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http://fa.wikipedia.org/wiki/%D8%A2%D9%84%D9%85%D8%A7%D9%86
http://fa.wikipedia.org/wiki/%D8%A7%D8%AA%D8%B1%DB%8C%D8%B4
http://fa.wikipedia.org/wiki/%D8%A7%D8%B3%D9%BE%D8%A7%D9%86%DB%8C%D8%A7
http://fa.wikipedia.org/wiki/%D8%A7%D8%B3%D8%AA%D9%88%D9%86%DB%8C
http://fa.wikipedia.org/wiki/%D8%A7%D8%B3%D9%84%D9%88%D9%88%D8%A7%DA%A9%DB%8C
http://fa.wikipedia.org/wiki/%D8%A7%D8%B3%D9%84%D9%88%D9%88%D9%86%DB%8C
http://fa.wikipedia.org/wiki/%D8%A7%D9%86%DA%AF%D9%84%DB%8C%D8%B3
http://fa.wikipedia.org/wiki/%D8%A7%DB%8C%D8%AA%D8%A7%D9%84%DB%8C%D8%A7
http://fa.wikipedia.org/wiki/%D8%A7%DB%8C%D8%B1%D9%84%D9%86%D8%AF
http://fa.wikipedia.org/wiki/%D8%A8%D9%84%DA%98%DB%8C%DA%A9
http://fa.wikipedia.org/wiki/%D8%A8%D9%84%D8%BA%D8%A7%D8%B1%D8%B3%D8%AA%D8%A7%D9%86
http://fa.wikipedia.org/wiki/%D9%BE%D8%B1%D8%AA%D8%BA%D8%A7%D9%84
http://fa.wikipedia.org/wiki/%D8%AC%D9%85%D9%87%D9%88%D8%B1%DB%8C_%DA%86%DA%A9
http://fa.wikipedia.org/wiki/%D8%AC%D9%85%D9%87%D9%88%D8%B1%DB%8C_%DA%86%DA%A9
http://fa.wikipedia.org/wiki/%D8%AF%D8%A7%D9%86%D9%85%D8%A7%D8%B1%DA%A9
http://fa.wikipedia.org/wiki/%D8%B1%D9%88%D9%85%D8%A7%D9%86%DB%8C
http://fa.wikipedia.org/wiki/%D8%B3%D9%88%D8%A6%D8%AF
http://fa.wikipedia.org/wiki/%D9%81%D8%B1%D8%A7%D9%86%D8%B3%D9%87
http://fa.wikipedia.org/wiki/%D9%81%D9%86%D9%84%D8%A7%D9%86%D8%AF
http://fa.wikipedia.org/wiki/%D9%82%D8%A8%D8%B1%D8%B3
http://fa.wikipedia.org/wiki/%DA%A9%D8%B1%D9%88%D8%A7%D8%B3%DB%8C
http://fa.wikipedia.org/wiki/%D9%84%D8%A7%D8%AA%D9%88%DB%8C%D8%A7
http://fa.wikipedia.org/wiki/%D9%84%D9%88%DA%A9%D8%B2%D8%A7%D9%85%D8%A8%D9%88%D8%B1%DA%AF
http://fa.wikipedia.org/wiki/%D9%84%D9%87%D8%B3%D8%AA%D8%A7%D9%86
http://fa.wikipedia.org/wiki/%D9%84%DB%8C%D8%AA%D9%88%D8%A7%D9%86%DB%8C
http://fa.wikipedia.org/wiki/%D9%85%D8%A7%D9%84%D8%AA_(%DA%A9%D8%B4%D9%88%D8%B1)
http://fa.wikipedia.org/wiki/%D9%85%D8%AC%D8%A7%D8%B1%D8%B3%D8%AA%D8%A7%D9%86
http://fa.wikipedia.org/wiki/%D9%87%D9%84%D9%86%D8%AF
http://fa.wikipedia.org/wiki/%DB%8C%D9%88%D9%86%D8%A7%D9%86
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73/123/EEC

Low voltage directive

87/404/EEC Simple pressure vessels
88/378/EEC Safety of toys
89/106/EEC Construction products
89/336/EEC Electromagnetic compatibility
89/686/EEC Personal protective equipment
90/384/EEC Non-automatic weighing instruments
90/385/EEC Active implantable medical devices
90/396/EEC Appliances burning gaseous fuels
92/42/EEC Hot-water boilers
93/15/EEC Explosives for civil uses
93/42/EEC Medical devices

