SO Y TE TP HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S6: 200001084/PCBA-HCM Tp H6 Chi Minh, ngay 08 thang 07 nim 2020

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin ap dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bdé: CONG TY TNHH THUONG MAI THIET BI Y TE DAI NHA

2. Pia chi: 212/75/5 Nguyén Thién Thuat, Phuong 03, Quan 3, Thanh phé H6 Chi Minh

3. S6 van ban dé nghi cta co sé: 1906/DAINHA-CBTCAD Ngay: 03/07/2020

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té: Dung cu chinh nha

Chung loai/mé san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bPia chi co s san xuét: Theo phu luc

Tiéu chuan ap dung: 93/42/EEC

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

Tén chu s& hitu: Orthodontic Manufacturer SIA S.r.1.

Dia chi chu so hitu: Via Arstide Leonori, 113 00147 Roma

6. Thong tin vé co s¢ bao hanh:

(1) Tén co s6: CONG TY TNHH THUGNG MAI THIET Y TE PAI NHA
Dia chi: 212/75/5 Nguyén Thién Thuét, Phuong 03, Quén 3, Thanh phd HO Chi Minh
Dién thoai cb dinh: 0989300525 bién thoai di dong:

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 | Gidy chiing nhan dat tiéu chuan quéan 1y chat lugng con hiéu lyc 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 méau s6 1 Phy luc 8

N SN | B

Giay chtng nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co s du diéu
kién theo quy dinh cta phap luat vé danh gia sy phu hop cap doi vai trang thict bi y té
san xuat trong nudc




9 | Tai liéu huéng dan sir dung cua trang thiét bi y té
10 | Mau nhan sé& sir dung khi luu hanh tai Viét Nam cua trang thiét bi y té
11 | Giay chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so d6i voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ doi véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky bgi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S6 Y té, Thanh
pho Ho Chi Minh

Ngay ky: 08-07-2020
18:51:48 +07:00

Pham Thi Thanh Huyén




DANH MUC PINH KEM

STT | Tén Trang thiét biy té Chiing loai/ M4 san phim Hang, m:’(rc san Hﬁng,onwfr ¢ chu
xuat s hiru

1 |Dung cu chinh nha phu tro

1 N30-M032 B Orthodontic Orthodontic
2 ) ) N30-MO031 B Manufacturer SIA |Manufacturer SIA
3 Num Dan N30-M021 B Srl, Y Srl, Y
4 N30-G031 B

5 N30-Cleat B

6 . G30-ZZAADL

7 Moc G30-ZZAADS

8 G30-ZZAADI

9 | Dung Cu Chinh Khép [N30-BT2B

10 Can N30-TS2B

11 G30-01A

12 G30-15A

Kich Hoat Lo Xo

13 G30-20A

14 G30-ACKIT

15 . N30-CLEATL

Moéc Mat Ludi

16 N30-CLEAT S

17 N30-SHEATH

18 Ong Mit Ludi N30-RH-SHEATH

19 N30-LH-SHEATH
20 Num Han Mat Ludi N30-M021W
21 M32-1030EL-0
22 M32-1030EL-1
23 Lo Xo M32-1130EM-0
24 M32-1130EM-1
25 M32-1045DM
26 M32-1030C
27 M32-1036C
28 M32-1230C
29 M32-0930A

30 M32-1030A

31 M32-1036A

Cudn Lo Xo

32 M32-1230A

33 M32-1236A

34 M30-1030 C

35 M30-1028 A

36 M30-1030 A

37 M30-1036 A




38 Thanh Chan M6i M3050-00
39 | Miéng Pém Xoay Truc |E90-580303
40 Rang E90-580303 C
41 E90-GON
BO Thuée VE
42 E90-DOM
43 E90-PA B
44 E90-PA P
45 ) x o E90-PA G
Hoép Dung Mau Ham
46 E90-PA W
47 E90-PAY
48 E90-PA R
49 E90-BOX B
50 Hop Pung Mic Cai  [E90-BOX BM
51 E90-BOX N
52 | Hop Pung Day Cung |E90-BOX A
53 ) E90-BOX L
Hop Pung Thun
54 E90-OTPCD
55 Ké bé Kém E90-BOX D
56 Dung Cu Han Khau  [QO06A4
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E90-500502

E90-500503

E90-500504

E90-500505

E90-500506

E90-500507

E90-500508

E90-500509

E90-550400

550-301

550-302

550-303

550-304

550-305

550-307FF

550-203

550-203 N

550-215L B

550-215LR

550-215L N

550-210

550-110

550-111

Orthodontic

Manufacturer SIA

Srl,Y

Orthodontic

Manufacturer SIA

Srl,Y




24 E90-603229
25 E90-603230
26 E90-590605
27 E90-SM
IIT  |Dung cu chinh nha
1 Kém D30-0T8001 Orthodontic Orthodontic
2 D30-0T2002 Manufacturer SIA |Manufacturer SIA
3 D30-0T2016 S.rl,Y Srl,Y
4 D30-0T2016XL
5 D30-OT110
6 D30-0OT111
7 D30-OT113
8 D30-0T126
9 D30-0T129
10 D30-OT158
11 D30-0T220
12 D30-0OT603
13 D30-OT200
14 D30-0OT139
15 D30-0OT140
16 D30-0OT141
17 D30-0OT133
18 D30-0OT203B
19 D30-0T230
20 D30-0T601
21 D30-OT350
22 D30-0T316
23 D30-OT810S
24 D30-0T355
25 D30-0OT410
26 D30-0T541
27 D30-0T542
28 D30-0T602
29 D30-0OT351
30 D30-OT346RT
31 D30-OT347L
32 D30-0T2076
33 D30-OT8015N
34 D30-0OT505
35 D30-OT581
36 D30-0OT10189
37 Cay An Khau D30-0T580
38 | Thudc Pinh Vi Méc Cai |D30-OT753
39 D30-OT853
40 D30-0T854
41 Dung Cu Bé Torque  |D30-OT999




