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How to Locate Classification Regulations

Medical Specialty Regqulation Citation (21CFR)

73 Anesthesiology Part 8638

T4 Cardiovascular Part 870

75 Chemistry Part 862

76 Dental Part 872 ‘
77 Ear, Nose, and Throat Part 874

Fi Gastroenterology and Urology Part 876

i General and Plastic Surgery Part 878

a0 General Hospital Part 880

a1 Hematalogy Part 864

az Immunalogy Part 866

a3 Microbiclogy Part 866

84 Meurclogy Part 862

as Obstetrical and Gynecological Part 884

a6 Ophthalmic Part 886

ar Orthopedic Part 888 J
a8 Pathology Part 864

a0 Physical Medicine Part 890

a0 Radiology Part 302

a1 Toxicology Part 862
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Ato Z Index | Follow FDA | FDA Voice Blog

U.S. Food and Drug Administration

Protecting and Promoting Your Health

FDA

Home | Food | Drugs | Medical Devices

CFR - Code of Federal Regulations Title 21

© FDA Home © Medical Devices ©@ Databases

Radiation-Emitting Products | Vaccines, Blood & Biologics

Most Popular Searches

Animal & Veterinary | Cosmetics

SEARCH

Tobacco Products

" Wt

This database includes: Other Databases
(J
¢ acodification of the general and permanent rules published in the Federal Register by the Executive = i;gggse Events (MAUDE)
departments and agencies of the Federal Government. Title 21 of the CFR is reserved for rules of the * CDRH FOIA Electronic Reading
Food and Drug Administration. This database contains content that is current as of April 1, 2013. Fora Room
daily compilation of CFR and Federal Register amendments, see the Electronic Code of Federal * CLIA
Learan:c?rl:alauons' *® Device Classification
——— * Inspections
* Medsun Reports
* Premarket Approvals (PMAs)
* Post-Approval Studies
Search Database 8 Help * Postmarket Surveillance Studies
. = : * Radiation-Emitting Products
Title21 Part.
(93_2 8682. ,?gg}m | Full Text Search * Radiation-Emitting Electronic
S Products Corrective Actions
o (878) General and plastic surgery devices A R
e (880) General hospital and personal use devices = Registration & Listing
(882) Neurological devices : ?“t’"ldg“’g i
(884) Obstetrical and gynecological devices . X?Raa gszmb:ei Gyde
(886) Ophthalmic devices v Y

Clear Form



Ato Z Index | Follow FDA | FDA Voice [

m U.S. Food and Drug Administration T

Protecting and Promoting Your Health

Most Popular Searches

Home | Food | Drugs ]| Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobac

CFR - Code of Federal Regulations Title 21

© FDA Home © Medical Devices @ Databases

New Search Help | More About 21CFR
[Code of Federal Regulations] See Related J
[Title 21, Volume 8] Information

[Revised as of April 1, 2013]
[CITE: 21CFR874.1050]

TITLE 21--FOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER H--MEDICAL DEVICES
PART 874 -- EAR, NOSE, AND THROAT DEVICES
Subpart B--Diagnostic Devices

Sec. 874.1050 Audiometer.

(a) Identification. An audiometer or automated audiometer is an electroacoustic device that
produces controlled levels of test tones and signals intended for use in conducting
diagnostic hearing evaluations and assisting in the diagnosis of possible otologic
disorders.

(b)Classification. Class II. Except for the otoacoustic emission device, the device is
exempt from the premarket notification procedures in subpart E of part 807 of this chapter,
if it is in compliance with American National Standard Institute S53.6-1996, "Specification
for Audiometers,"” and subject to the limitations in 874.9.