94/9/EC Equipment and protective systems intended for use in potentially explosive atmospheres

gla g 1a2 ylojles



94/25/EC

Recreational craft

95/16/EC Lifts
96/48/EC Interoperability of the Trans-European high-speed rail system
96/98/EC Marine Equipment
97/23/EC Pressure equipment
98/13/EEC Telecommunications terminal equipment + Satellite earth station equipment
98/37/EC Machinery
98/79/EC In vitro diagnostic medical devices
99/5/EC Radio and telecommunications terminal equipment
99/36/EC Transportable pressure equipment
2000/9/EC Cableway installations designed to carry persons
2000/14/EC Noise emission in the environment by equipment for use outdoors
2001/16/EC Interoperability of the trans-European conventional rail system
2004/22/EC Measuring Instruments Directive



http://ec.europa.eu/enterprise/newapproach/nando/index.cfm?fuseaction=directive.annex&dir_id=23&type_dir=NO CPD
http://ec.europa.eu/enterprise/newapproach/nando/index.cfm?fuseaction=directive.annex&dir_id=23&type_dir=NO CPD
http://ec.europa.eu/enterprise/newapproach/nando/index.cfm?fuseaction=directive.annex&dir_id=23&type_dir=NO CPD
http://ec.europa.eu/enterprise/newapproach/nando/index.cfm?fuseaction=directive.annex&dir_id=23&type_dir=NO CPD
http://ec.europa.eu/enterprise/newapproach/nando/index.cfm?fuseaction=directive.annex&dir_id=23&type_dir=NO CPD
http://ec.europa.eu/enterprise/newapproach/nando/index.cfm?fuseaction=directive.annex&dir_id=25&type_dir=NO CPD

w3 By U s yo s aolbi o T

5.J1a 9'.5.-&- L_:L“JL“"

e Medical Devices (MDD) — 93/42/EEC

* Active Implantable (AIMDD) - 90/385/EEC

* In-Vitro Diagnostics (IVDD) — 98/79/EC
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Articles

93/42/EEC  4al ¢l 308 Adald ey jlas

1. Definitions, scope

A NS Gala )8 by

2. Placing on the market and putting into
service

Annex I - bl &bl 3

3. Essential requirements

(W Kiulal) pald Cilaa) Ly &Y guasa 4313131 (ol

4. Free movement, devices intended for special

purposes

LA il 4y &1@\;‘

5. Reference to standards

uiéh,\\y.'ajl.b A Al (1 gt AlisasS

6. Committee on Standards and Technical
Regulations

7. Committee on Medical Devices

8. Safeguard clause

Annex IX - 43

9. Classification

Dok 4y g 2909 3 ay ) 98U &l by 3

10. Information on incidents occurring
following placing of devices on the market

NB b g Gkl b)) sWaigy

11. Conformity assessment procedures

Gl Ay sl B g a1 el slanigy

12. Particular procedure for systems and
procedure packs
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Article

(oS 5 paddd slga) ) b Al (o) (5 S avanal

13. Decisions with regard to classification,

Dok U8 (S Gy 130 B s 3181 il

14. Registration of persons responsible for
placing devices on the market

b Clallaa 15. Clinical investigation
adba Gl ) Clua puad 16. Notified bodies
CE oLzl 17. CE marking

ej Lglml.r g hle saldin

18. Wrongly affixed CE marking

Jlee) b 9 Jpana (A ATALL 393 0 ) ga 2 azanal
WY RE WY

19. Decision in respect of refusal or restriction

s )0

20. Confidentiality

W Aali Gl g 9 il

21. Repeal and amendment of Directives

W 4l il sl g Jlas) @ iila )

22. Implementation, transitional provisions

s ol ) gdS Ay @Lﬂ)&ﬁh\

23.This Directive was notified to the Member
States on 29 June 1993.
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Annex Subject
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II ol JalS Cpanal (g Qubal g 298 J S g (Gl Al L)
EC DECLARATION OF CONFORMITY (Full quality assurance system)
III EC TYPE-EXAMINATION Al gl G ga)l
11 EC VERIFICATION @b Agal b o Gkl g Y gana ga )l
\'} (ISO 13485 / ISO 9002) 2 5 cudS (pancal
EC DECLARATION OF CONFORMITY (Production quality assurance)
VI bi sl o Batch Gl — J gaaa culS e
EC DECLARATION OF CONFORMITY (Product quality assurance)
VII Caaldal Al jlgla) dsgs
EC DECLARATION OF CONFORMITY
VIII (ABBT 5 ga) ¢ (5 fidia slged M) ald Jilu g 43 b2 g3 0 3 ) 94
IX o shlia Ol jua b g Adan g gy Al J gl
X (CLINICAL EVALUATION) b (b0 Jls
XI Notified Body «laiia
XII (5 mm) o) g0 Sk
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Medical Device Directive - MDD

