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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: 260000899/PCBA-HN
Ngay cong bo: 19/05/2026

1. Tén co s& cong bd: CONG TY TNHH PAU TU PHAT TRIEN TRANG
THIET BI Y TE 7
2. bia chi: S6 1, hém 81/30/1, t6 20 Lac Long Quén, Phudng Nghia Do,

Thanh phd Ha Noi

3. S6 vin ban cua co so: 328/INT/26-MAYFIELD Ngay: 18/05/2026
4. Thiét bi y té thudc loai A

Tén thiét bi y té: Khung ga dau bénh nhan

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 st dung: Str dung dé giir ¢6 dinh xuong cing trong qua trinh phau
thuat so ndo cho cac ca phiu thuat mé hop so, cit cung sau ddt séng va hau
hét cac thu thuat phau thuat than kinh.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016
5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):
6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s& hiru: Integra LifeSciences Corporation

bia chi chu s¢ hitu: 4900 Charlemar Drive, Building A, Cincinnati Ohio
45227, UNITED STATES

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



Tén co sé: Cong ty TNHH Dau tu Phat trién Trang thiét bi y té

Dia chi: S6 1, hém 81/30/1, t6 20 Lac Long Quén, Phuong Nghia D6, Thanh
phé Ha Noi

Dién thoai cb dinh: +84 24 66573759  Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di vé6i 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 té cong bd 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 THIET BI Y TE

TEN CO SO SAN IR CTED
s TEN THIET (PON VI| CHUNG LOAISAN | MA SAN R o CHUSOHUU/ | TEN COSOBAO | PIA CHI CO SO BAO
BI Y TE TINH PHAM PHAM NUGC SAN XUAT | HANG, NUGC HANH HANH
CHU SO HUU
MAYFIELD
MODIFIED ASKUI:L Integra Integra Cong ty TNHH Diu SO0 1, hém 8 1/30{ 1, t0
. .. |CLAMP (Trén nhan: . i . ] D 20 Lac Long Quan,
1 [Kep ga dau Cai A1059 |LifeSciences LifeSciences tu Phat trién Trang . i a
MODIFIED Corporation, My Corporation, My  [thiét bi y té phudng Nehta DO,
MAYFIELD SKULL i VY P VY Hy thanh phé Ha Noi
CLAMP)
i ; » |S6 1, hém 81/30/1, 6
Gia do dau MAYFIELD Integra Integra Cong ty TNHH bau ;8 L’ac EEEI? /Q31(1)a<1n’ 0
2 [hinh mong Cai  |HORSESHOE A1011 [LifeSciences LifeSciences tu Phat trién Trang phur &ng Ngﬁia D6 ’
ngua HEADREST Corporation, My Corporation, My [thiét bi y té thanh phé Ha Noi
i ; » |S6 1, hém 81/30/1, 6
Gia d& dau MAYFIELD SWIVEL Integra Integra Cong ty TNHH Dau 28 Lo eLn;f gggn 0
3 |xoay hinh Cai  |HORSESHOE A1012 [LifeSciences LifeSciences tu Phat trién Trang phuéng Ngl%ia D6 ’
mong ngua HEADREST Corporation, My Corporation, My [thiét bi y té thanh phé Ha Néi
PAPADOPOULOS
P.C.5. SUPPORT A 5 [S6 1, hém 81/30/1, t6
Gid d& cot (Trén nhan: Integra Integra Cong ty TNHH Dau 20 Lac Long Quén
4 bno cd S'au Céai  |PAPADOPOULUS A1073 [LifeSciences LifeSciences tu Phat trién Trang huén N I%Ta D6 ’
g POSTERIOR Corporation, My Corporation, My  [thiét bi y té fhénh gh 5 gHa Nbi ’
CERVICAL SPINE P -
(P.C.S.) SUPPORT)
Gi4 d& diu MAYFIELD Integra Integra Cong ty TNHH DPau ;8 I{;Biﬁj lgggl’ o
5 thudne au Cai  |GENERAL PURPOSE | A1008 [LifeSciences LifeSciences tu Phat trién Trang hur (‘);n N fﬁa D6 ’
gquy HEADREST Corporation, My Corporation, My  |thiét b y té p g8 ’

thanh phd Ha Noi




S6 1, hém 81/30/1, t6

G4 xoav két MAYFIELD BALL Integra Integra Cong ty TNHH DPau 20 Lac Long Quan
6 néi b Cyo & Cai  |SOCKET SWIVEL A1064 |LifeSciences LifeSciences tu Phat trién Trang phu (‘):ng Ngfﬁa D6 ’
ADAPTOR Corporation, My Corporation, My |thiét bi y té thanh phé Ha Noi
A 5 [S6 1, hém 81/30/1, t6
Ga xoay két  |MAYFIELD SWIVEL Integra Integra Cong ty TNHH Dau 1,5 1 - 1 ong Quan,
7 PO \ Cai A1018 [LifeSciences LifeSciences tu Phat trién Trang . o
noi b co s ADAPTOR Corporation, My Corporation, My  |thiét b y té phutng Nghia b9,
P > Y P Y Hy thanh phé Ha Noi
\ 5 [S6 1, hém 81/30/1, t6
. . |[MAYFIELD ULTRA Integra Integra Cong ty TNHH Bau 1,5 1 - 1 ong Quan,
8 |Bécosd Cai A2101 [|LifeSciences LifeSciences tu Phat trién Trang . .
BASE UNIT Corporation, My Corporation, My  [thiét bi y té phutng Nghia D9,
P Y P Y HY thanh phé Ha Noi
CG;‘STVZSI be MAYFIELD Integra Integra Cong ty TNHH Dau ;8 ia?in;f lggﬁl 0
9 ) Cai  INEUROGEN Al1113 |LifeSciences LifeSciences tu Phat trién Trang N g~ o
thanh ray hai ADAPTOR Corporation, My Corporation, My  [thiét bi y té phutng Nghia D9,
bén ban mé P Y P Y Y thanh phd Ha Noi
CG;‘STVZSI be MAYFIELD Integra Integra Cong ty TNHH Dau ;8 ia?in;f lggﬁl 0
10 thanh ngang Cai  |CROSSBAR A1015 [LifeSciences LifeSciences tu Phat trién Trang phur C;ng Ngﬁia D6 ’
ban mé ADAPTOR Corporation, My Corporation, My [thiét bi y t& thanh phé Ha Noi
G4 gan thanh MAYFIELD Integra Integra Cong ty TNHH Dau ;8 I{;ileLn;f 1/(31(1);11’ 0
11 |ray ban mé Céai  |UNIVERSAL SIDE A1060 [LifeSciences LifeSciences tu Phat trién Trang hu(‘):n N I%Ta D6 ’
da ning RAIL FITTING Corporation, My Corporation, My  [thiét bi y té P £78 ’

thanh phd Ha Noi




