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THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bo: 220000190/PCBB-HCM
Ngay cong bo: 19/01/2022

1. Tén co s& cong bé: CONG TY TNHH BIOTRONIK VIET NAM

2. DPia chi: Phong 1505, Tang 15, Toa nha Centre Point, 106 Nguyén Van Troi, Phuong 08,
Quan Pht Nhuén, Thanh phé H6 Chi Minh

3. S6 vin ban cua co so: 002/2022/VI/BIOVN Ngay: 18/01/2022

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y t&: Béng nong can thiép mach mau

Tén thuong mai:

M3 Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: Theo phu luc

M3 san pham (néu c6): Theo phu luc

Quy cach dong goi:

Muc dich su dupg: Puoc chi dir,lh nong hep déng mach than, chau, dui, lgheo va d}réi géi va
diéu tri nhﬁ‘pg ton thuong hep tac cau no1 dong tinh mach tu than hoac tong hop o bénh
nhan loc mau

Tén co s& san xuét: Theo phu luc

Dia chi co s& san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan co so

5. Ddi véi trang thiét bi y té chtra chat ma tay, tién chét (néu c6):

Tén chit ma tay, tién chat: Tén khoa hoc:

Ma thong tin CAS:

Néng do, ham lugng chit ma tuy, tién chat:

Tong ham luong chat ma tuy, tién chat trong mot don vi dong gbi nho nhat:

6. Thong tin vé cha so hitu trang thiét bi y té:

Tén chu s& hitu: Biotronik AG

Dia chi chu s& hitu: Ackerstrasse 6, 8180 Biilach, Thuy Si

7. Thong tin vé co s& bao hanh (néu co):

8. S0 cong bo du dicu kién san xuat doi voi trang thi€t bi y t€ san xuat trong nudc:



. Thanh phan hd so:

1

Vin ban cong bd tiéu chuan ap dung ddi véi trang thiét bi y té thudc loai B

Gidy chtng nhan dat tiéu chuan quan 1y chat luong ISO 13485

Gidy uy quyén cua chi sé hitu trang thiét b y té

Giay xac nhan du di€u kién bao hanh

Tai liéu mo ta tom tat k¥ thuat trang thiét bi y té bang tiéng Viét

Ban tiéu chuan ma chu s¢ hitu trang thiét bi y té cong bd ap dung

N | ] ] B W]

Gidy chtng nhan luu hanh tu do d6i voi trang thiét bi y té nhap khau




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

STT| TEN TRANG THIET BI Y TE CHUNG LOAI MA (SN‘A‘;E fg‘s‘M %g;gé%? TEN CO SO SAN XUAT | DIA CHI CO SO SAN XUAT S AT\IU;?UCAT
(Néu cd)
1 Bong nong can thiép mach mau Passeo-35 3/20/80 359545 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
) Boéng nong can thi¢p mach méau Passeo-35 4/20/80 359546 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
3 Boéng nong can thi¢p mach méau Passeo-35 5/20/80 357282 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
4 Bong nong can thi€p mach mau Passeo-35 6/20/80 357283 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
5 Bong nong can thiép mach mau Passeo-35 7/20/80 357284 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
6 Boéng nong can thi¢p mach mau Passeo-35 8/20/80 357285 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
7 Bong nong can thi¢p mach méau Passeo-35 9/20/80 357286 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
2 Boéng nong can thi¢p mach méau Passeo-35 10/20/80 357287 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
9 Bong nong can thiép mach mau Passeo-35 3/40/80 359547 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
10 Bong nong can thi€p mach mau Passeo-35 4/40/80 359548 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
11 Bong nong can thi€p mach mau Passeo-35 5/40/80 357288 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
12 Bong nong can thi€p mach mau Passeo-35 6/40/80 357289 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
13 Bong nong can thi¢p mach méau Passeo-35 7/40/80 357290 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
14 Bong nong can thi¢p mach méau Passeo-35 8/40/80 357291 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
15 Bong nong can thi¢p mach méau Passeo-35 9/40/80 357292 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
16 Bong nong can thi€p mach mau Passeo-35 10/40/80 357293 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
17 Bong nong can thi€p mach mau Passeo-35 5/60/80 357294 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
18 Bong nong can thi€p mach mau Passeo-35 6/60/80 357295 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
19 Bong nong can thi€p mach mau Passeo-35 7/60/80 357296 Biotronik AG Ackerstrasse 6, 8180 Biilach, Thuy SWITZERLAND




