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86 :170001626/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 : 40/SM-CBDCPT Ngay: 11/09/2017
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: Ho dung cu nhan khoa
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 s¢ 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 NHAN KHOA

A 2 Ponvi |Chiingloai/Ma| Quy cach Tén co s6 san xuat/ | Tén co s& chii s6 hitu/ | Tén co sé'bao | Dia chi co sé bao
STT Tén san pham . . 2 . L - . ) , s . N
tinh san pham dong goi hing, nwéc san xuat nwéc chi sé hiru hanh hanh

1 |DASTOOR Iris Repositor 13,5 cm Cai 30.0940 1 Cai/Goi
2 |WEBER Lens Scoop 13 cm Fig. 1 Cai 30.1000 1 Cai/Goi
3 |WEBER Lens Scoop 14 ¢cm Fig. 2 Cai 30.1002 1 Cai/Goi
4 |ELSCHNIG Lens Scoop 13 cm left Cai 30.1010 1 Cai/Goi
5 |ELSCHNIG Lens Scoop 13 cm right Cai 30.1011 1 Cai/Goi
6 |TROUTMAN Lens Scoop 13 cm serrated Cai 30.1015 1 Cai/Goi
7 |ARLT Lens Scoop 13 cm smooth Cai 30.1020 1 Cai/Géi
8 [ARLT Lens Scoop 13 cm serrated Cai 30.1022 1 Cai/Goi
9 [SINSKEY Lens manipulator 13 cm Cai 30.1030 1 Cai/Goi
10 |SINSKEY IOL manipulator @ 0,2mm 12 cm Cai 30.1030T 1 Cai/Goi
11 |SINSKEY Lens manipulator 13 cm angled Cai 30.1032 1 Cai/Goi
12 |SINSKEY IOL manipulator @ 0,2mm 12 cm Cai 30.1032T 1 Cai/Goi
13 |SINSKEY-CORNIC Lens manipulator 13 cm Cai 30.1034 1 Cai/Goi
14 |SNELLEN Lens Scoop 13 cm Cai 30.1040 1 Cai/Goi
15 [KUGLEN Lens manipulator and Iris hook Cai 30.1510 1 Cai/Goi PROMED PROMED
16 |KUGLEN Lens manipulator and Iris hook Cai 30.1511 1 Cai/Goi INSTRUMENTE INSTRUMENTE Cong Ty TNHH 58 Ba Van, Phuong
17 |KUGLEN Lens manipulator and Iris hook Cai 30.1512 1 Cai/Goi GMBH GMBH Thiét Bi Y Té 14, Quan Tén Binh,
18 [KUGLEN Lens manipulator and Iris hook Cai 30.1520 1 Cai/Goi Génsacker 9 Génsacker 9 SAO MAI Thanh phé H6 Chi
19 |KUGLEN Lens manipulator and Iris hook Cai 30.1521 1 Cai/Géi D-78532 Tuttlingen . | D-78532 Tuttlingen . Minh
20 |SCHIOETZ Tonometer str. scale Cai 30.5800 1 Cai/Goi buc buc
21 |SCHIOETZ Tonometer incl.scale Cai 30.5810 1 Cai/Goi
22 |Magnetic Eye Probe w. foreign body loop Cai 30.5900 1 Cai/Goi
23 |EYE MAGNET with 4 tips in case Cai 30.5910 1 Cai/Goi
24 |FOREIGN Body Remover reversibl Cai 30.5990 1 Cai/Goi
25 |SNELLEN Ear Loop serr. 16 cm # 0 Cai 32.1328 1 Cai/Goi
26 |SNELLEN Ear Loop serr. 16 cm# 1 Cai 32.1329 1 Cai/Géi
27 |SNELLEN Ear Loop serr. 16 cm # 2 Cai 32.1330 1 Cai/Goi
28 |BILLEAU EarLoop#0@ 1 mm Cai 32.1349 1 Cai/Goi
29 |BILLEAU EarLoop#1@2mm Cai 32.1350 1 Cai/Géi
30 [BILLEAU Ear Loop# 2 @ 3 mm Cai 32.1351 1 Cai/Goéi
31 [BILLEAU Ear Loop #3 @4 mm Cai 32.1352 1 Cai/Goi
32 |LANGENBECK Ear Loop 13 cm Cai 32.1360 1 Cai/Goi
33 |KRAUSE Ear Polypus Snare Cai 32.1700 1 Cai/Goi
34 [SNARE WIRES 0,3 mm, 100 pcs. Cai 32.1706 1 Cai/Goi




