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34 :170001654/PCBA-HN Thanh phé Ha Néi, ngay 29 thang 09 nim 2017

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 bé: CONG TY TNHH THUONG MAI DICH VU AN PHUONG PHAT

2. bia chi: S0 44 Ton buc Thang, P. Cat Linh, Q.Dong Pa, Ha N§i, Phuong Cat Linh, Quén Dong
Pa, Thanh pho Ha Noi1

3. S6 van ban dé nghi ctia co s : : 033/2017/APP-SP Ngay: 21/09/2017

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: B6 Dung cu phau thuét cho cdy ghép dia dém cot song ERISMA

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan 4p dung: ISO 13485: 2003; EC Certificate Full Quality Assurance System sb
No0.50809 —2009 — CE- FRA —NA ’
5. Thong tin vé chu s& hitu trang thiét bi y té :

Tén chu s& hiru: CLARIANCE, 18, rue Robespierre 62217 BEAURAINS — FRANCE
Dia chi chu so hitu: 18, rue Robespierre 62217 BEAURAINS — FRANCE

6. Thong tin vé co sé bao hanh:

(1) Tén co so: Cong ty TNHH Thuong mai dich vu An Phuong Phat

Dia chi: S6 44 phb Ton Pirc Thang, P.Cat Linh, Q.Dong Pa, Thanh Ph Ha Noi, Phuong Cét
Linh, Quan Bong Pa, Thanh phé Ha N1

Dién thoai ¢d dinh: 0438438362 bié¢n thoai di dong:
7. Thanh phan hd so:

1 | Van ban cong b tiéu chudn ap dung cua trang thiét bi y té thudc loai A

Gidy chimg nhan dat tiéu chuan quan 1y chat luong

Phuy lyc chi tiét trang thiét bi y té

Ban phan loai trang thiét bi y té

Nl )] W] N

Phiéu tiép nhan ho so cong bo du dicu kién san xuat trang thiét bi y té hodc Gidy ching
nhan dat tiéu chuan quan 1y chat luong con hi¢u luc tai thoi di€ém ndp ho so cong bo doi
voi trang thiét bi y t€ nhap khau.

6 | Gidy uy quyén cua chu sé hitu trang thiét b y té




7 | Gidy xac nhan du diéu kién bao hanh

8 | Tailidu mo ta tom tit k§ thuat trang thiét bj y té

9 Gjéy ching nhan hop chuan hoic Bén tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo ap dung

10 | Tai liéu huéng dan sir dung ciia trang thiét bi y té

11 | Mau nhan sé& sir dung khi luu hanh tai Viét Nam cua trang thiét bi y té

NGUOI TIEP NHAN HO SO

Nguyén Puc Tuin
Chanh Van phong




DANH MUC PiNH KEM

B Dung cu phiu thuit cho ciy ghé

dia dém c0t song

) ) Ma §ﬁn Hang, 9u6c Hang nuéc |Tén co sé Dia chi co s&
STT |Tén trang thiét biy te Chiing loai pham san xuat chi sé hitu [bdo hanh bdo hanh
1 |Dung cu bét vit hinh lyc ling T20 SNAP FIT T20 TIGHTENING WRENCH 01720001 |CLARIANCE, | CLARIANCE|Cong ty S0 44 Ton Ditc
2 |Dung cu bét vit hinh luc ling T30 SNAP FIT T30 TIGHTENING WRENCH 01720003 Phép PRép-TNHH | Thang: Dong
i . Thuong mai Pa- Ha Noi

