SO Y TE TP HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

84: 200001332/PCBA-HCM Tp H6 Chi Minh, ngay 11 thang 08 ndm 2020

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 bd: CONG TY TRACH NHIEM HUU HAN MOT THANH VIEN TiN NHA
2. bia chi: A4230T12 floor 23rd, block A4, 02 Ton Duc Thang, Ben Nghe Ward, Distric 1, Ho
Chi Minh City, Vietnam., Phuong Bén Nghé, Quan 1, Thanh phé H5 Chi Minh

3. S6 vin ban dé nghi cta co sé: 011/2020CV_TN Ngay: 06/08/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Dung cu , phu kién léy dau chan rang nhan tao

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 chuén 4p dung: ISO 13485

5. Thong tin vé chu s hitu trang thiét bi y té :

Tén chu s hitu: Megagen Implant Co., LTD

Dia chi chu so¢ hitu: 45, Secheon -ro 7gil, Dasa -eup, Dalseong -gun , Daegu 42921, Repulic of
Korea

6. Thong tin vé€ co s& bao hanh:

7. Thanh phan hd so:

1 | Phu lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chuing nhan dat ti€u chuan quan ly chat lugng con hiéu lyc tai thoi diém ndp ho so

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du di€u ki¢n bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo mau s6 1 Phuy lyc 8

N SN | B

Giay chtng nhan hgp chuan hozic Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong sb hoa, 1y, visinh va cac thong s0 khac do co so du diéu
kién theo quy dinh cua phap luat vé danh gia sy phu hop cap dbi voi trang thiét bi y té
san xudt trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | Mau nhén sé& sir dung khi luu hanh tai Viét Nam cia trang thiét bi y té
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Giéy chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so doi véi trang thiét
bi y té nhap khau hodc Phiéu ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nude

NGUOI TIEP NHAN HO SO

Ky bagi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S Y té, Thanh
ph6 Ho Chi Minh

Ngay ky: 11-08-2020
17:50:50 +07:00

Pham Thi Thanh Huyén




DANH MUC PINH KEM

Tén trang [Chung loai/ H’a ng: H,ang, ,
STT Kove  E |nax = z nuwdc san |nuwdc chu
thiét bi y t¢ |Ma san pham £ oy~
xuat SO hiru
Dung cu, phu kién liy diu chén ring nhan tao Megagen | Megagen
1 | Phukién lay MBP0O Implant | Implant
2 | dau trén chan MBP05 co., Ltd, | co., Ltd,
3 rang nhan tao MBP10 Han Quéc | Han Qudc
4 MBP15
5 Magnetic Positioner MMP4
6 Magnetic Positioner MMP5
7 Guide Pin STPIG1611
8 Guide Pin STPIG1615
9 Guide Pin STPIG2011
10 Guide Pin STP1G2015
11 Guide Pin STTIG1611
12 Guide Pin STTIG1615
13 Guide Pin STTIG2011
14 Guide Pin STTIG2015
15 Impression Coping STPIM4011
16 Impression Coping STPIM4011N
17 Impression Coping STPIM4011INT
18 Impression Coping STPIM4011T
19 Impression Coping STPIM4015
20 Impression Coping STPIM4015N
21 Impression Coping STPIM4015NT
22 Impression Coping STPIM4015T
23 Impression Coping STPIM4511
24 Impression Coping STPIM4511N
25 Impression Coping STPIMA4511INT
26 Impression Coping STPIM4511T
27 Impression Coping STPIM4515
28 Impression Coping STPIM4515N
29 Impression Coping STPIMA4515NT
30 Impression Coping STPIM4515T
31 Impression Coping STPIS4011
32 Impression Coping STPIS4011N
33 Impression Coping STPIS4011INT
34 Impression Coping STPIS4011T
35 Impression Coping STPIS4015
36 Impression Coping STPIS4015N
37 Impression Coping STPIS4015NT
38 Impression Coping STPIS4015T
39 Impression Coping STPIS4511
40 Impression Coping STPIS4511N
41 Impression Coping STPIS451INT
42 Impression Coping STPISA511T
43 Impression Coping STPIS4515




44

45

46

47

48

49

50

51

52

53

54

55

56

57

58

59

60

61

62

63

64

65

66

67

68

69

70

71

72

73

74

75

76

77

78

79

80

81

82

83

84

85

86

87

88

89

90

91

92

93

Impression Coping STPIS4515N
Impression Coping STPIS4A515NT
Impression Coping STPIS4515T
Impression Coping STPIS5011
Impression Coping STPIS5011N
Impression Coping STPIS501INT
Impression Coping STPIS5011T
Impression Coping STPIS5015
Impression Coping STPIS5015N
Impression Coping STPIS5015NT
Impression Coping STPIS5015T
Impression Coping STPIS6011
Impression Coping STPIS6011N
Impression Coping STPIS601INT
Impression Coping STPIS6011T
Impression Coping STPIS6015
Impression Coping STPIS6015N
Impression Coping STPIS6015NT
Impression Coping STPIS6015T
Impression Coping STPIS7011
Impression Coping STPIS7011N
Impression Coping STPIS701INT
Impression Coping STPIS7011T
Impression Coping STPIS7015
Impression Coping STPIS7015N
Impression Coping STPIS7015NT
Impression Coping STPIS7015T
Impression Coping STTIM4011
Impression Coping STTIM4011NH
Impression Coping STTIM4011T
Impression Coping STTIM4015
Impression Coping STTIM4015NH
Impression Coping STTIM4015T
Impression Coping STTIM4511
Impression Coping STTIM4511NH
Impression Coping STTIM4511T
Impression Coping STTIM4515
Impression Coping STTIM4515NH
Impression Coping STTIM4515T
Impression Coping STTIS4011
Impression Coping STTIS4011NH
Impression Coping STTIS4011T
Impression Coping STTIS4015
Impression Coping STTIS4015NH
Impression Coping STTIS4015T
Impression Coping STTIS4511
Impression Coping STTIS4511NH
Impression Coping STTIS4511T
Impression Coping STTIS4515

