Y s, 3 Z ed 5 -
L34 ~ | Ministerio Direccién General d l M
R@? PERU [ Je salud de Medicamentos, Insumos y Drogas ‘o (: e n a

lfrm dem

Fuentes de Informacion sobre
Dispositivos Médicos

Q.F. Maria Emilia Ledezma Carbajal







PERU

sterio
de Salud

Gobicrno del Peri

Inicio | Mapa del Sitio | Correo

Diracclan Ganeral d
Mcdicamentas, Insul
y Drogas.

"‘ XI Encuentro Internacional de Farmacovigilancia de las Américas (6 -7 Noviembre)

Imicio | Institucional |

Normatividad | Transparencia | Noticias | Alertas | Boletines |

Orientacion

+ Manual de guias y buenas
practicas

+ Tramites (TUPA, formatos y
tasas)

+ Clasdicacion de insumos.
instrumental y equipo de uso
meédico quirirgico u cdontologico
Clas#icacion de productos
cosmeéticos e higiene personal

+ Requisitos para =f Control de
Calidad de Productos
Farmacéuticos y Afines

+ Mas opciones

de medicamentos puede provocar intoxicaciones, pare cardiaco y hasta

Ex
la muerte

Campanas |

Consultas

. . o

Charla Informatwva
Observatonio de
Precios

o3

Consultas

. Foimnatos para ramiss oe
Labarasanos, Droguerlas e
mpartadors

. Cemfcados ge buenas praclicas

. Clemmss y Sanclanes oe

Charla Informatria
Dbearalenic de
Fracios

Lagh

V’Emuuta de

Satisfaccion

digemid.minsa.qgob.pe/Main.asp?Seccion=453



http://www.digemid.minsa.gob.pe/Main.asp?Seccion=453

Hmﬂﬂl'

Dispositivos médicos

o ff
0F bd &
Imicio > Instiucional = Direcciones » Direcion de Autorizaciones Sanitarias
DISPOSITIVOS MEDICOS

INFORMACION DE INTERES

b ;2w es un Dispositvo Medico?

k Legislacion

¥ Mommatividad

b Decrete Suprems N® 001-2012/5A
b [Decrete Suprems MN° 016-201 154

b Comunicades

¢ Comunicaciones

k Pre - Publicaziones [0

¢ Listado de Producios Mo Registrables TR

¥ Autocridades Extranjeras Competentes para emitir Cerbficades de Libre Comercializacion

* Requisitos para Importancion

¥ Verifigue aqui sus Certificades de Cumplimiento de Nermas de Calidad [[IEER
TRAMITES

¥ Inscripoion y Reinscripoiones

¢ Cambios en 2l Registre Sanitanc

b Otros Tramites

b Trémites Via VUCE

[ e

digemid.minsa.qob.pe/Main.asp?Seccion=453



http://www.digemid.minsa.gob.pe/Main.asp?Seccion=453

Inicio

CONSULTAS

. A “" Centro Nacional de Documentacion e
:\\ o0 e n a Informacion de Medicamentos
N

INICIO NOSOTROS

BOLETIN CENADIM

Catalogo Biblioteca CENADIM

" iizar oparadores DooieaN0e (ANDIOR/AND NOT)

.....

J@ IDIS BestPractlce

BM]
DynaMiéd 4 SpringesLink

Noticias

| UpToDate MICROMEDE
owint
@M:ml Standard

e oo L :;e: o
'vdcw

[Todos los inaices v | (ERECH

| para Conectar palabras dentro O canpa 0e bosqueds.

e soin o

bvcenadim.digemid.minsa.qgob.pe

RECURSOS DE INFORMACION NOTICIAS EVENTOS

General de Medicamentos, Insumos y Drogas (DIGEMID)

Buscar en CenadiM...

