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DECRETO SUPREMO N° 016-2011-SA

Art. 150.- La informacion sobre los riesgos asociados al uso de los
productos farmaceéuticos y dispositivos médicos puede proceder de
las siguientes fuentes:

a) Informacién publicada en documentos oficiales de la Organizacién Mundial
de la Salud y autoridades reguladoras de alta vigilancia sanitaria y en la
literatura cientifica;

Notificacion espontanea de casos individuales de sospechas de reacciones
adversas e incidentes adversos:

Estudios post autorizacion;

Bases de datos sobre seguridad de productos farmacéuticos y dispositivos
meédicos;
Informacion de los ensayos clinicos;

Informaciones relacionadas con la  fabricacion, conservacion,
comercializacion, distribucién, dispensacion, prescripcion y uso de
productos farmacéuticos y dispositivos médicos;

Publicaciones cientificas:

Otras fuentes de informacién, como las relativas al uso incorrecto y abuso
de los productos farmaceuticos y dispositives meédicos, o las
correspondientes a errores de medicacion, que puedan aportar datos
relevantes para la evaluacién de los beneficios y riesgos de los productos
farmaceéuticos y dispositivos médicos.




Documentos oficlales de la
OMS, OPS, The Uppsala
Monitoring Centre.
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WHO Pharmaceuticals Newsletter WHO Pharmaceuticals Newsletter proporciona

The aim of this Mewsletter is to disseminate information on the safety and e |a informaci(’)n méS reCiente Sobre |a Seguridad

of pharmaceutical products, based on information received from our networ

"drug information officers” and other sources such as specialized bulletins = d€ 10S Medicamentos Yy las acciones Iegales
journals. The information is produced in the form of résumés in English. emprendidas por IaS autoridades regUIadoraS en
To receive the newsletter by e-mail todo el mundo.

Please use our e-posting system for receiving PDF WHO

pharmaceuticals newsletter via e-mail. To automati PHARMACEUTICALS
version of every new issue of the WHO Pharmaceu NEWSLETTER
message to listserv@who.int containing the followin ot
WHO-PHMN."

tl Medicines and Health Products
on Portal”

To unsubscribe from the service, please send a me pJust published

containing the following message text: "SIGNOFF Y

2014
jle database of training activities
Mewsletter Mo
Newsletter No ction and Use of Essentia
Mewsletter No LR i— s (TRS 985)

http://www.who.int/medicines/publications/newsletter/en/
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PHARMACEUTICALS: RESTRICTIONS IN USE AND

AVAILABILITY, 2008

Authors:
Quality assurance and Safety: Medicines

Publication details

Mumber of pages: 57
Publication date: 2008
Languages: English
WHO reference number:

Es una actualizacion de la Consolidated List of
Products de las Naciones Unidas en donde se
consolidada los productos cuyo consumo y/o venta han
sido prohibidos, retirados, sometidos a restricciones
rigurosas o no aprobados por los gobiernos.

WHO/EMP/QSMI2008.3

PHARMACEUTICALS:

Downloads

RESTRICTIONS IN USE

— 4 Full document
O pdf, 503kb

AND AVAILABILITY

This volume presents information on new nat
withdrawal of products by manufacturers on ¢
to October 2008.
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http://www.who.int/medicines/publications/restrictions/en/
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Drug Alerts

: OMS emite un alertas de medicamentos
Drug rapidas cada vez surge un problema grave
en la seguridad de cualquier medicamento.
Alerts

Oin receiving information, on a “potential”® alert, a rapid, =d hoc meeting of the Alert

Zommittee is armanged to walidate the information for its source and authenticity, to Knowledge centre
check for any caussality relationship that might hawve been established. to assess

the extent of distribution of the product etc. i the maternal warrants rapid and

worldwide distribution. a Dnag alert is composed and mailad to the regulatony Nl N 'ﬁzﬁ-"___
authorities and nominated Mational Information Officers in the Member Stetes. l