- diagnosis, monitoring, treatment,
alleviation of or compensation for an
injury or handicap,

- investigation, replacement or modification
of the anatomy or of a physiological
process,

- control of conception,

and which does not achieve its principal
intended action in or on the human body
by pharmacological, immunological or
metabolic means, but which may be
assisted in its function by such means;

‘accessory’ means an article which whilst
not being a device is intended specifically
by its manufacturer to be used together
with a device to enable it to be used in
accordance with the use of the device
intended by the manufacturer of the
device;

'manufacturer’ means the natural or legal
person with responsibility for the design,
manufacture, packaging and labelling of a
device before it is placed on the market
under his own name, regardless of
whether these operations are carried out
by that person himself or on his behalf by a
third party.

The obligations of this Directive to be met
by manufacturers also apply to the natural
or legal person who assembles, packages,
processes, fully refurbishes and/or labels
one or more ready-made products and/or
assigns to them their intended purpose as
a device with a view to their being placed
on the market under his own name. This
subparagraph does not apply to the person
who, while not a manufacturer within the
meaning of the first subparagraph,
assembles or adapts devices already on
the market to their intended purpose for an
individual patient;




Notified Body

(Competent Authority / Notifying Authority) m0ad g 0 < Lg,)l aolxl gac o >
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Notified Bodies

Mehr Sicherheit.
Mehr Wert.

TUVRheinland

Body type Name . Country .
v NB 0050 MNational Standards Authority of Ireland (NSA&I) Ireland
v MB 0086 BSI United
Kingdom
v ME 0058 LLOYD'S REGISTER QUALITY ASSURANCE LTD (0088) United
Kingdom
v NB 0120 5G5S United Kingdom Limited United
Kingdom
v MB 0123 | TUV 50D Product Service GmbH Zertifizierstellen | Germany
» NB 0124 | DEKRA Certification GmbH | Germany
v NEB 0197 |T|.'_'|~..f Rheinland LGA Products GmbH |GEFFI'1EIH‘9"
v MB 0318 |-‘:".GENCI-‘:'L ESPARNOLA DE MEDICAMENTOS ¥ PRODUCTOS SANITARIOS |SpE|in
» NB 0344 | DEKRA Certification B.V. | Netherlands
» NB 0408 | TUV AUSTRIA SERVICES GMBH | Austria
+ NB 0459 |Labu:ratu:ire naticnal d'essais / G-MED |Frann:e
v ME 0473 AMTAC CERTIFICATION SERVICES LTD United
Kingdom
v MB 0483 |I"'1DC MEDICAL DEVICE CERTIFICATION GMEH |GErrr1E|r11,,-r
r MNB 0535 |BEI Group Deutschland GmbH |GEFFI'1EIH‘9"
v NB 0537 |'-.-"I‘I' Expert Services Oy |Fir1|ar1|:|
v NB 0543 |PrE53fE Denmark A/S |Denmark
+ MNB 0343 UL INTERNATIOMAL (UK) LTD United
Kingdom
» MNB 1011 Gyogyszerészeti és Egészs=&glayi Mindség- és Szervezetfejlesztési Intézet Hungary
Eszkdzmindsitd és Korhaztechnikai Igazgatdsag (Mational Institute for Quality-
and Organizational Development in Healthcare and Medicines Directorate of
Device Testing and Engineering)
+ MB 1023 |INSTITUT FPRO TESTOWANI A CERTIFIKACI, a. =. |Cze:::h Republic
v MB 1250 SCHWEIZERISCHE VEREINIGUNG FUR QUALITATS- UND MANAGEMENTSYSTEME | Switzerland
(MRA)
» NB 1293 |EVPU a.s. | slovakia
+ MNEB 1434 |PCLE|{IE CENTRUM BADAN I CERTYFIKACI S.A. |PD-|E|nd
v MB 1783 |TUF€_KISH STANDARDS INSTITUTION (TSE) |T|Jr|-CEt‘,,-r
r MNB 1379 |EGE Hungaria Minoségellenorzo, Kereskedelmi é= Szolgaltatd kKft. |Hungar'yr
» NB 2265 |3EC International a.s. |Slcwakia
v MNB 2409 |CE Certiso Orvos- és Korhaztechnikai Ellendrzd és Tandsitd kft. |Hur1g|E|r',,-r
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Conformity assessment routes comprise the
following activities:

