Cong ty TNHH TMDV KT XNK
Huy Hoang
S6: 2912/NYG-HH2

Cong ty TNHH TMDV KT XNK Huy Hoang ban hanh bang

CONG HOA XA HQI CHU NGHIA VIET NAM

Déc lap - Tw do - Hanh phic

Tp. H6 Chi Minh, ngay 29 thang 12 nam 2023

THONG TIN NIEM YET GIA TRANG THIET BI Y TE

Cin ct theo nghj dinh s§ 177/2013/ND-CP ngay 14/11/2013 ctia Chinh phi ban hanh quy dinh chi tiét va hudng din thi hanh mét s6 di &u luat vé Ludt gia;
Cin ct theo nghj dinh s 98/2021/ND-CP ngay 08/11/2021 v& Quan ly Trang thiét bi Y t&;
Cin cir theo nghi dinh s§ 07/2023/ND-CP ngay 03/03/2023 ciia Chinh phi sita ddi, bd sung mot s didu ciia nghi dinh s6 98/2021/ND- CP.

gi4 niém yét cua cac Trang thiét bi y té (Sau ddy goi tit 1a "TTBYT") nh u sau:

" Hing, nuwéc .
srr | Ten Tén thwong mai Chiing logi M3 sin phim chii s Hang, nue | 0 Vi tinh Chu hinh, tinh ning ky thuat, dich vy kém theo Gid ban niém yét (VND)
TTBYT - sdn xuat N
hiru
Tui bom Merit Thi tao ap luc
hoi ne? ap Replaceable Merit Medical| Maguiladora - Cho phép nguin %u du’n'g chuyén tir ap suat tiéu Chl.lal‘: (<3_(10
luc dung . Pressure Infusor . " mmHg) sang ché do qua ap luc (300-450 mmHg) khi can thiét.
1 Pressure Infusor Bag . PIB500 Systems, Inc., | Mexico, S.DE Cai A . . N = N e 2 .
trong can Bag/ Dual Setting N - C6 mdt van xa ap lyc nham ngén ngtra cac thi bi nd. Loai
R . My RLDEC.V.,, N -
thiép tim Pressure Relief Mexico 500ml Han dung 3 nam
mach Pat tiéu chuin FDA
Ong thong chén do4n mach vanh
- Chit liéu Nylon Pebax gitp bé mit dung cu nhin, tron, bén &
nhiét 6 co thé, thanh bng mong.
- Loai wire -braided c6 than bang chat liéu thép khong gi bén
7521-13, 7521-21, Merit gitip than dng thdng giir dugc hinh dang tét, dé lai
Ong thong | Ong thong chén dodn Performa® 7521-33, 7523-13, Merit Medical | Magquiladora - Bautip cal:l'qu'ang V’fl ©6 kha ning nh¢ hinh tot
R . N R . 7523-21, 7701-10, . L. - Cé cac loai JL, JR, AL, AR
2 chan doan | mach vanh Performa Angiographic Systems, Inc., | Mexico, S.DE Cai S i
tim mach (L, IR, AL, AR) Catheter 7701-20, 7703-10, MS RLDE CV - Pu céc kich ¢d 4F, 5F dai 100cm
: T 7703-20, 7703-30, Y . M i U - Buong kinh trong 0.042"/1.07mm loai 4F, 0.046"/1.17mm
7700-10 exieo loai 5F
- Dung duogc véi guide wire 0.038”
- Chiju ap lyc dong chay cao 1,200 psi/ 81.6 bar
Han dung 3 nam
Pat tiéu chuin FDA
Ong thong chén do4n mach vanh loai short-tip
- Chit liéu Nylon Pebax gitp bé mit dung cu nhin, tron, bén &
nhiét do co thé, thanh éng mong
- Loai wire -braided c6 than bang chat liéu thép khong gi bén
gitip than dng thong giir dugc hinh dang tét, dé lai
Ong thorylg Performa (JL, JR) short- | Performa® Custom 1628-045, 1628- Merit Medical | Merit Medical . - bau short-tip can q'uax?g va .co kha nang nh¢ hinh tot
3 chan doan G Catheters 047 Systems, Inc., | Systems, Inc., Cai - Cé cac loai JL, JR
tim mach P My My - Kich ¢& 5F, dai 100cm

