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34: 200001063/PCBA-HN Thanh phé Ha Néi, ngay 16 thang 06 nim 2020

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 Duén, Phuong Cura Nam, Quan Hoan Kiém, Thanh phé Ha No1
3. S6 van ban dé nghi cta co sé: KH-200501-A-TEKNOMEK Ngay: 05/06/2020
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: Vat tu khong xam nhap dung trong phau thuat nhin khoa
Chung loai/mé san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s& san xuét: Theo phu luc

Tiéu chuan 4p dung: EN ISO 13485:2016

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

Tén chu sé hitu: Teknomek Medikal Malzemeleri San. ve Tic. Ltd. Sti

Dia chi chi s& hitu: Halicioglu Mah. Okumusoglu Sok. No:2/5 Beyoglu / Istanbul / TURKEY

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhan dat ti€éu chuan quan ly chat lugng 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 mau s6 1 Phy lyc 8

<N N | B

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

g | Két qua danh gia cic thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co so du diéu
kién theo quy dinh cta phap luat vé danh gia su phii hop cap ddi véi trang thiét b y té
san xudt trong nudc

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

10 | MAu nhan sé& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té




11

Giay chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi1 vai trang thiét
bi y t€ nhap khau hodc Phiéu tiép nhan ho so cong bo du di€u kién san xuat trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong




Cong ty TNHH Kim Hung
BANG KE CHI TIET TRANG THIET Bl Y TE

Tén co s& san xudt/Hang, nudce san xuit: Teknomek Medikal Malzemeleri San. ve Tic. Ltd. Sti, Thé Nhi Ky.

Tén co s¢ chu s6 hiru/Hang, nude chu so hitu: Teknomek Medikal Malzemeleri San. ve Tic. Ltd. Sti, Thé Nhi Ky.
Tén co sd bao hanh: Cong ty TNHH Kim Hung

