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84: 200001040/PCBA-HCM Tp H6 Chi Minh, ngay 29 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: 009/2020CV_TN Ngay: 20/06/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Dung cu, vat liéu danh bong 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 hitu: Micerium S.P.A

Dia chi chu s¢ hitu: Via G. Marconi 83, 16036 Avegno ( GE ) Italy

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: 29-06-2020
. 18:06:45:+07:00
Pham Thi Thanh Huyén




DANH MUC PINH KEM

Ma sian pham

STT | Tén trang thiét biy té Chiing loai/ Ha,n g nuoe Hal}g’,nw? ¢
M3 san phim san xuat chu sé hiru
n P . Ma san pham
trén Invoice
1 |DUNG CU, VAT LIEU PANH BONG NHA KHOA
) ENA - ETCH Etching gel 37%
phosphoric acid 2mi COS101 COS101
3 ENA - ETCH Etching gel 37%
phosphoric acid 25 ml C0S101B C0Ss101B
4 ENA- ETCH Etching gel 37%
phosp COSM101 COSM101
5 VAt liéu x6i mon ENA- ETCH Etching gel 37%
o phosp 4 *2ml COSM101A COSM101A
6 ENA- ETCH Etching gel 37%
phosp COSM101B COSM101B MICERIUM | MICERIUM
S.P.A,ITALY|S.P.A,ITALY
7
ENA- ETCH tips 25 pcs COSM3T COSM3T
8
ENAETCH - porcelain repair kit |COSM661 COSM661
9 ENA BRUSH C for colour COSPENI11 COSPEN11
10 ENA BRUSH C for colour COSPENI11-1 COSPEN11-1
11 ENA MICERIUM BRUSH € COSPENI11D COSPEN11D

DISPOSABLE 10pcs




12 ENA BRUSH F for fossa COSPEN12 COSPEN12

13 B danh bong nha khoa ENA BRUSH F for fossa COSPEN12-1 COSPEN12-1

14 EII\IS?gISIgEIE]IEU?ng?USH F COSPEN12D COSPEN12D

15 Ena BRUSH M for modell COSPEN13 COSPEN13

16 Ena BRUSH M for modell COSPEN13-1 COSPEN13-1

17 EII\IS[; (IE/ISIISEE]IEUII\(/)[;?USH M COSPEN13D COSPEN13D

18 SHINY Polishing Kit COSSHINY +G  |COSSHINY +G
19 Handle for brushes COSSHINY1 COSSHINY1

20 Tips for Syringe , 100 pcs COSSHINY 100 COSSHINY 100
21 Rubber point 12 pcs COSSHINY13 COSSHINY13
22 Rubber point 1pc COSSHINY13-1 |COSSHINY13-1
23 White rubber for composite 1pc  |COSSHINY14-1 |COSSHINY 14-1
24 Grey rubber for composite 1 pc  |COSSHINY15-1 |COSSHINY15-1
25 Brush handle 1pc COSSHINYI1R COSSHINY 1R
26 Brush handle 1pc COSSHINY1W COSSHINY1W




27

28

29

30

31

32

33

34

35

36

37

38

39

40

41

B0§ dénh bong nha khoa

Black tips 0,9mm 25pcs

COSSHINY25

COSSHINY25

Rubber points Brown 12pcs

COSSHINY33

COSSHINY33

SHINY33 Rubber Point 1 pc

COSSHINY33-1

COSSHINY33-1

Brush refills 50 pcs COSSHINY50 COSSHINY50
Felt Wheels RA mandrel 6pcs COSSHINY6 COSSHINY6
Discs : Coarse 100 pcs COSSHINYDC COSSHINYDC
Discs : Extra fine 100pcs COSSHINYDF COSSHINYDF
Discs : Medium 100pcs COSSHINYDM  |COSSHINYDM
Discs : Fine 100pcs COSSHINYDX COSSHINYDX
Felt Wheels 30 pcs COSSHINYF COSSHINYF
wheels
Felt Discs 100pcs COSSHINYFD COSSHINYFD
Discs Mandrel COSSHINYFM COSSHINYFM
SHINY complete finishing kit COSSHINYKIT |COSSHINYKIT
Goat brushes 12 pcs COSSHINYS COSSHINYS
12 pcs
Goat brushes 1 pc COSSHINYS-1 COSSHINYS-1




