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86 :170001629/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¢ : 37/SM-CBDCPT Ngay: 11/09/2017
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: Ho dung cu chan doan
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

\ f//u ube

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE HQ DUNG CU CHUAN POAN

STT Tén san phim Pon vi | Chiing loai/ Quy cach Tén co sé san xuét’/ Tén co s6 chi s¢ Tén cosé | Dia chi co sé bao
tinh  |Mai san pham| doéng goi hing, nwdc san xuat |hiru/ nwéc chi sé hitu| béao hanh hanh
1 [COLLIN Dynamometer for adults Cai 10.0300 1 Cai/Goi
2 |MOELTGEN Goniometer Cai 10.0310 1 C4i/Goi
3 |CARROL Finger-Goniometer Cai 10.0315 1 Cai/Goi
4 |WEBER Aesthesiometer 9,5 cm Céi 10.0325 1 Cai/Goi
5 |ALY Algesimeter 18 cm Céi 10.0330 1 Cai/Goi
6 |RULER10cm/ 4"SS Cai 10.0331 1 Cai/Géi
7 |RULER 10cm/ 1/Imm - 1/2mm Cai 10.0331.1 1 Cai/Goi
8 |RULER15cm/ 6"SS Cai 10.0332 1 Cai/Géi
9 |RULER?20cm/ 8"SS Cai 10.0333 1 Cai/Géi
10 [RULER30cm/12"SS Cai 10.0334 1 Cai/Gaéi
11 |RULER50cm/ 20" SS Cai 10.0335 1 Cai/Géi
12 |[RULER 15¢cm/ 6" SS Cai 10.0338 1 Cai/Goi
m - . PROMED PROMED
18 |RULER X-Ray50cm/20°SS cai 100340 | 1Ca/Goi INSTRUMENTE INSTRUMENTE Cong Ty 58 Ba Van,
14 |RULER X-Ray 50 cm /20" Plastic Céi 10.0342 1 Cai/Goi £ \ A
15 |TAPE Measure 1,5 mtr Oilcloth Céi 10.0350 | 1 CAilGoi GMBH GMBH TNHH Thict | Phuong 14, Quan
- — Gansacker 9 Génsacker 9 Bi Y Té SAO | Tan Binh, Thanh
16 {TAPE Measure 2,0 mir. Steel Cai | 100852 | 1CA/SOL | b 7g53) Tuttlingen. | D-78532 Tuttlingen . MAI | phd Hé Chi Minh
17 |Caliper steel, up to 150mm / 6" Cai 10.0360 1 Cai/Goi Birc Bire
18 |BERTILLON Cephalometer Cai 10.0370 1 Cai/Goi
19 |PINARD Stethoscope ALUMINIUM Cai 10.0400 1 Cai/Goi
20 |PINARD Stethoscope WOOD Céi 10.0410 1 Cai/Gaéi
21 [DUPLEX Stethoscope Céi 10.0460 1 Cai/Goi
22 [DUPLEX 2.0 Stethoscope, Stainless Cai 10.0462 1 Cai/Goi
23 [UNIVERSAL Stethoscope Cai 10.0464 1 Cai/Goi
24 [COMPRIMETER Compression App. complete Cai 22.0010 1 Cai/Goi
25 [CUFF for 22.0010 for upper arm Cai 22.0011 1 Cai/Goi
26 |CUFF for 22.0010 for thigh Cai 22.0012 1 Cai/Gaéi
27 |[CUFF for 22.0010 for children Cai 22.0013 1 Cai/Goi
28 |[AIR PUMP with Manometer Cai 22.0015 1 Cai/Goi
29 [ESMARCH Compr.Bandage 5 mtr. 6 cm Cai 22.0020 1 Cai/Goi