ENLACES

Alertas DIGEMID
Informacion de seguridad, calldad y
proguctos falslfcados

Precios de Medicamentios
Precios raferenciaies de venta al pobico

Dispositivos Médicos Aprobados
Dispasltivos con Reglstro Sanitario vigents

Productos Farmaceuticos Aprobados
Proguctos con Reglstro Santtario vigante

RED CIMLAC

Red de Centros de
Informacidn de Medicamentos de
Latinoamerica y ¢f Caribe

DURG La * OPS/OMS



http://bvcenadim.digemid.minsa.gob.pe/

=
g Registro Sanitario de Dispositivos Médicos
e\

Regresar

INFORMACION DE BUSQUEDA:

Registro sanitario

Nombre del producto

Rubro RRELES v
Fabricante
Pais [EYele[elS v
Representante

152l | Todos v | | Consultar

Listado de Productos Filtrados - Dispositivos Medicos

Registro Descripcion Producto Descripcion Representante Estado
Sanitario

DMOOSS8E CATETERES COYOTE™ Semin relacion adjunta CARDIO PERFUSION EIRLTDA. DM Vigente
de cuatro (04) paginas.
DMO131E FOR SINGLE USE FEEDING TUBE(SONDA DE FABRICA DE PRODUCTOS MEDICOS S A C. DM Vigente

ALIMENTACION DESECHABLE) FOR SINGLE
USE SUCTION CATHETER(CATETER. DE
SUCCION DESECHABLE) FOR. SINGLE USE
STOMACH TUBE(SONDA GASTEICA
DESECHABLE), FOR SINGLE USE RECTAL
TUBE(SONDA RECTAL DESECHABLE), Segin
relacion 02

DMO188E (CATETERES, Segun relacion adjunta de diez (100 NOVO -LAB S AC. DM = Vigente
E17021IMM paginas.
DMO315E KIMBERLY-CLARK®* KIMVENT* BALT HEMO MEDICAL S AC. DM Vigente

CATH*: KIMVENT* BAL CATH* CATETER
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Notas informativas Notas de seguridad
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Ultima informacion

Motas de seguridad Ultima actualizacién: 04/07/2014

» Notas informativas de productos sanitarios / seguridad / 2014

Alertas
Boletin mensual de la AEMPS
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Listas correo electranico
Canales RSS Q07714 Retirada del mercado de determinados Respaldos Fijos, referencia 1555323, que s= han podido
iy iy instalar en las Sillas de Ducha v WC méviles Aquatec® Ocean, Aguatec® Ocean VIP v Aguatec® Ccean
Informacion y atencion al E-V|P
ciudadano Nota Informativa PS, 5/2014
CAMPARES | e e e

03/07/14 Posibilidad de que las sillas de ducha v W Aguatec® Ocean VIP se inclinen hacia delante con reseo
de caida del usuario
Mota Informativa PS5, 4/2014

2210514 Posibilidad de gue =e fracture la horguilla delantera de determinadas sillas de ruedas electrdnicas

A200 v Skippi
Mota Informativa PS, 3/2014

28/04/14 Pasibilidad de obtener una lectura de slucemia errdneamente reducida con las tiras reactivas Accu-
Chek® Compact, en pacientes que reciben tratamiento con ceftriaxona

Mota Informativa PS, 2/2014
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Medical Device Safety: Get e-mail updates
FOA menitzrs reports of adverse events and other problems with medical devices and alens health professionals
and the public when needed 1o ensure proper use of devices and the health and safety of patients. The lists below
show recent medical device recalls and other FDA safety communications. Other safety communications can be
found using the links on the keft side of this page. Fer additional infermation, contact us at: 1-500-838-2041 or

g —

DICE@fda hhis.gov
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Showing 1 - 10 of about 14 for dehp in Medical Devices.

Did you mean: deh p

DEHP in Plastic Medical Devices [MEDICAL DEVICES]
www.fda.govimedicaldevices/resourcesforyou/consumers/choosingamedicaldevice/ucm14264 3.htm - 33k - 2014-01-28 -
Cached

... Davice. DEHP in Plastic Medical Devices. What is DEHP and how is it

used? Why are there health concerns regarding DEHP? ...

[PDF]5afety Assessment of Di(2-ethylhexyl)phthalate (DEHP) ... [MEDICAL DEVICE 5]
www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm080457.pdf - 790K - Text
Version

Page 1. Safety Assessment of Di(2-ethylhexyl)phthalate (DEHP) ... 12 2.5

Aggregate Exposure to DEHP from Multiple Medical Devices .............. 20...

Genesis BPS, LLC. 6/12/13 [INSPECTIONS AND COMPLIANCE]

www.fda.govliceci'enforcementactionsiwarningletters/2013/ucm357713.htm - 39k - 2014-06-24 - Cached
The fallowinn chanass or modificatinns wars nnt included nnder KOAORNA
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Medical Devices Safety Update

2013F-present

Medica! Devices Safety Update (MDSU) provides health professionals with
practical information and advice on medical device safety and information about
emerging safety issues. It also provides information on adverse event reporting
and how health professicnals can contribute to safety monitoring in Australia.