- Puong kinh trong 0.046"/1.17mm
- Dung dugc véi guide wire 0.035”
- Chiu ap lyc dong chay cao 1,200 psi/ 81.6 bar
Han dung 3 nam
Dat tiéu chuéin FDA




Ong thong chin doan mach vanh da chirc ning Multi Purpose
- Chit liéu Nylon Pebax gitp bé mat dung cu nhén, tron, bén &
nhiét do co thé, chéng gay gap tét, thanh dng mong.

- C6 dudng vién bén gitp than dng thdng giir duoc hinh dang
t6t, dé i,

Merit I % L ek
(‘)ng thong Azzf;)grrma?;(zc Merit Medical | Magquiladora - bau t_l[lc(;aicléqcllli:% I:;Ijzlﬁltl:l:;ilnz\r/‘lil?ihzgmh fot.
chan doan |Performa (Multipurpose) 7533-13,7708-30 | Systems, Inc., | Mexico, S.DE Cai P ~ N x
tim mach Catheter My RLDEC.V. - Loai ¢0 16 bén hodc khong c6 16 bén
: Multipurpose Mexico ’ - bu céc kich ¢d 4F, 5F dai 80cm, 100cm
- Buong kinh trong 0.042"/1.07mm loai 4F, 0.046"/1.17mm
loai 5F
- Dung dugc véi guide wire 0.038”
- Chiju ap lyc 1200 PSI.
Dat tiéu chuin FDA
Ong thong chin doan mach vanh dang du6i heo
- Chit liéu Nylon Pebax nhin, tron, bén & nhiét do co thé,
thanh dng mong.
Performa® Merit - C6 dwong vién bén giL'\pt Et:érdl :6;1g thong gitr duoc hinh dang
A o . . . . . ot, dé lai,
Ong thong o Angiographic | ) 20 79961y, | Merit Medical |- Maquiladora N - Péu tip can quang tdt, kha nang nhé hinh tét.
chan doan Performa (Pigtail) Catheter Cardiac Systems, Inc., | Mexico, S.DE Cai L, . ..
R L 7776-21, 7776-33 - - bu céc kich ¢d 4F, 5F dai 80cm, 90cm, 110cm
tim mach Pigtail 145 My RLDECV, - C6 céc kiéu dau: pigtail thing hoac pigtail cong 1450 (tuy
Degree/ 155 Degree Mexico . Z
ma san pham)
- Dung dugc véi guide wire 0.038”
- Chiu ap lec 1200 PSI (81.6 Bar)
Pat tiéu chuin FDA
Ong thong chin doan dudi heo c6 2 marker danh déu
- Chét liéu Nylon pebax gitip bé mat dung cu nhin, tron, bén &
nhiét do co thé, thanh éng mong.
- C6 2 marker dé xéac dinh khodng cach chinh xéc, khoang
Ong thong | Performa Vessel Sizing Vessel Sizing Merit Medical [ Merit Medical céch gitra 2 markers: 1 cm, marker béng chét ligu Platinum
chin doan |2 bands/Softouch Vessel Angiographic 7757-2MP65SHA | Systems, Inc., [ Systems, Inc., Cai - C6 céc 15 trén than dng thong gitip phat tan thudc can quang
tim mach Sizing 2 bands Catheter My My nhanh vao mach mau.
- Kich ¢&: 4F, chiéu dai 65cm. Tuong thich véi guide wire
0.035(0.89 mm)
- Chiu ap luc dong chay 1167/82 psi/kgf/cm2.
Dat tiéu chuin FDA
Ong thong chin doan dudi heo c6 2 marker danh déu
- Chét liéu Nylon pebax gitip bé mat dung cu nhin, tron, bén &
nhiét do co thé, thanh éng mong.
- C6 2 marker dé xé4c dinh khodng cach chinh xéc, khoang
Ong théljlg Vessel Sizing Vess.el Sizin-g Merit Medical Merit Medical B cé'ch’gifr:a 2 Amarkﬂersﬂv: 2 cm: mar?{ver bél:lg c'hét liéAu PIétinum
chan doan . . Angiographic 510035AVS2PIG | Systems, Inc., Cai - C6 cac 10 trén than ong thong gitip phat tan thuoc can quang
R Angiographic Catheter N Systems, Inc. N ,
tim mach Catheter My nhanh vao mach mau.

