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84: 200001704/PCBA-HCM Tp H6 Chi Minh, ngay 24 thang 09 ndm 2020

PHIEU TIEP NHAN

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

1. Tén co s& cong bd: CONG TY CO PHAN TRANG THIET BI Y TE CONG VANG

2. Dia chi: Téng 6,374, V5 Van Tan, Phuong 05, Quan 3, Thanh phé Hb Chi Minh

3. S6 van ban dé nghi cta co so: 43.2020 GG.BESTMD Ngay: 18/09/2020

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té: Dung cu may vét thuong dung trong phau thuat cac loai, bao gom:

Chung loai/mé san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bPia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: I1SO 13485: 2016

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

Tén chu s& hitu: Best Medical GmbH

Dia chi chu s¢ hiru: Heudorfer Str. 32, 78576 Emmingen-Liptingen

6. Thong tin vé co s¢ bao hanh:

(1) Tén co s¢: Cong ty C6 Phan Trang Thiét Bi Y Té Cong Vang
Dia chi: Tang 6, 374, V& Vin Tan, Phuong 05, Quan 3, Thanh phd H6 Chi Minh
Dién thoai ¢ dinh: 028 3840 8848  Dién thoai di dong:

7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Gidy chiing nhan dat tiéu chuan quéan 1y chat lugng con hiéu lyc tai thoi diém ndp ho so.

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du diéu kién bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo méau s6 1 Phy luc 8

N SN | B

Giay chtng nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co s du diéu
kién theo quy dinh cta phap luat vé danh gia sy phu hop cap doi vai trang thict bi y té
san xuat trong nudc




9 | Tai liéu huéng dan sir dung cua trang thiét bi y té
10 | Mau nhan sé& sir dung khi luu hanh tai Viét Nam cua trang thiét bi y té
11 | Giay chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so d6i voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ doi véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky béi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S6'Y té, Thanh
pho HO6 Chi Minh

Ngay ky: 24-09-2020
10:47:11 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

TEN CO SO SAN TEN CO SO CHU SO 3 2 . a
STT | TEN TRANG THIET BI Y TE D%VVI‘{/ !l MA SAN PHAM CHUNG LOAI SAN PHAM XUAT/ HANG, NUGC | HU'U/ HANG, NUGC TEN f&;ﬁ BAO DI];‘A%H}IIS\?;O
SAN XUAT CHU SO HU'U
1 | Dung cu may vét thuong dung | (gi B590-01 REDON NEEDLES 8CHARR. Best medical GmbH, | Best medical GmbH, CQNG TY CO Tang 6, 374 V3
trong phau thuat cac loai Germany Germany PHAN TRANG | Vin Tan, Phuong
2 Cai B590-02 REDON NEEDLES 10CHARR. THIETBIY TE |5, Quan 3, Tp.HCM
CONG VANG
3 Cai B590-03 REDON NEEDLES 12CHARR.
4 Cai B590-04 REDON NEEDLES 14CHARR.
5 Cai B590-05 REDON NEEDLES 16CHARR.
6 Cai B590-06 REDON NEEDLES 18CHARR.
7 Cai B590-11 REDON NEEDLES 8CHARR.
8 Cai B590-12 REDON NEEDLES 10CHARR.
9 Cai B590-13 REDON NEEDLES 12CHARR.
10 Cai B590-14 REDON NEEDLES 14CHARR.
11 Cai B590-16 REDON NEEDLES 16CHARR.
12 Cai B590-18 REDON NEEDLES 18CHARR.
13 Cai B590-21 REDON NEEDLES 8CHARR.
14 Cai B590-22 REDON NEEDLES 10CHARR.
15 Cai B590-23 REDON NEEDLES 12CHARR.
16 Cai B590-24 REDON NEEDLES 14CHARR.
17 Cai B590-25 REDON NEEDLES 16CHARR.
18 Cai B590-26 REDON NEEDLES 18CHARR.
19 Cai H500-01 KRONECKER LIG.NEEDLE,LEFT,13CM
20 Cai H500-02 KRONECKER LIG.NEEDLE,RIGHT13CM
21 Cai H501-01 DUPUY-WEISS LIG.N., LEFT, 22CM
22 Cai H501-02 DUPUY-WEISS LIG.N.,RIGHT, 22CM
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Céi H505-01 DURHAM LIG. NEEDLE, LEFT, 21CM

