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S6 :170001413/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¢ : 21/SM-CBDCPT Ngay: 31/08/2017
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: Ho dung cu soi tai miii hong va 4m thoa dung trong phau thuét tai mii 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 sé 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 DUNG CU SOI TMH VA AM THOA DUNG TRONG PHAU THUAT TAI MUI HONG

A a 2 Ponvi [Ching loai/Ma | Quy cach Tén co sé san xuat/ hing, [Tén co sé chii s& hiru/nwéc | Tén co sé |Pia chi co sé bao
STT Tén san pham . . 2 . e . ) Y e e . N
tinh sdn pham déng goi nuéce sin xuat chii s6¢ hiru bédo hanh hanh
1 |HR binoculare loupe 2.5x/340 mm with cover and loupe holder, attachment for HighLite, 1 piece Cai 10-120-01 1 Cai/Hop
2 |Binocular loupe, 2.5 x magnification, working distance 340 mm, in case and glasses, incl. holding band & cleaning Cai 10-140-00 1 Cai/Hop
3 |Ear specula, autoclavable, for beta 200 and mini 3000 black, set of 4 sizes 1 set Cai 10-145-01 1 Cai/Hop
4 |Ear specula, autoclavable, for beta 200 and mini 3000 black, 2.4 mm Cai 10-145-24 1 Cai/Hop
5 |Ear specula, autoclavable, for beta 200 and mini 3000, black, 3.0 mm Cai 10-145-30 1 Cai/Hop
6 |Ear specula, autoclavable, for beta 200 and mini 3000, black, 4.0 mm Cai 10-145-40 1 Cai/Hop
7 |Ear specula, autoclavable, for beta 200 and mini 3000, black, 5.0 mm Cai 10-145-50 1 Cai/Hop
8 |Ear specula, disposable, for otoscopes alpha, beta and mini 3000, black, 2.5 mm pack with 1000 pieces Cai 10-148-25 1 Cai/Hop
9 |Ear specula, disposable, for otoscopes alpha, beta and mini 3000, black, 4.0 mm pack with 1000 pieces Cai 10-148-40 1 Cai/Hop
10 |Kabierski powder blower, complete with 3 cannula for ear, nose, pharynx, larynx bottle, rubber ball, 1 set Cai 10-155-00 1 Cai/Hop
11 |Kabierski spare bottle, 30 ccm Cai 10-155-01 1 Cai/Hop
12 |Kabierski rubber ball Cai 10-155-02 1 Cai/Hop
13 |Briinings anastignatic aural magnifier set with mangnifier, ball, 4 specula case, 1 set Cai 10-180-00 1 Cai/Hop
14 |Briinings rubber bulb, incl. tube and cone Cai 10-182-01 1 Cai/Hop
15 |Briinings magnifier head closed 2.5 times magnified Cai 10-182-02 1 Cai/Hop
16 |Briinings magnifier without magnification Cai 10-182-04 1 Cai/Hop
17 |Briinings ear speculum, size 1, length 36 mm, ID 3.5 mm, OD 6.5 mm Cai 10-183-01 1 Cai/Hop
18 |[Briinings ear speculum, size 2, length 36 mm, ID 5.5 mm, OD 7.5 mm Cai 10-183-02 1 Cai/Hop
19 |[Briinings ear speculum, size 3, length 36 mm, ID 6.0 mm, OD 8.5 mm Cai 10-183-03 1 Cai/Hop