- bu céc kich c& 5F dai 100cm. Tuong thich véi guide wire
0.0357(0.89 mm)
- Chiu ap luc dong chay 1196/84 PSI/kgf/cm2
Dat tiu chuin FDA




Ong thong
8 chin doan
tim mach

Performa Vessel Sizing

20 bands

Vessel Sizing
Angiographic

Catheter

510035AVS20PIG

Merit Medical
Systems, Inc.,
My

Meri

Systems, Inc.,

it Medical

My

- Chit liéu Nylon pebax gitip bé mat dung cu nhin, tron, bén &

Ong thong chin doan dudi heo ¢6 20
marker danh ddu

nhiét do co thé, thanh éng mong.
- C6 20 marker dé xic dinh khoang cach chinh xéc, khoang
céch gifra cac marker: 1 cm, marker bing chat liéu Platinum
- C6 céc 1 trén than dng thdng gitp phét tan thudc can quang
nhanh vao mach méau.
- bu céc kich ¢& 5F dai 100cm. Tuong thich véi guide wire

0.035”
- Chiu 4p lyc dong chay: 1196/84 PSI/kgf/cm2.
Dat tiéu chudn FDA

Day dan
chén do4n
9 dung trong
can thi¢p

tim mach

InQwire™ Guide Wires
PTFE Coated

Diagnostic Guide
Wire PTFE Coated

InQwire™

1Q35F150J3,
1Q35F26013

Merit Medical
Systems, Inc.,
My

Merit Medical
Ireland Ltd,
Ireland

- Loi lam bing thép khong gi ding trong thii thuat chin doan.

- Lop Heparin gitp gidm ngung tap huyét khdi ( tiy ma san

- Bu céc kich ¢& 0.038", 0.035”, 0.025”, 0.021", 0.018” dai

Day dan chan doan
- Cong nghé phu PTFE (pre-coating)

pham)
- Pu day dang chir J: 1,5; 3; 6; 15 mm.

80cm,
150cm, 180cm va 260cm.
Pat tiéu chuin FDA

B dung cu
hit huyét
khéi ding
trong can

thigp tim
mach

ASAP

ASAP®ASPIRA
TION CATHETER
KIT

ASAP100

Merit Medical
Systems, Inc.,

My My

Merit Medical
Systems, Inc.,

Bo dung cu hut hllyét khdi ASAP

- C6 duong vién bén thép khong gi . Dau tip thuén

- Str dung cho mach mau c6 dudng kinh >=2.0mm

- Chiéu dai catheter: 140 cm
- Doan ai nude dai 20cm

- Markers tai cac vi tri ( tinh tir diu xa): 90cm, 100cm, 110cm

. Markers bing chét liéu Platinum / Iridium
- Buong kinh trong guiding catheter twong thich nho nhat
0.070”

- Guide wire tuong thich: 0.014”. C6 diu Rapid Exchange dai

12 cm dé di day guide wire 0.014"

- Cung cép kém theo: 2 syringe hut 30 ml, 1 cai syringe

flushing 4 ml, 1 khay chtra va lam dong méu chira t6i da 60ml

dung dich va 2 cai loc 70 micron, 1 tubing: 21.5 cm c6 khoa
stopcock.

