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S6: 200000944/PCBA-HCM Tp H6 Chi Minh, ngay 09 thang 06 nam 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 bd: CONG TY TRACH NHIEM HUU HAN MOT THANH VIEN TIN NHA
2. bia chi: Tang 6, 275 Nguyén Vin Pau, Phuong 11, Quén Binh Thanh, Thanh phd H6 Chi Minh
3. S6 van ban dé nghi cta co sé: 008/2020CV-TN Ngay: 21/05/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Dung cu nha 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 ap dung: ISO 13485

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

Tén chu sé hiru: E. HAHNENKRATT GmbH

Dia chi chu s¢ hitu: Benzstr. 19 75203 Konigsbach- Stein Deutschland

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

Ky béi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S&' Y té, Thanh
pho Ho Chi Minh

Ngay ky: 09-06-2020
17:37:58 +07:00

Pham Thi Thanh Huyén




DANH MUC PINH KEM

STT Tén trang Chiing loai/ M3 san phim Hang, Hang,
thiét bi y té nuée san | nwéc chi
xuit s6 hiru
1 Dung cu nha khoa Hahnenkratt [Hahnenkratt
GmbH Co., | GmbH Co.,
Ltd, Brc Ltd, Brc
2 BLACKIline ERGOtouch Explorers Exploer Form B600-...
Tham trim nha  |with
khoa handle ERGOtouch Stainless Steel
3 BLACKIine ERGOtouch Handles, for mouth mirros [B422
with simple stem( SS)
4 BLACKIine ERGOtouch Handles, for mouth mirros |B443
with cone socket( CS)
5 Guong nha khoa [BLACKIline ULTRA (SS), Nos. 4-5 plane B6160 - B6161
6 BLACKIline ULTRAduo (SS), Nos. 4-5 plane B6640 - B6641
7 BLACKIine ULTRAretract, bifurcated stem ( SS), [B6690 - B6691
Nos. 4-5 plane
8 BLACK ULTRA , Nos. 4-5 plane B6165- B6166
9 BLACK ULTRAduo, Nos. 4-5 plane B6645 - B6646
10 BLACK ULTRAretract, bifurcated stem, Nos. 4- [B6695 - B6696
5 plane
11 BLACK ULTRAmicro Mini mirror @ 3 mm B6181
12 BLACK ULTRAmicro Mini mirror @ 5 mm B6182
13 BLACK ULTRAmicro Mini mirror oval 3x6 mm|B6183
14 BLACK ULTRAmicro Mini Mirror 3x6 mm B6184
drop-shaped
15 BLACK MICROflex ultra Mini mirror @ 3mm (B5181
16 BLACK MICROflex ultra Mini mirror @ 5mm  (B5182
17 BLACK MICROflex ultra Mini mirror 3X6 mm (B5183
18 BLACK MICROflex ultra Mini mirror 3X6 mm (B5184
drop-shaped
19 BLACK MEGA, Nos. 4-5 plane B6060 - B6061
20 BLACK MEGAduo, Nos. 4-5 plane B6100 - B6101
21 BLACK MEGAretract, bifurcated stem, Nos. 4- [B6680 - B6681
5 plane
22 BLACK MEGA, Nos. 4-5 plane B6070 - B6071
23 BLACK MEGAduo, Nos. 4-5 plane B6170 - B6171
24 BLACK MEGAretract, bifurcated stem, Nos. 4- [B6685 - B6686
5 plane
25 BLACK Mini mirror @ 3 mm B6200
26 BLACK Mini mirror @ 5 mm B6220
27 BLACK Mini mirror oval 3x6 mm B6232
28 BLACK Mini mirror 3x6 mm drop-shaped B6240
29 BLACK MICROflex rhodium Mini mirror @ 3 (B5200
mm
30 BLACK MICROflex rhodium Mini mirror @ 5 (B5220
mm
31 BLACK MICROflex rhodium Mini mirror 3X6 (B5232
mm




32 BLACK MICROflex rhodium Mini mirror drop- |B5240
shaped

33 Dung cu tham [Explorer Form A-G with handle ERGOtouch 442

34 |tram nha khoa |Stainless Steel 667

35 600-...