20 |Briinings ear speculum, size 4, length 36 mm, ID 6.5 mm, OD 10 mm Cai 10-183-04 1 Cai/Hop
21 |Briinings ear speculum, size 0, length 36 mm, ID 3.0 mm, OD 4.3 mm Cai 10-183-10 1 Cai/Hop
22 |Farrior ear speculum,, straight, round, 3.3 mm ID, 4.3 mm OD Cai 10-186-01 1 Cai/Hop R A
23 |Farrior ear speculum,, straight, round, 4.3 mm ID, 5.3 mm OD Cai 10-186-02 1 Cai/Hop SPIGGLE & THEIS SPIGGLE & THEIS Cong Tyu 58 Ba Van,
- = - - — —— MEDIZINTECHNIK GMBH MEDIZINTECHNIK GMBH | TNHH Thi¢t | Phuong 14, Quan
24 |Farrior ear speculum,, straight, round, 4.8 mm ID, 5.8 mm OD Cai 10-186-03 1 Cai/Hop Burahof 14 Burahof 14 BiYTéS s .
- - — —— gno! urgno 1 ¢ Sao | Tan Binh, Thanh
;2 'Izarr!or ear speculum,, stra!ght, round, 5.3 mm ID, 6.3 mm OD Ca}? 10-186-04 1 C2'1¥/H(;)p D - 51491 Overath. Dirc D - 51491 Overath. Dirc Mai phé H5 Chi Minh
arrior ear speculum,, straight, round, 5.8 mm ID, 6.8 mm OD Cai 10-186-05 1 Cai/Hop
27 |Farrior ear speculum,, straight, round, 6.3 mm ID, 7.3 mm OD Cai 10-186-06 1 Cai/Hop
28 |Farrior ear speculum,, straight, round, 6.7 mm ID, 7.7 mm OD Cai 10-186-07 1 Cai/Hop
29 |Farrior ear speculum,, straight, round, 7.2 mm ID, 8.2 mm OD Cai 10-186-08 1 Cai/Hop
30 |Farrior ear speculum,, straight, round, 7.7 mm ID, 8.7 mm OD Cai 10-186-09 1 Cai/Hop
31 |Farrior ear speculum,, black, 20°, oval, ID 3.0 x 4.0 mm, OD 4.0 x 5.0 mm Cai 10-188-01 1 Cai/Hop
32 |Farrior ear speculum,, black, 20°, oval, ID 4.0 x 5.0 mm, OD 5.0 x 6.0 mm Cai 10-188-02 1 Cai/Hop
33 |Farrior ear speculum,, black, 20°, oval, ID 4.5 x 5.5 mm, OD 5.5 x 6.5 mm Cai 10-188-03 1 Cai/Hop
34 |Farrior ear speculum,, black, 20°, oval, ID 5.0 x 6.0 mm, OD 6.0 x 7.0 mm Cai 10-188-04 1 Cai/Hop
35 |Farrior ear speculum,, black, 20°, oval, ID 5.5 x 6.5 mm, OD 6.5 x 7.5 mm Cai 10-188-05 1 Cai/Hop
36 |Farrior ear speculum,, black, 20°, oval, ID 6.0 x 7.0 mm, OD 7.0 x 8.0 mm Cai 10-188-06 1 Cai/Hop
37 |Farrior ear speculum,, black, 20°, oval, ID 6.5 x 7.5 mm, OD 7.5 x 8.5 mm Cai 10-188-07 1 Cai/Hop
38 |[Farrior ear speculum,, black, 20°, oval, ID 7.0 x 8.0 mm, OD 8.0 x 9.0 mm Cai 10-188-08 1 Cai/Hop
39 |Farrior ear speculum,, black, 20°, oval, ID 7.5 x 8.5 mm, OD 8.5 x 9.5 mm Cai 10-188-09 1 Cai/Hop
40 |Farrior ear speculum,, black, 35°, oval, ID 3.0 x 4.0 mm, OD 4.0 x 5.0 mm Cai 10-190-01 1 Cai/Hop
41 |Farrior ear speculum,, black, 35°, oval, ID 4.0 x 5.0 mm, OD 5.0 x 6.0 mm Cai 10-190-02 1 Cai/Hop
42 |Farrior ear speculum,, black, 35°, oval, ID 4.5 x 5.5 mm, OD 5.5 x 6.5 mm Cai 10-190-03 1 Cai/Hop
43 |Farrior ear speculum,, black, 35°, oval, ID 4.5 x 5.5 mm, OD 5.5 x 6.5 mm Cai 10-190-04 1 Cai/Hop