Si

Bong nong can thi€p mach mau

Passeo-35 8/60/80

357297

Ackerstrasse 6, 8180 Biilach, Thuy

20 Biotronik AG St SWITZERLAND
71 Bong nong can thi€p mach mau Passeo-35 5/80/80 357298 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
2 Bong nong can thi€p mach mau Passeo-35 6/80/80 357299 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
23 Bong nong can thi¢p mach mau Passeo-35 7/80/80 357300 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thyy SWITZERLAND
24 Bong nong can thiép mach mau Passeo-35 8/80/80 357301 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
75 Bong nong can thiép mach mau Passeo-35 5/100/80 357302 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
26 Bong nong can thi¢p mach méau Passeo-35 6/100/80 357303 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
27 Bong nong can thi¢ép mach mau Passeo-35 7/100/80 357304 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
3 Bong nong can thi€p mach mau Passeo-35 8/100/80 357305 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
29 Bong nong can thiép mach mau Passeo-35 3/20/130 359549 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
30 Bong nong can thi¢p mach mau Passeo-35 4/20/130 359550 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
31 Boéng nong can thi¢p mach méau Passeo-35 5/20/130 357306 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
3 Bong nong can thi¢p mach méau Passeo-35 6/20/130 357307 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
33 Bong nong can thiép mach mau Passeo-35 7/20/130 357308 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
34 Bong nong can thi€p mach mau Passeo-35 8/20/130 357309 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
35 Bong nong can thi¢p mach méau Passeo-35 3/40/130 359551 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
36 Bong nong can thi¢p mach méau Passeo-35 4/40/130 359552 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
37 Bong nong can thi¢p mach méau Passeo-35 5/40/130 357310 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
33 Bong nong can thi€p mach mau Passeo-35 6/40/130 357311 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
39 Bong nong can thi¢p mach mau Passeo-35 7/40/130 357312 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
40 Bong nong can thi€p mach mau Passeo-35 8/40/130 357313 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
41 |Boéng nong can thiép mach mau Passeo-35 5/60/130 357314 Biotronik AG Ackerstrasse 6, 8180 Biilach, Thuy | SWITZERLAND




Si

Bong nong can thi€p mach mau

Passeo-35 6/60/130

357315

Ackerstrasse 6, 8180 Biilach, Thuy

42 Biotronik AG St SWITZERLAND
43 Bong nong can thi€p mach mau Passeo-35 7/60/130 357316 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
44 Bong nong can thi€p mach mau Passeo-35 8/60/130 357317 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
45 Boéng nong can thi¢p mach méau Passeo-35 5/80/130 357318 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
46 Boéng nong can thi¢p mach méau Passeo-35 6/80/130 357319 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
47 Boéng nong can thi¢p mach méau Passeo-35 7/80/130 357320 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
48 Bong nong can thi¢p mach méau Passeo-35 8/80/130 357321 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
49 |Bong nong can thi¢p mach mau Passeo-35 5/100/130 357322 Biotronik AG gckerstrasse 6, 8180 Bitlach, Thuy | ¢y r7ERT AND
50 Bong nong can thi€p mach mau Passeo-35 6/100/130 357323 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
51 Bong nong can thi¢p mach méau Passeo-35 7/100/130 357324 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
57 Boéng nong can thi¢p mach méau Passeo-35 8/100/130 357325 Biotronik AG g‘xTCkel" strasse 6, 8180 Biilach, Thuy SWITZERLAND
53 Boéng nong can thi¢p mach méau Passeo-35 3/60/90 383231 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
54 Bong nong can thi¢p mach méau Passeo-35 4/60/90 383232 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
55 Bong nong can thi€p mach mau Passeo-35 9/60/90 383233 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
56 Bong nong can thi€p mach mau Passeo-35 10/60/90 383234 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
57 Bong nong can thi¢p mach méau Passeo-35 3/80/90 383235 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
53 Bong nong can thi¢p mach méau Passeo-35 4/80/90 383236 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
59 Bong nong can thi¢p mach méau Passeo-35 9/80/90 383237 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
60 Bong nong can thi¢p mach méau Passeo-35 10/80/90 383238 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
61 Bong nong can thi€p mach mau Passeo-35 3/100/90 383239 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
62 Bong nong can thi€p mach mau Passeo-35 4/100/90 383240 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
63 | Bong nong can thiép mach mau Passeo-35 3/120/90 383243 Biotronik AG Ackerstrasse 6, 8180 Biilach, Thuy | SWITZERLAND




