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86 :170001630/PCBA-HCM Tp H6 Chi Minh, ngay 15 thang 09 nim 2017

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 bdé: CONG TY TRACH NHIEM HUU HAN THIET BI Y TE SAO MAI
2. Pia chi: S6 58 duong Ba Van, Phuong 14, Quan Tan Binh, Thanh phd Ho Chi Minh

3. S6 van ban dé nghi cta co s¢ : 36/SM-CBDCPT Ngay: 11/09/2017
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: Ho dung cu cua xuong
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 chudn ap dung: ISO 13485 : 2012 + AC : 2012
5. Thong tin vé chu s hitu trang thiét bi y té :
Tén chu sé hiru: PROMED INSTRUMENTE GMBH
Dia chi chu s¢ hitu: Gansidcker 9 D-78532 Tuttlingen . Puc
6. Thong tin vé co s& bao hanh:
(1) Tén co sé: Cong ty TNHH Thiét Bi Y Té Sao Mai (MORNINGSTAR MEDICAL
EQUIPMENT COMPANY, Ltd)
Dia chi: 58 Ba Van, Phuong 14, Quéan Tan Binh, Thanh ph6é H6 Chi Minh
Dién thoai co dinh: 028 3948 2236  Dién thoai di dong: 090 895 9898 ; 0983 083 666
7. Thanh phan hd so:

1 | Vin ban cong b tiéu chuan ap dung cta trang thiét bi y té thudc loai A

Gidy chung nhan dat tiéu chuan quan 1y chat luong

Phu luc chi tiét trang thiét bi y té

Ban phan loai trang thiét bi y té

Nl ] W] N

Phiéu tiép nhan ho so cong bd du diéu kién san xuat trang thiét bi y té hoic Gidy chung
nhan dat tiéu chuan quan 1y chat luong con hiéu lyc tai thoi diém ndp ho so cong bo doi
voi trang thiét bi y t€ nhap khau.

