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Doc 1ap - Tu do - Hanh phuc

S4: 200001534/PCBA-HCM Tp H6 Chi Minh, ngay 09 thang 09 nim 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 ctia co so: 17.2020 GG.BESTMD Ngay: 04/09/2020
4. Trang thiét bj y té thudc loai A
Tén trang thiét bi y té: Dung cu dinh vi dling trong phau thuat cac loai, bao gém:
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
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

STT | TEN TRANG THIET BI Y TE D%;I 1\;‘;‘{2@ CHUNG LOAI SAN PHAM XUTE"E }({jgl\?((;j: SN?(’IC II%I\iJ/CI?:gG?I;FTE(C) TEN f&;ﬁ BAO DI];‘A%HEIS\?; Y
SAN XUAT CHU SO HU'U
1 Dung cu dinh vi dung trong Cai  |A800-025 FREEMAN AREOLA MARKER 25MM Best medical GmbH, | Best medical GmbH, CO}VG TY CO T‘z‘ing 6,374 V6 Van
2 phéu thujt cdc loai Cii |A800-030 |FREEMAN AREOLA MARKER 30MM Germany Germany ?gﬁ TBII{’?(I\;?E ran, 5 fl;r;angMQu'an
3 Cai  |A800-034  |FREEMAN AREOLA MARKER 34MM CONG VANG
4 Cii  |A800-036  |FREEMAN AREOLA MARKER 36MM
5 Cai  |A800-038  |FREEMAN AREOLA MARKER 38MM
6 Cai  [A800-040  |FREEMAN AREOLA MARKER 40MM
7 Cai |A800-042  |FREEMAN AREOLA MARKER 42MM
8 Cai  |A800-045  |FREEMAN AREOLA MARKER 45MM
9 Cai  |A800-050  |FREEMAN AREOLA MARKER 50MM
10 cai |Ag00-142 f;fs?\/][ﬁ MARKER 42MM DOUBLE ENDED
11 Cai |A800-643  |AREOLA MARKERS SHARP 43MM
12 Cai  [A800-650  |AREOLA MARKERS SHARP 50MM
13 Cii |A801-142  |HALPERN MARKER 42MM
14 Cai  |A804-142  |HALPERN INSTRUMENT 42MM
15 Cai  |B518-00 OP-TABLE COMPLETE
16 Cai  [B518-10 OP-TABLE ONLY
17 Cai  |B518-12 OP-TRAY FOR ACCESSORIES
18 Cai  [B518-21 PINS WITH BALL 30MM
19 Cai  |B518-22 PINS WITH BALL 50MM
20 Cai  |B518-25 PINS 6MM X 100MM
21 Cai  |B518-26 SKIN HOOKS SHARP
22 Cai  [B518-27 SELF RETAINING PINS
23 Cai  |B518-28 PLASTIC ROLL CANNULATED
24 Cai  |B518-29 SILICONE RINGS 20MM
25 Cai  |B518-30 SILICONE RINGS 30MM
26 Cai  |B518-31 SILICONE RINGS 100MM
27 Cai  [B518-32 SILICONE TUBES FINE 1M
28 Cai  |B518-33 SILICONE TAPES FOR FOREARM
29 Cai  [B518-34 EXTENSION FEET 60MM




30

31

32

33

34

35

36

37

38

39

40

41

42

43

44

45

46

47

48

49

50

51

52

53

Cii  |B518-35 EXTENSION FEET 80MM
Céi  [B520-01 LEAD HAND FOR CHILDREN
Cii  |B520-02 LEAD HAND FOR ADULTS
Céi  [B525-00 HAND TABLE SET COMPLETE
Cii  |B525-10 HAND TABLE ONLY
Cii  [B525-21 HIGH CHAIN HOLDERS (2PCS)
Cii  |B525-23 CHAIN HOLDER HOOKS (2PCS)
cii |BS25.25 BALL CHAINS 32CM WITH SKIN HOOKS
(2PCS)
cii |Bsas.ar BALL CHAINS 21CM, WITH SKIN HOOKS
(4PCS
. BALL CHAINS 26CM FOR ARM AND WRIST
Cai - B525-29 FIXATION (2PCS)
Cii  |B525-35 TENDON HOOKS 5MM (4PCS)
cii |Bs2s.a7 SLIDING HOOKS FOR RUBBER BANDS
(4PCS)
Cii |B525-41 RUBBER BANDS (1 SET - 5PCS)
Céi  [S575-08 CIRCUMCISION INSTRUMENT, 8 MM
Cai [S575-11 CIRCUMCISION INSTRUMENT, 11 MM
Céi  [S575-13 CIRCUMCISION INSTRUMENT, 13 MM
Cai  [S575-16 CIRCUMCISION INSTRUMENT, 16 MM
Cai [S575-21 CIRCUMCISION INSTRUMENT,21 MM
Cai [S575-26 CIRCUMCISION INSTRUMENT,26 MM
Céi  [S575-32 CIRCUMCISION INSTRUMENT,32 MM
cii lss7s.s1 MOGEN CIRCUMCISIONS INSTRUMENT 2,5
MM
. WINKELMANN CIRCUMCISIONS
Cai 18575-65 INSTRUMENT
. WINKELMANN CIRCUMCISIONS
Céi |8575-66 INSTRUMENT
cii ls575.67 WINKELMANN CIRCUMCISIONS

INSTRUMENT
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