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

S4: 200001086/PCBA-HCM Tp H6 Chi Minh, ngay 08 thang 07 ndm 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 bd: CONG TY TNHH IDS MEDICAL SYSTEMS VIET NAM

2. bia chi: Toa nha Lottery Tower, Tang 12A, Lau 12A-01, 77 Tran Nhan Ton, Phuong 09, Quan
5, Thanh phé H Chi Minh, Phuong 09, Quan 5, Thanh phé H6 Chi Minh

3. S6 vin ban dé nghi cta co sé: 090620/IDS_CBTCA Ngay: 03/07/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: DUNG CU PHAU THUAT SU DUNG TRONG PHAU THUAT CUA
HANG MEDICREA INTERNATIONAL SA

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bia chi co s san xuét: Theo phu luc

Tiéu chuan 4p dung: 1SO, CE

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

Tén chu s& hitu: Medicrea International SA

Dia chi chu s¢ hitu: 5389 route de Strasbourg - Vancia, 69140 Rillieux-la-Pape- France
6. Thong tin vé co s¢ bao hanh:

(1) Tén co so: Cong ty TNHH IDS Medical Systems Viét Nam

Dia chi: Toa nha Lottery Tower, Tang 12A, Lau 12A-01, s0 77 Tran Nhan Tén, Phudng 09,
Quan 5, Thanh pho H6 Chi Minh

Dién thoai ¢ dinh: 0838303072 bi¢n thoai di dong:
7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chtirng nhén dat tiéu chuan quan ly chat luong con hi€u lyc tai thoi diém ndp ho so,

4 | Gidy tiy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy chiing nhan hop chuan hoic Ban tiéu chuan ma chu so hitu trang thiét bi y té cong
bo 4p dung




Két qua danh gia cac thong so hoa, 1y, vi sinh va céac thong s6 khac do co so du diéu

’ kién theo quy dinh ctia phap ludt vé danh gia su phu hop cap doi véi trang thict bi y té
san xuat 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 | Gidy chimg nhan luyu hanh ty do con hiéu lyc tai thdi diém nop ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuat trang thiét
biy té doi voi TTBYT sdn xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky bai: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S&' Y té, Thanh
ph6 Ho Chi Minh

Ngay ky: 08-07-2020
18:52:42 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

BN CHUNG LOAI gﬁ )C(I(J’;’S cg%Ns%(;{Sf?U/ TEN CO SO BAO | PIA CHI CO SO
S TENTRANG THIET BI Y TE T}II\!IH SAN PHAM HAl}IG, NU:('YC HAI\{G, NU(}C HANH BAO HANH
SAN XUAT | CHU SO HUU
1 |[IMPIX-C HOLDER Cai MS6010005
. MS6010006
2 |CUTTER FOR IMPIX-C Céi MS6010007
. MS6010008
3 |GRAFT COMPACTOR FOR IMPIX-C Céi MS6010009
4 |SMALL CURETTE Cai MS6010042
5 |HANDLE FOR DISTRACTOR AND CUTTER Cai MS6010045
6 [IMPIX-C SUPPORT Cai MS6010046
MS6010065
7 |CUTTER FOR IMPIX-C Céi MS6010082
MS6010088
8 |DISPLAYING CASE IMPIX-C Cai MS7010005
9 |RIGHT CERVICAL DISTRACTOR Cai A20110002 Lottery Tower, Tang
10 [LEFT CERVICAL DISTRACTOR Cai A20110003 Medicrea Medicrea Ccongty TNHH IDS | 12A, Lau 12A-1
11 |SCREWDRIVER FOR CERVICAL ca 20110004 International International | Medical Systems | S& 77 Tran Nhan
DISTRACTOR PINS SA/ Phap SA/ Phap Viét Nam Ton, P9, Q5, TP.
A20110005 HCM
1» |PINFOR CERVICAL DISTRACTOR, WITH Chi A20110006
NUT A20110007
A20110008
A13110501
13 |CERVICAL PROSTHESIS EXTRACTOR Céi A13110502
A13110504
14 |SLAP HAMMER Cai A13110503
CERVICAL DISC PROSTHESIS COMPACT .. A13110900
15 |INSTRUMENT CASE Cai | AL3110901
A13110902
16 |RATCHETING AO STRAIGHT HANDLE Cai A20500000