List of releazed DRUWG ALERTS | I*. A

& Drug Alert 121: Falsified -+ D"l..g Alert 116: Weraliprde —_
= P — = ndf Search
= antimalarial medicines pdf. 104kb e - -
pf, BETkE [The Eurcpean Medicines Agenc Essemntial Medicines and Haalth FProducts
pdf. 857kb LThe =ura = gency nformation Portal”
n west and central Africa [EMEA) has issued a Press Release
— . recommending the withdraswal of the
™ Blke 20 F= f i = 3 i
t ;fr.{?,'c a;—_er;-t_j- sl=ified batches marketing authorization for all medicina Srowse "Just published”
- I products containing weralipride)
pedf, 215k
Recently circulating im Cameroon & Drug Alert 115 Vincristine
= pdf. 184kb

http://www.who.int/medicines/publications/drugalerts/en/




The
IMPORTANCE

of PHARMACOVIGILANCE

Safety Monitoring of medicinal products

Disponible en:

http://apps.who.int/medicine
docs/pdf/s4893e/s4893e.pdf

Red PARF Documento Técnico No. 5

Red Panamericana de Armonizacion
de la Reglamentacion Farmacéutica

Buenas Practicas
de Farmacovigilancia
para las Américas

Disponible en:

http://new.paho.org/haq/

VIGILANCIA DE
LA SEGURIDAD
de los MEDICAMENTOS

the UPPSALA
MONITORING
CENTRE

Disponible en:

http://www.who-

umc.org/qraphics/24751.p
df




Autoridades reguladoras de
paises de alta vigilancia
sanitaria
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Agencias Reguladoras de
Medicamentos

Direccion General de Medicamentos,
Insumos y Drogas (DIGEMID).

Food and Drug Administration (FDA) de los
Estados Unidos.

Agencia Europea de Medicamentos (EMA)
Agencia Espanola de Medicamentos y
Productos Sanitarios (AEMPS)

Medicines and Healthcare Products
Regulatory Agency (MHRA)
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ALERTA DIGEMID N° 46 - 2014
RISPERIDONA, PALIPERIDONA|
FLACIDO INTRAOPERATORIO
01-09-2014

ALERTA DIGEMIC: N® 45 - 2014
ESZOPICLONA: RIESGO DE ME|

Enlaces de Interés

01-09-2014

emid.minsa.gob.pe/Main.as

3
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Direcsion General de M

y Drogas
ALERTA DIGEMID N° 46 - 2014

RISPERIDONA, PALIPERIDONA O PALMITATO DE PALIPERIDONA: RIESGD DE
SiINDROME DE IRIS FLACIDO INTRAOPERATORIO

La Direccisn General de Medicamenios, Insumos y Drogas (DIGEMID) del Ministeno de Salud, comunica a
los profesionales de salud, msttuclones, estabiecimientos Tamaceuticos y 3l pdbiics en general que 52 ha
d@spuesto la modificacion del Insero en o0& apartados de advertenclas y precaucionss y reaccionas
adversas 02 05 MedCcamentos que contiensn Rispendona, Fallperdona o Palmizin oe Palipeddona,
anfipskticos Indicatos en el fratamients de 3 esguizofreria, los eplsodlos mankacos asocados 3 los
trasiomos bipolanss y la agresion relacionada con trastomos pelgulatnicos.

Esta decksion 58 D353 en la Informacion de sequridad provenlente o2 @ Agencia Canadiense de
Medicamentos' la que comunica a los profeslonales de salud y pacientas:

Paliperidona existe el riesgo de desarrollar sindrome de iris flicido imfrooperatorio (SIFI) durante

En personas que toman medicamentos que comtienen Risperidona, Paliperidona o Palmitate de
y despuis de la cirugia de cotarataos.

El SIFl es una compilcacion Intraoperatona que ha sido obssrvada durante |3 clugla de cataratas. Se
caractenza por una friada de skgnos Infreoperatorios que pueden aparecer en dstntos estadios de
gravedad y que son ks siguienies: ondulacion ded estoma del Ins fackdo, consfricsion progresiva
intraoperatona oe 3 puplla, propension 3 prolapsa oel ins hacia el facoemulsiicator y (35 Incislonas.

En ese sentido s2 Informa a los profeskonales de 3 salud:

+ El banefcio potencial de intemumplr & tratamients con Rispendona, Paliperidona o Palmiaio de
Faligerdona, anes de la clugla de cataratas, no se ha eslablesdo; y dele ser sopesado confra el
resgo de detaner |3 terapia anfipslcotica.

