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PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY TNHH KIM HUNG

2. Pia chi: 86 Lé Duan, Phuong Ctra Nam, Quan Hoan Kiém, Thanh phd Ha Noi

3. S6 vin ban dé nghi cua co s¢: KH-200101-A-MED Ngay: 16/01/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: Dung cu phiu thuat mat hing Med-Logics

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bia chi co s san xuét: Theo phu luc

Tiéu chuan 4p dung: ISO 13485:2016, 93/42/EEC

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

Tén chu s¢ hitu: Med-Logics Inc

Dia chi chu s¢ hitu: 1627 Enterprise St, Athens, Texas 75751

6. Thong tin vé co sé bao hanh:

(1) Tén co so: Cong ty TNHH Kim Hung
Dia chi: s6 86, duong Lé Duan, Phuong Ctra Nam, Quan Hoan Kiém, Thanh pho Ha Noi
Dién thoai co6 dinh: 0439424038 bié¢n thoai di dong:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giay chung nhan dat tiéu chuan quan 1y chat luong con hiéu luc tai thoi diém ndp ho so.

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

Giay xac nhan du diéu kién bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo méau s6 1 Phy luc 8

N SN | B

Giay ching nhén hop chuan hoac Ban ti€u chuan ma chu sé hitu trang thiét bi y té cong
bo 4p dung




8 | Tai liéu hudng dan st dung cua trang thiét bi y té
9 | Mau nhan s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té
10 | Gidy chimg nhan luu hanh trr do con hiéu lyc tai thdi diém nop ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan ho so cong bd du diéu kién san xuét trang thiét
biy t€ do1 véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chéanh Van phong




CONG TY TNHH KIM HUNG

BANG KE CHI TIET TRANG THIET BI Y TE

Tén co so san xudt/Hing, nudc san xuét: Med-Logics Inc., M§

Tén co s& chu s¢ hiru/Hang, nude chi s¢ hitu: Med-Logics Inc., My
Tén co s¢ bao hanh: Céong ty TNHH Kim Hung

