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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: VAN PHONG PAI DIEN ARTHREX SINGAPORE, PTE. LTD. TAI
THANH PHO HO CHI MINH , i
2. bia chi: Phong 025 (025B), tang 4, Centec Business Center, s6 72-74, duong Nguyen Thi Minh

Khai, phuong 06, quan 3, thanh phd H6 Chi Minh, Phuong 06, Quan 3, Thanh phd H6 Chi Minh
3. S6 vian ban dé nghi ctia co s6: 16062020/ART Ngay: 23/06/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t€: Dung cu phau thudt chinh hinh cam tay (Manual Orthopedic surgical
instrument)

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 4p dung: 13485:2016; CE 85507

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

Tén chu s& hiru: Arthrex, Inc.

Dia chi chu s¢ hitu: 1370 Creekside Blvd, Naples, FL. USA 34108

6. Thong tin vé co sé bao hanh:

(1) Tén co so: Golden Light House

Dia chi: S6 1, duong 69, KP2, phuong Tan Phong, quén 7, H6 Chi Minh, Phudng Tan Phong,
Quan 7, Thanh ph6 H6 Chi Minh

Pién thoai ¢ dinh: 0839797949 bién thoai di dong:

(2) Tén co s6: BMS Medical Technology Jsc

bia chi: Lo NV, KDT Trung Hoa Nhan Chinh, quan Thanh Xuan, Ha N6i, Phuong Nhan
Chinh, Quan Thanh Xuan, Thanh phd Ha Noi

Dién thoai ¢ dinh: 0435148563 Dién thoai di dong:

(3) Tén co s6: Cong ty TNHH Trang Thiét Bi Y té BMS

Dia chi: 433/19 Su Van Hanh (ndi dai), Phuong 12, Quén 10, Thanh ph6 HO Chi Minh,
Phuong 12, Quan 10, Thanh phd H6 Chi Minh

Dién thoai cb dinh: 0838632922 Dién thoai di dong:
7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té X

2 | Ban phan loai trang thiét bi y té X




Giay chirng nhan dat tiéu chuan quan 1y chat luong con hi¢u lyc tai thoi diém ndp ho so.

3

4 | Gidy tiy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy ching nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoa, ly, vi sinh va cac thong s6 khac do co s¢ du diéu
kién theo quy dinh cua phép luat vé danh gid su phu hop cap doi véi trang thiét bi y té
san xuat trong nudc

9 | Tai liéu huéng din st dung cua trang thiét bi y té

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

11 | Gidy chimmg nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so doi véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuét trang thiét
biy t€ do1 vé1 TTBYT san xuat trong nudce
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BANG KE CHI TIET TRANG THIET BI Y TE/ Detailed List of Medical Devices

TEN TRANG THIET Chiing loai Chiing loi Mi sinphim | DON V[ TINH TEN CO SO SAN XUAT/ TEN CO SO CHU SO HU'U/ TEN CO SO BAO HANH/
STT BIYTE . N q : c HANG, NUOGC SAN XUAT HANG, NUGC CHU SO HU'U PIA CHI CO SO BAO HANH
(Vietnamese name) (English name) Part Numbers Unit q 5 A
Product Name Name & Location of Manufacturer Name & Location of Product Owner | Name & Address of Warranty Service
Dung cu dan hudng Nhdm dén Mdc ngoai Outrigger Targeting Guide AR-8973-01 Cai / chiéc _ |Arthrex Inc. USA
Dung cy din hudng vit nén Compression Screw Guide AR-8973-02 Cai / chiéc Arthrex Inc. USA BMS Medical Equipment Co., Itd.
Vit gan truc Hub Attachment Screw AR-8973-03 Céi / chiéc Arthrex Inc. USA 433/19 Su Van Hanh Extended Street,
Nép bua Impactor Cap AR-8973-04 Céi / chiéc _|Arthrex Inc. USA Ward 12, District 10, Ho Chi Minh City
May bt vit nén Compression Driver AR-8973-05 Céi / chiéc___[Arthrex Inc. USA Vietnam
Dung cy bao vé m, hai mit Tissue Protector, double sided AR-8973-06 Cai / chiéc Arthrex Inc. USA
Ong boc dxung cu' dan h_u.’c'mg miii khoan DrTH Gu?de Sleeve AR-8973-07 Céi /chi%’c Arthrex Inc. USA BMS Medical Technology Jsc.
Dung cu ph5u thust gung cu dz:n huqng ml;u khoan, 2 mm Drll\ Gu!de, 2mm AR-8973-08 Cal;! /ch!sc Arthrex Inc. USA NV Lot, BS6 Trung Hoa Nhan Chinh
chinh hinh cam tay | DN 620 hung mi khoan, Sy is, 2.5 mm_|Drill Guide, Syr 25mm AR-8973-09 Céi /chifc_[Arthrex inc. USA Arthrex Inc,, United States Borough,

1 . Dung cu dan hudng mii khoan, Syndesmosis TightRope, Cai / chiéc . L
(Manual Orthopedic |5, Drill Guide, Syr is TightRope, 3.7 mm AR-8973-10 Arthrex Inc. UsA Nhan Chinh Ward, Thanh Xuan District, Ha
surgical instrument) (i3 12 yit hexalobe FibuLock®, T10 FibuLock® Hexalobe Driver, T10 AR-8973-11 Cai / chiéc__|Arthrex Inc. UsA Noi, Vietnam

May bat vit hexalobe FibuLock®, T15 réng FibuLock® Hexalobe Driver, T15 Cannulated AR-8973-12 Cai / chiéc _|Arthrex Inc. USA

Ngon tay gay Fracture Finger AR-8973-13 Cai / chiéc Arthrex Inc. USA Golden Lighthouse Trading Service Joint
Dung cu dan hudng dua xuyén thiét bi cay ghép Implant Insertion Guide AR-8973-14 Céi / chiéc Arthrex Inc. USA Stock Company

Dung cu dan huéng bu K-wire, 1.6 mm K-wire Offset Guide, 1.6 mm AR-8973-15 Cai / chi€c__ [Arthrex Inc. USA 01 Street 69

Mam dung cu Fibulock cho dung cu ph3u thuat gay Arthrex Ankle Fracture System Fibulock Instrument Cai / chiéc Quarter 2, Tan Phong Ward, District 7
xuong cb chan Arthrex Tray AR-8943C-FN Arthrex Inc. USA Ho Chi Minh City, Vietnam

Tay cdm ludi dao nhé mini Mini-Blade handle 3KL Céi / chiéc Otto Ruettgers GmbH & Co. KG  |Germany
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