Si

Bong nong can thi€p mach mau

Passeo0-35 4/120/90

383244

Ackerstrasse 6, 8180 Biilach, Thuy

64 Biotronik AG St SWITZERLAND
65 Bong nong can thi€p mach mau Passeo-35 5/120/90 383245 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
66 Bong nong can thi€p mach mau Passeo-35 6/120/90 383246 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
67 Bong nong can thi¢p mach mau Passeo-35 7/120/90 383247 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thyy SWITZERLAND
63 Bong nong can thiép mach mau Passeo-35 3/150/90 389775 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
69 Bong nong can thiép mach mau Passeo-35 4/150/90 383248 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
70 Bong nong can thi¢p mach méau Passeo-35 5/150/90 383249 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
71 Bong nong can thi¢ép mach mau Passeo-35 6/150/90 383250 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
7 Bong nong can thi€p mach mau Passeo-35 7/150/90 383251 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
73 Bong nong can thiép mach mau Passeo-35 3/170/90 389776 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
74 Bong nong can thi¢p mach mau Passeo-35 4/170/90 383252 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
75 Boéng nong can thi¢p mach méau Passeo-35 5/170/90 383253 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
76 Bong nong can thi¢p mach méau Passeo-35 6/170/90 383254 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
77 Bong nong can thiép mach mau Passeo-35 7/170/90 383255 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
73 Bong nong can thi€p mach mau Passeo-35 3/200/90 387162 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
79 Bong nong can thi¢p mach méau Passeo-35 4/200/90 383256 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
20 Bong nong can thi¢p mach méau Passeo-35 5/200/90 383257 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
’1 Bong nong can thiép mach mau Passeo-35 6/200/90 383258 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
P, Bong nong can thi¢p mach méau Passeo-35 7/200/90 383259 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
33 Bong nong can thi¢p mach mau Passeo-35 9/20/130 383260 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
’4 Bong nong can thi€p mach mau Passeo-35 10/20/130 383261 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
85 | Bong nong can thiép mach mau Passeo-35 9/40/130 383262 Biotronik AG Ackerstrasse 6, 8180 Biilach, Thuy | SWITZERLAND




Si

Bong nong can thi€p mach mau

Passeo-35 10/40/130

383263

Ackerstrasse 6, 8180 Biilach, Thuy

36 Biotronik AG St SWITZERLAND
’7 Bong nong can thi€p mach mau Passeo-35 3/60/130 383264 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
23 Bong nong can thi€p mach mau Passeo-35 4/60/130 383265 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
29 Boéng nong can thi¢p mach méau Passeo-35 9/60/130 383266 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
9o | BOng nong can thi¢p mach mau Passeo-35 10/60/130 383267 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy | ¢uw117ERLAND
91 Bong nong can thiép mach mau Passeo-35 3/80/130 383268 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
9 Bong nong can thi€p mach mau Passeo-35 4/80/130 383269 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
93 Bong nong can thiép mach mau Passeo-35 9/80/130 383270 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
94 Boéng nong can thi¢p mach mau Passeo-35 10/80/130 383271 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
95 Bong nong can thi¢p mach méau Passeo-35 3/100/130 383272 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
9 | BOng nong can thi¢p mach mau Passeo-35 4/100/130 383273 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy | ¢y 117ERLAND
97 Bong nong can thiép mach mau Passeo-35 3/120/130 383276 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
03 Bong nong can thi€p mach mau Passeo-35 4/120/130 383277 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
99 | BOng nong can thi¢p mach mau Passeo-35 5/120/130 383278 Biotronik AG gckerstrasse 6, 8180 Bitlach, Thuy | ¢y r7ERT AND
100 Bong nong can thi¢p mach mau Passeo-35 6/120/130 383279 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
101 Bong nong can thiép mach mau Passeo-35 7/120/130 383280 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
102 Bong nong can thi¢p mach méau Passeo-35 3/150/130 389777 Biotronik AG g‘xTCkel" strasse 6, 8180 Biilach, Thuy SWITZERLAND
103 Bong nong can thiép mach mau Passeo-35 4/150/130 383281 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
104 Bong nong can thi€p mach mau Passeo-35 5/150/130 383282 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
105 | Bong nong can thiép mach mau Passeo-35 6/150/130 383283 Biotronik AG gckerstrasse 6, 8180 Bitlach, Thuy | ¢y r7ERT AND
106 Bong nong can thi€p mach mau Passeo-35 7/150/130 383284 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
107 | Bong nong can thiép mach mau Passeo-35 3/170/130 389778 Biotronik AG Ackerstrasse 6, 8180 Biilach, Thuy [ SWITZERLAND




Si

Bong nong can thi€p mach mau

Passeo-35 4/170/130

383285

Ackerstrasse 6, 8180 Biilach, Thuy

108 Biotronik AG Si SWITZERLAND
109 Bong nong can thi€p mach mau Passeo-35 5/170/130 383286 Biotronik AG éickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
110 Boéng nong can thi¢p mach mau Passeo-35 6/170/130 383287 Biotronik AG é}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
11 Boéng nong can thi¢p mach méau Passeo-35 7/170/130 383288 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
117 | Bong nong can thié¢p mach mau Passeo-35 3/200/130 387163 Biotronik AG g}ckerstrasse 6, 8180 Biilach, Thuy | ¢uw117ERLAND
113 Bong nong can thiép mach mau Passeo-35 4/200/130 383289 Biotronik AG g‘}ckerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
114 Bong nong can thi¢p mach méau Passeo-35 5/200/130 383290 Biotronik AG éxickerstrasse 6, 8180 Biilach, Thuy SWITZERLAND
115 | Bong nong can thiép mach mau Passeo-35 6/200/130 383291 Biotronik AG gckerstrasse 6, 8180 Bitlach, Thuy | ¢y r7ERT AND
116 Boéng nong can thi¢p mach mau Passeo-35 7/200/130 383292 Biotronik AG Ackerstrasse 6, 8180 Biilach, Thuy SWITZERLAND

St




