SO Y TE HA NOI CONG HOA XA HQI CHU NGHIiA VIET NAM
S4 :170000125/PCBA-HN Doc 1ap - Ty do - Hanh phic
Ha Noi, ngay 23 thang 06 nam 2017

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 bé: CONG TY TNHH B. BRAUN VIET NAM

2. bia chi: Cym Cong Nghié€p Thanh Oai, Xa Bich Hoa, Huyén Thanh Oai, Thanh phé Ha No1
3. S6 van ban dé nghi cta co s¢ : 98/BB-TBYT-NK Ngay: 15/06/2017
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: Dui (Trocar) phau thuat

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chudn ap dung: ISO 13485, ISO 9001 va CE mark

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

Tén chu so hitu: Aesculap AG

Dia chi chu s& hitu: Am Aesculap Platz, 78532 Tuttlingen Germany

6. Thong tin vé co s& bao hanh:

(1) Tén co sé: Chi nhanh Céng ty TNHH B. Braun Viét Nam tai Thanh phé HO Chi Minh
bia chi: T?lng 9 Toa nha Vinamilk, sé 10 Tan Trao, Phuong Tan Pht, Quan 7, Thanh phé Ho
Chi Minh
Pién thoai c¢d dinh: 08. 5416 0538 bién thoai di dong: 0903 684 014

7. Thanh phan hd so:

1 | Vin ban cong b tiéu chuan ap dung cia trang thiét b y té thudc loai A

Gidy chung nhan dat tiéu chuan quan 1y chat luong

Phu luc chi tiét trang thiét bi y té

Ban phén loai trang thiét bi y té

DNl ] W] N

Phiéu tiép nhan ho so cong bo du diéu kién san xuét trang thiét bi y té hodc Gidy chimg
nhan dat tiéu chuan quan 1y chat lugng con hicu lyc tai thoi diém ndp ho so cong bo doi
voi trang thiét bi y t€ nhap khau.

6 | Gidy iy quyén cuia chu s¢ hitu trang thiét bi y té




7 | Gidy xac nhan du diéu kién bao hanh

8 | Tailidu mo ta tom tit k§ thuat trang thiét bj y té

9 Gjéy ching nhan hop chuan hoic Bén tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo ap dung

10 | Tai liéu huéng dan sir dung ciia trang thiét bi y té

11 | Mau nhan sé& sir dung khi luu hanh tai Viét Nam cua trang thiét bi y té

NGUOI TIEP NHAN HO SO

Nguyén Dtic Tuin
Chanh Van phong




HOQ DUI (TROCAR) PHAU THUAT

AESCULAP AG, Am Aesculap-Platz, 78532

1 |UNIVERSAL TROCAR WITH 4 TIPS |bo EJ126R ) ,
Tuttlingen, Purc
2 |SINUSCOPY TROCAR 5MM 85MM  |chiéc/cai |EJ305R AESCULAP AG, Am Aesculap-Platz, 78532
Tuttlingen, Purc
5 |TILLEY LICHTWITZ ANTRUM hibercdi |E1315R AESCULAP CHIFA Sp. z 0. 0., ul. Tysiaclecia
TROCAR D:5 FG 14, 64-300 Nowy Tomysl, Ba Lan
, |TILLEY LICHTWITZ ANTRUM hibercii |EI316R AESCULAP CHIFA Sp. z 0. 0., ul. Tysiaclecia
TROCAR D:6 FG 14, 64-300 Nowy Tomysl, Ba Lan
5 |TILLEY-LICHTWITZ ANTRUM iberedi |EB17R AESCULAP CHIFA Sp. z 0. 0., ul. Tysiaclecia
TROCAR D:7 FG 14, 64-300 Nowy Tomysl, Ba Lan
s |TILLEY-LICHTWITZ ANTRUM el |EI318R AESCULAP CHIFA Sp. z 0. 0., ul. Tysiaclecia
TROCAR D:8 FG 14, 64-300 Nowy Tomysl, Ba Lan
. |HASSON OBTURATORBLUNTFOR |« . |- yaae AESCULAP AG, Am Aesculap-Platz, 78532
EJ441R D:10MM chieciea Tuttlingen, Diic
g |TROCAR W/TRUMPET VALVE vidored |Ea7 AESCULAP AG, Am Aesculap-Platz, 78532
20MM 110MM LONG chieeiea Tuttlingen, Diic
TAPER OBTURATOR D:15MM . AESCULAP AG, Am Aesculap-Platz, 78532
O |FEu7R chicc/cai (EJ504R Tuttlingen, Dirc
BLUNT CONICAL OBTURATOR o AESCULAP AG, Am Aesculap-Platz, 78532
10 Ip:10/110MM chicc/cai (EJ558R Tuttlingen, Dirc
BLUNT CONICAL OBTURATOR o AESCULAP AG, Am Aesculap-Platz, 78532
b 101150MM chicc/cai (EJ568R Tuttlingen, Dirc
12 [TROCARBODY ALONE D:13MM  [chiéc/cai |EJS81R AESCULAP AG, Am Aesculap-Platz, 78532
Tuttlingen, Duc
TRIANGULAR OBTURATOR o AESCULAP AG, Am Aesculap-Platz, 78532
13 Ip:13MM 110MM chicc/cai (EJ586R Tuttlingen, Dirc
CONICAL OBTURATOR SHARP o AESCULAP AG, Am Aesculap-Platz, 78532
1% 15:13MM 110MM chicc/cai (EJS87R Tuttlingen, Dirc
CONICAL OBTURATOR BLUNT . AESCULAP AG, Am Aesculap-Platz, 78532
15 15:13MM 110MM chicc/cai (EJ588R Tuttlingen, Dirc
16 |REDUCING SLEEVE D105 70 hiteredi |EI601R AESCULAP AG, Am Aesculap-Platz, 78532
5.5MM Tuttlingen, Puc
17 |REDUCING SLEEVEDIBMMTO | o - 00 AESCULAP AG, Am Aesculap-Platz, 78532
5.5MM Tuttlingen, Puc
1g |REDUCING SLEEVE D:125TO hideredi |EJ603R AESCULAP AG, Am Aesculap-Platz, 78532

