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S4: 200000820/PCBA-HCM Tp H6 Chi Minh, ngay 27 thang 05 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 bd: VAN PHONG DAI 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 vian ban dé nghi cta co s6: 02-2020/STRYKER-RAVN Ngay: 18/05/2020
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: Hé thong bao vé ca nhan Steri-Shield
Chung loai/mé san pham: Theo phu luc
Tén co s& san xuét: Theo phu luc
Dia chi co s& san xuét: Theo phu luc
Tiéu chuan ap dung: Tiéu chuan theo Nghi quyét 93/42/EEC ciia Cong dong Kinh té Chau Au
5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu sé hitru: Stryker Instruments
Dia chi chu so hitu: 4100 East Milham Ave. Kalamazoo, MI USA 49001
6. Thong tin vé co sé bao hanh:
(1) Tén co so: Viet Medical Trading and Service Corporation
Dia chi: S6 36, ngd 136, dudng Trung Liét, Phudong Trung Liét, Quan Péng Pa, Thanh phd
Ha Noi
Dién thoai cb dinh: 0436658528 Dién thoai di dong:
7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhén dat ti€u chuan quan ly chat lugng con hicu lyc tai thoi diém ndp ho so.

Gidy uy quyén cta chu so hitu trang thiét bi y té

Giay xac nhan du diéu ki¢n bao hanh

Tai liéu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu luc 8

N N | B

Giay ching nhan hgp chuan hodc Ban ti€éu chuan ma chu s¢ hiru trang thiét bi y té cong
bo ap dung




8 | Ketqua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co so du dicu
kién theo quy dinh cta phap luat vé danh gia su phi hop cap ddi vai trang thiét bj y té
san xut trong nudc

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

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

11 | Gidy ching nhan luu hanh tu do con hi¢u lyc tai thoi di€ém ndp hd so doi voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ doi véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

CHUNG 2 20 . 2 S . o
2 5 - | DPON VI p TEN CO SO SAN XUAT/ TEN CO SO CHU SO HU'U/ A 0 R A DIA CHI CO SO BAO
STT| TENTRANG THIETBIY TE |~y L(;AHgi‘q"N HANG, NUOGC SAN XUAT | HANG, NUOC CHU SO HU'U A CUROTAOTLRTEL HANH
A e . Viet Medical Trading and Sb 36, ngd 136, duong Trung
1 Miéng 16t md (Flyte® Comfort Pad Cai 0408-210-000 Stryker Manufacturing S. de RL Stryker Instruments - Hoa Ky Service Corporation Liét, Phuong Trung Liét, Quan

Sets)

de CV - Mé-hi-cd

2 |Mil bao ho (Flyte® Helmet) Cai  |0408-600-000 [Stryker Instruments - Hoa Ky Stryker Instruments - Hoa Ky
M bao ho c6 dén LED (Flyte®
3 |Helmet with Battery Powered Cai  |0408-645-000 [Stryker Instruments - Hoa Ky Stryker Instruments - Hoa Ky
Headlight)
Ba in (Fl h 2
4 an sac pin (Flyte® Charger 230V) Cai  |0408-655-001 |Stryker Instruments - Hoa Ky Stryker Instruments - Hoa Ky
Phan mém nang cap ban sac
5 |(Flyte® Charger Software Upgrade Cai  [0408-655-200 |Stryker Instruments - Hoa Ky |Stryker Instruments - Hoa Ky
Kit)
Mo-dun sac (Flyte® Charger . .
6 Module) Cai 0408-655-300 [Stryker Instruments - Hoa Ky Stryker Instruments - Hoa Ky
Ao choang phau thuit loai 16n . Stryker Manufacturing S. de RL .
7 T 0408-720-000 . - Hoa K
(Flyte® Pullover Toga, Large) cai de CV - Mé-hi-co Stryker Instruments - Hoa Ky
Ao choang phau thut kém mit na .. Stryker Manufacturing S. de RL .
8 |nhidu 1 6p ¢& 16n (Flyte® Cai 0408-721-000 de CV - Mé-hi-co Stryker Instruments - Hoa Ky
Ao choang phau thuat ¢& X-Loén . Stryker Manufacturing S. de RL R
9 (Flyte® Pullover Toga, X-Large) Cai 0408-730-000 de CV - Mé-hi-co Stryker Instruments - Hoa Ky
Ao choang phau thuat kém mat na
nhiéu 16p ¢& X-16n (Flyte® :
10 Cai |0408-731-000 |SuvkerManufacturing 8. de RL o o\ o 11 oirviments - Hoa Ky

