SO Y TE TP HO CHi MiNng CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

THONG TIN

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

S6 cong bd: 250000299/PCBA-HCM
Ngay cong bo: 13/03/2025

1. Tén co sé cong bé: CONG TY CO PHAN THIET BI Y TE AU CHAU
2. biachi: L17-11 Tang 17, Toa nha Vincom Center, SO 72 L& Thanh Tén,
Phuong Bén Nghé, Quan 1, Thanh phé Hd Chi Minh

3. S6 vin ban cua co so: 02/2025/AUCHAU-CBA Ngay: 11/03/2025

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: V& Y khoa

Tén thuong mai (néu co):

Mi Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: Theo phu luc

M3 san pham (néu c6):

Theo phu luc

Quy cach dong goi: Theo phu luc

Muc dI',Ch sur giung: V& y khoa tao‘m(f)t ap luc nhét dinh 1én che}n, ap luc nay
cao nhat 6 mat ca chan va giam dén 1€n trén chén, gitp thac déy luu luong
mau trong chan, kiém soat cac bénh vé tinh mach va bach huyét.

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chat luong san phidm ap dung: Tiéu chuan nha san xuat

5. D6i v6i thiét bi y té chira chat ma tay, tién chit (néu co):

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

Tén chu sé hitu: BSN medical Inc.

Dia chi chu s& hiru: 5825 Carnegie Blvd., 28209 Charlotte, North Carolina,
UNITED STATES

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

8. SO cong bo du dicu kién san xuat doi voi thi€t bi y t€ san xuat trong nudec:



. Thanh phan hd so:

1 | Van ban cong bé tidu chuan ap dung cua thiét bi y té thudc loai A.

2 | Gidy chimg nhén dat tiéu chudn quan 1y chit luong ISO 13485

3 | Gidy tiy quyén ctia chit s& hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat ki thuat thiét bi y té bang tiéng Viét, kém theo
tai liu k¥ thuat mo ta chic nang, thong so6 k¥ thuat cua thiét bi y té
do chu s¢ hiru thi€t bi y t€ ban hanh.

6 | Gidy chimg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét
biy t€ cong bo ap dung

7 | Tai liéu huéng dan st dung cta thiét bj y té

8 | MAu nhan thiét bj y té

9 Giéy chtrng nhan lIuu hanh ty do con hiéu luc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




BANG KE CHI TIET THIET BI Y TE

TEN CO
A QUY TgN Co SO %Hfj A PIA
TEN - . SO SAN S TEN | CHI
.| PON MA CACH ; 8 ,
str| THIET] vy CHUNG LOAI SAN PHAM SAN | PONG e
BLY 1 rinn ' PHAM | GOI (NEU HANG, [HANG, | BAO | SO
TE Co) NUOC | NUOC |HANH| BAO
SAN XUAT|CHU SO HANH
HUU
1 Véy | Hop [JOBST RELIEF 20-30 KH CT L CL BL 1 D6i/hop -BSN BSN [ Khéng [ Khong
2 khoa JOBST RELIEF 20-30 KH CT M CL BL medical Inc. [ medical ap ap
3 JOBST RELIEF 20-30 KH CT S CL BL Pia chi: Inc. dung | dung
4 JOBST RELIEF 20-30 KH CT XL CL BL 5825 Dia chi:
5 JOBST RELIEF 20-30 KH OT L BE Carnegie | 5825
6 JOBST RELIEF 20-30 KH OT M BE Blvd., Carnegie
7 JOBST RELIEF 20-30 KH OT S BE 28209 Blvd.,
8 JOBST RELIEF 20-30 KH OT XL BE Charlotte, | 28209
9 JOBST RELIEF 20-30 TH OT M BE North  |Charlotte
10 JOBST RELIEF 20-30 TH OT S BE Carolina, | , North
11 JOBST RELIEF 20-30 TH OT XL BE USA [Carolina,
12 JOBST RELIEF 20-30 THD CT L BL USA
13 JOBST RELIEF 20-30 THD CT S BL -BSN
14 JOBST RELIEF 20-30 THD OT L BE Medical SA
15 JOBST RELIEF 20-30 THD OT M BE de CV
16 JOBST RELIEF 20-30 THD OT S BE Dia chi: Av.
17 JOBST RELIEF 20-30 THW CT M BL Parque SN
18 JOBST RELIEF 20-30 THW CT XL BL Villa
19 JOBST RELIEF 20-30 THW OT L BE Florida,




