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Poc lap - Tw do - Hanh phic

THONG TIN

Ho6 so cong b tiéu chuin 4p dung cia thiét biy té thudc loai A

S6 cong bd: 260000600/PCBA-HCM
Ngay cong bo: 22/04/2026

1. Tén co s& cong bé: CONG TY CO PHAN THIET BI Y TE AU CHAU

2. Pia chi: L17-11 Tang 17, Toa nha Vincom Center, S6 72 Lé Thanh Tén,
Phuong Sai Gon, Thanh phé Ho Chi Minh

3. S6 vin ban cua co so: 03/2026/AUCHAU-CBA Ngay: 16/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Bang, dai, nep phong ngira va hd tro chinh hinh (khong cay
ghep) ,

Tén thuong mai (n€u 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: San phém dugc st dung nham hd tro, ¢d dinh va tao ap luc
bén ngoai lén co va khop, giap han ché chuyén dong qua muc, giam kho chiu
va cai thién sy dinh hudng chitc nang. San pham c6 thé dugce st dung dé
phong ngtra chan thuong trong qua trinh van dong, ho trg cac co va khop yéu
hoac bi ton thuong, cling nhu ho tro phuc héi sau chan thuong hodc sau phau
thuat. Ngoai ra, sdn pham gitp gidm dau nhe, giam sung thong qua co ché tao
ap luc va ho trg trong céc tinh trang chinh hinh.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuén chat luong san pham 4p dung: Tiéu chuin nha san xut

5. D6i véi thiét bi y té chtra chat ma tay, tién chéat (néu c6):

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

Tén chu s hitu: UM Orthotics Private Limited



Dia chi chu so 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 (n€u co):
8. S0 cong bo du dicu kién san xuat doi voi thiét bi y t€ san xuat trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chung nhan dat tiéu chudn quan 1y chat lugng 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 | Tailiu mo ta tém tat ky thuat thiét biy te bang tiéng Viét, kém theo | x

tai liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bj y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Giay ching nhén hop chuén hodc ban tiéu chudn ma chu s¢ hiru thiét |
bi y té cong bd ap dung

7 | Tai liéu hudéng dan st dung cua thiét bi y té X

8 | MAu nhan thiét bi y té X

9 | Giay chimg nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so |
dbi voi thiét bi y té nhap khau.