[51 FR 40389, Nov. 6, 1986, as amended at 64 FR 14831, Mar. 29, 1999]




()

’
I ./lvu/
Yo, L

J’f e f /b )./,«.-/l /9

——

( Product Code) Jgaso o5

Al o e 85T S 51 i b 0G0 8 5 Al oo n

.w@@uu\,dw&J;Qfmg)yagam&gxgﬁm‘f&\
g oo e (6t DL b Y o LBl i il ojled ¢ 53 UST pl slde 4 8

Zu.n}«.cLguzﬁ)\f&‘ﬁ@‘ﬁszséb)\ﬁ\g]\.':.ao\j;pq

21 CFR 878.4800
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GXD ---> scalpel
HTC ---> forceps
HRQ ---> hemostat
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Product Classification

FDu&s Home Medical Devices
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Products.

= a list of all medical devices with their associated classifications, product codes, FDWA
Premarket Review organizations, and other regulatory information.

learmm more. ..

Search Database

DCewvics |forceps|

Rewview Fansl | |

Bubmission Type [

| ~ | Life-Sustsin/Support Device
Implanted Devics | ~ |

Summany Malfenction Reporting | w |

G to Dwick Search

FPage Last Updated: 07012024

S Help +) Downlosd Files

Product Code I

Regulation MNumber | |

Third Party Elligible | = |
Dewvice Class

Clear Fonm |search |

VWaccines, Blood & Biclogics

Animal & Veterinary

SEARCH

Cosmetics Tobacoco Products

= L3

Other Databases

-
-
-

[N ]

TEREE

-
-
-
-
-

510{k)s

De Movo

Medical Device Reports
{MALUDE)

CDRH Export Certificate
Walidatiocn {CECW)

CDRH FOlA Electronic Reading
Roorm

CFR Title 21

LA

FDwW Guidance Documents
Humanitarian Device
Exemption

Medsun Reports

Premarket Approvals (FAs)
FPost-Approval Studies
Postmarket Surveillance Studies
Radiation-Emitting Products
Radiaticn-Emitting Electronic
Products Comective Actions
Recalls

Registration & Listing
Standards

Total Product Life Cycle
H-Fay Assembler

MHeed information about
classifying your dewice® Classify
Your Medical Device

Mote: If you need help accessing informaticon in different file formats, see Instructions for Downloading Viewers and Flayers.
Language Assistance Awvailable: Espaficl | BESHRT | Tidng Viét | SE2™ | Tagalog | Pycomal | Su_sl | Kreydl Ayisyen | Francgais | Folski | Portugués | Italiano |

Deutsch | HESE | —_2 | English
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FO& Home Medical Dewvices Databases

1 to 27 of 27 results Results per page | 500~ |

forceps
MHew Search EExpDrt to Excel B8 Help
F"'r:Dduc'.t & Device " Regulation & Drewice &