Dat tiéu chuéin FDA

Bo dung cu
hit huyét

khbi dung
trong can
thiép tim

mach

ASAP LP

ASAPLP™ LOW
PROFILE

ASPIRATION

CATHETER KIT

ASAPLP

Merit Medical
Systems, Inc.,
My

Merit Medical
Systems, Inc.,

My

Bo dung cu hat huyét khdi ASAP LP
- C6 dudng vién bén thép khong gi. Pau tip thuén
- Str dung cho mach mau c6 duong kinh >=1.5mm
- Markers béng chét ligu Platinum / Iridium

- Chiéu dai Catheter hat 145 cm

- Catheter 4F dugc thiét ké khoang hut 16n nhét

- Buong kinh Guding catheter tuong thich >0.066”
- Guide wire tuong thich: 0.014”. C6 diu Rapid Exchange dai
20 cm dé di day guide wire 0.014"

- Poan i nude 30 cm

- Cung cép kém theo: 2 syringe hit 30 ml, 1 cai syringe

flushing 4 ml, 1 khay chira va lam dong méau chtra t6i da 60ml
dung dich va 2 cai loc 70 micron, 1 tubing: 21.5 ¢cm c6 khoa

stopcock.
Pat tiéu chuin FDA




Bom tiém 1ml, 3ml va 10 ml
- Bom tiém c6 dau luer lock ding trong can thiép mach mau

Z(;n;:l:::gl i Merit Medical | Merit Medical - Vit liéu lam szmg ?olycar'bon‘ate chiu'épa Iyc tbt d& dang nhan
12 | dung trong| Medallion® Syringes Medallion® MSSI1L-LB, Systems, Inc., | Systems, Inc. Cai th§y dong chay va bot khi bén trong
can thigp Syringes MSS011, MSS031 M}; ’ M}; ’ - f:é dau xfyaiy luer loai Fixed Male }y\oéc Slip i
. i - C6 nhiéu mau sac khac nhau: ¢6 7 mau sac khac nhau dé
tim mach A en
phan biét.
Dat tiéu chudn FDA
Ong thong can thiép mach vanh
CGC6100JR35, - Truc bf'mg chét liéu nylon hdn hop véi cong nghé bén day
CGC6100JR35SH, ting do bén va kha ning hd trg backup
CGC6100JR40, - Ti I¢ moment xodn 1:1 chéng gay gap ot
gggg;ggzﬁ:@» - Déu tip bo goc, 1am bing chat liéu mém gitp giam ton
. R CONCIERGE N . . . . thuong long mach
Ong Ihgng Ong théng can thigp tim Guiding CGC6100AL75SH, [ Merit Medical | Merit Medical . - Kich thugc SF; 6F; 7F; SF. Puong Kinh trong 0.057"
13 can thiép . ™ CGCT7100AL75, Systems, Inc., | Systems, Inc., Cai L4 loai 5F; 0.070" (1.78mm) loai 6F; 0.078" (2.0mm)
{im mach mach Concierge I?x?ellence CGC6100SBS30, My My (1.4mm) loai 5F; 0. 7 . m{n 02 5 0. .