Dia chi co s¢ bao hanh: 86 Lé Duén, Phuong Cira Nam, Quin Hoan Kiém, Ha N¢i

STT TEN TRANG THIET BI Y TE PON V] TINH CHUNG LOAISAN
PHAM

1 [Sing md SMS Table Cloth 100 Hop MT100SMS
2 |Sing mb SMS Table Cloth with Barried 100 Hop MT100SMSB
3 |Sing mb SMS Table Cloth 150 Hop MT150SMS
4 |Sing mb SMS Table Cloth with Barried 150 Hop MT150SMSB
5 |Sing mé Nylon Table Cloth 75 Hop MT75N
6 |Sing mé Nylon Table Cloth with Barried 75 Hop MT75NB
7 |Sing mé Nylon Table Cloth 100 Hop MT100N
8  |Sing md Nylon Table Cloth with Barried 100 Hop MT100NB
9  |Sing md Nylon Table Cloth 150 Hop MT150N
10 |Sing md Nylon Table Cloth with Barried 150 Hop MT150NB
11  |Sing md Nylon Table Cloth 210 x 70 Hop MT210N
12 |Sing mb Nylon Table Cloth with Barried 210 x 70 Hop MT210NB
13 |Sing mé White Nylon Table Cloth 10.5 X 17.5 Hop MT10K
14 |Sing mé White Nylon Table Cloth 30 X 30 Hop MT30K
15 |Sing md Table Cloth 60 X 60 Hop MT60K
16  |Bj sing phau thuat Operation Gown Hop MTB100
17 |B sing phau thuat Operation Gown with Towel Hop MTB101
18 |T4m drape One Pouched Film Drape for Refractive Surgery 60 x 60 Hop MTL100
19  |T4m drape One Pouched Film Drape for Refractive Surgery 60 x 120 Hop MTL200
20 |Tém drape Two Pouched Film Drape for Refractive Surgery 60 x 60 Hop MTL100D
21 |Tém drape Two Pouched Film Drape for Refractive Surgery 60 x 120 Hop MTL200D
22 | Tém drape One pouched Drape 60X60 Hop MTL60
23 |Tém drape One pouched Drape 60X60 Hop MTL60K
24 | Tém drape One pouched Drape 60X60 Hop MTL61
25 | Tém drape One pouched Drape 60X60 Hop MTL61K
26 |Sang mé Laser Film Drape Right Eye 60 x 120 Hop MTLR100
27 |Sang mé Laser Film Drape Left Eye 60 x 120 Hop MTLL200
28 | Tém Drape Microscope Drape Hop MTL500
29 | Tém Drape Microscope Drape Hop MTL501
30 |Chiét déu silicon Silicone Extraction System Silicone tubing, Injector with Ophthalmic Cannula and 19G Hop VCE200
31 | Chiét déu silicon Silicone Extraction System Silicone tubing, Injector with Ophthalmic Cannula and 19G Hop VCE201
32 | Chiét déu silicon Silicone Extraction System Silicone tubing, Injector with Ophthalmic Cannula and 20G Hop VCE202
33 | Chiét déu silicon Silicone Injection System Silicone Tubing with Luer Hop VCE210
34 | Chiét déu silicon Silicone Injection System Silicone tubing, Injector with Ophthalmic Cannula according to production for Hop VCE211
35 | Chiét déu silicon Silicone Injection System Silicone tubing, Injector with Ophthalmic Cannula according to production for Hop VCE212
36 | Chiét déu silicon Silicone Injection and Extraction System Silicone tubing, Injector with Ophthalmic Cannula 20G Hop VCE220
37 | Chiét déu silicon Silicone Injection and Extraction System Silicone tubing, Injector with Ophthalmic Cannulas 20G/20G ai Hop VCE221
38 | Chiét déu silicon Silicone Injection and Extraction System Silicone tubing, Injector with Ophthalmic Cannula 20G Hop VCE222
39 | Chiét déu silicon Superflex Extension Set 25 CM / Silicone Tubing with Luer Hop AS360
40 | Chiét déu silicon Irrigation & Aspiration Tubing Set Silicone Tubing with Luer Hop VK130
41 |Day ndi Tubing Air set Silicone Tubing with Luer Hop VK170
42 | Chiét déu silicon Silicone Injection and Extraction System Silicone tubing, Injector with Ophthalmic Cannulas 20G Hop VCE250
43 | Chiét déu silicon Silicone Injection and Extraction System Silicone tubing, Injector with Ophthalmic Cannulas 23G Hop VCE251
44 | Chiét dau silicon Silicone Injection System Silicone Tubing with Luer Hop VCE2100
45 | Tém drape Drape 40X40, with pouche 40X40 Hop MT100
46 | Tém drape Drape 60X60, without pouche 60X60 Hop MT101
47 | Tém drape Drape 60X60, with pouche 60X60 Hop MT102
48 | Tém drape Drape 60X60, with pouche 60X60 Hop MT103
49 | Tém drape Drape 60X60, without pouche 60X60 Hop MT104
50 |Tém Drape Pouched Drape (One Pouched) 100 x 100 Hop MT10X10
51 |Tém Drape Pouched Drape (One Pouched) 100 x 130 Hop MT10X13
52 | Tém Drape Pouched Drape (One Pouched) 100 x 150 Hop MT10X15
53 | Tém Drape Pouched Drape (One Pouched) 100 x 160 Hop MT10x16
54 | Tém Drape One Pouched Drape 120X130 CM 120 x 130 Hop MT12X13
55 | Tém Drape One Pouched Drape 120X140 CM 120 x 140 Hop MT12X14
56 | Tém Drape One Pouched Drape 120X150 CM 120 x 150 Hop MT12X15
57 |Tém Drape One Pouched Drape 120X160 CM 120 x 160 Hop MT12X16
58 |Tém Drape Pouched Drape (One Pouched) 130 x 130 Hop MT13X13
59 | Tém Drape One Pouched Drape 130X140 CM 130 x 140 Hop MT13X14
60 |Tém Drape Pouched Drape (One Pouched) 130 x 150 Hop MT13X15
61 |Tém Drape One Pouched Drape 130X160 CM 130 x 160 Hop MT13X16
62 |Tém Drape One Pouched Drape 140X130 CM 140 x 130 Hop MT14X13
63 |Tém Drape One Pouched Drape 140X140 CM 140 x 140 Hop MT14X14
64 | Tém Drape One Pouched Drape 140X150 CM 140 x 150 Hop MT14X15
65 |Tém Drape One Pouched Drape 140X160 CM 140 x 160 Hop MT14X16
66 | Tm Drape One Pouched Drape 150X130 CM 150 x 130 Hop MT15X13
67 |Tém Drape One Pouched Drape 150X140 CM 150 x 140 Hop MT15X14
68 | Tém Drape Pouched Drape (One Pouched) 150 x 150 Hop MT15X15
69 |Tém Drape One Pouched Drape 150X160 CM 150 x 160 Hop MT15X16
70 | Tém Drape Pouched Drape (One Pouched) 150 x 200 Hop MT15X20
71 |Tém Drape One Pouched Drape 150X240 CM 150 x 240 Hop MT15X24
72 | Tém Drape One Pouched Drape 160X130 CM 160 x 130 Hop MT16X13
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Cong ty TNHH Kim Hung

BANG KE CHI TIET TRANG THIET Bl Y TE

Tén co s& san xudt/Hang, nudce san xuit: Teknomek Medikal Malzemeleri San. ve Tic. Ltd. Sti, Thé Nhi Ky.
Tén co s¢ chu s6 hiru/Hang, nude chu so hitu: Teknomek Medikal Malzemeleri San. ve Tic. Ltd. Sti, Thé Nhi Ky.