42 Strips :Fine regular 100 pcs COSSHINYSF COSSHINYSF
43 Strips: Fine narrow 100 pcs COSSHINYSFS  |COSSHINYSFS
44 Strips : Coarse regular 100 pcs COSSHINYSM COSSHINYSM
45 Strips : Coarse narrow 100 pcs COSSHINYSMS |COSSHINYSMS
46 SHINY TrialKit COSSHINY -Y  |COSSHINY -Y
47 SHINY MiniKit fgSSHINY Y |COSSHINY - Y +G
48 Black mixing palette for stain COSSTAINO1 COSSTAINO1
49
e ENA -ETCH 9,6% hydrofluoric ac [COSZ15 COSz15
Vit liéu x61 mon
50 ENA -ETCH silane ( porcelain
Primer ) C0OSz25 C0OSz25
51 SHINY 14 Rubber white CS014 CS014
diamond points 6pcs
52 Rubber grey diamond points for CS015 CS015
composite 3 pcs
SHINY 2 IMPREGNATED
53 BRUSH + 1 DIAMOND CS040 CS040
RUBBER POINT
SHINY41 IMPREGNATED
54 BRUSH POINT FOR CS041 CS041
POSTERIOR 6 pcs
55 BRUSH POINT FOR CS041-1 CS041-1

POSTERIOR 1 pc




SHINY 42 IMPREGNATED

56 BRUSH SMALL CUP 6 pcs 5042 5042
SHINY 42 IMPREGNATED

37 BRUSH SMALL CUP 1 pc C5042-1 €S042-1
SHINY 43 IMPREGNATED

>3 BRUSH MEDIUM CUP 6 pcs 5043 5043
SHINY 43 IMPREGNATED

39 BRUSH MEDIUM CUP 1 pc ¢5043-1 €5043-1

60 ENA SHINY DIAMOND STRIP CS050-2R CS050-2R
12mm x2 mm red 5 pcs
ENA SHINY DIAMOND STRIP

61 12 x2 mm Red ,100 pcs 50 micron €5050-2R-100 €5050-2R-100

62 ENA SHINY DIAMOND STRIP CS050-2Y CS050-2Y
12mm x2 mm yellow 5 pcs
ENA SHINY DIAMOND STRIP

63 12 x2 mm ylw , 100 pcs 30 CS050-2Y-100 CS050-2Y-100
micron

64 ENA SHINY DIAMOND STRIP CS050- 4R CS050- 4R
12mm x4 mm red 5 pcs
ENA SHINY DIAMOND STRIP

65 12 x4 mm Red , 100 pcs 50 CS050- 4R -100 CS050- 4R -100
micron

66 ENA SHINY DIAMOND STRIP CS050- 4Y CS050- 4Y
12mm x4 mm yellow, 5 pcs

67 ENA SHINY DIAMOND STRIP CS050-4Y -100 CS050-4Y -100
12x4 mm ylw, 100 pcs 30 micron

68 Ena shiny 12 blades FG CS197072010 CS197072010

69 Ena Shiny 12 blades FG CS197072014 CS197072014

70 Ena Shiny Bur Kit anterior direct CSILV CSILV

composite 18 pcs




71

72

73

74

75

76

77

78

79

80

81

82

83

&4

&5

Prof. Mangani Bur Kit , 12 pcs CSIMF CSIMF

ENA SHINY CARBIDE BUR CS1S014 CS1S014

RA 3 pcs

ENA SHINY CARBIDE BUR CS1S018 CS1S018

RA 3 pcs

Ené Shiny Bu.r Kit posterior dir & CSOLV CSOLV

indir. composite 22 pcs

ENA SHINY DIAMOND BUR CS368514025 CS368514025
FG 3 pcs

ENA SHINY DIAMOND BUR CS368524025 CS368524025
FG 3 pcs

ENA SHINY DIAMOND BUR CS390504016 CS390504016
FG 3 pcs

ENA SHINY DIAMOND BUR CS390514014 CS390514014
FG 3 pcs

Ena Shiny Bur Kit Veneer & CS3LV CS3LV

metal free crown 11 pcs

Ena Shiny Bur Kit 50° & 90 CSALV CS4LV

metal crown 15 pcs

ENA SHINY DIAMOND BUR | 01514012 |CS801514012
FG 3 pcs

ENA SHINY DIAMOND BUR CS801514014 CS801514014
FG 3 pcs

ENA SHINY DIAMOND BUR CS801514016 CS801514016
FG 3 pcs

Ena Shiny diamond bur FG CS801524012 CS801524012
ENA SHINY DIAMOND BUR | 801524012 |CS801524012

FG 3 pcs




86

87

88

&9

90

91

92

93

94

95

96

97

98

99

100

Ena Shiny diamond bur FG CS801524014 CS801524014
ENA SHINY DIAMOND BUR CS801524014 CS801524014
FG 3 pcs