Guiding Catheter CGC6100SBS30SH, loai 7F; 0.088" (2.2mm)
CGC6100SBS35, loai 8F. Chiéu dai: 100 cm
CGC6100SBS35SH, - P chiing loai: IR, JL, SBS, MP, IM, AL, AR, LCB, RCB,
CGC7100SBS30, EG, HS, UTL1, UTL2
CGC7100SBS30SH - Ong thong c6 hoic khong c6 18 bén (tiry ma san pham)
Dat tiéu chuin FDA
Day bom do ap luc
) Merit - Vat li§u lam bing Nylon/ Polyuret‘hane )
Day noi Merit Medical| Maguiladora - Chiu z%p l}xc Ién deén 1200 psi (83 bar) voi nhiéu mau sac khac
dung trong . . High Pressure HPCI100E, HPF481E, . . nhau dé dé phan biét, gitp tang tinh an toan va giam thoi gian
14 T High Pressure Tubing R Systems, Inc., | Mexico, S.DE Cai . .
can thiép Tubing HPF721E My R.L.DE C.V . thu thuét.
tim mach : h‘/lexico‘ ” - Chiéu dai: 25 cm, 122 cm, 183 cm
(10", 48", 72").
Dat tiéu chuéin FDA
. Day do ap luc
Déy ndi o Merit Vatlien b bénz PVC, Rigid
dung trong PRESSURE Merit Medical | Maquiladora - Déu' gérln dang female luer c6 dinh
15 .. |Pressure Monitor Tubing MONITOR PM6112, PM6160 | Systems, Inc.,| Mexico, S.DE Cai N PO
can thiép Tubing My RLDECV. - Pau xa dang male ¢o dinh
tim mach Mexico ’ - Chiéu dai: 30cm va 15}cm, (12" va 60").
Dat ti¢u chuan FDA
. Kim choc mach quay, dui
Kim choc - Vit ligu lam bing thép khong gi dugc thiét ké voi tay cam téi
mach dung Merit Advance® Merit Advance® ADISTTIW. Merit Medical | Merit Medical N wru va diu kim bén dé d& aéng thao tac
16 trong can ANGIOGRAPHI C ANGIOGRAPHI C ? Systems, Inc., | Systems, Inc., Cai N ,
thigp tim NEEDLES NEEDLES AD20T41W My My , - Budngkinh:13G, 20G .
r;nach - Chiéu dai: 40 mm, 70 mx? (Tuy ma san pham)
N Pat tiéu chuan FDA
B bom bong ap lyc cao dung trong tim mach can thiép
- Khoa Prime hd tro k§ thuat vién st dung 1 tay dudi khi trong
bom.
B9 bom | M Tz
. . . Merit Medical | Maquiladora - Thé tich 20m
17 lt’}‘l’i’;i fl"‘m" b‘;:zggr;g’g; b‘;:zggr;g’g; IN4802, IN4330 | Systems, Inc., | Mexico, S.DE Cai - Vit ligu lim biing Polycarbonate
rr‘lach My R.LDEC.V, - Phu kién kém theo: Van cam mau (Honor hoac PhD), dung
: Mexico cu Insertion, torque, khoa 3 nga.

