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86 :170001616/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 sé : 50/SM-CBDCPT Ngay: 11/09/2017
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: Ho nong hau mén va dung cu that tri
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 NONG HAU MON VA DUNG CU THAT TRI

STT Tén san phim Ponvi | Chiing loai/ Quy cach Tén co sé san xu:’it'/ Tén co sé chi sé Tén co sé' bao | Pia chi co sé bao
tinh Ma san pham dong goi hing, nuwéc san xuat |hiru/ nwoc chi sé hiru hanh hanh
1 |PROCTOSCOPE w. conventional illumination Céi 48.1120 1 Cai/Goi
2 |PROCTOSCOPE w. Fibre optic illumination Céi 48.1122 1 Cai/Goi
3 |Fiber optic light handle for Anuscopes, Cai 48.1136 1 Cai/Goi
4 |Battery handle for anuscopes, Céi 48.1138 1 Cai/Goi
5 |Battery handle for Anuscopes, Céi 48.1139 1 CailGoi
6 |Headpiece only for Anuscopes,Proctoscope Cai 48.1140 1 Cai/Goi
7 |BLOND Proctoscope-tube 75mm @ 18-24 mm Cai 48.1141 1 Cai/Goi
8 |BLOND Proctoscope-tube 75mm @ 18-24 mm Céi 48.1142 1 Cai/Goi
9 |BLOND Proctoscope-tube 75mm @& 15-23 mm Céi 48.1143 1 Cai/Gai
10 |BLOND Proctoscope-tube 105mm @ 18-25 mm Cai 48.1144 1 Cai/Goi
11 |BLOND Anuscope w. obturator 80 x @ 21mm Céi 48.1145 1 Cai/Goi
12 |BLOND Anuscope w. obturator 60 X @ 26mm Céi 48.1146 1 Cai/Gai
13 |BLOND Anuscope w. obturator 80 X @ 24mm Cai 48.1147 1 Cai/Goi
14 |BLOND Anuscope w. obturator 120x @ 21mm Céi 48.1148 1 Cai/Goi
15 |KELLY Sphincteroscope 50x21 mm Céi 48.1200 1 CailGoi PROMED PROMED
16 |KELLY Sphincteroscope 50x27 mm Cai 48.1202 1 Cai/Goi INSTRUMENTE INSTRUMENTE Cong Ty TNHH 58 Ba Van, Phuong
17 |KELLY Proctoscope 50x22 mm Cai 48.1210 1 Cai/Goi GMBH GMBH Thiét Bi Y Té 14, Quan Tén ‘Binh,
18 |KELLY Proctoscope 100x22 mm Céi 48.1212 1 Céi/Goi Génsécker 9 Génsacker 9 SAO MAI Thanh pho H6 Chi
19 |KELLY Proctoscope 140x22 mm Cai 48.1214 1 Cai/Goi D-78532 Tuttlingen . D-78532 Tuttlingen . Minh
20 [KELLY Proctoscope 200x22 mm Céi 48.1216 1 Cai/Goi buc burc
21 [ST.MARKS Proctoscope 65x10 mm Céi 48.1220 1 CailGoi
22 |HIRSCHMANN Anuscope 65x16 mm Cai 48.1230 1 Cai/Goi
23 |HIRSCHMANN Anuscope 65x19 mm Cai 48.1232 1 Cai/Goi
24 |HIRSCHMANN Anuscope 65x22 mm Céi 48.1234 1 CailGoi
25 |HIRSCHMANN Anuscope 65x25 mm Céi 48.1236 1 Cai/Gai
26 |MORGAN Proctoscope 65x17mm Cai 48.1240 1 Cai/Goi
27 |MORGAN Proctoscope 65x20 mm Céi 48.1242 1 CailGoi
28 [MORGAN Proctoscope 65x24 mm Céi 48.1244 1 Cai/Gai
