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1) FDA(S] 87]7] 317bg R A1)

(D FDASIN &7ld  §2% <

S71715 AAMsE] 98l FDA &2 AlolE
(https://www.fda.gov)oll H<3ke] shcke] ‘Medical Devices’ #w2 &3t}
(M & 9§ 7AEw7 s W7, - B Ay

Celebrating National Minority Health Month

Find information about FDA events and activities this month in support of advancing health equity.

" v
&

Artificial Intelligence and Help Stop the Spread of Vaccination Is the Best
Medical Products Misinformation Protection Against Measles
Learn more about how the FDA is shaping You can help. Get the facts from the FDA. FDA-approved vaccines to prevent measles
the future of health care through the Stop the spread of false rumors, and share are safe and effective. Talk to your health
responsible and innovative integration of AL the facts with your loved ones. care provider and learn more about how

childhood vaccines can protect your children.

PRODUCTS WE REGULATE

Food Drugs Medical Devices Radiation-Emitting Products

Vaccines, Blood, and Biologics Animal and Veterinary Cosmetics Tobacco Products
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https://www.fda.gov/

(2) stte] ‘SEARCH MEDICAL DEVICE DATABASES’ Zle|arg] oA ‘All medical
Device Databases’ & &g 3t}

NAVIGATE THE MEDICAL DEVICE SECTION

CDRHNew Products and Medical Digital Health Center of Science and Research
S . Procedures Excellence —
Comprehensive List of Latest CORH Updates CDRH research programs, epidemiology,
Approvals and clearances, information on Cybersecurity, mobile medical apps, wireless medical device development tools (MDDT)
medical devices by type medical devices, AI/ML in Software as a

Medical Device (SaMD), Interoperability

COVID-19 and Medical Devices International Affairs Resources for You
Stay up to date with information about International Medical Device Regulators Information for consumers and health care
COVID-19 and medical devices Forum, Medical Device Single Audit Program providers, letters to industry

(MDSAP)

I SEARCH MEDICAL DEVICE DATABASES I

510(k)_ Premarket Notification Device Registration and Listing Product Code Classification
Database Database Database
MAUDE (Manufacturer and User Premarket Approvals (PMA) I All Medical Device Databases I
Facility Device Experience) Database
Database
HOW DO |
Classify a Medical Device Register and List a Device Label a Device Submit Adverse Event and

Problem Reports (MDR)

Study and Market a Device Find Device Approvals and Find Device Recalls Watch Webinars

~

(3) Medical Device DatabasesollAl, 72t +FHAHAE A+ ¢ 57]71(De Novo),
Al A <2l (Premarket Approvals, (PMA)), A& 4lar(Premarket Notification,
(G10k)) 2157171 s17F 2 Ay dA3S AT = 9l

Medical Device Databases

¥ Share X Post in Link=din &% Email & Frine

Title Description Updated More Information

De novo provides a possible route to classify novel devices of low to Weekly
moderate risk. This database contains de novo classification orders.

Premarket Approvals | Premarket approval by FDA is the required process of scientific review to Weekly File Description

(EMA) ensure the safety and effectiveness of all devices classified as Class 1l for the CDRH
devices. An approved Premarket Approval Application (PMA) is, in effect, a Releasable
private license granted to the applicant for marketing a particular medical (Approved) PMAs

device. This database may be searched by a variety of fields and is
updated once a week.

Premarket Medical device manufacturers are required to submit a premarket Weekly
Notifications notification or 510(k) if they intend to introduce a device into commercial

(510(k)s) distribution for the first time or reintroduce a device that will be significantly

changed or modified to the extent that its safety or effectiveness could be

affected. This database of releasable S10(k)s can be searched by 510(k)

number. applicant, device name or FDA product code. Summaries of

safety and effectiveness information is available via the web interface for

more recent records. The database is updated once a week
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(4) HA, A=A A2(510k) Premarket Notification)ol|l A A &sh= AA dlo|gw|o]~

Azapzo] AZska, AASDA s
o A3

023 2. §53 o5AFE HAsy] 9lte, ‘Combination Products’ <
o

71 =E ¥=E3 §H  ‘Search’ E

510(k) Premarket Notification

FDA Home Medical Devices Databases

and effective, that is, substantially equivalent, to a lega
that is not subject to premarket approval.

Learn more...