Annex II - EC Declaration of Conformity: Full Quality
Assurance System
Annex III - EC Type Examination

Annex IV - EC Verification (Batch Testing)

Annex V - EC Declaration of Conformity: Production
Quality Assurance

Annex VI - EC Declaration of Conformity: Product Quality
Assurance

9,13 g lag ylojle



Conformity Assessment Routes MDD 93/42/EEC

Technical Documentation

ITI* Ila IIb III IIa IIb

Annex VII Annex I1
Annex III

EC- Full Quality

Declaration Assurance

of

Conformity - ISO 13485

EC - Type Examination

I* IIa ITb III I* IIa IIb III I* IIa IIb

Annex IV Annex V Annex VI

EC-Verification QA Production QA Product
- each device
- samples -ISO 13485 -ISO 13485

CE + Number of Notified Body

Annex 11

Full Quality
Assurance

+ Design
Examination

-ISO 13485
- Examination
of Techn.Docu

.

LRILFDO
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Declaration of Conformity

[PRINTED ON ORIGINAL COMPANY LETTERHEATLY] =
: [LRLFDO
|5AMPLE] 1 i1 i
9413 g 13 log

Declaration of Conformity

Product identification

Product identification— g

Brand !
Cat. Mumber
BatchiSerial Nr

Identification of the T

manufacturer Additss
R o
Directives complied with Authorized Ropresentaive In Europe
Mams H Em o BEuro
Standards used N | ey
o (251) (00 76 363 4808

Fax {+31) (D) 70 346 7299

Means of conformity

Signature by authorized
person

[COMPANY NAME) deciares that the products listed have been classified as Class |,
Arrex 1X, Rule | and are in conformity with the essential requirements and provisions of
Council Direciive O342/EEC.

Signature

Place and date

Signature
Nams
[Mame and Sanature of authorized person]
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RTIFIKAT « CERTIFICATE

EC-CERTIFICATE

Production Quality Assurance System
{Annex V of the Directive 93/42/EEC on Medical Devices)
No. G209 0159339 003

Manufacturer: Jiangsu KonSung Medical Equipment
Co., Ltd.
Danyang Econcnic Development Zone
212300 Danyang City, Jiangsu Province
PEQPLE'S REPUBLIC OF CHINA

EC-Representative:  Shanghai International Trading
Corp. GmbH (Hamburg)

Eiffestrasse 80

20537 Hamburg

GERMANY
Product Electric Suction Apparatus and
Categorylies): Portable Phlegm Suction Units,

Ultrasonic Nebulizer,
Oxygen Concentrator

The Centification Body of TOW SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection
of the respective preducts / product categories according to Annex V, section 3 of the Directive
93/42/EEC on Medical Devices. This quality assurance system conforms to the provisions of this
Diractive and is subject to periodical surveillance. For marketing of class 1|b and Il products an
additional Annex |l - certificate is mandatory. Sea also notes overleal

Report No.: SHO945703

Valid until: 2013-02-18

#-4

Hans-Heiner Junker

Date, 2008-05-14

TUV SUD Product Service GmbH is Notified Body according lo Council Directive 93/42/EEC
concerning medical devices with identification no. 0123,

Page 10f 2

ITG

Motified Body No 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.
Zlin, Czech Republic — www.itczlineg

EC CERTIFICATE

No. 11 0176 QS/NB

55060 in complianca with the Council Direclive S3/42/EEC as amended, which is implemantad by the Czech
Government Order No. 336/2004 (Collection of Laws), certifies that the medical devices of Class lla:

Infrared Camera SVIT

manufactured by company

A. V. Rzhanov Institute of Semiconductor Physics of the Siberian
Branch of Russian Academy of Sciences, (ISP SB RAS)
13, Acad. Lavrentyev Avenue, 630090 Novosibirsk, Russia

applied by company:

ONKOCET, Ltd., Kutuzovova 4, 902 01 Pezinok, Slovakia

is manufactured under conditions fulfilling the quality system requirements of Annex Il, Section 3.2
of the Directive 9342/EEC, a5 amended.