44 |Farrior ear speculum, black, 35°, oval ID 5.5 x 6.5 mm, OD 6.5 x 7.5 mm Cai 10-190-05 1 Cai/Hop
45 |Farrior ear speculum, black, 35°, oval ID 6.0 x 7.0 mm, OD 7.0 x 8.0 mm Cai 10-190-06 1 Cai/Hop
46 |Farrior ear speculum, black, 35°, oval, ID 6.5 x 7.5 mm, OD 7.5 x 8.5 mm Cai 10-190-07 1 Cai/Hop
47 |Farrior ear speculum, black, 35°, oval, ID 7.0 x 8.0 mm, OD 8.0 x 9.0 mm Cai 10-190-08 1 Cai/Hop
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tinh sdn pham déng goi nuéce san xuat chii s hiru bédo hanh hanh
48 |Farrior ear speculum, black, 35°, oval, ID 7.5 x 8.5 mm, OD 8.5 x 9.5 mm Cai 10-190-09 1 Cai/Hop
49 |Zollner ear speculum, light metal black, ID 4.5 x 5.5 mm, OD 5.5 x 6.5 mm, length 38 mm Cai 10-192-01 1 Cai/Hop
50 |Zollner ear speculum, light metal, black, ID 5.5 x 6.5 mm, OD 6.5 x 7.5 mm, length 38 mm Cai 10-192-02 1 Cai/Hop
51 |Zollner ear speculum, light metal, black, ID 6.5 x 7.5 mm, OD 7.5 x 8.5 mm, length 38 mm Cai 10-192-03 1 Cai/Hop
52 |Zollner ear speculum, light metal, black, ID 7.5 x 8.5 mm, OD 8.5 x 9.5 mm, length 38 mm Cai 10-192-04 1 Cai/Hop
53 |Zollner ear speculum, light metal, black, ID 8.5 x 9.5 mm OD 9.5 x 10.5 mm, length 38 mm Cai 10-192-05 1 Cai/Hop
54 | Zollner ear speculum, light metal, black, ID 9.5 x 10.5 mm, OD 10.5 x 11.5 mm, length 38 mm Cai 10-192-06 1 Cai/Hop
55 [Hartmann Ear Speculum, Fig. 0, OD 3.3 mm, ID 2.0 mm Cai 10-200-00 1 Cai/Hop
56 |Hartmann ear specula, size 1, OD 4.3 mm, ID 3.2 mm Cai 10-200-01 1 Cai/Hop
57 |Hartmann ear specula, size 2, OD 5.2 mm, ID 4.0 mm Cai 10-200-02 1 Cai/Hop
58 |Hartmann ear specula, size 3, OD 6.5 mm, ID 5.2 mm Cai 10-200-03 1 Cai/Hop
59 [Hartmann ear specula, size 4, OD 7.8 mm, ID 6.5 mm Cai 10-200-04 1 Cai/Hop
60 [Hartmann ear speculum for post treatment, OD 9.0 mm, ID 8.0 mm, satin finished Cai 10-201-01 1 Cai/Hop
61 [Hartmann ear speculum for post treatment, OD 10.0 mm, ID 9.0 mm, satin finished Cai 10-201-02 1 Cai/Hop
62 |Politzer ear speculum for children, size 1, OD 3.0 mm, ID 2.0 mm Cai 10-202-01 1 Cai/Hop
63 |Politzer ear speculum for children, size 2, OD 4.5 mm, ID 3.0 mm Cai 10-202-02 1 Cai/Hop
64 |Politzer ear speculum for children, size 3, OD 5.5 mm, ID 4.0 mm Cai 10-202-03 1 Cai/Hop
65 [Holmgren ear speculum, expandable, black, OD 5 mm, ID 4 mm Cai 10-203-05 1 Cai/Hop
66 |Holmgren ear speculum, expandable, black, OD 6 mm, ID 5 mm Cai 10-203-06 1 Cai/Hop
67 |Holmgren ear speculum, expandable, black, OD 7. mm, ID 6 mm Cai 10-203-07 1 Cai/Hop
68 |Hartmann nasal speculum for adults, dismountable Cai 20-100-01 1 Cai/Hop
