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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 bd: 220001692/PCBB-HCM
Ngay cong bo: 25/05/2022

1. Tén co 36 cong bd: CONG TY CO PHAN TRANG THIET BI'Y TE CONG
VANG ‘ ‘ o
2. bia chi: Tang 6, 374, VO Van Tan, Phuong 05, Quan 3, Thanh phd H6 Chi
Minh

3. S6 vin ban cua co so: 52.2022 GG.CBB.BZ Ngay: 20/05/2022

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té: Trocar / dung cu ph?lu thuat no1 so1

Tén thuong mai:

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu c6): Theo phu luc

Quy cach dong goi:

Muc dich str dung: Dung trong phau thuat ndi soi

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485: 2016

5. D6i v6i trang thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s hiru: Baholzer Endoscopic Sysrems, Gmbh & Co KG

bia chi chu s hiru: Neckartal 100, 78628 Rottweil, Germany

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

Tén co so: Cong ty C6 Phan Trang Thiét Bi Y Té Cong Vang

Dia chi: Tang 6, 374, V5 Van Tan, Phuong 05, Quan 3, Thanh phd Ho Chi
Minh



Dién thoai cb dinh: 028-54316993 Dién thoai di dong:

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

9. Thanh phéan hd so:

1 | Van ban cong b6 tiéu chuan ap dung doi véi trang thiét bi y té thudc X
loai B
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy y quyén cta chi s¢ hitu trang thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thudt trang thiét bi y té bang tiéng Viét X
6 | Ban tiéu chuin ma chu s& hitu trang thiét bi y té cong bd ap dung X
7 | Gidy chtrng nhan luu hanh tu do dbi véi trang thiét bi y té nhap khau X




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

STT

TEN TRANG THIET BI Y TE

CHUNG LOAI

MA SA,N PHAM
(Néu co)

QUY CAQH
DPONG GOI
(Néu c6)

TEN CO SO SAN XUAT

PIA CHI CO SO SAN XUAT

NUGC
SAN XUAT

Trocar / dung cu phau thuét ndi soi

Trokar, sonstige

24-0056-00
24-0056-01
24-0057-00
24-0058-00
24-0059-00
24-0060-00
24-0061-00
24-0062-00
24-0063-00
24-0065-00
24-0066-00
24-0067-00
24-0068-00
24-0069-00
24-0070-00
24-0074-00
24-0075-00
24-0076-00
24-0077-00
24-0078-00
24-0079-00
24-0080-00
24-0081-00
24-0082-00
24-0083-00
24-0084-00
24-0085-00
24-0086-00
24-0087-00
24-0088-00
24-0089-00
24-0090-00
24-0095-00
24-0096-00
24-0097-00
24-0098-00
24-0099-00
24-0100-00
24-0101-00
24-0102-00
24-0103-00
24-0104-00
24-0106-00
24-0108-00
24-0110-00
24-0120-00
24-0121-00
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24-0122-00
24-0123-00
24-0124-00
24-0125-00
24-0126-00
24-0127-00
24-0128-00
24-0129-00
24-0130-00
24-0131-00
24-0133-00
24-0134-00
24-0135-00
24-0136-00
24-0137-00
24-0139-00
24-0141-00
24-0142-00
24-0143-00
24-0144-00
24-0145-00
24-0146-00
24-0147-00
24-0148-00
24-0153-00
24-0155-00
24-0156-00
24-0157-00
24-0158-00
24-0159-00
24-0160-00
24-0168-00
24-0169-00
24-0317-00
24-0318-00
24-1189-00
24-1190-00
24-1403-00
24-1404-00
24-1405-00
24-1406-00
24-1407-00
24-1408-00
24-1409-00
24-1410-00
24-1411-00
24-1412-00
24-1413-00
24-1414-00
24-1415-00
24-1416-00
24-1417-00
24-1418-00
24-1419-00
24-1420-00
24-1421-00




24-1422-00
24-1423-00
24-1424-00
24-1425-00
24-1426-00
24-1427-00
24-1428-00
24-1429-00
24-1430-00
24-1431-00
24-1432-00
24-1437-00
24-1438-00
24-1439-00
24-1745-00
24-1746-00
24-1748-00
24-1749-00
24-1757-01
24-1758-00
24-1759-00
24-1794-00
24-1804-00
24-1805-00
24-1806-00
24-1807-00
24-1808-00
24-1815-00
24-1816-00
24-1826-00
24-1827-00
24-1828-00
24-1852-00
24-1853-00
24-1854-00
24-1855-00
24-1864-00
24-1889-00
24-1890-00
24-1891-00
24-1892-00
24-1896-00
24-1897-00
24-1940-00
24-1944-00
24-2000-00
24-2001-00
24-2002-00
24-2003-00
24-2004-00
24-2005-00
24-2009-00
24-2019-00
24-2020-00
24-2022-00
24-2023-00




24-2030-00
24-2031-00
24-2051-00
24-2055-00
24-2056-00
24-2057-00
24-2058-00
24-2065-00
24-2066-00
24-2093-00
24-2094-00
24-2095-00
24-2096-00
24-2097-00
24-2098-00
24-2110-00
24-2110-00SL
24-2111-00
24-2111-01
24-2112-00
24-2143-00
24-2143-00SL
24-2144-00
24-2145-00
24-2146-00
24-2146-01
24-2146-45
24-2146-70
24-2147-00
24-2148-00
24-2330-00
24-2330-00SL
24-2330-10
24-2330-50
24-2331-00
24-2332-00
24-2333-00
24-2333-00SL
24-2333-00W
24-2334-00
24-2334-00W
24-2335-00
24-2335-00W
24-2336-00
24-2336-00SL
24-2337-00
24-2338-00
24-2394-00
24-2395-00
24-2395-00SL
24-2396-00
24-2396-00SL
24-2397-00
24-2397-00SL
24-2398-00
24-2398-00SL




24-2399-00
24-2400-00
24-2401-00
24-2402-00
24-2403-00
24-2404-00
24-2405-00
24-2405-00SL
24-2415-00
24-2416-00
24-2419-00
24-2423-00
24-2423-00SL
24-2424-00
24-2424-00SL
24-2430-00
24-2431-00
24-2432-00
24-2433-00
24-2434-00
24-2440-00
24-2443-00
24-2444-00
24-2445-00
24-2446-00
24-2447-00
24-2449-00
24-3065-00
24-3066-00
24-3068-00
24-3069-00
24-3070-00
24-3071-00
24-3072-00
24-3073-00
24-3074-00
24-3075-00
24-3076-00
24-3077-00
24-3078-00
24-3086-00
24-3087-00
24-3090-00
24-0269-00