* A l08 cinujanos que realicen 13 Imtervenchin de cataratas, tener especial precaucion en pacleniss que
hayan tomado este tipo de medicamentos. 51 extite la sospecha de que pusde lagar a desamollarse un
51F, puede ser preckso adoptar las medidas necesanas para evitar & profapso def Ins durante |a cirugla
de cataratas.

A los padientes, g€ les recomienda:

s 5l esta planificando somelerse a una operacion oftalmica, asegurese de Indicarie a su medico que esta
fomiando o ha tomado I3 Rispardona, Pallperidona o Palmitsto de Pallparkdona,

+  No gajar de tomar Risparklona, Pallperidona o Palmitat ge Pallpardona sin consultar con su médico.

+ Sl bene cualquier pregunta o Inquistud sobre su tratamiento con Risperidona, Pallparkiona o Palmitato
g Pallparidona consulbe con 56 medico.

Finaimente 52 rECUENa quUe 85 NScesano ¥ oblgatono r2portar al Sistema Pefuano de Fammacovigiancia,
135 S0Spechas oo Meaccionas I0WErsas Que se obsenven por 13 ublizacksn de los pm-dums farmaciutioos
Que 58 Comerciallzan en nuestn pals, al comeo electrtnizo; famEs s 153,00

Lima, 29 de Agosin del 2014

o bmads Cormds: Fispsddoss- or pelpsidons-conisining procuchs - nimscessthe Ploppy s Syrdoma (1I5) - For Heskh Peclssscras. Ciponbs s
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Animal & Veterinary | Cosmetics

U.S. Food and Drug Administration

Protecting and Promoting Your Health

FILY/A

Medical Devices | Radistion-Emitiing Products | “Yaccines, Blood & Biologics Tobacco Products

Safety

Home > Safety

MedWaich The FDA Safety Information and Adverse Event Reporting Program

MedWaich The FOW Safety
Information and Adverse Event

Reporting Program

Subscribe to MedWatch Safety
Aleris

Safety Information

Reporting Senous Problems to
FOuA,

J

Resources for You

Report a Serious Medical
Product Problem Online

Report Dietary Supplements and
Tobacco Product Problems
Online

Reporting Unlawiul Sales of
Medical Products on the Internet

Consumer-Friendly Reporting
Form 35008 (PDF - 1.2MB)

mIWatch The FDA Safety
Information and Adverse Event
Reporting Program

Report a Serious Medical Product Problem Online

b " Your FDA gateway for clinically important

—Miﬂ WATCH safety information and reporting serious
N problems with human medical products.

What's New

» Bo Ying Compound by Eu Yan Sang (Hong Kong) Lid: FDA/CDER
Statement - Risk of Lead Poisoning Exposure to lead can cause
serious damaage to the central nervous system, the kidneys, and the

Spotlight

2014 Safety Alerts for Human
viedical Produciz

MedwWatchLeam - Teaching
students, health professionals,
and consumers how to report
problems to FDA

BeSafeRx: Know Your Online
Pharmacy

WANTED: Consumers to Report
Problems

Medical Product Safiety
Educational Resources

Stay Informed

Subscribe to MedWaich Safely
Aleriz

Join the MedWatch E-Iistc
About the MedWatch Edist

Erillruar hllcA\floterb ~un Tunitor 0

[lwww.fda.gov/Safety/MedWatch/default.htm




MedWistch The FDA Safety Medical Product Safety Information

Information and Adverse Exvent
Reporting Frogram

+ Safety Information

Safety Alerts for Human Medical
Products

b, The FDA Safety Information and
=~MEDWATCH  \iverse Event Reporting Program

Drug Safety Labeling Changes

Resources for You

Safety Alerts for Human Medical Products (Drugs, Biologics, Medical Devices,
Special Nutritionals, and Cosmetics)

Report a Senous Medica
Product Probiem Online WedWatch alerts provide timely new safety information om human drugs, medical devices, vaccines and other
Subscribe to MedWatch Safety biologics, dietary supplements, and cosmetics. The slerts contain actionable information that may impact both
Alens treatment and diagnostic choices for healthcare prciessional and patient.

