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DIFERENCA ENTRE O REMEDIO E O VENEN

ESTA NA CIRCUNSTANCIA E NA DOSE”

Anthony Wong
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ntos Nao Sujeitos a Receita Médica

REQUER “PRESCRICAO MEDICA”

o

~

Segundo a Diretiva 92/26 CEE - artigo 3

0 MNSRM tem que apresentar um perfil de seguranga aceitave
gue permita a sua administracao sem supervisao médica
ionando ao consumidor poupar tempo e custos de tratam
alivio de situacdes ligeiras de doenca



MEDICAMENTOS DE VENDA LIVRE - QUANDO O LIVRE E UM RISCO

MNSRM-EF

Desde 2005 estdo acessiveis em supermercados e outros pontos de venda
sem a supervisao de um farmacéutico

preocupacao ao nivel da
exequibilidade da monitorizacao
da seguranca dos MNSRM
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Despacho n® 2245/2003, de 16 de Janeiro Despacho o 17690/2007, de 10 de Agosto
(gue revoga o anterior Despacho n® 8637/2002, de 20 de Margo)

Situagies passiveis de automedicacio (termos técnicos)
a) Diarreia. a) Diarreia.
b) Hemorrdidas (diagndstico confirmado). b) Hemorrdidas (diagnostico confirmado).
c) Pirose, enfartamento, flatuléncia. c) Pirose, enfartamento, flatuléncia.
d) Obstipacao. d) Obstipagio.
¢) Vomitos, enjoo do movimento. €) Vomitos, enjoo do movimento.
f) Higiene oral e da orofaringe. ) Higiene oral e da orofaringe.
g) Endoparasitoses intestinais. g) Endoparasitoses intestinais.
h} Estomatites (excluindo graves) e gengivites. h) Estomatites (excluindo graves) e gengivites.
1) Odontalgias. 1) Odontalgias.
JjJ) Profilaxia da cane dentana.
k) Candidiase oral recorrente com diagnostico médico prévio.
) Modificacio dos termos de higiene oral por desinfeccio oral.
m) Estomatite aftosa.
a) Sintomatologia associada a estados gripais e constipagdes. | a) Sintomatologia associada a estados gripais e constipagoes.
b} Odinofagia, fanngite (excluindo amigdalite). b} Odinofagia, faringite (excluindo amigdalite).
¢) Rinorreia e congestio nasal. c) Rinorreia e congestio nasal.
d) Tosse e rouquidio d) Tosse e rouquidio
&) Tratamento sintomatico da rinite alérgica perene ou sazonal com diagnostico médico prévio.
1 Adjuvante mucolitico do tratamento antibacteriano das infecges respiratorias em presenga de
hiperssecrecao brénguica
&) Prevengio e tratamento da rinite alérgica perene ou sazonal com diagndstico médico prévio
(corticoide em inalador nasal)
a) Queimaduras de 1.° grau, incluindo solares. a) Queimaduras de 1.° grau, incluindo solares.
b} Verrugas. b) Verrugas.
¢) Acne ligeiro a moderado. c) Acne ligeiro a moderado.
d) Desinfecgao e higiene da pele e mucosas. d) Desinfeccao e higiene da pele e mucosas.
) Micoses interdigitais. €) Micoses interdigitais.
f) Ectoparasitoses. f) Ectoparasitoses.
g) Picadas de insectos. g) Picadas de insectos.
h) Pitiriase capitis (caspa). h) Fitiriase capitis (caspa).
i) Herpes labial. 1) Herpes labial.
j) Feridas superficiais. ) Feridas superficiais.
1) Dermatite das fraldas. 1) Dermatite das fraldas.
m) Seborreia. m) Seborreia.
n) Alopécia. n) Alopécia.
o) Calos e calosidades. o) Calos e calosidades.
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p) Frieiras.

g) Tratamento da pitiriase versicolor.

r) Candidiase baldnica.

5} Anestesia topica em mucosas ¢ pele nomeadamente mucosa oral e rectal.

1) Tratamento sintomético localizado de eczema e dermatite com diagndstico médico prévio.

a) Cefaleias ligeiras a moderadas

a) Cefaleias ligeiras a moderadas

B) Tratamento da dependéncia da nicotina para alivio dos sintomas de privacio desta substincia em
pessoas que desejem deixar de fumar.

¢) Enxaqueca com diagnostico médico prévio.

d) Ansiedade ligeira tempordria.

¢) Dificuldade temporiria em adormecer

a) Dores musculares ligeiras a moderadas.
b) Contusdes.
¢) Dores pos-traumaticas

a) Dores musculares ligeiras a moderadas.

b) Contuses.

¢} Dores pos-traumaticas

) Dores reumatismais ligeiras moderadas (osteartrose/osteoartrite).

¢) Dores articulares ligeiras a moderadas.

) Tratamento topico de sinovites, artrites (nio infecciosa), bursites, tendinites.

2) Inflamagdo moderada de origem misculo esquelética nomeadamente pos-traumatica ou de origem
reumstica.

a) Febre (< trés dias).
b) Estados de astenia de causa identificada.
¢) Prevencio de avitaminoses.

a) Febre (< trés dias).
b) Estados de astenia de causa identificada.
c) Prevengio de avitaminoses.

a) Hipossecregdo conjuntival, irritacio ocular de duragio
inferior a trés dias

a) Hipossecregio conjuntival, irritacdo ocular de duracio inferior a wés dias
B Tratamento preventivo da conjuntivite alérgica perene ou sazonal com diagndstico médico prévio.
) Tratamento sintomatico da conjuntivite alérgica perene ou sazonal com diagndstico médico prévio

a) Dismenorreia primaria.

b) Contracepgao de emergéncia.

c) Métodos contraceptivos de barreira e quimicos.
d) Higiene vaginal.

a) Dismenorreia primaria.

b) Contracepcio de emergéncia.

c) Métodos contraceptivos de barreira e quimicos.

d) Higiene vaginal.

¢) Modificacio dos termos de higiene vaginal por desinfeccio vaginal.

) Candidiase vaginal recorrente com diagnostico médico prévio. Situacao clinica caracterizada por
corriments vaginal esbranquicado, acompanhado de pruride vaginal e habitualmente com exarcebaciio
pré-menstrual.

) Terapéutica topica nas alteragdes troficas do tracto génito-urindrio inferior acompanhadas de queixas
vaginais como disparéunia, secura e prurido

a) Sindrome varicoso — terapéutica topica adjuvante

a) Sindrome varicoso — terapéutica topica adjuvante
B Tratamento sintomatico por via oral da insuficiéncia venosa cronica (com descricio de
sintomatologia).
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e Tecnologias da Saude

Medicamentos nio sujeitos a receita médica - razées mais frequentes de seu uso

Most frequent reasons for the consumption of Non-prescription Medicines

Ana Fernandes', Lidia Palma", Fitima Frazio™ Carla Monteiro"

Recebido em 11/11/2009
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“Tradicao e confianca sao os motivos que movem 90%
dos portugueses a comprar Medicamentos Nao
Sujeitos a Receita Médica (MNSRM) numa

farmacia.” "

O estudo nacional de Ana Ferna

a aquisicao de um MNSRM destinou-se
de diversos sintomas:

45,2% dor/febre
14,4%

2,8%

8,5%

2,3%

4,6%

22,2%

imento ao seu médi
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CAUTION

EMPOWERMENT
ZONE
AHEAD! ~ »
POPULACAO PEDIATRICA

Esta tipologia de dispensa de medicamento ao publico de MNSRM
fundamenta-se, no entanto, no principio que os pais

== tenham um bom nivel de literacia para a saude

== detenham a capacidade em realizar um correto diagnostico da
situacao clinica da sua crianca

=) consigam respeitar doses e numero de dias de tratamento

A AUTOMEDICACAO DA O CONHECIDO EMPOWERMENT
(AUTONOMIA E CAPACITACAO)
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ALERTAS

Safety and effectiveness of
over-the-counter drugs: The FDA's OTC
drug review

In this issue there is a report of twin infants
ingesting, “wweet spirits of nitre” (p. 000). This
tragic example of an over-the-counter drug used
for decades prompted us to ask the Food and Drug
Administration to comment upon their current
activities regarding review of this category of
agents. Their investigation of this particular agent
reveals no other deaths, bur it illustrates the
hazards from this large group of drugs which were
approved for use under a “grandfather” ruling.
We are pleased that action is being taken to
reviewr and eliminate from pharmacies those drugs
which are useless and hazardous.