5.5MM

Tuttlingen, Puc

Aesculap
AG, Duc

Cong ty TNHH
B.Braun Viét
Nam, chi nhanh
TP H) Chi Minh

Tang 9, toa nha
Vinamilk, s6 10
Tan Trao, quan
7, TP Ho Chi
Minh




REDUCING SLEEVE D:13MM TO

AESCULAP AG, Am Aesculap-Platz, 78532

19 10MM chiéc/cai |EJ604R Tuttlingen, Dirc
REDUCING SLEEVE D:12.5 TO . AESCULAP AG, Am Aesculap-Platz, 78532
20 110.0MM chicc/cai (EJ60SR Tuttlingen, Dirc
REDUCING SLEEVE D:20.0 TO . AESCULAP AG, Am Aesculap-Platz, 78532
2L |10.0MM chicc/cai (EJ614R Tuttlingen, Dirc
,, |SEALCAP FREDUCING SLEEVE 20 | _ . AESCULAP AG, Am Aesculap-Platz, 78532
TO 10MM oP Tuttlingen, Diic
REDUCING CAP F/MOD TROCARS10. . AESCULAP AG, Am Aesculap-Platz, 78532
23 hop EJ640P ) ,
SMM Tuttlingen, Puc
24 |REDUCING CAP 12.5-10.5MM hop EJ641P AESCULAP AG, Am Aesculap-Platz, 78532
Tuttlingen, Duc
o5 |RING WITH INSUFFLSTOPCOCK | [ =~ = AESCULAP AG, Am Aesculap-Platz, 78532
D:10MM Tuttlingen, Purc
26 |RING WITH INSUFFLSTOPCOCK | [ =~ AESCULAP AG, Am Aesculap-Platz, 78532
D:5.5MM Tuttlingen, Purc
27 |TROCAR BODY 5.5MM chibc/cai |EJ700R AESCULAP AG, Am Aesculap-Platz, 78532
Tuttlingen, Puc
28 |TROCAR TRI-TIP 5.5MM 60MM chiéc/cai |EJ705R AESCULAP AG, Am Aesculap-Platz, 78532
Tuttlingen, Puc
»g |TROCAR TAPERED-TIP 55MM éoeat |E1706R AESCULAP AG, Am Aesculap-Platz, 78532
60MM Tuttlingen, Puc
50 |TROCAR BODY MANUAL OPENING [ —"[— = AESCULAP AG, Am Aesculap-Platz, 78532
5.5MM Tuttlingen, Ptic
31 |TROCAR TRI-TIP55MM 110MM  chiée/cai [EJ715R AESCULAP AG, Am Aesculap-Platz, 78532
Tuttlingen, Duc
55 |TROCAR TAPERED-TIP 55MM ioeat |E1716m AESCULAP AG, Am Aesculap-Platz, 78532
110MM Tuttlingen, Ptic
53 |BLUNT CONICAL OBTURATOR toredt |E0718R AESCULAP AG, Am Aesculap-Platz, 78532
5.5MM110MM LGTH Tuttlingen, Ditc
BLUNT CONICAL OBTURATOR L AESCULAP AG, Am Aesculap-Platz, 78532
34 |b:5.5/150MM chicc/cai (EJ720R Tuttlingen, Pirc
35 |TROCAR TRI-TIP55MM 150MM  [chiée/cai [EJ725R AESCULAP AG, Am Aesculap-Platz, 78532
Tuttlingen, Duc
36 |TROCAR BODY 10MM chiée/cai |EI750R AESCULAP AG, Am Aesculap-Platz, 78532
Tuttlingen, Puc
37 |TROCAR TRI-TIP 10MM 110MM  |chiée/cai |EJ755R AESCULAP AG, Am Aesculap-Platz, 78532
Tuttlingen, Puc
25 |TROCAR TAPERED-TIP 10MM ioeat |E1756m AESCULAP AG, Am Aesculap-Platz, 78532
110MM Tuttlingen, Pirc
55 |TROCARBODY MANUAL OPENING | . "| = = AESCULAP AG, Am Aesculap-Platz, 78532

