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

S4: 200001346/PCBA-HCM Tp Ho Chi Minh, ngay 12 thang 08 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: 050820/IDS_CBTCA Ngay: 07/08/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: DUNG CU PHAU THUAT SU DUNG TRONG PHAU THUAT NOI SOI
CUA HANG SBM S.A.S

Chung loai/mé 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: S.B.M SAS

Dia chi chu s¢ hitu: Z1 du Monge, 65100 Lourdes, 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 bdi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

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

Ngay ky: 12-08-2020
17:17:32 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

TEN CO SO SAN

TEN CO SO

PON . ) . it . N PIA CHI CO SO
A - - CHUNG LOAI XUAT/ HANG, CHU SO HUU/ TEN CO SO BAO : 2
STT TENTRANG THIET BLY TE T}’NIH SAN PHAM NUOC SAN HANG, NUOC HANH HBﬁh(I)H
XUAT CHU SO HU'U
1 |Grey screwdriver for g 6 mm screw Cai LI1G9000295
2 |Grey screwdriver for g 7, 8mm screw Cai LIG9008046
3 |Blue screwdriver for g 9, 10 and 11 mm screw Cai L1G9009017
4 |Graff gauge - half sizes Cai L1G9000266
5 |LIGAFIX ratchet screwdriver rod @ 6 mm Cai L1G9000317
6 |LIGAFIX ratchet screwdriver rod @ 7/8 mm Cai LI1G9000310
7 _|LIGAFIX ratchet screwdriver rod @ 9/10/11 mm Cai L1G9000311
8 |Tibial aiming device-evolution Cai L1G9000214
9 |@ 4.5 mm drill guide Cai L1G9000215
10 |@ 2.5 mm drill guide Céi LIG9000264
11 |Evolution femoral Outside-In aiming device Cai LI1G9000204
12 G_m_de pin s_leeve for evolution femoral Outside-In Ci L1G9000211 ‘
aiming device Lottery Tower, Tang
13 [Guide pin introducer for rigid guide pin @ 9 mm Cai L1G9000902 0 A -1, Sé
uide pin intr giag P SB.M SAS/ SB.M SAS/ Cong .ty TNHH IDS | 12A, I;au 12AA I’ASO
Rigid guide pin @ 0.9 mm - length 400 mm for . h h Medical Systems 77 Tran Nhéan Tén,
14 . Cai L1G9109400 PHAP PHAP
screwdriver for g 7, 8 mm Viét Nam Phuong 9, Quén 5,
15 Rigid gglde pin @ 1.4 mm - length 400 mm for Céi L1G9114400 TP. HCM
screwdriver for g 9, 10, 11 mm
16 Rigid gqlde pin diam 0.9 mm - L 300 mm for Ci L1G9109300
screwdriver for g 6, 7, 8 mm screws
17 Rigid gglde pin diam 1.4 mm - L 300 mm for Céi L1G9114300
screwdriver for g 9, 10, 11 mm screws
18 t};;\smre guide pin @ 2.2 mm - length 300 mm for drill Ci L1G9122300
19 ;;\Smre guide pin @ 2.5 mm - length 300 mm for drill Céi LI1G9125300
20 |Super elastic guide pin - @ 0.8 mm Lg 300 mm Cai LI1G9008300
21 |Super elastic guide pin - @ 0.8 mm Lg 400 mm Cai L1G9008400
22 |Super elastic guide pin- @ 1.4 mm Cai LIG9014300
23 |Super elastic guide pin - @ 1.4 mm Lg 400 mm Cai L1G9014400