Search Database

A 510(K) is a premarket submission made to FDA to demonstrate that the device to be marketed is as safe

Ily marketed device (section 513(i)(1)(A) FD&C Act)

Help 2 Download Files

@ 510K Number ‘ | ® Type | v | Product Code|
@ Center | A | @ I Combination Products I
@ Applicant Name | I @ Cleared/Approved In Vitro Products |_|
@ Device Name | | @ Redacted FOIA 510(k) [J
(®) Panel | v Third Party Reviewed [_J
@ Decision | b |
(@) Decision Date ‘ | fo ‘ ’ (@5 ciinical Trials O
Sort by | Decision Date (descending) |
Quick Search Clear Form I\ Search |
<{3> 510(k) Premarket Notification 744 &= = A
i g5 A
olg7)7]e) W3t 510k) HES AMst= ° AHEE. E4 510K
@O | 510K Number ~ ~ b —'- ° n_ e
WEE AUety Y o mrlvlel oE ARE AT F e
AFE AEsT Bose 9y A
@ | Center
* o o777 @ WA BRAAME(CDRH), A E38H4 o oFF #7141 (CBER)
@ | Applicant Name ANAE A AxPA =& AR oF
@ | Device Name 871719 AEFH
AYFARCFR) ol e 9577 BFI=
® | Panel
* ‘CFR - Code of Federal Regulation Title 21° Part 862~892¢] 33
® | Decision A% g gk AA A
@ | Decision Date A% o g7]7]o g 510(k) 278 Ex%
Sort by AR A3sE EAQ 7Fd wel AEst] BAIS o ARE-
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vitro Products

© | Type 95 7])7] 510k) A4 #+3

@ | Product Code AEF FHEEF LS

@ | Combination Products | §&3t 2] 54 Z(Combination Product) ajg o &
Cleared/Approved In

) oP 29l EE 3748 AYDE)]

o Redacted FOIA 510(k) A1 o] g FOIA™ 4 o &

510(k) * 1 25 (Freedom Of Information Act)
@ | Third party reviewed | 2] &7]7] 510(k) A4 thdt 32 HE 3 o3
@ | Clinical Trials A Al o] o] FojZ A Zo thdt U AlE AR

5) HA A= stdxE ey, AFH S SY5td AFHERE S0 + Ao
510(k) Premarket Notification
FDA Home dical Devices Databases
Bethion Bare yor ot 2024 S Rereree(0 )
ombination Products: Yes
New Search EExpon to Excel | Download Files | More About 510(k)
€ Device Name ACZDADDIicant QGDNSJr?](lze)r 'E)DGDC;?LO" 2
é 1 3 1 3
< il |3 BE v
P 1 | B E L
E - | 1 HE v
Eik-2 s A
@ | Device Name A
@ | Applicant AZJA(EE AR
@ | 510(k) Number A Zo] 510k) HE
@ | Decision Date A& 7F G

6) g AlFo] 29" HEe b= 2o,

New Search

Back To Search Results

@ Device Classification Name prosthesis _vascular graft_of 6mm and greater diameter

510(k) Number k 1
Device Name ¢ t
Applicant \
F
(@ Applicant Contact C .or

(3@ Correspondent \

F
(@ correspondent Contact 4
@ Regulation Number 870.3450
(&) Classification Product Code DSY
(@) Date Received
Decision Date '
Decision Substantially Equivalent (SESE)

Regulation Medical Specialty Cardiovascular

(® 510k Review Panel Cardiovascular

Summary Summary

@D Type Traditional
Reviewed by Third Party No

@2 Combination Product E
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EES @% G

(D | Device Classification Name | &5

@ | Applicant Contact A A ZHAD) A=A

@ | Correspondent FDA ] 3H-o]7} wa& A 2HA =G A)

@ | Correspondent Contact FDA gl Hol7} AESF EojAld WAl Al wAlg Atz

® | Regulation number CFR ¥4 Al 21%0] wE s A|Fo] &3l 25 HE
® | Classification Product Code | A|FEFIE=

@ | Date Received Hrdsn

Regulation medical Specialty | 2|8t A& EF 73
510(k) AHd =<l AAS AESHZ] S8l B3t A&
Holo] AEVIERZ TAE “Review Panel”S 743}

* General Hospital2 s °l& 71719 HAEE 9si dvt HAddA 744
Hdo] AEE FYAhs o]

© | 510k Review Panel

Summary A AR Oigk 9ok A5,
@ | Type 510(k) 214 #4.
@ | Combination Product 53 o 54 &(Combination Product) s o F

it

ZY3H, AFY 29 R (X84 A(Indications For
, AAE FRAEES g5AEY B, A8 = 2
1

5lo)&) 2= ©
g = Atk

(7) Summary 59 H3=
Use, IFU), AH&H, 4
G2 FAF el o

oL
ofr

Ol
=

Device Description

The ( - Vascular Graft is a synthetlc graft made of an expanded
polytetrafluoroethylene (ePTF ' ! ngth. The luminal
surface of the vascular graft igcoated with the ( 7 Heparin Surface.