The Nolified Body No. 1023 has performed an audit of the above preducts quality system covering the design,
manufacture and final inspection of the centified products. The quality system has been assessed,

and is subject 15 continuous survellanca according lo Annex Il, Sections 3.3 and § of the Directive SU42EEC,
The detailed description of the system paris, requiremonis and measures applied by the manufscturer are
presented in the Final Rieport No. 803600917/2011, which is enclosad o this Certificate,

This Certificate is issved under the following condilions:
1. it applies only fo the quailty sysiem mainfainad in the manufacture of above referenced models of madical
davices and it doas nol subslitute the design or lype-examination procedures, if requested.

2 The Certificate remains valid unhil the manufacturing conditions or the quallly system are changed bul
until the 26™ February 2016 a! the latest.

& The Cartificate validity is contilioned by posilive results of survellance audits,

After fulfifiing the relovan! EU legistation, the manufaciurer shail aifix o each medical device, of the above
referenced models, the CE-marking followed by the numbar of the Nolified Body according fo fhis

example;
: E 1023 ”%
RNDI' Radomir Cevelik
sentative of the Notifies Body No. 1023

Isswed in Zlin, on 27 February 2011

]
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DET NORSKE VERITAS

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM

Certificate No. 82511-2010-CE-F.GC-NA Fev. 1.0
This Cemficate consist of 3 pages

Thiz iz to ceriff) that the Queliy Management Syztem af
Shanghai Peony Medical Technologies Co., Ltd.

o, 101, Lase 1150, Kangqino{E]Read, Shanghai, P. R. China
Jor desien, production and ffnal producr inspecriontestng af

Sterile Polyethersulfone Hollow Fiber Dialyzer

has been azzessed with respect to
the conformiry assessment procedure described in Ardcle 11.3.2 and Annex I excluding secrion 4
{(Mlodule H) of Council Directive 93/42 EEC on Medical Dievices, a5 amended. and found 1o comply

Further derails are given overledql

Flsee and dee Thue Cermplioate o valid sl
Heik, 25 July 2011 Eil:r 15 Ocrober 2013
For Der Nonsis Venrras Cemmcanon: AS lOl
Howwuy aeCremargy
a0 e
'Fdr"- -1.:3..'-"‘_-_-_--\ e, _,fff' c E
And Loken Edklid Hotified Body No.. Niarisns Jeremiaiien
(errgfance hioper (434 Teohmical Meviowes

Vi o Sawn @ pna T cdgend e o s comud coatgmeiny e mere o

Npgire: Tha covegfirase it 2ubjars o torms and condinisnr <ny Sgughl gy i drigm ar wvm ey ol vy rarefirass irvaBd
- e s — gt s e T emas ema e T i e A e cmpemam L e b e Grms o e deags e o s mpmmmn
e [ el RSN T g g i ke o i e o Bl i i o

Fo e
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Fage o ¥

Cer We K23 LIOILCE-R GO
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Jurisdiction
Applicarion of Counctl Directive 23 32EEC of 14 June 1993 adopred a: ‘Forsknify for Medisinak
Utstyr by the MNorwegian Minisoy of Healih and Care Services.

Certificate hivtory
Revivien Dewcription Iizme Diate
Orizinal cerrificate 010-10-15
1.0 Edirorial correction 2001-07=1%
Froduct: covered by thi: Certificate
Froduoct Description Froduwct Mame Class
: PESIILF, PESIALF, PESISLF, PESISLE,
:::T:‘Df:l'::u‘hm“”m Hollow PES2LF, PES1IHF, i
- PES14HF, PES16HF, PES18HF, PESIOHF
The complete list of devices is filed with the MNotified Body.
Sites covered by this certificate
Site Name Address |
$Shanghai Peony Medical Techaologiss Co., Lid gng.:ii;l.m 1150, Kangqiac(E) Foad. Shanghai, P.