Medication Guides
2014 Safety Alerts
An FDA Guide to Drug Safety

Terms [ARCHNED] 2012 | 2012 | 2011 | 2040 | 2009 | 2008 | 2007 | 2006 | 2005 | 2004 | 2003 | 2002 | 2004 | 2000

Podential Signals of Serious j
Risks/Mew Safety Information
Identified from the FOM Adwverse

ﬁ;:g::tﬁ?l””‘"ﬂ System Drug Safety Labeling Changes
" J.

ddonthly summaries of drug products with safety labeling changes to the BOXED WARNING,
CONTRAINDICATIONS, WARMNINGS, PRECAUTIONS, ADWVERSE REACTIONS, or PATIENT PACKAGE

INSERT/MEDICATION GUIDE sections.
2014: Jan|Feb|MarlspriMay|Jun]Jull&ug
2013: Jan|Feb|MarApriMay|JunlJullAug|Sep|Oct|Mov]Dec
2012: Jan|Feb|MaraprMay|JunjJulléug|Sep|Cct)MHuv]Dec
2011: Jan|Feb|Mar|Apr|May|Jun|JuljAug|Sep|OctiMov|Dec
2010: Jan|Feb|Mar|Apr|May|Jun]|JuljAug|Sep|OctiMov]|Dec

20059: Jan|Feb|Mar]Apr|May|Jun]JuljAug|Sep|OctiMov]|Dec

2008: Jan|Feb|Mar]Apr|May|Jun]JuljAug|Sep|OctiMov]Dec
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Acetaminophen Prescription Combination Drug
Products with more than 325 mg: FDA Statement
- Recommendation to Discontinue Prescribing
and Dispensing

[Posted 01/14/2014]
AUDIENMCE: Consumer, Dentisiry, Emergency Medicine, Internal Medicine, Pharmacy, Pain Management, Surgery

ISSUE: FDA is recommending health care professionals discontinue prescribing and dispensing prescription
combination drug products that contain more than 325 milligrams (mg) of acetaminophen per tablet, capsule or
other dosage unit. There are no aveilable data to show that taking more than 325 mg of acetaminophen per dosage
unit provides additional benefit that outweighs the added risks. for liver injury. Further, limiting the amount of
acetaminophen per dosage unit will reduce the risk of severe liver injury from inadvertent acetsminophen overdose,
which can lead to liver failure, liver transplant, and death.

Cases of severe liver injury with acetaminophen have occurred in patients whao:

= took more than the prescribed dose of an acetaminophen-containing product in &8 24-hour perod;
= took more than one acetaminophen-containing product at the same time: or
= drank alcohol while taking acetaminophen products.

BACKGROUMND: In January 2011 FDA asked manufacturers of prescription combination drug products containing
acetaminophen to limit the amount of scetaminophen to no more than 325 mg in each tablet or capsule by January
14, 2014. FDA reqguested this action to protect consumers from the risk of severe liver damage which can result
from taking too much acetaminophen. This category of prescription drugs combines acetaminophen with another
ingredient intended to treat pain (most often an opicid). and these products are commonly prescribed to consumers
for pain, such as pain from acute injuries, post-operative pain, or pain following dental procedures.

Acetaminophen is also widely used as an over-the-counter (OTC) pain and fever medication, and is often combined
with other ingredients, such as cough and cold ingredients. FDA will address OTC acetaminophen products in
ancther regulatory action. Many consumers are often unaware that many products (both prescription and OTC)

contain acetaminophen, making it easy to accidentslly take too much.

More than half of manufacturers hawve voluntarily complied with the FDA request. However. some prescrption
combination drug products containing more than 325 mg of acetaminophen per dosage unit remsin available. In the
mear future FDA intends fo institute proceedings to withdraw approval of prescription combination drug products
containing more than 325 mg of acetaminophen per dosage unit that remain on the market.