Indications for Use

( - Vascular Graft is intended for use as a vascular prosthesis in patients
requiring vascular access.

Differences in Technological Characteristics

The subject and predicate ( " - Vascular Graft have the same fundamental
technology, manufacturing, ( ? Heparin Surface, sterilization method, and same intended
use.

The subject ( - Vascular Graft permits the use of an updated end-of-shelf-life

Heparin Surface Activity specification.
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@ "veso=, AEd

e 4

% 2A(PMA)
Device Databases’ Z}|arg]oll A, ‘Premarket Approvals (PMA)’ 2= &5 &
dolg o]l 2=

9871715 AMEr] Y&, oA AAIH ‘Medical

i
okt
2

den 2. §2% oBAZe A4

‘Combination Products’ 2] A|IZvltxo] A 3sty, AASTA} 3= 7|9 e =Y, 5

F= 5)E JH3ta, ‘Supplement Type’ & Originals Only2 A1€13t % ‘Search’

MES Te AAwT

Search Database © Help ¥ Download Files

Applicant | | Product Code | | PMA Number | @

Device | ’ Expedited Review | v l@

Decision Date‘ ‘to‘ | Docket Number ‘—|®
(5) Advisory Committee | v | Cleared/Approved IVD Products (@)

. . v 1
@Supplement Type Il Originals Only ! ICombination Products I

Cent
Sort by | Decision Date (Descending) v | | ener v]
Quick Search Clear Form | Search |

<E> PMA AAEE 2 A

NS i3 A

@ | PMA Number A|Z2] PMA HE

@ | Expedited Review AFY AEAA oA

@ | Docket Number PMA AlZd Aol Fold {3 A8 Hs

Cleared/Approved
@ PP AE W 2o wx 8718 VDA 9 AT 27]7]) A=

IVD Products

S

Advisory Committee

PMA A14& AES7] &l bFd A ok AErtEE 74
H “Advisory Committee“E &-&-3}.

® | Supplement Type

[¢)
* PMA AAAZE 08 Foll= AF A4, 4 = A AR 2D Be, 2 A
o =
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9) HAA A3= sty JUebUH, Device o] &8 FH31H AEZFAHRE AT &+ U
Premarket Approval (PMA) i
© FDAHome © Medical Devices ©® Databases

1to 10 of 108 Result

Supplement Ty;e Ngne Comebsi:‘laiion Products E EEE El & St s g[8 |
New Search 'E‘.Expon to Excel “# Help
Device s Applicant s NsmbAe . 4 DeS:ieO"
' 4 F 5 (
, \ F K
; \ F YK

T -

(10) a3 AlF<] gk AH= o

o
:\_l‘
i
Au

New Search Back to Search Resulis

Note: this medical device has supplements. The device description/function or indication may
have changed. Be sure to look at the supplements to get an up-to-date information on device
changes. The labeling included below is the version at time of approval of the original PMA or
panel track supplement and may not represent the most recent labeling.

Device d 1
@ Generic Name

Applicant

PMA Number
Date Received
Decision Date { b

|
!
| }
|
(

Product Code ONU
Docket Number 23M-3051
(@ Notice Date ( b
Advisory Committee Cardiovascular
Clinical Trials NCT03241459
@ Expedited Review No
Granted?

Combination Product Yes

Approval Order Statement
Approval for the SurVeil DCB. The device is indicated for use for percutaneous
transluminal angioplasty, after appropriate vessel preparation, of de novo or restenotic

lesions (
(@ Approval Order Approval Order

Summary I Summary of Safety and Effectiveness I
(5 Labeling Labeling

Labeling Part 2
@ Post-Approval Study Show Report Schedule and Study Progress
(7)) Supplements: S001 S002
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(> PMA AFAE & 9 47
=i - 5 A
@ | Generic Name 549
@ | Notice Date PMA A3 A 23 TH G5
Expedited Review )
©) PMA AH Aol sl ASHE oF
Granted?
@ | Approval Order PMA 21 Ao tigt 5<QlA
. AFl gk AR} kAo AHE X3 d HAuE XT3t
® | Labeling
g == 24 y&
® | Post-Approval Study PMA &<l o] %ol F3H JFAFMAdEs 2F3th)
PMA AAM7} sl FoE AF WA, 74 £= /A
@ | Supplements )
Atgro] AT A5 AZHE RadAs fgE