Impression Coping

STTIS4515NH




94 Impression Coping STTIS4515T
95 Impression Coping STTIS5011

96 Impression Coping STTIS5011NH
97 Impression Coping STTIS5011T
98 Impression Coping STTIS5015

99 Impression Coping STTIS5015NH
100 Impression Coping STTIS5015T
101 Impression Coping STTIS6011
102 Impression Coping STTIS6011NH
103 Impression Coping STTIS6011T
104 Impression Coping STTIS6015
105 Impression Coping STTIS6015NH
106 Impression Coping STTIS6015T
107 Impression Coping STTIS7011
108 Impression Coping STTIS7011NH
109 Impression Coping STTIS7011T
110 Impression Coping STTIS7015
111 Impression Coping STTIS7015NH
112 Impression Coping STTIS7015T
113 Scan Abutment OSGSSC3110
114 Scan Abutment OSGSSC3110T
115 Scan Abutment OSGSSC3111
116 Scan Abutment OSGSSC3111T
117 Scan Abutment 0OSGSSC3210
118 Scan Abutment 0OSGSSC3210T
119 Scan Abutment OSGSSC3211
120 RP Analog OSRA3709
121 RP Analog OSRA4309
122 RP Analog STRLA440
123 RP Analog STRLA460
124 RP Analog STRLAA470
125 RP Analog STRLA441
126 RP Analog STRLA461
127 RP Analog STRLA471
128 RP Analog STRLA540
129 RP Analog STRLA560
130 RP Analog STRLA570
131 RP Analog STRLA640
132 RP Analog STRLAG660
133 RP Analog STRLAG670
134 RP Analog STRLA760
135 RP Analog STTLA350
136 RP Analog STTLA400

1 | Phu kién dung |Direction Indicator MDI3348

2 |trong cdy chan [Direction Indicator MDI100

3 rang nhéan tao |Torque Driver TBT250L

4 Torque Driver TBT250S

5 Hand Driver TCMHDS1200

6 Hand Driver TCMHDL1200

7 Hand Driver TCMHDU1200
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Hand Driver TCMHDE1200
Lance Drill MGD100L
Lindermann Drill TEEL200M
Shaping Drill SD3318S
Shaping Drill SD3318M
Shaping Drill SD3318L
Shaping Drill SD3618S
Shaping Drill SD3618M
Shaping Drill SD3618L
Shaping Drill SD4218S
Shaping Drill SD4218M
Shaping Drill SD4218L
Shaping Drill SD4818S
Shaping Drill SD4818M
Shaping Drill SD4818L
Shaping Drill SD2018S
Shaping Drill SD2018M
Shaping Drill SD2018L
Shaping Drill SD2818S
Shaping Drill SD2818M
Shaping Drill SD2818L
Stopper Drill SD2007M
Stopper Drill SD2008M
Stopper Drill SD2010M
Stopper Drill SD2011M
Stopper Drill SD2807M
Stopper Drill SD2808M
Stopper Drill SD2810M
Stopper Drill SD2811M
Stopper Drill SD3307M
Stopper Drill SD3308M
Stopper Drill SD3310M
Stopper Drill SD3311M
Stopper Drill SD3607M
Stopper Drill SD3608M
Stopper Drill SD3610M
Stopper Drill SD3611M
Stopper Drill SD4207M
Stopper Drill SD4208M
Stopper Drill SD4210M
Stopper Drill SD4211M
Stopper Drill SD4807M
Stopper Drill SD4808M
Stopper Drill SD4810M
Stopper Drill SD4811M
Flattening Drill FD5020
Flattening Drill FD6020
Dense Drill STDD39
Dense Drill STDD43
Dense Drill STDDA48
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Dense Drill STDD53
Flattening Drill Housing [FDH50
Flattening Drill Housing [FDH60
Flattening Lance FL20

ST Internal Kit KSTIN3000
Drill Extension MDE150
Handpiece Connector  |STHCL21
Handpiece Connector  [STHCL25
Handpiece Connector  |STHCL36M
Handpiece Connector |STHCS21
Handpiece Connector  |STHCS25
Handpiece Connector  [STHCS36M
Handpiece Connector |STHCU21
Handpiece Connector  |STHCU25
Ratchet Connector STRCL21
Ratchet Connector STRCL25
Ratchet Connector STRCL36M
Ratchet Connector STRCS21
Ratchet Connector STRCS25
Ratchet Connector STRCS36M
Ratchet Connector STRCU21
Ratchet Connector STRCU25
Ratchet Wrench MRW040S
Multi Tool MLMT
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