RECOMMENDATION: FDA recommends that health care providers consider prescribing combination dreg

products that contain 225 mg or less of acetaminophen. FDOA slso recommends that when a pharmacist receives a
prescription for a8 combination product with more than 325 mg of acetaminophen per dosage unit that they contact
the prescriber to discuss a product with a lower dose of acetaminophen. A two tablet or two capsule dose may still

icalProducts/

cm381650.htm
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Home Human regulatory Veterinary regulatory Committees News & events Partners & networks About us

- P Home F Find medicine # Human medicines P Patient safety
Human medicines

European public Patient Safet'}f [ Email () Print @ Help Share

assassment reports

b Patient safety
This page lists major changes made to the authorisation of medicines, which have been recommended by the

Pending EC decisions European Medicines Agency's Committee for Medicinal Products for Human Use (CHMP) to improve safety for
patients.

Withdrawn applications

The page lists patient safety information from the last two years. For a full list of all changes made to a centrally authorised
medicing, ses its European public assessment report. For information on referrals, see referrals,

Paediatrics

Rare disease
designations

Medicines under - Last
) Patient safety
evaluation undatad

Medicines for use EMA confirms positive benefit-risk for antidepressant Valdoxan/Thymanax (agomelating) 26/0%/2014
outside the EU

CMDh endaorses restricted use of bromocriptine for stopping breast milk production 21/08/2014
Referrals

CMDh endorses suspension of methadone oral solutions containing high molecular weight povidons 24/07/2014
Shortages catalogue

Combined use of madicines affecting the renin-angiotensin system (RAS) to be restricted - CHMP endorsas

Veterinary medicines PRAC recommendation 23/05/2014

http://www.ema.europa.eu/emal/index.jsp?curl= es/medicines/landin
/pha listing.isp&mid=WC0b01ac058001d126
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Search document library Q
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Home Human regulatory Veterinary regulatory Committees News & events Partners & networks About us

- P Home P Find medicine # Human medicines # Patient safety
Human medicines

European public EMA confirms positive benefit-risk for
ST I antidepressant Valdoxan/Thymanax (agomelatine)  [zemail (& print @ Help (& share
b Patient safety
Press release Related information
b Valdoxan: EPAR
26/09/2014 P Thymanax: EPAR

Pending EC decisions
Withdrawn applications

Paediatrics EMA confirms positive benefit-risk for antidepressant

T e Valdoxan/Thymanax (agomelatine)
designations

¥ Meeting highlights from the
Committee for Madicinal Products

Measures introduced to improve monitoring of liver function during treatment for Human Use (CHMP) 22-25

Medicines under September 2014 (26/08/2014)

. The European Medicines Agency has completed a review of the anti-depressant
evaluation

medicine Valdoxan/Thymanax and concluded that its benefits continue to outweigh the
Medicines for use risks. However, the Agency has recommendad that further measures should be put in . .
=izl place to minimise the risk of liver toxicity. Valdoxan and Thymanax are two identical Monika Benstetter or Martin Harvey

medicines used to treat major depression in adults. Tel. +44 (0)20 3660 8427
Referrals E-mail: press@ema.europa.eu

A patient booklet will be distributed to all patients taking Valdoxan/Thymanax so that
Shortages catalogue they are aware of the risk to the liver and the signs of liver problems to look out for.
This booklet also includes information on the importance of monitoring liver function,

Contact point:

Veterinary medicines

Warnings in the product information will also be strengthened to emphasise that liver

http://www.ema.europa.eu/emal/index.ijsp?
detail 002173.jsp&mid=WC0b01ac058001d126




European database of suspected
adverse drug reaction reports

m Eeponercka Daza JaHHW OTHOCHO ChODLWEHMATA 3a NOJ0IMPaHK HEXENaHM LIMM
E Base de datos europea de informes de presuntas reacciones adversas
E Evropskd databdze hlieni podezieni na nefidouci Ginky l1&&ivych piipravki

m Europacisk database over indberetninger om formodede bivirkninger
m Europadische Datenbank gemeldeter Verdachtsfille von Arzneimittelnebenwirkungen

e

| : : m Eupwnaikr Baon dsdopsvov avapopoy nifavoioyoupevoy avemBopnTwy evepySiny (apuarmy
‘ . m European database of suspected adverse drug reaction reports
| ﬂ Base de données européenne des rapports sur les effets indésirables suspectés des médicaments