R.JH

Nonprescription  (over-the-counter or OTC)
drugs permit patients to treat a wide range of
minor, usnally self-limiting, problems and may be
helpful before professional medical assistance is
sought or when it is not immediately available.
While their misuse may at times create or
compound medical problems, most  people
perceive OTC drugs as safe and effective in their
limited role. In fact, however, the evidence
supporting safety and effectiveness of most OTC
products has never been subjected to critical
review, The principal reason for this is that most

OTC products are made of ingredients marketed
lang before the modemn requirements of the Food,
Drug and Cre-bin +
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Nonprescription (over-the-counter or OTC)
drugs permit patients to treat a wide range of
minor, usually self-limiting, problems and may be
helpful before professional medical assistance is
sought or when it is not immediately available.
While their misuse may at times create or
compound medical problems, most people
perceive OTC drugs as safe and effective in their
limited role. In fact, however, the evidence
we fn  supporting safety and effectiveness of most OTC
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OTC products are made of ingredients marketed
long before the modern requirements of the Food,
wemwaie  Drug and Cosmetic Act were promulgated.

In 1966, the FDA arranged fo eview o
these 4,000 drugs by the National Academy of
Sciences-National Research Council (NAS-NRC).
The review, referred to as the Drug Efficacy
Study, was conducted by 30 panels of expert
physicians who, depending on the available
evidence, rated the drugs as effective, probahbly
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COMMENTARIES (CONTINUED)

Safety and effectiveness of
over-the-counter drugs: The FDA's OTC
drug review

In this issue there is a report of twin infants
ingesting, “wweet spirits of nitre” (p. 000). This
tragic example of an over-the-counter drug used
for decades prompted us to ask the Food and Drug
Administration to comment upon their current
activities regarding review of this category of
agents. Their investigation of this particular agent
reveals no other deaths, bur it illustrates the
hazards from this large group of drugs which were
approved for use under a “grandfather” ruling.
We are pleased that action is being taken to
reviewr and eliminate from pharmacies those drugs
which are useless and hazardous.

R.JH

Nonprescription  (over-the-counter or OTC)
drugs permit patients to treat a wide range of
minor, usnally self-limiting, problems and may be
helpful before professional medical assistance is
sought or when it is not immediately available.
While their misuse may at times create or
compound medical problems, most  people
perceive OTC drugs as safe and effective in their
limited role. In fact, however, the evidence
supporting safety and effectiveness of most OTC
products has never been subjected to critical
review, The principal reason for this is that most

OTC products are made of ingredients marketed
lang before the modemn requirements of the Food,
Drrug and Cosmetic Act were promulgated.

The predecessor to our contemporary Food,
Drug and Cosmetic Act was the Pure Food and
Dirugs Act of 1906, which provided that drugs
marketed in interstate commerce had to meet
minimal standards of strength, quality, and
purity, Until the Act was amended in 1912, the
law did not address the claims made for drugs.
Even then, those early requirements were
designed
and frau
the burd
and inter
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In 1966, the FDA arranged for a review of
these 4,000 drugs by the National Academy of
Sciences-National Research Council (NAS-NRC).
The review, referred to as the Drug Efficacy
Study, was conducted by 30 panels of expert
physicians who, depending on the available
evidence, rated the drugs as effective, probahbly
effective, possibly effective, or lacking evidence
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The basic Food, Drug
we know today was established in :
tragic death of over 100 persons who had taken an

diethylene glycol, a toxic solvent used in automo-
bile antifreeze products. The 1938 Federal Food,
Drug and Cosmetic Act required for the first time
that a manufacturer show, before marketing any
drug not generally recognized by experts as safe,
that the drug was safe under the conditions of use
in its labeling. Under a provision of the Act called

1 i r ration ntainin

the “grandfather” clause



MEDICAMENTOS DE VENDA LIVRE - QUANDO O LIVRE E UM RISCO

COMMENTARIES (CONTINUED)

Safety and effectiveness of
over-the-counter drugs: The FDA's OTC
drug review

In this issue there is a report of twin infants
ingesting, “wweet spirits of nitre” (p. 000). This
tragic example of an over-the-counter drug used
for decades prompted us to ask the Food and Drug
Administration to comment upon their current
activities regarding review of this category of
agents. Their investigation of this particular agent
reveals no other deaths, bur it illustrates the
hazards from this large group of drugs which were
approved for use under a “grandfather” ruling.
We are pleased that action is being taken to
reviewr and eliminate from pharmacies those drugs
which are useless and hazardous.

R.JH

Nonprescription  (over-the-counter or OTC)
drugs permit patients to treat a wide range of
minor, usnally self-limiting, problems and may be
helpful before professional medical assistance is
sought or when it is not immediately available.
While their misuse may at times create or
compound  medical problems, most  poople
perceive OTC drugs as safe and effective in their
limited role. In fact, however, the evidence
supporting safety and effectiveness of most OTC
products has never been subjected to critical
review, The principal reason for this is that most

OTC products are made of ingredients marketed
lang before the modemn requirements of the Food,
Drrug and Cosmetic Act were promulgated.

The predecessor to our contemporary Food,
Drug and Cosmetic Act was the Pure Food and
Dirugs Act of 1906, which provided that drugs
marketed in interstate commerce had to meet
minimal standards of strength, quality, and
purity. Until the Act was amended in 1912, the
law did not address the claims made for drugs.
Even then, those early requirements were
designed to eliminate only the most outrageous

w»  Following th_e| thalidomide tragedy Jof the early
1960’s, Congress passed the Drug Adn:!:c:ldments of

1962, amending the old 1938 Federal Food, Drug
and Cosmetic Act to require that all new drugs

prescription and OTC, be proved effective as well
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applied to the 4,000 prescription and OTC new
drug products that had been approved for safety
only between 1938 and 1962, but did not apply to

x the “grandfather” drugs. The manufacturers of

the “grandfathe drigs. € Ian Brs O
these grandfather products, unlike manufacturers
of newer drugs, have no obligation to prove them
safe or effective. Rather, the burden of proving
them unsafe or ineffective in a court of law rests
with FDA.

In 1966, the FDA arranged for a review of
these 4,000 drugs by the National Academy of
Sciences-National Research Council (NAS-NRC).
The review, referred to as the Drug Efficacy
Study, was conducted by 30 panels of expert
physicians who, depending on the available
evidence, rated the drugs as effective, probahbly
effective, possibly effective, or lacking evidence
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THE THALIDOMIDE TRAGEDY: LESSONS FOR DRUG ,1 J 5 \?Z ‘:_: -
SAFETY AND REGULATION - ;

By: Bara Fintel, Athena T. Samaras, Edson Carias
Jul 28, 2009

History of Thalidomide Disaster

*Thalidomide tragedy (1961-62): The
greatest of all drug disasters.
Thalidomide had been introduced and
welcomed as a safe and effective
hypnotic and antiemetic. It rapidly
became popular for the treatment of
nausea and vomiting in early

Many children in the 1960's, like the kindergartner pictured above, w pre gnancy.
thalidomide, resulting in the shortening or absence of limbs. (Photo
Images)

*Tragically the drug proved to be a
In a post-war era when sleeplessness was prevalent, thalidomide v
sleeping pills. At the time, one out of seven Americans took them r pOtent human temtogen that caused
some European markets, and the presumed safety of thalidomide, major blrth defects in an estimated

gave the drug massive appeal. Sadly, tragedy followed its release, | .
approval and monitoring systems in place at the United States Foc 10’000 chlldren

Thalidomide first entered the German market in 1957 as an over-th

They advertised their product as “completely safe” for everyone, in .Phocomel ia was a CharaCteriStiC

its developers “could not find a dose high enough to kill a rat.” By 1 feature
sales nearly matching those of aspirin.
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Os pais preocupam-se em ter uma solugao
imediata para o alivio sintomatico e cura de
gualquer doenga dos seus filhos,
principalmente na época do inverno com o
primeiro ranho no nariz, tosse e noites mal
dormidas e basta pesquisar a internet ou as
redes sociais para compreender a
diversidade de fontes de “autoajuda” a
automedicacao oriunda de conselhos de
outros pais.
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A industria farmacéutica
promove eficazmente nos media
publicidade atrativa aos MNSRM

oferecendo solugoes
“instantaneas” que vao de
encontro a necessidade dos pais
incentivando o uso dos MNSRM
na populacao pediatrica.