- Kém tubing ndi dai 13" (33 cm)
- Han dung 3 nam.
Dat tiéu chuin FDA




B6 dung cu
mo duong
mach mau

Prelude (Radial)

Prelude®
+NEEDLE
SHEATH
INTRODUCERS

PSI-6F-11-018, PSI-
4F-7-018, PSI- 5F-7-
018, PSI-6F-
7-018

Merit Medical
Systems, Inc.,
My

Merit Medical
Systems, Inc.,
My

Dung cu m¢ duong quay (sheath
Introducer) 4F, 5F, 6F
- Chét lidu polyethylene
- Hemostasis valve ngan chan mau ro ri
- Kich ¢& 4F, 5F, 6F; chiu dai 7 cm hodc 11 cm (tuy ma cac
san phim)
- C6 Guirewire kém theo bing thép khong gi, ¢6 diu cong
hinh J, duong kinh 0.018”, chidu dai tir 40cm
- C6 kém theo kim choc mach 21Gx4cm, ¢6 khoa 3 nga
- C6 Rotating Suture Ring xoay quanh thiét bi bé mit nhin, do
mo 16n.

Bo dung cu
mo duong
mach mau

Prelude (Femoral)

Prelude®
+NEEDLE
SHEATH
INTRODUCERS

PSI-5F-11-038- 18G,
PSI-6F-11-
038-18G, PSI-7F-
11-038-18G, PSI-
8F-11-038-18G

Merit Medical
Systems, Inc.,
My

Merit Medical
Systems, Inc.,
My

Dung cu m¢ duong dui (Sheath) SF, 6F, 7F, 8F
- Chét liéu polyethylene
- Hemostasis valve ngan chan méau ro ri
- Du céc ¢d 5F, 6F, 7F, 8F dai 11cm
- C6 keém theo kim choc mach 18Gx7cm, kém day dan béng
thép khong gi dau cong J, dudng kinh 0.038", chiéu dai 50cm
- C6 khoa 3 nga
- C6 Rotating Suture Ring xoay quanh thiét bi bé mit nhin, do
mo 16n.
Pat tiéu chuin FDA

20

B dung cu
mé duong
mach mau

Prelude Radial (Mini
Access)