MD5U is published bimonthly in a digital format an the TGA website, with
editions in January, March, May, July, September and Movember. Health

professicnals and interested persons can subscribe to the publication and
receive email netification when new issues are published.

MDSU is a companion publication to Medicines Safety HﬂﬂgE '..-hl h the TGA
has been publishing since 2010 [when it replaced the Au

les.htm
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Medical Devices Safety Update, Volume 2, Number 5,
Safety infermation for health SEptEI"bEI‘ 2014
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Medical Davices Safety Update is the medical device safety bulletin of the Therapeutic Goods
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Health professional

The IRIS is responsible for the management of all reports of adverse events or

educaticnal materials preblems associated with medical devices that are reported to the TGA. Related information
eclicimag L ) v Medical Devices Safely

Between 2001 and 2009, IRIS safety alerts and statistics were included as an I — X

Medical devicas insert in TEA Mews, Prior to this they were part of the Austrzlian Therapeutic
Device Bulletin,

Other wab réesourcss for

health professionals There is also an [RIS article index alphabetised according to device type, product name and issue,

Medicine Shortages

Informaltion Initialhe

2012 2011 2000 2008 2007 2006 2005 2004 2003 2002 2001
Reporting proolems

2012

Accessing unapproved
products

* Male urinal bottles - sharp edges

Hosgital supply degartments, health professionals, carers and users should check that male wrinal bottles are Tree of shamp
exlges, both inside and outside the bottle

Thez TaA has received regorts of haermoedialysis cathaters bacoming dislodged at the Luer lock connedtion point

2011




Medical Devices Safety Update email list

Latest news & updates

Mediz releases & statements Subscribers to the Medical Devices Safety Update email list will receive an email notifying them when the
Behind the news latast izzue of the Medical Devices Safety Undate iz available on the TGA Internet site (normally once every

two menths).
Mewsletters & articles

_ If you have problems subscribing or unsubscribing, please email tga, website @tga.gov,au. We can manually
Subscribe to updates add you to or remove you from the list if necessary.
TGA tenders ] i ) )
If you need to change your email address, please unsubscribe your old email address and then subscribe
Consultations & reviews your new email address,
Events, training & s i Medi v feby L

presentations

Subscribe to the Medical Devices Safety Update email list

To subscribe to the Medical Devices Safety Update email list, please complete and submit the form below.
Your details will not be shared with third parties.

This form will subscribe one email address to the Medical Devices Safety Update email list. If you wish to
zubscribe more than one email address, please submit separate forms for each address,

ﬂEEEE note: all fields in the form below are compulsory. N

Email address {one only)

First name

-~

J

auy/newsroom/subscribe-mdsu. htm# VCmh-Wd5Mw9
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Restaurar |a confianza en los dispositivos médicos. Al
informar sobre el éxito del Plan de Accion FIP

Los dispositivos médicos

Larzamienio 20 de junia 2014
El papel de los dispositivos médicos en el cuidade de la salud es esencial. B Mas &
La diversidad y la imnovaciin de este sector contribuyen significativamente a mejorar la calidad v la
eficacia de la asistencia sanitaria.
Destacados

Cubriendo una amplia gama de productas, desde vendajes simples 3 los productas que sustentan 13
vida mas sofisticadas, el sector de disposiivos médicos uega un papel crucial en el diagndstico, — p o -
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La evaluacion cientifica y téecnica

Direccion General de Sanidad y Consumidores
normalmente no esta involucrado en la evaluacion de
los productos sanitarios individuales. Sin embargo, sus
servicios siguen muy de cerca las nuevas tendencias
en la ciencia y la tecnologia con el fin de adaptar el
marco regulatorio.