A solugao para as colicas do sev bebel!

f importadinhosbabyusa "-".'f:":liﬁ; 111985448856
| Ko
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| marketing materials and|{does not
require that advertisements show
a|“fair balance” between risks and
benefits,| Direct-to-consumer ad-
vertisements assert that prepara-
tions are safe and effective, and ‘

many state that ingredients are -
“pediatrician-recommended.” |A fre-
quent theme is that giving children

these products allows parents to
relax. |In fiscal year 2007, accord-

10

www.nejm.org december 6, 2007

.
4
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ECAO DOS PAIS EM RELACAO
A SEGURANCA DOS MNSRM
E QUE SAO MUITO SEGUROS,
COMO QUE INOFENSIVOS
E INTRINSECAMENTE APROVADOS
ou

RECOMENDADOS PELOS PEDIATRAS

=<2 Jldings of Jo4.
NOT SNIFFLES & SICKNESS

With the holidays come parties, guests, family, travel, road trips and
sometimes coughs, runny noses, sore throats and other seasonal
symptoms. When given as directed, over-the-counter (OTC) medicines
can help treat your child’s symptoms.

oral Medicine g, o

c ﬂym/m, Prsents >

Safely store Always read the
AGE medicines up and directions
MATTEKS‘ away and out of sight. carefully and use
Hide them like you the measuring
AGES r hide their 7'”5 device that
comes with the
4 + medicine.

Never give OTC
oral cough and
cold medicines
to children
under 4 years.

Never give two medicines
) with any of the same
| active ingredients,

s

Make a list
b (and check
. Pay attention to it twice)) of

A Y the medicines
.Y © active ingredients. you aive

Just like when baking your child.
holiday cookies!

Never use an

(A Talk to a doctor, OTC medicine
pharmacist, or other healthcare for the purpose
fessional if h
SR of making your

child sleepy.

Helping parents treat with care through the holiday season and all year long!
Visit OTCsafety.org to learn more.

OTcsafety. org o @OTCSafety 0 /OTCsafety

Share this with yor s to help spread the information and don’t forget to use the hashtag #OTCSafety.
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D DOS PAIS EM RELACAO A SEGURANCA DOS MNSRM E QUE
UROS, COMO QUE INOFENSIVOS E INTRINSECAMENTE APROVADO
RECOMENDADOS PELOS PEDIATRAS.

Esta noc¢ao potencializa o risco da sua ma utilizagao
uso indevido (utilizacao durante um periodo prolongado de tempo ou de
a dose superior a recomendada)

) utilizacdo em idades contraindicadas (especialmente em criangas <2 anos)
ocultacao dos sintomas

raso potencial no correto tratamento de uma doenca grave
) de aparecimento de reacOes adversas

0 da polimedicacdao e de interacdes com outros mec
ente
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Pediatrics. 2009 June ; 123(6): 1464-1471. doi:10.1542/peds.2008-0854. !
| DO NOT USE IN CHILDREN
Parental Misinterpretations of Over-the-Counter Pediatric Cough UNDER 5 YEARS

and Cold Medication Labels

Nicole Lokker, PharmD?2, Lee Sanders, MD, MPHb, Eliana M. Perrin, MD, MPHC, Disha
Kumar, BAd, Joanne Finkle, RN, JDC, Vivian Franco, Bsb, Leena Choi, PhD®, Philip E.
Johnston, Phan'an, and Russell L. Rothman, MD, mppd

Many parents may have difficulty understanding the indications and appropriate dosing|of
OTC medications. In 2003, the National Assessment of Adult Literacy found that ~90

million Americans have basic or bW@ﬂﬂﬂﬂn—p&Tple have
basic or poor quantitative skills.22 Low-literacy skills are associated with worse

understanding of medication labels, worse knowledge of one’s disease, and worse clinical

outcomes.”” - The role of quantitative skills, or numeracy, has been less studied,”*>"> but

one recentsiudy found that low numeracy was associated with poorer understanding of food

labels.*® Little is known about caregivers” ability to choose and dose medications
appropriately for their infants and young children.3”

RESULTS—A total of 182 caregivers were recruited; 87% were the infants’ mothers. Mean
education level was 12 3xears_and 99% had adequate literacy skills._but only 17% had =0th.
orade numeracy skills ining the front of th label. 86% of the time parents
thought these products were appropriate for use in children <2 years of age/More than 50% of the
time, parents stated they would gi1ve these over-the-counter products to a 13-month-old child with
cold symptoms. Common factors that influenced parental decisions included label saying “infant,”
oraphics (eg, infants, teddy bears, droppers), and dosing directions. Caregivers were influenced by
the dosing directions only 47% of the time.|Caregivers with lower numeracy skills were more
likely to provide inappropriate reasons for giving an over-the-counter medication.
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U.S. Food and Drug Administration
g

3h-@

SAFETY ADVISORY: Directions for administering Baby Organic Liquid, a
dietary supplement for infants, might make it difficult for babies to swallow,
possibly causing them to choke. Therefore, Garden of Life asks anyone
who's bought this product to return it for a full refund. The company will
relabel the product with new directions: DON'T put the product directly
into the baby’s mouth. DO mix the product with breast milk or formula
BEFORE giving it to babies. Baby Organic Liquid, expiration 12/2018, was
sold in natural grocers, health food stores, and online. For more
information and who to contact if you have any questions: https://
go.usa.gov/xRFmn.

¥
Onganie Liguid,
DIGESTIVE + IMMUNE SYSTEM'

2 BILLION

GUARANTEED

7 PROBIOTIC STRAINS

For Baby's Colic, Gas
& Upset Stomach’
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BENZOCAINA
DENTISPRAY Solucdo gengival 50 mg/ml
TOPIGEL Gel 200 mg/g

) U.S. FOOD & DRUG DR 2

ADMINISTRATION

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

Home > For Consumers > Consumer Updates

Benzocaine and Babies: Not a Good Mix

Animal & Veterinary

Since the Food and Drug Administration (FDA) first warned about potential dangers in 2006, the agency has
received 29 reports of benzocaine gel-related cases of methemoglobinemia. Nineteen of those cases occurred in

f SHARE | W Twe in LNKEDIN = @ PINIT | &% EMAIL = & PRINT children, and 15 of the 19 cases occurred in children under 2 years of age, says FDA pharmacist Kellie Taylor,
Pharm.D., MPH.
Children’s Health
Espafiol The agency repeated the warning in April 2011 and remains particularly concerned about the use of OTC

Cosmetics benzocaine products in children for relief of pain from teething, says Taylor. This concern is fueled by the serious
potential outcomes and the difficulty parents may have recognizing the signs and symptoms of
methemoglobinemia when using these products at home. These symptoms may not always be evident or

attributed to the condition.

B8 Subscribe: FDA Consumer Health Information

Dietary Supplements

When a baby is teething, many a mom or dad reaches for a
Drugs pain remedy containing benzocaine to help soothe sore
gums. Benzocaine is a local anesthetic and can be found
in such over-the-counter (OTC) products as Anbesol,
Hurricaine, Orajel, Baby Orajel, and Orabase.

For these reasons, FDA recommends that parents and caregivers not use benzocaine products for children

Food younger than 2 years, except under the advice and supervision of a health care professional.

Medical Devices back to top
But the use of benzocaine gels and liquids for mouth and .
Nutrition gum pain can lead to @ ometimes Danger S'Qns
fatal—condition calle disorder in

Symptoms of methemoglobinemia include:

Radiation-Emitting Products which the amount of oxygen carried through the blood
stream is greatly reduced. In the most severe cases, says * pale, gray, or blue-colored skin, lips and nail beds
Tobacco Products FDA pharmacist Mary Ghods, R.Ph., methemoglobinemia ly ® shortness of breath

can result in death.

Vaccines, Blood & Biologics * fatigue
And children under 2 years old appear to be at particular o confusion
Articulos en Espanol risk.
* headache

light-headedness

rapid heart rate

=
“Symptoms can occur within minutes to hours after benzocaine use,” Ghods says. “They can occur after using
the drug for the first time, as well as after several uses.”

If your child has any of these symptoms after using benzocaine, she adds, stop using the product and seek
medical help immediately by calling 911.

