Gedeon Richter Plc.
PHARMACOVIGILANCE POLICY

Our Company handles pharmacovigilance as an area of outstanding priority, thinks of it as a
service, with the aim to be able to continuously ensure all circumstances of safe
administration of our medicinal products for the patients and healthcare professionals, and to
comply with all applicable health authority regulations and guidelines.

For safe drug administration Gedeon Richter Plc. provides always up-to-date information to
patients and healthcare professionals, and ensures that all questions raised, all problems
occurring during drug administration, shall be answered and resolved without any delay, and
for this purpose channels of communication and sources of information with availability of
24/7 are maintained.

People react differently to applied medicinal products due to their biological variability.
Adverse reactions (side-effects) occur even with drugs developed and manufactured with the
highest level of care and cautiousness; all medicinal products have side-effects. The task of
pharmacovigilance is to appropriately manage the risk that lies in the adverse reactions of a
product, to allow us all to benefit from the indispensable curing effects of modern medicines.

In line with laws and regulations Gedeon Richter Plc. has set up its pharmacovigilance
surveillance system, to ensure that any untoward effect occurring in connection with the
administration of any of Richter's products shall be identified and collected, and the global
analyses of the gathered data shall be fed back to contribute to making drug administration
even more safe and to preventing occurrence of adverse reactions. Richter's
pharmacovigilance system connects to the international adverse reaction surveillance
networks, alerts and intervenes, if a new adverse reaction is identified, or if change in the
safety profile of product is observed. All employees of the Company Group take part in this
activity of surveillance, are trained and know their responsibilities, and are capable to
perform their duties in pharmacovigilance. The collection and analysis of both medical
enquires and adverse event data feed back to making the new Richter products in
development even more exquisite.

The Company is dedicated to keep its pharmacovigilance system compliant with all health
authority regulations, and to ensure that these highest standards of pharmacovigilance shall
continuously apply at all part of the Company Group regardless of geographical location.
Pharmacovigilance is our common responsibility and is in our common favour, which
provides protection to the patient, to the product and to the Company, at the very same time.

Erik Bogsch Gyoérgy Németh, MD, PhD
Managing Director Medical Director



1Ipesoo:

I'eneon Puxtep A/l

ITOJIMTUKA HA JIEKAPCTBEHA B/IUTEJIHOCT

Hamata koMmaHus 0TAaBa 0coOeHO 3HaUEHHE Ha JeKapcTBeHara 6qurenHocT. ToBa e ycnyra,
YUATO 1I€J1 € Ha NAI[MEHTUTE U JIeKapuTe J1a ObJaT OCUIYPEHU NOCTOSIHHU O€30I1aCHM YCIIOBHS
3a mpujaraHe Ha MeIMKaMEHTUTE, KaKTO U Jla ObJaT CHa3eHH pa3nopeaduTe U HACOKUTE Ha
CbOTBETHUTE BIIACTH.

C men 0e30MacHOTO TpWilaraHe Ha MeIUKaMEHTHTE PuUXTep HEMpeKbCHATO MPEIOCTaBs
aKTyalHa WH(poOpMalMs Ha MAlUEHTUTE U JIEKApUTE U CE TPUXKH BBIIPOCUTE M MpoOIeMuTe,
BB3HUKHAIIM TIpH ynoTpeba Ha JieKapcTBara, Aa ObJaT He3a0aBHO paspelieHu. 3a IenTa ce
MOAIBPIKAT CPEJCTBA 32 KOMYHUKAIHS M OOMEH Ha MH(OpMAIIHs, KOUTO ca Ha Pa3oJIOKEeHUE
JCHOHOIIHO, BCEKH JICH OT CeIMUIIATa.

