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S6:170001411/PCBA-HCM Tp H6 Chi Minh, ngay 05 thang 09 nam 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¢ : 28/SM-CBDCPT Ngay: 31/08/2017
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: Ho kep mang kim dung trong phiu thuat tai mili hong
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¢ hitu: SPIGGLE & THEIS MEDIZINTECHNIK GMBH
Dia chi chu s& hitu: Burghof 14 D - 51491 Overath. Dtic
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 KEP MANG KIM DUNG TRONG PHAU THUAT TAI MUI HONG

A o 2 Pon vi |Chiing loai/Ma | Quy cach Tén co sé san xuit/ hing, |Tén co sé chii s¢ hitu/nuwée | Tén co sé | Dia chi co sé bao
STT Tén san pham , . 2 . . . . ) o a R .
tinh san pham dong goi nuwéc san xuat chi sé hiru bio hanh hanh
1 |Halsey needle holder, tungsten carbide, delicate, 13 cm Cai 10-555-13 1 Cai/Goi
2 |Halsey needle holder, tungsten carbide, delicate, 13 cm, without ratchet Cai 10-556-13 1 Cai/Go6i
3 [Micro needle, titanium, blue, short curve, slightly curved, 16 cm Cai 10-600-00 1 Cai/Goi
4 [Micro needle, titan, blue, long curve, very slightly curved, 16 cm Cai 10-601-00 1 Cai/Géi
5 [Wullstein micro needle, straight, pointed, 16 cm Cai 10-625-01 1 Cai/Go6i
6 |Wullstein micro needle very slightly curved, pointed, 16 cm Cai 10-625-02 1 Cai/Goi
7 |Wullstein micro needle, strong curved, pointed, 16 cm Cai 10-625-03 1 Cai/Goi
8 [Wullstein micro needle, slightly curved, pointed, 16 cm Cai 10-625-04 1 Cai/Go6i
9 [Wwullstein micro needle, straight, blunt, 16 cm Cai 10-625-11 1 C4i/Goi
10 |Wullstein micro needle, slightly curved, blunt, 16 cm Cai 10-625-12 1 Cai/Goi
11 [Wullstein micro needle, strongly curved, blunt, 16 cm Cai 10-625-13 1 Cai/Go6i
12 |Schuknecht micro needle, angled shaft, straight needle, sharp, 16 cm Cai 10-634-01 1 Cai/Goi
13 |Schuknecht micro needle, angled shaft, straight needle,, blunt, 16 cm Cai 10-634-02 1 Cai/Goi
14 [Schuknecht micro needle, angled shaft, needle strongly curved, downwards, sharp, 16 cm Cai 10-634-03 1 Cai/Géi
15 |Zoéllner micro needle, straight, pointed Cai 10-639-01 1 Cai/Goi
16 |Yankauer septum needle, slightly curved, forward, 17 cm Cai 20-590-01 1 Cai/Goi
17 |Yankauer septum needle, strong curved, backward, 17 cm Cai 20-590-02 1 Cai/Géi
18 |Yankauer septum needle, curved right, 17 cm Cai 20-590-04 1 Cai/Goi
19 |Yankauer septum needle, left curved, 17 cm Cai 20-590-05 1 Cai/Go6i
20 |Crile-Wood needleholder tungsten carbide inserts, 15 cm Cai 20-740-15 1 C4i/Géi SPIGGLE & THEIS SPIGGLE & THEIS Cong Ty |58 Ba Van, Phuong
21 |Neivert needle holder tungsten carbide, fine 13 cm Cai 20-742-13 1 Cai/Géi MEDIZINTECHNIK GMBH MEDIZINTECHNIK GMBH |TNHH Thiét |14, Quan Tén Binh,
22 |Senning needle holder tungsten carbide, slender shape 15 cm Céi 20-744-15 1 Cai/Go6i Burghof 14 Burghof 14 Bi Y Té Sao | Thanh ph6 H6 Chi
23 |Senning needle holder tungsten carbide, slender shape 17 cm Cai 20-744-17 1 C4i/Géi D - 51491 Overath. Buc D - 51491 Overath. Duc Mai Minh
24 |Micro-Ryder needle holder tungsten carbide, small ends, 15 cm Cai 20-745-15 1 Cai/Goi
25 |Converse needle holder tungsten carbide, very fine 12 cm Cai 20-746-12 1 Cai/Go6i
26 |Masing needle holder, smooth jaws angled thumb ring, working length 9 cm Cai 20-748-10 1 Cai/Goi