36 Explorer Form A-G with handle ERGOtouch 620-...
white

37 Explorer Form A-G with handle ERGOtouch 621-...
pastel yellow

38 Explorer Form A-G with handle ERGOtouch 622-...
pastel blue

39 Explorer Form A-G with handle ERGOtouch 623-...
pastel mint

40 Explorer Form A-G with handle ERGOtouch 624-...
pink

41 Explorer Form A-G with handle ERGOtouch 625-...
pastel lavender

42 Explorer Form A-G with handle ERGOtouch 626-...
anthracite

43 ERGOtouch handle white for mouth mirror 620

44 ERGOtouch handle pastel yellow for mouth 621
mirror

45 ERGOtouch handle pastel blue for mouth mirror (622

46 ERGOtouch handle pastel mint for mouth mirror (623

47 ERGOtouch handle pink for mouth mirror 624

48 ERGOtouch handle pastel lavender for mouth (625
mirror

49 ERGOtouch handle anthrcite for mouth mirror 626

50 Explorer Form A-G white 540-...

51 Explorer Form A-G pastel yellow 541-...

52 Explorer Form A-G pastel blue 542-...

53 Explorer Form A-G pastel mint 543-...

54 Explorer Form A-G pastel pink 544...

55 Explorer Form A-G pastel lavender 545-...

56 Explorer Form A-G anthracite 546-...

57 Dung cu can RELAX Mouth Mirrors FS Rhodium

58  [guong nha khoa [No. 4 assortment 7100

59 No. 4 plane 7101; 7102; 7103;

60 7104; 7105;

61 7106; 7107

62

63 No. 5 plane assortment 7110

64 No. 5 plane 7111;7112;7113;

65 7114; 7115;

66 7116; 7117

67

68 RELAX Mouth Mirrors FS ultra bright

69 No. 4 assortment 7300

70 No. 4 plane 7301; 7302; 7303;

71 7304; 7305;

72 7306; 7307

73

74 No. 5 assortment 7310

75 No. 5 plane 7311; 7312; 7313;




76

7314;7315; 7316;

77 7317

78

79  |Dungcudanh  [PoliStripe, white (medium) + grey (coarse) 25300
bong nhakhoa  |aluminium oxide

