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Part VI: Summary of the risk management plan

Summary of nsk management plan for
Resina-p-ter-butilfenolformaldeidica allergEAZE 1%, unguento

[ p-tert-butylphenol formaldehyde resin (p-t-BPFR)]

Thiz 15 2 summary of the nsk manapement plan (RIAF) for Besina-p-ter-bunilfenolformaldeidica allerg EAFE,
1%, unpuento. The BMP details mmportant ncks of Rasina-p-ter-butilfenclformaldeidica allergEAFE 1%,
unzuento, how these nsks can be mimmmizad. and how more iInformzhon wall be obtained zbout Resma-p-
ter-butilfenolformaldeidica allergEATE 1%, unpuents’s nisks and unecertainhes (mis=img mfcrmation).
Feanz-p-ter-bufilfenclformalderdica allergEAFE 1%, unguentos summary of product charactenshes
(SmPC) and s package leaflet srve eszental information to healtheare professionzls and patients on how
Feanz-p-ter-butilfenolformalderdica allergEAFE 1%, ungnento should be used.

Important new concerns or changes to the cumrent opes wall be mncluded in updates of Resma-p-ter-
buthlfenolformaldeidica allergEAZE 1%, unguento’s RAE.

I. The medicine and what it is used for

Eaamna-p-ter-bunilfanclformalderdica allergEAFE 1%, unguents 15 2 medicinal product mtended for
diasnoshe use only. The patch test with Resma-p-ter-butilfenclformaldeidica allergFATF 1% 15 indicated
for the diagness of allergic contact dermanns to p-t-BPFR mn patients with suspected pathology (see SmPC
for the full ndicanion). It contains p-t-BPFE. as the actve substance and 1t 1= given by cutaneons application
by healtheare professionals anby.

II. Risks associated with the medicine and activities to minimise or further
characterise the risks

Important nsks of Fezina-p-ter-butlfenclformaldeidica allergEAZE 1%, mguento. together with measures
to murommse such nsks and the proposed smdies for leaming more about Eesma-p-ter-
buhlfenolformaldeidica allergEAZE 1%, unguento's nzks, are outlined balow.

Mezsures to munimise the risks identified for medicinal products can be:

*  Specific mformanon, such as waming=, precawtons, and advice on comect uss, in the package
leaflet and SmPC addressed to patients and healtheare professionals;

¢  Important advice on the medicine’s packaging;

¢  The authonsed pack size — the amount of medicine in 3 pack 15 chosen so to ensure that the
medicine 1= nsed correctly;

¢ The mediane’s legzal status — the way 2 medicine 15 supphed to the patient (e.z. with or wathout
prescriphon) can belp to muminmse its nsks.

Together, these measures constitute rowting risk minimisafion measures.
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In addion to these measures, information about adverse reactons 15 collected confmuously and regularly
analysed, so that mumediate achon can be faken as necessary. These measwres constifute rowufine
pharmacovigilanes activities.

If mportant informaton that may affect the safe use of Besina-p-ter-tutlfenclformaldeidica allergEAZE
1%, unguento 15 not vet available, it 15 histed under “mussing information” below.

oA Lizt of important rizk: and mizsing information

Important nsks of Eesina-p-ter-bunlfanolformaldeidica allergEAFE 1%, unguento are nsks that need
special nsk management activites to further vestizate or pummise the sk, so that the medicmal product
can be safely admimistered Important nsks can be regarded as idenfified or potential. Idenhified nsks are
concerns for which there 10 sufficient proof of a hink wath the use of Recina-p-ter-bunlfenolformaldeidiea
allergEAZE 1%, unguento. Potential nsks are concerns for which an association with the use of thas
medicme 15 possible based on available data, but this association has not been established vet and needs
frther evzluzfhion. Missing mmformation refers to infoomaton on the safety of the medicinal product that 15
cwrently missng and needs to be collected (e g on the long-term use of the medicmea):

Lizt of important rizks and mizzing information

Important identified nisks Mone

Important potential risks Anaphylactic reaction

Missing mformation Use m children and adelescents
Uze dunng pregnancy and lactation

LB Summary of important rizks

Important potential risks

Anaphylactic reaction (zevere allergic reaction)
Exadence for lmking the nisk to Scientfic hterstre

the madicina
Bazk factors and n=k groups Pahents with a lustory of severe allergic reachons
Fask pumimwsation measures Foutine nsk pinomisation measmes:

SmPC sechon 4.8; PIL sechon 4
Specific climcal measures to address the risk:

Eecommendzhion m SmPC secton 4.2 and PI1 sechion 3 to only test
childven m case of strong suspecion of allerme contact dermatibs to
p-t-BPFR on the basis of a careful medical history.

SmPC section 4.8 and PIL sechon 4: Informaton about possible
symptonys of an anaphylacte shock; requirement for the treating
healthcare professional to treat an anaphylache reachon immediately
with rescue medication, and to perform therapy according to the
results of the consensus conference | acute therapy of anaphylzete
rezchons”

Lagal status thd
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Addibonsl msk minnmisation measmes:

Mone
Aizsing information
Uze i chaldren and adolescents
Exidence for mking the nsk to There are only few data available on chaldren from chmeal trals.
the medicine
Rizk factors and n=k groups Children and adolescents
Fazk mumimmsation measures Foutne n=k mammisahon measures:

SmPC sechon 4.2; PIL sechon 3
Specific clinical measures to address the risk:

Recommendation m SmPC section 4.2 and PIT. sachion 3 to only test
chaldren m case of strong suspicion of allergic contact dermatitis to
p-t-BFFE. on the ba=mis of a careful medical history.

Lagal status: thd
Addibonzl nsk pummisation measures:

Mone

Uze during Presnancy and lactation

Exidence for hmking the rizk to There are onky few data avalable m pregnant women and lactahion

the madicine firony chmical traals.
Riczk factors and n=k groups Unbom and breast-fad children
Fask mmimmsaton measares Pioutine sk mmmimisation measures:

SmPC sechon 4.2; PIL sechon 2
Specific clinical measures to address the risk:

Fecommendzhon m SmPC sechion 4.6 and PI1. sechon 2 to not carmy
out dunng prepnancy or while breastfeeding unless 1t 15 considered
as absolately mecessary.

Legal status: thd
Addibonsl msk minnmisation measmes:

Mone
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