(11) Summary &=9 B3E FYstH, AFY -4 H (A4 A(Indications For
Use, [FU), AH&H, A%, dAIE TAEEY ABAFE 45, 48 o= 2
FExH T4F ol sl &Ad = ATk

V. DREVICEDESCRIPTION

The ¢ ! Drug Coated Balloon Catheter (¢ | DCB) (Figure 1) 1s a sterile, single-

use, over-the-wire (OTW]device.ﬂ'druE combination productjcomprised of two regulated

components:

catheter uses mechanical force of balloon expansion across a lesion to establish patency
Balloon Drug Coating: A formulation of the active pharmaceutical ingredien
with an excipient, to serve as an adjunct to the mechanical action of balloon angioplasty
by reducing restenosis and repeat revascularization rates at the treatment site

Drug Component

Base percutaneous transluminal angioplasty (PTA) Balloon Catheter: PTA balloon

The drug coating of the ¢ | DCB comprises the active pharmaceutical ingredient
paclitaxel and a polyethyleneimine polymer excipient.JThe drug coating is uniformly

distributed across the balloon surface at a nominal paclitaxel dose density of 2.0 pg/mm?.
The key functional characteristic of the excipient in the drug coating is to facilitate efficient

transfer of paclitaxel to the arterial wall.

Based on the nominal drug dose density of 2.0 pg/mm?, the total amount of paclitaxel for
each balloon size 1s provided in Table 2.
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2) FDA(e]eF& S7H B HA)

FDA| A += ‘Drugs@FDA:FDA-Approved Drugs’ #Ho|X& 3| 7|87}
ofekZ o Ui HMES AET F A, AT AolEAE oekF Y
FEE, 4 AE, voloekEF 7Y HS(BLA Number) &<

MM 7187F dfF AEE e o Aok

ol

(1) FDAN A 317tE § 53 o FFS A7 $3l FDA F2 Aol E
(Https:/lwww.fda.gov/) &3t stete] ‘Drugs’ Wlwg S930.

MEeea W B - A7 A \ & e iH e\ﬁ
FEATURED
Celebrating National Minority Health Month

Find information about FDA events and activities this month in support of advancing health equity.

P

%
&

Artificial Intelligence and Help Stop the Spread of Vaccination Is the Best
Medical Products Misinformation Protection Against Measles
Learn more about how the FDA is shaping You can help. Get the facts from the FDA. FDA-approved vaccines to prevent measles
the future of health care through the Stop the spread of false rumors, and share are safe and effective. Talk to your health
responsible and innovative integration of AL the facts with your loved ones. care provider and learn more about how

childhood vaccines can protect your children.

PRODUCTS WE REGULATE

Food Medical Devices Radiation-Emitting Products

Vaccines, Blood, and Biologics Animal and Veterinary Cosmetics Tobacco Products

_55_



(2) 3tte] ‘NAVIGATE THE DRUGS SECTION’ Z}HE|alg] o) A]

Databases’ &=

Y

‘Drug Approvals and

Drug Information, Safety, and
Availability

Medication Guides, Drug Safety
Communications, Shortages, Recalls

Regulatory Science and
Research

CDER research programs, initiatives, and
Tesources

NAVIGATE THE DRUGS SECTION

|MQApprovals and Databasesl

Drugs@FDA, Orange Book, National Drug
Code, Recent drug approvals

Emergency Preparedness

Prepare and respond to natural disasters,
nuclear and chemical attacks

Drug Development and Review
Process

Drug applications, submissions,
manufacturing, and small business help

Updates, News, Events, and
Training

Recent approvals, meetings, workshops,
blogs, podcasts, stay connected

Guidance, Compliance, and
Regulatory Information

Guidances, warning letters, drug
compounding, international information,
registration and listing

About the Center for Drug
Evaluation and Research
(CDER)

Qur role, mission, organization, history,
leadership, job openings

(3) Drug Approvals and Databasesol| 4, ‘Drugs@FDA Search’ & &% 3o}

Drug Approvals and Databases

¥ Share X Post

in Linkedin

Email

& =rnt

Acronyms and Abbreviations Search
More information

Approved Risk Evaluation and
Mitigation Strategies (REMS)

