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

84:200001512/PCBA-HCM Tp H6 Chi Minh, ngay 04 thang 09 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 CO PHAN XAY DUNG THUONG MAI VINH PUC
2. Pia chi: 208 D6 Pbc Loc, Phudong Tan Quy, Quan Tan Phu, Thanh phd Ho Chi Minh
3. S6 vian ban dé nghi cta co s6: 2808/CBA_VD2020 Ngay: 31/08/2020
4. Trang thiét bj y té thudc loai A
Tén trang thiét bi y té: Dung cu phiu thuat dung trong phiu thuat cot sdng lung
Chung loai/ma san phém: Theo phu luc
Tén co s& san xuat: Theo phu luc
bPia chi co s san xuét: Theo phu luc
Tiéu chuan chét luong san pham ap dung: ISO 13485 & CE
5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu sé hiru: Shandong Weigao Orthopaedic Device Co.,Ltd
Dia chi chu s¢ hiru: No.26 Xiangjiang Road, Tourist Resorts, Weihai City, Shandong
6. Thong tin vé co s¢ bao hanh:
(1) Tén co s: Cong Ty CP XD TM Vinh Ditic
Dia chi: 2§7/23 Ly Thuong Kiét, phuong 15, quan 11, TP. HCM, Phuong 15, Quéan 11,
Thanh phé H6 Chi Minh
Pién thoai cb dinh: 08 6676 3963 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

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co sé du diéu
kién theo quy dinh cua phap luét vé danh gia sy phi hop cap dbi voi trang thiét 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 béi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S¢ Y té, Thanh
phé Ho Chi Minh

Ngay ky: 04-09-2020
17:07:26 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET Bl Y TE

TEN CO' SO LAY €O'S0 .

PON , , - QUY CACH | SAN XUAT/ CHUSO™ | | PlAcH
ST TEN TRANG THIET Bl Y TE vy | CHUNG LOA'_SAN PHAM DONG GOI HANG, HP‘ u/ TEN cq S0 cq SO
T TI'N.H (Code item) (NfU c6) NU'GC SAN H,ANG, i BAO HANH B\AO

XUKT NU’,O’C EHU HANH
SO HU'U

I. [Posterior Cervical Fixation (PCF) Instrument SET BO 801-000
1 | Awl 280 Cai 801-001
2 [Wrench With Clip SW2.5 Cai
3 |[Handle 100 Cai 801-007
4 [Sleeve ®3.5 Cai 801-002
5 |Tap HB3.5 Cai 801-008
6 |Tap HB4.0 Cai 801-009
7 |Tap HA4.0 Cai
8 |Depth Gauge 0~60mm Cai 700-008
9 |Bone Drill Scheduler ®3.0 Cai 801-006 208 Do
10 |Counter Torque Wrench 140 Cai Shandong | Shandong |Céng Ty Cé| Déc Loc,
11 |Laminar Elevator 184 Cai 801-021 Weigao Weigao Phan Xay | phuong
12 |Drill Bit ®2.0 Cai 801-003 Orthopaedic | Orthopaedic Dung Tan Quy,
13 |Adjustable Drill Bit 2.0 Cai 801-004 Device Device Thuong | quan Tan
14 |In-Situ Rod Bender 3.2 Cai Co.,Ltd/ Co.,Ltd/ Mai Vinh |Pha, TP.H®
15 |Template Rod ®2.5 Cai 801-018 Trung Qudc | Trung Quéc burc Chi Minh,
16 |Plug Starter SW2.5 Cai 801-011 Viét Nam
17 |Multi-axial Screw Driver SW2.5 Cai 800-075
18 [Rod Reducer (Small) M6 Cai 801-019
19 |Rod Holder 200 Cai 801-015
20 |Rod Cutter 3.2 Cai 801-014
21 [Compressor 210 Cai 801-016
22 |Rod Bender 186 Cai 801-013
23 [Distractor 210 Cai 801-017
24 |Hook Holder 195 Cai 801-022
25 |Table-Top Rod Cutter 6.0/5.5/4.75 Cai 23806060