L—-— 4 m Bunachar sonrai Eorpach na dtuarascalacha um fhrithghniomh diobhalach amhrasta in aghaidh druga
ﬂ Banca dati europea delle segnalazioni di sospette reazioni avverse ai farmaci

-
X 9 ' m Ravimite vGimalike korvaltoimete teatiste Euroopa andmebaas
e —

m Eiropas zipojumu par iesp&jamam z3a|u blakusparadibam datu baze

“ Pranedimy apie [tariamg nepageidaujama reakcijg | vaistus Europos duomeny bazé
m Feltételezett mellékhatasokrdl szald jelentések eurdpai adatbazisa

m Database Ewropea ta' rapporti dwar reazzjonijiet avversi ssuspettati ghal medicina
m Europese database van rapporten over vermoedelijke bijwerkingen van geneesmiddelen
m Europeisk database over rapporter om antatte bivirkninger

m Europejska baza danych zgtoszen o podejrzewanych dziataniach niepozadanych lekdw
m Base de dados europeia de notificagies de reacoes adversas medicamentosas suspeitas
m Baza europeand de date privind rapoartele despre reactiile adverse suspectate la medicamente
E Eurdpska databdza hlaseni o podozreniach na neZiaduce udinky liskov

m Evropska podatkovna baza porodil o domnevnih nezZelenih ucinkih zdravil

EU:n tietokanta 1ddkkeiden epdiltyjd haittavaikutuksia koskevista ilmoituksista

m Europeiska databasen for rapporter om misstankta ldkemedelsbiverkningar

SCIERCE MEMCIMES HEALTH

o EUROPEAN MEDICINES AGENCY EudraVigilance

http://www.adrreports.eu/




Contactos | Preguntas frecuentes | Glosano

Base de datos europea de informes
de presuntas reacciones adversas

Inicio Acerca de Entender los informes Bisqueda Seguridad de los medicamentos

Acceso en linea a los informes de presuntos efectos
secundarios

~y Bluisqueda de un informe
En esta web, usted podra visualizar datos sobre
presuntos efectos secundarios también Busque aqui informes de

c_onuudos Como presluntas reacuones: adversas a presuntas reacciones adversas
farmacos de los medicamentos autorizados en el

Espacio Econdmico Eurcpeo (EEE). En la
actualidad, los datos se refieren lUnicamente a
medicamentos aprobados a traves del
procedimiento centralizado de autorizacion.

Moticias Informacién clave

31/05/2012 European Medicines Agency 4 La informacidén de esta web se refiere a presuntos efectos secundarios, es decir, a

boosts EU transparency with acontecimientos médicos observados tras el uso de un medicamento, pero que no

online publication of suspected necesariamente estan relacionados con el medicamento o producidos por él.

side effect reports.
La informacian sobre los presuntos efectos secundarios no debe interpretarse como que el

QOtras noticias... medicamento o el principio activo producen el efecto cbservado ni como gue su uso no es

seguro. Silo una evaluacion detallada v una valoracién cientifica de todos los datos disponibles
permiten llegar a conclusiones solidas sobre los beneficios v riesgos de un medicamento.

L Como informar sobre un i ) .
l‘v La Agencia Europea de Medicamentos publica estos datos de modo que los grupos de
interesados, entre los que se incluye el publico general, puedan acceder a la informacion que
utilizan las Autoridades Europeas Reguladoras para revisar la seguridad de un medicamento o
principio activo. La transparencia s un principio clave de la Agencia.

efecto secundario

http://www.adrreports.eu/
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Rivaroxaban: Reporte de sospechas de reacciones adversas

Base de datos europea de % |/ | | Oracle Bl Interactive Dash! x -"\

&« C | & bttps://bi.ema.europa.eu/analyticsSOAP/saw.dll?PortalPages

Number of Individual Cases Number of Individual Cases By Reaction Groups Mumber of Individual Cases for a selected Reaction Group Number of Individual Cases for a selected Reaction

The number of individual cases identified in EudraVigilance for RIVAROXABAN is 25,518 (up to Aug 2014)
Number of individual cases by Age Group