6 | Gidy iy quyén cuia chu s hitu trang thiét bi y té

7 | Gidy x4c nhan du diéu kién bao hanh




8 | Tai liéu mo ta tom tat ky thuat trang thiét bi y té

9 Gjéy chtng nhan hgp chuan hoic Ban tiéu chuan ma chi s¢ hitu trang thiét bi y té cong
bo 4p dung

10 | Tai liéu huéng dan sir dung cia trang thiét bj y té

11 | Mau nhén sé& sir dung khi lvu hanh tai Viét Nam cia trang thiét bi y té

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE HQ DUNG CU CUA XUONG

A . P Ponvi | Chingloai/ | Quycach | Tén co sé sanxuit/ |Tén co sé chii so hivu/ | .. e e s Pia chi co s¢ bao
STT Ten sin pham tinh | Ma sanpham | déng géi | hing, nwéc sian xuat nuéc chi sé hiru Tén cosébio hanh hanh
1 |WIGMORE Plaster Saw 19 cm Cai 21.0050 1 Cai/Gaéi
2 |ENGEL Plaster Saw 16 cm Cai 21.0060 1 Cai/Gai
3 |BERGMANN Plaster Saw 23 cm Cai 21.0070 1 Cai/Gaéi
4 |OSCILLOW Sawblade 50 mm hard Cai 21.3005 1 Cai/Gaéi
5 |OSCILLOW Sawblade 65 mm hard Cai 21.3006 1 Cai/Gaéi
6 |OSCILLOW Sawblade 50 mm Cai 21.3007 1 Cai/Gai
7 |OSCILLOW Sawblade 65 mm Cai 21.3008 1 Cai/Gai
8 [OSCILLOW Wrench only Cai 21.3009 1 Cai/Goi
9 |OSCILLOW-E.P.Cast Cutter 230V,50/60HZ, Cai 21.3010 1 Cai/Gaéi
10 |OSCILLOW-E.P. Cast Cutter 110V,60HZ,500W Cai 21.3011 1 Cai/Gaéi
11 |OSCILLOW-VAC Cast Cutter cpl. 230V Cai 21.3030 1 Cai/Gaéi
12 [OSCILLOW-VAC Cast Cutter cpl. 120V Cai 21.3031 1 Cai/Gai
13 |Cable & Plug for OSCILLOW Plastersaw Cai 21.3041 1 Céi/Géi PROMED PROMED
14 [Cableprotector for OSCILLOW Plastersaw Cai 21.3042 1 Cai/Gé6i INSTRUMENTE INSTRUMENTE Cong Ty TNHH 58 Ba Van, Phuong
15 |Carbon brushes for plaster saw OSCILLOW Cai 21.3043 1 Cai/Goi GMBH GMBH Thiét Bi Y Té SAO 14, Quan Tén Binh,
16 [Security grid for plaster saw OSCILLOW Cai 21.3044 1 Cai/Géi Génsécker 9 Gansacker 9 MAI Thanh ph6 Ho Chi
17 |Electric armature for plaster saw Cai 21.3045 1 Cai/Go6i | D-78532 Tuttlingen. | D-78532 Tuttlingen . Minh
18 |CAM (O3) for plaster saw OSCILLOW Cai 21.3047 1 Cai/Gai buc buc
19 |Washer for plaster saws 21.3010, 21.3011 Cai 21.3048 1 Cai/Goi
20 |Screw M8x1 for plaster saws 21.3010 Cai 21.3049 1 Cai/Goi
21 |LANGENBECK Metacarpal Saw 23 cm Cai 22.0100 1 Cai/Goi
22 |CHARRIERE Amputating Saw 30 cm Céi 22.0110 1 Cai/Goi
23 |Spare Sawblade f. 22.0110 Cai 22.0111 1 Cai/Gaéi
24 |CHARRIERE Amputating Saw 35 cm Cai 22.0115 1 Cai/Gaéi
25 |Spare Sawblade f. 22.0115, 12 mm Cai 22.0116 1 Cai/Gai
26 |Spare Sawblade f. 22.0115, 15 mm Cai 22.0117 1 Cai/Goi
27 |SATTERLEE Amputating Saw 31 cm Cai 22.0120 1 Cai/Goi
28 |SATTERLEE Spare Saw Blade Cai 22.0129 1 Cai/Goi
29 |BIER Amputating Saw 42 cm Cai 22.0130 1 Cai/G6i
30 |BIER Spare Saw Blade 4 mm Cai 22.0134 1 Cai/Géi




