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34: 200001054/PCBA-HN Thanh phé Ha Néi, ngay 16 thang 06 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 THIET BI Y TE VA HOA CHAT HOANG PHUONG
2. bia chi: 7/93 Vuong Thira Vi, Phuong Khuwong Mai, Quan Thanh Xuan, Thanh phé Ha Noi
3. S6 van ban dé nghi cta co sé: 26/HP-SYT Ngay: 02/06/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Gidy dién tim

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 13485:2016

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

Tén chu s& hiru: DONGGUAN TIANYIN PAPER INDUSTRY CO., LTD

Dia chi chu s¢ hitu: 2F B Building, No. 7 Bethuan Road, Wangniudun Town, Dongguan City,
Guangdong Province, China

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

g | Két qua danh gia cac thong s6 hoa, ly, vi sinh va cac thong s6 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 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




11

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 KE CHI TIET TRANG THIET BI Y TE

GIAY DIEN TIM
A ] ; CHUNG LOAI SAN PON VI TINH HANG, NUOC SAN XUAT/CHU
STT TEN TRANG THIET BI Y TE TR ’ G
1 | ECG RED ROLL 50MM X 20M X 12MM MC5020/12R CUON
2 | ECG RED ROLL 50MM X 25M X 16MM MC5025/16R CUON
3 | ECG RED ROLL 50MM X 30M X 16MM MC5030/16R CUON DONGGUAN
4 | ECG RED ROLL 58MM X 25M X 16MM MC5825/16R CUON
5 | ECG RED ROLL 58MM X 30M X 16MM MC5830/16R CUON TIANYIN
6 | ECG RED ROLL 60MM X 15M X 12MM MC6015/12R CUON
7 | ECG RED ROLL 60MM X 25M X 16MM MC6025/16R CUON PAPER
8 | ECG RED ROLL 60MM X 30M X 16MM MC6030/16R CUON
9 | ECG RED ROLL 63MM X 25M X 16MM MC6325/16R CUON INDUSTRY
10 | ECG RED ROLL 63MM X 30M X 16MM MC6330/16R CUON
11 | ECG RED ROLL 80MM X 20M X 16MM MC8020/16R CUON CO.,
12 | ECG RED OUT ROLL 80MM X 25M X 16MM MC8025/16R1 CUON
13 | ECG RED OUT ROLL 80MM X 30M X 16MM MC8030/16R1 CUON LTD
14 | ECG RED OUT ROLL 90MM X 30M X 16MM MC9030/16R1 CUON
15 | ECG RED ROLL 108MM X 23M X 16MM MC10823/16R CUON CHINA
16 | ECG RED ROLL 110MM X 25M X 16MM MC11025/16R CUON
17 | ECG RED ROLL 110MM X 30M X 16MM MC11030/16R CUON
18 | ECG RED ROLL 112MM X 25M X 16MM MC11225/16R CUON
19 | ECG RED ROLL 112MM X 30M X 16MM MC11230/16R CUON
20 | ECG RED OUT ROLL 114MM X 20M X 12MM MC11420/12R1 CUON
21 | ECG RED ROLL 118MM X 30M X 16MM MC11830/16R CUON
22 | ECG RED OUT ROLL 145MM X 30M X 16MM MC14530/16R1 CUON
23 | ECG RED OUT ROLL 145MM X 60M X 16MM MC14560/16R1 CUON
24 | ECG RED OUT ROLL 183MM X 30M X 16MM MC18330/16R1 CUON
25 | ECG RED ROLL 210MM X 20M X 16MM MC21020/16R CUON
26 | ECG RED ROLL 210MM X 25M X 16MM MC21025/16R CUON
27 | ECG RED OUT ROLL 210MM X 30M X 16MM MC21030/16R1 CUON
28 | ECG RED ROLL 215MM X 25M X 16MM MC21525/16R CUON
29 | ECG RED ROLL 215MM X 30M X 16MM MC21530/16R CUON




