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Review Article

The Use of Medication in Pregnancy

Katarina Dathe, Christof Schaefer

Summary

Badhground; Drug =afety has the highast priority in fhe freaiment of pregnant
‘wamen, as any effect on fetal development will nod be immediately evident, and the
harm that ensues may have lifelong edverse consequences.

Methods: This review is based on pertinent publicafions retrieved by a seleciive
tarature saarch and on expart assessment on the basis of the cumrent evidanca.

Rasults: The teratogenic and fetotnxic dnags that ane most importand in their
magnitude of effect and/or frequency of exposure are discussed, alang with their
charecienistic affeds. For each of the main indications for drug tresiment during
pregnancy, fhe cument drugs of choice are stated, regardiass of thair approwal
status for use by pregnant women. Drugs are designated &s “iolerable™ in pregnan-
«cy if thera is currently no reliable evidence of a human teratogenic effect bui the
state of tha evidancs is sill inadequade for a conclusive determination. Such drugs
«can be given, in consideration of the risks and benefits, in case the drugs of choice
are out of the quesfan. Unplanned pregnancies arising in women who are taking
“olerable” drugs do not necessitate fhe immediate switch or disconfinuation of the
drug. On the other hand, drugs with known teratogenic or fefobaxic affects are desig-
naied as “coniraindicated.” For any pregnant woman expased {0 such a drug, the
nsk must be assessed individually, and a risk management sirategy must be
dedermined.

Caonclusion: For most indications for dnag treatment in pregnant women, drugs are
‘aveilahla with adequate clinical experiance supporting drug =afety. In &l fields of
medicine, dnug safety information for pregnant women needs to be stated more
precisely and in a manner more suitable for cinical application; mareover, the
explanafion to the patient must enable har o assass the risk realisfically, but should
not arpusa undue anxiety. Drug safety in pregnancy demands the confinuous callec-
fion of abservafional data, so that risks can be essessed as precsely as possibla
and falsa suspicions can be laid to rast, both for new drugs and for thosa that have
already bean in longstanding use. To this end, the Pharmacowigilance Insfhute
[Pharmakowigdanz- und Beratungszentrum, PVZ) for Embryotodcology crificaly
‘assesses the curmant state of the evidence and camies out its own relevant
obe=arvational studies.

he use of medication in pregnancy s the norm—unod

the exception. According to a French study, drugs

are prescribed to 90% of all pregnant women (1)
However, there is still a sense of unesse surounding this
topic, both among the healtheare providers and expectant
medbeers, It is not uncommon that wncertainties in the
assessment of the fetal risks associated with the wse of
meedication during pregnancy irigger irrational belavior,
potentially resulting in withholding westment, lack of
compliance and overreactions, such s termination of a
desired pregnamcy afier takimg a supposedly “risky™
meedication. The “Contergan scandal™ (the brand name of
thalidomide in Germarny ), which occurmed 60 years ago, is
still in the mind of many people.

The safety of medication use in pregnancy always
involves two  individuals The developing “oco-
treated” unbom child is at its most valnerable stage of
lifie. Unlike in ehildren or adults, side effects affecting
the embryo cannot be detected early enough o pre-
vent potentially life-long damages. Thus, medication
safety in pregnancy is of ulmost imporiance.

For most indications, sufficiently proven medi-
cations are available Detailed information about the
tolerability and safety of medications in pregnancy or
in persons desiring to have children can be found in
texthooks (2), online databases (3, 4) and at
specialized terainlogy information centers, such as
the Pharmacovigilance Instimute {Pherrmnnkongilans-
wund Beramngszenirum, PVZE) for Embryotoxicology
(“Embryotox”, for short) in Berlin {3). By contrast,
information  provided in package insens, in the
German  equivalent of the US Physicians® Desk
Reference (“Rote Liste™ ) and in summaries of product
characieristics is usually not specific enough and at
times misleading. These sources of information often
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TABLE 3
Treatments of first choice by indications (according to [2, 4, 5,

24,27, 28))

Treatment of first choice Tolerable Contra-
indicated
(evidence-
cased)

