SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001847/PCBB-HN
Ngay cong bo: 10/06/2026

1. Tén co s¢ cong bb: VAN PHONG PAI DIEN ZIMMER PTE. LTD. TAI
THANH PHO HA NOI ‘
2. bia chi: Phong 1310ResCo-work03, Tang 13, Thap Ha Noi, 49 Puong Hai

Ba Trung, Phuong Cira Nam, Thanh phd Ha Nbi

3. S6 vin ban cua co so: 0626-33/RA-IMDA Ngay: 09/06/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y té: BO dung cu dung trong ¢ dinh khép cin

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 céch dong goi:

Muc dich sir dung: Biomet Microfixation san xuit va/hodc phan phdi nhiéu
loai dung cu phau 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 thuit hodc nha khoa. Céc
dung cu nay duoc thiét ké dé thuc hién céc churc nang cu thé nhu, nhung
khong gidi han 6: cat, kep, gitr, boc tach, tham do, banh, nang hodc khau. Cac
dung cu phau thuit ciing c6 thé dugc sir dung dé hd tro trong viée dit cac thiét
bi cay ghep phau thuat. Loi ich 1am sang chinh cta cac dung cu nay la gitip
tiép can vi tri phau thuat dé dang hon, cin chinh, dinh ¢&, dinh vi va thao bo
céc thiét bi cay ghép lién quan.

Céc thiét bi nay duoc thiét ké dé su dung trong cac co' so'y té chuyén nghiép.
Cac hop dung dung cu c6 thé duoc thiét ké nhiéu tang, v6i cac ga khac nhau
dé gitr cac dung cu phau thuét c6 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 dugc duc 16 dé
hoi nudce ¢6 thé thAm vao céc vat lidu va bd phan bén trong. Cac hop 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 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. 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 G}ay chufng nhan l}ru hanh tu do con hi¢u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.

8 | Tai liéu khac (néu co) X




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

. - X Quy cach o . . . . o L,
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
. TraumaOne SYSTEM .
Dung cu di¢u OmniMax ADJUSTMENT . 56 Bast Bell Drive, P.O. | j\yrpp
1 | chinh vit 01-0292 Biomet, Inc. Box 587, Warsaw,
TOOL . STATES
Indiana 46581
U OF M TONGUE
Dung cu de¢ ludi va | DEPRESSOR, 56 East Bell Drive, P.O. UNITED
2 |banh ma AND CHEEK 09-0103 Biomet, Inc. Box 587, Warsaw, STATES
RETRACTOR Indiana 46581
WIEDER RETRACTOR, .
; |Banh SERRATED, 09-0105 Biomet. 1 ]536 E‘?‘;’Stf%s Drive, PO \1TED
SMALL BLADE tomet, e O% 00/, Warsaw, STATES
Indiana 46581
TraumaOne SYSTEM
., RATCHETING 56 East Bell Drive, P.O.
4 Tay van vit SCREWDRIVER 46-0008 Biomet, Inc. Box 587, Warsaw, g{?ﬁ?gg
HANDLE Indiana 46581
SMITH WIRE CUTTER, .
5 |Kimcitchithép |STRAIGHT, 51-0928 o] 20 E2s§7B;1V1 brive, P.O- | ynitED
POWER CUT tomet, . O% 00/, Warsaw, STATES
Indiana 46581
WIRE TWISTER, .
s | Kim xodn chi thép | DELICATE, 51-6705 Biomet. In ]536 E?§7B%VH [r)nve’ PO UNITED
STANDARD ) omet, nc. OX D6/, WY aISaw, STATES
Indiana 46581




Quy cach

STT| Tén thiét biy té Chiing loai Ma sin pham dong goi Tén co s6 Dia chi co s¢' san Nudc sin
: ¢ €u co o, san xuat xuat xuat
(Neu c6) (Néu cd) A a 4 4
TraumaOne SYSTEM .
Khay dyng dung | iNfax MMF SYSTEM | 46-2462 . 56 Bast Bell Drive, P.O. | 1 j\yrpp
7 |cu Biomet, Inc. Box 587, Warsaw,
TRAY ) STATES
Indiana 46581
OMNIMAX MMF .
q Khay dung dung | oy S TEM OmniMax MMF | 46-2463 Biomet T ]536 E‘i‘jsgf‘\*;} brive, PO | yNiTED
cu OFFICE TRAY tomet, tnc. 0X 08/, Warsaw, STATES
Indiana 46581
Khay dung dung 56 East Bell Drive, P.O.
9 |cu AUXILIARY CADDY 46-2464 Biomet, Inc. Box 587, Warsaw, ISJ"II“\KI";I]EEIS)
Indiana 46581
Lui vin vit TraumeOne IMF BLADE . 56 East Bell Drive, P.O. | 1 \ypppy
10 46-0011 Biomet, Inc. Box 587, Warsaw,
) STATES
Indiana 46581
— e TraumaOne SYSTEM 56 East Bell Drive, P.O.
pp |Luotvan vit CROSS-DRIVE BLADE | 46-1005 Biomet, Inc. | Box 587, Warsaw, [SJ%\E}EB

Indiana 46581