W/INSUL.10MM

Tuttlingen, Puc

Aesculap
AG, buc

Cong ty TNHH
B.Braun Viét
Nam, chi nhanh
TP H) Chi Minh

Tang 9, toa nha
Vinamilk, s6 10
Tan Trao, quan
7, TP H) Chi
Minh




AESCULAP AG, Am Aesculap-Platz, 78532

40 |TROCAR TRI-TIP 10MM 150MM chibc/cai |EJ765R ) ,
Tuttlingen, Puc
41 |TROCAR TAPERED-TIP 10MM kot |E0766R AESCULAP AG, Am Aesculap-Platz, 78532
150MM Tuttlingen, Puc
42 |TROCAR TAPERED-TIP 125MM kot |E0786R AESCULAP AG, Am Aesculap-Platz, 78532
110MM Tuttlingen, Puc
43 |CONICAL OBTURATOR 7MM hidercii |EI807R AESCULAP AG, Am Aesculap-Platz, 78532
100MM Tuttlingen, Puc
44 |DILATING TROCAR PIN 3.5/70MM  |chiéc/cai |EKO30R AESCULAP AG, Am Aesculap-Platz, 78532
Tuttlingen, Puc
45 |TROCAR PIN CONICAL SHARP hiéerci |EKO4SR AESCULAP AG, Am Aesculap-Platz, 78532
5/60MM Tuttlingen, Dirc
TROCAR PIN CONICAL SHARP e AESCULAP AG, Am Aesculap-Platz, 78532
46|51 10MM chicc/cai [EKO46R Tuttlingen, Diic
TROCAR PIN CONICAL SHARP R AESCULAP AG, Am Aesculap-Platz, 78532
47 5/150MM chiéc/cdi [EKO47R Tuttlingen, Dirc
46 |TROCAR PIN CONICAL BLUNT hiderci |EKO4ER AESCULAP AG, Am Aesculap-Platz, 78532
5/60MM Tuttlingen, Dirc
TROCAR PIN CONICAL BLUNT R AESCULAP AG, Am Aesculap-Platz, 78532
49 l51110MM chiéc/cdi [EKO4OR Tuttlingen, Dirc
TROCAR PIN CONICAL BLUNT R AESCULAP AG, Am Aesculap-Platz, 78532
50 5/150MM chiéc/cdi [EKOS0R Tuttlingen, Dirc
51 |TROCAR PIN TRIANGULAR 5/60MM |chiéc/cai |EKO51R AESCULAP AG, Am Aesculap-Platz, 78532
Tuttlingen, Duc
TROCAR PIN TRIANGULAR . AESCULAP AG, Am Aesculap-Platz, 78532
52 |5/110MM chiéc/cdi [EKO52R Tuttlingen, Dirc
TROCAR PIN TRIANGULAR . AESCULAP AG, Am Aesculap-Platz, 78532
53 |5/150MM chiéc/cdi [EKO53R Tuttlingen, Dirc
TROCAR PIN CONICAL SHARP . AESCULAP AG, Am Aesculap-Platz, 78532
> | 10/110MM chicc/cai [EKOS6R Tuttlingen, Diic
TROCAR PIN CONICAL SHARP . AESCULAP AG, Am Aesculap-Platz, 78532
% |10/150MM chiéc/cdi [EKOSTR Tuttlingen, Dirc
TROCAR PIN CONICAL BLUNT L AESCULAP AG, Am Aesculap-Platz, 78532
% 110/60MM chiéc/cdi [EKOS8R Tuttlingen, Dirc
TROCAR PIN CONICAL BLUNT . AESCULAP AG, Am Aesculap-Platz, 78532
> |10/110MM chicc/cai [EKOS9R Tuttlingen, Dirc
TROCAR PIN CONICAL BLUNT . AESCULAP AG, Am Aesculap-Platz, 78532
58 |10/150MM chiéc/cdi [EKO6OR Tuttlingen, Dirc
TROCAR PIN TRIANGULAR . AESCULAP AG, Am Aesculap-Platz, 78532
9 l10n10MMm chiec/cdi |EKO62R Tuttlingen, Pirc
50 |TROCAR PINTRIANGULAR hiteredi |EKOBIR AESCULAP AG, Am Aesculap-Platz, 78532