30 | BIOCARE ECGiE12A MCBC210150/140RS TAP
31 | BIOCARE ECG iE6 MCBC112140/160RS TAP
32 | BIOSET 3700 CHART PAPER MCBS110100/200RS TAP
33 | BURDICK 7971 MCB106140/200RS TAP
34 | BURDICK 7982 MCB210150/300RS TAP
35 | BURDICK 7985 MCB210300/200RS TAP
36 | BURDICK 7988 MCB215140/300RS TAP
37 | BURDICK 7868 MCB215280/200R TAP
38 | BURDICK 7983 / 7984 MCB215280/200RS TAP
39 | CAMBRIDGE 60-0000-01 MCCB215280/250RS TAP
40 | CARDIETTE 660 100 37 MCCD6015/16BS1 CUON
41 | CARDIETTE 660 100 33 MCCD12015/20BS1 CUON
42 | CARDIETTE 660 100 08 MCCD12020/20BS1 CUON
43 | CARDIETTE 660 100 26 MCCD13025/20BS1 CUON
44 | CARDIETTE 660 100 29 MCCD21020/20BS1 CUON
45 | CARDIETTE 660 100 40 MCCD6075/250RS TAP
46 | CARDIETTE 660 100 39 MCCD120100/300RS TAP
47 | CARDIOLINE AR2100 MCCD210280/200RS TAP
48 | CARDIOLINE 200S MCCD210295/180RS TAP
49 CARDIOLINE 874 5558 MCCD60100/300RS TAP
50 | CARDIOLINE 874 5554 MCCD112100/300RS TAP
51 | EDAN / FUKUDA DENSHI OP-222TE MC110140/142RS TAP
52 | EDAN CADENCE M50-78019 MCED11290/150RS TAP
53 | EDAN CADENCE MS1R-01921 MCED11290/150RS1 TAP
54 | EDAN MS1R-107451-A0 MCED215280/100RS TAP
55 | EDAN 471182 MCED210140/142RS TAP
56 | EDAN MS1R-107371-A0 MCED210295/100RS TAP
57 | EDAN MS1R-32462 MCED210295/200RS TAP
58 | ESAOTE 96900 29000 MCEB9070/400RS TAP
59 | ESAOTE 96900 11000 MCEB126150/170RS TAP
60 | ESAOTE 96900 11134 MCEB210150/200S TAP
61 | ESAOTE 96900 23000 MCEB210300/200RS TAP
62 | FUKUDA 063F30-H03 / OP-219TE MC63100/300RS TAP
63 | FUKUDA CARDISUNY 130F50-H02 MCFC13070/666RS TAP
64 | FUKUDA CARDISUNY 145F60-H05 MCFC145150/400RS TAP




65 | FUKUDA CARDISUNY 210F60-HO5 MCFC210150/400RS TAP
66 | FUKUDA DENSHI OP-115TE MCFD5075/400RS TAP
67 | FUKUDA DENSHI OP-119TE MCFD6330/16R2 CUON
68 | FUKUDA DENSHI OP-122TE MCFD6375/400RS TAP
69 | FUKUDA DENSHI OP-114TE MCFD63100/300RS TAP
70 | EDAN / FUKUDA DENSHI OP-222TE MC110140/142RS TAP
71 | FUKUDA DENSHI OP-372TE MCFD210300/300RS TAP
72 | HELLIGE MARQUETTE 2030887-001 MCHM8090/280RS TAP
73 | HELLIGE MARQUETTE 2261 6702 MCHM9090/360RS TAP
74 | HELLIGE MARQUETTE 2036970-001 MCHM110140/200RS TAP
75 | HELLIGE MARQUETTE 2261 6605 MCHM210295/150RS TAP
76 | HELLIGE MARQUETTE 2261 6606 MCHM215280/150RS TAP
77 | KENZ R50X30R-C MCK5030/12R1 CUON
78 | KENZ R112-277 MCK11290/300RS TAP
79 | KENZ R112X27Z_C2 MCK11290/300RS1 TAP
80 | KENZ R183-527-D MCK183280/200RS TAP
81 | KENZ P210X482 MCK210150/200RS TAP
82 | KENZ P210-60Z-D MCK210300/200RS TAP
83 | KENZ P210X60Z-DM MCK210300/200RS1 TAP
84 | KENZ P210X20Z MCK210145/200RS TAP
85 | MARQUETTE 9402-021 MCMQ210280/300R TAP
86 | MARQUETTE 9402-020 MCMQ215280/300R TAP
87 | MARQUETTE 9402-024 MCMQ215280/300R1 TAP
88 | MEDIANA YM812i CHART PAPER MCMD215280/200RS TAP
89 | MORTARA 9100-001 MCMT5070/200RS TAP
90 | MORTARA 9100-028-50 MCMT108140/200RS TAP
91 | MORTARA 9100-029-50 MCMT21021/16R1 CUON
92 | MORTARA 9100-026-51 MCMT210300/250RS TAP
93 | MORTARA 9100-007 MCMT215280/250RS TAP
94 | MORTARA 9100-026 MCMT215280/250RS1 TAP
95 | MORTARA 9100-026-50 MCMT215280/250RS2 TAP
96 | NIHON KOHDEN FQS50-2-100 MCNK50100/200R TAP