EU Representative
Euraszia Business Huz Xioog

Tilsiter Str. 24, D-24768 Fendsburg, Germany

ikt Bdoruibs Wimim A Weniesoen 1, LEZI Mk Borswy Bl SETAT I VAR P 47 STV o SEnus
Fage = i



\
FDA awsl b b7 e J

9,13 g lag ylojle

FOOD & DRUG ADMINISTRATION
ol sl 5 1ae el

ED



LRILFDO

gla g 1a2 ylojles

9,10 9 1a8 Coodlw g yllas Bud LIAYA o gl ©
W, FDA culled ojgz 0,lg Sy Jolwg orm 1AV jo @

B PR PPN U ERPRN VI CUWRY LIpV- ST ST [PV g VOV § DR
Voo Jlw jo asog Yo o)Ll VY
oiialosl g 30100 5l Gl

UYQM u.g)s 9 o).?:b ‘J.o.'> ‘C)‘é)‘g c.\.Jg.t 5 Ca)u&.; o
)va C)S.».L’)) ) &3«.\9 )O ‘;w))| le alizxo

Jbw 50 35y VFeer waojl




9,13 g lag ylojle

(€0 9 30,8 CubgS slstiwl) (21ds Y guamo el @
Olgne 9 sludl slagylo

SO iedam slico b Sloyo dlgo ©

Sy Jlwy

g Seig il Jolwg

)yl olgo g piled

Ellgus ol Olgo




K

slovol G 31y 31 & 43 N

LRILFDO

Pre-Market Phase {

Placing On-Market <

Post-Market Phase {




M0 (S dlawig 999 09

2

%

LRILFDO




%

30 A Sy dwg 9949 09 |
i




S 3 Jlwg JAb! oleSb

Medical Devices

Radiation-Emitting Products “accines, Blood & Biologics Animal & Veterinary Cosmetics Tobaco

Medical Devices LR.LFDO

15 g i€ Lol
Home » Medical Devices 223 ey

Spotlight

« CDRH Customer Service -
Flease take our survey

« CDRH on Track to Improve
Device Submission Review
Process

= Balancing Premarket and
Postmarket Data Collection for
Devices Subject to Premarket
Approval - Draft Guidance for
Industry and Food and Drug
Administration Staff

Adverse Events Associated with Use of Enhancement Medical's

"Expression” Intranasal Splint as a Dermal Filler + eCopy Program for Medical
Device Submissions

» Recent IDE Tracking
Improvements

Navigate the Medical Devices Section

Tools & Resources

m
T

Industry Assistance

» Device Registration and Listing
« CDRH Leam
« Medical Device Databases

+ Device Advice: Comprehensive Regulatory Assistance ]
» FDA Recognized Consensus

*« Premarket Requirements (How to Market Your Device) Standards Database
+ Postmarket Requirements (Devices) « CDRH Ombudsman
« Guidance Documents (Medical Devices and Radiation-Emitting Products) = Requesting Speakers from

- FDA eSubmitter GEIEES

« FDA-CMS Parallel Review
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Vaccines, Blood 8 Biologics

Most Popular Searches

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products Animal & Veterinary | Cosmetics | Tol

IRLFDO
gla g 1a2 ylojles
Establishment Registration & Device Listing B
© FDA Home @ Medical Devices @ Databases
This database includes: Other Databases
s 510(kK)s

» medical device establishments registered with FOA and

» medical devices listed with FDA
Mote: Registration of a device establishment, assignment of a registration number, or listing of a medical
device does notin any way denote approval of the establishment or its products by FDA.

» Adverse Events (MALIDE)
» CORH FOIA Electronic
Reading Room

» CFR Title 21
Learn Mare... & CLIA
» Device Classification
® || Database of laboratory testing standards th:
* N accuracy, reliability and timeliness of patier
Search Database 4 tep ‘¥ Downioad Fies : P:jst-ﬂ.pprU.HEIStUdiES l
, S # Postmarket Surveillance
Eztablizhment Registration Studies
Name Humber « Radiation-Emitting Products
Owner/Operator Owner/Operator # Radiation-Emitting Electronic
Name Number Products Corrective Actions
» Recalls
Proprietary Clazzification
Mame Dievice Mame S Eaiinis .
# Total Product Life Cycle
Product Establizhment o X-Hay Assembler
Code |E| Type |E|
Eztablishment |E| Establishment |E| Need to update your information?