10 | Tai lidu khac (néu co) X




BANG KE CHI TIET THIET BI Y TE

A _} TEN co §6 A BIA
v QUY TEN CO SO CHUSO [TENcO| ..
. - . [P CHUNG LOAI MA CACH SAN XUAT/ HUU/ SO ((;Hlé
STT| TENTHIET BI'Y TE ENH SAN PHAM IS)‘:IQM BQNG qél HA}\JG, NI;’(’)C H,ANG, ) B‘AO CB A?)
(NEUCO) | SANXUAT | NUGC CHU | HANH HANH
SO HUU
1 | Nep cb dinh cot séng c6 | Hop CERVICAL COLLAR BONELESS B-01 | 01 cai/hop | UM Orthotics | UM Orthotics | Khong | Khong
Nep ¢ dinh cot séng c6 | Hop CERVICAL SOFT COLLAR WITH Private Limited Private ap dung | ap dung
o) SUPPORT B-02 01 c&i/hop Pia chi: Plot No. Limited
Nep cb dinh cdt séng co | Hop CERVICAL COLLAR HARD QUvand C o) ghita chi: Plot
3 ADJUSTABLE B-03 | 01 cai/hop |Hampton Court, | No. C-11'and
Nep 6 dinh cdt song ¢ | Hop SPONDYLSIS COLLAR Business Park, ¢-12,
j i i ) N Chandigarh Hampton
4 A\ (PHILADELPHIA) B-04 | 01 caihdp | p 4 T udhiana Court,
B0 kéo gian cot song o | Hop | CERVICAL TRACTION SET SITTING H-04 _ Business Park,
5 i i WITH WEIGHT BAG 01 cai/hdp | 14101 1, Punjab,| Chandigarh
6 | Nepcodinhcotréem | Hop | (PAEDIATRIC) CERVICAL COLLAR | PED-05 | 01 cai/hop TS Road,
7 Nep cb dinh canh tay Hop HUMERAL FRACTURE ORTHOSIS C-01 01 cai/hop Ludhiana —
8 | Nep cb dinh xuong don | Hop CLAVICLE BRACE WITH VELCRO C-04 | 01 cai/hop 141011,
9 Nep cé dinh vaimém | Hop | ELASTIC SHOULDER IMMOBILIZER C-05 01 cai/hop Punjab, India
Nep c6 dinh vaimém | Hop [ ELASTIC SHOULDER IMMOBILIZER
10 WITH CUP C-06 | 01 cai/hop
11 Pai ho tro vai Hop SHOULDER SUPPORT ELASTIC C-14 01 cai/hop
12 Pai hd tro vai Hop SHOULDER SUPPORT C-11 01 cai/hdp
13 Dai do tay/deo vai Hop ARM SLING (TROPICAL) C-07 01 cai/hop
14 Dai d& tay/deo vai Hop ARM SLING (BAGGY) C-08 | 01 cai/hop
15 Dai do tay/deo vai Hop KOOL SLING (PERFORATED) C-09 01 cai/hop
Dai d tay/deo vai Hop UNIVERSAL SHOULDER
16 IMMOBILIZER C-10 | 01 cai/hodp
17 Dai do tay/deo vai Hop SLING STRAP C-12 01 cai/hop
18 Dai d& tay/deo vai Hop ADJUSTABLE SHORT SLING C-13 | 01 cai/hop




19 Dai 45 tay/deo vai Hop | SHOULDER ABDUCTION ARM SLING | C-17 | 01 cai/hop
20 Dai do tay/deo vai Hop SLING ULTRA LIGHT C-18 01 cai/hop
21 | Nepcddinhcangtay | Hop FOREARM BRACE P.V.C J-42 01 cai/hdp
22 Dai d5 tay tré em Hop | (PAEDIATRIC) ARM SLING TROPICAL | PED-01 | 01 cai/hdp
Dai d5 tay tré em Hop (PAEDIATRIC) SHOULDER ¥ D07
23 IMMOBILIZER 01 cai/hop
Dai khuyu tay Hop TENNIS ELBOW SUPPORT 09
24 (WRAP ROUND) 01 cai/hop
Pai khuyu tay Hop ELBOW SUPPORT WITH STRAP Gl
25 COMFORT 01 cai/hop
Dai khuyu tay Hop TENNIS ELBOW SUPPORT WITH P S
26 SILICONE PAD 01 cai/hop
27 | Nepcb dinh cingtay | Hop | ARM IMMOBILIZER (ADJUSTABLE) G-17 | 01 cai/hop
28 | Paihd trg khuyutay | Hop ELBOW ROM BRACE G-24 | 01 cai/hop
29 | Paihd trg khuyutay | Hop ELBOW WRAP (NEOPRENE) G-10 | 01 cai/hdp
30 [Nep 6 dinh cd tay/cang tay| Hop WRIST & FOREARM BRACE G-01 | 01 cai/hop
31 [Nep c0 dinh co tay/cang tay| Hop WRIST COCK UP SPLINT G-02 | 01 céi/hop
32 [Nep cb dinh co tay/cang tay Hop WRIST SPLINT W/THUMB SPICA G-03 01 cai/hop
33 |Nep cd dinh c6 tay/cang tay| Hop | WRIST WRAP WITH DOUBLE LOCK G-06 | 01 cai/hop
34 |Nep cb dinh cb tay/cang tay| Hop WRIST SPLINT G-12 01 cai/hdp
35 |Nep cd dinh c6 tay/cang tay Hop STATIC COCKUP SPLINT G-13 01 cai/hop
36 |Nep cb dinh c6 tay/cang tay Hop WRIST COCKUP LACE PULL G-18 01 cai/hop
37 |Nep co dinh c6 tay/cang tay| Hop WRIST WRAP ELASTIC G-20 | 01 cai/hdp
38 |Nep cb dinh c6 tay/cing tay| Hop CARPAL TUNNEL SPLINT G-21 | 01 cai/hop
39 |Nep cb dinh cb tay/cang tay| Hop RESTRAINER G-22 01 cai/hdp
40 |Nep o dinh ¢ tay/cang tay| Hop WRIST & FOREARM BRACE LONG G-23 | 01 cai/hop
41 |Nep c6 dinh cd tay/cang tay| Hop WRIST SPLINT AMBIDEXTROUS G-25 | 01 cai/hop
42 Bing quan co tay Hop WRIST WRAP PRO G-16 | 01 cai/hop
Nep c6 dinh cb tay/cang | Hop (PAEDIATRIC) WRIST COCKUP
) PED-03 .
43 tay tré em SPLINT 01 cai/hop
Bang dan ¢ tay/ngén cai | Hop WRIST & THUMB SUPPORT G-04
44 (ELASTIC) 01 cai/hop
Bing dan co tay/ngén cai [ Hop WRIST & THUMB SUPPORT G-05
45 (NEOPRENE) 01 cai/hop