26 |Screwdriver SW2.5 SW2.5 Cai 801-012
27 |Holt Probe,Straight dl.6 Cai 801-024
28 [Counter Torque Wrench Cai 800-069
29 |Pedicle Locator Cai 800-071
30 [Rod Bender-Left 33 Cai 20704001
31 |Rod Bender-Right 3.3 Cai 20704002
Il. |Posterior Spinal Fixation Special Instrument SET BO 08.301.02.23000008-SET;
08.301.02.23000009-SET
1 |Awl ®2.45 Cai 23000100
2 |Probe Straight ®2.5 Cai 23008402
3 |Probe Straight ®3.2 Cai 23008401
4 |Probe Curved ®3.5 Cai 23000202
5 |Probe (Double End) SP1.95 Cai 23000301
6 |Probe (Hard) S®1.95 Cai 20107001
7 |Driver (Plug Starter,Hex ) T27 Cai 23007800
8 |Driver (Plug Starter,Single Head) T27 Cai 23007801
9 |Driver (Fixed Pin) SW3.5 Cai 23202900
10 |Driver (Hexagon) SW3.5 Cai 900-014
11 |Driver (Inner Hexagon) SW8.0 Cai 20109300
12 |Driver (Pre-Locking) Long T27 Cai 23007900
13 |Driver (Pre-Locking) Short T27 Cai 23007901
14 |Driver (Final Locking) T27 Cai 23008000
15 [Driver (Electric Drill) T27 Cai 23009500
16 |Driver (Screw Driver) M9 Cai 23007600
17 [Driver (Revision) Long T27 Cai 23008300
18 |Driver (Revision) Short T25 Cai 23106803
19 [Fixed Pin Cylinder Cai 23008700
20 |Fixed Pin Ball Cai 23008800
21 |Tap M4.0 Cai 23009701
22 [Tap M4.5 Cai 23008501
23 |Tap M5.0 Cai 23009702
24 [Tap M5.5 Cai 23008502
25 |Tap M6.0 Cai 23009703
26 [Tap M6.5 Cai 23008503
27 |Quick Handle (Ratchet) 06.3 Cai 20208300
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28 |Quick Handle (T Type) 6.3 Cai 20506100
29 |Template (Rod) 200mm Cai 23001001
30 |Template (Rod) 250mm Cai 23001003
31 |Template (Rod) 500mm Cai 23001004
32 |Rod Bender 5.5 Cai 23801100
33 |Rod Holder 55 Cai 23801600
34 [Rod Holder (Ring) 5.5 Cai 23801500
35 |Rod Holder (Power Gripper) 5.5 Cai 23007500
36 |Rod Bender (Sagittal Plane) Left 5.5 Cai 23002401
37 |Rod Bender (Sagittal Plane) Right 5.5 Cai 23002402
38 |Rod Bender (Coronal Plane) Left 5.5 Cai 23002901
39 |Rod Bender (Coronal Plane) Right 5.5 Cai 23002902
40 [Rod Pusher 5.5 Cai 23001301
41 [Reduction Forceps(Rod Reducer Pliers) 5.5 Cai 23001401
42 |Reduction Forceps (Rocker) 5.5 Cai 23105101
43 |Reduction Forceps(Reduction Screw Rocker) |5.5 Cai 23106601
44 |Wrench (Final Plug Driver) 5.5 Cai 23008100
45 [Wrench (Rod Rotation Wrench) SW4.0 Cai 23002300
46 |Wrench (Sleeve) Cai 23009200
47 |Curved Compressor) 5.5 Cai 23001900
48 |Distractor (Curved) 5.5 Cai 23008600
49 sleeve (Extension) Cai 23106501
50 [sleeve (Push Rod) Cai 23009000
51 [Reduction Screw Breaker 5.5 Cai 23801200
52 |Measurer (Crosslink) Cai 23003500
53 [Counter Reduction Sleeve Wrench Cai 23009800
54 [Holder (Crosslink) ©3.0 cai 20109400
55 |Holder (Unlocking ) cai 23009300
56 [Holder (Pedicle Screw Holder) 5.5 Cai 23008900
57 |Tamp (Slippage Reduction Plate ) cai 23009100
58 [Tamp (Slippage Reduction Nut) cai 23009600
59 [Adjustable Connector 80 Cai 23009401
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lll. |Lumbar Fusion Cage Universal Instrument SET BO 20300001-SET
1 |Osteotome Cai 20307000
2 |Round Cutter 20307100
3 |Square Curette (Left) Cai 20307200
4 |Square Curette (Right) Cai 20307201
5 |Square Curette (Top) Cai 20307202
6 |[Bone Scalper Straight Cai 20307300
7 |Bone Scalper Curved Cai 20307301
8 [Funnel (Filling bone) Cai 20307400
9 |Forceps (Nucleus Pulposus) Straight 4mm Cai 20307500