Acne Antiseptics, antibiotics Retinoids, esp. ’ No consequences after local

systemic retinoid use

ADHD Methylphenidate Cautious indication

Allergy Loratadine, cetirizine Other H1 antagonists

Anxiety disorder Sertraline, citalopram Venlafaxine rtd, other Neonatal adaptation syndrome

antidepressants*' possible

Antibiotic treatment  Penicillins, cephalosporins, erythromycin, Cotrimoxazol, doxycycline  Tetracyclines
azithromycin, clarithromycin, roxithromycin, up to 15 WG, ciprofioxacin, ~ contraindicated
spiramycin, fosfomycin mefronidazole, clindamy-  from 16 WG

cin, other anibiotics*'

Asthma Inhaled short-acting beta2-agonists, e.g. salbuta- | Montelukast, theophylline Treatment according to treatment
mol; ICS, e.g. budemde,lnhaledlmg-aﬁng rtd, tiotropium, omalizumab algorithm for non-pregnant patients
adrenergic agonists, e.g. formoterol (in combi-
nation with ICS)

Bipolar disorder Quetiapine, lamotrigine Lithium, other establlshed No valproic acid | Continue lithium if well-controlled;

antipsychotics*' prophylaxis neonatal adaptation syndrome




Journal of Midwifery & Women’s Health
Review

The 2015 US Food and Drug Administration
Pregnancy and Lactation Labeling Rule

Mary C. Brucker, CNM, PhD, Tekoa L. King, CNM, MPH

Asof 2015, the US Food and Drug Administration (FDA) discontinued the pregnancy risk categories (ABCDX]) th

putative safety of drugs for use among pregnant women. The ABCDX system has been replaced by the FDA Prey
Rule (PLLR) that requires narrative text to describe risk information, clinical considerations, and background d:

includes 3 overarching categorics: 1) pregnancy, which includes labor and birth; 2) lactation; and 3) females and n

This article reviews the key components of the PLLR and clinical implications, and provides resources for clini

women of reproductive age.

] Midwifery Womens Health 201 7:62:308-316 © 2017 by the American College of Nurse-Midwives.

Keywords:  drug safety, drugs, Food and Drug Administration, la

INTRODUCTION

Muore than 50% of all pregnant women in the United States
report using at least one prescription medication during the
tirst trimester, and almost 90% report using at least one pre-
scription drug over the course ot pregnancy.! The US Food
and Drug Administration (FD'A) approves a pharmaceutical
based on research evidence that the drug is both sate and
eftective.” The effectiveness of an agent usually is demon-
strated in clinical trials using controlled groups, random allo-
cation of participants to groups, techniques to minimize bias,
and set criteria to measure outcomes. However, safefy can be
a vague term. For pregnant women, drug safety means the
drug is not known to be embryocidal, teratogenic, or teto-
toxic, as well as indicating that the drug is sate for the woman

or lactating. Reproductive ettec
addressed. This article presents ¢
provide a necessary background
fora system to categorize drugs i
the history ot the FDA and the
including reasons it has been dis
system described in the FDA Pre
ing Rule (PLLR) of 2015 is pres
on clinical implications and res
labels.”

TERATOGEMS

Congenital defects occur among

www.jmwh.org

Table 1. US Food and Drug Administration Letter Categories for Safety of Drug Use During P regnancy

Category Definition
A Well-controlled studies in humans

show no risk to tetus,

B Mo well-controlled studies have
been conducted in humans;
amimal studies show no risk to

fetus.

C Either no well-controlled studies
have been conducted in humans,
or amimal studies have
demonstrated an adversze etfect

on tefus.

] Evidence of human risk to the fetus
exists; however, benetits may
outweigh risks in certain

situations.

X Controlled studies in animals or
humans demonstrate tatal
abnormalities; the risk in
pregnant women clearly

outweighs any possible benetit.

Clinical Implications

Few drugs have been the subject of double-blinded. randomized controlled
trials that enrolled pregnant women as participants. There are very tew
drugs assigned to this category.

This category includes drugs that have satety data trom observational studies
that may or may not be included on the drug label. Although somewhat
helptul, these studies detect an association but cannot prove an etiologic
relationship between a specitic risk and the index drug. Similarly, animal
studies are species dependent and may not be easily generalized to humans.