46 Nep ngon tay Hop FINGER COT SPLINT E-01 01 cai/hop
47 Nep ngon tay Hop MALLET FINGER SPLINT E-02 01 cai/hop
48 Nep ngon tay Hop FROG SPLINT E-03 01 cai/hop
49 Nep ngon tay Hop FINGER EXTENSION SPLINT E-04 | 01 cai/hop
Nep ngon taymgon | Hop THUMB SPICA G-07 .
50 cal 01 cai/hop
Nep c6 dinh c6 tay/ngon | Hop | WRIST & FOREARM WITH THUMB G08
51 céi STABILIZER 01 c4i/hop
52 | Nep ban tay va ngén tay [ Hop HAND AND FINGER SPLINT G-19 01 cai/hop
53 Pai ho trg ben Hop HERNIA BELT A-14 01 cai/hop
54 Dai hd trg biu Hop SCROTAL SUPPORT J-17 01 cai/hop
55 Pai ho tro nguc Hop CHEST BINDER A-15 01 cai/hdp
56 | Dai lung hd trg cot séng | Hop TAYLOR'S BRACE D.L.S.0 A-04 | 01 cai/hop
Nep chinh hinh Hop
cot song nguc/thit lung ASH BRACE (HYPER EXTENSION
57 | (hd trg sau phau thuat) BRACE) A-05 | 01 cai/hdp
Dai nep chinh hinh Hop
cot sdng (hd tro sau phau SPINOTECH TAYLOR'S BRACE A-16
53 thuat) 01 cai/hop
Dai hd tro tu thé ding | Hop
59 (cOt song nguc) POSTURE BRACE C-15 | 01 cai/hop
Dai hd tro tu thé dang | Hop
60 (cot song toan lung) SPINAL POSTURE BRACE C-16 | 01 cai/hop
61 | Daicd dinh xuong don | Hop CLAVICLE BRACE W/ BUCKLE C-19 01 cai/hop
62 | Daikéo gian vung chdu | Hop PELVIC TRACTION BELT H-03 01 cai/hop
Bo kéo gian ving chau | Hop PELVIC TRACTION SET WITH .05
63 kém tui ta WEIGHT BAG 01 bd/hop
B0 kéo gidin cot song co | HOp | CERVICAL TRACTION SET SLEEPING 108
64 tu theé nam kem thi ta WITH WEIGHT BAG 01 bo/hdp
65 Tui ta kéo gidn Hop TRACTION WEIGHT BAG H-10 | 01 c4i/hop
66 Dai thit lung Hop LUMBAR SUPPORT NEOPRENE A-07 | 01 cai/hdp
67 Dai hd tro bung Hop | ABDOMINAL SUPPORT (NEOPRENE) A-12 | 01 cai/hop
68 Dai quin bung Hop ABS WRAP (NEOPRENE) A-19 01 cai/hop




