SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000719/PCBA-HN
Ngay cong bo: 21/04/2026

1. Tén co s cong bé: CONG TY TNHH PAU TU XUAT NHAP KHAU
DMC VIET NAM ‘ ’ ’

2. bia chi: Phong 501, tang 5, toa nha s6 59 VO Van Diing, Phuong Dong Da,
Thanh phd Ha Noi

3. S6 vin ban cua co so: 210426/CB-DMC Ngay: 21/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y t&: Dung cu phau thuét ndi soi khép gbi va mdé mo

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich str dung: Dung trong qué trinh phau thuat ndi soi khdp goi va moé
mo

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485: 2016; CE
5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu s¢ hiru: Ackermann Instrumente GmbH

bia chi chu sé hitu: Eisenbahnstrape 65-67, 78604 Rietheim — Weilheim,
Germany, GERMANY

7. Thong tin vé co s& bao hanh (néu co):
Tén co so: Cong ty TNHH Pau tu Xuét nhap khdu DMC Viét Nam



Dia chi: Phong 501, tang 5, toa nha s6 59 V& Vin Diing, Phuong Déng Da,
Thanh phb Ha Noi

Dién thoai ¢d dinh: 02432444548 Pién thoai di dong:
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi sd hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu sé hitu thiét |
bi y té cong bd ap dung

7 | Tai liéu huéng dan sir dung cta thiét bi y té X

8 | Mau nhian thiét bi y té X




BANG KE CHI TIET TRANG BIET BI Y TE

~ - - . TEN CO SO SAN . . ; NUGC

STT TEN TRANG THIET BI Y TE CHUNG LOAI XUAT PIA CHI CO SO SAN XUAT SAN XUAT

1. KéO phﬁu thuét, COIlg, mﬁl t]:l/t]:l, Supel‘cut (SC) 04'1121.14SC ROLAN (thuéc Ejlsen]?ahnStrape 65'677 78604 GERMANY
Ackermann) Rietheim — Weilheim, Germany

5> | Kéo JOSEPH, cong, miii nhon/nhon, Supercut (SC) 04-1353.14SC ROLAN (thudc EisenbahnstraBe 65-67, 78604 | ~roy 1Ny
Ackermann) Rietheim — Weilheim, Germany
ROLAN (thu¢c Eisenbahnstrafe 65-67, 78604

3. | Puc xuong HIBBS 15-1252.13 Ackermann) Rietheim — Weilheim, Germany GERMANY

4. | Nao tai JANSEN, hai dAu, séc 20-4620.16 ROLAN (thuoe |- Eisenbahnstrafie 65-67, 78604 | sppyjany
Ackermann) Rietheim — Weilheim, Germany
S . - ROLAN (thudc Eisenbahnstrafe 65-67, 78604

5. | Banh tu gittr Weilaner, hoi nhon, 3x4 rang 09-5214.24 Ackermann) Rietheim — Weilheim, Germany GERMANY
, ROLAN (thudc Eisenbahnstrafe 65-67, 78604

6. | Dung cu roéc xuong Lambotte 15-3031.05 Ackermann) Rictheim — Weilheim, Germany GERMANY

- | Banh Volkmann, 2 rang hoi nhon 09-1061.22 ROLAN (thugc Eisenbahnstra[}e §5-67, 78604 GERMANY
Ackermann) Rietheim — Weilheim, Germany

g | Banh vét thuong Baby-Senn-Miller, 3 riang nhon 09-0612.15 ROLAN (thugc EisenbahnstraBe 65-67, 78604 GERMANY
Ackermann) Rietheim — Weilheim, Germany
2 . ROLAN (thudc Eisenbahnstrafe 65-67, 78604

9. | Dung cu bay xuong Koenig 23-7819.15 Ackermann) Rietheim — Weilheim, Germany GERMANY
Bua DOYEN ROLAN (thudc Eisenbahnstrafe 65-67, 78604

10. 15-0234.01 Ackermann) Rietheim — Weilheim, Germany GERMANY
A o x ROLAN (thudc Eisenbahnstrafe 65-67, 78604

11. | Bay hop dung 3/4, khong duc 16 50-1205.13 Ackermann) Rictheim — Weilheim, Germany GERMANY

12, | Ludidao cao toan phan 15-1722-101ART |  Ackermann Eisenbahnstrafie 63-67, 78604 | ;ppyjany
Rietheim — Weilheim, Germany

13. | Ludi dao cao mat khum 15-1722-201ART Ackermann Elsenl?ahnstraﬁe 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany

14. | Ludi dao cao toan phan 15-1722-301ART Ackermann Eisenbahnstrape 65-67, 78604 GERMANY