SurgiCool® Pullover Toga, X-
Large)

de CV - Mé-hi-cd

Déng Pa, Thanh phé Ha Noi




Ao choang phau thuat kém mit na
nhiéu 16p ¢& 2X-16n (Flyte®

Stryker Manufacturing S. de RL

11 SurgiCool® Pullover Toga, 2X- Cai 0408-741-000 de CV - Mé-hi-co Stryker Instruments - Hoa Ky
Large)
Ao choang phau thuat kém mit na
nhiéu 16p ¢& 3X-16n (Flyte® .. Stryker Manufacturing S. de RL N
12 SurgiCool® Pullover Toga, 3X- Cai 0408-751-000 de CV - Mé-hi-co Stryker Instruments - Hoa Ky
Large)
13 M trim phau thuat (Flyte® Hood) cai 10408-800-000 Stryker Ma}lufacfurlng S.deRL Stryker Instruments - Hoa K3
de CV - Mé-hi-co
Mii trim phﬁu thuat loai 16t bo . Stryker Manufacturing S. de RL .
N -800-1 R ker I - Hoa K
14 (Flyte® Hood, Peel-Away) Cai 0408-800-100 de CV - Mé-hi-co Stryker Instruments - Hoa Ky
Mil triim phau thuat kém mat na .
15 [nhidu 16p (Flyte® SurgiCool® Cai [0408-801-400 |SuvkerManufacturingS.deRL | ) 1o iments - Hoa Ky
de CV - Mé-hi-co
Hood)
Mil trtiim phéu thudt loai 16t bo kém .
16 |mit na nhiéu 16p (Flyte® Cai  [0408-801-500 (Sltr}ék\(/:r 1:\/[/[21}1 ;facfurmg S. deRL Stryker Instruments - Hoa Ky
SurgiCool® Peel-Away Hood) ¢ - Mie-hi-co
Ao choang phau thuat c6 khéa kéo .
17 |loai 16n (Flyte® Zippered Toga, Cai [0408-820-000 |SuvkerManufacturingS.deRL | )11 oiments - Hoa Ky
de CV - Mé-hi-co
Large)
Ao choang phau thuat loai 16t bo ¢& .
18 |lon (Flyte® Toga, Peel-Away Cai  [0408-820-100 Stryker MaP ufacfurmg S. deRL Stryker Instruments - Hoa Ky
de CV - Mé-hi-co
Large)
Ao choang phau thuat c6 khéa kéo .
19 |loai X-16n (Flyte® Zippered Toga, Cai [0408-830-000 |SuvkerManufacturingS.deRL | )11 iments - Hoa Ky
de CV - Mé-hi-co
X-Large)
Ao choang phau thuat loai 16t bo ¢& .
20 |X-16n (Flyte® Peel-Away Toga, X- Cai  |0408-830-100 Stryker MaP uf.‘acfurmg S. deRL Stryker Instruments - Hoa Ky
de CV - Mé-hi-co
Large)
. . 1. Stryker Instruments - Hoa Ky
21 [Pin (Power Pack, Extended Life 7.4 | - i 10408 660-000 |2. PT Varta Microbattery - Stryker Instruments - Hoa Ky

- 39Wh)

In-d6-né-xi-a
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