20

21

JOBST RELIEF 20-30 THW OT XL BE

22

JOBST RELIEF 20-30 WH CT L BE

23

JOBST RELIEF 20-30 WH CT M BE

24

JOBST RELIEF 20-30 WH CT S BE

25

JOBST RELIEF 20-30 WH CT XL BE

26

JOBST RELIEF 30-40 THD OT M BE

1 Chiéc/hop

27

JOBST RELIEF 30-40 THD OT S BE

28

JOBST RELIEF 30-40 THW OT L BE

29

JOBST OPAQUE 20-30 KH OT L NAT

30

JOBST OPAQUE 20-30 KH OT M NAT

31

JOBST OPAQUE 20-30 KH OT S NAT

32

JOBST OPAQUE 20-30 KH OT XL NAT

33

JOBST OPAQUE 20-30 THD OT L NAT

34

JOBST OPAQUE 20-30 THD OT M NAT

35

JOBST OPAQUE 20-30 THD OT S NAT

36

JOBST OPAQUE 20-30 THD OT XL NAT

37

JOBST OPAQUE 20-30 THW CT L NAT

38

JOBST OPAQUE 20-30 THW CT M NAT

39

JOBST OPAQUE 20-30 THW CT S NAT

40

JOBST OPAQUE 20-30 THW CT XL NAT

41

JOBST OPAQUE 20-30 WH CT L NAT

1 Déi/hop

42

JOBST OPAQUE 20-30 WH CT M NAT

43

JOBST OPAQUE 20-30 WH CT S NAT

44

JOBST OPAQUE 20-30 WH CT XL NAT

45

JOBST ULTRASHEER 20-30 KH CT L CL BL

1 Chiéc/hop

46

JOBST ULTRASHEER 20-30 KH CT L NAT

47

JOBST ULTRASHEER 20-30 KH CT M BL

48

JOBST ULTRASHEER 20-30 KH CT M NAT

49

JOBST ULTRASHEER 20-30 KH CT S CL BL

50

JOBST ULTRASHEER 20-30 KH CT S NAT

51

JOBST ULTRASHEER20-30 KH CT XL BL

52

JOBST ULTRASHEER 20-30 KH CT XL NAT

JOBST ULTRASHEER 20-30 KH OT L NAT

1 Doi/hop

Reynosa,
Tamaulipas,

88715
Mexico




53

JOBST ULTRASHEER 20-30 KH OT M NAT

54

55

JOBST ULTRASHEER 20-30 KH OT S NAT

JOBST ULTRASHEER 20-30 KH OT XL NAT

56

57

JOBST ULTRASHEER 20-30 MAT M NAT

JOBST ULTRASHEER 20-30 MAT S NAT

58

59

JOBST ULTRASHEER 20-30 THD OT L NAT

1 Chiéc/hop

JOBST ULTRASHEER 20-30 THD OT M NAT

60

61

JOBST ULTRASHEER 20-30 THD OT S NAT

JOBST ULTRASHEER 20-30 THD OT XL NAT

62

63

JOBST ULTRASHEER 20-30 THL CT L CL BL

JOBST ULTRASHEER 20-30 THL CT L NAT

64

65

JOBST ULTRASHEER 20-30 THL CT M CL BL

JOBST ULTRASHEER 20-30 THL CT M NAT

66

67

JOBST ULTRASHEER 20-30 THL CT S BL

JOBST ULTRASHEER 20-30 THL CT S NAT

68

69

JOBST ULTRASHEER 20-30 THL CT XL BL

JOBST ULTRASHEER 20-30 THL CT XL NAT

70

71

JOBST ULTRASHEER 20-30 THW CT M BL

72

JOBST ULTRASHEER 20-30 THW CT S BL

1 Déi/hop

73

JOBST ULTRASHEER 20-30 WH MAT L NAT

74

JOBST ULTRASHEER 20-30 WH MAT XL NAT

75

JOBST BELLA LITE 20-30 ARMSLEEVE L-LO BE

76

JOBST BELLA LITE 20-30 ARMSLEEVE M-LO BE

77

JOBST BELLA LITE 20-30 ARMSLEEVE S-LO BE

78

JOBST BELLA LITE 20-30 COMBINED L-REG BE

JOBST BELLA LITE 20-30 COMBINED M-REG BE

79

80

JOBST BELLA LITE 20-30 COMBINED S-REG BE

JOBST BELLA LITE 20-30 GAUNTLET L BE

81

82

JOBST BELLA LITE 20-30 GAUNTLET M BE

83

JOBST BELLA LITE 20-30 GAUNTLET S BE

1 Chiéc/hop

84

JOBST COMPRINET PRO TH OT S-RG 1

85

JOBST COMPRINET PRO TH OT MR 1

JOBST COMPRINET PRO TH OT LR 1

1 Doi/hop




86

87

JOBST COMPRINET PRO TH OT XL-RG W 1

88

JOBST COMPRINET FORTE 30-40 TH OT SZ 1

89

JOBST COMPRINET FORTE 30-40 TH OT SZ 2

90

JOBST COMPRINET FORTE 30-40 TH OT SZ 3

91

JOBST COMPRINET FORTE 30-40 TH OT SZ 4

92

JOBST STYLE SF 15-20 KH CT S-RG ABL

1 Chiéc/hop

93

JOBST STYLE SF 15-20 KH CT M-RG ABL

94

JOBST STYLE SF 15-20 KH CT L-RG ABL

95

JOBST STYLE SF 15-20 KH CT XL-RG ABL

96

JOBST STYLE SF 15-20 KH CT S-RG AGR

97

JOBST STYLE SF 15-20 KH CT M-RG AGR

98

JOBST STYLE SF 15-20 KH CT L-RG AGR

99

JOBST STYLE SF 15-20 KH CT XL-RG AGR

100

JOBST STYLE SF 15-20 KH CT S-RG APK

101

JOBST STYLE SF 15-20 KH CT M-RG APK

102

JOBST STYLE SF 15-20 KH CT L-RG APK

103

JOBST STYLE SF 15-20 KH CT XL-RG APK

104

JOBST STYLE SF 20-30 KH CT S-RG ABL

105

JOBST STYLE SF 20-30 KH CT M-RG ABL

106

JOBST STYLE SF 20-30 KH CT L-RG ABL

107

JOBST STYLE SF 20-30 KH CT XL-RG ABL

108

JOBST STYLE SF 20-30 KH CT S-RG AGR

109

JOBST STYLE SF 20-30 KH CT M-RG AGR

110

JOBST STYLE SF 20-30 KH CT L-RG AGR

111

JOBST STYLE SF 20-30 KH CT XL-RG AGR

112

JOBST STYLE SF 20-30 KH CT S-RG APK

113

JOBST STYLE SF 20-30 KH CT M-RG APK

114

JOBST STYLE SF 20-30 KH CT L-RG APK

JOBST STYLE SF 20-30 KH CT XL-RG APK

1 Doi/hop
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