Poc lap - Tu do - Hanh phic

THONG TIN

Ho so cong bd tiéu chuin ap dung ciia thiét bi y té thudc loai A

S6 cong bo: 260000539/PCBA-HCM
Ngay cong bo: 14/04/2026

1. Tén co s& cong bé: CONG TY CO PHAN THIET BI Y TE AU CHAU
2. Pbiachi: L17-11 Tang 17, Toa nha Vincom Center, S0 72 L& Thanh Ton,
Phuong Sai Gon, Thanh phd HO Chi Minh

3. S6 vin ban cua co so: 02/2026/AUCHAU-CBA Ngay: 13/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Goi, dém, bong hd trg chinh hinh, phyc hdi chiic ning
Tén thuwong mai (néu co):

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

Chung loai: Theo phu luc

Mai san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich sir dung: San phém duoc su dur}g dé hd tro chinh hinh va phuc hoi
chire nang, gitp dinh vi va nang do co thé, duy tri tu the sinh ly dung, giam ap
lyc 1€n cac diém ty de, ho trg giam dau co — xuong — khop, dong thoi ho tro
qua trinh tap luyén va phuc hoi van dong cho nguot st dung.

Tén co sé san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan chat luong san pham 4p dung: Tiéu chun nha san xut

5. B6i voi thiét bi y té chira chat ma tay, tién chat (néu cd):

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

Tén chu s& hiru: UM Orthotics Private Limited

Dia chi chu s hitu: Plot No. C-11 and C-12 Hampton Court, Business Park,
Chandigarh Road, Ludhiana - 141011, Punjab, INDIA

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



. S0 cong bo du dicu kién san xuat doi voi thiet bi y t€ san xuat trong nudc:
. Thanh phan ho so:

1 | Vin ban cong bb tiéu chuan ap dung cua thiét b y té thudc loai A. X
2 | Gidy chtng nhan dat tiéu chuan quan ly chat lugng ISO 13485 X
3 | Giay uy quyén cua chi sé hitu thiét bi y té X
4 | Gidy xac nhan du diéu kién bao hanh X

5 | Tai liéu mo ta tom tit k¥ thuat thiét bi y té bang tiéng Viét, kém theo |
tai liéu ky thuat mo ta chirc nang, thong s6 ky thuat cua thiét bi y té
do chu s¢ hitru thiét bi y t€ ban hanh.

6 | Giay chimg nhan hop chuan hodc ban tiéu chuan ma chu so hiru thiét |
biy t€ cong bo ap dung

7 | Tai liéu hudng din sir dung cua thiét bi y té X

8 | Mau nhén thiét bi y té X

9 | Gidy chung nhan Iuu hanh tu do con hiéu lyc tai thoi diémnop ho so |
doi véi thiét b y t€ nhap khau.

10 | Tai liéu khac (néu co) X




BANG KE CHI TIET THIET BI Y TE

STT
QUY - 2z A ; > - DIA
DON ) MA CACH TEN CO ;SO SAN |TEN (30 S~0 CHU TENGCO CHi CG
TEN THIET BIY TE VI CHUNG LOAI SAN | PONG XUAT/ SO HUU/ 24 SO
- N SAN PHAM - 3 HANG, NUGC SAN | HANG,NUOC | BAO )
TINH PHAM [ GOT XUAT CHUSGHUU | HANH | BAO
(NEU CO) HANH
1 | Géi chinh hinh c6t séng co CERSICAE PILLO UM Orthotics Private UM Orthotics Khong ap | Khong
Hop REGYJLAR w B-05 01 cai/hop Limited Private Limited dung ap dung
Pia chi: Plot No. C-11 |Dia chi: Plot No. C
2 | Gdi chinh hinh cot séngcd  [Hop |MEMORY FOAM PILLOW [B-07 (01 cai/hop | and C-12, Hampton 11 and C-12,
3 |Pém got chan silicone ] REHAB SILICONE HEEL R Court, Business Park, | Hampton Court,
Hop CUPS 1-01 02 cai/hdp |  Chandigarh Road, Business Park,
P — Ludhiana — Chandigarh Road
4 |Dém ban ch | )
Fin DA Chan STeone Hop | CONEELASTOMER * 1 5> 102 caimp | 141011, Punjab, India | Ludhiana —
INSOLES .
— 141011, Punjab,
5 |Pém ban ban chan silicone, SILICONE INSOLE W/ India
vom trong cho ban chanbet  [Hop |MEDIAL ARCH FOR FLAT [I-05 02 cai/hop
FOOT 2N (1PAIR)
6 D‘em toan ban ch‘an sﬂAlcone, SILICONE INSOLE FULL
vom trong cho ban chan bet LENGTH W/MEDIAL ARCH
Hop 1-06 02 cai/hop
FOR FLAT FOOT 2N (1
PAIR)
7 |DPém tach ngoén chan silicone . TOE SEPARATOR N
Hop SILICONE 1-07 01 cai/hop
8 |Pém got chan silicone A > G
< . Hop |HEEL CUSHION SILICONE [I-11 02 cai/hop
tang cuong
9 |DBém vom chan ntra ban chan . ORTHOTIC ARCH HALF o
Hop LENGTH I-12 02 cai/hop
10 |Pém vom chan toan ban chan A ORTHOTIC ARCH FULL LAY
Hop LENGTH I-13 02 cai/hop
11 |Bong tap phuc hoi chirc ning Hop |EXERCISE GEL BALL 1-08 01 cai/hop




12 |P&m vom chan ntra ban chan (PAEDIATRIC) ORTHOTIC
tré em A - A1/ho
HOP | A RCH HALF LENGTH PED-04 102 cai/hop
13 |Pém twa lung hd trg chinh hinh [Hop |BACK REST SUPPORT A-18 01 cai/hdp
14 |Dém ghé 16m xuong cyt Hop |COCCYX CUSHION SEAT |J-05 01 cai/hdp
15 |Dém ghe Iom xuong cut MEMORY FOAM COCCYX
Memory Foam 5 - 4i/ho
ry Hop CUSHION SEAT J-39 01 cai/hdp
16 |Tya lung givong Hop |BED BACK REST J-25 01 cai/hop
17 |Dém sudi nhiét hd trg xwong ORTHOPAEDIC HEATING :
<! C C . i 1 ci/ho
KHep Hop PAD J-10 01 céi/hdp




