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Doc 1ap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000673/PCBA-HN
Ngay cong bo: 16/04/2026

1. Tén co so céng bo: CQNGATY TNHH IDS MEDICAL SYSTEMS VIET
NAM - CHI NHANH HA NOI ,

2. bia chi: Tang 22, tda nha VCCI, s6 09 duong Pao Duy Anh, Phuong Kim
Lién, Thanh phé Ha Noi

3. S6 vin ban cua co so: 0416-2026/PCBA-IDSHN Ngay: 16/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: B dung cu phau thuat thay khép hang

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muyc dich str dung: Bo dung cu str dung trong ph?lu thuat thay khop hang.
Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuin nha san xuét

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu sé hiru: LIMA CORPORATE S.p.A

bia chi chu sé hitu: Via Nazionale 52, 33038 Villanova di San Daniele (UD),
ITALY

7. Thong tin vé co s& bao hanh (néu co):
Tén co sd: Cong ty TNHH IDS Medical Systems Viét Nam - chi nhanh Ha



Noi

Dia chi: Tang 22, toa thap VCCI, s6 9 Dao Duy Anh, Phudng Kim Lién,
Thanh pho Ha Noi

Pién thoai ¢b dinh: 02433880808 Dién thoai di dong: 1800 0028

Tén co s6: CONG TY TNHH IDS MEDICAL SYSTEMS VIET NAM

Dia chi: Toa nha Lottery Tower, Tang 12A, Lau 12A-01, s6 77 Tran Nhan
Ton, Phuong An Pong, Thanh phd H6 Chi Minh

Pién thoai ¢b dinh: 02838303072 Dién thoai di dong: 1800 0028
8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

bi y t€ cong bo ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE

PON

~ - ’ MA SAN | TEN HANG, NUOGC | TEN HANG,NUGC| COSOBAO [PIA CHI CO SO
STT TEN TRANG THIET BI Y TE VI " ? . o « T N
: Tﬂ\iH PHAM SAN XUAT CHU SO HUU HANH BAO HANH
1 B6 dung cu dga 0 c0i1 (Acetabular Cup Half-Cross Bo  [9055.25.000 A xLottery To:zver,
Reamer Set Zimmer-Hall) Cong ty TNHH IDS |Tang 12A, Lau 12A
Medical Systems | 1 S6 77 Tran Nhéan
B6 dung cu lap chom thir (Instrument set for trial . Viét Nam T6n, Phuong An
2 heads) B6  [9095.50.000 Pong, TP. HCM
LIMA CORPORATE LIMA CORPORATE
SpA/Y SpA/Y . o
3 |Bo dung cu thir 16t 6 cbi (Trial Liners Set) Bo  [9055.54.000 Cong ty TNHH IDS Tang 22,At0a th‘ap
. VCCI, s6 9 bao
Medical Systems Duy Anh, phuong
VietNam - CNHa | o ien, TP Ha
4 |B0 dung cu vit xuong (Set for Bone Screw) Bo 9084.21.000 No1 Néi