The majority of drugs (approximately 60%-70%) are assigned this category
because no or little research about use in pregnancy has been conducted.
Animal studies that have identitied adverse tetal ettects are included in this
category. Thus, category C includes some information about animal studies
that may or may not be concerning to humans and no data about human
studies, which results in a category that has limited clinical utility and
potential contusion tor the health care protessional.

This category is assigned to drugs that have known risks to the tetus or
newborn. However most of the drugs in this category may be essential to
conserve maternal health. An example is phenytoin { Dilantin) that is used
to prevent seizures among women with epilepsy but is also known to cause
tetal hydantoin syndrome. The problem is assigning risks versus benetits
and often the incidence of risks associated with the drug is not well defined
in the drug label nor are the potential benefits of treatment.

This category is reserved tor known teratogens such as isotretinoin
{Accutane) that are linked with adverse fetal outcomes and for which either
alternative therapies can be tound or discontinuation does not result in

major maternal harm.

Sources: Food and Drug Administration®; Law R*; Blehar MC™ ; Doering PL'Y; Schardein 1.2

https://onlinelibrary.wiley.com/doi/epdf/10.1111/jmwh.12611
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TALIDOMIDA Y FOCOMELIA

Inicio de la Farmacovigilancia

La talidomida se comercializd por 1ra vez a
fines de la década de 1950 como un
sedante y se utilizd en el tratamiento de las
nauseas en mujeres embarazadas

Europa, Australia y Japdn, nacieron
aproximadamente 10,000 nifios con
focomelia.

En 1961 ,prohibicion de la talidomida

Reduccion de las extremidades, otros efectos
atribuidos posteriormente incluyeron
cardiopatias congénitas, malformaciones
internas y externas




I[sotretinoin and pregnancy

Robert S, Stern, M.D.,* Franz Rosa, M.D.,** and Carlene Baum ***
Boston, MA, and Rockville, MD

Approximately 120,000 women of childbearing age used isotretinoin in the
first 16 months after its release for the treatment of cystic acne. In September,
1983, the American Academy of Dermatology requested its members to relate
the outcome of pregnancies of women inadvertently exposed to isotretinoin
(Accutane) during pregnancy to its Adverse Drug Reaction Reporting System
(ADRRS). Of nine pregnancies reported, seven ended in spontaneous abortion
or the birth of an infant with birth defects. Of thirty-five pregnancies with
isotretinoin exposure reported to the ADRRS or the U.S. Food and Drug
Administration, twenty-nine (83%) resulted in spontaneous abortion or infants
with birth defects. The most frequently reported severe birth defects involved
the central nervous system (microcephaly or hydrocephalus) and the
cardiovascular system (anomalies of the great vessels). Microtia or absence of
external ears were also noted in a majority of cases. These findings illustrate
the usefulness of specialty-based reporting of adverse drug effects and
emphasize the teratogenic risk of isotretinoin in humans. Physicians need to

fully and carefully inform women of childbearing age of these risks. (J AM
AcaD DErRMATOL 10:851-854, 1984.)




iVALPROATO EN GESTACION Y MALFORMACION EN NINOS?
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Exposicion al valproato de sodio durante el embarazo: caracteristicas
faciales y signos de autismo

Rachel Stadelmaier , ' 2 Hanah Nasri, 23 Curtis K. Deutsch , * Margaret Bauman , 5 Anne Hunt , &
23

Christopher Stodgell , 7 Jane Adams , 8 y Lewis B. Holmes

+ Informacién del autor Informacién de - copyrighty licencia Descargo de responsabilidad

La versidn editada final del editor de este articulo esta disponible en Birth Defects Res

Resumen Ir:

ANTECEDENTES

El acido valproico (VPA) es el farmaco anticonvulsivo mas teratogénico en uso clinico en la actualidad.
Los nifios expuestos prenatalmentes al VPA han demostrado previamente tener caracteristicas craneofaciales
dismérficas. identificadas subjetivamente pero no por métodos antropométricos. La exposicidn al VPA
también se ha asociado con una mayor frecuencia de trastorno del espectro autista (TEA). Se ha observado
un aumento del indice cefilico (la relacidn entre el ancho lateral craneal y la longitud craneal anterior-

posterior) en nifios con TEA.

