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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 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 ph6 Ha Noi

3. S6 vin ban dé nghi cta co sé: 009-20/RA-HYH Ngay: 28/05/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Bo phau thuat (Surgical Packs)

Chung loai/ma san phém: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan 4p dung: ISO 13485:2016

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

Tén chu s hiru: O&M HALYARD, INC

DPia chi cha 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 nhén dat ti€u chuan quan 1y chat lugng con hiu luc tai thoi diém ndp ho so.

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 bj y té cong
bo 4p dung

8 | Ketqua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co so du diéu
kién theo quy dinh cua phap luét vé danh gia sy phi hop cap dbi voi trang thiét bi y té
san xuat trong nudc

9 | Tai liéu hudng dan sir 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
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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




Bang ké chi tiét trang thiét bj y t&/
Detailled List of Medical equipments

Tén trang thiét bi y té/

Tén co s& chi s&

Tén co s& bao hanh,
dia chi co’ s& bao

TT/ Name of medical Ma san pham/ Chung loai/ Nha san xudt/ Nwéc san xuit/ [hivu, nwéc sé hivu/ hanh/
No. . Product Code Model Mfg Site- Name(Address) Country Name and location of
equipment Name & address of
Product owner .
warranty service
76263 Universal Laparoscopy Pelviscopy
Pack
77492 C-Section Pack V
77765 Hip Pack IV
77885 T.U.R. Pack
77888 Gynaecology/Urology Pack |
88111 Basic Pack I
88121 Basic Pack II La Ada De Acuna, S. de R.L. de C.V. Product of USA,
88203 Ortho Pack VII Av. Hi - . further
v. Hildalgo No.6 Esq. Blvd. Luis Donaldo Colosio, Col. .
88213 ORTHOARTS* Arthroscopy Pack I Educativa, Nogales, Sonora, Mexico 84093 processed in
88223 ENT Pack III ! ! ! ’ Mexico
88231 Laparotomy Pack III
88354 C-Section Pack with Attached Leggings
88521 Lithotomy Pack I
88611 Cystoscopy Pack I
88618 Cystoscopy Pack IV
88761 Universal Pack I
88763 Universal Pack, Small
88222 Laparoscopy/Pelviscopy Pack All components were assembled at:
LaAdaDeAcuna,S.deR.L.de C.V.
88411 Ortho Pack I - Major Av. Hildalgo No.6 Esq. Blvd. Luis Donaldo Colosio, Col.
Educativa, Nogales, Sonora, Mexico 84093.
Product of
88716 EENT Pack II Main component Surgical Gown was made in: Honduras
O&M Halyard Honduras S.A. de C.V.
. B6 phau thuat/ 88731 Cardiovascular Pack I Carretera Tegucigalpa, Villaneva, Cortes, Honduras. 0&M Halyard, Inc/ San Phﬂgl:/“ﬂg mot
Surgical packs USA .
La Ada De Acuna, S. de R.L. de C.V. Single use only
88719 EENT Pack IV Av. Hildalgo No.6 Esq. Blvd. Luis Donaldo Colosio, Col. Product of Mexico
Educativa, Nogales, Sonora, Mexico 84093.
Main component Surgical Drapes were made in:
LaAdaDe Acuna, S. de R.L.de C.V.
Av. Hildalgo No.6 Esq. Blvd. Luis Donaldo Colosio, Col.
Educativa, Nogales, Sonora, Mexico 84093. Product of
88331 U-BAR* Pack III - Chest ! ! ! Mexico and
Main component Surgical Gown was made in: Honduras
0&M Halyard Honduras S.A. de C.V.
Carretera Tegucigalpa, Villaneva, Cortes, Honduras.
88334 U-BAR* Pack Lianyungang Aiyeh Non-Woven Products Co., Ltd.
38706 Ophthalmic Pack with Mayo Stand No. 9 Yunyang Road., Huangjiunian Export Processing | Processed in China
Cover Zone, 222047 Lianyungang, Jiangsu, People’s Republic of | of U.S. Materials
88769 Universal Pack - Minor with Short Side |China.
Drapes
Lianyungang Aiyeh Non-Woven Products Co., Ltd.
. No. 9 Yunyang Road., Huangjiunian Export Processing Product of USA,
88770 Universal Pack V X R 5 ; further processed
Zone, 222047 Lianyungang, Jiangsu, People’s Republic of in China
China.
44865 U-Bar Pack YK NTI VINA CO., LTD
No.33, Street 7, VSIP 1I, Hoa Phu Ward, Thu Dau Mot City, Viét Nam
44806 Craniotomy Pack (U-Sheet with Pouch) |Binh Duong Province, Vietnam.
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