ode Mumber Class
oEC Forceps., Bicpsy,_Electric Surgical Hemostasis With ... Endoscopic Electrosurgical Unit And Acoe. .. 87VE. 4200 =2
BvwWH Forceps, Biopsy, Bronchoscope (Mon-Rigid) Bronchoscope (Flexible Or Rigid) And Aco... 274 4580 =2
JEK Forceps. _Biopsy.,_ Bronchoscope [Rigid) Bronchoscope (Flexible Or Rigid) And Aco . 874 4880 =2
MNLE Forceps, Biocpsy, Bronchoscope {MNon-Rigid), Reproce ... Bronchoscope {Flexible Or Rigid) And Acc.. 874 4580 2
HGE Forceps, Biopsy, Electric Endoscopic Electhrosurgical Unit And Acce. .. 878 4300 =2
MILLY Forceps, Biopsy., Elechric. Reprocessed Endoscopic Electrosurgical Unit And Acce. .. E75. 4300 2
HCE Forceps, Surgical, Gynecological TOrhstetric-Gynecologic Specialized Manual. .. 584 4530 =2
HDwA Forceps, Obstetrical Obstetric Forceps 54 4400 =2
MG Forceps. Biocpsy._Gywnecological. Reprocessed Trbstetric-Gynecologic Specialized Manual. .. S84 4530 =2
BwWiB Forceps., Tube Intreducticn Tube Introduction Forceps 888 5780 1
EFHK Forceps,_Acticulastion Paper Dental Hand Instrument 872 4565 1
EFL Forceps. Dressing._Dental Dental Hand Instrument 872 A5GE 1
EJG Forceps, Rubber Dam Clamp Rubber Dam And Acocessories 872 8300 1
EMG Forceps, Tooth Extractors, Surgical Dental Hand Instrument BT 2 4565 1
EhiH Forceps, Rongeur,_Surgical Dental Hand Instrument ET2 4555 1
TR Forceps., Wire Closure, Ent, Sterile Prosthesis Modification Instrument For O, .. 8574 2540 1
KAE Forceps,_Ent Ear, Mose, And Throat Manual Surgical In... 274 4430 1
M Forceps. Wire Closure, Ent., Non-Sterile Prosthesis Modification Instrument For O 874 2540 1
FCL Forceps, Biocpsy, MNon-Elechric Sastroenterclogy-Urclogy Biocpsy Instrume. . 87V8.1075 1
FFF Cowvers, Biopsy Forceps Sastroenterclogy-Urclogy Biopsy Instrume. . B7V8.1075 1
FJR Forceps, Disconnect Bloocd Access Device And Accessories 278 . 5540 1
FHIR Forceps. Biocpsy,_ HNon-Electric, Reprocessed Sastroenterclogy-Urclogy Biopsy Instrume. . B7V8.1075 1
HFB Forceps. Biopsy, Gwnecoclogical Orbstetric-Gynecologic Specialized Manual... S84 4530 1
HHNR Forceps._Cphthalmic Manual Ophthalmic Surgical Instrument 888 4350 1
SEM Forceps. General & Plastic Surgery Manual Surgical Instrument For General ... 878 4800 1
HTD Foroceps Manual Surgical Instrument For General .. 87VE 4800 1
HM Fosceps. _Wire Holding Manual Surgical Instrument For General .. 878 4800 1
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Home J| Food ] Drugs | Medical Devices | Radiation-Emitting Products J| Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing .y
©® FDA Home © Medical Devices ©® Databases =
This database includes: Other Databases
» medical device establishments registered with FDA and : i::\%'r\sse Events (MAUDE)
» medical devices listed with FDA « CDRH FOIA Elec{ronic
Note: Registration of a device establishment, assignment of a registration number, or listing of a medical Reading Room
device does not in any way denote approval of the establishment or its products by FDA. e CFR Title 21
Learn More... o CLIA
e Device Classification
® || Database of laboratory testing standards th
® N accuracy, reliability and timeliness of patie
Search Database aen - - o L .
Help Download Files » Post-Approval Studies
e Postmarket Surveillance
Establishment Registration Studies
Hiane R » Radiation-Emitting Products
Owner/Operator Owner/Operator * Radiation-Emitting Electronic
Name Number Products Corrective Actions
Proprietary Classification : gtziac:lasrd s
i LoEL e Total Product Life Cycle
Product Establishment e X-Ray Assembler
Code E] Type [E]
Establishment Establishment ~ R
State (U.S.) B Country [ZJ Need to update your information?

To modify, add, or delete
information, log onto your FURLS
Quick Search Clear Form account. g -
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AbZindex | FollowFDA | FDA Voice Blog

Im U.S. Food and Dl'l.lg Administration ] SEARCH
=

Protecting and Promoting Your Health Most Populr Scarches

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing B i3
FDA Home Medical Devices Databases
MNew Search Back To Search Results

Establishment:

Datascope Corp.

