CONG TY TNHH CONG HOA XA HOI CHU NGHIA VIET NAM

JOHNSON & JOHNSON (VIET NAM) Poc 1ap — Tw do — Hanh phiic
S4: VN-LTR-MK-002-2023-CNV TP. Ho Chi Minh, ngay 22 thang 03 nam 2023
VAN BAN CONG KHAI

Noi dung va hinh thirc dw kién quang cdo trang thiét bi y té

Kinh gui: B6 Y Té

1. Tén co s& c¢ong khai: CONG TY TNHH JOHNSON & JOHNSON (VIET NAM)
Ma s6 thué: 0310671135

Pia chi: Tang 12, tda nha Vietcombank, s6 5 Cong Trudng Mé Linh, phuong Bén Nghé,
quén 1, thanh phd HS Chi Minh

Pién thoai: 028 3914 8100 Fax: 028 3821 4814
Email: ra-jnjvnhc-jjvnramdd@its.jnj.com Website (Néu c6): N/A

2. Ngwoi dai dién hgp phap cia co s6:
Ho va tén: LE CHI THUY DUNG

S6 CMND: 079168013091 Ngay cap: 04/11/2019 Noi cap: Cuc Canh sat quan 1y hanh
chinh vé trat tu x4 hoi
Pién thoai cé dinh: 02839148100 Dién thoai di dong: N/A
3. Thong tin vé trang thiét bi y té du kién quang cdo:
- Tén trang thiét bi y t&:  Ong thong din dudng
- Chung loai: ENVOY XB 6F
- Ma san pham (néu cé):  67025000B; 67025090B; 67025400B; 67025290B;
67025600B; 67025690B; 67025800B; 67025890B;
67026000B; 67026090B; 67025200B; 670254908

- Hing san xuét: Codman and Shurtleff, Inc.
- Nudc san xuat: Mexico
- S luu hanh: 2100647DKLH/BYT-TB-CT

- Tinh nang, tac dung: sir dung & mach mau than kinh dé dua cac thiét bi can thiép/
chan doan vao trong long mach

- Tén, dia chi ctia chi s¢ hitu s6 luu hanh trang thiét bi y té: Cong ty TNHH Johnson &
Johnson (Viét Nam) — Tang 12, tda nha Vietcombank, sé 5 Cong Trudng Mé Linh,
phudng Bén Nghé, quan 1, TP. H6 Chi Minh.

- Canh béo lién quan dén stic khoe nguoi sir dung, didu kién bao quan (néu cé):

Chung t6i cong khai noi dung va hinh thic du kién quang céo dbi voi trang thiét bi y té nhu
sau:
Noi dung du kién quang cdo: Xem file dinh kém

Hinh thirc du kién quang cdo: Khong phai bao néi, bao hinh; Hoi thao;



Co s cam két:

1. Noi dung thong tin cong khai 1a chinh xéac, hop phap va theo diing quy dinh. Néu c6 su
gia mao, khong ding su that co so xin chiu hoan toan trach nhiém va s€ bi xu ly theo
quy dinh cua phap luat.

2. Bao dam noi dung quang cdo phu hop véi ban ndi dung du kién quang céo da cong khai
va hd so cong bd tiéu chuan ap dung dbi voi trang thiét bi y té thudc loai A, B hoic hd
so dang ky luu hanh ddi véi trang thiét bi y té thudc loai C, D.

Cong Ty TNHH Johnson & Johnson (Viét Nam)

Glam dbe Klnh doanh
Mt hang Trang Thiét Bi Y Té tai Viét Nam
Pai Dién Pwoc Uy Quyén



ZCONG TY NS E
NHH O\t

ENVOY®

guiding catheter

ENVOY @
a8 ENVOY DA
CERENOVUS ENVOY®DA XB

B e guiding catheter




HE THONG ONG THONG
DAN BUGNG ENVOY

Cong nghé 6ng théng dan dudng
tao nén thuong hiéu dang tin cay.