Métodos

Cuarenta y siete nifios expuestos a VPA durante el primer trimestre del embarazo fueron evaluados para
detectar rasgos faciales dismorficos, identificados subjetivamente v mediante mediciones. Cada nifio
expuesto a VPA fue evaluado para ASD usando el SCQ (Cuestionario de comunicacidn social). ADI-R
(Entrevista de diagnostico de autismo revisada) y ADOS (Programa de observacion de diagnostico de
autismo). El mismo examen fisico se realizd en un grupo de comparacién no expuesto de 126 nifios. Los
nifios no expuestos también tuvieron pruebas de rendimiento cognitive por WISC-III (la Escala de

inteligencia de Wechsler para nifios)

RESULTADOS

Articulos similares en PubMed

Acido valproico en el embarazo: ;cudnto estamos poniendo en
peligro al embrién y al feto? [Reprod Toxicol. 2009]]

Caracteristicas dismarficas: una pista importante para el
diagnéstico y la gravedad de los [Arch Dis Child Fetal Neonatal ]|

El efecto de la dieta cetogénica en un medelo animal de autismo
inducido por exposicién prenatal al acido val [Nutr Neurosci. 2017]]

Exposicidn prenatal al valproato y riesge de trastornos del
espectro autista y autismo infantil. [JAMA. 2013]

Embriopatia por acido valproico: informe de dos hermanos con
una mayor expansion de las anomalias f [Soy J Med Genet. 2001]|
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ED

U.S Food and Drug Administration

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

ALERTAS A NIVEL MUNDIAL

En junio del 2011 FDA informa que los nifios nacidos de madres que toman el medicamento valproato
de sodio o productos relacionados (acido valproico y divalproex sédico) durante el embarazo tienden a
obtener puntajes mas bajos de Cl que los nifios nacidos de madres que tomaron otros medicamentos
para las convulsiones durante el embarazo, |la diferencia en el Cl promedio entre los nifios variaba entre
8y 11 puntos

El 5 de mayo, 2013, La FDA informo a los profesionales de la salud y a las mujeres, que el medicamento
anticonvulsivo denominado valproato sddico y productos relacionados, estan contraindicados para las

mujeres embarazadas con epilepsia, trastorno bipolar o para prevenir la migraia, solo se deben recetar
productos con valproato si otros medicamentos no son eficaces para tratar el trastorno o son
inaceptables por otras razones.

En el 2014 EMA (European Medicines Agency) concluyé que: La incidencia de malformaciones
somadticas con valproato en monoterapia es de 10,73%; esta incidencia es considerablemente mds alta
que con otros fdrmacos antiepilépticos. La incidencia de retraso del desarrollo cognitivo, motor y en el
lenguaje (habla y comprension) y memoria es de 30 a 40%.
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MEDIDAS RECOMENDADAS POR LA AGENCIA EUROPEA DE
MEDICAMENTOS (EMA) Y EL COMITE DE EVALUACION DE RIESGOS DE
FARMACOVIGILANCIA (PRAC):

Finalmente, el
desarrollo de un
nuevo programa de
prevencion del
embarazo con
valproato.

El empaque exterior Una tarjeta de

de todos los recordatorio para el
medicamentos con paciente también se
valproato debe incluir une al envase exterior

una advertencia para los

visual sobre los farmacéuticos para
riesgos en el discutir con el
embarazo. paciente cada vez que

Ademas del texto en 3' medicamento se
recuadro, esto puede ISpensa

incluir un simbolo / > >
pictograma




MEDIDAS RECOMENDADAS POR LA AGENCIA EUROPEA DE
MEDICAMENTOS (EMA) Y EL COMITE DE EVALUACION DE RIESGOS DE
FARMACOVIGILANCIA (PRAC):

nrod d fmI ode

pacientes yI pt visaran en a una de esas revisiones
onfirmar q e han d d oy ente dd los sejos apropiados




LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
(AEMPS)

Formulario de
conocimiento de riesgos

Guia de profesionales
Sanitarios

e Su finalidad es
confirmar que se Tarjeta del Paciente
transmite a la paciente
la informacion sobre
los riesgos en el
embarazo y que esta lo
ha comprendido.