Methemoglobinemia caused by benzocaine may require treatment with medications and admission to a hospital.
Serious cases should be treated right away. If left untreated or if treatment is delayed, methemoglobinemia may
cause permanent injury to the brain and body tissues, and even death, from the insufficient amount of oxygen in

he blood.
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Tabela 5 — Percentagem de mercado de MNSREM de acordo com a classe terapéutica
Portugal Europa

Analgésicos e antipiréticos 19.4 16,5

Digestivos e outros farmacos Gl 16,2 14.3
Dermatologia 14,3 8,7
Vitaminas, minerais ¢ Suplementos nutricionais 3.1

Outros MNSRM

Dados: A Indistria em Nameros, ed 2010 (APIFARMA)
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Since 1985, all six randomized,
placebo-controlled studies of the
use of cough and cold preparations
in children under 12 years of age
have not shown any meaningful
differences between the active
drugs and placebo. In 1997, the

American Academy of Pediatrics
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Over the Counter but No Longer under the Radar —
Pediatric Cough and Cold Medications

Joshua M. Sharfstein, M.D., Marisa North, B.A., and Janet R. Serwint, M.D.

n recent weeks, over-the-counter cough and cold  medications does not support the

. . . . i f such ducts in th
medications for children have received unprece- ~ 7A€Y 0 SUCT Procucts in the
pediatric age group.

dented attention from regulators, physicians, the
media, and parents. This scrutiny represents a

long-overdue reassessment of prod-
ucts that were purchased by 39%
of U.S. households during the past
3 years.* It also reflects an im-
portant evolution in the standard
of evidence for medications used
in children.

Over-the-counter cough and
cold preparations include various
combinations of antihistamines,
decongestants, antitussives, and
expectorants. There is no standard
for describing these products; two
products marketed similarly may
have different types of ingredients
(see table). Consumers purchase
about 95 million packages of such
medication for use in children each
year.® Within the pediatric com-

munity, however, concern over the
effectiveness and safety of such
drugs has been growing for more
than two decades.

Since 1985, all six randomized,
placebo-controlled studies of the
use of cough and cold preparations
in children under 12 years of age
have not shown any meaningful
differences between the active
drugs and placebo. In 1997, the
American Academy of Pediatrics
noted in a policy statement on
cough medications that “indica-
tions for their use in children have
not been established.” In 2006,
the American College of Chest
Physicians found that “literature
regarding over-the-counter cough

Meanwhile, poison-control cen-
ters have reported more than
750,000 calls of concern related
to cough and cold products since
January 2000.2 A recent report
from the Centers for Disease Con-
trol and Prevention identified more
than 1500 emergency room visits
in 2004 and 2005 for children un-
der 2 years of age who had been
given cough or cold products.?
Among other concerns are find-
ings in children under six linking
decongestants to cardiac arrhyth-
mias and other cardiovascular
events, antihistamines to halluci-
nations, and antitussives to de-
pressed levels of consciousness
and encephalopathy. A review by
the Food and Drug Administra-
tion (FDA) identified 123 deaths
related to the use of such prod-
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noted in a policy statement on
cough medications that “indica-
tions for their use in children have
not been established.” In 20060,
the American College of Chest
Physicians found that “literature
regarding over-the-counter cough

medications|does not support|the

efficacy of such products in the
pediatric age group.”
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drugs has been growing for more
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Since 1985, all six randomized,
placebo-controlled studies of the
use of cough and cold preparations
in children under 12 years of age
have not shown any meaningful
differences between the active
drugs and placebo. In 1997, the
American Academy of Pediatrics
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cough medications that “indica-
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regarding over-the-counter cough
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to cough and cold products since
January 2000.2 A recent report
from the Centers for Disease Con-
trol and Prevention identified more
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in 2004 and 2005 for children un-
der 2 years of age who had been
given cough or cold products.?
Among other concerns are find-
ings in children under six linking
decongestants to cardiac arrhyth-
mias and other cardiovascular
events, antihistamines to halluci-
nations, and antitussives to de-
pressed levels of consciousness
and encephalopathy. A review by
the Food and Drug Administra-
tion (FDA) identified 123 deaths
related to the use of such prod-
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given cough or cold products.?
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(decongestants to cardiac arrhyth-)
mias and other cardiovascular
events, antihistamines to halluci-
nations, and antitussives to de-
pressed levels of consciousness
and encephalopathy. A review by
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ucts in children under six during
the past several decades.* Serious
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ters have reported more than
750,000 calls of concern related
to cough and cold products since
January 2000.2 A recent report
from the Centers for Disease Con-
trol and Prevention identified more
than 1500 emergency room visits
in 2004 and 2005 for children un-
der 2 years of age who had been
given cough or cold products.?
Among other concerns are find-
ings in children under six linking
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mias and other cardiovascular
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pressed levels of consciousness
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adverse effects have been associ-
ated with accidental overdose, in-
advertent misuse, and drug-drug

or drug-host interactions in chil-
dren given standard doses.
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Most Young Children With a Cough or Cold Don't
Animal & Veterinary Need MediCineS

Children's Health f SHARE = ¥ TWEET | in LINKEDIN = @ PINIT | &% EMAIL | & PRINT

Cosmetics

= Get Consumer Updates by email.

Dietary Supplements
En Espafiol

Drugs
What can parents do when their babies and young children
Food have a cough or cold? It depends on the child’s age.

Although most colds in children don’t have serious

complications, they can cause worry to caregivers, and are

among the top reasons for visiting a doctor. The U.S. Food

and Drug Administration doesn’t recommend over-the-

Radiation-Emitting Products counter (OTC) cold and cough medicines for children younger than 2. For infants and children younger than 2,
those medicines may have serious and potentially life-threatening side effects.

Medical Devices

Nutrition

Tob Product
opacea Froducts The FDA also warns that children younger than 12 shouldn’t take codeine products to treat pain or cough

because of the risk of developing potentially life-threatening breathing problems. The FDA recommends against
use of codeine in youths ages 12 through 18 who are obese or have conditions such as obstructive sleep apnea
(blocked airflow during sleep) or severe lung disease. These risk factors can increase their chances of developing
serious breathing problems when taking these medications.

Vaccines, Blood & Biologics

Articulos en Espanol
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Use Caution When Giving Cough and Cold
Products to Kids

f SHARE | ¥ TWEET | in LINKEDIN | @ PINIT = &% EMAIL | & PRINT

Safety Information for Parents and Caregivers

Children under 2 years of age should not be given any
kind of cough and cold product that contains a
decongestant or antihistamine because serious and
possibly life-threatening side effects could occur.
Reported side effects of these products included
convulsions, rapid heart rates and death. What about
older children? When giving cough and cold medicine to
children over 2 years of age, parents and caregivers
should use caution.

A meeting about the safety and effectiveness of cough

and cold drug product use in children by the U.S. Food

and Drug Administration in 2007 revealed that there were

many reports of harm, and even death, in children who used these products. During 2004-2005, an estlmated

overdoses, assomated with cough and cold medlcatlons Manufacturers voluntarily removed over—the—counter
(OTC) infant cough and cold products intended for children under 2 years of age due to these safety concerns.




Em Fevereiro de 2008, o Paediatric Medicines Expert Advisory Group (PMEAG) e a
Commission on Human Medicines (CHM) pronunciaram-se sobre o bindmio beneficio-
risco dos medicamentos “cough and cold” OTC em criangas com idade inferior a 2 anos
como nao favoravel.

O Paediatric Medicines Expert Advisory Group (PMEAG) e a Commission on Human
Medicines (CHM) aconselharam, igualmente, a implementacdo das seguintes medidas
de seguranca para o grupo de medicamentos referidos no que diz respeito a sua
utilizacao em criancas com idades compreendidas entre os 2 — 6 anos:

a) Introduzir informacdes sobre a dose maxima diaria;

b) Adicionar o aviso para que nao fosse administrado qualquer outro
medicamento para a tosse ou alivio sintomatico da constipacao;

c) Reforco da instrucao para procurar conselho de um farmacéutico ou outro
profissional de saude antes de usar o medicamento.
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, ANTITUSSICOS, DECONGESTIO
A TOSSE E ALIVIO SINTOMATICQ

Existem quatro categorias principais de substancias farmacologicamente activas utilizadas no
grupo pedidtrico para o alivio sintomatico da tosse e rinofaringite/constipagdo autorizados em
Portugal como medicamentos nao sujeitos a receita médica (MNSRM):

Descongestionantes (Desloratadina + Sulfatob de Pseudoefedrina, Fenilefrina,
Cloridrato de Fenilefrina, Oximetazolina, Tonzilamina + Isobenzidrina + Lisozima,
Tramazolina, Xilometazolina e Xilometazolina + Brometo de ipratropio mono-
hidratado)

Mucoliticos (Acetilcisteina, Carbocisteina, Ambroxol, Ambroxol+Clenbuterol e
Bromexina) e

Expectorantes (Dornase Alfa, Guaifenesina, Guaifenesina + Paracetamol + Cloridrato
de Fenilefrina, Guaifenesina + Salbutamol, Cloperastina, Manitol, Sobrerol e Sobrerol +
Carbocisteina),

Antitussicos ( dextrometorfano e folcodina ) e
Anti-histaminicos (Azelastina, Clemastina, Cromoglicato de sdédio, Difenidramina,

Difenidramina + Levomentol, Di-hexazina, Dimetindeno, Levocabastina, Mequitazina,
Prometazina, Pseudoefedrina + Triprolidina, Pseudoefedrina + Loratadina)

Algumas destas substincias activas sdo utilizadas em combinagio (muitas associagdes também
contém analgésicos) para tratar uma variedade de sintomas da rinofaringite/constipagdo comum.