DAU XA MEM V31 KHA NANG

QUAN SAT TUYET VO

Céng nghé déc quyén BRITE TIP
giup nang cao kha nang quan sat dau xa
cta 6ng thong du st dung thiét ké dau mém

GIA TANG TRO LUC

Cac cau hinh Iya chon phu hop véi 6ng théng

dan dudng, dugc thiét ké ¢o gia tdng trg luc tai
déu gan clia 6ng théng, giam t6i da cac phuong an
du phong, thay thé trong sudt qua trinh can thiép

SU CAN BANG GIUA KHA NANG
THEO DOI VA HO TRG

Cau tric bén xuyén sudt dem lai kha nang theo déi
khi lua chon mach mau va cho phép déng chay téi da
déng thai van duy tri su ho tro én dinh cla 6ng théng
dan duong khi can thiép

LOP LOT BEN TRONG PHU PTFE

Céu triac 4 phan doan
Thiét ké ben kim logi va 7 phan doan polymer

ENVOY®

Gng théng dan duging

ENVOY*“XB

Gng théng dan dudng

ENVOY*DA

Ong théng dan duéng

ENVOY*DA XB

Ong théng dan duéng




ENVOY

Ong thong dan dusng

Ong thong dan dudng ban dau

KHA NANG THEO DOITUYET VO

Ong thang dan duting ENVOY 7F gitip quan sat va dinh vi
dé dang hon.

BPoan xoang hang

Boan xuong dé




ENVOY*XB

Gng théng dan duaing

Thiét ké gia tang luc hé trg
khi can suén dinh trong can thiép

Boan xoang hang

Poan xoang da

CAITHIEN KHA NANG HO TRQ

Ong théng dan dutng ENVOY XB ciing c6 cau tric
bén tudng tu ENVOY gitp gia tang 29% tro luc
tai vi tri chia cda doan tan dong mach canh chung Doan cd

Ong théng dan duang ENVOY XB hién cd cé 6F
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ENVOY°DA

Gng théng din dusng

Thiét ké détiép can dau xa

Boan xoang hang

ONG THONG CO DAU XA LINH HOAT
DETANG KHA NANG HO TRO

Boan xa vdi cau tric linh hoat dai 8cm cho phép tiép can
cac vi tri giai phau xa hon, tao ra két cdu ma neo

tai doan xuong dd - xoang hang cua dong mach canh trong
va duy tri luc ho trg 6n dinh trong sudt qua trinh can thiép.

Bean xuong da

Dau xa mém voi
cdng nghé BRITE TIP

_. Poan xa vai kha nang theo doi

 Lap phi i nuac

Trg luc nang cao

Két cau bén xuyén sudt chiéu dai




ENVOY®DA XB

Ong théng dan duéng

Thiét ké gitip ti€p can dau xa
két hop vdi trg luc téi uu

Boanxcanhg hang

Boanabngdd

HOTRONANG CAQ

Ong théng dan duang ENVOY DA XB
cling 6 cau tric bén tuong tu ENVOY DA Boancd
vdi gia tang khoang 20% trg luc

tai doan tan cua dong mach canh chung

Ong théng din dudng ENVOY DA XB hién c6 c& 6F
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Vi tri gidi phau Iua chon dugc uéc tinh dua trén giai phau trén co thé ngudi Ién théng thuding.
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Hé théng &ng théng dan duding

Hé théng éng théng dan dudng ENVOY cho phép tuong thich
véi nhiéu dung cu dem t6i tinh linh hoat tuyét vai trong can thiép

Tuong thich khuyén céo

Ong théng

dan dudng
ENVOY 5F

Ong théng
dan dudng

Ong théng
dan dudng

Ong théng
dan dudng

Buong kinh trong

056"

ENVOY 6F

070"

DA ENVOY 6F

L8717

ENVOY 7F

,078”