Prelude®
+NEEDLE
SHEATH
INTRODUCERS

PSI-6F-7-018NT4

Merit Medical
Systems, Inc.,
My

Merit Medical
Systems, Inc.,
My

Dung cu m¢ duong quay (sheath
Introducer) 6F, dai 7cm
- Chét liéu polyethylene
- Hemostasis valve ngan chan méau ro ri
- C6 Guirewire nho duong kinh 0.018" kém theo ¢6 du cong
hinh J, dai 40cm.
- C6 Guidewire 1am bing cht liéu Nitinol véi diu tip lam bing
Platinum.
- C6 kem theo kim choc mach 21Gx4cm , ¢ khoa 3 ngd
- C6 Rotating Suture Ring xoay quanh thiét bi bé mat nhin, do
mé 1on
Dat tiéu chuin FDA

21

B¢ dung cu!
mé duong
mach mau

Prelude (Long Sheath)

Prelude® SHEATH
INTRODUCER

PSI-6F-23-038, PSI-
7F-23-038, PSI-8F-23
038

Merit Medical
Systems, Inc.,
My

Merit Medical
Systems, Inc.

Dung cu m¢ duong dui (Sheath) 6F, 7F, 8F
- Chét lisu polyethylene
- Hemostasis valve ngin chan mau ro ri
- Pu cac ¢& 6F, 7F, 8F dai 23cm, mdi size dugc thiét ké mau
shc khac nhau.

- C6 Guirewire kém (Iam bing thép khong ri) 6 diu cong
hinh J, dudng kinh 0.038”, dai 80cm (tuy mi sén phim).
-C6 Rotating Suture Ring xoay quanh thiét bi bé mat nhin, do
mé 1on.

Dat tiéu chuin FDA




Dung cu bét dj vat kich thugc 16n
- Ba ddy cép bang Nitinol cia En Snare xon lai v6i nhau
- C6 mot dai Platinum lién két chat v6i cac loop dé tang tinh

Dung cu PO I k.n]?énbiéf Y . PP
bét di vat EN Snare® EN Snare® Merit Medical | Merit Medical - Day Nitinol si¢u dén hoi ;zan té‘t"‘h & mem déo, c6 dd chiu
22 d::ngttl:g;g Endovg;i?;:; Snare Endov;i:ii: Snare EN2006010 Syste;\r/n[sS: Inc., IrellilenljnI‘_itd, Cai - 06 dai band marker can quang gitp xéc dinh thi &t bi mot
tim mav':h cach chinh xac.
: - Kich thude 1am viéc: 6-10mm
- Chiéu dai catheter: 100cm
- Chiéu dai cua snare: 120 cm.
Dat tiéu chudn FDA
Dung cu bt dj vat kich thugc nho
- Ba ddy cép bing Nitinol cia En Snare xon lai v6i nhau
- C6 mot dai Platinum lién két chat v6i cac loop dé tang tinh
nhan biét
Dung cu - Day Nitinol siéu dan hdi c6 dic tinh 1a mém déo, cd dd chiu
bét dj vat EN Snare® Merit Medical | Merit Medical xoin tdt
23 dung trong EN Snare Mini Endovascular Snare EN1003008 Systems, Inc., | Ireland Ltd, Cai - C6 dai band marker can quang gitp xac dinh thiét bi mot
can thiép System My Ireland cach chinh xéc.
tim mach - Kich thudc lam vige: 4-8mm
- Chiéu dai catheter: 150cm
- Chiéu dai ctia snare: 175 cm
- Han dung 3 nam.
Dat tiéu chuin FDA
Thiét ké 1 vong dé gia tang kha
nang bt di vat.
- Vong Snare dugc phu vang trén nén Nitinol lam gia tang kha
ning can quang, vat liéu Nitinol nhé hinh va dan hdi tét tranh
t6n thuog mach mau nhiéu nhat.
Dung cu o o - Vong Snare duoc thiét k& 900 giip bit di vit chinh xdc
bat dj vat ONE ONE ONE2000, ONE3000, | Merit Medical | Merit Medical N - C6 dai band marker can quang giiip xéc dinh thit bj mot
24 | dung trong Systems, Inc.,| Ireland Ltd, Cai . , .
can thiép Snare®System Snare®System ONE3500 My Ireland ) ;Cac,h Chll’r]? xac
tim mach - C6 thé dung voi catheter 6F .
: - Kich ¢& ctia vong tir 20, 30 va 35 mm (tuy ma san pham)
- Chiéu dai: 48 cm, 100 cm
- Chiéu dai ctia snare: 120 cm
- Han dung 3 nam.
Dat tiéu chuin FDA
Dy dan ai nude c6 16i Nitinol ¢6 16p 4o polyurethane va 16p
D:Qly dan MERIT 40 ai nudce gitp d§~léi vao cic ch§ tn thuong khé, an toan.
cf]an doan | MERIT LAUREATE™ LAUREATE™ LWSTDA35150, Merit Medical | Merit Medical . LT Day darvn cg FT? Iyc tot theo ty 1? 12])\. o
25 | dung trong HYDROPHILIC . Systems, Inc.,| Ireland Ltd, Cai - Bé mat day dugc phu boi 16p gel hydrated dan hoi giup toi uvu
i HYDROPHILIC LWSTDA35260E X - PPY . ia
can thiép GUIDE WIRE GUIDE WIRE My Ireland su tron tru va do bc{n trong luc can thiép. .
tim mach - Du cac kich ¢d 0.035" chiéu dai 150cm, 260cm, loai dau
cong chit J Pat tiéu chuin FDA
Manifold 3 céng
B¢ phén -Chét ligu Poly Carbonate.
két ndi Merit Medical | Merit Medical - Buong kinh trong 0.093" (2.36mm)
26 | dung trong Merit Manifold Merit® Manifold 503LHF-R Systems, Inc., | Systems, Inc., Cai - C6 luer xoay va dau xoay dudi khi
can thi¢p My My - Tay cAm Acetyl tién dung, con xoay khong c6 khong khi
tim mach - Chiju ap lyc 500 PSI