N 2 Ponvi |Chiing loai/Ma| Quy cach Tén co s6 san xut/ | Tén co so chii s¢ hitu/ | Tén co sé'bao | Dia chi co sé bao
STT Tén san pham . . 2 , - - . . £ , Y bt . .
tinh san pham déng goi hing, nwdc san xuat nwéc chu sé hiru hanh hanh

35 [SNARE WIRE 10 Mtr.-Roll 0,3 mm Cai 32.1707 1 Cai/Géi
36 [SNARE-WIRES 0,3 mm, 12 pcs. Cai 32.1709 1 Cai/Goéi
37 |WILDE Ear Polypus Snare Cai 32.1710 1 Cai/Goéi
38 |KRAUSE Nasal Snare 26 cm Cai 33.1000 1 Cai/Goi
39 |KRAUSE-VOSS Nasal Snare with 2 tips 26cm Cai 33.1005 1 Cai/Goi
40 |WILDE Nasal Snare 24 cm Cai 33.1010 1 Cai/Goéi
41 |SNARE WIRE 10 mtrs. /0,3 mm Cai 33.1093 1 Cai/Géi
42 [SNARE WIRE 10 mtrs. /0,4 mm Céi 33.1094 1 Cai/Goi
43 |SNARE WIRE 10,5¢cm /0,3mm 12 pcs. Cai 33.1095 1 Cai/Goéi PROMED PROMED
44 [SNARE WIRE 10,5¢cm /0,3mm 100 pcs. Cai 33.1096 1 Cai/Goi INSTRUMENTE INSTRUMENTE Cong Ty TNHH 58 Ba Van, Phuong
45 |ROEDER Tonsil Snare 26,5 cm Cai 34.0660 1 Cai/Goi GMBH GMBH Thiét Bi Y Té 14, Quan Tén ]Binh,
46 |EVES Tonsil Snare w/o Ratchet 28 cm Céi 34.1000 1 Cai/Goi Génsacker 9 Génsacker 9 SAO MAI Thanh pho H6 Chi
47 |EVES Tonsil Snare w. ratchet 28 cm Cai 34.1005 1 Cai/Goi D-78532 Tuttlingen . | D-78532 Tuttlingen . Minh
48 |SNARE-WIRE Loops 100 pcs. 40mm/0,4mm Cai 34.1007 1 Cai/Goi buc buc
49 [SNARE-WIRE Loops 100 pcs. 50mm/0,4mm Cai 34.1008 1 Cai/Goi
50 [SNARE WIRE 0,45 mm, 12 pcs. Cai 34.1009 1 Cai/Goi
51 |BRUENINGS Tonsil Snare 28 cm w. catch Cai 34.1010 1 Cai/Goi
52 [SNARE WIRE 0,3 mm, 100 pcs. Cai 34.1012 1 Cai/Goéi
53 [SNARE WIRE 0,4 mm, 100 pcs. Cai 34.1013 1 Cai/Goi
54 |SNARE WIRE 0,45 mm, 100 pcs. Cai 34.1014 1 Cai/Géi
55 |SNARE WIRE 0,5 mm, 100 pcs. Cai 34.1015 1 Cai/Goi
56 |TYDING Tonsil Snare with 1 str. tip Cai 34.1050 1 Cai/Goi
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