3 Can tudc no vit thang PALM HANDLE 99780001 dich vu An

4 Can tudc no vit chir T T-HANDLE 99781001 Phuong Phat

5 Can tuéc no vit chit T ty dong ) RATCHETING T-HANDLE 99781101

6 Céan tudc no vit chir T dung cho nep nodi ngang TORQUE LIMITED T-HANDLE FOR CROS{ 99781202

7 Cén tube no vit chit T ty dong xiét luc TORQUE LIMITED T-HANDLE 99781201

8 Cén tube no vit chit T ty dong xiét luc TORQUE LIMITED T-HANDLE 12N 99781212

9 Cén tudc no vit hinh hoa thi T20 TIGHTENING TIP HOLDER 18720006

10 |Can tudc no vit thang -L CYLINDRICAL HANDLE - LARGE 99782003

11 |Can tudc no vit thang -M CYLINDRICAL HANDLE - MEDIUM 99782002

12 |Can tudc no vit thang tu dong RATCHETING PALM HANDLE 99780100

13 |Can tudc no vit thang tu dong RATCHETING CYLINDRICAL HANDLE 99782001

14 |Puc xwong loai thing OSTEOTOME 04705010

15 |Dui cong, lung CURVED LUMBAR PROBE 99731001

16 |Dui cong, nguc CURVED THORACIC PROBE 99731002

17 |Dui nhon loai dai BONE AWL WITH STOP 99702002

18 |Dui nhon loai ngén BONE AWL 99702003

19 |Dui thang,lung STRAIGHT LUMBAR PROBE 99731004

20 |Dui thing,nguc STRAIGHT THORACIC PROBE 99731003

21 |Dung cu bét vit hinh luc ling T30 SNAP FIT T30 TIGHTENING WRENCH 18720009

22 |Dung cuy bé vit trugt BREAKING LEVER 18722001

23  |Dungcu cAm nep doc rod loai cong ANGLED ROD HOLDING FORCEPS 99715002

24 |Dung cu cam nep doc rod loai thing STRAIGHT ROD HOLDING FORCEPS 99715007

25  |Dung cu cam vit, ¢ khoa trong hai dau SET SCREW HOLDER 18714000

26  |Dung cu dan hudng bit vit,bc khoa trong GUIDING TUBE 18721005

27 |Dung cu d¢ nep doc rod ROD PUSHER 99743003




B Dung cu phiu thuit cho ciy ghé

dia dém c0t song

) ) Ma §ﬁn Hang, 9u6c Hang nuéc |Tén co sé Dia chi co s&
STT |Tén trang thiét biy te Chiing loai pham san xuat chi sé hitu [bdo hanh bdo hanh
28 |Dung cu d¢ nep doc rod ROD PUSHER 99743004
29 |Dung cu ép COMPRESSOR 99740001
30 [Dung cu ép ADJUSTABLE COMPRESSOR 99740003
31 |[Dungcu ép COMPRESSOR 99740005
32 |Dung cu ép rod PERSUADER 18742000
33 |Dung cuy ép rod PERSUADER 18742009
34 [Dung cu ép van TIGHTENING WRENCH 01720006
35 |Dung cu ép van SNAP FIT T30 TIGHTENING WRENCH 01720006
36 |Dung cu gian DISTRACTOR 99741001
37 |Dung cu gian DISTRACTOR 99741003
38 |Dung cu giir vit d6i khang lyc COUNTER TORQUE 18721002
39 |Dung cu giir vit dbi khang luc COUNTER TORQUE 18721003
40 |Dung cu giit vit ddi khang lyc ding cho vit trugt| COUNTER TORQUE FOR REDUCTION SCR 18721001
41 |Dung cu nin chinh ROCKER 18742005
42 |Dung cu nhdi xwong SCREW HEAD POSITIONER 18719002
43 |Dung cy thim do 1 dau tron PEDICLE SOUNDER 99730000
44  |Dung cy thim do 2 dau tron PEDICLE SOUNDER 99730001
45 |Dung cu thao vit HEXAGONAL WRENCH 18720003
46 |Dung cu thao vit da truc HEXAGONAL SHAFT 99719000
47 |Dung cu thao vit khoa trong T20 TIGHTENING TIP 99720000
48 |Dungcu udn nep doc rod FRENCH BENDER 99750003
49 |Khay dung nep ndi ngang CROSSLINK TRAY 18991006/1
50 |Khay dung vit, c khoa trong SCREW CADDY 18991023
51 |Kim cat rod ROD CUTTER
52 |Kim kep rod ROD GRIPPER 99715011
53  |Taro 4.5mm TAP 99701045
54 |Taro 4.5mm TAP 99701055
55 |Taro 4.5mm TAP 99701065




B Dung cu phiu thuit cho ciy ghé

dia dém c0t song

) ) Ma §ﬁn Hang, 9u6c Hang nuéc |Tén co sé Dia chi co s&
STT |Tén trang thiét biy te Chiing loai pham san xuat chi sé hitu [bdo hanh bdo hanh
56 [Taro 4.5mm TAP 99701075
57 |[Taro 4.5mm TAP 99701085
58 |Taro 4.5mm TAP 99701345
59 [Taro 4.5mm TAP 99701355
60 |Taro 4.5mm TAP 99701365
61 |Taro 4.5mm TAP 99701445
62 |Taro 4.5mm TAP 99701455
63 |Taro 4.5mm TAP 99701465
64 |Taro 4.5mm TAP 99701475
65 |Thudc do nep ndi ngang CROSSLINK HOLDER 18713001
66 |Thudc do nep ndi ngang CROSSLINK TEMPLATE 18733001
67 |tubc no vit hinh hoa thi T20 TIGHTENING WRENCH 18720004
68 |tudc no vit cho vit trugt SCREWDRIVER FOR REDUCTION SCREW{ 18710012
69 |tudc no vit da truc SCREWDRIVER 18710021
70  |tudc no vit da truc SCREWDRIVER 18710024
71  |tudc no vit da truc SCREWDRIVER 18710025
72 |tudc no vit da truc SCREWDRIVER 18710026
73 |tudc no vit da truc SHAFT FOR POLYAXIAL SCREW 18710027
74 |tube no vit da truc SHAFT FOR POLYAXIAL REDUCTION SCH 18710028
75 |tude no vit don truc SCREWDRIVER 18710004
76  |tude no vit don truc SHAFT FOR MONOAXIAL REDUCTION SC| 18710029
77  |tude no vit hinh hoa thi T20 TIGHTENING WRENCH 18720000
78 |Khay gia dyng dung cu ERISMA INSTRUMENTS TRAY # 1 18991012
79 |Khay gia dyng dung cu ERISMA INSTRUMENTS TRAY # 2 18991013
80 [Khay gia dung dung cu ERISMA INSTRUMENTS TRAY # 3 18991014
81 [Khay gia dung dung cu LID FOR ERISMA IMPLANTS TRAY 18991004
82 [Khay gia dung dung cu LID FOR ERISMA INSTRUMENTS TRAY 18991005
83 |Khay gia dyng implant ERISMA IMPLANTS TRAY 18991024
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