Tuang thich mét dung cu
Téng dudng kinh ngoai

,Hoédc nhdé han

Hodc nhd hon

Hodc nhd han

Hodc nho han

053" 067" 068" 075"
can du 0,03" (4,0F) (5,1F) (5,2F) (5,7F)
Tuang thich hai dung cu [Hodcnho hon  Hodc nhd hon \Hodac nhé hon Hodc nhé hon
Téng dudng kinh ngoai 054" 068" 069" 076"
can du 0,02" (4,1F) (5,2F) (5,3F) (5.8F)
1. Qng thong trung gian co Sk

2. Viongthong 3.0/2.6F va vi ong théng 2.3k

at



5 FRE NCH Lién hé véi dai dién ban hang dé cé théng tin vé gia

S6 catalog Pudng kinh ngoai  Budng kinh trong Chiéu dai
£ el u 6
(French) (in) hiéu dung(cm) Bauudn Mé ta hinh dang
B R PR RS UGN nis G AR RN PR SR N R S Y
55625000 5 0.056 100 CBL Madified Cerebral
55625090 5 0.056 G0 CBL Modified Cerebral
55625400 5 0.056 100 H1 Headhunter 1
55625490 5 0.056 90 H1 Headhunter 1
55625600 5 0.056 100 MPC Multipurpose C
55625690 5 0.056 90 MPC Multipurpose C
55625800 5 0.056 100 MPD Multipurpose D
55625890 5 0.056 90 MPD Multipurpose D
55626000 5 0.056 100 STR Straight
55626090 5 0.056 90 STR Straight
Hiénco 5 —_— —_— =% — -
hinh dang Dauthdng Ba muc tiéu C Pa muctiéu D Bién déi Tho san 1
Dai dien ENVOY 5/6/7F
Biémdanhdaulomwval congnghé BRITE TIP
SO _ X
o EREHEHICTTE | e
. 7 Chiéu dai hieu dung -
-« >

Chieu dai doan xa

6 FRENCH

S6 catalog Buong kinh ngoai Buang kinh trong Chiéu dai ) Lol
(French) (in) hiéu dung(cm) Mb ta hinh dang
67026090 6 0070 90 STR Straight
67026000 6 0.070 100 STR Straight
67025690 6 0.070 90 MPC Multipurpose C
67025600 6 0.070 100 MPC Multipurpose C
67025890 6 0.070 90 MPD Multipurpose D
67025800 6 0.070 100 MPD Multipurpose D
67025090 6 0070 40 CBL Modified Cerebral
67025000 6 0.070 100 CBL Maodified Cerebral
67025490 6 0070 90 H1 Headhunter 1
67025400 (<] 0.070 100 H1 Headhunter 1
67025290 6 0.070 90 Sim2 Simmons 2
67025200 6 0.070 100 Sim2 Simmons 2
670260908 6 0.070 90 STR Straight
670260008 6 0.070 100 STR Straight
670256908 6 0.070 90 MPC Multipurpose C
670256008 6 0.070 100 MPC Multipurpose C
670258908 [¢] 0.070 90 MPD Multipurpose D
670258008 6 0.070 100 MPD Multipurpose D
670250908 6 0.070 90 CBL Modified Cerebyal
670250008 6 0.070 100 CBL Modified Cerebral
670254908 6 0070 90 H1 Headhunter 1
670254008 6 0.070 100 H1 Headhunter 1
670252908 6 0.070 90 S5IM2 Simmons 2
670252008 6 0.070 100 SIM2 Simimaons 2
Hién co N * N F —
6 hinh dang Déau thang Multipurpose C Multipurpose D Mo ffied Simmons 2 Headhunter 1




7 FRENCH

S Catalog Buaing kinh trong Chiéu dai
(in) hiéu dung(cm)
7FEM,CYYGmdmg oy A1 A e s R R e R » e