Bioresearch Monitoring Information

Svstem (BMIS) Search

More information

Clinical Investigator Inspection List
(CLIIL) Search

More information

Dissolution Methods Database Search
More information

Drug Establishments Current
Registration Site Search
More information

Drug Safety-related Labeling Changes
(SrLC)
More information

Drug Shortages
More information

Drugs@FDA Search I

More intormation

Inactive Ingredient Search for
Approved Drug Products Search

More information

Medication Guides Search
More information

National Drug Code Directorv Search
More information

Orange Book (Approved Drug Products
with Therapeutic Equivalence
Evaluations) Search

More information

OTC Monographs@FDA
Outsourcing Facility Product Report

Postmarket Requirements and

Commitments Search
More information

President's Emergency Plan for AIDS
Relief (PEPFAR) Database
More Information

Product-Specific Guidances for
Generic Drug Development Database
More Information
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Drugs@FDA: FDA-Approved Drugs

Print

€ Share in Linkedi =% Email —_

@& App Store

‘ Download Drugs@FDA Express for free

Search by Drug Name, Active Ingredient, or Application Number*

[ o

5) A AT & AD AFAR AAZ ojrha, A AR} e A9E
st Z2o] Uendn] ooEue ZYstd AEARE FAT 5 Yok

Drugs@FDA: FDA-Approved Drugs

£ share in Linkedin | &5 Email | & Print

Home | Previous Page

Search Results for "1 »

Products listed on this page may not be equivalent to one another.

1

! )

6) AFHHE= ot} Zo] AFH, &4 A&, 8 JH, 37F HE, AFe HA
Abgle] e FRe g ArEES A A ST

Drugs@FDA: FDA-Approved Drugs

£ Share in Linkedin | g Email | & Print

Home | Previous Page

Biologic License Application (BLA): 5
Com - >

Products on BLA |

Print

CSV | Excel

Showing 1to 1 of 1 entries

Approval Date(s) and History, Letters, Labels, Reviews for BLA 7

original App or Tentative Appi

csv Excel Print

Action Type :r\ Submission Classification s fhﬂzvievl Priority; Orphan Status 4| Letters, Reviews, Labels, Patient Package Insert
| | |

Showing 1to 1 of 1 entries

Supplements

CSV | Excel Print
_ JP— sq)plemnm P —— Letters, Reviews, Labals, Patient Package Insert I
SUPPL-20 uppleme: Label (PDF

etter (PDF
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(&> Drugs@FDA AZEAR & 9 g9
it ki EE
@O | Drug Name ojoFEH
@ | Active Ingredients | 4 &
@ | Strength ojerFe] e
@ | o ojopgel 44 8 Fol Bz
Form/Route
Al R = A AF
® | Marketing Status 178 = ,] JH i
* “Prescription” & 9JA} T o)F AEVLO A% olgfoll M7k ALEE oo &L ojn]
okg =24 &
® | TE Code T TS
* AMYEA) \FET 7120 4§ SIFF o] SHS dehle =
@ |RLD Fx B2 o|ofE(Reference Listed Drug)
FAEEAD oJokFEe] vl 7|Ee] He 7€ A& oES UeE AR
RS °ofFe F4 2 EF
© | Action Date 37 = 7t 7 21 Ex
o olOFE Alx AHH HE
@ | Submission lerE % OE. N
o) ORIG-1:Original Application, SUPPL-X: supplement
@ | Action Type ojekE 517 AdH
Submission - N N
@ e o efkF A x=FJAIF A= ANAFAe EAFL 73
Classification
o Review Priority; | &F& 37} A4} 495 UElUE &5, Orphan Status o] eFE-2
Orphan Status 37 A3 N5 e AMSE = okES 9n]
Supplement
@ | Categories or oJoFE 37} BE WF ml 37l §3
Approval Type
Letter : oJeF& &7t #dd F2HQA TA A4
Letter, Reviews, | Reviews : &|eFZ &7} AA NS HAES FDAS] AAF B 1A
® | Labels, Patient Labels : oJ¢fFo] AlF FAA. &9 AR, &=, &H, & 728,
Package Insert A WY 5= X3
Patient Package Insert: o] ¢F&x-& AWits SAA A FEHE A
(7) Original Approvals or Tentative Approvals 7}e|aig]oll 4] Label(PDF) ¥ 32E& &9
shel AlFel B ARAHEERH, SHEF AY, THE DE FAT 5 Aok

16

16.1
]

yellow 6 me/0.05 mL solution in a single-dose vial. Each |
andfone sterile 5 um blunt filter needle (18-gauge x 1%z inch, 1.2 mm x 40 mm).l

HOW SUPPLIED/STORAGE AND HANDLING

How Supplied

I (brolucizumab-dbll) injection is supplied as a clear to slightly opalescent and colorless to slightly brownish-

J carton (1 |) contains one | Jvial

16.2

Refrigerate 1

Prior to use, the unopened glass vial of |

hours.

