Doc 1ap - Tu do - Hanh phuc

86: 190001351/PCBA-HCM Tp H6 Chi Minh, ngay 19 thang 11 nim 2019

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY CO PHAN THIET BI Y TE AU CHAU
2. Pia chi: 728 VO VAN KIET, Phuong 01, Quan 5, Thanh phé H6 Chi Minh
3. S6 vin ban dé nghi cta co sé: 0711/CBA-AUCHAU Ngay: 13/11/2019
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Pai, nep chinh hinh cac loai (Khong ciy ghép)
Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bia chi co s san xuét: Theo phu luc

Tiéu chuan 4p dung: 93/42/EEC

5. Thong tin vé chu s hitu trang thiét bi y té :

Tén chu s¢ hitu: United Medicare

Dia chi chu s¢ hiru: C-6, Hampton Court Busines Park, Phase - VIII, Chandigarh Road, Ludhiana -
141011, Punjab
6. Thong tin vé co s bao hanh:

7. Thanh phan hd so:

1 | Phu lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhan dat tiéu chuan quan ly chat lugng con hi¢u luc tai thoi diém ndp ho so,

4 | Gidy uy quyén cta chi s hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat ki thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu so hitu trang thiét bi y t€ cong
bo 4p dung

8 | Tailidu hudng din sir dung cua trang thiét bi y té

9 | Mau nhan s& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té




10

Giay chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi1 vai trang thiét
bi y t€ nhap khau hodc Phiéu tiép nhan ho so cong bo du di€u kién san xuat trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén
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Pai, nep chinh hinh cac loai (Khong ciy ghép)

LUMBAR CORSET WITH STRAP A1
CONTOURED BACK SUPPORT A-02
AIRPRANE BACK SUPPORT A-03
TAYLOR'S BRACE D.L.S.O SHORT & LONG A-04

ASH BRACE HYPER EXTENSION BRACE SHORT & LONG |A-05

U-TECH LUMBAR CORSET CHAIR BACK SUPPORT A-06

LUMBAR SUPPORT (NEOPRENE) A07

RIB BELT A-08
ABDOMINAL BINDER 8" A-09
ABDOMINAL SUPPORT 9" A-10

TUMMY TRIMMER A1l

1| Vung lung [ ABHOMINAL SUPPORT NEOPRENE REEFLEX A-12
PREGNANCY CARE SUPPORT A-13

HERNIA BELT A-14

CHEST BINDER A-15
SPINOTECH TAYLOR’S BRACE A-16
INDUSTRIAL LUMBAR SUPPORT A-17

BACK REST SUPPORT A-18

ABS WRAP NEOPRENE A-19

ULTRA BACK SUPPORT A20

LUMBO SACRAL BELT A21

LUMBAR BACK SUPPORT CROSS STRAP A22

U-TECH LUMBAR CORSET (LACE-PULL SLIM FIT) A23
CERVICAL COLLAR BONELESS B-01
CERVICAL COLLAR SOFT B-02

. |CERVICAL COLLAR HARD ADJUSTABLE B-03

5 | VUng ¢ TEERVICAL COLLAR PHILADELPHIA B-04
Va8 TCERVICAL PILLOW B-05
CONTOURED CERVICAL PILLOW B-06

MEMORY FOAM PILLOW B-07
HUMERAL FRACTURE ORTHOSIS C-01

THIGH BRACE WITH PELVIC SUPPORT C-02

CAST SHOE C-03
CLAVICLE BRACE W/VELCRO C-04

ELASTIC SHOULDER IMMOBILIZER C-05

ELASTIC SHOULDER IMMOBILIZER WITH CUP C-06

POUCH ARM SLING TROPICAL C-07

; | Ving vai [POUCH ARM SLING BAGGY C-08
va canh tay [KOOL SLING C-09
UNIVERSAL SHOULDER IMMOBILIZER (SLING & 10

SWATHE)