STT Tén sin phim Do:n vi Cl~1ﬁrjg loaix/ Qlfy céc’h T~én co S(T Sfll} xuz‘lt;/ Tén c(?' SO cvhﬁvs(r ~hl"ru/ Teén co si bio hanh Pia chi ?(r s6 bao
tinh | Ma san pham | déng géi hang, nuwdc san xuat nudC chi sé¢ hiru hanh
31 |BIER Spare Saw Blade 6 mm Cai 22.0136 1 Cai/Goi
32 |BIER Spare Saw Blade 8 mm Cai 22.0138 1 Cai/Goi
33 |RUST Amputating Saw 42 cm Cai 22.0160 1 Cai/Goi
34 |RUST Bow only Cai 22.0165 1 Cai/Gaéi
35 |RUST Saw blade 6 mm Cai 22.0166 1 Cai/Gai
36 |RUST Saw blade 8 mm Cai 22.0167 1 Cai/Gai
37 |RUST Saw blade 15 mm Cai 22.0168 1 Cai/Gai
38 |RUST Saw blade 18 mm Cai 22.0169 1 Cai/Gai
39 |GIGLI Handle for Wire Saw Cai 27.0520 1 Cai/Gai
40 [GIGLI Handle for Wire Saw PAIR Cai 27.0521 1 Cai/Gaéi
41 [GIGLI Loop-Handle Cai 27.0525 1 Cai/Gaéi
42 |OLIVECRONA (GIGLI) Saw Wire 30 cm Cai 27.0530 1 Cai/Gaéi
43 |OLIVECRONA (GIGLI) Saw Wire 40 cm Cai 27.0531 1 Cai/Gai
44 |OLIVECRONA (GIGLI) Saw Wire 50 cm Cai 27.0532 1 Cai/Gaéi
45 [OLIVECRONA (GIGLI) Saw W!re 60 cm CE,i! 27.0533 1 CE?!/G(’)! PROMED PROMED
46 [OLIVECRONA (GIGLI) Saw Wire 70 cm Cfil! 27.0534 1 Czjl!/Gc?! INSTRUMENTE INSTRUMENTE A 58 Ba VVan, Phurong
47 [JOSEPH Nasal Saw 17 cm bay left Céi 33.2400 1 Cai/Goi GMBH GMBH ang Ty TNHH 14, Quan Tan Binh
48 |JOSEPH Nas. Saw 17 cm bay.righ Cai 33.2401 1 Cai/Gai - - ThietBiYTESAO | .. .5 " 5 )
= — Génsacker 9 Génsacker 9 Thanh phé H6 Chi
49 |JOSEPH Nasal Saw 17 cm str. Cai 33.2404 1 Cai/Goi D-78532 Tuttlingen D-78532 Tuttlingen MAI Minh
50 |JOSEPH Nasal Saw 15 cm cvd to right Cai 33.2410 1 Cai/Goéi Bt ' Ditc '
51 |[JOSEPH Nasal Saw 15 cmcvd to left Cai 33.2411 1 Cai/Gai
52 |JOSEPH Saw Guide 15 cm Cai 33.2415 1 Cai/Gai
53 |WALTON Finger Ring Saw 16 cm Céi 58.0350 1 Cai/Goi
54 |Saw Blade for WALTON Finger Ring Saw Cai 58.0359 1 Cai/Gaéi
55 |FINGER-RING Plier Saw 17 cm Cai 58.0360 1 Cai/Gaéi
56 |Spare Blade for 58.0360 Cai 58.0369 1 Cai/Gai
57 |WALTON-SELECT Finger Ring Saw 16 cm Cai 58.0370 1 Cai/Goi
58 |WALTON-SELECT Spare Blade for 58.0370 Cai 58.0379 1 Cai/Goi
59 |WALTON-SELECT Finger-Ring Plier Saw 17 Cai 58.0380 1 Cai/Goi
60 |WALTON-SELECT Spare Blade for 58.0380 Cai 58.0389 1 Cai/Gaéi
61 |AUTOPSY Saw 230 V Cai 60.0100 1 Cai/Gaéi
62 |AUTOPSY Saw 110V Cai 60.0110 1 Cai/Gaéi
63 |Chuck key for Autopsy-Saw Cai 60.0118 1 Cai/Goi
64 |1 Pair of spanners for Autopsy-Saw Cai 60.0119 1 Cai/Gai
65 |Limiter-Disk for Sawblades Cai 60.0125 1 Cai/Gaéi




STT Tén sin phim Do:n vi Cl~1urjg loalx/ Qlfy cac’h T~en co SO" SaI} xuat;/ Tén c(?' SO cvhuvsa ~hu'u/ Teén co si bio hanh Pia chi ?(r s6 bao
tinh | Ma san pham | déng géi hang, nuwdc san xuat nudC chi sé¢ hiru hanh
66 |Sawblade @ 50 mm round Cai 60.0131 1 Cai/Gai
67 |Sawbladed 65 mm Cai 60.0132 1 Cai/Gaéi
R —d s |wous [iowsa]  nowe | prowed
aw blade Tor synthetic casts & 55 mm a ' Aol | INSTRUMENTE INSTRUMENTE ) 58 Ba VVan, Phuong
70 |Segmental Sawblade 65 mm circular hard Céi 60.0137 1 Cai/Goi Cong Ty TNHH A A Tyt
- pr pryp GMBH GMBH oo Z 14, Quan Téan Binh,
71 |Deep cutting Saw up to 20 mm deep Cai 60.0138 1 Céi/Goi - - Thiét Bi Y Té SAO . F
" " e Py Génsécker 9 Génsécker 9 Thanh pho Ho6 Chi
72 |Segmentséageblatt Lange 90 mm, Céi K20-86 1 Cai/Gai D-78532 Tuttlingen D-78532 Tuttlingen MAI Minh
73_|OSCILLOW Cast Cutter cpl.90° angled 230V Cai | 721.3050 | 1 Cai/Goéi bt gen. i gen-
74 | Autopsy-Segment Saw 65 mm and arbor Cai 260.0148 1 Cai/Goi
75 |OSCILLOW Cast Cutter cpl. 220V Cai Z2721.3000 1 Cai/Gaéi
76 |OSCILLOW Cast Cutter cpl. 110V Cai 2721.3001 1 Cai/Gaéi
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