80 Guong nha khoa |Mouth Mirrors

81 ULTRA FS, SS-thread

82 ULTRA, Nos. 4-5 plane 6160 - 6161

83 ULTRAduo, Nos. 4-5 plane 6640 - 6641

84 ULTRAretract, Nos. 4-5 plane 6670 - 6671

85 ULTRAretract, bifurcated stem, Nos. 4-5 plane  [6690 - 6691

86 ULTRAretract, 2 x 45°bent, No.4 plane 6650

87 ULTRAmicro

88 Mini mirror @ 3 mm 6181

89 Mini mirror @ 5mm 6182

90 Mini mirror oval 3x6 mm 6183

91 Mini mirror 3x6 mm drop-shaped 6184

92 MICROflex ultra

93 MICROflex ultra Mini mirror @ 3 mm 5181

94 MICROflex ultra Mini mirror @ 5 mm 5182

95 MICROflex ultra Mini mirror 3X6 mm 5183

96 MICROflex ultra Mini mirror 3X6 mm drop- 5184

shaped

97 ULTRA FS, CS-thread

98 ULTRA, Nos. 4-5 plane 6165 - 6166

99 ULTRAduo, Nos. 4-5 plane 6645 - 6646

100 ULTRAretract, Nos. 4-5 plane 6675 - 6676

101 ULTRAretract, bifurcated stem, Nos. 4-5 plane (6695 - 6696

102 ULTRAuvision FS, SS, simple stem

103 Nos. 3-5 plane 533X

104 No. 0,0 14mm 532X0

105 ULTRAuvision FS, CS, cone socket

106 Nos. 3-5 plane 536X

107 MEGA FS Rhodium, SS-thread

108 MEGA, Nos. 4-5 plane 6060 - 6061

109 MEGAduo, Nos. 4-5 plane 6100-6101

110 MEGAretract, Nos. 4-5 plane 6660 - 6661

111 MEGAretract, bifurcated stem, Nos. 4-5 plane  |6680 - 6681

112 MEGAs tretch, 18 x 33 mm 6860

113 MEGAs tretch, 22 x 37 mm 6861

114 MEGA Parallelometer Mirror, 22 x 37 mm 6900

115 MEGA Cheek retractor, without mirror 6070W

116 MEGAabrasive 6080

117 MEGAmicro

118 Mini mirror @ 3 mm 6200

119 Mini mirror @ 5mm 6220

120 Mini mirror oval 3x6 mm 6232

121 Mini mirror 3x6 mm drop-shaped 6240

122 MICROflex rhodium

123 MICROflex rhodium @ 3 mm 5200

124 MICROflex rhodiumo @ 5 mm 5220

125 MICROflex rhodium 3X6 mm 5232




126 MICROflex rhodium 3X6 mm drop-shaped 5240
127 MEGA FS Rhodium, CS-thread
128 MEGA, Nos. 4-5 plane 6070 - 6071
129 MEGAduo, Nos. 4-5 plane 6170 - 6171
130 MEGAretract, Nos. 4-5 plane 6665 - 6666
131 MEGAretract, bifurcated stem, Nos. 4-5 plane  [6685 - 6686
132 MEGA FS, SS-thread
133 Nos. 4-5 plane 6560 - 6561
134 MEGA FS, CS-thread
135 Nos. 4-5 plane 6565 - 6566
136 TOPvision FS Rhodium, SS, simple stem
137 Nos. 3-5 plane 721X.
138 Nos. 2, 6-8 plane 720X
139 Nos. 4-5 magnifying 726X
140 No.06 @ 6mm, plane 719X06
141 No0.08 @ 8mm, plane 719X08
142 No. 10 © 10mm, plane 719X10
143 No. 10 © 12mm, plane 719X12
144 No. 14 © 14 mm, plane 719X14
145 No. 16 © 16mm, plane 719X16
146 TOPvision FS Rhodium, CS, cone socket
147 Nos. 3-5 plane 731X
148 Nos. 2, 6-8 plane 730X
149 Nos. 4-5 magnifying 736X
150 Mouth Mirror with parallel lines 728
(Parallelometer) FS Rhodium, SS
151 TOPvision FS, SS, simple stem
152 Nos. 3-5 plane 633X
153 TOPvision FS, CS, cone socket
154 Nos. 3-5 plane 636X
155 SEplus, SS, simple stem
156 SEplus, CS, cone socket
157 Nos. 3-6 plane 702X
158 Nos. 1, 2,7, 8 plane 701X
159 Nos. 3-6 magnifying 706X
160 SEflex, SS-thread
161 Nos. 3-6 plane 711X
162 Nos. 1, 2, 7, 8 plane 710X
163 Nos. 3-6 magnifying 716X
164 Nos. 4, 5 plane 741X
165 Nos. 4, 5 magnifying 746X
166 SEflex Rhodium, SS-thread
167 Nos. 4, 5 plane 742X
168 Nos. 4, 5 magnifying 747X
169 Economy, SS, simple stem
170 Nos. 4, 5 plane 770X
171 Nos. 4, 5 magnifying 771X
172 Economy, CS, cone socket
173 Nos. 4, 5 plane 775X
174 Nos. 4, 5 magnifying 776X
175 |B0 dung cu can [Handle for laryngeal mouth mirrors
176  [guong vamat  [Handle for laryngeal mouth mirrors with 400
guong nha khoa [adjusting screw
177 Handle for laryngeal mouth mirrors 440