ENA SHINY DIAMOND BUR CS801524016 CS801524016
FG 3 pcs

ENA SHINY DIAMOND BUR CS811504040 CS811504040
FG 3 pcs

ENA SHINY DIAMOND BUR CS811514037 CS811514037
FG 3 pcs

ENA SHINY DIAMOND BUR CS811524037 CS811524037
FG 3 pcs

ENA SHINY DIAMOND BUR CS811534040 CS811534040
FG 3 pcs

ENA SHINY DIAMOND BUR CS839514012 CS839514012
FG 3 pcs

ENA SHINY DIAMOND BUR CS839514014 CS839514014
FG 3 pcs

ENA SHINY DIAMOND BUR CS839514016 CS839514016
FG 3 pcs

ENA SHINY DIAMOND BUR CS839524012 CS839524012
FG 3 pcs

ENA SHINY DIAMOND BUR CS839524014 CS839524014
FG 3 pcs

ENA SHINY DIAMOND BUR CS839524016 (CS839524016
FG 3 pcs

Ena Shiny diamond bur FG CS845KR524016 |CS845KR524016
Ena Shiny diamond bur FG CS845KR524018 [CS845KR524018




101

102

103

104

105

106

107

108

109

110

111

112

113

114

115

Miii khoan danh bong

ENA SHINY DIAMOND BUR

FG 3 pes CS845R514012 C845R514012
ENA SHINY DIAMOND BUR CS845R524012 C845R524012
FG 3 pes

Ena Shiny diamond bur FG CS846KR524016 |CS846KR524016
Ena Shiny diamond bur FG CS846KR524018 |CS846KR524018
ENA SHINY DIAMOND BUR CS846R514014 CS846R514014
FG 3 pcs

ENA SHINY DIAMOND BUR CS846R524014 CS846R524014
FG 3 pcs

ENA SHINY DIAMOND BUR CS847514016 CS847514016
FG 3 pcs

ENA SHINY DIAMOND BUR CS847524016 CS847524016
FG 3 pes

ENA SHINY DIAMOND BUR CS847R514014 CS847R514014
FG 3 pcs

ENA SHINY DIAMOND BUR CS847R514016 CS847R514016
FG 3 pes

ENA SHINY DIAMOND BUR CS847R514021 CS847R514021
FG 3 pcs

ENA SHINY DIAMOND BUR CS847R524014 CS847R524014
FG 3 pes

ENA SHINY DIAMOND BUR CS847R524016 CS847R524016
FG 3 pcs

ENA SHINY DIAMOND BUR CS847R524021 CS847R524021
FG 3 pcs

ENA SHINY DIAMOND BUR CS848514012 CS848514012

FG 3 pcs




116

ENA SHINY DIAMOND BUR

117

118

119

120

121

122

123

124

125

126

127

128

129

130

FG 3 pos CS848514018 CS848514018
ENA SHINY DIAMOND BUR CS848524012 CS848524012
FG 3 pes
ENA SHINY DIAMOND BUR CS848524018 CS848524018
FG 3 pcs
ENA SHINY DIAMOND BUR CS849514012 CS849514012
FG 3 pcs
ENA SHINY DIAMOND BUR CS849514016 CS849514016
FG 3 pcs
ENA SHINY DIAMOND BUR CS849524012 CS849524012
FG 3 pcs
ENA SHINY DIAMOND BUR CS849524016 CS849524016
FG 3 pcs
ENA SHINY DIAMOND BUR CS850514016 CS850514016
FG 3 pes
ENA SHINY DIAMOND BUR CS850514018 CS850514018
FG 3 pcs
ENA SHINY DIAMOND BUR CS850524016 CS850524016
FG 3 pcs
ENA SHINY DIAMOND BUR CS850524018 CS850524018
FG 3 pcs
ENA SHINY DIAMOND BUR CS853514008 CS853514008
FG 3 pcs
ENA SHINY DIAMOND BUR CS855514014 CS855514014
FG 3 pcs
ENA SHINY DIAMOND BUR CS855524014 CS855524014
FG 3 pcs
ENA SHINY DIAMOND BUR CS856504018 CS856504018