Dai that lung diy dan | Hop
69 | diéu chinh, nep mém ECO LUMBAR SACRAL BELT K-01 | 01 cai/hop
70 | Pai cd dinh bung, 1 nep | Hop ECO ABDOMINAL BINDER K-02 01 cai/hop
Dai tht lung ddy dicu | Hop | ECO CONTOURED LUMBAR CORSET
71 chinh dan, 2 nep WITH STRAP K-03 | 01 cai/hop
DaicOdinhxuong | HOP | 1\ £ 1y A TRIC) CLAVICLE BRACE | PED-06 o
72 don tré em 01 céi/hdp
Dai that lung day dan | Hop
73 | diéu chinh, nep mém LUMBAR CORSET WITH STRAP A-01 | 01 cai/hop
Dai thit lung cong Hop
thai hoc, day dan diéu
74 chinh, ngp meém CONTOURED BACK SUPPORT A-02 | 01 cai/hop
Dai that lung diy dan | Hop
diéu chinh, c6 dém, nep
75 mem AIRPRANE BACK SUPPORT A-03 | 01 cai/hop
Dai that lung day rat diéu [ Hop
chinh, c6 dém cing U-TECH LUMBAR CORSET CHAIR AL06
BACK SUPPORT ,
76 01 cai/hop
77 | Dai c¢b dinh xwong suon | Hop RIB BELT A-08 01 cai/hdp
78 | Daicd dinh bung 8" | Hop ABDOMINAL BINDER 8" A-09 | 01 cai/hop
79 |  Daicd dinh bung 9" | Hop ABDOMINAL BINDER 9" A-10 | 01 cai/hop
80 Pai quan bung Hop TUMMY TRIMMER A-11 01 cai/hop
81 Dai hé trg bau Hop MATERNITY BELT SUPPORT A-13 | 01 cai/hop
82 Dai that lung da nang Hop UNIVERSAL LUMBAR SUPPORT A-17 01 cai/hop
83 | Pai thit lung/xuong cung| Hop LUMBO SACRAL BELT A-21 | 01 cai/hop
Dai that lung day rit | Hop U-TECH LUMBAR CORSET
84 diéu chinh (LACE-PULL SLIM FIT) A-23 | 01 cai/hop
85 | Dai cd dinh ving chau | Hop PELVIC BINDER A-24 | 01 cai/hop
Dai chinh hinh thit lung, | Hop LUMBAR BACK SUPPORT WITH
86 nep hop kim ALLOY A-25 01 cai/hdp
87 | Daicd dinh bung 10" | Hop ABDOMINAL BELT 10" A-26 | 01 cai/hop
Dai chinh hinh thit lung | Hop
88 — Om sat CONTOURED LUMBAR SUPPORT A-27 | 0l cai/hop