97 | NIHON KOHDEN FQS50-3-100 MCNK50100/300R TAP
98 | NIHON KOHDEN FQW50-3-100 MCNK50100/300S TAP
99 | NIHON KOHDEN FQW110-3-100 MCNK110100/200S TAP
100 | NIHON KOHDEN FQW110-2-140 MCNK110140/143S TAP
101 | NIHON KOHDEN FQW110-3-150 MCNK110150/200S TAP
102 | NIHON KOHDEN RQS145-6A-300 MCNK14560/16RS1 CUON
103 | NIHON KOHDEN RQS145-2.5-100 MCNK145100/300RS TAP
104 | NIHON KOHDEN FQW210-3-140 MCNK210140/200S TAP
105 | NIHON KOHDEN PA9100Z MCNK210140/142RS TAP
106 | NIHON KOHDEN FQW210-10-295 MCNK210295/250S TAP
107 | PHILIPS 40457C/D MCP5030/16GY2 CUON
108 | PHILIPS M1912A / M1913A MCP150100/150GNS1 TAP
109 | PHILIPS M1709A / M3708A MCP210300/200R TAP
110 | PHILIPS M1707A MCP215280/200R TAP
111 | PHILIPS 9898 0314 3031 MCP210300/250RS TAP
112 | PHILIPS 9898 0313 7011 MCP215280/250RS TAP
113 | QUINTON 30146-001 MCQT210300/200RS TAP
114 | QUINTON 36868-001 MCQT210300/200RS1 TAP
115 | QUINTON 18416-001 MCQT215280/200RS TAP
116 | QUINTON 36869-001 MCQT215280/200RS1 TAP
117 | QUINTON 15022-001 MCQT215280/200 TAP
118 | QUINTON 16211-002 MCQT215280/2005 TAP
119 | SCHILLER 2157-007 MCSL70100/200RS TAP
120 | SCHILLER 2157-026 MCSL8070/300RS TAP
121 | SCHILLER 2157-014 MCSL9090/400RS TAP
122 | SCHILLER 2157-005 MCSL145100/350GNS TAP
123 [ SCHILELR 2157-023 MCSL210140/160RS TAP
124 | SCHILLER 2157-036 MCSL210140/180RS TAP
125 | SCHILLER 2157-012 MCSL210140/250GNS TAP
126 | SCHILLER 2157-002 MCSL210150/400RS TAP
127 [ SCHILLER 2157-025 MCSL210280/200RS TAP
128 | SCHILLER 2157-017 MCSL210280/200RS1 TAP




129 | SCHILLER 2157-035 MCSL11494/100RS TAP
130 | SECA CT486Z MCSC210280/250RS TAP
131 | SIEMENS 9390477 E100E MCSS104100/200RS TAP
132 | SPACES LAB 006-0196-00 MCSL50120/230S TAP
133 | SPACES LAB MSIR-107371-A0 MCSL210295/100RS TAP
134 | WELCH ALLYN 001739-U MCTR5030/12 CUON
135 | WELCH ALLYN 406 021 MCWA11470/250RS TAP
136 | WELCH ALLYN 94016-0000 MCWA210280/200RS TAP
137 | WELCH ALLYN 94018-0000 MCWA210280/200RS1 TAP
138 | ZOLL 8000-0300 MCZ9090/200RS TAP
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