State (U.S.) Country

To maodify, add, or delate

) information, log onto your FURLS
Quick Search Clear Farm accaunt.
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U.S. Food and Drug Administration _ SEARCH
FDA 9

Protecting and Promoting Your Health

Maosl Popular Searches

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

Establishment Registration & Device Listing A o
0 FDAHome O Medical Devices © Databases
110 10 of 12 Results for Establishment .
A 5 2 Fesults P 10
Registration Mame : Hologie E D E - a?;m —
Estahblishment & Registration Number mlll:lrm v
2014
Marnfac tuter
Marndactuer
Mg turer
Marndacturer
Marntac tufier
2014
Marrfacturer
Marndactuier
Marrfachuer
Mprwdacturer
2014
. | - T 1 Manutacturer, Remanufacturar
. . 1 I. =M T Manutacturer, Remanufacturer
* Full Feeld Digital Systern X-Ray Mammegraphic - SELENLA SELENLA DIMENSIONS 20
SYSTEM Manulacturer, Remanufacturer
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U.S. Food and Drug Administration SEARCH
FDA 9
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Bloa D Populit Sennd Bes

Home | Feod | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biolegics | Animal & Veterinary | Cosmaetics | Tobacco Products

Establishment Registration & Device Listing
0 FDAHome © Medical Devices @ Databases &
Mew Search Back To Search Resulis
Proprietary Mamae: B0 MAMBADGRAPHY SYSTEM
Classification Name: SYSTEM, X-RAY, NAMIWOGRAPHIC
Product Code: IFH
Device Class: s
Regulatian Humber: BE2 1710
Medical Specialty: Radiokogy
Registered Establishmant Hame: Holgages, Ing.
Registered Establishment Number: 1230084
Chwner Operator HOLCEC NG
CrarmerOperater Humbar: BOOTETE
Establishment Operations: Mamudaciurer, Remanudadiures

Fage Last Updated: 081172014
Mote: i you need help accessing infonmaiion n diferent fle formats, see Instructons for Downloading Vieveers and Players:

Accassabiling Conbtact FIM | Caieiis FIOUL Badies f FOHE Ma Faar Ast | S5#le Map TEan&parency f Website FPraolicios
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Most Popular Searches

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | To 5.J1;,sl'{i\itla[jt:
Establishment Registration & Device Listing & o
@ FDAHome @ Medical Devices @ Databases

MNew Search Back To Search Results
Proprietary Name: AVIVO Mobile Patient Management Sys
Classification Name: DETECTOR AND ALARM, ARRHYTHIMIA
Product Code: Dsl

Device Class: 2

Regulation Number: 870.1025

Medical Specialty: Cardiovascular

Registered Establishment Name: Acumen Technologies (MeiZhou) Co., Ltd
Reqistered Establishment Number: 3007608855

Owner/Operator: Acumen Technologies (MeiZhou) Co., Lid
Owner/Operator Number; 10027396

Establishment Operations: Contract Manufacturer

Page Last Updated: 09/30/2013
Mote: If you need help accessing information in different file farmats, see Instructions for Downloading Viewers and Players.
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General relationship among the device classes of EU and FDA
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FDA European Council Directive
Device Classification 93/42/EEC (MDD)

Class il Class il
Class Il Class lIb
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Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics Tnhaccurmuuma-

Product Classification B O
2 FDA Home & Medical Devices @ Databases
This database includes: Other Databases
& 510(K)s

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

» Adverse Events (MALIDE)

» CDRH FOIA Electronic
Reading Room

CFR Title 21

CLIA

Inspections

Medsun Reports

Fremarket Approvals (PMAs)
Paost-Approval Studies
Fostmarket Surveillance
Device Product Code Studies

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

Registration & Listing
Standards

Total Product Life Cycle
X-Ray Assembler

Search Database I8 Help ¥) Download Files

& & & & & & @

LI

Review Panel Izl Regulation Number

SubmissionType [+]  Third Party Eligible =

Device Class IEI

Go to Quick Search Clear Form

& & & & @

Need information about
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Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics
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Product Classification B
© FDA Home @ Medical Devices ® Databases
Mew Search Back To Search Results
Device Detector And Alarm, Arrhythmia
Reqgulation Description Arrhythmia detectar and alarm (including 3T-segment measurement and alarm).

Regulation Medical Specialty  Cardiovascular

Review Panel Cardiovascular

Product Code Dl

Submission Type 510(K)

Regulation Humber a70. 1025

Device Class 2

Total Product Life Cycle (TPLC) TPLC Product Code Report
GMP Exempt? Mo

Recognized Consensus Standards
& AAMIAMSI ECE3:1995/R) 2008 ECG cables and leadwires
& AAMIAMSI ECST:1898/R) 2008 Testing and reporting peformance results of cardiac
rhvthim and ST-segment measurement algorithms

Guidance Document
o Class |l Special Controls Guidance Document: Arrhythmia Detector and Alarm

Third Party Review Not Third Party Eligible
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Most Popular Searches

