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S4: 200000989/PCBA-HCM Tp H6 Chi Minh, ngay 22 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 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 ctia co sé: 008/2020CV_TN Ngay: 12/06/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: Dung cuy, vat liéu tiéu hao dung trong 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 s¢ hiru: HUANGHUA PROMISEE DENTAL CO., LTD

Dia chi chu s¢ hiru: Mould industry garden empolder Section Huanghua

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 bdi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

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

Ngay ky: 22-06-2020
14:44:25 +07:00

Pham Thi Thanh Huyén




DANH MUC DPiNH KEM
Kém theo Phu luc I Ban két qua phan logi trang thiét bi y té s6: 729.1-PP/180000023/PCBPL-BYT

STT T.é‘n tl:ang‘ Chiing loai/ M sin phim Ha Elg, m{é’c H?mg,n’ mr~6rc chui
thiét bi y té san xuat s6 hiru
Dung cu, vt tiéu hao dung trong nha khoa HUANGHUA HUANGHUA

PROMISEE PROMISEE
1 Cheek Retractor CROIL DENTAL CO., DENTAL CO.,
2 Cheek Retractor CROIS 11 TD,Trung Quéc [LTD,Trung Quéc
3 Cheek Retractor CRO2L
4 Cheek Retractor CR02M
5 Cheek Retractor CRO2S
6 Cheek Retractor CRO3L
7 Cheek Retractor CRO3M
8 Cheek Retractor CRO3S
9 Checek Retractor CR04L
10 Cheek Retractor CR04S
11 Cheek Retractor CROSL
12 Cheek Retractor CROS5S
13 . Cheek Retractor CRO9L
14 | Bang moi Cheek Retractor CRO9M
15 | Mhakhoa Cheek Retractor CR09S
16 Dry Field System Tubing CROSL
17 Dry Field System Tubing CRO8S
18 Dry Field System Component CR0802
19 Mouth Prop MPO1L
20 Mouth Prop MPO1M
21 Mouth Prop MPO1S
22 Mouth Prop& Tongue Guard MPO2L
23 Mouth Prop& Tongue Guard MP02M
24 Mouth Prop& Tongue Guard MP02S
25 Dental Retractor CRI10L
26 Dental Retractor CR10M
27 Dental Retractor CR10S
28 Micro Applicator MAOIR
29 Micro Applicator MAO1IF
30 Micro Applicator MAOISF
31 Micro Applicator MAO 1K
32 Co tam Gingival Brushes BAO1
33 bong Applicator Tip ATOIL
34 Applicator Tip ATO1S
35 Brush Holder BHO1
36 Micro Applicator MAO7
37 Micro Applicator MAOS8
38 Dental Sectional Contoured Matrices Kit SCo01
39 Dental Sectional Contoured Matrices Kit SC0103
40 Ordinary Matrix Band SCO501L
41 Ordinary Matrix Band SC0502M
42 o Ordinary Matrix Band SC0503S
43 | Vatlicu Subgingival Matrix Band SC0504L
44 | cichly Subgingival Matrix Band SC0505M
45 Subgingival Matrix Band SC0506S
46 Focerps SC07
47 Adhesive Tip Applicator SCO08
48 Clamping Ring SC0201




