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86 :170001620/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 so : 46/SM-CBDCPT Ngay: 11/09/2017
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: Ho gifia 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 GIUA XUONG

STT S Dofn vi Cl~1ﬁr2g loai/ Ql{y céc'f.l T~én co sft sz’u} xui'it‘/ Tén C(T SO cPﬁF(”r ~hfru/ Tén co sé bio hanh Pia chi ?0’ s& bao
tinh | Ma san pham [ déng géi | hang, nwéc san xuat nuéc chi sé hiru hanh
1 |Bone File 24 cm bayonet Cai 23.0800 1 Cai/Goi
2 |Bone File 28 cm straight Cai 23.0810 1 Cai/Goi
3 |Bone File & Rasp 22 cm/20 mm Cai 23.0820 1 Cai/Goi
4 |PUTTI Bone Rasp 30 cm round Cai 23.0830 1 Cai/Goi
5 |PUTTI Bone Rasp 28 cm flat Cai 23.0832 1 Cai/Goi
6 |BONE MILL complete with 2 cutting drums Cai 24.2300 1 Cai/Goi
7 |BONEMILL stainless with crank and plug Cai 24.2301 1 Cai/Goi
8 |Cutting drum 3 mm for 24.2301, Harrison Cai 24.2303 1 Cai/Goi
9 |Cutting drum 4 mm for 24.2301, Harrison Cai 24.2304 1 Cai/Goi
10 [Cutting drum 5 mm for 24.2301, Harrison Cai 24.2305 1 Cai/Goi
11 |SCREW CLAMP for 24.2301 Cai 24.2306 1 Cai/Goi
12 |JOSEPH Nasal Rasp 16 cm FINE Cai 33.2200 1 Cai/Goi
13 |JOSEPH Nasal Rasp 16 cm COARSE Czj\! 33.2201 1 Czjl!/Gcl)! PROMED PROMED
14 IMALTZ Nasal Rasp 18 cm cai 332210 | 1CAIGOI | |\gTRUMENTE INSTRUMENTE ) 58 Ba \VVan, Phuong
15 |MALTZ-TC Nasal Rasp 19,5 cm #1,12 teeth Cai 33.2211 1 Cai/Gaéi GMBH GMBH ang Ty TNHH 14, Quan Tan Binh
16 |MALTZ-TC Nasal Rasp 19,5¢ m #2,14 teeth Cai 33.2212 1 Cai/Goi Gansacker 9 Gansicker 9 Thict Bi Y Té SAO Tf;énh.phé Ho Chi’
17 |MALTZ-TC Nasal Rasp 19,5 cm #3,16 teeth Cai 33.2213 1 Cai/Goi D-78532 Tuttlingen D-78532 Tuttlingen MAI Minh
18 |MALTZ-TC Nasal Rasp 19,5 cm #4,20 teeth Cai 33.2214 1 Cai/Goi Birc ' Pirc '
19 |MALTZ-TC Nasal Rasp 19, 5cm #5,24 teeth Cai 33.2215 1 Cai/Goi
20 |MALTZ-TC Nasal Rasp 19,5 cm #6,30 teeth Cai 33.2216 1 Cai/Goi
21 |MALTZ-TC Nasal Rasp 19,5 cm #7,36 teeth Cai 33.2217 1 Cai/Goi
22 |MALTZ-TC Nasal Rasp 19,5 cm #8,44 teeth Cai 33.2218 1 Cai/Goi
23 |MALTZ-TC Nasal Rasp 19,5 cm #9,52 teeth Cai 33.2219 1 Cai/Goi
24 |MALTZ-TC Nasal Rasp 19,5 cm #10,62 teet Cai 33.2220 1 Cai/Goi
25 |FOMON Nasal Rasp 21 cm d/e Cai 33.2224 1 Cai/Goi
26 |FOMON File d/e 21 cm FINE / FINE Cai 33.2225 1 Cai/Goi
27 |FOMON Rasp d/e COARSE / COARSE Cai 33.2226 1 Cai/Goi
28 |FOMON Rasp # 1/ 2, 20 cm PROMEDUR Cai 33.2230 1 Cai/Goi
29 |FOMON Rasp # 3/4, 20cm PROMEDUR Cai 33.2231 1 Cai/Goi
30 |FOMON Rasp # 5/6, 20cm PROMEDUR Cai 33.2232 1 Cai/Goi
31 |FOMON Rasp # 7/8, 20cm PROMEDUR Cai 33.2233 1 Cai/Goi