77826090 0.078 7F 90 Straight
77826000 0.078 7F 100 Straight
77825690 0.078 7F 90 Multipurpose C
77825600 0078 7F 100 Multipurpose C
77825890 0.078 7F 90 Multipurpose D
77825800 0.078 7F 100 Multipurpose D
77825490 0.078 7F S0 Headhunter 1
77825400 0.078 7F 100 Headhunter 1
77825290 0.078 7F 90 Simmaons 2
77825200 0.078 7F 100 Simmons 2
77824890 0.078 7F 90 Maodified Cerebral (Burke)
77824800 0.078 7F 100 Modified Cerebral (Burke)

Hién co — — — — s

6 hinh dang Pau thang BDamuc tigu € Pamuctieu D Bién ddi Simmons 2 Thosan 1

CHUNG NHAN CHAT LUONG: 150 13485, FDA, CE

Hang san xuat: Codman and Shurtleff, Inc.,

Nuée san xuat: Mexico

Hang s& hitu: Medos International SARL

Nuge 56 huu: Thuy Si

56 luu hanh: 2100647DKLH/BYT-TB-CT; 2100649DKLH/BYT-TB-CT.

Chi st hiiu 56 luy hanh: Cong ty TNHH Johnson & Johnson (Yiét Nam)

Tang 12, toa nha Vietcombank, 56 5 Cong Truang Mé Linh, phugng Bén Nghé, quan 1, TP, Ho Chi Minh.

10

EOS item number: 234222-221202



Ong thong tiép can dau xa c& 6F

S6 Catalog. Budng kinh trong Chiéu dai Chiéu dai doan xa 4
(in) hléu dung (cm) (Cn'l) Bauudn
EMD{IDAGuidh'wg'ca-t'hé'{ém“”" e o e P e N e e DRSS R i e ;
671260950 0.071" 6F 95 8 Straight
671260050 0.071" 6F 105 8 Straight
671256950 0.071" 6F 95 8 Multipurpose C
67125605D 0.071" 6F 105 8 Multipurpose C
671258950 0.071" F 95 8 Multipurpose D
671258050 0.071" 6F 105 8 Multipurpose D
ENVOY DA XB Guiding Catheter
6712609508 0.071" 6F 95 8 Straight
67126005DB 0.071" 6F 105 8 Straight
67125695D8 0.071" 6F 95 8 Multipurpose C
6712560508 0.071" GF 105 8 Multipurpose C
6712589508 0.071" 6F 95 8 Multipurpose D
67125805DB o.o071" 6F 105 8 Multipurpose D
Hién co 3 0 -
dang Pau thang Damuc tigu C Pa muc tiéu D
Baidién cho dng thoing dan dubng ENVOY DA
Céng nghe BRITETIP
\
, i —
!-4 »i

Chiéu dai hiéu dung

CHUNG NHAN CHAT LUONG: IS0 13485, FDA, CE

Hang san xuat: Codman and Shurtleff, Inc.,
Nudc san xuat: My
Hang so huu: Medos International SARL
Nuoc s& hiu: Thuy Si
56 luu hanh: 2100648 DKLH/BYT-TB-CT.
Chu sa hiru 56 luu hanh: Cong ty TNHH Johnson & Johnson (Viét Nam)
Tang 12, toa nha Vietcombank, s6 5 Cong Truang Mé Linh, phudng Bén Nghe, quan 1, TP. Ha Chi Minh.

11
EOS item number: 234222-221202
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ENVOY*DAXB

guiding catheter



ENVOY = FAMILY OF
GUIDING CATHETERS

Guiding catheter technology built
on the legacy you trust.