49 Clamping Ring SC0202
50 Clamping Ring SC0203
51 Clamping Ring SC0204
52 Clamping Ring SC0205
53 Clamping Ring SC0206
54 Silicone Pad SC0401
55 Silicone Clearance Wedge SC0301
56 Resin Matrix Band SCO0601L
57 Resin Matrix Band SC0602S
58 WedgeGuard WGOIL
59 WedgeGuard WG0 1M
60 WedgeGuard WGO01S
61 Dental Wedge with Matrix PWOSL
62 Dental Wedge with Matrix PWO05M
63 Dental Wedge with Matrix PWO05S
64 Dental Wedge with Matrix PWO6L
65 Dental Wedge with Matrix PWO06S
66 Common Plastic Wedge PWOIL
67 Common Plastic Wedge PWO01IM
68 Common Plastic Wedge PWO1S
69 Common Plastic Wedge PWOI1SS
70 Plastic Wedge with Hole PWO2L
71 Plastic Wedge with Hole PWO02M
72 Plastic Wedge with Hole PWO02S
73 Plastic Wedge with Hole PW02SS
74 Wonden Wedge PWO03 Orange
75 Wonden Wedge PW03 White
76 Wonden Wedge PWO03 Yellow
77 Wonden Wedge PWO03 Blue
78 Wonden Wedge PWO03 Green
79 Wonden Wedge PWO03 Pink
80 Long Handle Wedge PW04L
81 Long Handle Wedge PW04M
82 Long Handle Wedge PW04S
83 Disposable Dental Air Water Syringe Tips AWTO1
84 Ong hut |Disposable Dental Air Water Syringe Tips AWTO02
85 | nudc bot |Disposable Dental Air Water Syringe Tips|  AWTO03
86 Disposable Dental Air Water Syringe Tips AWTO05
87 | Sung ban Compule Dispenser Gun CGOl
88 [ composite Compule Dispenser Gun Bullets CG02
89 Face Shield with Frame FFO 1
90 Protective Shield FF03