1 Industrial Rd Ste 20

Dayton, MJ 08810

Reqgistration Humber; 30095405486
Status: Active

Date Of Registration Status: 2013

Owner/Operator:
Datascope Corp.
15 Law Drive

Fairfield, MNJ 07004
Owner/Operator Number: 2221819

Official Correspondent:
Dennis Genito
15 Law Drive

Fairfield, MNJ 07004
Phone: 973-7097515
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\/K U.S. Department of Health & Human Services

FOA

Home | Food

U.S. Food and Drug Administration

Protecting and Promoting Your Health

Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics

Product Classification

FDA Home Medical Devices © Databases

This database includes:

» medical device names and associated information developed by the the FDA Center for Devices and
Radiological Health (CDRH) in support of its mission.
Learn More...

Search Database ¥ Help L2 Download Files

Device Product Code

Review Panel Regulation Number

SubmissionType Third Party Elligible
Device Class

Go to Quick Search Clear Form

A Zindex | Follow

Most Popular Searches

Animal & Veterinary | Cosmetics

FDA | FDA Voice Blog

SEARCH

Tobacco Products

&

Other Databases

©
>

510(k)s

Adverse Events (MAUDE)
CDRH FOIA Electronic
Reading Room

CFR Title 21

CLIA

Inspections

Medsun Reports
Premarket Approvals (PMAS)
Post-Approval Studies
Postmarket Surveillance
Studies

e Radiation-Emitting Products
e Radiation-Emitting Electronic

Need

Products Corrective Actions
Recalls

Registration & Listing
Standards

Total Product Life Cycle
X-Ray Assembler

information about
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AbbZindex | FollowFDA | FDA Voice Blog

Im U.S. Food and Drug Administration P —

Protecting and Promoting Your Health B Fepute Sanroles

Home | Food | Drugs ]| Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Product Classification -
© FDA Home © Medical Devices © Databases -
New Search Back To Search Results

Device Detector And Alarm, Arrhythmia

Regulation Description Arrhythmia detector and alarm (including ST-segment measurement and alarm).

Regulation Medical Specialty Cardiovascular

Review Panel Cardiovascular

Product Code DSl

Submission Type 510(k)

Regulation Number 870.1025

Device Class 2

Total Product Life Cycle (TPLC) TPLC Product Code Report

GMP Exempt? No

Recognized Consensus Standards
e AAMI/ANSI EC53:1995/(R) 2008 ECG cables and leadwires

e AAMI/ANSI EC57:1998/(R) 2008 Testing and reporting performance results of cardiac
rhvthm and ST-segment measurement algorithms

Guidance Document
e Class Il Special Controls Guidance Document: Arrhythmia Detector and Alarm

Third Party Review Not Third Party Eligible
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U.S. Food and Drug Administration

Protecting and Promoting Your Health

Home Food Drugs Medical Devices Radiation-Emitting Products | Vaccines, Blood & Biologics

910(k) Premarket Notification

FDA Home Medical Devices

AS10(K)is a premarket submission made to FDA to demonstrate that the device to be marketed is at least
as safe and effective, that is, substantially equivalent, to a legally marketed device (21 CFR §2807.92(3W31)

that is not subject to premarket approval.
Learn mare...

Search Database

510K Number 8 Type
Model
Applicant Name

Device Mame

Panel

Decision

Decizion Date to

Sort by Decision Date (descending) El

Quick Search

Databases

2 Help + Download Files

[=]

ClearediApproved WD Products D
Expedited Review El
Third Party Reviewed [

Product Code

Clinical Trials [

Combination Products D

Clear Form

A 20— T

Ao Zindex |

Follow FDA | FDA Voice Blog

Most Popular Searches

Animal & Veterinary

Cosmetics | Tobacco Products

= L

Other Databases

Adverse Events (MALUIDE)
CDRH FOIA Electronic
Reading Room

CFR Title 21

CLIA

Drevice Classification
Inspections

Medsun Repors

Premarket Approvals (PMAs)
Fost-Approval Studies
Paostmarket Surveillance
Studies

Radiation-Emitting Products
Radiation-Emitting Electronic
Products Corrective Actions
Recalls

Registration & Listing
Standards

Total Product Life Cycle
¥-Ray Assembler
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Im U.S. Food and Drug Administration
Protecting and Promoting Your Health

Home ] Food ] Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics

Premarket Approval (PMA)

FDA Home © Medical Devices @ Databases

Premarket approval (PMA) is the FDA process of scientific and regulatory review to evaluate the safety and
effectiveness of Class lll medical devices. Class lll devices are those that support or sustain human life,
are of substantial importance in preventing impairment of human health, or which present a potential,
unreasonable risk of iliness or injury.