Storage and Handling

I between 2 to 8°C (36 to 46°F). Do not freeze. Store the vial in the outer carton to protect from light.

» may be kept at room temperature, 20 to 25°C (68 to 77°F) for up to 24
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(1) EUDAMED database A}o] E(https://ec.europa.eu/tools/eudamed/)el] <58k ‘Devices,
Systems, Procedure packs’ @ 3aE 93t}

European I English Sea Search
n Commission @ .

EUDAMED - European Database on Medical Devices

Home Actors v Devices/SPPs v Certificates v News

Home >

EUDAMED database

The creation of a European database on medical devices (EUDAMED) is one of the key aspects of the new rules on medical devices (Regulation (EU)
2017/745) and in vitro diagnostic medical devices (Regulation (EU) 2017/746)

EUDAMED will provide a living picture of the lifecycle of medical devices that are made available in the European Union (EU). It will integrate different
electronic systems to collate and precess information about medical devices and related companies (e.g. manufacturers). In doing so, EUDAMED aims to
enhance overall fransparency. including through better access to information for the public and healthcare professionals, and to enhance coordination between
the different Member States in the EU.

EUDAMED will be composed of six modules related to: actor registration, unique device identification (UDI) and device registration. notified bodies and
certificates, clinical investigations and performance studies, vigilance and market surveillance.

Search for
= Il B
Economic Operators Devices, Systems, Procedure packs Certificates (Issued or Refused)
Search for economic operators (manufacturers, Search for UDI-DI and device data including Search for certificates and refused certificates
system/procedure pack producers, authorised SS(C)P.
representatives, importers)
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(2) AMF st 719=@E571719H, AFEAR 5)E d89 F Search HEES

Ekig=

* ‘Search by code or description’ ¥l 4<% ~7])7]% % (European Medical Device
Nomenclature, EMDN)ol| A #-&3F A& EA TEWE dgstd, oty 1"
2ol sFEH = gEso] AAHY.

iy
o

llll Devices/Systems/Procedure packs

O - - ~
== Search criteria

UDI-DI/ EUDAMED ID ® Basic UDI-DI/ EUDAMED DI @

0 Manufacturer/Producer (and Authorised

Representative) name@ Actor ID/SRN @
Applicable legislation @

Reference/Catalogue number@ Model/Name @ Trade name
Scope @ Device types Rigk class @

Medical purpose of the system or procedure pack @

Search by code or descripnon@

eluting ¢

P070402010301: Coronary drug eluting stents (des) with polymers
P070402010302: Coronary drug eluting stents (des) without polymers
P0704020203: Peripheral vascular drug eluting stents (des)

Status

On the EU market

Result options

B Include historical version

Clear search
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<&> EUDAMED A & % X
HE Ky A
GS1'ollA Wejsle /NE 287)7] AFE e 2z
@ | UDI-DI/EUDAMED ID o wg AW FT
* GS1: Wl =AW EF7]7(Global Standard No.1)
© Basic UDi-DI TLT AREEA, AHSEH, AETHE, AlxeAedl net
EUDAMED DI eRHEE AEFT AE 2=

Manufacturer/Producer(and
©) . . o @71719 AZAA e WARA 2] 2
Authorised Representative) name

Actor ID : 9]27)7] AzYA, FUAA, FA G
52 AMsle D
SRN : EUDAMED Al2=®l Yol 5% A28g& F&
7] $lal ARHE Az SENE

@ | Actor ID/SRN

® | Applicable legislation A omr)7lel A&He Ha 2 A
® | Reference/Catalogue number oB77|Y FHE HE == 7821 HE
@ | Model/Name o877 4
Trade name FEHEE 4EY)
© | Scope 2127171 #&(d: Device, System %)
@ | Device types 877 7
@ | Risk class A &7 55
Medical purpose of -
AN2"l e Z2AA Y 83 FAS Ue+s
@ | the system or
AR
procedure pack
@ | Search by code or description EMDNeo| A Ho3t 3= =& Md
@ | Status ol 8717] 37t GHE EA]
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@ AN Ae S9Ag vehde, AEY2E F JuE lend o