Dia chi co s bao hanh: 86 Lé Duén, Phudng Cira Nam, Quin Hoan Kiém, Ha Nji

. . . DON VI | CHUNG LOAI
STT TEN TRANG THIET BI Y TE TINH : SAN PHANi
1 |Dao Calibrated LASIK Blades (CLB®) ML7003 Hop [ML7003
2 |Dao Calibrated LASIK Blades (CLB®) ML7020 For use with the ML7020 Metal Head Hop |ML7020
3 |Dao Calibrated LASIK Blades (CLB®) ML7030 Hop [ML7030
4 |Dao Calibrated LASIK Blades (CLB®) ML7050 for use with the ML7050 Metal Head Hop |ML7050
5 |Dao Calibrated LASIK Blades (CLB®) ML7061 for use with the ML7061 Metal Head Hop |ML7061
6 [Dao Calibrated LASIK Blades (CLB®) ML7070 Hop [ML7070
7 |Dao Calibrated LASIK Blades (CLB®) ML7071 Hop [ML7071
8 |Dao Calibrated LASIK Blades (CLB®) ML7090 Hop [ML7090
9 |Dao Calibrated LASIK Blades (CLB®) ML7100 Hop [ML7100
10 |Ong din Sterile Tubing ML8001VS Hoép |ML8001VS
11 |Ong din Sterile Tubing ML8060VS Hop |ML8060VS
12 |Que thAm hat dich Compressed Eye Spears - Clean (200 spears per box) Hoép [ML100
13 |Que thim hut dich Compressed Eye Spears — Clean (5000 spears per bag) Hop [ML100B
14 |T4m d& dung cu Plastic wedge Hop [MLWO1
15 |Chéi vé sinh dung cu Large Cleaning Instrument Brush Hop |[BRO1
16 |Chéi vé sinh dung cu Small Cleaning Instrument Brush Hop |BR0O2
17 |Tay cim Handpiece Hop |1400ML7
18 |Hop dung dung cu Sterilization Tray Hop |1500ML7
19 |Péu ldp ludi dao Head — 100 micron Hop |0100ML7
20 |Pau lip ludi dao Head — 130 micron Hop |0130ML7
21 |Dung cu do Eye Marker Titanium Hop 2100ML7
22 |Ong dan Disposable Syringe & Tubing Kit (10pcs per bag) Hop |9700D
23 |PAu lip ludi dao Head 100 microns (ML7) Hop |9100D
24 |Pau lip ludi dao Head 300 microns (ML7) Hop |9300D
25 |PAu lip ludi dao Head 350 microns (ML7) Hop 9350D
26 |Pau lip ludi dao Head 400 microns (ML7) Hop |9400D
27 |Pau lip ludi dao Head 450 microns (ML7) Hop 9450D
28 |Pau lip ludi dao Head Custom Size (ML7) Hop |9099D
29 |Hop dung dung cy Sterilization Tray, Small 1.5°X2.7”X.75” Hop |ST0278
30 |Hop dung dung cu Sterilization Tray, Large 2.57X6.0”X1.25” Hop |ST0625
31 [Hop dung dung cy Sterilization Tray, Small, Deep 1.57X2.7°X1.25” Hop |ST1320
32 |Hop dung dung cu Instrument Tray 4°X7.5”X7.5” Hop |SCO1
33 |Hop dung dung cy MicroPak Sterilization Tray 5.5 x 9.5 x 2.5 Hop |ST2001
34 |Hop dung dung cu Sterilization Tray, 3 Slot4 x 7.5 x 1.5 Hop |ST2002
35 |Ong dén Turbine Handpiece Hop |MLN1400
36 |Ong din Turbine Hose Hop |MLN1610
37 |Pau lip ludi dao Head 100 microns (NITRO) Hop |MLN9100
38 |Piu lip ludi dao Head 300 microns (NITRO) Hop |MLN9300
39 |Pau lip ludi dao Head 350 microns (NITRO) Hop |MLN9350
40 |Pu lip ludi dao Head 400 microns (NITRO) Hop |MLN9400
41 |Pau lip ludi dao Head 450 microns (NITRO) Hop |MLN9450
42 |Piu lép ludi dao Head Custom Size (NITRO) Hop |MLN9099
43 |Hop dyng dung cu Sterilization Tray, Small 1.57X2.77X.75” Hop |ST0278
44 |Hop dung dung cu Sterilization Tray, Large 2.57X6.0”X1.25” Hop |ST0625
45 |Hop dung dung cu Sterilization Tray, Small, Deep 1.57X2.7°X1.25” Hop |ST1320
46 |Hop dung dung cu MicroPak Sterilization Tray 5.5 x 9.5 x 2.5 Hop |ST2001
47 |Hop dung dung cuy Sterilization Tray, 3 Slot4x 7.5 x 1.5 Hop |ST2002
48 |Hop dung dung cu Instrument Tray 47X7.57X7.5” Hop |SCO1
49 |Ong din New Turbine Handpiece Hop |R7020HP
50 |Ong din New Turbine Hose Hop |MLN1610
51 |Déu ldp ludi dao 300 Micron ML7020 Metal Head. (For the DSAEK Procedure) Hop |R300C
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52 |Pau lfip ludi dao 350 Micron ML7020 Metal Head. (For the DSAEK Procedure) Hop R350C

53 |Diu lip ludi dao 400 Micron ML7020 Metal Head. (For the DSAEK Procedure) Hop |R400C

54 |Pau lfp ludi dao 450 Micron ML7020 Metal Head. (For the DSAEK Procedure) Hop R450C

55 |Diu lip ludi dao Custom Size ML7020 Metal Head (For the DSAEK Procedure) Hop |R909C