Rietheim — Weilheim, Germany




~ - - . TEN CO SO SAN . - ; NUGC

STT TEN TRANG THIET BI Y TE CHUNG LOAI XUAT PIA CHI CO SO SAN XUAT SAN XUAT

15. | Ludi dao cao toan phin 15-1722-302ART Ackermann Eisenbahnstrafe 65-67, 78604 | ;ppy raNy
Rietheim — Weilheim, Germany

16. | Ludi dao cao Iui ring cua 15-1722-401ART Ackermann Eisenbahnstrafe 65-67, 78604 | ;ppy raNy
Rietheim — Weilheim, Germany

17. | Ludi dao cao hudi vot tron 15-1722-500ART |  Ackermann Eisenbahnstrae 63-67, 78604 | sppyiaNy
Rietheim — Weilheim, Germany

18. | Ludi dao cao ludi vot oval 15-1722-700ART |  Ackermann Eisenbahnstrafie 65-67, 78604 | spprany
Rietheim — Weilheim, Germany
\ C e Eisenbahnstrafe 65-67, 78604

19. | Vo boc optic ndi soi 17-1766 Ackermann Rietheim — Weilheim, Germany GERMANY
\ C e Eisenbahnstrafe 65-67, 78604

20. | VO boc optic ndi soi 17-1765 Ackermann Rietheim — Weilheim, Germany GERMANY
\ C e Eisenbahnstrafe 65-67, 78604

21. | VO boc optic ndi soi 17-1770 Ackermann Rietheim — Weilheim, Germany GERMANY

22. | Vo boc optic ndi soi 17-1795-27 Ackermann E1senbahnstra[3e 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany

23. | VO boc optic ndi soi 17-1780 Ackermann E1senbahnstra[3e 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany
\ A s . , Eisenbahnstrafe 65-67, 78604

24. | Nong dau hinh kim tu thap 17-1771 Ackermann Rietheim — Weilheim, Germany GERMANY
\ A s . , Eisenbahnstrafe 65-67, 78604

25. | Nong dau hinh kim tu thap 17-1784 Ackermann Rietheim — Weilheim, Germany GERMANY
\ A s . , Eisenbahnstrafe 65-67, 78604

26. | Nong dau hinh kim ty thap 17-1785 Ackermann Rictheim — Weilheim, Germany GERMANY

27. | Nong dau hinh nén 17-1787 Ackermann Elsenbahnstraﬁe 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany

28. | Nong dau hinh nén 17-1794 Ackermann Elsenl?ahnstraﬁe 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany

29. | Nong dau hinh nén 17-1795 Ackermann Eisenbahnstrafe 65-67, 78604 GERMANY
Rietheim — Weilheim, Germany
\ A Eisenbahnstrafe 65-67, 78604

30. | Nong dau tu 17-1786 Ackermann Rietheim — Weilheim, Germany GERMANY

31. | Nong diu ta 17-1789 Ackermann Eisenbahnstrafie 63-67, 78604 | ppy j ANy

Rietheim — Weilheim, Germany




~ - - . TEN CO SO SAN . - ; NUGC
STT TEN TRANG THIET BI Y TE CHUNG LOAI XUAT PIA CHI CO SO SAN XUAT SAN XUAT
\ A Eisenbahnstrafe 65-67, 78604
32. | Nong dau tu 17-1790 Ackermann Rietheim — Weilheim, Germany GERMANY
33. | Méc thiam do 17-1802 Ackermann Eisenbahnstrafie 65-67, 78604 | pp 1oy
Rietheim — Weilheim, Germany
34. | Kim cét sun chém 17-1810 Ackermann Elsenbahnstrape 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany
35. | Dao ludi chudi 17-1815 Ackermann Eisenbahnstrafie 65-67, 78604 | sppyrany
Rietheim — Weilheim, Germany
36. | Dao ludi liém 17-1817 Ackermann Eisenbahnstrafie 65-67, 78604 | sppyrany
Rietheim — Weilheim, Germany
37. | Dao mb 17-1820 Ackermann Eisenbahnstrafie 65-67, 78604 | spprany
Rietheim — Weilheim, Germany
38. | Moc thim do 17-1825 Ackermann Eisenbahnstrafie 65-67, 78604 | spprany
Rietheim — Weilheim, Germany
. Eisenbahnstrafe 65-67, 78604
39. | Thia nao xuong 17-1835 Ackermann Rietheim — Weilheim, Germany GERMANY
o Z Eisenbahnstrafe 65-67, 78604
40. | Kim gap 17-3014 Ackermann Rietheim — Weilheim, Germany GERMANY
Z Eisenbahnstrafe 65-67, 78604
41. | Panh gap 17-3015 Ackermann Rietheim — Weilheim, Germany GERMANY
42. | Kim gdm sun chém 17-3020 Ackermann Eisenbahnstraie 63-67, 78604 | ppy ANy
Rietheim — Weilheim, Germany
43. | Kim gdm sun chém 17-3021 Ackermann Elsenbahnstrape 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany
44. | Kim gdm sun chém 17-3024 Ackermann Elsenbahnstrape 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany
45. | Kim gdm sun chém 17-3028 Ackermann Elsenbahnstrape 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany
46. | Kim gdm sun chém 17-3031 Ackermann Elsenl?ahnstraﬁe 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany
47. | Kim gidm sun chém 17-3040 Ackermann E.lsenl?ahnstra[}e 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany
48. | Kim gdm sun chém 17-3041 Ackermann Eisenbahnstrafe 65-67, 78604 GERMANY