Dai ho trg dui/ving chau | Hop THIGH BRACE WITH PELVIC .00
89 SUPPORT 01 céi/hdp
90 Bing ho trg dui Hop THIGH SUPPORT F-31 01 cai/hop
91 B6 gbi Hop KNEE SUPPORT F-01 02 cai/hop
92 | B6 gbi dém vong silicone| Hop KNEE SUPPORT COMFORT F-02 | 02 cai/hdp
Nep ¢ dinh dau géi, Hop
93 loai dai KNEE IMMOBILIZER (LONG TYPE 19") | F-04 01 cai/hop
Nep cb dinh dau gbi, Hop
94 loai ngdn KNEE IMMOBILIZER (SHORT TYPE) F-05 | 01 cai/hop
B6 gbi ban 1¢, dai dan, | Hop
. o KNEE HINGE SUPPORT F-06 ,
95 dém ho 01 cai/hop
B6 gbi dai dan, dém ho, | Hop KNEE SUPPORT OPEN PATELLA 0
926 Drytex DRYTEX 01 céi/hdp
B6 gdi dém vong Hop KNEE SUPPORT OPEN PATELLA
97 | silicone xwong banh che W/SILICONE F-10 01 cai/hdp
Nep gbi ban 1& diéu chinh| Hop
R.O.M. ROM KNEE BRACE ADJUSTER
98 TELESCOPE F-11 01 cai/hdp
99 Nep gbi O.A Hop O.A KNEE BRACE F-13 | 01 cai/hdp
Dai bao vé dau goi, Hop
100 dém silicone THERAPEUTIC KNEE GUARD F-14 01 cai/hop
101 B6 gbi 3D Hop KNEE SUPPORT 3D F-15 | 02 cai/hop
B6 gbi ngan dai dan, Hop
nep cung, dém ho, KNEE CAP WITH HINGES REINFORCED| F-18
102 Neoprene 01 cai/hop
103 B6 gbi day dai dui Hop | KNEE SUPPORT WITH THIGH STRAP F-21 01 cai/hop
104 B6 gbi Uniflex Hop KNEE SUPPORT UNIFLEX F-23 | 02 cai/hop
B6 gdi ho, dan hoi, ban 1¢| Hop ELASTIC KNEE SUPPORT WITH
105 HINGES F-24 | 01 cai/hop
B6 gdi chic ning, Hop
106 dai dan, ban 1¢ FUNCTIONAL KNEE SUPPORT F-25 01 cai/hop
Bo gbi ban 1& kim loai, | Hop
107 dai dan, dém ho KNEE HINGE SUPPORT METAL JOINT | F-26 | 01 cai/hop
108 | Nep c6 dinh dau gbi 22" [ Hop | KNEE IMMOBILIZER (LONG TYPE) 22" | F-27 | 01 c4i/hop




109 | Nep cb dinh dau goi 24" | Hop | KNEE IMMOBILIZER (LONG TYPE) 24" |  F-28 01 cai/hop
Nep gbi O.A khung Hop
110 web silicone O.A WEB KNEE BRACE F-30 01 c4i/hdp
Bo gbi dai dan, dém ho, | Hop KNEE SUPPORT OPEN PATELLA F07
111 Neoprene NEOPRENE 01 cai/hop
B¢ gbi ban 1¢ da tam, Hop | POLYCENTRIC HINGED KNEE BRACE F-09
112 Neoprene NEOPRENE 01 cai/hop
B6 gbi ban 18, dai dan | Hop
A1 KNEE HINGE STABILIZER NEOPRENE F-12 4
113 kép, dém ho 01 cai/hop
B6 gbi ngan dai dan, Hop
114 dém ho KNEE SUPPORT NEOPRENE COMPACT F-16 01 cai/hop
115 | B6 gbi O.A, dai dan chéo | Hop O.A KNEE SUPPORT F-17 01 cai/hop
B6 gbi ban 18, dai dan, | Hop
e WEB KNEE WRAP HINGED NEOPRENE F-32 o
116 khung web silicone 01 cai/hop
Nep cb dinh dau géi Hop
. (PAEDIATRIC) KNEE IMMOBILIZER PED-02 o
117 tré em 01 cai/hop
118 | B nep kéo chan, 16t PUF| Hop SKIN TRACTION SET (PUF LINER) H-01 01 bo/hop
119 | Nep kéo chan chinh hinh | Hop LEG TRACTION BRACE H-02 01 cai/hop
120 | Nep chan PVC chinh hinh| Hop LEG BRACE P.V.C J-43 01 cai/hdp
121 Bing quan c6 chan Hop ANKLE BINDER ELASTIC D-01 01 cai/hop
Nep cb chan dai, dai dan | Hop
122 Foam Lite FOAM LITE ANKLE STIRRUP BRACE D-03 01 cai/hop
123 B6 ¢6 chan Hop ANKLET COMFORT 2N (1 PAIR) D-04 02 cai/hop
Nep ¢6 chan ngin, Hop
124 dai dan Neoprene ANKLE BRACE SWEDISH (NEOPRENE) | D-05 | 01 cai/hop
125 | Nep c6 chan day dan Hop ANKLE BRACE LACE UP D-10 01 cai/hop
126 | Bo ¢6 chan dai dan chéo | Hop ANKLET WITH BINDER COMFORT D-11 01 cai/hop
127 | Nep cb dinh mat ca chan | Hop ANKLE SPLINT D-19 | 01 cai/hop
Nep ¢ chan dai, Hop
D ANKLE SUPPORT WITH STRAP NEOPREN| D-02 b €
128 dai dan Neoprene 01 cai/hop
Bing quan cb chan Hop
ANKLE WRAP (NEOPRENE) D-06 S
129 Neoprene 01 cai/hop
Giay nep hd tro di lai Hop
P CAST SHOE C-03 I
130 cho chan b6 bot 01 cai/hop