56 |Déu lp ludi dao 100 Micron ML7050 Metal Head. Hop R100M

57 |Pau lap ludi dao 130 Micron ML7050 Metal Head Hop |R130M

58 |Déu lap ludi dao 100 Micron ML7061 Metal Head. Hop R100S

59 |Déu lip ludi dao 130 Micron ML7061 Metal Head. Hop |R130S

60 |Tay cAm Lens Removal Handpiece Set Hop |CP2100

61 |Tay cAm Anterior Vitrectomy Handpiece Set Hop |CP2200

62 |Kim Asp. Cannula, 15° Bend, 15° Downward Bevel, SS Cannula, Plastic Hub, 19G, Long Hop |CP412SP-1900LH
63 |Kim Asp. Cannula, 15° Bend, 15° Downward Bevel, SS Cannula, SS Hub, 19G, Long Hop |CP412SS-1900LH
64 |Kim Asp. Cannula, 15° Bend, 15° Downward Bevel, SS Cannula, SS Hub, 19G, Long, Distal Taper 3° Hop |CP412PS-1900LT
65 |Kim Asp. Cannula, 15° Bend, 15° Downward Bevel, SS Cannula, SS Hub, 19G, Long, Distal Taper 3° Hop |CP412SS-1900LT
66 |Kim Asp. Cannula, 15° Bend, 30° Downward Bevel, SS Cannula, Plastic Hub, 19G, Long Hop |CP414SP-1900LH
67 |Kim Asp. Cannula, 15° Bend, 30° Downward Bevel, SS Cannula, SS Hub, 19G, Long Hop |CP414SS-1900LH
68 |Kim Asp. Cannula, 15° Bend, 15° Downward Bevel, SS Cannula, Plastic Hub, 20G, Long Hop |CP412SP-2000LH
69 |Kim Asp. Cannula, 15° Bend, 15° Downward Bevel, SS Cannula, SS Hub, 20G, Long Hop |CP412SS-2000LH
70 |Kim Asp. Cannula, 15° Bend, 30° Downward Bevel, SS Cannula, Plastic Hub, 20G, Long Hop |CP414SP-2000LH
71 |Kim Asp. Cannula, 15° Bend, 30° Downward Bevel, SS Cannula, SS Hub, 20G, Long Hop |CP414SS-2000LH
72 |Kim Irr. Cannula, 15° Bend, 30° Upward Bevel, SS Cannula, Plastic Hub, 19G, 3-Port Hop |CP513SP-1903PH
73 |Kim Irr. Cannula, 15° Bend, 30° Upward Bevel, SS Cannula, SS Hub, 19G, 3-Port Hop |CP513SS-1903PH
74 |Kim Irr. Cannula, 15° Bend, 30° Upward Bevel, SS Cannula, Plastic Hub, 20G, 3-Port Hop |CP513SP-2003PH
75 |Kim Irr. Cannula, 15° Bend, 30° Upward Bevel, SS Cannula, SS Hub, 20G, 3-Port Hop |CP513SS-2003PH
76 |Kim Irr. Cannula, 15° Bend, 30° Upward Bevel, SS Cannula, SS Hub, 19G, 2-Port, Sinskey Hook Finger Hop |CP530SS-1902PD
77 |Kim Irr. Cannula, 15° Bend, 30° Upward Bevel, SS Cannula, SS Hub, 20G, 2-Port, Sinskey Hook Finger Hop |CP530SS-2002PD
78 |Kim (Mendez) Irr. Cannula, 15° Bend, SS Cannula, SS Hub, 19G, 2-Port, Wedge (Horizontal) Hop |CP530SS-1902PX
79 |Kim (Mendez) Irr. Cannula, 15° Bend, SS Cannula, SS Hub, 19G, 2-Port, Wedge (Vertical) Hop |CP530SS-1902PW
80 |Kim (Mendez) Irr. Cannula, 15° Bend, SS Cannula, SS Hub, 20G, 2-Port, Wedge (Horizontal) Hop |CP530SS-2002PX
81 |Kim (Mendez) Irr. Cannula, 15° Bend, SS Cannula, SS Hub, 20G, 2-Port, Wedge (Vertical) Hop |CP530SS-2002PW
82 |Kim Cort. Removal Cannula,15° Bend, SS Cannula, SS Hub, 19G, .35mm Side Port Hop |CP610SS-190350
83 |Kim Cort. Removal Cannula,30° Bend, SS Cannula, SS Hub, 19G, .30mm Side Port, Capsule Polisher Hop |CP630SS-19030P
84 |Kim Cort. Removal Cannula, Simcoe Style, SS Cannula, Plastic Hub, 21G, .40mm Side Port, Silicone Sleeve Hop |CP6S0SP-21040S
85 |Kim Cort. Removal Cannula, 37° Bend, SS Cannula, Plastic Hub, 21G, .30mm Side Port, Capsule Polisher, Silicone Sleeve Hop |CP637SP-21030PS
86 |Kim Cort. Removal Cannula, Simcoe Style, SS Cannula, Plastic Hub, 23G, .30mm Side Port Hop |CP6S0SP-230300
87 |Kim Cort. Removal Cannula, Simcoe Style, SS Cannula, Plastic Hub, 23G, .30mm Side Port, Silicone Sleeve Hop |CP6S0SP-23030S
88 |Kim Cort. Removal Cannula, 37° Bend, SS Cannula, Plastic Hub, 23G, .30mm Side Port, Capsule Polisher, Silicone Sleeve Hop |CP637SP-23030PS
89 [Chop CataPulse Mini Pre-Chopper, Titanium Hop |CP3000
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