ITopann OMONOrMYHUTE CHU pa3IMyUs XopaTa pearupar pasIMyHO IpH ynoTpeda Ha J1aJeHO
nekapcTBo. Hexxenanu peakuuu (CTpaHUYHU JEHCTBHS) CE MPOSIBABAT U NPH Hal-TPUKIMBO
pa3paboTeHUTe U MPOU3BEKIAHU JIEKAPCTBA — BCAKO JICKAPCTBO MMA CTPAaHUYHU J€HCTBUS.
3amauaTa Ha JeKapcTBeHaTa OJUTEIHOCT € Ja C€ CIPaBU MO MOAXOJAII HAYUH C PUCKA OT
CTpPaHWYHM ACHCTBHS HA MEIMKAMEHTHTE, TaKa Y€ BCEKH OT HAC J1a MOXKE J1a C€ BB3II0JI3Ba OT
He3aMeHUMUs JiedeOeH eheKT Ha ChbBPEMEHHHTE JIEKapCTBa.

CeriacHO 3aKOHOBHTE NpeanucaHusi B Puxtep ¢yHKIMOHHpa Mpexa 3a JIeKapCTBEHA
onurenHoct. HelfHaTa 1en e HeXKelnaHuTe peakluy, Bb3HUKBAIU MPU yHoTpeda Ha MPOIYKTH
Ha KOMIIAHMTA B KOS JIa € TOYKA Ha CBETa, J1a ObJaT pa3lo3HATH M ONMUCAHH, a TI00ATHUST
aHaJIM3 Ha cCbOpaHUTE JTaHHU Jia AOMPHUHECE 3a MO-MPELU3HOTO pUjlaraHe Ha MeJuKaMeHTa U
3a MpeJOTBpATSIBaHEe HA CTPAaHUYHUTE JeicTBUs. CucTemara 3a JieKapcTBeHa OJUTEHOCT Ha
PuxTtep e cBbp3aHa ¢ MeXAYHApPOAHUTE CUCTEMHU 32 HAOIIOJCHUE Ha CTPAHUYHUTE EUCTBUS;
TS CUTHAJIM3Mpa U CE€ HAMECBA, aKO YCTAaHOBM IOsIBaTa HAa HEU3BECTHO 1O TO3M MOMEHT
CTpaHUYHO JEHUCTBHE WM aKo 3a0eneXu MpoMsiHa B O€30MacHOCTTa Ha JaJIeHO JieKapcTBo. B
Ta3| JEHHOCT Ce BKIIOYBAT BCHUKH CIYKUTENIM HA KOMIaHusTa. Te ca 00ydeHu, 3aro3HaT ca
ChC CHOTBETHHMTE M3HMCKBAaHUS U B CIIy4ail Ha HY>KJa M3BBPIIBAT JEHHOCTUTE, CBbP3aHU C
nekapcTBeHata OautenHocT. CHCTEMATH3MPAHETO HA JIEKAPCKUTE BBIPOCH M TIOOATHUST
aHalM3 Ha JIaHHUTE, CBbpP3aHW C JIeKapcTBeHaTa O€30MacHOCT croMarar 3a
YCHBBPIIICHCTBAHETO HA OHE3U JIEKapCcTBa Ha PuxTep, KOUTO ca B IpoIiec Ha pa3padoTKa.

KomnanusTa MHOTO ABPKH CHCTEMAaTa U 3a JeKapCTBEHA OJAUTEIHOCT J]a OTroBaps HAa BCUYKH
W3HCKBAHUS, a BUCOKUTE CTaHJIApTU B Ta3M OOJIACT Jja ce€ CIa3BaT OT BCAKO NPEANpPUSITHE Ha
Puxtep, 0e3 3HaueHHe B KOs TOYKa Ha CBeTa ce Hamupa To. JlekapcTBeHaTa OJUTEIHOCT €
OTIOBOPHOCT U I10JI3a 3a BCUUYKU HU. Ts ocurypsBa 3alluTa Ha MALUEHTUTE, IPOAYKTUTE U
KOMITaHHUATA.
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