AK 3HaUTU AaHi Npo BaXXnuBi pU3MKK Ta BiACYTHIO iHopMmauito wono
N3, wo 3apeectpoBaHi y KpaiHax €C 3a geueHTpanizoBaHo
npoueayporo?

1. HatucHyTu Ha ue nocunanHs http://www.hma.eu/464.html,
2. lMepentn Ha canT KoopanHauinHoi rpynu no geueHTtpanisoanin npouenypi (CMDh) EMA,

e onpuitogHIETbCA

cnucok J13, wo 3apeecTtpoBaHi y €C 3a geueHTpanisoBaHo

npouegypoto. [Ans 6inbwocTi J13 Bu sHangeTe iHdopMauito 3 nnaHiB ynpasniHHA
pusnkamu (gani - NMYP) npo BaxnuBi iaeHTU(IKOBAHI, NOTEHUINHI PU3MKKN Ta BiLCYTHIO
iHbopMaLito, a TaKoX 3ax04u oo iX MiHiMi3au,l.

3. HartmcHyTtm Ha List of safety concerns per ...

About CMDh
Statistics
Agendas and Minutes

Press Releases

RISK MANAGEMENT PLANS

e Cover Note (November 2015) [Track version]

Procedural (i |““' * List of safety concerns per approved Risk Management Plan (RMP) of

CMDh-Referrals
Product Information
Advice from CMDh

Templates

CMD Working Parties /

active substances per product (August 2016)

(If you experience any difficulties to open the document, please check the local
security options in your local system/PC and/or within your browser (see also
the browser option "open with")

e Form for providing list of safety concerns for approved RMPs/updates
to list

Micnsa HaTuckaHHa List of safety concerns per ... Bam 3anponoHyoTb 36epertu dann

(Excel Tabnuuto).

4. 36epertn pann (Excel Tabnuuio).
5. BnHantn 36epexenHnn cpann y MK Tta Bigkputn Tabnuuto.
6. 3HanTu KONOHKY «A» y BEPXHin-niBin YacTtuHi Excel Tabnuui, ae 3anucaHa HasBa Aito4oi
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List of safet

MNote: The green marked products concern dossiers outhorised under A

Active substance Brand name

Abaoacavir/Tamivudine

ABACAVIRS LAMINVUIDIMNE
Kivexa

Acetylcysteine

Acetylocysteine hoesttabletten bruis 2
200 mg, effervescent tablets

Acetylocysteine 600 mg Alpex, efferve
tablets

Acetylecystein Dr. Max Pharma 00 mr
Brausetabletten



http://www.hma.eu/464.html

7. BubGpatu 3 nepeniky gitouy peyvoBuHy, Wo Bac uikaBuTb.

8. 3aincHMTM nowyk KoNoHKM G, HaTMUCKaluKn Ha CTPINKy B NpaBiit HUXKHIA YacTuHI (Bnpago), ,
Ae po3milleHi nocunanHa Ha MYP (RMP).

rticle 10{1)) Alpex Pharma UK limited

use (Article 10({a)) Dr. Max Pharma Limited

ticle 10 (1) Actavis Group PTC ehf.

hioprine

L= S S E':I.:'.J"i. yﬂaﬂHTt
r «0 00 YonoEHOe ToprMaTHMpDOEaTE CTHAK U
» ooo oo S0 = = = Doprat
GopMaTHMpOBaHME T Kak TAGAWMUWY — Adeek ~
{8 Lty L} M CTEA AvelfikK
tionally
RNP

Version 1.1 dated 23.12.2015
Version 1.0 dated 15.04.2016

VWersion 3.0 dated 2606.2014

Version 1.0 dated 20.06.2013

wversion 2.1 dated 14.02.2016&

Acitretin | ambroxol hydrochloride | atomoxetine | Azathic

e
9. BubGpatu noTpibHy Bepcito MYP (RMP) Ta HaTUCHYTU NOCKMMAHHS.

10. 3BepgeHa Tabnuuda npobnem 6es3nekn Mae Takui BUrNsA.



H18 - f
A B C D E G H 1
Product name (MAH) - MRP/DCP number in . .
° Legal basis - Generic
ABACAVIR/LAMIVUDINE 7
RILAMIVU NL/H/3487/001/DC Legal basis ivexa case of MRP/DCP | o tion (Article 10(1) of

DOC Generici (LUPIN (EUROPE) product - Directive No 2001/33/EC)

L b o/ lamivudi LIMITED, KNUTSF) UK/H/6004/001/DC
abacavir/lamivudine RMP version number and Version 1.1, 23 Dec 2015 1001 RMP version number and
) i ‘ersion 1.1, ec (1) i
- L. Additional Risk Additional Additional Risk
: Safety concerns Additional Pharmacovigilance PP Safety concerns an PP
Phar

Important Identified Risk

ABC hypersensi
reaction {including
reduced vigilance
following HLA-B*-5701
testing)

Not applicable

Patient Alert Card
Each pack of
abacavir/lamivudine
medication contains
an Alert Card for
patients and
information on the
risk in the Patient
Information Leaflet.
Provision of an ABC
HSR education
material for
healthcare
professionals

Abacavir Hypersensitivity
Reaction

1. Aggregate review of
spontaneous cases or
reports from the published
literature of suspected
Abacavir Hypersensitivity
Reaction in line with post
marketing commitments
for the Abacavir containing
products. Findings will be
reported to regulatory
authorities via Periodic
Benefit Risk Evaluation
Reports (PBRERs).

2.The effectiveness of the
education programme will
be monitored via annual
review (frequency and
severity) of all reported
Hypersensitivity Reaction
cases in member states
where the product is
marketed

1. Alert card for patients
{ongoing provision of this
with all prescriptions)

2. Education materials for
HCPs (all prescribers and

slide set)

3. Website for HCPs to treat
patients with Abacavir and
Lamivudine film-coated
tablets

Use in subjects with

Not applicable

Not applicable

Use in patients with hepatic

hepatici

impairment

» | Products overview

abacavir_lamivudine | acetylcysteine | Acitretin | ambroxol hydrochloride |

atomoxetine | Azathioprine | bendamustine hydrochloride

| biso