A17100015




17 |GRAFT SUPPORT Cai A20500200
18 [GRAFT COMPACTOR Cai A20500201
19 |TOURNEVIS Cai A20500203
20 |SCREWDRIVER Cai A20500204
21 |C-CURVE SHAFT HOLDER Cai A20500450
99 IMPLANT HOLDER WITH DRILL GUIDE C- Cai A20500456
CURVE A20500478

23 |C-CURVE SQUARE AWL Cai A20500600
24 MONOBLOC IMPLANT HOLDER WITH Cai A20501456
DRILL GUIDE C-CURVE A20501478
A22010105

A22010145

A22010155

25 |[TAP Cai A22010165
A22010175

A22010185

A22010195

26 |PEDICLE CREWDRIVER Cai A22020100
27 |NUT DRIVER Cai A22020200
28 [NUT DRIVER T25 Cai A22020210
29 |COUNTER TORQUE Cai A22020300
30 |[HANDLE FOR COUNTER TORQUE Cai A22020310
31 |COVER FOR COUNTER TORQUE Cai A22020320
32 [MULTIFUNCTION COUNTER TORQUE Cai A22020400
33 _II-_IQIF\:ISLI]E FOR MULTIFUNCTION COUNTER Cai A22020410
34 |SWIVEL LOCK Cai A22020420
35 |TUBE FOR COUNTER TORQUE Céi A22020430
36 |UNIVERSAL COUNTER TORQUE Cai A22020500
37 |FINE TUNER Cai A22020600
38 | POLYAXIALITY LOCKER Cai A22020700
39 |DUAL NUT INSERTER Cai A22020800
40 |HEAD POSITIONER Cai A22030100
41 [ROCKER FORK Cai A22030200
42 |PERSUADER GUN (ERCHINGER) Cai A22030300
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43 |NUT RELEASER Cai A22030400
44 |OFFSET HEAD POSITIONER Cai A22030500
45 [30MM REDUCER, SHORT Cai A22030610
46 |HANDLE FOR REDUCER Cai A22030630
47 [RIVISION SCREWDRIVER Cai A22040100
48 |SCREW REMOVER Cai A22040200
49 [INSTRUMENTS TRAY Cai A22050100
50 [IMPLANT CASE Cai A22050300
51 |PEDICULE SCREW CADDY Cai A22050310
52 [ILIAC SCREW CADDY Cai A22050320
53 |NUT CADDY Cai A22050330
54 |ROD TRAY Cai A22050340
55 . A22050350
=5 CONNECTOR CADDY Cai A22050380
57 |HOOK CADDY Cai A22050360
58 |CASELID Cai A22050400
59 |HOOK INSTRUMENT TRAY Cai A22050500
60 |HOOK INSTRUMENT INSERT Cai A22050510
61 |TRAY 1-PEDICLE PREPARATION Cai A22050601
62 |TRAY 2-ROD MANIPULATION Cai A22050602
63 ;ECEFO-NCOMPRESSION DISTRACTION & Céi A22050603
64 |COUNTER TORQUE Cai A22110100
65 |TAB BREAKER Cai A22110200
66 |[IMPACTOR Cai A22110300
67 [IMPACTOR LOCKER Cai A22110400
68 |LATERAL HOOK HOLDER Cai A22110500
69 [MEDIAL HOOK HOLDER Cai A22110600
70 |PEDICLE HOOK HOLDER Cai A22110700
71 |[COUNTER TORQUE Cai A36020300
72 |TUBE FOR COUNTER TORQUE Cai A36020310
73 |PERSUADER GUN Cai A36030100
74 |BODY OF PERSUADER GUN Cai A36030110
75 |TUBE OF PERSUADER GUN Cai A36030120
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