Action B4 [e | meF vt~2 ZYs4, 3|7 AEY ARES I = gk

Il Devices/Systems/Procedure packs
§ Search criteria v

Search by code or description: P070402010301: Coronary drug eluting stents (des) with polymers X Status: On the EU market X New search

2160 records found.
@ @ Manufacturer/Producer (and @

EEE N Version FoTEEDE Tradename | Risk | thorised Re resentative) i Action
ID 1= EUDAMED DI 1| 1l class e IDISRN

( y 1 E ; Class| I [
(Current) Il (
) 2 ) Class| | € A :
( 3 f b (
(Current) ] (

g}

<3> EUDAMED A4 35 3 4+

NS = A
GSUe A wast= A 9877 AZE == nd
@ | UDI-DI/EUDAMED 1D Wz gy 7o AW Fo
* GS1: W8] =AW E£F7]7Global Standard No.1)
@ | Version A 4 WA
3 Basic UDi-DI TYS AEEA, AEHH, AT, AZFTH W
EUDAMED DI g EREe AET Y Z=
@ | Trade name AEHEE AFEE)
® | Risk class A8 BF 55
Manufacturer/Producer(and
® . . 771719 AxFA Ee YLEAHA 22 A
Authorised Representative) name
Actor ID : 9877 A=xUA, FUALA, A G=
< AEse= D
@ | Actor ID/SRN
SRN : EUDAMED Al2:Hl Yo &9 A|2®HS F&7
7] 93] AHgEE AzE FENE
Action AF AR &l




(4) AZAR = Device details FEA RZZE oJekEo st ARE 3218 4= Q)

Device details

Version 1 (Current) | Last update date: 2023-11-13

EUDAMED ID code / Issuing entity [ f f EUDAMED

Status On the EU market

Nomenclature code(s) P070402010301: Coronary drug eluting stents (des) with polymers
Name/Trade name(s) i 3 [EN]

Reference/Catalogue number ACCS.00X40X5FXS

Additional Product description -

Additional information url -

Clinical sizes -

Labelled as single use Yes

Need for sterilisation before use No

Device labelled as sterile Yes

Containing Latex No

Storage and handling conditions Keep away from sunlight:

Keep dry:

Temperature limit: 6C to 23C

Critical warnings or contra- Consult instructions for use
INAICALIONS e

MR CONDITIONAL

Reprocessesed single use device No

Member state of the placing on the Turkey
EU market of the device

Presence of a substance which, if INN name: -

used separately, may be — -2
considered to be a medicinal Sirolimus [EN]

product
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2) 2l FFH(EMA)

D) o2 FHe YoFel Ui ASEES At WHS dolrix .
EMA &2 &3 o] A (https://www.ema.europa.eu/en/homepage)oll % <3}e] ‘Find
E

g 23k

EUROPEAN MEDICINES AGENCY ch

Medicines ~ Human regulatory ~ Veterinary regulatory ~ Committees ~ News & events ~ Partners & networks ~ About us ~

COVID-19 \//

DARWIN EU expands capacity to deliver real-world data studies

The Data Analysis and Real World Interrogation Network seeks ten new data partners in 2024

Read news on DARWIN EU >

u e ® 0 & »
@\ NS =
Find medicine What's new FAQs
Find information on centrally authorised Find all new and updated information Find answers to the most frequent asked
medicines published on our website in one place questions we receive

Search
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(2) Select type of medicine 7}e|arg]elA]  ‘Medicines for human use’ & &3}
A dst= AA Y =(FEH == SHHB)E U8 F Search HES
Eil=

EUROPEAN MEDICINES AGENCY Search

Medicines ~ Human regulatory ~ Veterinary regulatory ~ Committees ~ News & events ~ Partners & networks ~ About us ~

Home > Medicines

Medicines

Select type of medicine

s & g Gl
Medicines for Medicines for Herbal ITIJI
human use veterinary use products -

Search by name or active substance

Q

Q) A Adye= stdAy vUeum, AFHe Y, AFe dHRES U
& gl
Filter by Search results (1) Sort by | Newest first v

Remove all filters®  Authorised®  Medicines®  Human® Jo
Include documents

Categories

Human (1) - ,
) brolucizumab, Wet Macular Degeneration W

o Date of authorisation: 1 ) Revision: 10
Medicine name

Last updated: : kS

Active substance / international
non-proprietary name (INN) /
common hame

Medicine

Medicines (1)

Medicine status
Authorised (1)
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(4) AFA R T Product information &=oA Views SH3IH A Fol thdk A
AHE PDF gd =2 & 4 .