69 |Tieck-Halle nasal speculum for children dismountable, 21 mm, 13 cm Cai 20-101-00 1 Cai/Hop
70 |Tieck-Halle nasal speculum for newborn dismountable, 17.5 mm, 13 cm Cai 20-101-01 1 Cai/Hop SPIGGLE & THEIS SPIGGLE & THEIS Céng Ty 58 Ba Van,
71 |Hartmann-Halle nasal speculum, size 1 Cai 20-110-01 1 Cai/Hop MEDIZINTECHNIK GMBH MEDIZINTECHNIK GMBH |TNHH Thiét | Phuong 14, Quan
72 |Hartmann-Halle nasal speculum, size 2 Cai 20-110-02 1 C4i/Hop Burghof 14 Burghof 14 Bi Y Té Sao | Tan Binh, Thanh
73 |Hartmann-Halle nasal speculum, size 3 Cai 20-110-03 1 Cai/Hop D - 51491 Overath. Dirc D - 51491 Overath. Birc Mai phd Hb Chi Minh
74 |Hartmann nasal speculum, size 1, 15 cm, 27 mm, dismountable Cai 20-112-01 1 Cai/Hop
75 |Hartmann nasal speculum, size 2, 15 cm, 30 mm, dismountable Cai 20-112-02 1 Cai/Hop
76 |Hartmann nasal speculum, size 3, 15 cm, 34 mm, dismountable Cai 20-112-03 1 Cai/Hop
77 |Beckmann nasal speculum curved to side Cai 20-115-00 1 Cai/Hop
78 |Brusis nasal speculum, self holding, with screw, teeth on both sides Cai 20-145-00 1 Cai/Hop
79 |Herberhold septal speculum, very fine, serrated blades, 55 mm, with screw Cai 20-147-55 1 Cai/Hop
80 |Killian septum speculum, 14 cm, 40 mm Cai 20-148-40 1 Cai/Hop
81 [Killian septum speculum, 14 cm, 55 mm Cai 20-148-55 1 Cai/Hop
82 |Killian septum speculum, 14 cm, 75 mm Cai 20-148-75 1 Cai/Hop
83 |Killian septum speculum, 14 cm, 90 mm Cai 20-148-90 1 Cai/Hop
84 |Cottle septal speculum, 50 mm without screw Cai 20-149-55 1 Cai/Hop
85 |Killian-Struycken nasal speculum, 40 mm Cai 20-150-40 1 Cai/Hop
86 |Killian-Struycken nasal speculum, 55 mm Cai 20-150-55 1 Cai/Hop
87 |Killian-Struycken nasal speculum, 65 mm Cai 20-150-65 1 Cai/Hop
88 |Killian-Struycken nasal speculum, 75 mm Cai 20-150-75 1 Cai/Hop
89 |Killian-Struycken nasal speculum, 90 mm Cai 20-150-90 1 Cai/Hop
90 |Cottle septum speculum with screw, 35 mm length of blade Cai 20-151-40 1 Cai/Hop
91 |Cottle septum speculum with screw, 55 mm length of blade Cai 20-151-55 1 Cai/Hop
92 |Cottle septum speculum with screw, 75 mm length of blade Cai 20-151-75 1 Cai/Hop
93 |Cottle septum speculum with screw, 90 mm length of blade Cai 20-151-90 1 Cai/Hop
94 [Herberhold septum speculum, extra fine, serrated blades, 35 mm length of blade Cai 20-152-40 1 Cai/Hop
95 |Herberhold septum speculum, extra fine, serrated blades, 55 mm length of blade Cai 20-152-55 1 Cai/Hop
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96 |Herberhold septum speculum, extra fine, serrated blades, 75 mm length of blade Cai 20-152-75 1 Cai/Hop