Search Database 8 Help ) pownload Files
Applicant Name Docket Number
Trade Name Expedited Review [Z]

Decision Date Product Code

PMA Number P

Notice Date

Advisory Committee B Cleared/Approved IVD Products ]
Supplement Type ~] Combination Products [
Sort by Decision Date (Descending) E

Quick Search Clear Form Search

A Zindex |

= E -
FollowFDA | FDA Voice Blog

Most Popular Searches

Animal & Veterinary

Cosmetics | Tobacco Products

Other Databases

510(k)s

Adverse Events (MAUDE)
CDRH FOIA Electronic
Reading Room

CFR Title 21

CLIA

Device Classification
Inspections

Medsun Reports
Post-Approval Studies
Postmarket Surveillance
Studies

» Radiation-Emitting Products
e Radiation-Emitting Electronic

Products Corrective Actions
Recalls

Registration & Listing
Standards

Total Product Life Cycle
X-Ray Assembler
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DEPARTMENT OQFHEALTH & HUMANSERVICES Fublic Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockwille MD 20850

ConMed Linvatec Corporation
L LI : I o

Manager, Regulatory Affairs
11311 Concept Boulevard

Largo, Florida 33773-4908 OEC = 5 2006

3 SDevice Na

[Regulation Number? : :
Fepulation Name: Endoscope and accessories
Regulatory Class: 11

Praduct Code: (GCJ

Dated: November 9, 2006

Received: November 16, 2006

HD Digital Camera System

Dear Ms. Paul:

We have reviewed vour Section 510(k) premarkel notification of intenl to market the device
referenced above and have determined the device is substantially equivalent (for the indicatons
lor use stated in the enctosure) to legally marketed predicate devices marketed in interstate
commerce prior o May 28, 1976, the enactment dale of the Medical Device Amendments, or Lo
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What Dose Substantially Equivalence Mean?
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Protecting and Promoting Your Health e Pt Sensokas

Home | Food ] Drugs ] Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

| 51

0(k) Premarket Notification = o

» FDA Hon © Medical Devices @ Databases
(/‘ - 510(x) | Registration & Listing | Adverse Events | Recslls | PMA | Classification | Standards | Inspections
. CFR Title 21 | Radistion-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC
New Search Back To Search Results
Device Classification Name System. X-Ray. Mammoagraphic
510(K) Number K040884
Device Name LORAD DIGITAL SPOT MAMMOGRAPHY SYSTEM
Original Applicant HOLOGIC, INC.
36 Apple Ridge Road
Danbury, CT 06810
Original Contact Gail Yaeker-Daunis
Regulation Number 892.1710
Classification Product Code 1ZH
Date Received 04/06/2004
Decision Date 04/23/2004
Decision Substantially Equivalent (SE)
Classification Advisory Committee Radiology
Review Advisory Committee Radiology
Summary Summary
Type Special
Reviewed By Third Party No
Expedited Review No
Combination Product No