DESCONGESTIONANTES NASAIS

(Desloratadina + Sulfato de Pseudoefedrina, Fenilefrina, Cloridrato de Fenilefrina, Oximetazolina, Tonzilamina + Isobenzidrina + Lisozima,

Tramazolina, Xilometazolina e Xilometazolina + Brometo de ipratropio mono-hidratado)

Efeito vasoconstritor; diminuem o fluxo sanguineo na mucosa nasal, acao nao seletiva
Efeitos indesejaveis: Hipotensao, nauseas, vomitos, convulsdes

Fenilpropanolamina retirada do mercado nos EUA em 2000 por estar associada a
hemorragia intracraniana

Descongestionantes topicos
Acao direta na mucosa nasal
Absorcao sistémica € minima
Diminui a congestao nasal
Uso é limitado a poucos dias por risco de ‘rebound congestion” (rinite
medicamentosa)
Nao existe informacao sobre a eficacia em criancas
As criancgas respiram principalmente pelo nariz, por isto existe
preocupacao sobre os potenciais perigos associados a sua utilizacao.



DESCONGESTIONANTES NASAIS
(Desloratadina + Sulfato de Pseudoefedrina, Fenilefrina, Cloridrato de Fenilefrina, Oximetazolina, Tonzilamina + Isobenzidrina + Lisozima,

Tramazolina, Xilometazolina e Xilometazolina + Brometo de ipratropio mono-hidratado)

Ha sérias limitacdes aos estudos de eficacia, dado que muitos dos produtos foram
introduzidos ha décadas atras.

Ha apenas um estudo cuja conclusao foi inconclusiva sobre a associacao de varias
substancias ativas, uma delas sendo a pseudoefedrina usada no alivio sintomatico
da constipacao em criancas com idades compreendidas entre os 2 e os 16 anos.

N3ao ha estudos adequadamente desenhados dos descongestionantes nasais
simpatomimeéticos nesta populacao, nao sendo portanto possivel estabelecer um
beneficio favoravel. -




DESCONGESTIONANTES NASAIS
(Desloratadina + Sulfato de Pseudoefedrina, Fenilefrina, Cloridrato de Fenilefrina, Oximetazolina, Tonzilamina + Isobenzidrina + Lisozima,

Tramazolina, Xilometazolina e Xilometazolina + Brometo de ipratropio mono-hidratado)

A partir dos dados relatados pelo Reino Unido:

138 reacoes graves em criancas com idade inferior a 12 anos, trés delas
classificadas como sobredosagens.

89 reacdes graves em criancas com idade igual ou inferior a 6 anos
3 destas relatados como sobredosagem

(ou seja, todas as notificacdes relacionadas com sobredosagens ocorreram
no grupo etario mais jovem)



DESCONGESTIONANTES NASAIS

(Desloratadina + Sulfato de Pseudoefedrina, Fenilefrina, Cloridrato de Fenilefrina, Oximetazolina, Tonzilamina + Isobenzidrina + Lisozima,

Tramazolina, Xilometazolina e Xilometazolina + Brometo de ipratropio mono-hidratado)

POPULACAO PEDIATRICA
Descongestionantes topicos nasais:

As substancias ativas fenilefrina, efedrina, nafazolina e tramazolina deverao ser
contraindicadas em criancas com menos de 6 anos.

Os descongestionantes nasais contendo oximetazolina ou xilometazolina com
formulagdes pediatricas especificas (2-6 anos) ndao apresentam contraindicagdes
relacionadas com a idade.

Todos os descongestionantes nasais topicos deverdao apenas ser utilizados por um
periodo maximo de 5 dias.

Neo-sinefrina — cloridrato de fenilefrina - 2,5 mg/ml ndo é recomendada para

criangas com menos de 6 anos.
Em criangas com idade inferior a 6 anos devera consultar previamente um médico

Nasorhinathiol - Cloridrato de oximetazolina - 0,25 mg/ ml gotas nasais, solucdo



MUCOLITICOS

(Acetilcisteina, Carbocisteina, Ambroxol, Ambroxol+Clenbuterol e Bromexina)

On 15 February 2008 the French Health Authorities (Afssaps) launched a national
pharmacovigilance survey concerning the occurrence of serious adverse drug
reactions following oral administration of both mucolytic and expectorant drugs in
children under 2 years of age.

According to the French Authorities, the analysis of the results performed in
January 2009 shows that recent pharmacovigilance data modify the safety profile
of all mucolytic agents and suggest an increased risk associated with the use of
these products.

Therefore, in the absence of new efficacy data on acetylcysteine, the evaluation of
positive therapeutic effects of the drug compared to the risks for the patients_is no
longer favorable in children below 2 years of age. The final decision on this
survey has been taken by the French National Pharmacovigilance Committee on 24
March 20089.
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| e Bromexina)

A

o de dados do MHRA ADR ha 78 relatérios de ocorréncias graves a
etorantes em criangas com idade inferior a 12 anos:

55 em criancas menores de 6 anos
23 em criangas dos 6-12 anos

am associados com sobredosagem acidental em criangcas menores

Proposta de harmonizagao para a populagao pediatrica

Contraindicar os mucoliticos em criancas com idade igual ou inferior a 2 anos.
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ANTITUSSICOS

( dextrometorfano)

DCI / Nome
Genérico
Active substance /
INN

Nome do
Medicamento
Medicinal product’s
name:

Forma
Farmacéutica
Dosage Form

Dosagem
Strength

Titular
MA holder

Estado de
Autorizagdo
Authorisation status

Detalhes
Details

Genérico|
Generic

Dextrometorfano

Benflux Tosse Seca

Solugéo oral

2 mg/ml

Laboratorios Atral, S.A.

Autorizado

Dextrometorfano

Bisoltussin

Pastilha mole

10.5 mg

Sanofi - Produtos Farmacéuticos, Lda.

Autorizado

Dextrometorfano

Bisoltussin Tosse Seca

Solugéo oral

2 mg/ml

Sanofi - Produtos Farmacéuticos, Lda.

Autorizado

Dextrometorfano

Broncoliber tosse seca

Xarope

2 mg/ml

Tecnimede - Sociedade Técnico-Medicinal, S.A.

Autorizado

Dextrometorfano

Calmarum tosse seca e
irritativa

Solugéo oral

2 mg/ml

Sociedade Farmacéutica Gestafarma, Lda.

Autorizado

Dextrometorfano

Dextrometorfano Azevedos

Solugéo oral

2 mg/ml

Laboratorios Azevedos - Industria Farmacéutica, S.A.

Autorizado

Dextrometorfano

Dextrometorfano Tussilene

Solugéo oral

2 mg/ml

Laboratoérios Azevedos - Industria Farmacéutica, S.A.

Autorizado

Dextrometorfano

Diacol

Xarope

1.8 mg/ml

Bial - Portela & C?, S.A.

Autorizado

Dextrometorfano

Drill Tosse Seca

Xarope

1 mg/ml

Pierre Fabre Dermo-Cosmétique Portugal, Lda.

Autorizado

Dextrometorfano

Holsec

Xarope

2 mg/ml

Holon, S.A.

Autorizado

Dextrometorfano

Toceliv

Xarope

2 mg/ml

Laboratérios Basi - Industria Farmacéutica, S.A

Autorizado

Dextrometorfano

Tussican

Xarope

3 mg/ml

Medinfar Consumer Health - Produtos Farmacéuticos, Lda.

Autorizado

Dextrometorfano

Tussoral

Xarope

1.33 mg/ml

Sanofi - Produtos Farmacéuticos, Lda.