Age Group Cases

Not Specified 9,089
0-1 Month 3
2 Months - 2 Years 5
3-11 Years 1
12-17 Years 14
18-64 Years

65-85 Years

Mare than 85 Years
Total

Not Specified

[=RNT]

0-1 Month

[=]

2 Months - 2

[=]

[=]

n

T A

Number of individual cases

Number of individual cases by Sex

Sex L]
Female 44,0%
Male 41.6%
Not Specified 14.4%
Total 100.0%

3,674

2000 =

Number of individual cases

Number of individual cases by Geographic Origin (EEA/Non-EEA)

Occurrence Country
EEA/Non EEA ‘ Cases
European Economic Area ‘
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AGOMELATINA (THYMANAX® VALDOMANY) ¥ TOXICIDAD
HEPATICA: NUEVAS RECOMENDACIONES DE USO
Informacicn para profesionales sanitarios

(Recomendacionss del Comité para la Evaluacion de Rlesgos an Farmacovigl-
lancla surcpec-PRAC)

Fecha de publicacion: 15 de septiambre de 2014

Coalngorts: MECRCANMENTOE DE LD HUMEND, SECH RIDAD
Fefarenca MUH (FV], 140004

Tras 13 revision de (05 daros disponibias de alreraciongs hepan-
cas en el contexto del uso rerapdunco de agomelanna, 59 reco-
mianda a los profasionalas sanmanos:

- NO MMICIEr NUSVOS MIAMUeNIos con agomelanng en pacientas
de 75 anos o edad 0 MAyores. En DacIenTes d9 65135 eOades
Gue 518N y¥a en TaE@mento, ravisar en fa proxima consuita
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En mdas o5 paciantes, S8guir asmiciaments as recomanda-
clonas sobve MOoRMonzacion de 13 funcidn hepanca establec-
das en fa ficha récnica de Thymanax® y Valdoxan®™

Mo Iniciar & matamiento, o suspenderio, en aquelios pacen-
IBE qUE reSEnten Un valor de enzimas hepamcas J veces
superior al limire supenor de la normalidad.

Informar a los pacientss en mEEMIENo sobre [os 51gnos y
sinTomas de dalo hepanco, INQICANToIes QUe DUSQUEN 35M5-
Gia madica en i caso d8 JUe 85105 58 Drasentan.

Agomelatina (Thymanax®, Valdoxan™) es un anfidepresivo aulonzado des-
de el aflo 2009 para el fratamiento de episodios de depreslon mayor en pa-
clentes adutos.

El esgo ge alteraciones hepaticas asoclado a agomelat 'IE'EG :l:ll'l:IlZ‘-llll:l1:|I
g2 encuenia desciin en las fichas técnicas de ymangy™ y ¥aldosan®,
asl como 138 recomendacionss de monliozacion de |a funcion hepatica en
Ios pacientes en tratamiento, tanto antes del Inkclo como durante el mismo.

En su reunlon de sepiliemore de 2014, & Comite para la Evaluadion de
Riesgos en Famacoviglancla europeo (PRAC), en 3 revislan pefodica de
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Safety wamings, alerts and
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Volume 8, Issue 2  September 2014

General safely information and | gtest advice for medicines users
advice

Drug safety advice

How we monitor the safety of

products
» Ferumoxytol: risk of serious hypersensitivity reactions— Subscribe to email alerts @
Reporting safety problems contraindicated if any drug allergy: administer via infusion

Mew recommendations are being introduced to minimise the risk of serious
hypersensitivity reactions with ferumoxytol. These include a contraindication in
patients with any drug allergies and changes in the method of adminisiration Search Drug Safety Update

Information for healthcare
profegsional specialties

Drug Safety Update |

Denosumab: minimising the risk of osteonecrosis of the jaw:
. Dé;? Safety Update PP monitoring for hypocalcaemia—updated recommendations | All publications..
ednon

Denosumab is associated with a risk of osteonecrosis of the jaw (OMJ) and with a | All therapeutic areas...
Meadicines information risk of hypocalcaemia. Before starting denosumab treatment, a dental examination
and appropriate preventive dentistry are now recommended to reduce the risk of | All audience groups..
osteonecrosis of the jaw (ONJ).

