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THONG TIN

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

S6 cong bd: 260000709/PCBA-HN
Ngay cong bo: 20/04/2026

1. Tén co 56 cong bé:AVAN PHONG DPAI DIEN ZIMMER PTE. LTD. TAI
THANH PHO HA NOI .

2. bia chi: Phong 1310ResCo-work03, Tang 13, Thap Ha Noi, 49 Duong Hai
Ba Trung, Phuong Cira Nam, Thanh phd Ha Noi

3. S6 vin ban cua co so: 0426-21/ZB-IMDA Ngay: 20/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Bo dung cu dung trong ¢ dinh va chinh hinh 16ng nguc

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:

Muc dich str dung: Biomet Microfixation san xuit va/hodc phan phdi nhiéu
loai dung cu ph?lu thuat va hop dung dung cu nham hd tro cac nhan vién y té
c6 gidy phép hanh nghé thuc hién cac thu thuat phiu thuét hodc nha khoa. Céc
dung cu nay duoc thiét ké dé thuc hién cac chiic nang cu thé nhu, nhung
khong gidi han 6: cit, kep, gitr, boc tach, tham do, banh, nang hodc khau. Cac
dung cu phau thuét ciing c6 thé duogc sir dung dé hd tro trong viée dit cac thiét
bi cay ghép phau thuat. Lo1 ich 1am sang chinh ctia cac dung cu nay la gitp
tiép can vi tri phau thuat dé dang hon, cin chinh, dinh ¢, dinh vi va thao bo
cac thiét bi cdy ghép lién quan. Cac thiét bi nay dugc thiét ké dé sir dung trong
cac co sO y té chuyén nghiép.

Céc hop dung dung cu c6 thé duoc thiét ké nhiéu tﬁng, v6i cac gé khac nhau
dé gitr cac dung cu phau thuét ¢6 dinh trong qua trinh xir 1y va bao quan. Cac
g4 o thé bao gdm khay va/hodc gia d5. Cac hop dung dung cu duogc duc 16 dé
hoi nudce c6 thé thAim vao céc vat lidu va bd phan bén trong. Cac hdp dung



dung cu cho phép tiét tring cac vat dung bén trong bang ndi hap hoi nude, sir
dung chu trinh lam sach, ti¢t trung va say kho da dugc nguoi st dung xac nhan
phu hop véi thi€t bi va quy trinh dugce ap dung tai co sé cua ngudi st dung.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuén chét luong san phdm 4p dung: Tiéu chuin nha san xuét
5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu cd):

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

Tén chu s& hiru: Biomet Microfixation

bia chi chu s hiru: 1520 Tradeport Dr, Jacksonville, FL 32218, UNITED
STATES

7. Thong tin vé co s& bao hanh (néu co):

Tén co so: Cong ty c¢d phan Vietmedical - Phan Phéi

bia chi: 89 Luong Dinh Cua, Phuong Kim Lién, Thanh phé Ha No1

Dién thoai cb dinh: 024 3984 3477 Dién thoai di dong:

8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy 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 liéu ky thuat mo ta chirc nang, thong s0 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu huéng dan st dung cta thiét bi y té X
8 | Mau nhan thiét bi y té X

9 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.

