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

S4: 180000660/PCBA-HCM Tp H6 Chi Minh, ngay 26 thang 03 nam 2018

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin ap dung ciia trang thiét bi y té thudc loai A

1. Tén co so cong bb: YAN PHONG PAI DIEN STRYKER SALES CORPORATION TAI
THANH PHO HO CHI MINH ‘ ’ ,
2. bia chi: Phong 805, lau 8, s6 233, duong Bong Khéi, Phuong Bén Nghé, Quan 1, Thanh pho
H6 Chi Minh

3. S6 van ban dé nghi ctia co sé: 71-2017/STRYKER-RAVN Ngay: 19/03/2018

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Ho cac Ngam gén tay khoan/cua (SD-PD Series Attachments)

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 4p dung: ISO 13485

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

Tén chu s& hiru: Stryker Instruments

Dia chi chu s& hitu: 4100 East Milham Avenue, Kalamazoo MI 49001-6797, USA

6. Thong tin vé co sé bao hanh:

(1) Tén co so: Stryker Sales Corporation on Rep Office in HCMC
Dia chi: tang 8, 233 Dong Khoi, quan 1, thanh phd Ho Chi Minh, Phuong Bén Nghé, Quén 1,
Thanh pho H6 Chi Minh
Dién thoai ¢ dinh: 0838275399 bié¢n thoai di dong:

(2) Tén co s6: BMS Medical Technology Jsc

bia chi: L6 NV, KDT Trung Hoa Nh?ln Chinh, quan Thanh Xuan, Ha N6i, Phuong Nhan
Chinh, Quéan Thanh Xuan, Thanh phd Ha No6i

Dién thoai c6 dinh: 0435148563 bién thoai di dong:

(3) Tén co sé: Cong ty TNHH Trang Thiét Bi Y té BMS

Dia chi: 433/19 Su Van Hanh (ndi dai), Phuong 12, Quén 10, Thanh pho HO Chi Minh,
Phuong 12, Quan 10, Thanh pho H6 Chi Minh

Pién thoai ¢ dinh: 0838632922 bién thoai di dong:
7. Thanh phan hd so:

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




2 | Gidy chiing nhan dat tiéu chuan quan 1y chét lugng

3 | Phu luc chi tiét trang thiét bj y té

4 | Ban phan loai trang thiét bi y té

5 | Phiéu tiép nhan hf) so cong bo du diéu kién san xuat trang thié‘g biy té hoac Giay ching
nhan dat tiéu, chuan guén ly cl}ét luong con hiéu luc tai thoi di€ém ndp ho so cong bd doi
voi trang thiét bi y t€ nhap khau.

6 | Gidy uy quyén cua chu sé hitu trang thiét b y té

7 | Gidy x4c nhan du diéu kién bao hanh

8 | Tai liéu mo ta tom tat k§ thuat TTBYT

9 Gjéy chtng nhan hop chuan hoic Ban tiéu chuan ma chii sé hitu trang thiét bi y té cong
bo 4p dung

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

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

NGUOI TIEP NHAN HO SO

\ f//u ube

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

. . 5 TEN TIENG VIET CUA . CHUNG LOAI | TEN CO SO SAN XUAT/ HANG, NUGC TEN CO SO CHU SO HUU/ | TEN VA PIA CHI CO SO BAO| TEN VA PIA CHI CO SO
STt TEN TREN NHAN TRANG THIET B Y TX TRANG THIET BI Y TE DONVITINH | " AN PHAM SAN XUAT HANG, NUGC CHU SO HU'U HANH 1 BAO HANH 2
1 |PD Series Maestro Right Angle Attachment Ngam gin miii khoan Céi 5400-210-011 Stryker Instruments- My Stryker Instruments- My BMS Medical Technology Jsc BMS Medical Equipment
2 |PD Series Maestro Straight 0" Attachment” Ngam gin mii khoan Céi 5400-210-020 Stryker Instruments- M§ Stryker Instruments- My (L6 NV, B56, KDT Trung Hoa  |Co., Ltd (433/19 Su Van
3 |Maestro Straight M Attachment Ngam gin mii khoan Cai 5400-210-050 Stryker Instruments- My Stryker Instruments- M§ Nhén Chinh, Thanh Xuan, Ha Hanh f}éi dai, quan 10, thanh
4 |PD Series Maestro Angled Medium M" Attachment” Ngam gin miii khoan Céi 5400-210-052 Stryker Instruments- My Stryker Instruments- My Noi.) phé Hé Chi Minh)
5 |PD Series Maestro Perforator Chuck Ngam gin miii khoan Céi 5400-210-060 Stryker Instruments- My Stryker Instruments- My
6 |PD Series Maestro Straight "AM" Attachment Ngam gin miii khoan Céi 5400-210-070 Stryker Instruments- My Stryker Instruments- My
7 |PD Series Maestro Angled Long "AM" Attachment Ngam gin miii khoan Céi 5400-210-072 Stryker Instruments- My Stryker Instruments- My
8 |PD Series Maestro Straight "RX" Attachment Ngam gin miii khoan Céi 5400-210-090 Stryker Instruments- My Stryker Instruments- My
9 |PD Series Maestro Adjustable Depth Drill Guide "ADDG" Ngam gin miii khoan Céi 5400-210-501 Stryker Instruments- My Stryker Instruments- My
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