91 Face Shield FF04
92 Protective Shield FFO5
93 Safety Glasses SGO1
94 [Vat li¢u bao Safety Glasses SG02
95 ho Safety Glasses SG03
96 Safety Glasses SG04
97 Safety Glasses SG06
98 Safety Glasses SGO8
99 Disposable Eyeshield DEO1
100 Protective Light Hand Shield YKO03
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101 Base Plate Wax BP0O1
102 Base Plate Wax BP02
103 Base Plate Wax BP03
104 | Sap lay dau Base Plate Wax BP04
105 Rim Farmer BP05
106 Rim Former BP0501
107 Rim Former BP0502
108 [ Khay léy Disposable Impression Tray ITO1
109 diu Disposable Impression Tray ITO101
110 Disposable Impression Tray IT0O102
111 Disposable Impression Tray ITO103
112 Disposable Impression Tray ITO104
113 Disposable Impression Tray ITO105
114 Disposable Impression Tray ITO106
115 Disposable Impression Tray ITO107
116 Disposable Impression Tray ITO108
117 Disposable Impression Tray ITO109
118 Disposable Impression Tray ITOL10
119 Autoclavable Impression Tray IT02
120 Autoclavable Impression Tray 1T0201
121 Autoclavable Impression Tray 1T0202
122 Autoclavable Impression Tray 1T0203
123 Autoclavable Impression Tray 1T0204
124 Autoclavable Impression Tray IT0205
125 Autoclavable Impression Tray IT0206
126 Autoclavable Impression Tray 1T0207
127 Autoclavable Impression Tray IT0208
128 Autoclavable Impression Tray 1T0209
129 Autoclavable Impression Tray ITO210
130 Impression Tray Holder IT06
131 Bite Tray ITO7
132 Adjustable Impression Tray ITOS
133 Teeth Whitening Tray TTO1
134 Bite Tray BT
135 Bite Tray BTO1
136 Bite Tray BT02
137 Bite Tray BTO03
138 Bite Tray BT04
139 Bite Tray BT05
140 Disposable Fluoride Foam Tray DTO1L
141 Disposable Fluoride Foam Tray DTOIM
142 Disposable Fluoride Foam Tray DTO1S
143 Disposable Fluoride Foam Tray DTO02L
144 Disposable Fluoride Foam Tray DT02M
145 Disposable Fluoride Foam Tray DTO02S
146 Disposable Fluoride Foam Tray DTO3L
147 Disposable Fluoride Foam Tray DTO3M
148 Disposable Fluoride Foam Tray DTO03S
149 Disposable Fluoride Foam Tray DTO04L
150 Disposable Fluoride Foam Tray DT04M
151 Disposable Fluoride Foam Tray DTO04S
152 Disposable Fluoride Foam Tray DTOSL
153 Disposable Fluoride Foam Tray DTOSM
154 Disposable Fluoride Foam Tray DTO05S
155 Disposable Fluoride Foam Tray DTO6L
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156 Disposable Fluoride Foam Tray DT06M
157 Disposable Fluoride Foam Tray DTO06S
158 Tray Base TBO1
159 Tray Base TBOIL
160 Tray Base TBOIM
161 Tray Base TBO1S
162 Implant Tray 1G04
163 Vong dinh Dental Implant Guide System IGO1
164 Vi Dental Implant Guide System Kit IGO5
165 | Banh méi Aligner Chewies MP03
166 | nha khoa Retainer Retrievers MP04
167 [ Guong nha Disposable Mouth Mirror MMO1
168 khoa Disposable Mouth Mirror MMO04
169 . Silicone Dispenser Gun SDGO01
Stng ban
170 |[chatlay dau Silicone Dispenser Gun SDG02
171 HP Mixing Tip HPO1
172 HP Mixing Tip HP02
173 HP Mixing Tip HP03
174 HP Mixing Tip HP04
175 HP Mixing Tip HPO5
176 HP Mixing Tip HP06
177 HP Mixing Tip HPO7
178 A HP Mixing Tip HPO8
179 | Pautron HP Mixing Tip HP09
cao su
180 HP Mixing Tip HP10
181 Intral-Oral Tip 10TO1
182 Intral-Oral Tip 10T02
183 Intral-Oral Tip 10T03
184 Intral-Oral Tip 10T04
185 Intral-Oral Tip 10T05
186 Intral-Oral Tip 10T06
187 Capsule Adapter QI07
188 [ Hop dung Grinding Carriage BF06
189 | mau ham Gutta-Percha Measuring Ruler BF0517
190 Bur Holder Box BB01
191 Bur Holder Box BB02
192 Bur Holder Box BB03
193 Bur Holder Box BB08§
194 Bur Holder Box BB09
195 Bur Holder Cleanser BCO1
196 Bur Holder Frame BFO01
197 Root Canal Frame BF02
198 Microdont BF04
199 Root Canal Measuring Ruler BFO05
200 Root Canal Measuring Table BFO3A
201 Root Canal Measuring Table BF03B
202 Resin Syringe Holder THO02
203 Resin Syringe Holder THO2L
204 Resin Syringe Holder THO2S
205 Multi-function Holder THO4MF
206 Multi-function Holder THO04MFL
207 Multi-function Holder THO4MFS
208 Barrier Film Dispenser THO6A