10 |Forceps (Nucleus Pulposus) Curved 4mm*40° | Cai 20307501
11 [Forceps (Laminar) 4mm Cai 20307600
12 |Root Retractor 6mm Cai 20307900
13 [Root Retractor 8mm Cai 20307901
14 [Root Retractor 10mm Cai 20307902
15 [Distractor (Spinous Process) Cai 20308200
16 |Bone graft Cai 20308005
17 [Stick Cai 20308006
18 [Instrument case 20300001
IV. |Lumbar Fusion Cage Special Instrument SET BO 20300000-SET
1 [Holder Cai 20306704
2 |Trial Small 7mm Cai 20306800
3 |Trial Small 8mm Cai 20306801
4 |Trial Small 9mm Cai 20306811
5 |Trial Small 10mm Cai 20306812
6 |Trial Small 11mm Cai 20306813
7 |Trial Small 12mm Cai 20306814
8 |Trial Small 13mm Cai 20306815
9 |Trial Small 15mm Cai 20306816
10 [Trial Small 17mm Cai 20306817
11 |Trial Large 7mm Cai 20306802
12 |Trial Large 8mm Cai 20306803
13 |Trial Large 9mm Cai 20306804
14 |Trial Large 10mm Cai 20306805
15 [Trial Large 11mm Cai 20306806
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16 |Trial Large 12mm Cai 20306807
17 (Trial Large 13mm Cai 20306808
18 |Trial Large 15mm Cai 20306809
19 [Trial Large 17mm Cai 20306810
20 |Bone Hammer Cai 20306900
21 |Quick Handle Cai 20306901
22 |Scraper (Shaft) 7mm Cai 20306902
23 |Scraper (Shaft) 9mm Cai 20306903
24 |Scraper (Shaft) 11mm Cai 20306904
25 |Scraper (Shaft) 13mm Cai 20306905
26 |Scraper (Shaft) 15mm Cai 20307700
27 |Graft Impacter Cai 20308000
28 |Graft Impacter (Bin) Cai 20308100
29 [Instrument case Cai 20300000
V. |Milestone Lumbar Cage Instrument SET BO 20300007-SET
1 [Holder Cai 20302007
2 |Wrench ®3.5 Cai 808-083
3 [Quick Handle (T Type) Cai 20307006
4 (Trial (Open) Cai 20308701
5 |Trial (Open) Cai 20308702
6 |Trial (Open) Cai 20308703
7 |Trial (Open) 10 Cai 20308704
8 |Trial (Open) 11 Cai 20308705
9 |Trial (Open) 12 Cai 20308706
10 [Trial (Open) 13 Cai 20308707
11 [Trial (Open) 14 Cai 20308708
12 [Bone Hammer Cai 20307800
13 [Root Retractor Cai 20300302
14 |Rotation Cutter Cai 20300502
15 [Elevator (Double end Straight) Cai 22203602
16 [Serrated Cup Curette (Straight/Curved) Cai 20305605
17 [Tamp (Adjustment) ®7.0 Cai 20301402
18 [Thruster Cai 90407500
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19 |Thruster (Plate) Cai 808-059
20 [Stick Cai 20308006
21 [Bone Stick Cai 20308005
VI. [Osteotomy Special Instrument SET BO | 08.301.02.20200000-SET
1 |Bone Measurer Cai 20203200
2 |Vertebral Body Retractor 15x95 Cai 20203301
3 |Vertebral Body Retractor 20x95 Cai 20203302
4 |Vertebral Body Retractor 25x95 Cai 20203303
5 |Nerve Root Retractor 6 Cai 20307900
6 |Nerve Root Retractor 8 Cai 20307901
7 |Nerve Root Retractor 10 Cai 20307902
8 |Osteotome(Square) 8.5%x8.5 Cai 20203400
9 |Osteotome(Round) 10 Cai 20203500
10 |Osteotome(Posterior Body) 16 Cai 20204100
11 [Impactor(Posterior Body) 20 Cai 20203901
12 |Impactor(Posterior Body) 25 Cai 20203902
13 [Body Reamer 7x6 Cai 20203601
14 |Body Reamer 9x8 Cai 20203602
15 |Body Reamer 10° Cai 20203603
16 |Body Reamer 30° Cai 20203604
17 |Curette Left Cai 20203701
18 |Curette Right Cai 20203702
19 |Curette Inner Cai 20203801
20 |Curette Outer Cai 20203802
21 |Rasp Hook Cai 20204300
22 |Osteotomy 7.5 Cai 20204200
23 |Osteotomy 12.5 Cai 20204000
24 [Bone Hammer Cai 808-058
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