Céi H505-02 DURHAM LIG. NEEDLE,RIGHT, 21CM

Céi H507-14 HESSBERG LIGATURE NEEDLES, 15CM

Céi H508-14 JACOBI LIGATURE NEEDLE, 14 CM

Céi H510-01 DESCHAMPS-STAND.BL., LEFT,20CM

Cai H510-02 DESCHAMPS-STAND.BL.,RIGHT,20CM

Céi H511-01 DESCHAMPS-STAND.SH., LEFT,20CM

Céi H511-02 DESCHAMPS-STAND.SH.,RIGHT,20CM

Céi H512-01 DESCHAMPS LIG.N.BL., LEFT,20CM

Céi H512-02 DESCHAMPS LIG.N.BL.,RIGHT,20CM

Céi H513-01 DESCHAMPS LIG.N.SH., LEFT,20CM

Céi H513-02 DESCHAMPS LIG.N.SH.,RIGHT,20CM

Cai H514-01 LIGATURE NEEDLE DESCHAMPS FOR RIGHT
HAND

Cai H514-0 LIGATURE NEEDLE DESCHAMPS FOR LEFT
HAND,

Cai H514.11 LIGATURE NEEDLE DESCHAMPS FOR RIGHT
HAND

Cai HS14.1 LIGATURE NEEDLE DESCHAMPS FOR LEFT
HAND

Céi H518-211  |DESCHAMPS LIG.N.BL., LEFT,21CM

Céi H518-212  |DESCHAMPS LIG.N.BL.,RIGHT,21CM

Céi H518-241  |DESCHAMPS LIG.N.BL., LEFT,24CM

Céi H518-242  |DESCHAMPS LIG.N.BL.,RIGHT,24CM

Cai H518-271  |DESCHAMPS LIG.N.BL., LEFT,27CM

Cai H518-272  |DESCHAMPS LIG.N.BL.,RIGHT,27CM

Cai H518-281  |DESCHAMPS LIG.N.BL., LEFT,28CM

Cai H518-282  |DESCHAMPS LIG.N.BL.,RIGHT,28CM

Cai H519-211  |DESCHAMPS LIG.N.SH., LEFT,21CM




48

49

50

51

52

53

54

55

56

57

58

59

60

61

62

63

64

65

66

67

68

69

70

71

72

73

74

Cai H519-212 DESCHAMPS LIG.N.SH.,RIGHT,21CM
Cai H519-271 DESCHAMPS LIG.N.SH., LEFT,27CM
Cai H519-272 DESCHAMPS LIG.N.SH.,RIGHT,27CM
Cai H530-01 KOCHER LIG. NEEDLE,SMALL, 19CM
Cai H530-02 KOCHER LIG. NEEDLE,MEDIUM,19CM
Cai H530-03 KOCHER LIG. NEEDLE,LARGE, 19CM
Cai H534-19 COOPER LIG. NEEDLE, 19 CM
Cai H536-23 LIG.NEEDLE FLEXIBLE, 20 CM
Cai H537-21 SCHMIEDEN LIG. NEEDLE, 21 CM
Cai H539-25 BRUNNER LIG. NEEDLE, 25 CM
Cai H545-141 REVERDIN NEEDLE, FIG. 1, 14 CM
Cai H545-142 REVERDIN NEEDLE, FIG. 2, 14 CM
Cai H545-143 REVERDIN NEEDLE, FIG. 3, 14 CM
Cai H545-144 REVERDIN NEEDLE, FIG. 4, 14 CM
Cai H545-191 REVERDIN NEEDLE, FIG. 1,19,5CM
Cai H545-192 REVERDIN NEEDLE, FIG. 2,19,5CM
Cai H545-193 REVERDIN NEEDLE, FIG. 3,19,5CM
Cai H545-194 REVERDIN NEEDLE, FIG. 4,19,5CM
Cai H545-221 REVERDIN NEEDLE, FIG. 1,22,5CM
Cai H545-222 REVERDIN NEEDLE, FIG. 2,22,5CM
Cai H545-223 REVERDIN NEEDLE, FIG. 3,22,5CM
Cai H545-224 REVERDIN NEEDLE, FIG. 4,22,5CM
Cai H546-00 NEEDLES YOUNG COMPLET WITH NEEDLE
NO.2
Cai H546-01 NEEDLE YOUNG ONLY FIG. 1
Cai H546-02 NEEDLE YOUNG ONLY FIG. 2
Cai H546-03 NEEDLE YOUNG ONLY FIG. 3
Cai H550-17 SYME NEEDLES 14,5M
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Cai H551-19 SCHMIEDEN-PAYR LIG.CONDUC.19CM
Cai HS552-19 SCHMIEDEN LIG.CONDUCTOR, 19 CM
Cai H554-18 JONESCO NEEDLES 18,5CM