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209 Barrier Film Dispenser THO06B
210 Multi-function Holder THO4MF7
211 Dental Bib Box THO7
212 Syringe Stents THO3
213 Silicon Dispenser Gun Holder THOIL
214 Silicon Dispenser Gun Holder THO1S
215 Gauze Mask Dispenser Large Size THOSL
216 Gauze Mask Dispenser Small Size THOS5S
217 Bur Holder Box BB04A
218 Bur Holder Box BB04B
219 Bur Holder Box BB04C
220 Bur Holder Box BB04D
221 Bur Holder Box BBO0SA
222 Bur Holder Box BB05B
223 Bur Holder Box BB05C
224 Bur Holder Box BB05D
225 Bur Holder Box BB06A
226 Bur Holder Box BB06B
227 Bur Holder Box BB06C
228 Bur Holder Box BB06D
229 Bur Holder Box BB07A
230 Bur Holder Box BB07B
231 Bur Holder Box BB07C
232 Bur Holder Box BB07D
233 Prophy Brush PBO1A
234 Prophy Brush PBO1B
235 Prophy Brush PB0O1C
236 [ Chéi danh Prophy Brush PB02A
237 | bong nha Prophy Brush PB02B
238 khoa Prophy Brush PB02C
239 Prophy Brush PBO3A
240 Prophy Brush PB03B
241 Prophy Brush PB03C
242 Evacuation Tip ETO1
243 Disposable Saliva Ejectors SE01
244 Disposable Saliva Ejectors SE02
245 Saliva Ejectors SE02Green
246 Saliva Ejectors SE02Blue
247 Saliva Ejectors SE02Pink
248 Saliva Ejectors SE02Red
249 Saliva Ejectors SE02Brown
250 | . : Evacuation Tip ETO02Pink
251 | Onehat Evacuation Tip ET02 Yellow
phau thuat - -
252 Evacuation Tip ET02Green
253 Evacuation Tip ET02Blue
254 Evacuation Tip ET02Purple
255 Surgical Aspirator Tip STO1
256 Surgical Aspirator Tip ST02
257 Surgical Aspirator Tip ST03
258 Surgical Aspirator Tip ST04
259 Surgical Aspirator Adaptor STO6A
260 Surgical Aspirator Adaptor ST06B
261 Dental Bib Clip QI15C
262 | Khay lay Bib Clip QI15A
263 déu Disposable Dental Instrument Kit (3 in 1) DKO1
264 Disposable Dental Instrument Kit (3 in 1) DKOIA
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265 Disposable Dental Examination Kit DKO03
266 Disposable Dental Examination Kit DK04
267 Disposable Plastic Tray DPTO1
268 Disposable Plastic Tray DPTO02
269 Disposable Plastic Tray DPTO03
270 Disposable Plastic Tray DPT04
271 Neaten Case NCO1
272 Autoclavable Plastic Tray APTO1
273 Autoclavable Instrument Kit AKOI1 16
274 Autoclavable Instrument Kit AKO1 17
275 Autoclavable Instrument Kit AKO1 18
276 Autoclavable Instrument Kit AKO1 19
277 Autoclavable Instrument Kit AKO1 20
278 Autoclavable Instrument Kit AKO1 16a
279 Universal Barrier Film UF
280 X-Ray Film Holder XHO1
281 Prophy Paste Ring DDO030A
282 Prophy Paste Ring DD030B
283 Mixing Bowl MBO1
284 Mixing Bowl MBO02
285 Mixing Bowl MBO03
286 Mixing Bowl MB04
287 Disposable Dappen Dish DDO1
288 L. Disposable Dappen Dish DD02
2gg | Chéntron Mixing Well MWO1
nha khoa —
290 Mixing Well MWO02
291 Hy-Drop MWO03
292 Mixing Rod MRO1
293 Glass Dappen Dish GDO1
294 Alcohol Lamp ALO1
295 Silicone Small Bowl SBO1XL
296 Silicone Small Bowl SBO1L
297 Silicone Small Bowl SBO1IM
298 Silicone Small Bowl SBO1S
299 Silicone Small Bowl SB0O1SS
300 Spatula SPO1
301 | Thia tron Spatula SP02
302 Spatula SP03
303 Denture Box DBO01
304 Denture Box DB02
305 Denture Box DBO03
306 Denture Box DB04
307 Denture Box DBO05
308 Denture Box DB06
309 Denture Box DBO07
310 ) Denture Box DB08
311 | Hop dung Denture Box DB09
mau ham
312 Denture Box DBI10
313 Denture Box DBI1
314 Denture Box DBI12
315 Denture Box DBI13
316 Membrane Box DBI14
317 Denture Box DBI15
318 Milk Teeth Box DBI16
319 Denture Box DB17
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320 Denture Box DBI18
321 Denture Box DB20
322 Cotton Roll Dispenser CDO1
323 Cotton Roll Dispenser CDO02
324 | Gon cudn Cotton Roll Dispenser CDO03
325 Cotton Roll Clip CDM
326 Cotton Ball Dispenser CDO05
327 Ong tiém Curvcd'Utility Syringc CS01
328 Straight Syringe CS02
329 Prophy Cup PCO1A
330 Prophy Cup PC01B
331 Prophy Cup PCO2A
332 Ly nha Prophy Cup PC02B
333 khoa Prophy Cup PCO3A
334 Prophy Cup PCO3B
335 Prophy Cup PCO4A
336 Prophy Cup PC04B
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