SOFT DISTAL TIP WITH
EXCELLENT VISIBILITY

Proprietary BRITE TIP Technology offers
excellent visibility while maintaining a
soft distal tip

EXTRA BACK-UP SUPPORT

Select configurations designed with extra
praximal support to minimize back-up
throughout the intervention

BALANCE OF TRACKABILITY
AND SUPPORT

End-to-end braided construction provides
trackability for vessel selection and allows
for maximum flow rate while maintaining
catheter support for stable interventions

PTFE COATED INNER LINING

4 segment Structure
Metal braid design
7 polymer segments

ENVOY*®

guiding catheter

ENVOY*XB

guiding catheter

ENVOY*DA

guiding catheter

ENVOY*DAXB

guiding catheter 3



ENVOY®

guiding catheter

The original guiding catheter.

EXCELLENT TRACKABILITY
7F ENVOY Guiding Catheter requires less work to track




ENVOY*XB

guiding catheter

Designed to provide additional

back-up support when more
stability is required.

IMPROVED BACK-UP SUPPORT

ENVOY XB Guiding Catheter has the same
end-to-end braided construction as the
ENVOY Catheter with an estimated 29%
additional back-up support at the bifurcation
of the common carotid

350

 Bifurcation of Gommon Carotid™

Force (grams)

0 5 10 15

Lateral Stiffness Profile (n=5)
distal end  «
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Cavernous

ENVOY XB Guiding Catheters are available in 6F.
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*Anatomical placement is estimation based on common adult anatomy.

'Competitive Test Report, CODMAN June 2017
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ENVOY“DA

guiding catheter

Designed for distal access.

Cavernous

Petrous

DISTAL SEGMENT FLEXIBILITY TO ACHIEVE
CATHETER SUPPORT

Distal 8cm flexible section allows access to more distal
anatomy to achieve geometric anchoring in petrocavernous
ICA and provide support for a stable procedure.

Soft Distal Tip with
BRITE TIP Technology

. Distal Segment trackability

" Hydrophilic Coating

Advanced Back-Up Support

End-to-End Braided
» Construction




ENVOY“DA XB

guiding catheter

Designed to provide distal access
combined with superior support.

ADVANCED BACK-UP SUPPORT

ENVOY DA XB Guiding Catheter has the same
end-to-end braided construction as the ENVOY DA
Catheter with an estimated 20% additional back-up
support at the bifurcation of the common carotid

ENVOY DA XB Guiding Catheters are available in 6F

|-

of Common Carotid*
. Origin of Aorta (left*)

350 s
300
e [l ENVOY DA XB Guiding Catleter
250 B ENVOY DA Guiding Catheter
200
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Catheter
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®®
e K-
100 Support Roliers
The average plot for
= each catheter was
obtained (average of 5
0 samples per trace) 2
0 5 10 15 20 25 30 35 40 45
Lateral Stiffness Profile (n=5) Distance fcm)
distalend < » praximal end

*Anatomical placement is an estimation based on common adult anatomy
Competitive Test Report, CODMAN 103014318, April 2014




ENVOY*®

family of guiding catheters

The ENVOY Family of Guiding Catheters allows
for compatibility with multiple devices, providing
excellent versatility.

Recommended Compatibility
6F ENVOY
DA Guiding
Catheter
Inner Diameter 056" 070" oY ,078"
One Device Compatibility ,053" or less 067" or less 068" or less 075" or less
combined outer diameter
Requires .003" clearance (4,0F) (5,1F) (5,2F) (5,7F)
A Two Device Compatibility 054" or less ,068" or less 069" or less ,0,76" or less
J combined outer diameter

Requires .002" clearance (4,1F) (5,2F) (5.3F) (5,8F)

1. 5F Intermedliate Catheter
2. 3.0F2.6F Microcatheter and 2.3F1.9F Microcatheter



5 FRENCH

Catalog No.

Outer Diameter
(French)

sidin gr Catheter

Inner

Diometer (in)

Contact your Sales Representative for pricing information.

