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S6: 200000724/PCBA-HCM Tp H6 Chi Minh, ngay 07 thang 05 nam 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 bdé: CONG TY TNHH Y TE LU GIA

2. bia chi: S6 7, dudng sb 1, Phuong 04, Quin GO Vap, Thanh phdé H6 Chi Minh
3. S6 van ban dé nghi ctia co so: 290420 lugia Ngay: 29/04/2020
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: NOI THAT Y TE - SIGMA CARE

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: ISO 13485, CE,

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

Tén chu sé hitu: Sigma-Care Development Co., Ltd

Dia chi chu s¢ hitu: No. 5, Dapumeiyuanqu 20th Rd., Dailin Township, Chiayi County 62248,
Taiwan

6. Thong tin vé co sé bao hanh:

(1) Tén co s6: CONG TY TNHH Y TE LU GIA
Dia chi: SO 7 DPUONG SO 1, Phudng 04, Quan Go Vap, Thanh phd Hd Chi Minh
Dién thoai ¢b dinh: 0932051453 Dién thoai di dong: 0932051453

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 hiu 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

g | Két qua danh gia cac thong s6 hda, ly, vi sinh va cac thong s khac do co s¢ du diéu
kién theo quy dinh cua phép luat vé danh gid su phu hop cap doi véi trang thiét bi y té
san xuat trong nudc




9 | Tai liéu hudng din st 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
11 | Gidy chimmg 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 tiép nhan ho so cong bd du diéu kién san xuét trang thiét
biy t€ do1 véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky bagi: 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
09:53:40 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

STT

TEN TRANG
THIET BI Y TE

DON VI
TINH

CHUNG LOAI
SAN PHAM

QUY CACH
PONG GOI
(NEU CO)

TEN CO SO SAN
XUAT/ HANG,
NUOC SAN
XUAT

TEN CO SO CHU
SO HU'U/ HANG,
NUOC CHU SO
HUU

TEN CO SO BAO
HANH

PIA CHI CO SO
BAO HANH

Giuong y té

Céi

B-310S
B-320S
B-320P
B-330S
B-330P
B-340S
B-340P
B-730P
B-740P
B-630S
B-630P
B-830P
B-640S
B-640P
B-840PU
B-880PU
B-841
B-881
BH-966
BH-989
BP-100
BP-200
BB-100M
SB-901
ST-1000
ST-6000
BP-300

Sigma-Care
Pai Loan

Sigma-Care
evelopment CO.,
LTD., Taiwan

CONG TY TNHH Y TE
LU GIA

Sb 7, Buong sb 1,
Phuong 4, Quan
Go Vép, HCM

Bing ca chuyén bénh

Cai

BT-100; BT-200;
BT-300; BT-500;
BT-600; BT-600S;
BT-800.

Sigma-Care
Pai Loan

Sigma-Care
Development CO.,
LTD., Taiwan

CONG TY TNHH Y TE
LU GIA

S67, Puong sb 1,
Phuong 4, Quan
Go Vap, HCM

Ghé y té (Ghé
truyén dich, Ghé 14y
mau)

Cai

CA-008; CA-009;
SE-019

Sigma-Care
Pai Loan

Sigma-Care
Development CO.,
LTD., Taiwan

CONG TY TNHH Y TE
LU GIA

S67, Puong sb1,
Phuong 4, Quan
Go Vap, HCM

Giuong y té danh cho
tré em va phu kién di
kem

Cai

BP-100; BP-200;
BP-500

Sigma-Care
Pai Loan

Sigma-Care
Development CO.,
LTD., Taiwan

CONG TY TNHH Y TE
LU GIA

S67, Puong sb1,
Phuong 4, Quan
Go Vap, HCM

Xe diy y dung cu

Céi

CE-011; CE-012;
CE-013; CE-014;
CE-015; CE-016;
CE-017; CE018;
CE-019; CE-020;
CE-021; CE-022;
SE-011; SE-012;
SE-013; SE-014;
SE-015; SE-016;
SE-

022; SE-023

Sigma-Care
Pai Loan

Sigma-Care
Development CO.,
LTD., Taiwan

CONG TY TNHH Y TE
LU GIA

S67, Puong sb 1,
Phuong 4, Quan
Go Vap, HCM

Tuyté

Céi

CA-001; CA-002; CA
003; CA-004; CA-
005;

Sigma-Care
Pai Loan

Sigma-Care
Development CO.,
LTD., Taiwan

CONG TY TNHH Y TE
LU GIA

S6 7, Puong sb 1,
Phuong 4, Quan
Go Vap, HCM




7 Céy truyén dich va Céi SE-017; SE-026 Sigma-Care Sigma-Care CONG TY TNHH Y TE[S6 7, Puong s6 1,
phu Pai Loan Development CO., LU GIA Phuong 4, Quan

LTD., Taiwan Go Vap, HCM
8 Buc tap budc Céi SE-018 Sigma-Care Sigma-Care CONG TY TNHH Y TE[S6 7, Puong s6 1,
Pai Loan Development CO., LU GIA Phuong 4, Quan

LTD., Taiwan Go Vap, HCM
9  [Tam c4ch ly (man Cai  [SE-020 Sigma-Care Sigma-Care  [CONG TY TNHH Y TE|S6 7, Buong s6 1,
che) Pai Loan Development CO., LU GIA Phuong 4, Quan

LTD., Taiwan Go Vép, HCM
10  |Ban an di dong Céi SE-021(A;B); SE- Sigma-Care Sigma-Care ~ [CONG TY TNHH Y TE|S6 7, Budng s6 1,
024; SE-025 Pai Loan Development CO., LU GIA Phuong 4, Quan

LTD., Taiwan Go Vép, HCM
11 [Giudng tim rira Cai  [ST-7000; ST-8000 Sigma-Care Sigma-Care ~ [CONG TY TNHH Y TE|S6 7, Budng s6 1,
bénh nhan Pai Loan Development CO., LU GIA Phuong 4, Quan

LTD., Taiwan Go Vép, HCM
12 |Ban khém Céi ET-101; ET-102; Sigma-Care Sigma-Care  [CONG TY TNHH Y TE|S6 7, Budng s6 1,
ET-103 Pai Loan Development CO., LU GIA Phuong 4, Quan

LTD., Taiwan Go Vép, HCM
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