10/150MM

Tuttlingen, Puc

Aesculap
AG, buc

Cong ty TNHH
B.Braun Viét
Nam, chi nhanh
TP H) Chi Minh

Tang 9, toa nha
Vinamilk, s6 10
Tan Trao, quan
7, TP H) Chi
Minh




TROCAR PIN BLUNT (HASSON)

AESCULAP AG, Am Aesculap-Platz, 78532

61 l10/110MM chiéc/ci |EKO0BAR Tuttlingen, Dirc

o2 IS?E)?ARMPIN CONICAL SHARP bt |EKOBER ﬁfﬁ;;ﬁ; ﬁcG Am Aesculap-Platz, 78532
o IZ;);E),:ARMMN CONICAL SHARP bt |EKOBTR ﬁfﬁ;;ﬁ; ﬁcG Am Aesculap-Platz, 78532
o IZ?E)?ARMPIN CONICAL BLUNT hiderci |EKOBOR ?Eﬁizgf; ﬁcG Am Aesculap-Platz, 78532
o5 '1I'2R/(1)5CE),:\/IRMPIN CONICAL BLUNT hiéerci |EKOTOR ?Eﬁizgf; ﬁcG Am Aesculap-Platz, 78532
o6 IZ?E)?ARMPIN TRIANGULAR hiberci |EKOTIR ?Eﬁizgf; ﬁcG Am Aesculap-Platz, 78532
. '1I'2R/(1)5CE),:\/IRMPIN TRIANGULAR hiéerci |EKOTIR ?Eﬁizgf; ﬁcG Am Aesculap-Platz, 78532
o8 -1|—2R/(1)1C0?/IRMPIN BLUNT (HASSON) hiberci |EKOTAR ?Efliél_f; ﬁcG Am Aesculap-Platz, 78532
59 ISSSCO?ARMMN CONICAL SHARP hiderci |EKOTER ?Efliél_f; ﬁcG Am Aesculap-Platz, 78532
-0 ;Eggﬁ; PIN CONICAL SHARP hibe/ci |EKa45R ?Efliél_f; ﬁcG Am Aesculap-Platz, 78532
1 ;F;/(ﬁ:g\;e I\I;IN CONICAL SHARP hibe/ci |EK46R ?Efliél_f; ﬁcG Am Aesculap-Platz, 78532
Y ;F;/cezgs; PIN CONICAL BLUNT hiberei |EKa48R ?Efliél_rf; ﬁf Am Aesculap-Platz, 78532
22 ;F;/ci%A'\;e I\I;IN CONICAL BLUNT hiberei |EK349R ?Efliél_rf; ﬁf Am Aesculap-Platz, 78532
- ;F;/cezgs; PIN CONICAL SHARP hiterci |EK385R ?Efliél_rf; ﬁf Am Aesculap-Platz, 78532
s ;F;/ci%A'\;e I\I;IN CONICAL SHARP hiéerei |EK356R ?Efliél_rf; ﬁf Am Aesculap-Platz, 78532
6 g.rézgaiﬂ PIN CONICAL BLUNT hiteredi |EK35ER /Txliflizgf; 1/?;3 Am Aesculap-Platz, 78532
| TROCARPIN CONICAL BLUNT hiteredi |EK359R AESCULAP AG, Am Aesculap-Platz, 78532

3.5/110MM

Tuttlingen, Duc

Aesculap
AG, buc

Cong ty TNHH
B.Braun Viét
Nam, chi nhanh
TP H) Chi Minh

Tang 9, toa nha
Vinamilk, s6 10
Tan Trao, quan
7, TP H) Chi
Minh
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