Working

Length (cm)

Shape
Description

5 100 CBL Maodificd Caraliral

5 10 L Maditiod Cerobral

b 100 H1 Headhunter 1

& oy} H] Headlhuntor 1

& . 10 M Multipurpose ©

5 5 20 M Multipurpose ©

‘ noas 100 MPD Multipurpose D

E (InEe (i MEL Multizurposa D
006 100 STR Straiaht

5 005 20 <TR Stranght

Available in
5 shapes

Straight

Multipurpose C

Multipurpose D

Modified

Headhunter 1

Fepresontation of 574

6 FRENCH

Catalog No.

H77 Franch ENVOY

-«

Quter Diameter
(French)

 6F ENVOY Guiding Catheter Catheter

Inner
Diameter (in)

Recessed marker with BRITE TIP Technology

. B I
-

WORKING LENGTH

Working
Length (cm)

Tip Shape

DISTAL LENGTH

Yy

Shape Description

67026090

Stcight

Straight

Mullipurpose €

Multipurpose C

Multippu pose 0

MUt

Modifiod Corelal

Madified Corcbral

Heoodhuntar |

Headhuntor

SImIMmcine

2
B

Smmons

G TR ciaht
100 STR Straight
90 MPL Mulhpurpose C
100 MPC Multipurpase C
0 MPD Mutipupose D
MPLD 3
1 CBL
100 CEBL Maditicd Ce
H1 Hzadhunter 1
100 H1 Headhunter 1
2U SIM2 Simmons 2
100 SiZ Simimons 2

Available in

6 shapes

Straight

N

Multipurpose C

Multipurpese D

Meodified

Simmons 2

"
Headhunter 1

—hol

—



JFREMNCH

Catalog No. Inner Working
Length (cm)

Diameter (in)

7F ENVOY Guiding Catheter

77826090 7F 20 Straight
7F 100 traight
7 90 Multipurpose ¢
078 7F Multpurpposa C
0078 TE Mullipur pposc C
7F Multipu pose D
7F Headhuntor 1
7F 100 Hoadnunter 1
7| G SImmions
/F 100 Simmions 2
7F 30 Madificd Coretoral [Burke)
7F 100 Machficd Coretval (Burke)
Available in - — — — _—
6 shapes Straight Multipurpose C Multipurpose D Modified Simmons 2 Headhunter 1

Manufacturer: Codman and Shurtleff, Inc.,
Country of manufacturer: Mexico

Owning company: Medos Intemational SARL
Owning country:  Switzerland

Circulation number: 2100647DKLH/BYT-TB-CT; 2100649DKLH/BYT-TB-CT
Circulation number holder: Johnson & Johnson (Vietnam) Co., Ltd. - 12th Floor, Vietcombank building. 5 Me Linh Square, Ben Nghe ward, district 1, city. Ho Chi Minh.,

EQS item number: 234222-221202
10



6 FRENCH DISTAL ACCESS

Catalog No. Inner Working Distal Length
Diameter (in) Length [cm) (cm)

* ENVOY DA Guiding Catheter

2609 6F 95 5 Straight
&F 105 5 Straight
B of - g8 q Multipur
OF 8 Multioun (
7] &F o5 a Mullipurposa D
0 50 7" GF 105 & Multiputpose D
6712009508 0071 AF Q5 8 Straight
oF 1086 8 Shaight
of ot3] b Muttioun
OF 105 a ML 6
&F P85 a8 Multipurpose D
GF 106 [ Multipurpose D
Available in — —_

3 shapes Straight Multipurpose C Multipurpase D

Representation of ENVOY DA Guiding Catheter
BRITE TIP Technology
\

o ililililiiil_‘

‘4 »
WORKING LENGTH

Manufacturer: Codman and Shurtleff, Gountry of
manufacturer: USA

Qwning company: Medos International SARL
Qwning country: Switzerland

Circulation number: 2100648DKLH/BYT-TB-CT

Circulation number holder: Johnson & Johnson (Vietnam) Co., Ltd. - 12th Floor, Vietcambank building, 5 Me Linh Square, Ben Nghe ward, district 1, city. Ho Chi Minh.

EOS item number: 234222-221202 ot |
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