Risk communications
Search tips and FAQS

¢ Nitrofurantoin now contraindicated in most patients with an estimated
glomerular filtration rate (eGFR) of less than 45 ml/min Looking for previous DSU publications?

http://www.mhra.go ' ' Update/index.
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Rituximab: Pediatric drug information Brand Names: U S.

Pediatria

e Rituximab: Patient drug information Y, Brand Names: Canada
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Selection of initial therapy for symptomatic or advanced chronic lymphocytic leukemia

. ing: Pediatri
Rituximab and other B cell targeted therapies for rheumatoid arthritis LIRS

Dosing: Geriatric
Treatment protocols for lymphoma
Dosing: Renal Impairment

Immune thrombocytopenia (ITP) in children: Management of chronic disease Dosing: Hepatic Impairment

Initial treatment of advanced stage diffuse large B cell ymphoma Dosage Forms: U.S
Treatment of systemic and extraglandular manifestations of Sjégren’s syndrome Generic Equivalent Available: U.S

Initial treatment of advanced stage (II/IV) follicular lymphoma Medication Guide

Management of refractory pemphigus vulgaris and pemphigus foliaceus Administration

Compatibility
Treatment, prognosis, and prophylaxis of secondary central nervous system lymphoma

Use

Management of mucous membrane pemphigoid
Use - Unlabeled

Steroid-resistant idiopathic nephrotic syndrome in children Medication Safety Issues

Paraneoplastic pemphigus Adverse Reactions Significant

Management and prognosis of bullous pemphigoid Contraindications
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Rituximab
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Waldenstrom macroglobulinemia
Mon-Hodgkin lymphoma (NHL)
Cryoglobulinemia (Type II)
Ibritumomab

Cryoglobulinemia (Type III)
Chronic lymphocytic leukemia (CLL)

Mantle cell ymphoma

arthritis

Autoimmune hemolytic anemia

Primary cardiac lymphoma

Bendamustine

Lymphocytoma cutis

Combination therapies for rheumatoid arthritis

Mephrotic syndrome in children

Biologic disease-modifying antirheumatic drugs (DMARDs) f

br rheumatoid
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Acquired Hemophilia A

Rituximab

Risk of PML
Warnings
General Information
Uses and Efficacy
Dosage and Administration
Cautions and Adverse Effects

Interactions

Mechanism of Action/Pharmacokinetics
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Patient Information
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Azithromycin
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Intravenous, Ophthalmic, Oral
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Tox & Drug: Azithromycin
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FDA-Labeled Indications [V Compatibility (single) Administration/Monitoring
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Pregnancy Category Requlatory Status Toxicology - Range of Toxicity DRUG CONSULTS (20 results)
Breast Feeding Generic Availability Clinical Teaching
Drug Interactions (single) References

DRUG IMAGES (US)

BACTERIAL ENDOCARDITIS PROPHYLAXIS - AHA
GUIDELINES

CHANCROID - COC GUIDELINES

CHLAMYDIAL INFECTIONS - COC GUIDELINES
QOTHER INFORMATION DRUG-INDUCED MYASTHENIA GRAVIS

Maore »

COMPARATIVE EFFICACY (32 results)

MARTINDALE INDEX NOMINUM [T-DIALOGO SUI FARMACI
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AZIPROME 3 cpr riv 500 mg Cefaclor
AZITREDIL 3 cpr riv 500 mg Cefadroxl
More » More
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Drug Name: Rituximab [USAN:INN:BAN] [show more names]
Description: A genefically engineered anti-CD20 antibody for the treatment of B-cell lymphoma.

NCI: A recombinant chimenc muring/human antibody directed against the CD20 antigen, a
hydrophobic transmembrane protein locatad on normal pre-B and mature B lymphocytes.
Following binding, rituximab triggers a host cytotoxic immune response against CO20-positiv
cells.(NCI Dictionary)
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Interaction is unlikely, r phenytoin + warfarin

phenytoin, warfarin. Other (see comment).
Significant interaction possible, monitor closely.
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those effects with continued use (2+ wks).
There are multiple mechanisms involved,
including enzyme induction, plasma protein
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