Autorizado

Dextrometorfano

Vicks Xarope Antitussico
Mel

Xarope

1.33 mg/ml

Laboratorios Vicks, S.L.

Autorizado

Dextrometorfano +
Efedrina

Mebocatuss

Xarope

2 mg/ml + 0.5
mg/ml

GlaxoSmithKline Consumer Healthcare Produtos para a Saude e
Higiene Lda.

Autorizado
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ANTITUSSICOS

( dextrometorfano)
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Florida Bans Teens From Buying
Cough Syrup

By McCarton Ackerman 01/10/17

The ban is being praised by Florida health professionals who believe that cough

medicine can be a gateway drug.

Florida kicked off 2017 witha
new law that bans teens from
buying cough medicine in order

to prevent them from potentially
scoring an easy over-the-counter
high. Those who appear to be
under 25 years old will be

required to show their ID at the
register.

Senate Bill 938, which wentinto K

effect on Jan. 1, applies to

anyone under age 18 and is

specifically applied to cough

medicines containing dextromethorphan (DXM). The ingredient can be found in numerous
over-the-counter products including Robitussin, NyQuil, Alka Seltzer Plus and Tylenol Cough &
Cold.
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ANTITUSSICOS

( dextrometorfano)

I realized people_were using it in the streets,'_' said Dawn Rantinella, a pharmacist in West Palm
Beach, to local news outlet WPTV. "We started buying smaller bottles instead of the bigger
bottles and regulating ourselves on it so we would see what was going on with the bottles.”

The new law was praised by health professionals throughout the state, many of whom believe
that cough medicine can be a gateway drug to other substances.

"It's definitely going to be a game changer,” said Nita Pettis, a primary therapist with South
Ocean Recovery drug rehabilitation in West Palm Beach. "Hopefully it will help to decrease the
number of people that become addicted to more harder, life-changing and life-devastating
drugs."

A 2009 survey by the Substance Abuse and Mental Health Services Administration (SAMHSA)
showed that more than three million young Americans had abused cold or cough medicine,
with dextromethorphan being the most widely abused over-the-counter substance. U.S._poison
control centers reported a seven-fold increase in cases involving 15- and 16-year-olds with DXM
between 1999 and 2004.

The trend among American teens has even resorted to gross extremes, with some reportedly
“butt chugging” cough syrup to get high.

One manufacturer even took matters into its own hands to address abuse of its products. In
April 2014, pharmaceutical company Actavis ceased all sales and production of its
Promethazine Codeine product due to it widely being used in the drug concoction known as
"sizzurp," a combination of sugary soft drinks, hard candy and prescription cough syrup. A
single serving of sizzurp contains 25 times the recommended dosage of codeine.
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ANTITUSSICOS

( dextrometorfano)

= WILLAMETTE WEEK
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Oregon Lawmakers Vote to Curb Teenagers' Abuse of

Cough Syrup
The Oregon State Senate voted today to limit access to DXM, a common drug
found in over-the-counter cough suppressants.
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ANTITUSSICOS

( dextrometorfano)

= WILLAMETTE WEEK
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By Sophia June | Published March 23 = Updated March 23

The Oregon State Senate voted Wednesday to require teenagers to get a
doctor's prescription to purchase DXM, a common drug found in over-the-
counter cough suppressants.

The bill makes it illegal to sell DXM, which stands for dextromethorphan, \ I 0

to anyone under 17, without a prescription. The bill also requires that About Sophia June

Web editor Sophia June has been
with Willamette Week since
2015. After graduating from the
\ University of Oregon, where she

anyone under 25 be asked to prove their age.

(“DXM, though safe in small doses, can pose a serious threat that can lead to N
death, brain damage and several other health problems that can be DJ, she is happy to be working at
prevented by keeping this substance out of the hands of unsupervised NEr Homiemm sy
youth," says Sen. Elizabeth Steiner Hayward (D- NW Portland and =

Beaverton), who sponsored the bill. MOST READ

\_ ) We Visited Wakonda, A
. . . Place That Ken Kesey
DXM is found in more than a hundred over-the-counter medicines, such Invented for a Book,

Which Exists Anyway

as Teraflu and Niquil. When it's induced at 10 to 20 times it's

recommended dosage, it produces euphoric effects. Two Decades After
Author Jim Goad Fell
From Grace In Portland,
Earlier this month, two members of the U.S. House of Representatives He’s Re-emerged As an
: Icon of the Alt-Right

intradnced a hill tn ectahlich a natinnal goe
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ANTITUSSICOS
A supressao da tosse pode ser perigosa especialmente em criancas com asma
Antitussico mais comum: dextrometorfano (DXM)

Efeitos Indesejaveis
= Depressao respiratoria
m=) Sindrome de serotononérgico
m=) Alucinagdes

Potencial para utilizagcao como droga de abuso em adolescentes

A Academia Americana de Pediatria ndo recomenda o uso de antitussicos

Outros antitussicos
Codeina — A AAP n3ao recomenda o seu uso
Anti-histaminicos de primeira geracao

Proposta de harmonizag¢ao para a populagao pediatrica
Contraindicar os antitussicos comercializados como MNSRM (OTC), em criangas com idade igual ou inferior a 6 anos.

Os medicamentos para a tosse e constipacao contendo codeina ou um dos seus derivados serdo sujeitos a prescricao,
incluindo para adultos.



Foram identificados dez estudos relacionados com o uso de antitussicos no tratamento
de tosse aguda em criancas. Houve 8 estudos de revisao sobre a eficacia de
dextrometorfano (DXM) na populacdao pediatrica. Apenas 3 deles relataram um grau
variavel de efeito positivo sobre os scores de sintomas.

Os outros estudos mais recentes falharam em demonstrar qualquer efeito de DXM no
tratamento de tosse aguda, mesmo quando comparado com o mel.

No registo de dados do MHRA ADR DXM:
14 ocorréncias sérias em criancas com 12 anos de idade
18 suspeitas de reacdes graves em criancas com idade inferior a 12 anos.

As reacdes mais frequentemente relatadas:
disturbios neuro-psiquiatricos (7/18)

reacoes cutaneas (5/18)

Nao houve nenhum caso fatal no Reino Unido.
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ANTI-HISTAMINICOS

ANTI-HISTAMINICOS

PRIMEIRA GERACAO

Anti-histaminicos H1 sedativos
CINARIZINA
CLEMASTINA
CLOROFENOXAMINA
DI-HEXAZINA
DIFENIDRAMINA
DIMETINDENO
HIDROXIZINA
MEQUITAZINA
PROMETAZINA
PSEUDOEFEDRINA + TRIPROLIDINA
TRIPROLIDINA

Ingrediente comum nos medicamentos de venda livre
‘cough and cold”
Efeitos anticolinérgicos:
e Diminuicao da producao de muco
e Boca seca, visao turva
e Retencdo urinadria, Disturbios gastrointestinais
e Efeitos cardiacos
e Efeitos no Sistema Nervoso Central

FOR PARENTS OF N
LITTLE ONES wW|TH
ALLERQIES

CAN | USE oTC -

ALLERGY MEDICINES fmm
To MAKE my CHILD RE HAVE A

ChLD
THE
THE DRUG FACTS uNDERF
LABEL FIRST. AGE 0

Many commonly used | 6 ?

allergy medicines
Including those
containing
diphenhydramine,

cetirizine and
I chlorpheniramine should
not be given to a child
under 6 years old.

TALK TO A DOCTOR IF YOU HAVE ANY QUESTIONS

AND LEARN moRE AT OTCSAFETY.0R4

Sd f€ t‘y’ G @OTCSafety /OTCsafety
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ANTI-HISTAMINICOS

INICOS ISy s Tor Mo

GERACAO
Nao tém efeitos no SNC
Nao tem atividade anticolinérgica

s estudos sobre o uso dos anti-histaminicos em criancgas ™ momentumblog bem.eduf))
nas indicacbes da rinofaringite/constipacdo

s estudos nos adultos mostraram alivio sintomatico com
AH de primeira geracao

icos ndo sedativos: bilastina, cetirizina, desloratadina
loratadina), levocetirizina (isémero da cetirizina),
ina, mizolastina e rupatadina.
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EFICACIA

iny”‘ma‘e,“(, 2 m9 ol SEGURAN CA
°.‘;’i'.,lm;»o_g“;;‘°""*‘“°3°*§°f‘ o No registo de dados do MHRA ADR ha 127 notificz
o= graves com a utilizagao dos anti-histaminicos e associ
com AH utilizadas para o alivio sintomatico da tosse
constipacdao em criangas com idade inferior a 12 anos:
92 em criancas menores de 6 anos
35 em criangas de 6-12 anos

Apenas um caso foi associado com sobredosagem aci
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Proposta de harmonizagao para a populagao pediatrica

De forma isolada, cada anti-histaminico tem ja estudos especificos para cada limite etdrio e respetiva
idade minima em que podem ser administrados pelo que devera ser o mesmo autorizado caso-a-caso.

