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

S4: 200002192/PCBA-HN Thanh phé Ha Néi, ngay 16 thang 12 nim 2020

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin ap 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, duong Linh Nam, Phuong Linh Nam, Quan Hoang Mai, TP Ha Noi, Viét
Nam, Phuong Linh Nam, Quan Hoang Mai, Thanh phé Ha Noi

3. S6 vin ban dé nghi cta co sé: 010-20/RA-HYH Ngay: 10/12/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: Khau trang y té

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 13485:2016

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

Tén chu s¢ hitu: O&M Halyard, INC

Dia chi chu so hiru: 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 bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chirng nhan dat ti€éu chuan quan 1y chat luong con hi¢u lyc 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 | Giay chiing nhan hop chuan hoic Ban tiéu chuan ma cha so hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co sé du diéu
kién theo quy dinh cta phap luat vé danh gia su phit hop cap ddi vai trang thiét bj y té
san xut trong nudc

9 | Tai liéu hudng dan 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
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Giéy chtirng 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 ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nude

NGUOI TIEP NHAN HO SO

o

Nguyén Minh Hai
Chanh Van phong




BANG KE TRANG THIET B| Y TE/ DETAILED LIST OF MEDICAL EQUIPMENTS

Nu&c xuat xur trong ~ S -~ Tén co s& bao hanh,
. S e 5 T Tén co'sé chusé hitu, | -~ — "
Tén trang thiétbiyté/ | _ | " L . ~ . bang khai véi hai quan T 2 i n dia chi co' s& bao
) M3 san pham/ o . Nha sén xudt/ Mfg Site- . ” . nuwéc s& hiru/ Name "
TT/ No. |Name of medical Chung logi/Model Nuwéc san xuit/ Country|Country of Origin in - hanh/ Nam and
. Code Name(Address) R and localtion of
equipment Custom Declaration R address of warranty
S — Product owner "
Form service

Kh&u trang y té

46727,46767,

FLUIDSHIELD* 3 N95 Particulate Filter Respirator and

46827,46867 Surgical Mask with SO SOFT* Lining
47147 FLUIDSHIELD* 3 Fog-Free Procedure Mask with SO SOFT*
Lining and SO SOFT* Earloops
FLUIDSHIELD* 3 Fog-Free Procedure Mask with SO SOFT*
47107 Lining and SO SOFT* Earloops
48201 HALYARD* Surgical Mask
48207, 48247 F'LlleDSHIELD* 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
FLUIDSHIELD* 2 N95 Particulate Filter Respirator and LaAdade Acuna )
62355 Surgical Mask with SO SOFT* Lining KM 4.5 Carreterra Presa | San phdm cla My, san | San pham clia My, san
62356 THE LITE ONE* Procedure Mask with SO SOFT* Earloops La, Amistad, qwad be xult & Mexico/ Xudt & Mexico/
FLUIDSHIELD* 1 Procedure Mask with SO SOFT* Lining and Acuna, Coahuila Mexico | Product of U'SA, futher Product of UASA, furlther
25867 Earloops 26220. processed in Mexico processed in Mexico
25868 FLUIDSHIELD* 1 Procedure Mask with SO SOFT* Lining and
SO SOFT* Earloops
25869 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 Quialitative 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
48100 The Lite One Surgical Mask
41204 HALYARD* Face Shield, Long La Ada de Acuna
! KM 4.5 Carreterra Presa .
La, Amistad, Ciudad De San pham ctia Mexico/ | San pham clia Mexico/
41205 HALYARD* Face Shield Acuna, Coahuila Mexico Product of Mexico Product of Mexico

26220.

O&M Halyard, INC/ USA

San pham dung mot
lan/
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