¢ Brinda informacion
detallada sobre “El

programa de Tarjeta recordatoria de

los riesgos y de las
medidas a adoptar

prevencion de
embarazos para el
valproato”




MNISTERI DE SALUD
‘Dwaccion General do Medkamentos, Insumos y Drogas

ALERTA DIGEMID N° 20 - 2013

nmw'ﬁmmlmﬂmymahmmw-
mvmronesonowm VALPROICO Y DVALPROATO DE SODIO, anticorvusivantes

trastrno bidar y a prevenconde mgrafias.
o los Estados Unidos (FOAY quer

Existe evidencia de que estos medicamentos pueden causar disminucién del cociente
intelectual (CT) en nifis cuyas mades ufilizaron estos medicamentos drante su

Medicamentos Anepiépticos en
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1 de Julo de 2013
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Do o o O O OSN3

Dispuso modificaciones del
Alerta DIGEMID N°20- inserto en el apartado de
advertencias y precauciones de
2013 los medicamentos que contienen
valproato

Informa del potencial riesgo de
malformaciones y problemas de

Alerta DIGEMID N°28- ,
desarrollo en los bebés

2015 expuestos al valproato en el
utero.

Dispuso que los titulares de los RS
de los productos con valproato
(acido valproico, valproato de sodio
y valproato semisddico), deben
cumplir con todo lo dispuesto en la
presente R.D.

R.D. N® 5972-2018-
DIGEMID/DPF/MINSA




CENTRO DE REFERENCIA INSTITUCIONAL DE
FARMACOVIGILANCIA Y TECNOVIGILANCIA (CRI)

Emitio un comunicado de seguridad sobre el riesgo de malformaciones
congénitas en nacidos de mujeres expuestas durante la gestacion.

En el tratamiento de epilepsia el uso de acido valproico
esta contraindicado durante la gestacion y en mujeres
en edad fértil.

En mujeres de edad fértil se recomienda:

Pruebas de embarazo antes y durante el tratamiento de
manera regular.

Educacion a la paciente sobre la necesidad de
anticoncepcion durante el tratamiento con acido
valproico

COMUNICADO DE SEGURIDAD N° 003-2018

ACIDO VALPROICO: RIESGO DE MALFORMACIONES CONGENITAS EN
NACIDOS DE MUJERES EXPUESTAS DURANTE LA GESTACION
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SN La Reprblica

POLITICA ECONOMIA SOCIEDAD MUNDO DEPORTES ESPECTACULOS TENDENCIAS | TEMAS =

SOCIEDAD

Mujeres podrian tener hijos con
malformaciones congénitas por
consumo de farmaco valproato

EsSalud sefiald que este farmaco ocasionaria que mujeres en edad fértil
tengan hijos con malformaciones congénitas, retraso del desarrollo motor y
cognitivo

© ElComerrio
Advierten que fluconazol podria causar
abortos y malformaciones congénitas

EsSalud informo que este medicamento se usa para tratar las infecciones provocadas por hongos,

principalmente en los organos genitales femeninos
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ADVIERTE ESSALUD
Uso de valproato
ocasionaria que
nifios nazcan
con autismo

EsSalud advirtio que el consumo de
valproato, férmaco indicado para el
tratamiento de epilepsia y trastornos
bipolares, ocasionaria que mujeres
en edad fértil tengan hijos con mal-
formaciones congénitas, retraso del
desarrollo motor y cognitivo, e inclu-
S0 autismo.

El gerente de Guias de Practica Cli-
nica, Farmacovigilancia y Tecnovigi-
lancia del Instituto de Evaluacién de
Tecnologias de Salud e Investigacién,
Héctor Garavito Farro, coment6 que
estudios a escala mundial revelaron
que un 40 % de nifios con exposicidn
prenatal al valproato o 4cido valproi-
co sufrieron retraso en el desarrollo
cognitivo, motor y que el riesgo de
autismo es cinco veces mayor que el
resto de antiepilépticos. @

¢VALPROATO / FLUCONAZOL DURANTE LA GESTACION SERAN SEGUROS?