Una vez que se plantea una cuestion cientifica precisa,
el Comité Cientifico de los Riesgos Sanitarios
Emergentes Yy Recientemente Identificados-
(CCRSERI) es consuitado. Por ejemplo, el CCRSERI
idoneidad de la

o

/metodologia de evaluacion de riesgos para la evaluacion de los riesgos de los nanomateriales‘j@ [487 KB]. Mas
centrada en dispositivos medicos, el CCRSERI ha emitido los siguientes informes, uno sobre el mercurio en la
amalgama dental '@ [596 KB] uno en el uso de DEHP como plastificante en preductos sanitarios '@ [676 KB] y ofra

Ksobre la sequridad de los dispositivos de un solo uso reprocesados .
\\

Al evaluar las nuevas tendencias en la ciencia y Ia tecnologia, la Direccion General de Empresa e Industria de la
asistencia del Grupo de Trabajo sobre Tecnologias Nuevas y Emergentes en dispositivos médicos . Este grupo de
trabajo analiza el horizonte de las nuevas tecnologias, ya sean relacionados con organos artificiales u ofros
implantes avanzados, la cirugia minimamente invasiva. la telemedicina, la identificacion por radiofrecuencia,
dispositivos de diagnostico in vitro o los nanomateriales [70 KB].
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Vst lisiiic 2014 Call for innovative health technologies for low-resource settings

Do you have a new technology solution to a well-known
health problem?

Do you have a technology solution to a health problem
not yet addressed?

The Health Systems and Innovation cluster of WHO invite you
to submit your technology to the 2014 Call for innovative
health technologies for low-resource settings.

Selected submissions will be published in the WHO
Compendium of innovative health technologies for low-
resource settings 2014.

Policies and resolutions
Quality and safety regulations
Health technology assessment
Management and use

Core and innovative
technologies

Country data Read more...

l Abrir nueva nota al margen i
1

www.who.int/medical_devices/en

Global collaborations
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PubMed Guia de inicio rapido
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PubMed FAQs
PubMed Tutoriales
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Muevo y notable G

Iniciar sesion en NCBI

Avanzada

PubMed

PubMed incluye mas de 24 millones de citas de Ia literatura biomédica
de MEDLINE, revistas de ciencias biologicas, y libros en linea. Las
citas pueden incluir vinculos a contenido de texto completo de los
siios web de editores PubMed Central y.

Herramientas PubMed

PubMed Mobile

Single Citation Matcher

Lote Cita Matcher
Consultas clinicas

Las consultas sobre temas especificos

Ayuda

PubMed ComMONS

_[91%] (@10

Comentario Destacado - 20 de septiembre
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Base de datos MeSH

Revistas en NCBI Databases
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E-Utilidades (API)
LinkOut
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P“bm‘-‘dagﬂ!f Publed |[E "Total knee arthroplasty" alloys [ Search’ ]

U5 Mational Library of Medicine

National Institutes of Health T Roo  oove sealcn . Advanced Help
Show additional filters Display Settings: (v] Summary, 20 per page, Sorted by Recently Added Send to: Filters: Manage Filters

Article types New fe -
Clinical Trial Results: 1 to 20 of 52 Page 1 | of3 | Nexts | Lasts- | EW feature

Review Try the new Display Settings option -
More ... [ A minimum S-year follow-up of an oxidized zirconium femoral prosthesis used for Sort by Relevance

1. total knee arthroplasty.
Hofer JK, Ezzet KA.

Text availability

Absiract ] ,
Free full text Knee. 2014 Jan;21(1):168-71. doi: 10.1016/] knee 2013.02.015. Epub 2013 Aug 28. 2 free full-text articles in &
Full text PMID: 24161448 [PubMed - in process)] PubMed Central
- Related claions Alternative bearings in total knee
Publication arthroplasty: rizk of ez [Acta Orthop. 2013
dates [ | Oxidized zirconium versus cobalt-chromium in TEA: profilometry of retrieved ) ,
5 years 2. femoral components Serum metal ion levels after rotating-
10 years ' ' hinge knee arthroplasty [Int Orthop. 2012
Custom range Heyse TJ, Elpers ME, Nawabi DH, Wright TM, Haas SB. _
08 Clin Orthop Relat Res. 2014 Jan;472(1):277-83. doi: 10.1007/511999-013-3078-4. Seeall (2).
Species PMID: 23709275 [PubMed - indexed for MEDLINE]
Humans Related cifafions
Other Animals Find related data -
] Porous tantalum tibial component prevents periprosthetic loss of bone mineral Database: | Select v

Clear all 3. density after total knee arthroplasty for five vears-a matched cohort study.
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INTRODUCTION — Complications during and after total knee replacement are uncommon
or rare and can often be prevented with meticulous surgical technique and with attentive
postoperative management. As with other major surgery, complications may occur, and
these include anesthesia-related risks exacerbation of comorbid medical issues and
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