131 | Nep hd trg ban chanrii | Hop FOOT DROP SPLINT D-07 01 cai/hop
Nep h tro ban chan ri, Hop
132 c6 16t dém FOOT DROP SPLINT W/LINER D-18 | 01 cai/hop
Nep ban dém PF, dinh Hop
133 vi xoay PF NIGHT SPLINT DE-ROTATION D-08 | 01 cai/hop
Nep ho trg ngii chong | Hop
134 [  viém can gan chin PLANTAR FASCITIS SLEEP SUPPORT | D-09 | 01 cai/hdp
Giay nep hoi hd trg co | Hop
135 chan — logi ngén AIR WALKER SHOE SHORT TYPE D-16 | 01 cai/hdp
Giay nep hoi hd tro ¢c6 | Hop
136 chan — loai dai AIR WALKER SHOE LONG TYPE D-17 | 01 cai/hop
Nep chinh ngén chan Hop
A HALLUX VALGUS SPLINT D-12 _
137 cai léch 01 cai/hdp
Nep chinh veo ngon Hop
. BUNION CORRECTOR D-20 /
138 chan cai 01 cai/hop
Ta quan phuc hoi Hop
139 chire nang 0.5 kg REHAB WEIGHT CUFF 1/2 KG J-01 01 cai/hdp
Ta quéan phuc hdi chirc | Hop
140 nang 1 kg REHAB WEIGHT CUFF 1 KG J-02 01 cai/hop
Ta quan phuc héi chire | Hop
141 nang 2 kg REHAB WEIGHT CUFF 2 KG J-03 01 c4i/hop
Ta quan phuc hdi chite | Hop
142 nang 3 kg REHAB WEIGHT CUFF 3 KG J-04 01 cai/hdp
Bing ong vai y té 16t Hop
143 b6 bot Imx50mm ORTHOSTOCKINETTE 1 MTR X 50MM J-06 |01 cudn/hop
Bang ong vai y té 16t Hop
144 b6 bt Imx75mm ORTHOSTOCKINETTE 1 MTR X 75MM J-07 |01 cudn/hop
Bing 6ng vai y té 16t Hop
145 b6 bt Imx100mm ORTHOSTOCKINETTE 1 MTR X 100MM |  J-08 |01 cudn/hdp
Bing 6ng vai y té 16t Hop
146| bobot Imx125mm ORTHOSTOCKINETTE 1 MTR X 125MM [  J-09 |01 cudn/hop
Bing 6ng vai y té 16t Hop
147 | b6 bot 10mx50mm ORTHO STOCKINETTE 10 MTR 50MM J-18 |01 cudn/hop




Bing 6ng vai y té 16t Hop

148 | b6 bot 10mx75mm ORTHO STOCKINETTE 10 MTR 75MM J-19 | 01 cudn/hop
Béng Ong vai y té lot Hop

149 [ b0 bot 10mx100mm ORTHO STOCKINETTE 10 MTR 100MM | J-20 |01 cuén/hop
Bing ong vai y té 16t Hop

150 | bo bt 10mx125mm ORTHO STOCKINETTE 10 MTR 125MM | J-21 |01 cuén/hop