Rietheim — Weilheim, Germany




~ - - . TEN CO SO SAN . - ; NUGC
STT TEN TRANG THIET BI Y TE CHUNG LOAI XUAT PIA CHI CO SO SAN XUAT SAN XUAT
49. | Kim gdm sun chém 17-3045 Ackermann Elsenbahnstrape 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany
50. | Kim ggm sun chém 17-3046 Ackermann Eisenbahnstrafe 65-67, 78604 | cppygany
Rietheim — Weilheim, Germany
51. | Kim gadm syun chém 17-3048 Ackermann Elsenbahnstrape 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany
52. | Kim gdm syn chém 17-3049 Ackermann Elsenbahnstraﬁe 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany
53. | Kim gim sun chém 17-3050 Ackermann Eisenbahnstrafie 65-67, 78604 GERMANY
Rietheim — Weilheim, Germany
L Eisenbahnstrafe 65-67, 78604
54. | Kim cat ngugc 17-3051 Ackermann Rietheim — Weilheim, Germany GERMANY
L Eisenbahnstrafe 65-67, 78604
55. | Kim cat nguoc 17-3052 Ackermann Rietheim — Weilheim, Germany GERMANY
56. | Kim cét sau 17-3055 Ackermann Eisenbahnstrape 63-67, 78604 | spp ANy
Rietheim — Weilheim, Germany
57. | Kim cét sau 17-3056 Ackermann Eisenbahnstrape 63-67, 78604 | spp ANy
Rietheim — Weilheim, Germany
58. | Kim cét sau, than thing 17-3057 Ackermann Eisenbahnstraie 63-67, 78604 | ppy ANy
Rietheim — Weilheim, Germany
59. | Kim cét sau 17-3058 Ackermann Eisenbahnstrape 63-67, 78604 | spp ANy
Rietheim — Weilheim, Germany
60. | Kim cit sau 17-3059 Ackermann Eisenbahnstrafe 65-67, 78604 GERMANY
Rietheim — Weilheim, Germany
61. | Kim cit hinh Oval 17-3063 Ackermann Eisenbahnstrafie 65-67, 78604 | qppy ANy
Rietheim — Weilheim, Germany
62. | Kim cét sun chém 17-3073 Ackermann Elsenbahnstrape 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany
e R Eisenbahnstrafe 65-67, 78604
63. | Optic ndi soi 30 do 17-1755 Ackermann Rictheim — Weilheim, Germany GERMANY
64. | Kim cat hinh oval, than cong Ién 17-3247 Ackermann Eisenbahnstrafie 65-67, 78604 GERMANY

Rietheim — Weilheim, Germany




~ - - . TEN CO SO SAN . - ; NUGC

STT TEN TRANG THIET BI Y TE CHUNG LOAI XUAT PIA CHI CO SO SAN XUAT SAN XUAT
L. Eisenbahnstrafe 65-67, 78604

65. | Kim gap 17-3276 Ackermann Rictheim — Weilheim, Germany GERMANY

66. | Moc thim do 17-1802-4S Ackermann Bisenbahnstrafe 63-67, 78604 | ooy ANy
Rietheim — Weilheim, Germany
Eisenbahnstrafe 65-67, 78604

67. | Dung cu nao 17-1814-5S Ackermann Rietheim — Weilheim, Germany GERMANY
Eisenbahnstrafe 65-67, 78604

68. | Dung cu nao 17-1814-7S Ackermann Rietheim — Weilheim, Germany GERMANY

69. | Dung cu dinh vi xuong dui, c& 5 mm 17-1846-5 Ackermann E1senpahnstra{3e 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany

70. | Dung cu dinh vi xuong dui, c& 6 mm 17-1846-6 Ackermann Elsenl?ahnstrape 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany

