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84: 200000721/PCBA-HCM Tp H6 Chi Minh, ngay 07 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 bé: CONG TY CO PHAN NHA MAY TRANG THIET BI Y TE USM
HEALTHCARE

2. biachi: Lo I -4b - 1.3, duong N3, khu Cong nghé cao, Phuong Long Thanh My, Quén 9,
Thanh phd H6 Chi Minh

3. S6 van ban dé nghi cta co sé: 42/CV-NMUSM/2020 Ngay: 29/04/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: BO TRANG PHUC AO CHOANG CACH LY (ISOLATION GOWN)

Chung loai/ma san pham: ISOLA (A), ISOLA (B),/ 1SO-91100000, ISO-91110000, ISO-
91120000, ISO-91130000, ISO-91140000, ISO-91150000, ISO-91160000, ISO-91170000, ISO-
91101000, ISO-91111000,

ISO-91121000, ISO-91131000, ISO-91141000, ISO-91151000, ISO-91161000, ISO-91171000,
ISO-91300000, ISO-91310000, ISO-91320000, ISO-91330000,

ISO-91340000, ISO-91350000, ISO-91360000, ISO-91370000, ISO-91301000, ISO-91311000,
ISO-91321000, ISO-91331000, ISO-91341000, ISO-91351000,

ISO-91361000, ISO-91371000, ISO-33300000, ISO-33310000, ISO-33320000, ISO-33330000,
ISO-33340000, ISO-33350000, ISO-33360000, ISO-33370000, ISO-33301000, ISO-
33311000, ISO-33321000, ISO-33331000, ISO-33341000, ISO-33351000, ISO-33361000, ISO-
33371000, ISO-101100000, ISO-101110000, ISO-101120000, ISO-101130000, ISO-
101140000, ISO-101150000, ISO-101160000, ISO-101170000, ISO-101101000, ISO-101111000,
ISO-101121000, ISO-101131000, ISO-101141000, ISO-101151000, ISO-
101161000, ISO-101171000, ISO-101300000, ISO-101310000, ISO-101320000, ISO-101330000,
ISO-101340000, ISO-101350000, ISO-101360000, ISO-101370000, ISO-101301000, ISO-
101311000, ISO-101321000, ISO-101331000, ISO-101341000, ISO-101351000,
ISO-101361000, ISO-101371000, ISO-73300000, ISO-73310000, ISO-73320000, ISO-73330000,
ISO-73340000, ISO-73350000, ISO-73360000,  ISO-73370000, ISO-73301000, ISO-
73311000, ISO-73321000, ISO-73331000, ISO-73341000, ISO-73351000, ISO-73361000, ISO-
73371000

Tén co so san xuat: Cong ty Co phan nha may trang thiét bi y té USM Healthcare

Dia chi co sé san g(uéi]:: L6 1-4b-1.3, duong N3, Khu Cong ngh¢ cao, phuong Long Thanh My,
quan 9, Thanh pho H6 Chi Minh

Tiéu chudn ap dung: TCCS 00052:2020/USM

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

Tén cha so hitu: Cong ty C6 phan nha may trang thiét bi y t¢ USM Healthcare

Dia chi chu s¢ hitu: Lo I-4b-1.3, duong N3, Khu Cong nghé cao, phuong Long Thanh My, quan 9,
Thanh phé H6 Chi Minh

6. Thong tin vé co s bao hanh:



1. Tén co s& cong bdé: CONG TY CO PHAN NHA MAY TRANG THIET BI Y TE USM
HEALTHCARE

2. biachi: Lo I - 4b - 1.3, duong N3, khu Cong nghé cao, Phuong Long Thanh My, Quén 9,
Thanh phd H6 Chi Minh

3. S6 vin ban dé nghi cta co sé: 42/CV-NMUSM/2020 Ngay: 29/04/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: BO TRANG PHUC AO CHOANG CACH LY (ISOLATION GOWN)

Chung loai/mi san pham: ISOLA (A), ISOLA (B),/ ISO-91100000, ISO-91110000, ISO-
91120000, ISO-91130000, ISO-91140000, ISO-91150000, ISO-91160000, ISO-91170000, ISO-
91101000, ISO-91111000,

ISO-91121000, ISO-91131000, ISO-91141000, ISO-91151000, ISO-91161000, ISO-91171000,
ISO-91300000, ISO-91310000, ISO-91320000, ISO-91330000,

ISO-91340000, ISO-91350000, ISO-91360000, ISO-91370000, ISO-91301000, ISO-91311000,
ISO-91321000, ISO-91331000, ISO-91341000, ISO-91351000,

ISO-91361000, ISO-91371000, ISO-33300000, ISO-33310000, ISO-33320000, ISO-33330000,
ISO-33340000, ISO-33350000, ISO-33360000, ISO-33370000, ISO-33301000, ISO-
33311000, ISO-33321000, ISO-33331000, ISO-33341000, ISO-33351000, ISO-33361000, ISO-
33371000, ISO-101100000, ISO-101110000, ISO-101120000, ISO-101130000, ISO-
101140000, ISO-101150000, ISO-101160000, ISO-101170000, ISO-101101000, ISO-101111000,
ISO-101121000, ISO-101131000, ISO-101141000, ISO-101151000, ISO-
101161000, ISO-101171000, ISO-101300000, ISO-101310000, ISO-101320000, ISO-101330000,
ISO-101340000, ISO-101350000, ISO-101360000, ISO-101370000, ISO-101301000, ISO-
101311000, ISO-101321000, ISO-101331000, ISO-101341000, ISO-101351000,
ISO-101361000, ISO-101371000, ISO-73300000, ISO-73310000, ISO-73320000, ISO-73330000,
ISO-73340000, ISO-73350000, ISO-73360000,  ISO-73370000, ISO-73301000, ISO-
73311000, ISO-73321000, ISO-73331000, ISO-73341000, ISO-73351000, ISO-73361000, ISO-
73371000

Tén co sd san xuat: Cong ty C6 phan nha may trang thiét bj y té USM Healthcare

Dia chi co sé séan ;(uéic: L6 I-4b-1.3, duong N3, Khu Cong nghé cao, phuong Long Thanh My,
quan 9, Thanh pho H6 Chi Minh

Tiéu chuédn ap dung: TCCS 00052:2020/USM

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

Tén chi sé hitu: Cong ty C6 phan nha may trang thiét bi y t&¢ USM Healthcare

Dia chi chu s¢ hitu: L6 1-4b-1.3, duong N3, Khu Cong ngh¢ cao, phuong Long Thanh My, quén 9,
Thanh pho H6 Chi Minh

7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhan dat ti€éu chuan quan ly chat lugng con hiéu 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 | Tai liu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu lyc 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 | K&t qua danh gia cac thong s6 hoa, ly, vi sinh va cac thong s6 khac do co s¢ du diéu
kién theo quy dinh cta phdp luédt vé danh gia su phu hop cap doi véi 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& st dung khi lvu hanh tai Viét Nam cua trang thiét bi y té

11 | Gidy ching nhén 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€ do1 véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky béi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S&' Y té, Thanh
pho Ho Chi Minh

Ngay ky: 07-05-2020
09:40:14 +07:00

Pham Thi Thanh Huyén
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