27 |Masing needle holder, smooth jaws angled thumb ring, working length 13 cm Cai 20-748-13 1 Cai/Goi
28 |Castroviejo micro vascular needle holder with ratchet, straight, 11 cm Cai 20-760-11 1 Cai/Goi
29 |Castroviejo micro vascular needle holder with ratchet, straight, 14.5 cm Cai 20-760-14 1 Cai/Goi
30 |Castroviejo micro vascular needle holder with ratchet, curved, 14.5 cm Cai 20-761-14 1 Cai/Goi
31 |Injection needle, angled 0.8 mm, 13 cm Cai 30-122-08 1 Cai/Goi
32 |Tubalnstruments forceps 85° curved, vertical gold plated grip Cai 40-242-01 1 Cai/Goi
33 |Tubalnstruments needle holder 85° curved, serrated, horizontal gold plated grip Cai 40-242-02 1 Cai/Goi
34 |Tonsil loops for Eves tonsil snare stainless, open, 0.45 mm pack with 100 pcs. Cai 40-365-01 1 Cai/Goi
35 |Hurd tonsil suture needle, right, 22 cm Cai 40-365-02 1 Cai/Goi
36 |Hurd tonsil suture needle, left, 22 cm Cai 40-367-24 1 Cai/Goi
37 |Mikulicz tonsil forceps curved, 1:2 teeth, 18.5 cm Cai 40-465-18 1 Cai/Géi
38 |Crile-Wood needle holder tungsten carbide, slender, 18 cm Cai 40-465-20 1 Cai/Goi
39 |Crile-Wood needle holder tungsten carbide, slender, 20 cm Cai 40-465-23 1 Cai/Goi
40 |Spare glass tube for metal syringe, 10 ccm Cai 40-553-01 1 Cai/Goi
41 |Injection needle, straight, 0.8 mm,12 cm, Luer-lock Cai 40-553-02 1 Cai/Géi
42 [Smoke evacuation tube for rigid and spreadable laryngoscopes, size 1 to 7 Cai 50-209-17 1 Cai/Goi




A a 2 Pon vi |Ching loai/Ma | Quy cach Tén co s6 san xuat/ hang, |Tén co sé chii s6 hitu/nwéc | Tén co sé | Pia chi co sé bao
STT Tén san pham , . P . e . . ) e S .
tinh sdn pham dong goi nuéc san xuat chi sé hiru bio hanh hanh
43  [Smoke evacuation tube, for laser laryngoscopes, size 1 to 7 Cai 50-219-17 1 Cai/Goi
44 |Knot tier, straight, working lenght 22 cm, total length 25 cm Cai 50-320-23 1 Cai/Go6i
45 [Suture needle, curved right, working length 22 cm, total length 25 cm Cai 50-321-23 1 Cai/Goi
46 |Quiver for suction tubes, 400 mm long, 40 mm dia., for hook on op-table bar Cai 50-345-23 1 Cai/Goi
47 |Cotton carrier, serrated, 2,5 mm, 23 cm Cai 50-353-23 1 Cai/Goi
48 [Micro laryngeal forceps with irrigation channel,very delicate,heartshaped jaw 1,0mm, left curved, corf ~ Cai 50-650-23 1 Cai/Goi SPIGGLE & THEIS SPIGGLE & THEIS Cong T 58 Ba Vin Phut
- - N R e e ong ly a Van, Phuong
49 _|Hollow probe, straight, 14.5 cm_ cai 80-472-25 I CAVGSI |\ EDIZINTECHNIK GMBH | MEDIZINTECHNIK GMBH | TNHH Thiét |14, Quan Tan Binh,
50 |Redon guide needle, lancet tip, slight curve, 2.5 mm, 19.5 cm Cai 80-472-35 1 Cai/Goi . £ R L ek s
- - - — — Burghof 14 Burghof 14 Bi Y Té Sao | Thanh ph6é H6 Chi
51 |Redon guide needle, lancet tip, slight curve, 3.5 mm, 19.5 cm Cai 80-472-40 1 Cai/Géi D - 51491 Overath. Pirc D - 51491 Overath. i Mai Minh
52 |Redon guide needle, lancet tip, slight curve, 4.0 mm, 19.5 cm Cai 80-472-45 1 Cai/Goi
53 |Redon guide needle, lancet tip, slight curve 4.5 mm, 19.5 cm Cai 80-472-55 1 Cai/Goi
54 |Redon guide needle, lancet tip, slight curve 5.5 mm, 19.5 cm Cai 80-472-60 1 Cai/Géi
55 |Redon guide needle, lancet tip, slight curve 6.0 mm, 19.5 cm Cai 80-473-25 1 Cai/Goi
56 |Redon guide needle, lancet tip, slight curve, 2.5 mm, 19.5 cm Cai 80-472-35 1 Cai/Goi
57 |Redon guide needle, lancet tip, slight curve, 3.5 mm, 19.5 cm Cai 80-472-40 1 Cai/Goi
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