SO Y TE TP HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

84:200002177/PCBA-HCM Tp H6 Chi Minh, ngay 16 thang 12 ndm 2020

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin ap dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY TNHH TRANG THIET BI - DUNG CU Y KHOA TAN MAI
THANH

2. Pia chi: 766/3 Su Van Hanh , Phuong 12, Quan 10, Thanh phdé HO Chi Minh

3. S6 vin ban dé nghi cua co sé: 129-2020/TMT-CBA Ngay: 12/12/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Bang dung trong y té

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016 & EN ISO 13485:2016
5. Thong tin vé chu s hitu trang thiét bi y té :

Tén chu s¢ hitu: Molnlycke Health Care AB

Dia chi chu s¢ hitu: Box 13080, Gamlestadsvédgen 3C, SE-402 52 Goéteborg, Sweden
6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chirng nhan dat ti€éu chuan quan 1y chat luong con hi¢u lyc tai thoi diém ndp ho so.

4 | Gidy uy quyén cua chi sé hitu trang thiét b 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 | Giay chiing nhan hop chuan hoic Ban tiéu chuan ma cha so hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co sé du diéu
kién theo quy dinh cta phap luat vé danh gia su phit hop cap ddi vai trang thiét bj y té
san xut trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | Mau nhén sé& sir dung khi lwu hanh tai Viét Nam cua trang thiét bi y té
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Giéy chtirng 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 ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nude

NGUOI TIEP NHAN HO SO

Ky bdi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

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

Ngay ky: 16-12-2020
19:00:23 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

QUY CACH

v TEL\I TRANG | PON V] CH}”JNG LOAI ) MA ) NG T~133N Cco scir sislj XUAT/ T~173N CcOo s()’ CHU §6 pﬁp/
THIET Bl Y TE TINH SAN PHAM SAN PHAM (NEU CO) HANG, NUGC SAN XUAT HANG, NUGC CHU SO HU'U
1 |Miéng dan trj seo Miéng  [Mepiform 293600 Hop/5 MolInlycke Health Care AB - Phan Lan  |M&lnlycke Health Care AB - Thuy Dién
2 |Miéng dan tri seo Miéng |Mepiform 293700 Hop/5 Mblnlycke Health Care AB - Phin Lan  |[MG&lnlycke Health Care AB - Thuy Dién
3 |Miéng dan tri seo Miéng  [Mepiform 293800 Hop/5 Molnlycke Health Care AB - Phan Lan  |M&lnlycke Health Care AB - Thuy Dién
4 |Bing cuén cb dinh Cudn  |Mefix 310570 Hop/1 MalInlycke Health Care AB - Théi Lan Mélnlycke Health Care AB - Thuy Dién
5 |Bing cudn cd dinh Cufn [Mefix 311070 Hop/1 MolInlycke Health Care AB - Thai Lan MélInlycke Health Care AB - Thuy Dién
6 |Bing cudn cb dinh Cudn [Mefix 310250 Hop/1 MélInlycke Health Care AB - Thai Lan  |Mdlnlycke Health Care AB - Thuy Dién
7 |Bing cuén cb dinh Cudn [Mefix 310500 Hép/1 MélInlycke Health Care AB - Thai Lan  |Mdlnlycke Health Care AB - Thyy Dién
8 |Bing cuén cb dinh Cudén  |Mefix 311000 Hop/1 MoélInlycke Health Care AB - Thai Lan  |Mdlnlycke Health Care AB - Thuy Dién
9 |Bing cudn c¢b dinh Cudn |Mefix 311500 Hop/1 MélInlycke Health Care AB - Thai Lan Molnlycke Health Care AB - Thuy Dién
10 |Bing cudn cb dinh Cudn |Mefix 312000 Hop/1 Molinlycke Health Care AB - Théi Lan Mélnlycke Health Care AB - Thuy Dién
11 |Bing cudn cb dinh Cudn  |Mefix 313000 Hop/1 MolInlycke Health Care AB - Théi Lan Mélnlycke Health Care AB - Thuy Dién
12 |Bing dng cb dinh Cu¢n |Tubifast 2-way Stretch 2434 Hop/1 Molinlycke Health Care AB - Anh Mélnlycke Health Care AB - Thuy Dién
13 |Bing 6ng cd dinh Cudn |Tubifast 2-way Stretch 2436 Hop/1 MéInlycke Health Care AB - Anh MélInlycke Health Care AB - Thuy Dién
14 |Bang éng cb dinh Cudén |Tubifast 2-way Stretch 2438 Hop/1 Mélnlycke Health Care AB - Anh Mélnlycke Health Care AB - Thuy Dién
15 |Bang éng cb dinh Cuén |Tubifast 2-way Stretch 2440 Hop/1 Mélnlycke Health Care AB - Anh Mélnlycke Health Care AB - Thuy Dién
16 |Bing dng cb dinh Cudn |Tubifast 2-way Stretch 2444 Hop/1 MélInlycke Health Care AB - Anh Molnlycke Health Care AB - Thuy Dién
17 |Bang éng cb dinh Cudn |Tubifast 2-way Stretch 3555 Hop/6 MélInlycke Health Care AB - Anh Molnlycke Health Care AB - Thuy Dién
18 |Bang éng cb dinh Cuén |Tubifast 2-way Stretch 3556 Hop/6 MélInlycke Health Care AB - Anh Mélnlycke Health Care AB - Thuy Dién
19 [Bang éng cb dinh Cuédn  |Tubifast 2-way Stretch 3557 Hop/6 MélInlycke Health Care AB - Anh Mélnlycke Health Care AB - Thuy Dién
20 |Bang bng cb dinh Cuén |Tubifast 2-way Stretch 3558 Hop/6 MélInlycke Health Care AB - Anh Mélnlycke Health Care AB - Thuy Dién
21 |Bang bng cb dinh Cuén  |Tubifast 2-way Stretch 2485 (992485) Hop/6 MélInlycke Health Care AB - Anh Mélnlycke Health Care AB - Thuy Dién
22 |Bang éng cb dinh Cuén |Tubifast 2-way Stretch 2486 (992486) Hop/6 Mélnlycke Health Care AB - Anh Molnlycke Health Care AB - Thuy Dién
23 |Bing 6ng c¢b dinh Cudn |Tubifast 2-way Stretch 2487 (992487) Hop/6 MélInlycke Health Care AB - Anh Molnlycke Health Care AB - Thuy Dién
24 |Bing 6ng c¢b dinh TGi  |Tubifast 2-way Stretch 2480 Hop/12  |Mslnlycke Health Care AB - Anh Molnlycke Health Care AB - Thuy Dién
25 |Bang bng cb dinh Tai  |Tubifast 2-way Stretch 2481 Hop/12  |Mélnlycke Health Care AB - Anh Mélnlycke Health Care AB - Thuy Dién
26 |Bing 6ng cb dinh Tai Tubifast 2-way Stretch 2482 Hop/12 Molinlycke Health Care AB - Anh MélInlycke Health Care AB - Thuy Dién
27 |Bang bng cb dinh Tai  |Tubifast 2-way Stretch 2483 Hop/12  [MélInlycke Health Care AB - Anh Mélnlycke Health Care AB - Thuy Dién
28 |Bing bng cb dinh Tai  |Tubifast 2-way Stretch 2479 Hop/12  |Mélnlycke Health Care AB - Anh Mélnlycke Health Care AB - Thuy Dién
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