2
ULz

,'/a, y

L0 b0 o | et
718 et s i3

EE

2

S G rlp S poas 0l )8




GG,

Y s

1%

e T
§) /V’/l“)dln’.ylv«;ﬂb'}

1 WA Jlwg

oosle asY e, Al Snse s elpd S as oona Ll sl V0

e, Baylo 5l allne isu 5 ciesl Dole Sl (sl (AT Sledlel Sliegad Gral 9550 50 V)
Loles o 2isel o e a1 el Snl ale gl 00D 51100 cou]  ced o AL 0528 g owses
25 e sobe (PMAY (55,38 51 o apaslbalsy o5mdl o el 2l o0 o

adlas PMA a) 5Ls (30,8 (sl o ol Sl ooles andl v

v

sigld ol a4y YAYE o YA 31 L3 a5 voiean (ol alg Jolee a5 TTT L3S Llog 5l anws 5T

edel 1, sosom ola cocals FDA a5 Sley b (3ol s Llos) ool azd, o g8 as

5V e el L blos ) SR8 9 s PMA il 0 4y Balase Slisg,d coal 00,58

sl e g S

ailen axil azdls 2ol oo TIT L3S aloug by o313 (o4 0 4SS, 00 ,0 23! s blag ¥
I T e

Premarket Approval
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DEFPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockwville MDD 20850

MS Juha 5. Anastas
Atfairs Associale
[-mdam Carp:}rmmn
Mailstop S216
3200 Lakeside Drive
Santa Clara, CA 95054

PU4GD 1 2

arotid Stent System and RX ACCULINK™ Carotid S[e@
FII-.,LI ["-.-“Idr;.h 15,

Amended: May 3, June 6. June 29, July 15, July 20, 20041
Procode: NIM

Dear Ms. Anastas:

The Center for Devices and Radiological Health {CDRH) of the Food and Drug Administration
(FDA) has completed its review of vour premarket approval application (PMA) for the
ACCULINK™ Carotid Stent System and RX ACCULINK™ Carotid Stent System.
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Investigational Device Exemption (IDE)
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Medical Device Reporting (MDR)
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ADMIMISTRATION

Medical ewvices Radiation-Emitting Products Vaccines, Blood & Biclogics Animal & Veterinary Cosmetics Tobacco Products

Manufacturer and User Facility Device Experience
(IMAUDE) Database

FDuws Home » Medical Devices

The MAUDE database houses medical device reports submitted to the FDA by mandatorny reporters .'%EH%?.‘E;HEEE

{manufacturers, importers and device user facilities) and wvoluntary reporters such as health care & De Mowvo
professionals, patients and consumers. » CDORH Export Certificate

Learn More Disclsimer Walidation ({TECW)
CDRH FOlA Electronic Reading
Room
& CFR Title 21
8 Help Drowndosd Files Ll
Device Classification
FDA Guidance Documents
Humanitarian Device
Product Class | Exempticn
Evant Type ~ |  Manufacturer |boston USRS U e
Fremarket Approvals (FAs)
| | Report Mumber | | Post-Approval Studies
S — Fostmarket Surveillance Studies
Brand Mame [ | Product Code | | Summary Report | ~ | Radistion-Emitting Products
Exemption Mumber | | Eadistinn;Emiﬁi_n_g I%IE::tr:}nic
reducts Comective Actions

Search Database

Product Problem

Model Number

| uUDIDevice 1dentifies |

Date Report Recsived @ 01/202 | to (083020 — Recslls -
by FOvA fanmdddgyyd 2= = UDI-Device ldentifier is or begins with: | g;gr:zt;;':" = HElTE
So to Simple Search | v | Records per Report Page Clear Forms [ search | Total Product Life Gycle

H-Ray Assembler
Conducting searches in the MAUDE Database

The Manufacturer and User Facility Device Experience (MALUDE) database is a searchable database of medical device reports {MDRs) of adverse events
involwing medical devices over the last ten years. Reports older than ten years are provided on the FOWs MDR Data Files webpage.