STT Tén sin phém Pon vi | Ching loai/ Quy cach Tén co sé san xuét’/ Tén co sé chi s¢ Tén co'sé | Dia chi co sé bao
tinh  |Mai san pham| doéng goi hing, nwdc san xuat |hiru/ nwéc chi so hitu| bao hanh hanh
30 [GOUGE for Bone Wire Céi 23.4025 1 Cai/Goi
31 |Screw depth gauge up to 30 mm Cai 24.3071 1 Cai/Goi
32 [Screw depth gauge up to 50 mm Cai 24.3072 1 Cai/Goi
33 [Screw depth gauge up to 100 mm Cai 24.3073 1 Cai/Goi
34 |Screw depth gauge up to 120 mm Céi 24.3074 1 CailGéi
35 [CALIPER for Neurosurgery 125 mm Céi 27.5570 1 Cai/Goi
36 |CASTROVIEJO Marker 0-20 mm Cai 30.1400 1 Cai/Géi
37 [CASTROVIEJO Marker 0-20mm cvd. Cai 30.1401 1 Cai/Goi
38 |CASTROVIEJO Marker 0-15 mm Cai 30.1402 1 Cai/Goi
39 |CASTROVIEJO Marker 0-20 /0,5 mm Cai 30.1405 1 Cai/Goi
40 |CASTROVIEJO Caliper 0-40mm 9cm str. Céi 30.1406 1 Cai/Goi
41 |CASTROVIEJO Calip. 16,5cm, 0-40 mm drt. Cai 30.1408 1 Cai/Géi
42 |CASTROVIEJO Calip. 16,5¢cm,0-40 mm 45°ang Céi 30.1409 1 C4i/Goi PROMED PROMED
43 |JAMESON Caliper upto 8 cm/ 3" Cai 30.1410 1 C4i/Goi INSTRUMENTE INSTRUMENTE Cong Ty 58 Ba Van,
44 |THORPE (Marchac) Caliper up to 80 mm Cai 30.1415 1 Cai/Goi GMBH GMBH TNHH Thiét | Phuong 14, Quan
45 |Tuning Fork C- 128, Aluminum Cai 32.0400 1 Cai/Goi Génsacker 9 Génséacker 9 BiY Té SAO | Tan Binh, Thanh
46 |Tuning Fork C- 256, Aluminium Cai 32.0401 1 Cai/Goi D-78532 Tuttlingen . | D-78532 Tuttlingen . MAI phd H6 Chi Minh
47 |Tuning Fork C- 512, Aluminium Cai 32.0402 1 Cai/Goi burc buc
48 |Tuning Fork C-1024, Aluminium Cai 32.0403 1 Cai/Goi
49 |Tuning Fork C-2048, Aluminium Cai 32.0404 1 Cai/Goi
50 |Tuning Forks Set of 5,Aluminim Céi 32.0409 1 Cai/Gaéi
51 [HARTMANN Tuning Fork C- 128 Cai 32.0410 1 Cai/Gaéi
52 [HARTMANN Tuning Fork C- 256 Cai 32.0411 1 Cai/Géi
53 |HARTMANN Tuning Fork C- 512 Cai 32.0412 1 Cai/Goi
54 |HARTMANN Tuning Fork C-1024 Cai 32.0413 1 Cai/Goi
55 |HARTMANN Tuning Fork C-2048 Cai 32.0414 1 Cai/Goi
56 [HARTMANN Tuning Fork C-4096 Cai 32.0415 1 CailGéi
57 [HARTMANN Tun.Fork S/5 in case Cai 32.0419 1 Cai/Goi
58 |RYDEL-SEIFFER Tuning Fork c-128 Cai 32.0424 1 Cai/Goi
59 [NEUROTONE-5 Tuning Fork Cai 32.0426 1 Cai/Goi




STT Tén sin phém Pon vi | Ching loai/ Quy cach Tén co sé san xuét’/ Tén co sé chi s¢ Tén co'sé | Dia chi co sé bao
tinh  |Mai san pham| doéng goi hing, nwdc san xuat |hiru/ nwéc chi so hitu| bao hanh hanh
60 [KOENIG Tuning Fork adjustable a109 - g Céi 32.0430 1 Cai/Goi
61 [LUCAE Tuning Fork adjustable up tu h Céi 32.0431 1 C4i/Goi
62 |[Tuning Fork al - 440 Cai 32.0434 1 Cai/Goi
63 [LUCAE Tuning Fork ¢ 128 Cai 32.0435 1 Cai/Goi
64 |LUCAE Tuning Fork c1 256 Céi 32.0436 1 CailGéi
65 |LUCAE Tuning Fork c2 512 Cai 32.0437 1 Cai/Gaéi PROMED PROMED
66 [LUCAE Tuning Fork c3 1024 Cai 32.0438 1 Cai/Goi INSTRUMENTE INSTRUMENTE Coéng Ty 58 Ba Van,
67 |LUCAE Tuning Fork c4 2048 Cai 32.0439 1 Cai/Géi GMBH GMBH TNHH Thiét Phuong 14, Quan
68 [LUCAE Tuning Fork c5 4096 Cai 32.0440 1 Cai/Goi Génsécker 9 Gansacker 9 BiY Té SAO | Tan Binh, Thanh
69 [BARANY Noise apparatus Cai 32.0450 1 Cai/Goi D-78532 Tuttlingen. | D-78532 Tuttlingen . MAI phé H6 Chi Minh
70 [JOSEPH Measuring Rod 17 cm Céi 33.2450 1 Cai/Goi buc burc
71 [SCHULTZE Manometer w.lum.scale Cai 55.2291 1 Cai/Goi
72 [MARTIN Pelvimeter 34 cm Céi 56.0010 1 C4i/Goi
73 [COLLYER Pelvimeter 30 cm Cai 56.0020 1 Céi/Goi
74 [COLLIN Pelvimeter 35 cm Cai 56.0030 1 Cai/Goi
75 |DE LEE Pelvimeter 21 ¢cm, 1 -14cm Céi 56.0050 1 Cai/Goi
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