Em relagdao aos AH comercializados como MNSRM devera ser introduzida a informagao de que o anti-
histaminico nao devera ser utilizado se a crianga ndao tem um corrimento nasal e que nao deve ser usado
para sedar a crianca.




Aerius (MSRM)

Taking into account the PRAC Assessment Report on the PSUR(s) for desloratadine, the
scientific conclusions of the CHMP are as follows: Two literature reports identified a
possible relationship between aggressive reaction/abnormal behaviour and
desloratadine use with supportive temporal relationships, positive dechallenges and
some with positive rechallenges. Similar cases were reported in Eudravigilance for the
reference period. Considering the potential seriousness of these events in children,
and the number of reported cases with positive dechallenge and rechallenge, the
‘abnormal behaviour’ and ‘aggression’ should be added to the list of adverse drug
reactions (ADRs) of desloratadine. A literature article published during the reference
period describes 4 cases of epilepsy in children with a family history of epilepsy or
relevant medical history. The causality was assessed as possible for each case, based
on temporal association and positive dechallenge. Based on these new data, it could
be concluded that desloratadine may aggravate pre-existing seizures in patients (and
mainly in_children) with medical history of seizures, and that caution should be
recommended in treating epileptic patients or those susceptible to convulsions with
desloratadine. Based on 4 new publications regarding a possible association between
desloratadine and QT prolongation were reported in the literature and the fact that
‘QT prolongation’ is already listed as an ADR of desloratadine-containing products, this
adverse reaction should be listed as an ADR of any desloratadine-containing product. 4
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Tabela 5 — Percentagem de mercado de MNSREM de acordo com a classe terapéutica
Portugal Europa

Antitissicos e expectorantes (Cough and cold) 31,5 20,0

Digestivos e outros farmacos Gl 16,2 14,3

2 2

Dermatologia 14,3 8,7

Vitaminas, minerais ¢ Suplementos nutricionais 3.1

3

Outros MNSRM

Dados: A Indistria em Nameros, ed 2010 (APIFARMA)
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RAM PEDIATRICAS
CLASSIFICACAO DE RAM SEGUNDO PATTERSON

.

= V?!; \
EAE B TIPO A TIPO B
PREVISIVEL IMPREVISIVEL
Relacionados Independentes da
com a dose e dose e nao
accao relacionados com a
farmacoldgica accao farmacoldgica

cerca de 80% de todas as
RAM sao do tipo A
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CLASSIFICACAO DE RAM SEGUNDO PATTERSON

PREVISIVEL

Relacionados
com a dose e
accao
farmacoldgica

11141

RAM PEDIATRICAS

O estudo de Asseray et al constatou que 1% das
admissOes nas urgéncias se deve aos efeitos
indesejaveis dos MNSRM.

A titulo de exemplo, os desequilibrios
hidroelectroliticos nas criancas/jovens pelo uso
de laxantes e o uso abusivo do dextrometorfano
nos jovens a fim de provocar estados de
alteracao da consciéncia e alucinagoes.

EFEITOS INDESEJAVEIS
EFEITOS SECUNDARIOS
INTERACCOES MEDICAMENTOSAS

SOBREDOSAGEM E INTOXICACAO
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a
=

Mumber of children in the
United States who are
treated in emergency
departments each year
due to unintentional
medication poisoning.

a4

Number of bus loads of Agentes frequentes nas intoxicacdes em criangas
children treated in

emergency departments
every day due to unin-
tentional medication
poisoning. MNSRM: xarope tosse, anti-inflamatodrios, vitaminas, ferro

Paracetamol

parafina /querosene

medicamentos antidepressivos, narcoticos, analgésicos e drogas ilicitas

pesticidas, insecticidas e herbicidas

produtos de limpeza (lixivia, detergentes, desinfectantes), cosméticos
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PARACETAMOL

Parents:
Acetaminophen in pain relief medicines can cause liver damage.

Drug Facts
Actize ingredient Purpose
Acetaminophen..............Pain relieverfever reducer

The brand trusted by
paremts for over 50 years.

Fever ‘ - L .
Reducer it o
i sliever _
e J—— e Z

U.S. Department of

Heailth and Human Services
Food and Drug Administration
wwew. e gov/drugs

1888 INFOFDA




Background

According to data from the American Association of
Poison Control Centers, 11% of children younger than
6 years exposed to pharmaceuticals experience a medica-
tion error [1]. Recent findings indicate that most pre-
ventable adverse drug events in pediatric outpatients are
attributable to errors in_medication administration [2].

acetaminophen is available as a nonprescription over-the-
counter (OTC) medication and is generally considered

* Correspondence: rdudas@jhmiedu
Department of pediatrics, Johns Hopkins University School of Medicine,
Baltimore, MD, USA

() BioMed Central

MEDICAMENTOS DE VENDA LIVRE - QUANDO O LIVRE E UM RISCO

safe for children, acetaminophen is one of the most
frequently implicated pharmaceuticals involved in
cases reported to the American Association of Poison
Control Center’s National Poison Data System [5]. Re-

troubling as acetaminophen has a narrow therapeutic
index with overdosage linked to hepatotoxicity and
death [6,7]. Recently, a US Food and Drug Administra-
tion advisory board was convened to focus on strategies
to decrease acetaminophen-related toxic exposure (8]

© 2015 Dudas and Barone; licensee BioMed Central. This is an Open Access article distributed wunder the terms of the Creative
Commons Attribution License (hitpefcreativecommions.org/licenses/oy'4.0), which permits unrestricted use, distribution, and
reproduction in any medium, provided the onginal work & properly credited. The Creative Commons Public Domain

Dedication wabser (nttpofforeativecommons.org/publicdomain/zena1.04) applies to the data made available in this article,

unless otherwise stated.
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tico-analgésico mais utilizado
o guando administrado em doses terapéuticas
rdose provoca toxicidade hepatica que pode ser fatal

das intoxicacdes ocorrem em criangcas com < 6 anos e 22% entre os 6-19

acao acidental

portamento exploratdrio (criangcas mais novas); raramente é toxica

dosagem (dose / frequéncia); causa maioria das mortes

da (adolescentes)
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PARACETAMOL

Dose toxica:

dose toxica minima para uma Unica ingestao é 150 mg/kg

ou 150 to 175 mg/kg para doses multiplas (em 2-3d)
maior risco toxicidade apds dose Unica > 250mg/kg ou ingestoes > 12g em 24h

doses > 350mg/kg levam a toxicidade hepatica

Doses repetidas (supraterapéuticas) estdao associadas a maior

morbilidade e mortalidade do que dose Unica
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l D.d Yau KHGW?

OL Before giving your child
medicine, make sure you
know your abbreviations:
4 thbsp = tablespoon
dade hepatica tsp = teaspoon
OZ = ounce
3spartato aminotransferase (AST) ou alanina mi = milliliter
mg = milligram
aminotransferase (ALT) > 1000 IU/L If the prescribed dose is
in a different unit than
Yyour measuring syringe,
cup, or spoon, don't try to
tores de risco convert it - and don't use
a regular spoon because
idade (> risco em criangas com < 5a); thal's not the same as a
measurng spoon. Instead,
head to your local store or
' pharmacy for
) - e, 8 measunng
um e malnutri¢ao '  inctrument that
21 will provide an
accurate dose.

doses multiplas (supraterapéuticas);

morbilidades

0 de multiplos farmacos
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PARACETAMOL

g
. PANASORim = =

SOLUCAO ORAL 3.2%
Paracetamol

Frasco 120 ml
Y Oral

160 mg paracetamol

32 mg de paracetamol
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PARACETAMOL

CUIDADO
PARACETAMOL

BEN U RON

XAROPE 200 mg/5 ml

g

— PANASORim = =

— SOLUCAO ORAL 3.2%
Paracetamol

Frasco 120 ml
Vi Oral
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e Fis do

TYLENOL®
Ben-U-ron®
Panasorbe®

10 a 15 mg/kg/dose
15 a 20 mg/kg/dose
15 mg/kg/dose

em mg ou em colher (ex. ¥ colher).