29 |MORGAN Proctoscope 80x20mm Cai 48.1245 1 Cai/Goi
30 [MORGAN Proctoscope 80x24mm Céi 48.1246 1 CailGoi
31 [BENSAUDE Anuscope 70x19 mm Caéi 48.1250 1 Cai/Gai
32 |[BENSAUDE Anuscope 70x22 mm Cai 48.1252 1 Cai/Goi
33 |FANSLER-IVES Anuscope 22 mm Cai 48.1255 1 CailGoi
34 |FANSLER-IVES Anuscope 22 mm Caéi 48.1256 1 Cai/Gai




STT Tén san phim Ponvi | Chung loai/ Quy cach Tén co s6' san xu?it/ Tén co sé chi so Tén co sé' bao | Dia chi co sé bao
tinh Ma san pham déng goi hang, nwéc san xuat |hiru/ nwoc chi so hiru hanh hanh
35 [STRAUSS Fiber optic Rectoscope complete Cai 48.1270 1 Cai/Goi
36 |McGIVNEY Haemmorrhoidal Ligator @ 12 mm Céi 48.1700 1 Cai/Goi
37 |McGIVNEY Charging Cone @ 12 mm for Céi 48.1709 1 Céi/Goi
38 |RUDD Haemmorhal Ligator @12mm complete Cai 48.1710 1 Cai/Goi
39 [RUDD Ligature Rubber Rings 100 Céi 48.1715 1 Cai/Goi
40 [RUDD Charging Cone @ 12 mm Céi 48.1719 1 Céi/Goi
41 |FORD-DIXON Haemmorh. Ligator complete Cai 48.1730 1 Cai/Goi
42 |LURZ Haemmorrhoidal Suction Ligator & Cai 48.1740 1 Cai/Goi
43 [LURZ Haemmorrhoidal Suction Ligator@10mm Céi 48.1742 1 Cai/Goi
44 [LURZ Charging Cone @ 8 mm Céi 48.1748 1 Cai/Gai
45 [LURZ Charg!ng Cone_@ 19 mm Ceix! 48.1749 1 Cz:a!/G(:)! PROMED PROMED
46 Haemmorrho!dal Suct!on L!gator 10 mm 30° Cg! 48.1750 1 Crﬂ/G(’)! INSTRUMENTE INSTRUMENTE ) 58 Ba VVan, Phuong
47 |Haemmorrhoidal Suction Ligator 10 mm 30° Cai 48.1755 1 Cai/Gai GMBH GMBH Cong Ty TNH’H 14, Quan Tan Binh
48 |[HAEMMOR.Suct. Ligat.10 mm straight Cai 48.1756 1 Cai/Goi Ganss - Thict Bi Y Té LA A s
- = — ansécker 9 Génsacker 9 Thanh pho Ho6 Chi
49 |BARRON Haemmorh. Ligator @ 11 mm Cai 48.1760 1 Cai/Goi D-78532 Tuttlingen D-78532 Tuttlingen SAO MAI Minh
50 |McGIVNEY Haemmorrhoidal Suction Ligator Cai 48.1780 1 Cai/Goi Biic ' Bt '
51 |McGIVNEY Ligature instrument only Cai 48.1781 1 Cai/Goi
52 |Suction head only @10 mm x 11 mm Céi 48.1787 1 Cai/Goi
53 |Suction head only @10 mm x 16 mm Céi 48.1788 1 Céi/Goi
54 [Charging Cone 10 mm Cai 48.1789 1 Cai/Goi
55 |VAGINOSCOP 65 x 10 mm Cai 55.3530 1 Cai/Goi
56 |AMNIOSCOPE-tube 20 cm, 12:24 mm with Céi 55.3500 1 Céi/Goi
57 |AMNIOSCOPE-tube 20 cm,16:24 mm with Cai 55.3502 1 Cai/Goi
58 |AMNIOSCOPE-tube 20 cm, 20:24 mm with Cai 55.3504 1 Cai/Goi
59 |AMNIOSCOPE-tube 20 cm, 14:40 mm with Cai 55.3510 1 Cai/Goi
60 |[AMNIOSCOPE-tube 20 cm, 18:40 mm with Céi 55.3512 1 CailGoi
61 |AMNIOSCOPE-tube 32:40 mm with Cai 55.3514 1 Cai/Goi
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