42 Cay bat Miac Cai  |D30-OT549
43 Cay Nao Nga D30-0T825
44 | Cay bat Méc Cai Cong |D30-OT579
45 Dung Cu DBat Thun D30-0T832
46 Cay Bugc Thun D30-0T828
47 Dung Cu Nha D30-0T823
43 | CdyDit Mic Cai Mt
Ludi D30-0T550
49 Cay Pit Ong Chinh
Nha D30-0OT551
50 Cay Pat Ong Chinh
Nha D30-0OT552
51 Dung Cu Udn Oc Nong
D30-V30
52 | Dung Cu Mg Oc Nong  |E90-V30
53 Cay An Khau E90-600A201B
54 D30-SVOP
55 D30-SVCAP
56 Dung Cu M¢& D30-OTZIP
IV |Bo khuon diic méc cai
1 FC-MMKIT Orthodontic Orthodontic
2 FC-MMO04 Manufacturer SIA |Manufacturer SIA
3 FC-MMO1S S.rl,Y Srl,Y
4 FC-MMO1L
5 FC-MMO07
6 FC-MMO03
7 FC-MMO2L
8 FC-MMO02S
9 FC-MMO5
10 FC-MMO06
V |B0 dung cu do khoang céach rang
B6 dung cu do khoang IPR Gauge Set/ Orthodontic Orthodontic
1 cach ring D30-IPR Manufactureir SIA Manufacturefr SIA
Srl,Y Srl,Y




STT T?? T.rangﬂr Chung loa:l/ Ma san Hing, nwéc san xuit | Hang, nwéc chii s¢ hitu
thiét bi y te pham
Dung cu dung
II bén ngoai
miéng
1 E90-500502 Orthodontic Orthodontic
2 E90-500503 Manufacturer SIA S.r.l.,, | Manufacturer SIA S.r.l.,
3 E90-500504 Y Y
4 E90-500505
5 E90-500506
6 E90-500507
7 E90-500508
8 E90-500509
9 E90-550400
10 550-301
11 550-302
12 550-303
13 550-304
14 550-305
15 550-307FF
16 550-203
17 550-203 N
18 550-215L B
19 550-215LR
20 550-215L N
21 550-210
22 550-110
23 550-111
24 E90-603229
25 E90-603230
26 E90-590605
27 E90-SM




STT | Tén Trang thist biy t 5 Chiing loz.;i/Mﬁ san Hang, m!’(rc san Hang, nwde chi sé
pham xuat hiru

111 Dung cu chinh nha
1 Kém D30-0T8001 Orthodontic Orthodontic
2 D30-0T2002 Manufacturer SIA Manufacturer SIA
3 D30-0OT2016 Srl,Y Srl,Y
4 D30-OT2016XL

5 D30-0OT110

6 D30-0OT111

7 D30-0OT113

8 D30-0OT126

9 D30-0OT129

10 D30-0OT158

11 D30-0T220

12 D30-OT603

13 D30-0OT200

14 D30-0OT139

15 D30-0OT140

16 D30-0T141

17 D30-0OT133

18 D30-OT203B

19 D30-0T230

20 D30-0T601

21 D30-OT350

22 D30-0OT316

23 D30-0OT810S

24 D30-OT355

25 D30-0OT410

26 D30-0T541

27 D30-0T542

28 D30-0T602

29 D30-0T351

30 D30-OT346RT

31 D30-OT347L

32 D30-0T2076

33 D30-OT8015N

34 D30-OT505

35 D30-0OT581

36 D30-0OT10189

37 Cay An Khéu D30-0T580

38 | Thudc Pinh Vi Mic Cai [D30-0OT753

39 D30-OT853

40 D30-0OT854

41 Dung Cu Bé Torque  |D30-0T999

42 Cay Pat Mic Cai D30-0OT549




43 Cay Nao Nga D30-0T825
44 | Cay bat Mac Cai Cong |D30-0OT579
45 Dung Cu bat Thun D30-0OT832
46 Cay Budc Thun D30-0T828
47 Dung Cu Nha D30-0T823
48 | Cay bat Méc Cai Mat |D30-OT550
49 |Cay Pt Ong Chinh Nha |D30-OT551
50 [Cay Pat Ong Chinh Nha {D30-OT552
51 [Dung CuUbn Oc Nong |D30-V30

52 | Dung Cu M& Oc Nong  [E90-V30

53 Cay An Khau E90-600A201B
54 D30-SVOP
55 D30-SVCAP
56 Dung Cu M& D30-OTZIP




STT Ten tr.ang:hlet Chu?g loa;/ Ma Hing, nwéc sin xuit Hang, nuéc chi sé¢ hiru
biy té san pham
v Bo kh}lon‘c.iuc
mac cai
1 FC-MMKIT Orthodontic Manut:acturer Orthodontic
SIASrl,Y Manufacturer SIA S.r.l.,
2 FC-MMO04 Y
3 FC-MMO01S
4 FC-MMOIL
5 FC-MMO07
6 FC-MMO03
7 FC-MMO2L
8 FC-MMO02S
9 FC-MMO05
10 FC-MMO06




STT Tén Trang thiét biy | Chiing loai/ Ma sian | Hing, nwéc san |Hing, nwée chii sé
té phim Xuit hiru
B6 dung cu do
v X 1 s
khoang cach ring
B¢ dung cu do IPR Gauge Set/ Orthodontic Orthodontic
1 Khoane cach rin D30-IPR Manufacturer SIA | Manufacturer SIA
8 g Srl, Y Srl, Y
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