Tén co sd bao hanh: Cong ty TNHH Kim Hung
Dia chi co s¢ bao hanh: 86 Lé Duén, Phuong Cira Nam, Quin Hoan Kiém, Ha N¢i

STT TEN TRANG THIET BI Y TE PON V] TINH CHUNG LOAISAN
PHAM
73 | Tém Drape One Pouched Drape 160X140 CM 160 x 140 Hop MT16X14
74 | Tém Drape One Pouched Drape 160X150 CM 160 x 150 Hop MT16X15
75 | Tém Drape One Pouched Drape 160X160 CM 160 x 160 Hop MT16X16
76 | Tém Drape One Pouched Drape 160X200 CM 160 x 200 Hop MT16X20
77 | Tém Drape One Pouched Drape 160X240 CM 160 x 240 Hop MT16X24
78 | Tém Drape One Pouched Drape 160X250 CM 160 x 250 Hop MT16X25
79 | Tém Drape Pouched Drape (Two Pouched) 100 x 100 Hop MT10X10D
80 |Tém Drape Pouched Drape (Two Pouched) 100 x 130 Hop MT10X13D
81 |Tém Drape Pouched Drape (Two Pouched) 100 x 150 Hop MT10X15D
82 | Tém Drape Two Pouched Drape 100X160 CM 100 x 160 Hop MT10x16D
83 | Tém Drape Two Pouched Drape 120X130 CM 120 x 130 Hop MT12X13D
84 | Tém Drape Two Pouched Drape 120X140 CM 120 x 140 Hop MT12X14D
85 | Tém Drape Two Pouched Drape 120X150 CM 120 x 150 Hop MT12X15D
86 |Tém Drape Two Pouched Drape 120X160 CM 120 x 160 Hop MT12X16D
87 | Tém Drape Pouched Drape (Two Pouched) 130 x 130 Hop MT13X13D
88 | Tém Drape Two Pouched Drape 130X140 CM 130 x 140 Hop MT13X14D
89 | Tém Drape Pouched Drape (Two Pouched) 130 x 150 Hop MT13X15D
90 |Tém Drape Two Pouched Drape 130X160 CM 130 x 160 Hop MT13X16D
91 |Tém Drape Two Pouched Drape 140X130 CM 140 x 130 Hop MT14X13D
92 | Tém Drape Two Pouched Drape 140X140 CM 140 x 140 Hop MT14X14D
93 | Tém Drape Two Pouched Drape 140X150 CM 140 x 150 Hop MT14X15D
94 | Tém Drape Two Pouched Drape 140X160 CM 140 x 160 Hop MT14X16D
95 | Tém Drape Two One Pouched Drape 150X130 CM 150 x 130 Hop MT15X13D
96 | Tém Drape Two Pouched Drape 150X140 CM 150 x 140 Hop MT15X14D
97 | Tém Drape Pouched Drape (Two Pouched) 150 x 150 Hop MT15X15D
98 | Tém Drape Two Pouched Drape 150X160 CM 150 x 160 Hop MT15X16D
99 | Tém Drape Pouched Drape (Two Pouched) 150 x 200 Hop MT15X20D
100 |T4m Drape Two Pouched Drape 150X240 CM 150 x 240 Hop MT15X24D
101 |Tém Drape Two Pouched Drape 160X130 CM 160 x 130 Hop MT16X13D
102 |Tém Drape Two Pouched Drape 160X140 CM 160 x 140 Hop MT16X14D
103 | Tém Drape Two Pouched Drape 160X150 CM 160 x 150 Hop MT16X15D
104 |Tém Drape Two Pouched Drape 160X160 CM 160 x 160 Hop MT16X16D
105 |Tém Drape Two Pouched Drape 160X200 CM 160 x 200 Hop MT16X20D
106 |Tém Drape Two Pouched Drape 160X240 CM 160 x 240 Hop MT16X24D
107 |Tém Drape Two Pouched Drape 160X250 CM 160 x 250 Hop MT16X25D
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