TEN CO SO SAN

TEN CO SO

PON , ) . it . - PIA CHI CO SO
A - < CHUNG LOAI XUAT/ HANG, CHU SO HU'U/ TEN CO SO BAO : 2
STT TENTRANG THIET BL Y TE T}’NIH SAN PHAM NUOC SAN HANG, NUOC HANH HBQ\?H
XUAT CHU SO HUU
24 |Eyelet pin @ 2.5 mm length 300 mm Cai LIG9000031
25 |Eyelet pin @ 2.5 mm length 400 mm Caéi LIG9000041
26 |Lanccolate Rigid guide pin L 360 mm Cai LIG9000U36
27 |Stopper Cai LIG9000059
28 |Pistol-grip femoral aiming device diam .9 mm Cai LIG9009B45
29 |Pistol-grip femoral aiming device diam .10 mm Céi LIG9010B45
30 |Grey tap for g 6 mm screw Cai LIG9000296
31 |White tap for @ 7 mm screws Caéi LI1G9000169
32 [Black tap for ¢ 8, 9, 10 & 11 mm screws Cai LIG9000093
33 |Chondral pick Cai LIG9000190
34 |Suture retriever pliers Cai LIG906012T
35 |Ligafix conical stopper Cai LIG9000267
36 |SBM open stripper Cai LIG90OSTRI
B SR-SaM Siipper G Ticseise Lotery Tower, Ting
39 |LIGAFIX ratchet screwdriver handle Cai LIG9000312 S.B.M SAS/ S.B.M SAS/ Cong _ty TNHH IDS 1124, I;au 12AA_1180
40 |LIGAFIX ratchet tap rod @ 6 mm Cai LIG9000318 PHAP PHAP Medical Systems | 77 Tran Nhén Ton,
41 |LIGAFIX ratchet tap rod @ 7/8 mm Cai L1G9000319 Viét Nam Phuong 9, Quan 5,
42 |LIGAFIX ratchet tap rod @ 9/20/11 mm Cai LI1G9000320 TP. HCM
43 |Eyelet pin @ 2.4 mm Length 360 mm Cai LIGOMO00041
44 |K-wire @ 2.4 mm Length 360 mm Caéi LIGOM22300
45 |Suture retriever pliers Céi LI1G9000191
46 [PULLUP @ 4.5 mm cannulated drill bit Cai PULL000255
47 |GraftTech preparation station including brackets Céi PULL000217
48 |Hook for GraftTech holder Céi PULLOOE217
49 |Hook for GraftTech slider Céi PULLOOF217
50 [Bracket for GraftTech holder Céi PULL00G217
51 [Bracket for GraftTech slider Céi PULLOOH217
52 |Foldable GraftTech preparation station - complete set Céi PULL000309
53 |Foldable GraftTech stand Céi PULLO0A309
54 |Tripod bracket for Foldable GraftTech Cai PULLO0B309
55 |Sleeper bracket for Foldable GraftTech Cai PULLO0C309
56 |Adjustment knob for Foldable GraftTech Cai PULLO0D309




TEN COSO SAN | TEN CO SO . .
PON , ) . it . o PIA CHI CO SO
a c = CHUNG LOAI XUAT/ HANG, CHU SO HU'U/ TEN CO SO BAO * -
STT TENTRANG THIET BL Y TE T}’NIH SAN PHAM NUGC SAN HANG, NUOC HANH HBA‘,\?H
XUAT CHU SO HU'U
57 |Cutting pliers Cai PULL000219
58 |FIXIT punch tap - g 4.5 mm Cai EPA9000240
59 |FIXIT punch tap - 8 5.5 mm and g 6.5 mm Caéi EPA9000241
60 [FIXIT mallet Caéi EPA9000247
61 [FIXIT Knotless screwdriver Caéi EPA9000315
62 |Suture retriever pin Cai EPA9000303
63 |Tissue Grasper Cai EPAGR00074
G5 [Soft Tisse Penstor g G | EPANHOOT Lotery Tower, Ting
Ont " 15SU€ Tenetrator Xig al Cong ty TNHH IDS | 12A, Lau 12A-1, Sé
66 | Soft Tissue Penetrator Left Céi EPANH00174 S.B.M SAS/ S.B.M SAS/ Me%i():/al Svstems 7 T,rén Nhan T’(A)n
67 |Suture Manipulator Grasper Cai EPAGR00274 PHAP PHAP Via Ny Phudme 9. Oua 5’
68 |Knot pusher Cai | EPAKNO00074 1¢t Nam uong 9, Quén 5,
69 |FIXIT stainless steel basket with silicones Cai EPA9000101 TP. HCM
70 [FIXIT stainless steel basket lid Caéi EPA9000201
71 |Complete FIXIT basket - 1st row Caéi EPA9000001
72 |Complete FIXIT basket - 1st + 2nd row Caéi EPA9000002
73 Complete FIXIT basket - 1st row with automatic Cai EPA9000003
grasper
74 Complete FIXIT basket - 1st + 2nd row with Cai EPA9000004

automatic grasper
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