Hahnenkratt
GmbH Co.,
Ltd, Blrc

Hahnenkratt
GmbH Co.,
Ltd, Brc




178 Laryngeal Mouth Mirrors, FS Rhodium
179 with thread, @ 6-14mm H950RX
180 with thread, @ 16 - 30 mm H750RX
181 Laryngeal Mouth Mirrors, FS Rhodium
182 without thread, @ 6-14mm H951RX
183 without thread, @ 16 - 30 mm H751RX
134 Laryngeal Mouth Mirrors, FS Rhodium
185 with handle hexagonal, @ 6-14mm H956RX
186 with handle hexagonal, @ 16 - 30 mm H756RX
187 Laryngeal Mouth Mirrors, FS Rhodium
188 with handle round, @ 6- 14mm H957RX
189 with handle round, @ 16 - 30 mm H757RX
190 |Can guongnha |Handles for Mouth Mirrors
191 |khoa Stainless Steel, polished, octagonal, SE-Form/SS (413
192 CS 415
193 Stainless Steel, polished, octagonal, knurled/Ss 420
194 CS 421
195 Stainless Steel, polished, round, knurled/Ss 426
196 CS 427
197 Stainless Steel, polished, round, knurled/SS 5012
198 CS 5013
199 Stainless Steel, polished, with recessed grip/SS 430
200 CS 431
201 Stainless Steel, polished, hollow/Ss 460
202 CS 461
203 Stainless Steel, satin finished, hollow/ SS 466
204 CS 467
205 Stainless Steel, polished, hexagonal, hollow
206 SS 470
207 CS 471
208 Stainless Steel, satin finished, hexagonal, hollow
209 Ss 476
210 CS 477
211 Stainless Steel, polished, hex., hollow, 135 mm
long
212 SS 480
213 CS 481
214 Brass, chrome-plated, hexagonal, hollow
215 Ss 422
216 CS 423
217 Stainless Steel, satin finished, hexagonal, with
gauge (130 mm)
218 SS 474
219 ERGOform Handles, for mouth mirrors
with simple stem (SS)
220 ERGOform PEEK-plastic grey-blue 580
221 [Can guong nha |ERGOform PEEK-plastic white 581
222 |khoa ERGOform PEEK-plastic turquoise-green 582
223 ERGOform PEEK-plastic pastel-blue 583
224 ERGOform PEEK-plastic aubergine 584
225 ERGOform, stainless steel, satin finished 492




226 ERGOform Handles, for mouth mirrors
with cone socket stem (CS)
227 ERGOform PEEK-plastic grey-blue 590
228 ERGOform PEEK-plastic white 591
229 ERGOform PEEK-plastic turquoise-green 592
230 ERGOform PEEK-plastic pastel-blue 593
231 ERGOform PEEK-plastic aubergine 594
232 ERGOform stainless steel, satin finished 493
233 ERGOgrip Handle, for mouth mirrors with simple 496
stem (SS)
234 ERGOgrip Handle, for muth mirrors with cone 497
sockets (CS)
235 ERGOtouch Handle, for mouth mirrors with simple (442
stem (SS)
236 ERGOtouch Handle, for muth mirrors with cone 443
sockets (CS)
237 ERGOtouch duo Handle, for mouth mirrors with 667
simple stem (SS)
238 ERGOform 134°C Handles for mouth mirrors
with simple stem (SS)
239 ERGOform 134°C white 540
240 ERGOform 134°C pastel-yellow 541
241 ERGOform 134°C pastel-blue 542
242 ERGOform 134°C pastel-mint 543
243 ERGOform 134°C pink 544
244 ERGOform 134°C pastel lavender 545
245 ERGOform 134°C anthracite 546
246 ERGOform 134°C ocean-blue 547
247 ERGOform 134°C turquoise-green 548
248 ERGOform 134°C berry 549
249 ERGOform 134°C Handles for mouth mirrors
with cone socket (CS)
250 ERGOform 134°C white 560
251 ERGOform 134°C pastel-yellow 561
252 ERGOform 134°C pastel-blue 562
253 ERGOform 134°C pastel-mint 563
254 ERGOform 134°C pink 564
255 ERGOform 134°C pastel lavender 565
256 ERGOform 134°C anthracite 566
257 ERGOform 134°C ocean-blue 567
258 ERGOform 134°C turquoise-green 568
259 ERGOform 134°C berry 569
260 |Dung cu do WHO-Probe
261 |trong nha khoa [Periodontometer 5010
262 ERGOtouch Periodontometer 5015
263 [Guong nha khoa |Photography Mirrors FS Rhodium
264 Nos. 1-9 double sided 6300X
265 Nos. 1-3, 5 single sided 6500X
266 Nos. 1-3, 3KFO, 5 single sided with stem 6530X
267 No. 3, 3KFO singel sided with stem, V-shaped 6540X
268 No. 1, 2, 5 single sided with straight stem 6550X
269 Photography Mirrors ULTRA FS
270 Nos. 1-3, 5 single sided 6700X
271 Nos. 1-3, 3KFO, 5 single sided with stem 6730X
272 No. 3, 3KFO singel sieded with stem, V-shaped 6740X
273 No. 1, 2, 5 single sided with straight stem 6750X
274 |Dung cu cach ly |Matrixes, stainless steel, micro thin
275 |trong nha khoa [all shapes 40X; 40X1;
276 40X2; 40X3;
277 40X4; 40X5;
278 40X6; 40X7;
279 40X11;40X12;
280 40X13; 40X14;
281 40X15; 40X16;