» analise, ha as seguintes discrepancias nas doses recomendadas

vezes a recomendacao € indicada por idade outras por peso e esta esta expressa ora

P rrom i Pl el e Farmma Farmasksdcs o agw mi In E i Foma fpaaogassmcrimoa
| i SdiagiSadrmms 55 B0 gl mema e e 13 plas i Ty B e 3 e 28
‘:':;'::_::"::: _":_"‘:" 1150 g wmem st s S petas Sd3agiMall e 10 e 100 g ma e taa B
Kl il Sl oral Ul g prlan Sl ED g Bla Il e D5 e (T2 g ameia leetn o Egefas. 2220 EgiTa
R a1 E e | EE g S ILZ A e T ams ) D0 e [ g S0 g B oa L am A E
[ AT g A g W IR s § 0 e R3S )
P s peas] Tldalie | P el s il Pl el |
l.---_:l'hnul
FINER IR T i U T
T v e T ] T S Cmw g ra T4 A T . rl-.lhld 0 =
—nlwalas 1] B 1 LR RS
SE e e L T =T ]
e e e mprimr m  fm [[ETT. ™ ey - A e Tl wm T e |
i
H-40Ep ¥ i - e Sl e d e | 0]
o
Frrata=a="a tn dmas grras @ =miwalas
fiarande gargarta
i a—gdal ey el bgas e
L ———8 Arramansl o SNl 55l (LT L el e v o] e, il oo i i e
Folucln oral =g rerermiam el pealacia il e Lanas S :Smd : i (L mdo i eree el ke, ol o rrcler.
fratarmein du "aire dndaragde rde S3ma 3 13 s Ml 330l (24 o ek e ), 30 T
b epr i a
SFTE L L L F A
At L Wl PR LT P T




“u

Traumade v elem Lol e iram——
e e e
SN vetameete e e .-

M eralamaria s Kamiiem wta
Arande la Serligere s madwada (per e
Serlnmime sindagani varwina

-

sam marms S daras B e e
paramamel 25 Seve wr o3 made por
T e lande - -

TrEarents almmarides do d=0Ses
CLE

regseceT i Ik e oL o
Tz At
-Sntaman s aascaza s emad e
By

Teze meiads mfedsaizag
Bt DE R R R

- Suagee BscoT dagndsvcs médics
s ce mecd e e
modersds;

~SSzmagiaz Se metd faze Qe
moean

S ez 2e Tmenaiiae Qe

N - Anl-

e
. -

1otk ™

Waditg | Iea iy

4
LA
Hits e

- e v s YWy o pewemel

TRt e W P e o e e 18 by




MEDICAMENTOS DE VENDA LIVRE - QUANDO O LIVRE E UM RISCO

S mpirise cradzz e

setcs D=

| B

-Fosre (=™ 2uais nfeforadcag
-2 303 @z e mzzeans
S Se et aaze g0
rodersss;

-S2zmmagiaz e mecd Daze e
ol

- 270 Ja2 2o eI e Qe
ez

3 =adeaza
-Tores TaeTaYoIL T e
£ v

IIeaI

Tamwets demsmid s ceemad

Fore
rom-

Ty

LT

fezczececzioes igeasmaiena |

Garsazzzaizectoe

Faaaate fxmalied o
5373 3 Tare s imeTiis &
sz igeaa
maZeazae feze

Traumara s stamdien le s lanie
. e
araghne mee o= ariprdiee Tan
. iramas e S weTan
Tiwte——an
e e rey e Apedrg ms Sa
anrande s E s wr s lw-
Pty
S las ey Yaamdtmas

)
(0 [y e

RENCE
(0 Ay

IS
0 Iy

onh.ise
WO - .

e 0 M
RS .



MEDICAMENTOS DE VENDA LIVRE - QUANDO O LIVRE E UM RISCO

PARACETAMOL \\

EVERY 8 MINUTES, A CHILD UNDER 6
IS GIVEN MEDICINE INCORRECTLY.*

Parents, always read & follow the label & only use
the dosing device that comes with the medicine.

B w

*http://pediatrics.aappublications.org/content/early/2014/10/15/peds.2014-0309.abstract

&l \ /v
‘s,—sw know ( .-OTCS.org @@Knowvouroms O/KnowYourOTCs @ /KnowYourOTCs

TREAT YOURSELF AND YOUR FAMILY WITH CARE.
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Dudas and Barone BMC Medical Education (2015)15:13

DOl 10.1186/512909-015-0288-3
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Medical Education

RESEARCH ARTICLE Open Access

Can medical students identify a potentially
serious acetaminophen dosing error in a
simulated encounter? a case control study

Robert A Dudas and Michael A Barone

Abstract

Background: In an effort to assess medical students’ abilities to identify a medication administration error in an
outpatient setting, we designed and implemented a standardized patient simulation exercise which included a
medication overdose.

Methods: Fourth year medical students completed a standardized patient (SP) simulation of a parent bringing a
toddler to an outpatient setting. In this case-control study, the majority of students had completed a patient safety
curriculum about pediatric medication errors prior to their SP encounter. If asked about medications, the SP portraying
a parent was trained to disclose that she was administering acetaminophen and to produce a package with dosing
instructions on the label. The administered dose represented an overdose. Upon completion, students were asked
to complete an encounter note.

Results: Three hundred forty students completed this simulation. Two hundred ninety-one students previously
completed a formal patient safety curriculum while 49 had not. A total of two hundred thirty-four students (69%)
ascertained that the parent had been administering acetaminophen to their child. Thirty-seven students (11%)
determined that the dosage exceeded recommended dosages. There was no significant difference in the error
detection rates of students who completed the patient safety curriculum and those who had not.
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A utilizacao de MNSRM na populacao <18 anos de devera ser encarac
como uma responsabilidade partilhada entre familias, profissionais de
saude, autoridades competentes e a industria farmacéutica.

Na pratica clinica sera aconselhavel nao menosprezar ou esquecer de
questionar os pais sobre a administracdo nas suas criancas/jovens d
MNSRM e respetivas doses ja que

o “livre ndo esta isento de risco’
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MUCOLITICOS, EXPECTORANTES, ANTITUSSICOS, DECONGESTIONANTES E ANTI-HISTAMINICOS
- USO EM CRIANGAS NA TOSSE E ALIVIO SINTOMATICO DA CONSTIPAGAO -

Os principais sinais de alerta referentes a estes medicamentos em criangas surgiram nos
EUA quando relacionaram a ocorréncia de 123 mortes em criancas com menos de 6
anos de idade nos ultimos 20 anos com a toma de medicamentos ‘cough and cold".

Discussao sobre a utilizacdo em criancas de medicamentos “cough and cold” como OTC,
relacionada com:

a)
b)
c)

d)
e)

f)

Duvidas sobre o beneficio clinico;

Risco de efeitos adversos e ingestao acidental,

Inexisténcia de guidelines sobre dosagem pediatrica (dados foram inferidos
dos estudos realizados na populacao adulta);

Confusao relacionada com a rotulagem dos produtos;

Existéncia de varios produtos tipo ‘'multiple-ingredient” com formulagdes e
dosagens variadas, potencializando o risco de sobredosagem;

Multiplicidade de cuidadores de cada crianca que pode facilmente conduzir a
um aumento do risco de efeitos adversos e sobredosagem.



MUCOLITICOS, EXPECTORANTES, ANTITUSSICOS, DECONGESTIONANTES E ANTI-HISTAMINICOS
- USO EM CRIANGAS NA TOSSE E ALIVIO SINTOMATICO DA CONSTIPAGAO -

Medidas desencadeadas:
|:> A Agéncia Norte Americana Food and Drug Administration (FDA):

- Fez recomendacdes contra a utilizacao de medicamentos de venda livre
‘cough and cold” em criangas com menos de 2 anos.
- Esta a rever a sua utilizacdo em criancas com menos de 6 anos.

|:> A Academia Americana de Pediatria é contra o uso de medicamentos de
venda livre ‘cough and cold” em criancas com menos de 6 anos.

|:> Embora nenhuma acao regulatoria tenha sido adotada - a revisao da FDA
ainda esta em curso - a maioria dos titulares de AIM nos EUA alterou, de
forma voluntaria, os avisos declarando "n3ao usar em criangas com menos de
4 anos de idade" e, para os anti-histaminico, acrescentou um aviso de que
eles nao devem ser utilizados como sedativos.