Mujeres en edad fértil
en riesgo por farmaco

EcCalud advi para la epilepsia y trastornos
bipolares g iones y retraso en el d¢ llo- motor y cognitivo.
EsSalud advirtié que
¢l consumo de valproato, _
firmaco indicado para el
tratamiento de epilepsia —.’. 5|
y trastomos bipolares, o
ocasionaria que mujeres {h; s 4
en edad fértil tengan hijos 4
con malformaciones congé- E = I

nitas, retraso del desarrollo
motor y cognitivo, incluso
autismo.

Farmacovigilanciay Tecno-
vigilancia del Instituto de
Evaluacién de Tecnologias
de Salud e Investigacién
(IETST), doctor Héctor Ga-
ravito Farro, quien ademds
comentd que estudios a ni-
vel mundial revelaron que

— SRk
Las autoridades iniciaron el chequeo de tratamientos en los establecimientos.

o par en todos los el casode epilepsia el médico
clentodenifios con exposi-  edad fértil. ientos de los Co- clalista deberd evaluar su
cionprenatalal valproatoo  Ademds, mités de igilandi inicarmedidzsants

en el desarrollo cognitivo, ismo,ya y 1a Agencia Espafiola de
motot. | s i que i irigi i y Productos
_ Refiri que ya se emi- ] resto de antiepilépticos.  a las mujeres en edad fértil  Sanitarios (AEMPS)yla Agen-
tieron dos comunicados para prevenir los riesgos por  cia Europea de Medicamentos
de seguridad dirigidos  MONITOREO EN el uso del medi i

a los profesionales de la  ESTABLECIMIENTOS Asimismo,

s "
salud, entre ellos de neu- EsSalud también sefia- firmaconodebeserusadoen mujeres en edad fértil y ges-
rologia y psiquiatria, para 16 que estd haciendo un  nifs ji i
evitarlaindicacién deeste  monitoreo del uso de este  paratrastomosbipolares,y.en  en ¢l tiempo.




;PARACETAMOL DURANTE LA GESTACION Y RIESGO DE AUTISMO?

EVENTS AT WORK JOHNS HOPKINS MAGAZINE JHU.EDU

OHNS HOPKINS
UNIVERSITY

Taking Tylenol during pregnancy associated
with elevated risks for autism, ADHD

A Johns Hopkins study analyzing umbilical cord blood samples found that newborns
with the highest exposure to acetaminophen were about three times more likely to be
diagnosed with ADHD or autism spectrum disorder in childhood

THE JOURNAL OF i
Hub staff report / @ Nov 5 E CLINICAL PSYCHIATRY CME Institute JCP PCC Help q
A new study from researchers at the Johns Hopkins Bloomberg School of Public Q
Health has found that exposure to acetaminophen in the womb may increase a .. .
child's risk for attention deficit hyperactivity disorder or autism spectrum ﬂ E Quick Links Clinical and Practical Psyc hopharmaCOIOQy
disorder. Font: A | A | A

The researchers analyzed data from the Boston Birth Cohort, a 20-year study of
early life factors influencing pregnancy and child development. They found that
children whose cord blood samples contained the highest levels of
acetaminophen—the generic name for the drug Tylenol—were roughly three
times more likely to be diagnosed with ADHD or autism spectrum disorder later in
childhood, compared to children with the lowest levels of acetaminophen in their
cord blood.

Use of Acetaminophen
(Paracetamol) During
Pregnancy and the Risk of
Autism Spectrum Disorder in
the Offspring

More About Dr Andrade
Each manth in his online column, Dr
Andrade considers theoretical and
practical ideas in clinical
psychopharmacology with a view to
update the knowledge and skills of
medical practitioners who treat
patients with psychiatric conditions.

Chittaranjan Andrade, MD

Rglzted b

Their findings were published last week in JAMA Psychiatry.