282

283

284

285

286

287

288

289

290

291

292

40X101; 40X102;
40X103; 40X113;
40X150; 40X151;
41X; 41X1;
41X2; 41X3;
41X4; 41X5;
41X6; 41X7;
41X11; 41X12;
41X13; 41X14;
41X15; 41X16;
41X101; 41X102;
41X103; 41X113;
41X150; 41X151;




293 Matrix Bands, stainless steel, micro-thin
294 rollof 1m iin cardboard dispenser 101X
295 rollof 3m in plastic dispenser 103X
296 roll of 10 m in plastic dispenser 100X
297 Matrix Retainers Stainless Steel
298 Ilvory-shape for 5, 6 or 7 mm wide bands 8X
299 Nystré6m-shape, left "I1" or right "11" 20X
300 Nystrom-shape, one pair, | and 11 20
301 Tofflemire-shape, universal with removable sliding (21
carriage
302 Tofflemire-shape, universal with fixed sliding 25
carriage
303 Ivory-shape 1
304 Ivory-shape with shields 12
305 [Dung cu bao phu |[PROTECT Aluminium temporary crowns
306 [ring tam Refill-package of one size 360X
307 64 Molars + 36 Premolars 368
308 Refill-package of one size 480X
309 64 Molars + 36 Premolars 483
310 [Dungcucachly |alu*plast temporary crowns with tooth coloured
311 [nhakhoa Refill-package of one size 495X
312 PROVISA Aluminium-Shells
313 Refill-package of one size 374X
314 Refill-package of one size 370X
315 Cardboard assortment 371
316 Plastic assortment 372
317 PROVISA Tin Shells
318 Refill-package of one size 382X
319 Plastic assortment 378
320 Copper Bands, polished
321 Refill-package of one size 302X
322 Refill-package of one size 305X
323 Cardboard-assortment 306
324 Plastic-assortment 310
325 Gauges kit 502
326 Copper Bands, rough adhesive
327 Refill-package of one size 288X
328 Plastic-assortment 295
329 Gauges kit 503
330 ATR-Impression-Shells
331 Refill-package of one size 125X
332 Plastic-assortment 126
333 ATR-Impression-Pins 127
334 PULLover
335 Intro Kit 88400
336 Trial Kit 88500
337 Retraction tube, 40 cm, refill-package 88100
338 Retraction tube, 50 cm, dispenser, refillable 88110
339 Application tweezers, stainless steel 88200
340 Retraction tube, 50 cm, dispenser st.st., refillable 88300




341

342

343

344

345

346

347

348

349

350

351

352

353

354

355

356

357

358

359

360

361

362

363

364

365

366
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368

369
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373

374

375

376

377

378

379

380

381

Dung cu danh
boéng nha khoa

PoliDisk, 9 mm

Starter Kit 25100
white (fine) aluminium oxide 25041
red (medium) aluminium oxide 25042
blue (coarse) aluminium oxide 25043
green (x-coarse) aluminium oxide 25004
green (x-coarse) carbon silicide 25005
PoliDisk, 13 mm

Starter Kit 25200
Trial Kit 25020
white (fine) aluminium oxide 25051
red (medium) aluminium oxide 25052
blue (coarse) aluminium oxide 25053
green (x-coarse) aluminium oxide 25034
green (x-coarse) carbon silicide 25035
PoliDisk Mandrell, universal 25000
PoliTool

Trial Kit 20000
dark grey (medium) 20021;20022;

20023; 20025

brown (fine)

20001; 20002;
20003; 20004

green (x-fine)

20011;20012;
20013; 20014

PoliTool Composite

Trial Kit 23000

light yellow (medium) 23001; 23002;
23003; 23004

light green (fine) 23011; 23012;

23013; 23014

PoliTool CO-Di

Trial Kit 24000

dark grey (medium) 24001; 24002;
24003; 24004

light grey (fine) 24011; 24012;
24013; 24014

Trial Kit 26000

Spirex, dark grey (medium) 26001

Spirex, light grey (fine) 26011

PoliTool Ceram

Trial Kit 22000

pink (medium) 22002; 22003;
22004

grey (fine) 22012; 22013;
22014

System Box 10009
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