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics
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510(k) Premarket Notification i
O FDA Home © Medical Devices @ Databases T —
AB10(K) is a premarket submission made to FDA to demonstrate that the device to be marketed is at least Other Databases
as safe and effective, that is, substantially equivalent, to a legally marketed device (21 CFR §807.92(3)(3)) ® Adverse Events (MAUDE)
thatis not subject to premarket approval. * CDRH FOIA Electronic
Learn more Readirjg Room
- » CFR Title 21
& CLIA
» Device Classification
® Inspections
Search Database 8 Help %) Download Files * Medsun Reports
» Premarket Approvals (PFMAs)
» Post-Approval Studies
510K Number K Type ] » Postmarket Surveillance
Studies
Model Cleared/Approved WD Products [ » Radiation-Emitting Products
» Radiation-Emitting Electronic
Applicant Mame Expedited Review E Products Carrective Actions
* Recalls
Device Name Third Party Reviewed [ = Registration & Listing
& Standards
Panel E| Product Code » Total Product Life Cycle
o X-Ray Assembler
Decizion E
Decision Date ], Clinical Triale [
Sort by Decision Date {descending) E| Combination Products |

Quick Search Clear Form
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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 Other Databases
effectiveness of Class Il medical devices. Class Il devices are those that support or sustain human life, ® 510(k)s
are of substantial importance in preventing impairment of human health, or which present a potential, & Adverse Events (MALIDE)
unreasonable risk of illness or injury. # CDRH FOIAElectronic
Learn maore Readirjg Room
R e CFR Title 21

s CLIA

o Device Classification

# Inspections
Search Database B8 Help + Download Files » Medsun Repors

# Post-Approval Studies

» Postmarket Surveillance

Applicant Mame Docket Humber Studies
Radiation-Emitting Froducts
Expedited Review El Radiation-Emitting Electronic

= = Products Corrective Actions
Decision Date to BE Product Code Recalls

.

Trade Name

L]

[ ]
_ _ # Registration & Listing
Hotice Date ta L PMA Number  |P = Standards
# Taotal Product Life Cycle
» ¥-Ray Assembler
Advizory Committee: E Cleared/Approved WD Products D
Supplement Type Izl Combination Products D
Sort by Decision Date (Descending) |E|

Quick Search Clear Form
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510(k) Premarket Notification i
O FDA Home © Medical Devices @ Databases T —
AB10(K) is a premarket submission made to FDA to demonstrate that the device to be marketed is at least Other Databases
as safe and effective, that is, substantially equivalent, to a legally marketed device (21 CFR §807.92(3)(3)) ® Adverse Events (MAUDE)
thatis not subject to premarket approval. * CDRH FOIA Electronic
Learn more Readirjg Room
- » CFR Title 21
& CLIA
» Device Classification
® Inspections
Search Database 8 Help %) Download Files * Medsun Reports
» Premarket Approvals (PFMAs)
» Post-Approval Studies
510K Number K Type ] » Postmarket Surveillance
Studies
Model Cleared/Approved WD Products [ » Radiation-Emitting Products
» Radiation-Emitting Electronic
Applicant Mame Expedited Review E Products Carrective Actions
* Recalls
Device Name Third Party Reviewed [ = Registration & Listing
& Standards
Panel E| Product Code » Total Product Life Cycle
o X-Ray Assembler
Decizion E
Decision Date ], Clinical Triale [
Sort by Decision Date {descending) E| Combination Products |

Quick Search Clear Form
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Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics

910(k) Premarket Notification

2 FDA Home @ Medical Devices @ Databases LRLFDO

!,I"'; 'l E10(k) | Registration & Listing | Adverse Events | Recalls | PMA | Classification | Standards | Inspections
e CFR Title 21 | Radiaticn-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC

Mew Search Back To Search Results
Device Classification Hame System, ¥X-Ray. Mammagraphic
510{K) Number k040884
Device Hame LORAD DIGITAL SPOT MAMMOGRAPHY SYSTEM
Original Applicant HOLOGIC, INC.

36 Apple Ridge Road
Danbury, T 06810

Original Contact Gail Yaeker-Diaunis
Regulation Number 2882 1710
Classification Product Code IZH

Date Received 04/06/2004
Decision Date 04/23/2004
Decision Substantially Equivalent (SE)
Classification Advisory Committee Radiology

Review Advisory Committee Radiology
Summary sSummary

Type Special

Reviewed By Third Party Mo

Expedited Review Mo

Combination Product Mo
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