Cai H555-18 BRUNNER-FERROZELL LIG.CON.18CM
Cai H555-27 BRUNNER-FERROZELL LIG.CON.27CM
Cai H557-01 KONIG LIG. CONDUCTOR, 19,5 CM

Cai H557-02 KONIG LIG. CONDUCTOR, 19,5 CM

Cai H557-03 KONIG LIG. CONDUCTOR, 20 CM

Cai H558-24 FERROZELL PROBE FINE

Cai H558-27 FERROZELL PROBE KIRSCHNER 27CM
Cai H564-22 PAYR LIG.CONDUCTOR,STR,, 22 CM
Cai H565-19 LIG. CONDUCTOR PAYR,

Cai H565-22 PAYR LIG.CONDUCTOR,CVD.,, 22 CM
Cai H567-24 BRUNNER LIG.CONDUCT.8MM,24,5CM
Cai H568-25 KIRSCHNER LIG.CONDUCTOR,25,5CM
Cai H570-28 LIGATUR CONDUCTOR, 28 CM

Cai H575-01 BRUNNER LIG.NEEDLE,FIG.1,30 CM
Cai H575-02 BRUNNER LIG.NEEDLE,FIG.2,30 CM
Cai H576-01 BRUNNER LIG.CONDUCT.FIG.1,30CM
Cai H576-02 BRUNNER LIG.CONDUCT.FIG.2,30CM
Cai H576-03 BRUNNER LIG.CONDUCT.FIG.3,30CM
Cai H576-04 BRUNNER LIG.CONDUCT.FIG.4,30CM
Cai H580-23 WIEN LIG. CATCHER, 23,5 CM

Cai H582-23 KNOT TIER, 23 CM

Cai H583-22 KNOT TIER NEGUS 23CM
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Cai K825-01 WIRE GUIDE DEMEL FIG.1

