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S4: 190001723/PCBA-HN Thanh phé Ha Néi, ngay 19 thang 03 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 bé: CONG TY TNHH ARQON VIET NAM
2. bia chi: S6 23, t6 10, dudong Linh Nam, Phuong Linh Nam, Quéan Hoang Mai, TP Ha Noi, Viét
Nam, Phuong Linh Nam, Quan Hoang Mai, Thanh phd Ha Nbi

3. S6 van ban dé nghi cua co so: 006-19/RA-HYH Ngay: 21/11/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Khau trang (Face masks)

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s& san xuat: Theo phu luc

Tiéu chuédn 4p dung: ISO 13485:2016

5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu s& hiru: O&M HALYARD, INC
Dia chi chua sé htru: 9120 Lockwood Blvd, Mechanicsville, VA USA 23116

6. Thong tin vé co sé bao hanh:

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 nhan dat ti€éu chuan quan ly chat lugng con hi¢u luc tai thoi diém ndp ho so,

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

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat ki thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu so hitu trang thiét bi y t€ cong
bo 4p dung

8 | Tailidu hudng din sir dung cua trang thiét bi y té

9 | Mau nhan s& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té




10

Giay chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi1 vai trang thiét
bi y t€ nhap khau hodc Phiéu tiép nhan ho so cong bo du di€u kién san xuat 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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NG KE CHI TIET TRANG THIET B| Y TE/ Detailed List of Medical equipments \/IET NA |V| N
= . VT i—T—1N7 \1 ate: 2020-63 53+ "
Tén trang thiét bi . Tén co so cnu sEpxyitRY aéemmursu.béo hanh, dia
T/ y té/ M3 san pham/ |Chung loai/ Nha san xuit/ Nudc san xuat/ [nwéc s& hitu/ Name  [chi co s& bdo hanh
No. | Name of medical | Product Code |Model Mfg Site- Name(Address) Country and location of Name & address of
equipment Product owner warranty service
46727,46767, |FLUIDSHIELD* 3 N95 Particulate Filter Respirator and Surgical
46827,46867 [Mask with SO SOFT* Lining
47147 FLUIDSHIELD* 3 Fog-Free Procedure Mask with SO SOFT*
Lining and SO SOFT* Earloops
47107 FLUIDSHIELD* 3 Fog-Free Procedure Mask with SO SOFT*
Lining and SO SOFT* Earloops
48201 HALYARD* Surgical Mask
48207, 48247. [FLUIDSHIELD* 3 Fog-Free Surgical Mask with SO SOFT* Lining
49214 Fog-Free Surgical Mask
48390 Surgical Mask with SO SOFT* Lining
49216 HALYARD* Duckbill Fog-Free Surgical Mask
62114 FLUIDSHIELD* 2 Fog-Free Surgical Mask
62116 FLUIDSHIELD* 2 Fog-Free Procedure Mask with SO SOFT*
Earloops
62126 FLUIDSHIELD* 2 N95 Particulate Filter Respirator and Surgical
Mask with SO SOFT* Lining
62355 FLUIDSHIELD* 2 N95 Particulate Filter Respirator and Surgical
Mask with SO SOFT* Lining La Ada de Acuna , . )
Khau trang/ 62356 THE LITE ONE* Procedure Mask with SO SOFT* Earloops KM 4.5 Carreterra Presa La, . 0&M Halyard, Inc/ | So" Pham dung mot
! Face Masks 41204 HALYARD* Full Length Face shield Amistad, Ciudad De Acuna, Mexico USA . fan/
41205 HALYARD* Three-Quarter Length Face shield Coahuila Mexico 26220. Single use only
25867 FLUIDSHIELD* 1 Procedure Mask with SO SOFT* Lining and
Earloops
25868 FLUIDSHIELD* 1 Procedure Mask with SO SOFT* Lining and SO
SOFT* Earloops
25860 FLUIDSHIELD* 1 Procedure Mask with SO SOFT* Lining and SO
SOFT* Earloops
28802 FLUIDSHIELD* 1 Surgical Mask with SO SOFT* Lining
28806 FLUIDSHIELD* 1 Fog-Free Surgical Mask with SO SOFT* Lining
41802 FLUIDSHIELD* 1 Fog-Free Surgical Mask with SO SOFT* Lining
and SO SOFT* Earloops
41805 FLUIDSHIELD* 1 Surgical Mask with SO SOFT* Lining
47625 High Filtration Surgical Mask
48296 Teddy Bear Surgical Mask
47295 Teddy Bear Procedure Mask with SO SOFT* Earloops
47950 Qualitative Fit Test Kit
99003 Saccharin Solutions For Qualitative Fit Testing
99009 Bitrex Solutions For Qualitative Fit Testing
47359 Teddy Bear Child’s Mask with SO SOFT* Earloops

Appendix 1_Face Masks Product List_Mfg Site_CFG_220ct2019

3/18/2020



		BAN CƠ YẾU CHÍNH PHỦ - ĐT: 0243.7738668; Fax: 0243.7738668; Email: ca@bcy.gov.vn
	2020-03-19T16:32:59+0700
	PHIÊN BẢN THỬ NGHIỆM
	Nguyễn Minh Hải<nguyenminhhai_soyt@hanoi.gov.vn> đã ký lên văn bản này!