= There are thearetical grounds to support the hypathesis
that gs ional exposure to Pl (par )]
increases the risk of autism spectrum disorder (ASD), and
thare is support for this hypothesis from studies that
compare trends in population-level use of acstaminophen

with trends in the incidenca/pravalence of ASD. Department of Psychopharmacoiogy,
National Institute of Mental Health and
- Ons largs prospective observational study found that Neurosciences, Bangsiore, India

gestational exposure to acztzminophen was associatad {candrade@psychiatrist.com)
with risk of neurodevelopmental impairments at age 3

years; longer duration of gestational expasure was

FeerrTizi oo ih mmED prinTiT e T TS

Howrever, the impairments excluded social deficits that are

the core features of ASD.

- Another large prospactive observational study found that
gestational exposure to acstaminophen was associated
with an increased risk of ASD, but only in cases with 2
comorbid hyperkinetic syndrome diagnasis.

- Although the data ars very limited, the data that do
presently exist do nat implicate acetaminophen exposurs




~ ¢QUE SE DEBE NOTIFICAR?

* Todas las sospechas de RAM (ley peruana)
* Prioridad de SRAM:

e Craves

e Desconocidas

sy Medicamentos de reciente comercializacion en el pais

mmmw  Uso off label (fuera de etiqueta)

mmme Embarazo y lactancia
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22. Antiepilépticos Problemas de Seguridad de Antiepilépticos durante |a gestacion. Descargar FDF:J 28/05/2021
. Riesgo de Sindrome de Guillain Barré tras la Administracion de la vacuna Vaxzevria =

21. Vacuna Vaxzevria anteriormente, vacuna de AstraZeneca) R ”"F__.J 02/09/2021
20. Antibioticos Riesgo de delirio posiblemente asociado a los Antibidticos Descargar FDF:J 12/08/2021
19. .melde.s y CDI‘II'IbIﬂaCIf:)I'I Peligrosa: Riesgo de Sindrome Serotoninérgico por interaccidn entre Opioides y - FDF-;J 12/08/2021
Wntidepresivos WMntidepresivos m——

Medicamentos, varios Infografia: Reacciones Adversas Medicamentosas en el Adulto Mayor Descargar FDF:J 10/08/2021
[ Lra s Riesgo de Miocarditis y Pericarditis tras el uso Comirnaty (Vacuna de Biontech/Pfizer) Dezcargar PoF 04/08/2021
Biontech/PFIZER g Y Y e

17. Vacuna Vaxzevria Riesgo de Sindrome de Extravasacion capilar tras el uso de la vacuna Vaxzevria Dieascargar FDF:J 3110772021
16. Isotretinoina Recomendacionas para el uso seguro de lsotretinoina Descangar FDF:J 15/07/2021
15. Benzodiazepinas Reacciones adversas de fotosensibilidad posiblemente asociadas a la Benzodiazepinas Descargar FDF:J 23/06/2021
14. Polietilenglicol Riesgo de aspiracion por accion interactiva entre Polietilenglicol y espesantes a base de almidon Descargar FDF:J 07/06/2021
13. Vacuna Vaxzevria Riesgo de Trombosis con Trombocitopenia tras el uso de la vacuna Vaxzevria Descargar FDF:J 01/06/2021
12. Lamaotrigina Riesgo de arritmia por el uso de Lamotrigina en pacientes con enfermedades cardiacas Descargar FDF:J 18/05/2021
11. Ceftriaxona Riesgo potencial de encefalopatia por el uso de Ceftriaxona Descargar FDF:J 10/05/2021
10. Diuréticos Riesgo de efectos adversos oculares asociados al uso de hidroclorotiazida y acetazolamida Dieascargar FDF'::J 10/05/2021
0 Vacunas Covid-19 Rigsao de TROMBOSIS por el uso de la vacuna frente a la COVIND-19 de Astra7enaca Descargar qun: | (E/0E (21
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Invitamos a participar a los
interesados en el estudio de
vtilizacion de
medicamentos contra la

COVID-19 en gestantes
atendidas en EsSalud.

Los interesados escribir a
farmacovigilancia@essalud.

gob.pe o
lisbeth.rodriguez@essalud.g

ob.pe

Muchas Gracias


mailto:farmacovigilancia@essalud.gob.pe
mailto:lisbeth.rodriguez@essalud.gob.pe
mailto:farmacovigilancia@essalud.gob.pe