Cai K825-02 WIRE GUIDE DEMEL FIG.2

Cai K825-03 WIRE GUIDE DEMEL FIG.3

Cai K825-11 WIRE GUIDE 22,5CM

Cai K827-01 WIE GUIDE 18CM

Cai K827-02 WIE GUIDE 24CM

Cai M105-33 CONDUCTOR DEMARTEL 33CM

Cai M108-25 CONDUCTOR LEBSCHE 25CM

Cai N344-01 LUNDSGAARD SCLERATOME, 12,5 CM

Cai N344-11 SrtJAY TON-LUNDSGAARD SCLERATOME, 12,5

Cai N350-01 CATARACT NEEDLE, STRAIGHT, 12,5 CM

Cai N350-02 CATARACT NEEDLE , STRAIGHT, 12,5 CM

Cai N350-12 CATARACT NEEDLE , CURVED

Cai N352-01 BOWMAN DISCISION NEEDLE, STR., 12,5CM

Cai N352-02 BOWMAN DISCISION NEEDLE, CVD., 12,5
CM

Cai N353-12 SWISS PAT., FOREIGN BODY NEEDLE,12,5
CM

Cai N355-01 FOREIGN BODY NEEDLE,STR., 13 CM

Cai N355-02 FOREIGN BODY NEEDLE,CVD., 13 CM

Cai N360-13 LEVINSON FOREIGN BODY CURETTE, 13 CM

Cai N361-12 FRANCIS FOREIGN BODY CURETTE, 12,5 CM

Cai N362-12 ALVIS FOREIGN BODY CURETTE, 12,5 CM

Cai N368-12 LA FORCE FOREIGN BODY INSTR., 12,5 CM

Cai N370-13 DAVIS FOREIGN BODY SPUD, 13 CM

Cai N372-13 DIX FOREIGN BODY SPUD, 13 CM

Cai N374-11 ELLIS FOREIGN BODY SPUD, 11,5 CM

Cai N376-12 PLANGE FOREIGN BODY SPUD, 12,5 CM
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Cai N378-12 NICATI FOREIGN BODY SPUD, 12,5 CM

Cai N380-01 WALTON FOREIGN BODY GOUGE,12,5 CM
Cai N380-02 WALTON FOREIGN BODY GOUGE, 12,5 CM
Cai N382-12 MEYER FOREIGN BODY GOUGE, 12,5 CM
Cai N384-13 GREEN CORNEAL DISSECTOR, 13 CM

Cai N386-12 ROLLET CHISEL FOR EXTIRPATION, 12,5 CM
Cai N400-01 EYE MAGNET WITH LOOP

Cai N400-02 EYE MAGNET WITH LOOP

Cai N410-01 GRAEFE CYSTOTOME ,STR., 13 CM

Cai N410-02 GRAEFE CYSTOTOME, RIGHT, 13 CM

Cai N410-03 GRAEFE CYSTOTOME, LEFT, 13 CM

Cai N410-11 CYSTOTOM BECKER, BIEGSAM, 13 CM

Cai N420-14 MOD. BONN IRIS HOOK, STR., 14 CM

Cai N422-10 HIRSCHMANN IRIS HOOK,BLUNT , 10 CM
Cai N423-10 ROSEN PHACAO SPLITTER BLUNT TIPS
Cai N424-10 NAGAHARA PHACO CHOPPER 1,5MM 60°
Cai N745-01 g;})}()l;gi]i];}éﬁ.CHlSEL,DOUBLE-

Cai N745-02 EII\I)]()ITE‘]::;)C];I\}/EI A.GOUGE, DOUBLE-

Cai N746-01 (S:};/IILLE NEEDLE A.CHISEL,DOUBLE-END.,14
Cai N750-01 NEEDLE A.CHISEL,DOUBLE-END., 13 CM
Cai N750-02 NEEDLE A.GOUGE,DOUBLE-END., 13CM
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Cai N755-01 SPATULA, ANGLED, 0,50x0,25MM,10,5CM
Cai P437-18 POLITZER NEEDLE 18CM

Cai P438-01 LUCAE TYMPANUM PERF.,F.CHILD.,16CM
Cai P438-02 LUCAE TYMPANUM PERF.F.ADULTS,18CM
Cai P438-03 LUCAE TYMPANUM PERF., 18 CM

Cai Q342-01 HURD TONSIL NEEDLE,RGT.HD.,21CM
Cai Q342-02 HURD TONSIL NEEDLE,LEFT HD., 21CM
Cai Q344-24 NAGER TONSIL NEEDLE, 24CM

Cai Q345-01 YANKAUER SEPTUM NEEDLES FIG.1

Cai Q345-02 YANKAUER SEPTUM NEEDLES FIG.2

Cai Q345-03 YANKAUER SEPTUM NEEDLES FIG.3

Cai Q345-04 YANKAUER SEPTUM NEEDLES FIG.4

Cai Q345-05 YANKAUER SEPTUM NEEDLES FIG.5

Cai Q345-06 YANKAUER SEPTUM NEEDLES FIG.6

Cai Q345-07 YANKAUER SEPTUM NEEDLES FIG.7

Cai Q345-08 YANKAUER SEPTUM NEEDLES FIG.8

Cai Q345-09 YANKAUER SEPTUM NEEDLES FIG.9

Cai Q346-01 FALK TONSIL NEEDLES LEFT

Cai Q346-02 FALK TONSIL NEEDLES RIGHT
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