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>, Role zastupcu farmaceutického primyslu
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Potreba HaRP - historické pozadi

%, Art 8 (3) (iaa) Directive 2001/83/EC - Povinnost
predkladani RMP

~,-> Leden 2014 tabulka obsahujici safety concerns z
RMP odsouhlasenych v registracnich procedurach
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A B C D | E | F | G |
1 | |
2 safety concerns per approved Risk Management Plan (RMP) of active substances per pr
N vac. Ref: CMUR/3307 2015,
3 |Note: The green marked products concern dossiers authorised under Article 8.3 legal bosis D 18 evrisieees 3798
4
RMS or M5 (in case of
Active substance :Brand name MRP/DCP number Legal basis MAH strictly nationally RMP
5 - - - - - authorised product) |~ -
238 Testosterone : E .
239 | Tacrolimus ) ’ UK/H/5921/002/DC Generic (Article 10(1)) | Accord Healthcare Limited UK Version 5.0 dated 25.10.2017
Tadalafil Tadalafil 2.5 mg, 5 mg, 10 m
f ) &> Me, & UK/H/5902/001-004/DC | Generic (Article 10{1)) | Accord Healthcare Limited UK Version 3.0 dated 19.02.2016
240 20 mg Film-coated Tablets
DE/H/4013/002-004/E001
Tadalafil-ratiopharm 5 DE/H/4574/001-004/DC ] ) Version 1.0 dated 09.06.2016
Generic (Article 10(1)} Teva Pharma B.V. DE -
mg;10mg;20mg DE/H/4575/001-004/DC Version 2.1 dated 18.01.2017
241 | DE/H/4629/001-003/DC
Tadalafil Farmaprojects (in . . . . .
>0 RMIS) UK/H/6272/001-004/DC | Generic (Article 10{1)) {Farmaprojects, S.A.U (in RMS) UK Version 2.0 dated 26.01.2017
.243_ Tadagis SI/H/0166/001-004/DC ¢ Generic (Article 10(1)} Krka. d.d.. Novo mesto Sl Version 1.1 dated 17.08.2016
244 N/A UK/ N Version 1.1 dated 19.08.2016
Tadalafil 2.5 mg, 5 mg, 10 mg, : L8 Z 2
UK/H: 494 t Version 3.0 dated 19.02.2016
245 20 mg Film-coated Tablets / ECIV C a e
Tadalafil Sandoz 2,5 mg,
filmomhulde tabletten ~ 1478 | 5 of h M4 k 2
Tadalafil Sandoz 5 mg, eCIVy p rl p rav u
filmomhulde tabletten | .
i ML/ Version 1.5 dated 27.10.2016
Tadalafil Sandoz 10 mg, v
filmomhulde tabletten ( b re Ze n 2 O 1 9 )
Tadalafil Sandoz 20 mg,
246 filmomhulde tabletten .
A Mimtar milfu 3 AT YT T ielo H Ao H Al Warcian 1 5 datad 97 10 2015
3 Products overview | Abacavir abacavir_lamivudine Acebutolol acetylcysteine | acetylsalicylic acid | acetylsalicyl acid ate ... (¥) 4 3
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Potreba HaRP

=, Nekompletni tabulka na strankach CMDh

>, Nekonzistence mezi generiky i referencnimi pripravky
>, Rozdily mezi LP v ramci EU

“GVP Vrev. 2

s, -> Pracovni zatéz pretrvava
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HaRP Harmonisation of RMP Procedure/Project

© 2019 STATN[ USTAV PRO KONTROLU LECIV 24.5.2019



e, SUKL

Co je HaRP

, Projekt pro harmonizaci RMP (safety concerns)
v' LP s platnym rozhodnutim o registraci
v’ Stejné ucinné latky
v S rdznymi RMP

*,V soucasnosti 27 Clenu z 16 zemi, Predseda NL
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HARP: 2 domény

> Doménal
Priprava list of safety concerns generickych pripravku
pro lécivé latky, u nichz brzy vyprsi ochrana dat

s Doména 2
Revize jiz existujici tabulky na strankach CMDh
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HaRP Doména 2

, LéCivé latky pro néz neni inovativni pripravek na trhu,
nebo nema RMP

s, Tabulka na strankach CMDh je prezkoumavana a
informace, které obsahuje, jsou zakladem pro
hodnoceni RMP HaRPem

, Do této domény nejsou zahrnuty latky, které nejsou v
seznamu na strankach CMDh
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Metodologie hodnoceni safety concerns

%, Clenové skupiny HaRP navrhuji jednotlivé latky k
hodnoceni. Na pravidelnych schtzkach jsou tyto
navrhy schvalovany a poté hodnoceny.

, K hodnoceni vyuzivana Sablona, vytvorena pro
Assessment of the safety concerns

potreby skupiny HaRP.  ........ -

u
Procedure agMM? apny* place*

Number

Cotegory# | |
Wording® F I I I I Y nfa | nfa

Sofety
Concern

Comments In absence of any management plan for the risk (ongeoing aR
i

# Category: | = Important |dentifiad; P = Important Potentizl; M = Mizzing Information; N = Mone
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e, SUKL

Assessment of the safety concerns

Safety concern #1

EU Ongoing Ongoing Essential TQ in Conclusion
Procedure g gPhv* place*
Number
Cotegorysd | | P F M M M
Warding® 515 A nfa | nfa
Sofety No OJ No O No []
Concern Yas [
Yes [

Yes []

Comments In absence of any management plan for the risk (ongoing aRMM, aPh) or essential TQ) the safety concern

is removed, unless there is a8 strong and compelling scentific areuments why it should remain.