STT S Bo:n vi Cl~1ﬁrjg loai/ Ql{y céc'f.] T~én co S(”l" sér} xui'it‘/ Tén C(T SO cPﬁF("r ~hfru/ Tén co sé bio hanh Pia chi ?0’ s& bao
tinh | Ma san pham [ déng géi | hang, nwéc san xuat nuéc chi sé hiru hanh
32 |FOMON Rasp # 9/10, 20cm PROMEDUR Cai 33.2234 1 Cai/Goi
33 |HANDLE for interchangeable Rasp Blades Cai 33.2235 1 Cai/Goi
34 |HANDLE for interchangeable Rasp Blades Cai 33.2236 1 Cai/Goi
35 |Wrench for Rasp Handles 33.2235/33.2236 Cai 33.2237 1 Cai/Goi
36 |Rasp blade # 1 extra fine serration 0,8 Cai 33.2238 1 Cai/Goi
37 |Rasp blade # 2 very fine serration 1,0 Cai 33.2239 1 Cai/Goi
38 |Rasp blade # 3 fine serration 1,2 Cai 33.2240 1 Cai/Goi
39 |Rasp blade # 4 fine serration 1,4 Cai 33.2241 1 Cai/Goi
40 |Rasp blade # 5 medium-fine serration 1,6 Cai 33.2242 1 Cai/Goi
41 |Rasp blade # 6 medium serration 1,8 Cai 33.2243 1 Cai/Goi
42 |Rasp blade # 7 medium serration 2,0 Cai 33.2244 1 Cai/Goi
43 |Rasp blade # 8 medium-corase serr. 2,2 Cai 33.2245 1 Cai/Goi
44 |Rasp blade # 9 coarse serration 2,4 Cai 33.2246 1 Cai/Goi
45 |Rasp blade #10 very coarse serration 2,6 Cai 33.2247 1 Cai/Goi
46 |Rasp blade DIAMOND COATED Céi 33.2248 1 CailGo6i
47 |WIENER Antrum Rasp 18 cm pointed Céi 33.2250 1 Cai/Goi PROMED PROMED
48 [WIENER Antrum Rasp 18 cm blunt Cai 33.2255 1 Cai/Goi INSTRUMENTE INSTRUMENTE Cong Ty TNHH 58 Ba Van, Phuong
49 |AUFRICHT Nasal Rasp 21 cm up-cutting Cai 33.2260 1 Cai/Goi GMBH GMBH Thiét Bi Y Té SAO 14, Quan Tén ‘Binh,
50 |AUFRICHT Nasal Rasp 21 cm down-cutt. Cai 33.2265 1 CailGa6i Gansacker 9 Génsécker 9 MAI Thanh pho Ho Chi
51 |AUFRICHT Nasal Rasp 21 cm Cai 33.2267 1 C4i/Gé6i | D-78532 Tuttlingen . D-78532 Tuttlingen . Minh
52 |LEWIS Nasal Rasp fine 18 cm Cai 33.2270 1 Cai/Goi buc buc
53 |LEWIS Nasal Rasp coarse 18 cm Cai 33.2275 1 Cai/Goi
54 |COTTLE Nasal Rasp 21 cm COARSE Céi 33.2281 1 Cai/Go6i
55 |GALLAHER Nasal Rasp 16 cm Fig. 1 Céi 33.2300 1 Cai/Go6i
56 |GALLAHER Nasal Rasp 16 cm Fig. 2 Céi 33.2301 1 Cai/Go6i
57 |GALLAHER Nasal Rasp 16 cm Fig. 3 Cii 33.2302 1 Cai/Goi
58 |MILLER Nasal Rasp 18 cm Fig. 10 Cii 33.2310 1 Cai/Goi
59 |MILLER Nasal Rasp 18 cm Fig. 11 Cii 33.2311 1 Cai/Goi
60 |MILLER Nasal Rasp 18 cm Fig. 12 Cii 33.2312 1 Cai/Goi
61 |MILLER-COLBURN Bone file 18 cm Fig. 1 Cii 33.2316 1 Cai/Goi
62 |MILLER-COLBURN Bone file 18 cm Fig. 2 Cii 33.2317 1 Cai/Goi
63 |MILLER-COLBURN bone file 18 cm Fig. 3 Cii 33.2318 1 Cai/Goi
64 |MILLER-COLBURN bone file 18 cm Fig. 4 Cai 33.2319 1 Cai/Goi
65 |MILLER Nasal Rasp 18,5cm STRAIGHT-CUT Cai 33.2320 1 Cai/Goi
66 |MILLER Nasal Rasp 18,5cm CROSS-CUT Cai 33.2322 1 Cai/Goi
67 |Half Round Rasp, straight 18 cm Céi 33.2330 1 Cai/Goi




STT Teén san phim Do,’n vi Cl~1urjg loai/ Ql{y cac'r.l T~en co SO" sar} xuatA/ Tén C(T SO CPU,W ~hu'u/ Tén co s& bio hanh Pia chi ?0’ s& bao
tinh Ma san pham | doéng goi hang, nuwdc san xuat nuw6c chu sé¢ hiru hanh
68 |Half Round Rasp, curved backward 18 cm Cai 33.2333 1 Cai/Goi
69 Ha!}‘ ]Iflound Rasp, curved forward 18 cm ijl! 33.2335 1 Cg!;Gq! PROMED PROMED
70_{Nail file 10 cm ca 280710 | 1CA/GOL | \\ysTRUMENTE INSTRUMENTE ) 58 Ba Van, Phuong
71 |Nail file 12 cm Cai 58.0712 1 Cai/Goi Coéng Ty TNHH o e
— — ——— GMBH GMBH e R 14, Quan Tan Binh,
72 |Nail file 15 cm Cai 58.0715 1 Cai/Goi - - Thiét Bi Y Té SAO . L ath oy
- — — Génsacker 9 Génsacker 9 Thanh pho Ho Chi
73 |EPSTEIN Feile 17 cm doppelend. Cai FA 5905 1 Cai/Goi D-78532 Tuttlinaen D-78532 Tuttlingen MAI Minh
74 |FOMON Rasp d/e DIAMOND Surface Cai 233.2227 1 Cai/Goi Dire gen Dire gen
75 |PEET Nas.Rasp 19cm str.DIAMOND Cai Z233.2290 1 Cai/Goi
76 |PEET Nas.Rasp 19cm cvd.DIAMOND Cai Z33.2291 1 Cai/Goi
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