10 | Tai liéu khac (néu co) X




BANG KE CHI TIET THIET BI Y TE

TEN CO SO CHU
s i o R T e
SO HUU
1 [Thanh nang ngyc ubn miu Cai  |Pectus Bar Template 17.8cm (7")(L) 01-3807
2 |Thanh ning ngrc uén miu Cai  |Pectus System Pectus Bar Template 19cm ( 7.5”)(L) 01-3807-05
3 [Thanh nang ngrc ubn miu Cai  |Pectus Bar Template 20.3cm (8")(L) 01-3808
4 |Thanh nang ngye ubn miu Cai  |Pectus System Pectus Bar Template 21.5cm (8.5”)(L) 01-3808-05
5 |Thanh nang ngrc ubn miu Cai  |Pectus Bar Template 22.9cm (9")(L) 01-3809
6 |Thanh nang ngrc udn mau Cai  |Pectus System Pectus Bar Template 24cm (9.5”)(L) 01-3809-05
7  |Thanh nang ngrc ubn miu Cai  |Pectus Bar Template 25.4cm (10")(L) 01-3810
8 |Thanh nang ngrc udn miu Cai  |Pectus System Pectus Bar Template 27cm (10.57)(L) 01-3810-05
9 |Thanh nang ngrc ubn miu Cai  |Pectus Bar Template 27.9cm (11")(L) 01-3811
10 |Thanh nang ngye ubn miu Cai  |Pectus System Pectus Bar Template 29cm (11.57)(L) 01-3811-05
11 |Thanh nang ngwc ubn miu Cai  |Pectus Bar Template 30.5cm (12")(L) Anodized 01-3812
12 |Thanh nang ngre ubn miu Cai  |Pectus System Pectus Bar Template 32cm (12.57)(L) 01-3812-05
13 |Thanh nang ngye ubn miu Cai  |Pectus Bar Template 33cm (13")(L) 01-3813
14 |Thanh nang ngre ubn miu Cai  |Pectus System Pectus Bar Template 34cm (13.57)(L) 01-3813-05
15 |Thanh nang ngwc ubn miu Cai  |Pectus Bar Template 35.6cm (14")(L) 01-3814
16 |Thanh nang ngyc ubn miu Cai  |Pectus System Pectus Bar Template 37cm (14.57)(L) 01-3814-05 L. Biomet Inc.
17 |Thanh néng ngwc uén mau Cai  |Pectus Bar Template 38cm (15")(L) 01-3815 56 East Bell Dr., P.O. Box 587, Warsaw, IN
18 |Thanh nang ngwc uén mau Céi  [Pectus System Pectus Bar Template 39cm (15.5”)(L) 01-3815-05 46581, Hop ching quoc Hoa Ky Biomet Microfixation| Congtycd | 89 Luong Binh
19 | Thanh nang ngyc uén mau Cai  |Pectus Bar Template 40.6 (16")(L) 01-3816 2. Changzhou Biomet Medical Devices Co., liigkziz:i\/eiﬁ:t;‘r, ) Ph‘én_ Cﬂ_-’fy Phu’(\mg Ki:n
20 |Thanh nang ngrc uén miu Cai  |Pectus System Pectus Bar Template 42cm (16.5”)(L) 01-3816-05 Ltd. 32218, Hop chung v;,it;es}lgzl- Llenhzhsg? P>
21 |Thanh nang ngrc uén miu Cai  [Pectus Bar Template 43.2 (17")(L) 01-3817 No. 235 Chua.ngxil} Road, EPZ Xinlfei D{strict, quoc Hoa Ky )
Changzhou City, Jiangsu 213031, Cong hoa
22 |Dung cu lat thanh ndng nguc Cai  |Pectus Bar Flipper 01-3900 nhan dan Trung Hoa
23 |Kim ubn thanh nang nguc Cai  |Pectus Bar Bender 01-3905
24 |Ban udn thanh nang ngyc Cai  |Pectus Table Top Bender 01-3906
25 |Kim ubn thanh nang nguc Cai  |Pectus System X-Long Pectus Bar Bender 28cm (11")(L) 01-3907
26 |Thanh lun thanh nang nguc Cai  |Pectus System Pectus Bar Introducer Large 01-3908
27 |Thanh lun thanh néng nguc Cai  |Pectus System Pectus Bar Introducer X-Large 22.4" (55.9cm) 01-3908X
28 |Thanh lun thanh ning nguc Cai  |Pectus System Pectus Bar Introducer Small 48cm (19.0")(L) 01-3909
29  |Kep thanh néng nguc Cai  |Pectus System Pectus Clamp 33.65c¢m (13.25")(L) 01-3910
30 |Bo dung cu udn va rit thanh nang nguc BO  [Pectus System Pectus Removal Bender Set 01-3911
31 nK;jz dung b9 thanh c0 dinh v chinh hinh long Cai  |Pectus Bar System Tray Container w/Insert Tray 01-3920
32 |Khay dung thanh nang nguc Cai  |Pectus System Pectus Bar Tray 01-3925
33 |Dung cu uén thanh nang nguc Cai  |Pectus System 2-Way Pectus Bar Bender 01-3930
34 |Dung cu thao miéng c6 dinh thanh néng nguc Cai  |Pectus System Pectus Stabilizer Puller 16cm (6")(L) SP-1627
35 |Dung cu rut thanh nang nguc Cai  |Pectus System Pectus Bar Removal Tool 16cm (6.3")(L) SP-1628
36 |Dung cu udn thanh nang nguc Cai  |Pectus System Pilegaard Pectus Bending Iron 28.89cm (11.4")(L) SP-2092
37 |Thanh ludn thanh ning nguc, un cong dan Cai  |Pectus System Pectus Bar Intro XL w/Gradual Bend 55.88cm (22")(L) SP-3028




