, Q. Béng
Trung Quéc, Italia nhanh Ha Noi1 Pa, TP Ha No6i
Integra/ My, Pric, Cong ty TNHH IDS |Tang 22, toa nha VCCI,
Kim dt ¢6 ong hat| . ., Phap, Thuy S¥, Tho . |Medical Systems  |s6 9 Pao Duy Anh,
17 |xoang thang Chice MCENL10 Nhi Ki, Thai Lan, Bi, | &MY Iy Nam-Chi  [P.Phuong Mai, Q.Déng
Trung Qudc, Italia nhanh Ha Nbi Da, TP Ha Noi
Integra/ My, D, Cong ty TNHH IDS |Tang 22, tda nha VCCI,
N iy Phap, Thuy S, Tho . |Medical Systems  |s6 9 Pao Duy Anh,
18 |Kimcitnguoc  |Chiec 13712014 Nhi Ki, Théi Lan, Bi, | &MY 1yis Nam-Chi [P.Phuong Mai, Q.Déng
Trung Quéc, Italia nhanh Ha Noi Pa, TP Ha No6i
Integra/ My, Dic, Cong ty TNHH IDS |Tang 22, toa nha VCCI,
Cx L 2 Phép, Thuy S¥, Tho . |Medical Systems  [s6 9 Pao Duy Anh,
19 |Panh viphau tai |Chicc 3721027 NhiKi, Thai Lan, Bi, | &MY |Giei Nam-Chi  |P.Phuong Mai. Q.Déng
Trung Qudc, Italia nhanh Ha Nbi Da, TP Ha Noi
Integra/ My, D, Cong ty TNHH IDS |Tang 22, tda nha VCCI,
20 |cst sun tir gide Chide 3714165 Phap, Thuy S§, Tho Integra/M§ Medical Systems  [s0 9 Dao Duy Anh,

Nhi Ki, Thai Lan, Bi,
Trung Qudc, Italia

Viét Nam - Chi
nhanh Ha Noi

P.Phuong Mai, Q.Déng
Da, TP Ha Noi
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