Pat tiéu chuin FDA




- Chét lidu than thiét bi bang Poly Carbonate, chit li¢u tay cAm
Khoa ba bang Delrin.
nga dung Merit Medical | Merit Medical - buong kinh trong 0.120" (2.5 mm)
27 trong can Merit Marquis Marquis® Stopcock M3RRC Systems, Inc., | Systems, Inc., Cai - C6 3 ngd phu hgp véi cac muc dich str dung khac nhau.
thiép mach My My - Chiu 4p Irc tir 500 PSI.
mau - Han sir dung 3 nam.
Dat tiéu chuin FDA.
Merit Medical Van cim .1:nau (Y connector)
- Chat liéu Polycarbonate
freland, Ltd., Lép seal nén bang Silicon, chiu 4p luc dén 400 PSI
Van cim | Merit 1 ctasis Valves Merit Angioplasty Merit Medical | Ireland/ Merit L '.dfyp’ & bine l.g o k pc', Kém insertion tool
28 an v(.dl"ﬂ (Sl emostasis vValves Pack™ PhD™ MAPS02 Systems, Inc,, Maquiladora Cél oardong m A dﬂé. 0 XO,. L(? van Cp..; 0 im msertion too!
méau - PhD . N . bang kim loai va torque diéu khién
Hemostasis Valve My Mexico, S.DE A . "
- Buong kinh trong 0.096" (2.44 mm)
RLLDEC.V, | <
Mexico - Han dung 3 nam.
Dat tiéu chuin FDA.
Ong thong chén do4n mach vanh
ding qua dudng mach quay dé chup cho ca mach vanh trai va
phai:
Merit - Chét liéu Nylon Pebax c6 bén soi thép khong gi gitp i wu
. Maquil Iye xodn van, lyc day va do on dinh theo chié ong thong.
Ong thong . Performa® Merit Medical aqul adora lwe xoa{1 van, uF day V§ do on'dln e? cl lleu df}c fmg ¢ 0ong.
N , Performa (Ultimate . 5 Mexico, S.DE . Chiu dugc ap luc dong chay cao, dau tip nhd hinh tot
29 | chan doan . Angiographic 5100381ULTI Systems, Inc., Cai R . i " . Lz
. Radial Catheters) . - R.L. - Buong kinh trong 16n 0.046"/1.17mm loai 5F giup toi uu
tim mach Catheter Ultimate My . X
DEC.V., dong chay
Mexico - Piu bumper tip loai Ultimate 1, ¢6 1 15 bén. Chidu dai du
tip: 2.0 cm
- Dung duogc véi guide wire 0.038”
- Chiéu dai: 100cm
Dung cu cam mau doan xa dudng quay ding trong can thiép
tim mach:
~C6 3 day deo gitip cb dinh vi tri co ché nén cAm mau gdm:
day deo ¢ tay, day deo yén cho ngon tay cai véi moc an toan
Merit Medical Ya vong da): gai co the\ .dleu fhmh dulqc i tri (E?ll k?oa‘t.heoy
kich thudc co tay. Ngoai ra ddy deo c6 doan day noi dai (tuy
Systems, Inc., 2" A A n1s
PreludeSYNC M/ Merit chon) dé phu hop cho bénh nhan c6 ban tay to
Biing & Bang ép cdm méau ];I‘;TCALTM SDRBI10AC, SDRB- | Merit Medical May ila(ciora _ Co mét vi tri phfmg bom hoi thiét ké trén day deo dé tao ap
30 N8P prelude SYNC Distal h | REG-LT, SDRB-REG/ Systems, Inc., qu Cai tai vi tri rat sheath gitp cAm méu duong quay xa, chét liéu
cam mau . Radial Compression N Mexico, S.DE Lo, TN L
Radial Device RT My RL trong suot gitp quan sat hinh anh rd rang tai vi tri rat sheath.
v DE C V _Trén qua bong bom hoi ¢6 mdt van mot chidu (Slip-n-Lock)
Mexi.cc;’ gitip d& dang bom hoi va xa hoi bang dng tiém.
€6 kém 1 xilanh 10 ml v6i dau xilanh duge thiét ké phi hop
khoa mét chiéu (Slip-n-Lock), ding dé bom khi hd trg ap luc
nén ép 1én mach méu, hd tro cm méu doan quay xa.
_ C6 san pham phu hop cho tay trai va tay phai
Dat tiéu chuéin FDA




Dung cu m¢ duong phu 16p ai nude:

_Cong nghé bén day giup cho thanh ctia vo sheath mong cung
cép kha ning hd trg va chng xoén, ddng thoi mang dén tiét
dién nho
_ Su chuyén tiép tron tru va 16p phi hydrophilic tao diéu kién
cho viéc chén thiét bi dé dang
_Chidu dai sheath 11cm hodc 16¢m (tuy ma san phim)

B6 dung cu Prelude IDEAL™ PID6F11018SS, Merit Medical | Merit Medical Dy din twong thich 0.018" hodic 0.021" va ¢ nhidu lya chon

31 mo duong Prelude IDEAL HYDROPHILIC PID6F16021PW, Systems, Inc., | Systems, Inc., Cai - dy dan: 15i thép khong gi ma.n drel/ 151 Nitinol plastié e .

mach mau Sheath Introducer PID7F16021SC My My . " e . 2

spring coil (tuy ma san pham).
_Keém theo kim choc mach 1 phfm 21Gx4 cm hodc kim choc
mach 2 phin 22Gx2.5¢m (tuy ma san pham)
_Kém theo day din 0.018"x 40 cm hodc 0.021"x80 cm (tuy
ma san phim)

_C6 kém Bowtie hodic khong c6 Bowtie (tuy ma san phim)

Dat tiéu chuin FDA

Ghi chu:

1. Gia ban niém yét di bao gdm thué gia tri gia ting (VAT)
2. Bang niém yét gia nay c6 hiéu luc k& tir ngay ky cho dén hét ngay 31/12/2024 hoic cho dén khi c6 thay dbi vé gia ban niém yét bang van ban ciia Cong ty

DPAI DIEN HQP PHAP CUA CONG T Y
Giam déc