FG 3 pcs




131

ENA SHINY DIAMOND BUR

132

133

134

135

136

137

138

139

140

141

142

143

144

145

FG 3 pos CS856534016 CS856534016
ENA SHINY DIAMOND BUR CS859504012 CS859504012
FG 3 pes
ENA SHINY DIAMOND BUR CS859504014 CS859504014
FG 3 pcs
ENA SHINY DIAMOND BUR CS859514012 CS859514012
FG 3 pcs
ENA SHINY DIAMOND BUR CS859524012 CS859524012
FG 3 pcs
ENA SHINY DIAMOND BUR CS859534012 CS859534012
FG 3 pcs
ENA SHINY DIAMOND BUR | gg61514012  |CS861514012
FG 3 pcs
ENA SHINY DIAMOND BUR CS861524012 CS861524012
FG 3 pes
ENA SHINY DIAMOND BUR CS878514012 CS878514012
FG 3 pcs
ENA SHINY DIAMOND BUR CS878514016 CS878514016
FG 3 pcs
ENA SHINY DIAMOND BUR CS878524012 CS878524012
FG 3 pcs
ENA SHINY DIAMOND BUR CS878524016 CS878524016
FG 3 pcs
ENA SHINY DIAMOND BUR CS879514012 CS879514012
FG 3 pcs
ENA SHINY DIAMOND BUR CS879514016 CS879514016
FG 3 pcs
ENA SHINY DIAMOND BUR CS879524012 CS879524012

FG 3 pcs




ENA SHINY DIAMOND BUR

146 CS879524016 CS879524016
FG 3 pcs
Ena Shiny diamond bur FG

147 Diamond FG for finishing ENA  |CS881514012 CS881514012
SHINY
Ena Shiny diamond bur FG

148 Diamond FG for finishing ENA  |CS881514014 CS881514014
SHINY

149 Ena Shiny diamond bur FG CS881524012 CS881524012

150 Ena Shiny diamond bur FG CS881524014 CS881524014

151 ENA SHINY 30 BLADES 3 pcs  [CS9904 CS9904

152 ENA SHINY 30 BLADES 1 pcs  |CS9904-1 CS9904-1

153 Ena Shiny Cotton Felt 12pcs RA CSF CSF
17x10 mm

154 CSS CSS
ENA SHINY Goat Brushes 12pcs
UNIVERSAL CURETTE

155 STAINLESS STEEL ECCOl ECCol

.A < UNIVERSAL CURETTE

156 [Dung cu diéu khac nha khoa TITANIUM ECCOIT ECCOIT

157 ECCO02 ECCO02
SPECIAL CURETTE STAINLES

158 Smart Prophy 12 pcs PINK RA  [ECPO1 ECPO1

159 Smart Prophy 1 pc ECPO1-1 ECPO1-1

160 Smart Prophy 100 pcs PINK RA [ECPO1B ECPO1B




161

162

163

164

165

166

167

168

169

170

171

172

173

174

175

Chéi danh bong nha khoa

Smart Prophy 12 pcs WHITE RA [ECP02 ECP02
Smart Prophy 1 pc ECP02-1 ECP02-1
Smart Prophy 100 pcs WHITE ECPO2B ECPO2B
RA

Smart Prophy 12 pcs BLUE RA [ECP03 ECPO03
Smart Prophy 1 pc BLUE RA ECP03-1 ECP03-1
Smart Prophy 100 pcs BLUE RA [ECP03B ECP0O3B
Smart Prophy 12 pcs FINE

WHITE RA ECP04 ECP04
Smart Prophy 1pc ECP04-1 ECP04-1
Smart Prophy 100 pcs FINE

WHITE RA ECP04B ECP04B
ENA CARE Smart prophy ECP25 ECP25
orange tips 1,8 mm 25 pcs

Smgrt Prophy 6 sir. x 3ml blue + ECP30B ECP30B
25 tips

Smar't Prophy syringe 1.7ml blue ECP30BX ECP30BX
+ 3 tips

Smart Prophy PASTE 3. x 3ml

KIT + 25 tips +2 rubber + 4 brush ECP30K ECP30K
Sma.rt Prophy 6 sir x 3ml pink + ECP30R ECP30R
25 tips