The MALUDE database:

® |s updated ewvery month to include reports received through the last day of the previcus month.
= May not include reports made according to exempticons, variances, or alternative reporting reqguirements granted under 21 CFR 80219 prior to June
20189, Howewer, these reports, as well as reports older than ten years, can be found on the MDR Data Files webpage.
= Includes 8 simple search and an adwvanced search.
#* Simple search allows the user to search on any terms that appear in an MDR received by the FOA in a selected year.
®= Users can enter a single word {(e.g.. elecromechanical). an exact phrase in guotes (for example, "electromechanical pump™) or multiple
words separated by "and™ (for example, bruise and throat and intubation)
= The dewvice's LD can also be entered into this field to search based on UDI.
= The search will return up to 500 results for MDRs received by FOA in the selected year
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Post market Surveillance Studies
99 i o &yl Ol

Conl 0 (6ylarl g3 3l s oy ol Ol 53 5 os 5 5 das oKiws 5 Slas andllas | shite 4, o
DI ASHle O 6B ol Colual o
o 2 0T 5130 31 5 s St Ll .

u\.::.w.gwj:waJ{GMDRW)WSL,’J\;)&LUu;..i\L;LaJ\.b:'-u;”ch- o

iS5 (gl p Aoy (i3l 5 ml by e SNl (55T 5 ¢
056 ol et LT abwy 57 a8 o b ,s FDA G adlel ¢ o8 s 5 ol PMA L PMN &b s 51 e J

ol 0l

:SJJ‘JJJ{)KIIIjII w%&u)fjbjjﬂ)bwa‘

St o Wile L8 o 3 On 3 b Kl G e @

2GS iy S sle L5 e enlizul sl Oy s 4 S (life support) Sl olzis bl J




GG,
’:/‘ ST e gl e
6] /‘vr/f "dv/’.vlﬁ(u/’/}

N aY BEE
@

<>

el 4l

b@‘ongqu\f’Uébb&b)cﬁ—ﬂ‘L;‘jouhséjjQoﬁ@jhw‘gb(‘u@‘ ®
Ol gl awdel G 5 b 51 byl & e FDA 5163
Ol 3 awdel 21 CER 801) objle Lty 1A au wlul 55 FDA (635100 s o

JS@JJL.&
fSRe 4 ol
(repair) ,..s o
(modification) s> o ux .

(adjustment) o L5 .

Jubuéj‘f%j o

(destruction) abuws 03 yei p ne o




()

GG,

56

Oy bow b ,
u“/vr/f‘“dln’.-// L(h:d/'/'}

Recall
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Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobaceco Products

Medical Device Recalls

FD& Home Medical Devices Databases

& O

This database contains Medical Device Recalls classified since Movember 2002, Since January O'H;I%H%?EHEEE

2017, it may also include comedction or removal actions initiated by a firm prior to review by the i BE r:l:.:-w-.-'::-

FDA. The status is updated if the FDA identifies a violation and classifies the action as a recall and » Madical Device Reports
again when the recall is terminated. FOA recall classification may occcur after the firm recalling the r"r' 1ALDE! P
medical device product conducts and communicates with its customers about the recall. Therefore, e - P

the recall information posting date [“oreste date”) indicates the date FDA classified the recall, it * CDRH Export Certificate
does not necessarily mean that the recall is new. CBER recall information is available here.  More e

about Medical Device Recalls CDF’-H FOIlA Electronic
Reading Room

[ ]

® CFR Title 21
» CLIA
= Device Classification
EFE: 2 = FDA Guidance Documents
== . #® Humanitarian Device
— Exempticn
Product Name | _ | Product Code |_| In Witre Devices » Medsun Reports .
(| = Premarket Approvals (PMAs)
#® Post-Approval Studies
Recall Class [ Al v | PMASIOM) Number | | * Postmarket Surveillance
Studies
Recall Date | Im | | Recall Mumber | PEIIE =S S
—_— —_— = Radiaticn-Emitting
Resson for | | Electronic Products
Recsll Comective Acticns
) ) #® Registration & Listing
Recalling Firm | | & Standards
= Total Product Life Cycle
frilEElEE | > # ¥-Ray Assembler
Sort by | Date Record Classified (Descending) |

