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Acotec Scientific Co., Ltd.
% H. Semih Oktay

1 President
T E 0 CardioMed Device Consultants

1783 Forest Drive, Suite 254
2 25
ZImiK Annapolis, MD 21401
Acotec Scientific Holdings Re: Q190933

Limited
EHREBRMNBEERERAA Trade/Device Name: Acotec Litos Paclitaxel Releasing Peripheral Balloon Dilation Catheter

B @ 2 s it N B Received: May 13,2019
(B 1 % -.6669)
Dear Mr. Oktay:
BEREEAS

Y o * es and Radiological Health (C I)RH) of the Food and Drug Administration (FDA) has
ACOARTLITOS® # IDE i # X EFDA # & received the abov o h Device. The proposed indications
for use includes, "The Acotec Paclitaxel Releasing Pmphml Balloon Dilatation Catheter is indicated for
AT il SRR R ERy el ) ESNCIRE A0k transluminal angioplasty, after pre-dilatation, of de novo or restenotic lesions up to 300 mm in
. FIGRRUL REPRCE ARG /3 9 ﬁ EREHERBEARA lu\uhln native infrapopliteal arteries with reference vessel diameters ranging between 2.0 mm andmmm
TR including anterior tibial artery, tibioperoneal trunk, peroneal artery and posterior tibial artery." We g
pleased to inform you that your combination product and pmp«md indication for use meet lhc criteria and
have been granted desmnnnon as a Breakthrough Device. Please refer to the FDA guidance document
entitled "Breakthrough Devices Program”, for more ||\[nn“1l|un regarding the program, available at
https://www.fda.gov/downloads/MedicalDevices/Devicel d danceDocuments/'UCM

581664.pdf

The Center for Devicy

A 7 g 11 EBRDEAEH ALa&E
1l (PTA) 2k ¥ M coArt Litos® ([ AcoArt Litos®
R TS (3 BFDA ) it
ExemptionfiDE) i

juidance;

T ’ We recommend you review the FDA guidance document for the Breakthrough Devices Program referenced
MAER M »
it oE &9 #E 4 Jhnu for the available mechanisms for obtaining feedback from the Agency on device development for

L T #F it (Pre-Market d breakthrough devices. When sub any new requests, please reference Q190933. Any new
Approval. P! 7 AcoArt Litos® i IDE §f 3% % 7§ it submission should include two copies (one hardcopy and a valid ecopy), the FDA reference number for this
HE + & BE 3 AcoArt Litos® f& € % 7 B8 1% ¥ & % 8 @ (Institutional submission, and should be submitted to the following address:
it HE % B t i B B AcoArnt

Review Board. IRB)

2023F11H29H 20195FH8
R KO DESEBRFOAIE AR AL

AcoArt Litos®

US. Food & Drug Adminstration
10303 New Hampshie Avenve:
Siler Spring, MD 20993
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© FRIAEDEKIEE (ICAS) RERRMMZFAHERESSE KHIERRELZ—.

« E£FHE, ICASTEZS, ERMERERIMA{E (Transient Ischemic Attack,
TIA) BEPHEEZEFX46.6%.

« ICASEfFXIFIhiaZhRERIEX.

PP E RSN EEIFIRERKEE T OR Lt

ICAST Niafr FAETHA

2019 2030E

490' »
- @

« IZRAR20T9F5005 fNZA R ASRIHE, HepiRINE2r- AR£I35075, M
HAP2951605 AGFHICAS,

. Bﬁéﬁ% 2y BORART, MBEMANEEFENNATHBE/AZR, T
U2030-’E|E, )I)\§57KEJ?_§28E|:|/£E
DCB;afFICASHIhizFR R R

(AT &) 837.80

184.30

2025E 2030E

o IRIBEXEIRST, SIRIAMAIDCBIAN LS, 2I2030FmipiEaT g
KESZARDESA.

BEBRIR: Anand Alurkarg; X, 2013; 44: 2000-2003; ZBiTE,; | BERAFRAENBICHIEERLAI RS RODHT, RN RN M ERAT-FEERLR (2018) ; BYIRERERT AT SERNMAZIBGREEY: MSENTEHER, TEERIMNBEREPREERNeuro Elutax SV EKEE
f—iwingspanigﬁ%’;é}‘ﬁ: Bach(MRLG; DOI: 10.3969 /j.issn.1673-5765.2018.06.012; fERIMEMAN BB IR MERAT-PEERIR (2018) ; WANG Y J,ZHAO X O, LIU L P et al. Prevalence and outcomes of symptomatic intracranial large artery stenoses and occlusions in China: the Chinese

intracranial atherosclerosis (CICAS) study [J]. Stroke, 2014, 45 (3): 663-669.; FHEHMRIRISIOHT
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