* aRivIM. = Additional Risk Minimisation Measures; PhY = Additional Pharmacaovigilance Activities; T = Targeted Questionnaire
& Category: | = Important Identified; P = Important Potentizl; M = Miszsing Information; M = Mone
* Waording: S = Similar; & = Alterad; n/z = Not Applicakble
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Prostate cancer

EU Ongoing Ongoing Essential TQ Conclusion
Procedure U giRMM* gehv* in place*
Number o

—

g

5]

[Ty

g

=

T

s

=
Cotegorys P
Warding® 5
Sofety Prostate cancer No H No [ No
Concern Yes [

Yes[]
Yes[]

Comments Remove

While testosterone replacement treatment may increase serum prostate-specific antigen levels in some men,
it often remains within clinically acceptable ranges, and has not been shown to increasa the risk of prostate
cancer (P5USA/00002908/201512). The topic is under routine monitoring and will be presented in the next
PSURs. Prostate cancer is listed as contraindication and sufficient warnings,/precautions are present in

product information.

* 2RI = Additional Risk Minimisation Measures; aPhy = Additional Pharmacovigilance Activities; TO = Targeted Questionnaire

# Category: | = Important [dentified; P = Important Potentizl; M = Missing Information; N = Mone

~ Waording: 5 = Similar; A = Alteraed; n/z = Mot Applicable
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Disturbances of liver function

EU
Procedure
Number

Ongoing Ongoing Essential TQ in Conclusion
aslM apny place*

DE/H/4623/001/DC
DE/H/3103/001/DC

DE/H/4587/001/DC

Cotegorys | |

Warding* S A
Altered Disturbances of hepatobiliary No [ No B Mo [
warding function Yes[]
Yes[ ]

Yes[]

Comments Remove
Mo gRMM.is in place concerning this risk. The medicinal product is contraindicated in patients with
severe hepatic impairment. In addition, an advice how to handle liver disturbances is included in section

-------
— e g .

—»Risks for which there are no additional pharmacovigilance activities and/or additional risk

minimisation measures can be removed from the safety specification in line with the updated GVP V Rev

2.0
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Venous thromboembolism

EU Procedure Ongoing gRMM* | Ongoing gPhV* | Essential TQ in Conclusion
[ R i
Number A A ] place™*
—_— —
= —
gs |8
M~ ") 1)
(o I Y o
05 m
T, T
ITr T T
Ty, e, T
Ll Ll Lil
[ i (i
Cotegorys I |
Woarding® 5 5
Altered No O No [ No [
warding Yes[
Yes[ ]
Yes [
Comments Remain
Additional risk minimisation measures (check-list for prescribers and patient information card) are in
place, therefore venous thromboembolism should remain in the summary of safety concerns.

* aRMM = Additional Risk Minimisation Measures; aPhV = Additional Pharmacovigilance Activities; TO = Targeted Questionnaire
& Category: | = Important ldentified; P = Important Potentizl; M = Miszing Information; M = Mone
* Wording: S = Similar; A = Altered; nfa = Not Applicable
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Recommendation*
Safety specifications | Additional PhV Additional Risk Essential specific
activities minimisation Targeted clinical
measures Questionnaires actions

Important Identified
risk

Venous
thromboembolism

Checklist for
prescribers;
Patient
information card

Arterial
thromboembolism

Checklist for
prescribers;
Patient
information card

Important potential
risk

Mone

Missing information

Mone
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Jednani se zastupci farmaceutického priumyslu

s, Predlozeni prvnich hodnoticich zprav AESGP
(Association of the European Self-Medication
Industry)

Hodnocené latky (25):

Almotriptan, alprazolam, amlodipine, bemiparin, bisoprolol, calcium
carbonate, cetirizine, colchicine, donepezil, etoposide (for infusion),
fluorouracil (systemic use), gemcitabine, haloperidol (oral solution),
hyoschine butylbromide, macrogol 3350, sodium chloride, sodium
hydrogen carbonate, potassium chloride, melphalan, menotrophin,
montelukast, pantoprazole, rupatadine, testosterone
(transdermal/topical), vilnorebine (for infusion).
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Vyhled do budoucna

=, PhV WSP WP duben 2019

Pharmacovigilance Work Sharing Procedures Working
/Party

%, Schvaleni CMDh

, Publikace s cover note na strankach CMDh.
~Cerven/Cervenec?

%, Jednani s drziteli originalnich léCivych pripravku
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Uzitecné odkazy

=, RMP - Safety concerns na strankach CMDh
http://www.hma.eu/464.html
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Dékuji za pozornost

STATNI USTAV PRO KONTROLU LECIV
Srobarova 48, 100 41 Praha 10

tel.: +420 272 185 111

fax: +420 271 732 377

e-mail: posta@sukl.cz
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