SHOULDER SUPPORT NEOPRENE

C-11

SLING STRAP C-12
ADJUSTABLE SHORT SLING C-13
SHOULDER SUPPORT ELASTIC C-14
POSTURE BRACE C-15
ANKLE BINDER ELASTIC D-01
ANKLE BRACE WITH CRISS CROSS STRAP D-02
ANKLE FOAMLITE STIRRUP BRACE D-03
ANKLE COMFORT D-04
ANKLE BRACE SWEDISH NEOPRENE D-05
ANKLE WRAP NEOPRENE D-06
FOOT DROP SPLINT D-07
PF NIGHT SPLINTS D-08
PF SLEEP SUPPORT D-09
Ving chan ANKLE BRACE LACE UP D-10
va cb chan LANKLET WITH BINDER ( ANKLET WITH BINDER ) D-11
HALLUX VALGUS SPLINT D-12
ANKLET PRO D-13
AIR WALKER SHOE SHORT TYPE BLACK WITHOUT D-14
SHELL
AIR WALKER SHOE LONG TYPE BLACK WITHOUT SHELL |D-15
AIR WALKER SHOE SHORT TYPE GREY WITH FULL D-16
SHELL
AIR WALKER SHOE LONG TYPE GREY WITH FULL SHELL |D-17
. FINGER COT SPLINT E-01
Vung tay
va ngén MALLET FINGER SPLINT E-02
tay FROG SPLINT E-03
FINGER EXT SPLINTS E-04
KNEE CAP ELASTIC F-01
KNEE CAP COMFORT F-02
KNEE IMMOBILIZER LONG 19" F-04
KNEE IMMOBILIZER LONG 22" F-04
KNEE IMMOBILIZER LONG 24" F-04
KNEE IMMOBILIZER SHORT 14" F-05
KNEE HINGE BRACE (DRYTEX) F-06
KNEE SUPPORT OPEN PATELA (NEOPRENE) F-07
KNEE SUPPORT OPEN PATELA DRYTEX F-08
POLYCENTRIC KNEE BRACE NEOPRENE F-09
Ving dau |ROM KNEE BRACE F-10
gbi ROM KNEE BRACE ( ADJUSTER ) F-11
KNEE HINGE STABILIZER NEOPRENE F-12
OA KNEE BRACE F-13
KNEE GUARD F-14
KNEE SUPPORT 3D F-15
KNEE SUPPORT COMPACT W-STRAPS F-16
OA KNEE SUPPORT NEOPRENE CROSS FIT F-17
REINFORCED LIGAMENT KNEE SLEEVE F-18
KNEE SUPPORT PRO F-20
KNEE SUPPORT WITH THIGH STRAP F-21
EASY STYLE O.A KNEE BRACE OFFLOADER 2 F-22

United
Medicare,
India

United
Medicare,
India




WRIST & FOREARM BRACE G-01
WRIST COCK UP SPLINT G-02
WRIST SPLINT WITH THUMB SPICA G-03
WRIST & THUMB SUPPORT ELASTIC G-04
WRIST & THUMB SUPPORT NEOPRENE G-05
WRIST WRAP DOUBLE LOCK G-06
THUMB SPICA SPLINT G-07
Ving ¢ |WRIST BRACE WITH THUMB STABILIZER G-08
tay va [TENNIS ELBOW SUPPORT WRAP ROUND G-09
khuyu tay | ELBOW WRAP NEOPRENE G-10
ELBOW SUPPORT WITH STRAP COMFORT G-11
WRIST SPLINT R/L G-12
STATIC COCKUP SPLINT G-13
TENNIS ELBOW SUPPORT WITH SILICONE PAD G-14
ELBOW SUPPORT PRO(PAIR) G-15
WRIST WRAP PRO G-16
ARM IMMOBILIZER ADJUSTABLE G-17
SKIN TRACTION SET (PUFF LINER) H-01
LEG TRACTION BRACE H-02
PELVIC TRACTION BELT H-03
CERVICAL TRACTION SET SITTING WITH WEIGHT BAG  |H-04
B§ h3 tro |PELVIC TRACTION SET WITH WEIGHT BAG(WITHOUT 05
kéo  [BELD)
CERVICAL TRACTION HEAD HALTER H-06
CERVICAL TRACTION SPREADER BAR H-07
CERVICAL TRACTIONS SET SLEEPING WITH WEIGHT
BAG H-08
TRACTION PULLEY BRACKET H-09
TRACTION WEIGHT BAG H-10
REHAB SILICONE HEEL CUP 1-01
REHAB SILICONE INSOLES 1-02
REHAB SILICONE ARCH PAD 1-03
REHAB HOT & COLD GEL PACK 1-04
REHAB SILICONE INSOLE WITH MEDIAL ARCH (ADULT) |1-05
REHAB SILICONE INSOLE WITH MEDIAL ARCH 106
(PEDIATRIC )
TOE SEPRATOR 1-07
EXERCISE GEL BALL 1-08
HEEL CUSHIONS SILICONE 1-09
REHAB HOT & COLD GEL PACK (390 MM*260MM) I-10
REHAB WEIGHT CUFF % Kg J-01
REHAB WEIGHT CUFF1 Kg J-02
Silicone va| REEHAB WEIGHT CUFF 2 Kg J-03
cacsan |REHAB WEIGHT CUFF 3 Kg J-04
pham y té [COCCYX CUSHION SEAT J-05
khiac  |ORTHOSTOCKINETTE 10 Mtr (50 MM) J-06
ORTHOSTOCKINETTE 10 Mtr (75 MM) J-07
ORTHOSTOCKINETTE 10 Mtr (100 MM) J-08
ORTHOSTOCKINETTE 10 Mitr (125 MM) J-09
HEATIING PAD ORTHO J-10




MONOWALK STICK

J-11

QUADRIPOD WALK STICK J-12

COTTON CREPE BANDAGE (6 CM X 4 MTR ) J-13

COTTON CREPE BANDAGE (8 CM X 4 MTR ) J-13

COTTON CREPE BANDAGE (10 CM X 4 MTR ) J-13

COTTON CREPE BANDAGE (15 CM X 4 MTR ) J-13

1.V CANNULA FIXATOR (U.FIX) J-14

U-PLAST (ELASTIC ADHESIVE BANDAGE) J-15
MONOWALK STICK POD J-16
SCROTAL SUPPORT J-17

: OEM LUMBO SACRAL BELT K-01

Dai lung

10 OEM OEM ABDOMINAL BINDER K-02

OEM CONTOURED LUMBAR CORSET WITH STRAP

K-03
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