71. | Dung cu dinh vi xuong dui, c& 7 mm 17-1846-7 Ackermann Elsenl?ahnstrape 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany
‘ N , Eisenbahnstrafe 65-67, 78604

72. | Thanh ngdm xuong chay dau dang méc 17-6805 Ackermann Rietheim — Weilheim, Germany GERMANY
‘ < ax , Eisenbahnstrafe 65-67, 78604

73. | Thanh ngam xuong dui dau dang moc 17-6806 Ackermann Rietheim — Weilheim, Germany GERMANY
. X , . Eisenbahnstrafe 65-67, 78604

74. | Dung cu dinh vi dan hudng xuong chay 17-6511 Ackermann Rietheim — Weilheim, Germany GERMANY
. . x . .. Eisenbahnstrafe 65-67, 78604

75. | Dung cu dinh vi dan huéng xuong dui 17-6512 Ackermann Rietheim — Weilheim, Germany GERMANY

76. | Ong dan huéng 17-6578-24 Ackermann Eisenbahnstrape 63-67, 78604 1 00\ ANy

Rietheim — Weilheim, Germany




STT TEN TRANG THIET BI Y TE CHUNG LoA1 | TEN %}J E? SAN | bIA CHI CG S& SAN XUAT o ANNU)?IfAT
77. | Miii khoan xuong chay 6mm 17-6260 Ackermann Ii;i‘;ll’;hfsgzgﬁgfn ?é;fn?fy GERMANY
78. | Miii khoan xuong chay 7mm 17-6270 Ackermann ;liiﬁ?;hfﬁziig;?égiffy GERMANY
79. | Miii khoan xuong chay 8mm 17-6280 Ackermann éli;g?;hfﬁig;;;?é;fff;y GERMANY
80. | Miii khoan xuong chay 9mm 17-6290 Ackermann }Eili;Z?;hni[;fig;;ﬁ?éer;)ﬁy GERMANY
81. | Miii khoan xuong chay 10mm 17-6210 Ackermann }i;iig?;hnf;Zii;; ?é;iiofy GERMANY
82. | Dung cu liy gan @ 7 mm 17-1850-7 Ackermann Ifiliiz?r?qhils;[{/zli}li;;?é;?:;y GERMANY
83. | Dung cu liy gan @ 8 mm 17-1850-8 Ackermann Ifiliiz?r?qhils;[{/zli}li;;?é;?:;y GERMANY
84. | Dung cu mai sun 17-1842S Ackermann éliit?;hilsgzg;;;?é;ifify GERMANY
85. | Kim gép 17-4293 Ackermann | enbanoabe 05 ?é;fn?:y GERMANY
86. | Khung do duong kinh manh ghép 17-6888 Ackermann ézilg?;hfsgzgigi?éeﬁf:fy GERMANY
87. | Que dan huéng 17-1777 Ackermann é;iig?;hfsgzgi:i;?ée?n?:y GERMANY
88. | Que dan hudng 17-1778 Ackermann Eisenbahnstrape 65-67, 78604 GERMANY

Rietheim — Weilheim, Germany




~ - - . TEN CO SO SAN . ok ; NUOC

STT TEN TRANG THIET BI Y TE CHUNG LOAI XUAT PIA CHI CO SO SAN XUAT SAN XUAT

89. | Mii khoan xwong dui, @ 6 mm 17-6460 Ackermann Eisenbahnstrape 63-67, 78604 1 00\ 1 ANy
Rietheim — Weilheim, Germany

90. | Miii khoan xwong diti, @ 7 mm 17-6470 Ackermann Eisenbahnstrape 63-67, 78604 1 0\ 1 ANy
Rietheim — Weilheim, Germany

91. | Miii khoan xuong dui, @ 8 mm 17-6480 Ackermann Elsenpahnstraﬁe 6.5_67’ 78604 GERMANY
Rietheim — Weilheim, Germany

92. | Miii khoan xuong diti, @ 9 mm 17-6490 Ackermann Eisenbahnstrape 65-67, 78604 1 ;pp v ANy
Rietheim — Weilheim, Germany

93. | Miii khoan xuong dui, @ 10 mm 17-6410 Ackermann Eisenbahnstrape 65-67, 78604 1 ;pp v ANy
Rietheim — Weilheim, Germany

94. | Miii khoan xuong dui, @ 11 mm 17-6411 Ackermann Eisenbahnstrape 63-67, 78604 1 ;pp v ANy
Rietheim — Weilheim, Germany

95. | Miii khoan xuong dui, @ 12 mm 17-6412 Ackermann Eisenbahnstrape 63-67, 78604 1 pp ANy

Rietheim — Weilheim, Germany