Quick Search Clear Form |Search |
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FDA Export Certificates
S 3 O e Of yolo

Certificate for Foreign Government L
ol K0T 53 g 5 gms 511 YIS Sl sl gl 4l oy

Certificate of Exportability L
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Non-clinical Research Use only Certificate L
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U.S. Food and Drug Administration

SEARCH
Protecting and Promoting Your Health

Most Popular Searches

Medical Devices Radiation-Emitting Products Vaccines, Blood & Biologics Animal & Veterinary Cosmetics Tobacco Products

Recognized Consensus Standards = 3

FDA Home © Medical

e

© Databa

510(x) | Registration & Listing | Adverse Events | Recalls | PMA | Classification | Standar

ds | Inspections
CFR Title 21 | Radistion-Emitting Prod

ucts | X-Ray Assembler | Medsun Reports | CLIA | TPLC

Search Recognized Consensus Standards Help | More about Standards

Standards Organization All Standards Organizations E]

Type of Standard All Standard Types
(use ctri button with mouse click Vertical
to select up to 3 types, e.g.,Horizontal, |Horizontal

National, Materials Specification) National

Product Area All Categories

Product Code Regulation Number (e.g., 888
Reference Number

Title or Keywords (20 chars. max)

Publication Date

Sort By Product Area, Item # B

for full-text search, select Go fo Simple Search button

[ Go to Simple Search ] 10 [ZI Records per Report Page [ Search ] [ Clear ]
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30 records meeting your search criteria returned - Category: Cardiovascular/Neurology

[New Search Help | More About Standards
Reference Effective Standards
Item # |Category Title of Standard Number and Date Development
Date Organization |
‘ 2 | Card/Neur ECG cables and leadwires EC53:1995 08/14/1998 AAMI
Card/Neur‘lnlracranial pressure monitoring N828‘II;328}(R) 0572772005 AAMI
Medical electrical equipment - Part 2: Particular requirements for the 60601-2-10
16 Card/Neurisafety of nerve and muscle stimulators (1987-12) 05/14/1998 IEC
|Medical electrical equipment, Part 2: Particular requirements for the 60601-2-27
18 Card/Neur safety of electrocardiographic monitoring equipment (1994), 05/27/2005 IEC
Medical electrical equipment, Part 2: Particular requirements for the 60601-2-31
20 Card/Neur safetg of external cardiac gacemakers with internal power source (1994) 08/14/1998 IEC
Cardiac Defibrillators - Connector Assembly for Implantable Defibrillators - | 11318:1993/Amd.
25 Card/Neur Dimensional and Test Requirements 1:1996(E) 07/25/2000 ISO
Medical electrical equipment, Part 2: Particular requirements for the 60601-2-30
29 Card/Neur|safety, including essential performance, of automatic cycling non-invasive 1999.12 07/25/2000 IEC
3 blood pressure monitoring equipment ( -12) N
. : : 3 : 60601-2-25
Medical electrical equipment, Part 2: Particular requirements for the
30 Card/Neur SEfaty Gl BlEFITD CartiGEranhE Amendment 1 |07/25/2000 IEC
, (1999) )
Standard Specification for the Requirements and Disclosure of Self-
32 | Card/Neur C,'E’?E‘,, _Aneurysm Clips 7 F1542-94(2000) 95104/20017 ASTM : .@
33 Carleeur} gzumrozzr;:;:sal Implants - Sterile Slnqle use Hvdrocep alus Shunts and 7197-1997 05/04/2001 SO
|Lomponents

Database Updated March 30, 2006

CDRH Home Page | CORH A-7 Index | Contact CDRH | Accessibility | Disclaimer
FDA Home Page | Search FDA Site | FDA A-7 Index | Contact FDA | HHS Home Page

enter for Devices and Radiolaodical Healtth DRH als