97 [Herberhold septum speculum, extra fine, serrated blades, 90 mm length of blade Cai 20-152-90 1 Cai/Hop

98 |Cottle septum speculum, black, very thin blades, 35 mm length of blade Cai 20-153-40 1 Cai/Hop

99 |Cottle septum speculum, black, very thin blades, 47 mm length of blade Cai 20-153-45 1 Cai/Hop

100 |Cottle septum speculum, black, very thin blades, 57 mm length of blade Cai 20-153-55 1 Cai/Hop

101 |Cottle septum speculum, black, very thin blades, 75 mm length of blade Cai 20-153-75 1 Cai/Hop

102 |Aufricht retractor for flexible tension arm Cai 20-154-01 1 Cai/Hop

103 |Aufricht retractor for flexible tension arm, 2 teeth Cai 20-154-02 1 Cai/Hop

104 |Fibre light carrier for septum specula 20-155-40, 20-155-55, 20-155-75, 20-155-90 Cai 20-155-00 1 Cai/Hop

105 |Kilian septum speculum with fibre light carrier, 40 mm, 14 cm Cai 20-155-40 1 Cai/Hop

106 |Kilian septum speculum with fibre light carrier, 55 mm, 14 cm Cai 20-155-55 1 Cai/Hop

107 [Kilian septum speculum with fibre light carrier, 75 mm, 14 cm Cai 20-155-75 1 Cai/Hop

108 [Kilian septum speculum with fibre light carrier, 90 mm, 14 cm Cai 20-155-90 1 Cai/Hop

109 |Cottle septum speculum for flexible arm, with screw 40 mm length of blade Cai 20-156-40 1 Cai/Hop

110 |Cottle septum speculum for flexible arm, with screw 55 mm length of blade Cai 20-156-55 1 Cai/Hop

111 |Cottle septum speculum for flexible arm, with screw 75 mm length of blade Cai 20-156-75 1 Cai/Hop

112 |Cottle septum speculum for flexible arm, with screw 90 mm length of blade Cai 20-156-90 1 Cai/Hop

113 |Sinus speculum for children left blade 25 mm Cai 30-702-25 1 Cai/Hop

114 |Sinus speculum for children right blade 25 mm Cai 30-703-25 1 Cai/Hop

115 |Sinus speculum for adults left blade 55 mm Cai 30-705-55 1 Cai/Hop

116 |Sinus speculum for adults left blade 65 mm Cai 30-705-65 1 C4i/Hop SPIGGLE & THEIS SPIGGLE & THEIS Cong Ty 58 Ba Van,
117 |Sinus speculum for adults left balde 75 mm Cai 30-705-75 1 Cai/Hop MEDIZINTECHNIK GMBH MEDIZINTECHNIK GMBH | TNHH Thiét Phuong 14, Quan
118 [Sinus speculum for adults right blade 55 mm Cai 30-706-55 1 Cai/Hop Burghof 14 Burghof 14 Bi Y Té Sao | Tan Binh, Thanh
119 [Sinus speculum for adults right blade 65 mm Cai 30-706-65 1 Cai/Hop D - 51491 Overath. Bac D - 51491 Overath. Bire Mai phd Hb Chi Minh
120 |Sinus speculum for adults right blade 75 mm Cai 30-706-75 1 Cai/Hop

121 |Selfholding Spekulum with adjusting screw left and right slotted Cai 30-711-00 1 Cai/Hop

122 |Laryngeal needle-holder with irrigation channel with ratchet, 22 cm Cai 50-652-23 1 Cai/Hop

123 |Ueckermann tracheotomy trocar with silver canula, 9.0 mm, 13.5 cm Cai 80-482-19 1 Cai/Hop

124 |Barany noise apparatus with olive tip Cai 10-160-00 1 Cai/Hop

125 |Olive tip for Barany noise apparatus Cai 10-160-99 1 Cai/Hop

126 |Tuning fork with foot a1=440 Hz Cai 10-171-01 1 Cai/Hop

127 |Hartmann tuning fork, c=128 Hz Cai 10-172-00 1 Cai/Hop

128 |Hartmann tuning fork, c1=256 Hz Cai 10-172-01 1 Cai/Hop

129 [Hartmann tuning fork, c2=512 Hz Cai 10-172-02 1 Cai/Hop

130 [Hartmann tuning fork, c3=1024 Hz Cai 10-172-03 1 Cai/Hop

131 [Hartmann tuning fork, c4=2048 Hz Cai 10-172-04 1 Cai/Hop

132 |Hartmann tuning fork, c5=4096 Hz Cai 10-172-05 1 Cai/Hop

133 |Hartmann tuning fork set, 5 tuning forks in case, ¢, c1, c2, c3, ¢4 1 set Cai 10-179-00 1 Cai/Hop

134 |[Lucae tuning fork with foot C=128 Hz Cai 10-170-00 1 Cai/Hop

135 |[Lucae tuning fork with foot C1=256 Hz Cai 10-170-01 1 Cai/Hop

136 [Lucae tuning fork with foot C2=512 Hz Cai 10-170-02 1 Cai/Hop

137 |Lucae tuning fork with foot C3=1024 Hz Cai 10-170-03 1 Cai/Hop

138 |Lucae tuning fork with foot C4=2048 Hz Cai 10-170-04 1 Cai/Hop

139 |Lucae tuning fork with foot C5=4096 Hz Cai 10-170-05 1 Cai/Hop
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