Smart Prophy syringe 1,7ml pink ECP30RX ECP30RX

+ 3tips




Smart Prophy PASTE 6 sir . x 3m

176 areen + 25 tips ECP30V ECP30V

177 Smart Prophy syringe 1.7ml g op3gyy ECP30VX
green + 3 tips

178 PURPLE RUBBER RA 12 pcs  |ECP31 ECP31

179 Smart Prophy 1 pc ECP31-1 ECP31-1

180 VIOLET RUBBER RA 100 pcs |ECP31B ECP31B

181 protective wax ECPW ECPW

182 protective wax ECPWI ECPWI1

183 ENA SHINY Polishing paste kit |ES +G ES + GX

184 ENA SHINY Handle for brushes ES ES]
1 pc

185 ENA SHINY Blue Rubber point ES13 ES13
12pcs

186 ENA SHINY Green mounted ES21 ES21
stone 12pcs

187 ENA SHINY BLACK TIPS ES25 £S25
0,9mm 25 pcs

188 ENA SHINY Brown Rubber £S33 £S33
points 12pcs

189 ENA SHINY Brush refills 50 pcs |ES50 ES50

190 ENA SHINY Felt Wheels RA ES6 ES6

mandrel




191

192

193

194

195

196

197

198

199

200

201

202

203

204

205

B danh bong nha khoa

ENA SHINY Diamond paste A

. ESA ESAX
3micron2 g
ENA SHINY Diamond paste B 1 ESB ESBX
micron 2 g
ENA SHINY Alum. oxide paste EXC4 EXC4X
Cdg
ENA SHINY C Alum. oxide ESC ESCX
paste 35¢g
ENA SHINY Discs: Coarse ESDC ESDC
100pcs
ENA SHINY Discs: Extra fine ESDF ESDF
100 pcs
ENA SHINY Discs: Medium ESDM ESDM
100pcs
ENA SHINY Discs: Fine 100pcs |ESDX ESDX
ENA SHINY Felt Wheels 30 pcs |ESF ESF
ENA SHINY Felt Discs 100pcs  |ESFD ESFD
ENA SHINY Mandrel for Discs |ESFM ESFM
ENA SHINY Air Block 10gr ESG10 ESG10X
ENA SHINY Air Block 7 tips ESG7 ESGTX
0,5¢
ENA SHINY Air Block 2g ESG ESGX
ENA SHINY Compl. finishing kit |ESKIT ESKITX




206 ENA SHINY L marking varnish |ESL2 ESL2X

207 ENA SHINY Goat Brushes 12 pcs|ESS ESS

208 ENA SHINY Strips: Fine regular ESSF ESSF
100pcs

200 ENA SHINY Strips: Fine narrow ESSFS ESSFS
100pcs

)10 ENA SHINY StripsCoarse ESSM ESSM
regular 100pcs

- ENA SHINY StripsCoarse ESSMS ESSMS
narrow 100pcs

212 ENA SHINY Polishing mini kit ~ |ES- Y+ G ES-Y+GX

213 DR. VANINI instrument Kit TLV TLV

)14 Ena comp051.te instrument + 2 TLV1 TLVI
tips for anterior

- Ena comp.os1te instrument LV2 TLV2 TLV2
for posterior

216 10 long silicone tips +2 handles |[TPENM TPENM

)17 TEMP .—5 silicone tips refills ( TPENMI TPENMI1
same kind)

)18 TEMP .—5 silicone tips refills ( TPENM2 TPENM?2
same kind)

)10 TEMP .—5 silicone tips refills ( TPENM3 TPENM3
same kind)

220 TEMP -5 silicone tips refills ( TPENM4 TPENM4

same kind)




221

222

223

224

225

226

227

228

229

230

231

232

233

234

235

TEMP -5 silicone tips refills (

Dung cu diéu khéc nha khoa

. TPENMS TPENMS

same kind)
- R .

Sterilizable metal + brush tips 5 TPENMC TPENMC
pcs
HANDLE 45° TPENMC-1 TPENMC-1
Sterilizable brush tips assorted TPENMP TPENMP
refill Spcs
Sterilizable metal + brush tips 5 TPENMS TPENMS
pcs
HANDLE STRAIGHT - 90° TPENMS-1 TPENMS-1
DR. VANINI instrument Kit TPENMX TPENMX
Brush tips, black small S5pcs TPENN TPENN
Small black brush tips, Spcs TPENNI TPENNI1
flat silicone brush black 1pc TPENN2 TPENN2
DR. VANINI instrument Kit TPENNX TPENNX
Brush tips, white small 5pcs TPENS TPENS
Small white brush tips, Spcs Off [TPENSI1 TPENSI1
Silicon Brush white small 1 pc TPENS?2 TPENS?
spatula Shape
TEMP - White brush for TPENS3 TPENS3

composite modelling, 1 pc




236

TEMP - White brush for

237

238

239

240

241

242

. . TPENS4 TPENS4
composite modelling, 1 pc
TEMP - White bmsh for TPENSS TPENSS
composite modelling, 1 pc
DR. VANINI instrument Kit TPESX TPESX
Brush tips , black small 5pcs TPN2 TPN2
Sterilizable brush tips flat refill TPP? TPP2
Spcs
Brush tips , white small Spcs TPS2 TPS2
Rubber cone brush , 5 pcs TPS4 TPS4
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