SO Y TE HA NOI CONG HOA XA HQI CHU NGHIiA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S4:210000115/PCBA-HN Thanh phé Ha Néi, ngay 27 thang 01 nim 2021

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 Y TE AN VINH

2. bia chi: Tang 3 toa nha NO1-T4, khu doan Ngoai Giao, Phuong Xuan Tdo, Quan Bac Tu Li€ém,

Thanh phd Ha Nbi

3. S6 vin ban dé nghi cta co s¢: 01/2021/AV-SYT Ngay: 18/01/2021

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: Dung cu dung cho phau thuat két xwong

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: EN ISO 13485 : 2016 va EC - 93/42/EEC

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

Tén chu sé hiru: Mahe Medical GmbH

Dia chi chu s¢ hitu: Friedrich-Wohler-Stralle 10, 78576 Emmingen-Liptingen, Germany

6. Thong tin vé co sé bao hanh:

(1) Tén co sé: Cong ty C6 phan Y t& An Vinh
bia chi: T?lng 3 t’(‘)a nha NO1-T4, khu doan Ngoai Giao, Phuong Xuén Tao, Quan Bic T’L‘I’
Liém, Thanh pho Ha N¢i, Viét Nam, Phuong Xuan Tdo, Quan Bac Tu Li€ém, Thanh pho Ha
Noi
Pién thoai cb dinh: 0983311698 bié¢n thoai di dong: 0919618699

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

o

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

TEN CO SO | TEN CO SO
- SAN XUAT/ | CHUSG |TENCO | DIA CHI
STT T-II_-IEIEI-‘I_ ]F;IA‘"\{' ?E D‘f'jl'lf\l xl CHUNG LOAI SAN PHAM MA SAN PHAM H,’&NGL Hl"rU/ HAN(}, SO }3&0 Cco sg’r
: NUOC SAN [ NUOC CHU | HANH |BAO HANH
XUAT SO HUU
1 |Khay dung cu Bo  |Small fragment instrument tray (tray + lid) TRAY-011-0010-026 |Mahe Medical | Mahe Medical | Congty | Tang3 toa
(Container) Bo |Small fragment screw box TRAY-011-0010-018 GmbH, GmbH, CHLB | C6 phan |nha NO1-T4,
Bo  |Small fragment implant tray (universal) TRAY-011-0010-019 | CHLB bruc buc Yt An | khudoan
Bo  [Large fragment instrument tray with lid TRAY-011-0010-027 Vinh | Ngoai Giao,
Bo  |Large fragment screw box TRAY-011-0010-028 Phuong
Bo |Large fragment implant tray (universal) TRAY-011-0010-029 Xllélll;é% ‘
H uan bac 1u
B6 \S:V?tr;]nll:tljated screw 7.3mm Instrument and implant Tray TRAY-011-0010-038 %é-m Thank
- ho Ha Noi,
B6 \S:V?tr;]nll:tljated screw 3.7mm Instrument and implant Tray TRAY-011-0010-041 pViét Nar.n
B6 annglated screw 5.0mm Instrument and implant Tray TRAY-011-0010-042
with lid
Dung cu kep cb
2 |dinh (Forcep, Cai  |Screw forceps 005-0219-097
fixation)
3 |Dung cu din Cai  |Universal drill guide 3.5 mm /2.5 mm 005-0222-030
hwéng miii khoan Cai Drill sleeve, 2.5 mm 100-0140-061
(Guides, Drill) Cai  |Drill sleeve. 2.8 mm 100-0140-062
Cai  |Drill sleeve. 2.7 mm 100-0140-063
Cai  |Drill sleeve. 2.4 mm 100-0140-064
Cai  |Block for 3.5 mm PHMA locking plate 005-0234-001
Cai  |Block for 3.5 mm low bend distal medial 005-0234-002
Cai  |Block for 3.5 mm low bend distal medial 005-0234-003
Cai  |Block sleeve 005-0234-010
Cai  |Insert drill sleeve, @ 4.5 mm/ @ 3.2 mm 005-0212-032
Cai  |Double drill guide @ 4.5 mm/ @ 3.2 mm 005-0222-025
Cai  |Coupling self-holding sleeve 009-0390-062
Cai  |Locking drill sleeve, 3.2 mm for 5.0 mm 100-0140-065
Cai  |Locking drill sleeve. 4.3 mm for 5.0 mm 100-0140-066




Cai  |Block for lateral tibial plate with locking system 005-0234-004
Cai  |Block for lateral tibial plate with locking system 005-0234-005
Cai  |Block for distal femoral plate with locking system 005-0234-006
Cai  |Block for distal femoral plate with locking system 005-0234-007
Cai  |Universal long block sleeve 005-0234-010
Cai  |Drill sleeve @ 2.5 mm x length 60 mm 100-0140-067
Cai  |Locking drill sleeve @ 5.5 mm x length 50 mm 100-0140-068
Dung cu dinh Cai  |Coupling self-holding sleeve for screw driver 009-0390-060
gtl;:% (Guide, Cai  |Depth gauge used for @ 2.7 mm up to @ 4.0 mm screws [005-0219-004
Cai  |Depth gauge small, extra long for measurement 120mm [005-0219-012
Cai  |Depth gauge large, extra long 120 mm 005-0219-013
Cai  |Measuring device 100-0140-083
Cai  |Direct Measuring Device 100-0140-081
Cai  |Guide Wire Sleeve, 1.5 mm 100-0140-070
Cai  |Direct Measuring Device 100-0140-082
Cai  |Guide Wire Sleeve, 2.0 mm 100-0140-071
Tay khoan Cai |T - handle small with AO - quickcoupling 005-0211-044
(Handpieces, Cai  |Torque limiter 5.0 (4.0Nm) 100-0150-040
Tudc no vit Cai  |Small hexagonal screw driver 2.5 009-0368-025
(Screwdriver, bone) Cai  |Small torx screw driver 009-0368-028
Cai  |T - Handle small with AO - quickcoupling 005-0211-044
Cai  |Small hexagonal screw driver-AO shaft 2.5 005-0214-003
Cai  |Small screw driver-AO shaft with star drive 009-0368-029
Cai  |Torque limiter 3.5 (1.5 Nm) 100-0150-016
Cai  |Torque limiter 2.4 mm /2.7 mm (0.8 Nm) 100-0150-009
Cai  |Large hexagonal screw driver - AO shaft standard 005-0214-015
Cai  |Large hexagonal screw driver 3.5 009-0368-035
Cai  |Hexagonal cannulated screwdriver for 7.3 mm 007-0010-073
Cai  [Screw Driver, Cannulated 100-0160-000
Cai  |Screw Driver Shaft 100-0160-002
Cai Screw Driver Cannulated , for 5mm locking screw 100-0160-001
Cannulated
Cai Screw Driver Shaft Cannulated, for 5mm locking screws 100-0160-003

cannulated
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