Product information
Page contents

0 riew . .
AV | 1: EPAR - Product information

Product information First published: 1 )
_— Last updated: : 1

Product details

English (EN) (690.44 KB - PDF)

Authorisation details

’ Other languages (24)
Assessment history

©) AF GAl AHNA A AMRE= Hx 2&7|7]o te AHE AT 4 A

6.5 Nature and contents of container

Pre-filled svringe

0.165 ml sterile solution in a pre-filled syringe (type I glass) with a bromobutyl rubber plunger stopper
and a syringe cap consisting of a white, tamper-evident rigid seal with a grey bromobutyl rubber tip
cap including a Luer lock adapter. The pre-filled syringe has a plunger rod and a purple finger grip,
and is packed in a sealed blister.

Pack size of | pre-filled syringe.
Vial

0.230 ml sterile solution in a glass vial with a coated rubber stopper sealed with an aluminium cap
with a purple plastic flip-off disk.

Pack size of | vial and 1 blunt filter needle (18G x 1'2", 1.2 mm x 40 mm, 5 um).

Not all pack sizes may be marketed.

6.6  Special precautions for disposal and other handling

| 4.  PHARMACEUTICAL FORM AND CONTENTS

Solution for injection

I 1x 0.165 ml Ere-ﬁlled sxringe !
elivers a single dose of 6 mg/0.05 ml.




EMDN CODE |~ ] YES/Nfl CATEGORY DESCRIPTION ITALIAN_2909202f% EMDN IT DESCRIFTION 29092021 pll CATEGORY DESCRIPTION_29092021 IEMDN EN DESCRIPTION

DISPOSITIVI PER SOMMINISTRAZIONE, PRELEEVO  DISPOSITIV] PER SOMMINISTRAZIONE, PRELIEVO  DEVICES FOR ADMINISTRATION, DEVICES FOR ADMINISTRATION, WITHDRAWAL AND
14 1 NO  ERACCOLTA ERACCOLTA WITHDRAWAL AND COLLECTION COLLECTION

DISPOSITIVI PER SOMMINISTRAZIONE, PRELIEVO DEVICES FOR ADMINISTRATION,
A0 z NO-  ERACCOLTA AGHI WITHDRAWAL AND COLLECTION NEEDLES

DISPOSITIVI PER SOMMINISTRAZIONE, PRELIEVO DEVICES FOR ADMINISTRATION,
40101 3 NO  ERACCOLTA AGHIPER INFUSIONE E PRELIEVO WITHDRAWAL AND COLLECTION NEECLES FOR INFUSION AND SAMPLING

DISPOSITIVI PER SOMMINISTRAZIONE, PRELIEVO DEVICES FOR ADMINISTRATION,
A010101 4 NO  ERACCOLTA AGHIIPODERMICI \WITHDRAWAL AND COLLECTION HYPODERMIC NEEDLES

DISPOSMTIVI PER SOMMINISTRAZIONE, PRELEVO DEVICES FOR ADMINISTRATION,
A01010101 5 N0 ERACCOLTA AGHI IPODERMICI PER SIRINGA. WITHDRAWAL AND COLLECTION HYPODERMIC SYRINGE NEEDLES

DISPOSTIVI PER SOMMIMISTRAZIONE, PRELEVO  AGHIIPODERMICI PER SIRINGA CON SISTEMA DI | DEVICES FOR ADNINISTRATION, HYPODERMIC SYRINGE NEEDLES, WITH SAFETY
140101010101 & YES  ERACCOLTA SICUREZZA WITHDRAWAL AND COLLECTION SYSTEMS

1oen \AAE BACLICLA s OEMAIARLG A BEATA MIRTEL O AACS FAN A DLIATR AT n CuAr LEEALUTe A nareT

_68_



= )
1<
3

5¢

-

24

20

o

3

Ely

Ely

Ll

2
o
1<

o

I,

&

1A

o

= a 1A
4
=2
19,
| &
o
‘]’
X(.')
o
Lin
=
o],
A<
5 4
k2
“l’
g
[e)
L}




(% 28159) =34

HT Xz

_ =

o“l‘]

S22 187
o k&S 723

|
vy o

ol qE

©

erME
SR
R

al
=

LS R
L AeF F o)A

-
s




