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KYMNPIAKH AHMOKPATIA ®APMAKEYTIKEZ YMHPEZIEZ
YNOYPIEIO YIFEIAZ 1475 AEYKQZIA
Ap. Qak.: .Y 21.6.21 2 lavouapiou 2015
Ap. ThA: +357 22608679
Ap. Oat: +357 22608649

Email: ncooper@phs.moh.gov.cy
Mpog: ‘Olouc toug Katdyoug Adetag Kukhodopiog (KAK) Qapupakeutikwy Npoidviwy /
TomikoUg AVTUTPOCWITOUG

To: all Marketing Authorisation Holders

Ynoyn: YnevBuvou Dapuakoenayplmvnong
c¢/o Qualified Person for Pharmacovigilance

(English text follows)
Ayarnnté Kupie / Kupia,

O£po: TOTIKEC ATIOUTOELC OXETIKA UE TNV uTtoBoAR Twv Ixediwv Araxeiptonc Kwduvou (RMP) kot Métpa
EAaytotonoinong tou Kwivduvou (RMM)

To ZupPoUAlo Qappdkwy evnuepwvel toug KAK yla TIG TOTIKEG QTTALTAOELS OXETIKA UE TNV UTOBOAN OTLG
Qappokeutikeg Yinpeoieg Twv 2xediwv Ataxeipiong Kwvduvou (RMP) kat twv Métpwv EAaylotomoinong tou
Kwéuvou (RMM).

Ixédwa Araxeipiong Kivéuvou (RMP)

YrnievBupiletat ot amo T 21 louAiov 2012 amatteital N cupnepiAnyn tou Ixediou Awaxeipiong Kwdiuvou
(RMP) oto ¢akedo Twv Vvéwv altnoswv adelag kukAodopiog, aveédptnta amodé Tn VOULKR Bdon
(oupmepappavopévwy  Twv Yevooluwyv Tipoloviwy). Efalpolvtal ta  Opotomadntikda [Mpoidvta
EYYEVPOUHEVA HECW TNG QUITAOTIOLNMEVNG dladikaoiag Kal Ta mapadoolakd ¢papuaka GUTIKNAG TIPOEAEUONG
HE TNV KaTaxwplon mapadoolaKkng xprong. Mo ta GpappaKeuTKa tpoidvta ou €xouv eykplBel xwpic RMP,
KOL ylo. altAoelg mou umoPAnBnkav mpwv amod 21 louAiou 2012, dev undpyxel unoxpéwon umofoAng RMP
€KTOG €AV UTIAPXOUV avVNOUXIEC OXETIKA HE TOUC KvdUVoUG Ttou emnpealouy to Looluylo opEAoUG-KvEUVoU
TOoU PpapUAKOU.

MNa va mpootebel éva véo RMP oto ¢ddkelo evog mpoioviog Ba mpemel va umoPAnBel pio aitnon
tpomnomnoinong tumou Il. MNa va mpootebel pla evnuepwpévn £kdoon evog RMP Ba mpémel va umoBAnBel pia
aitnon tpomomnoinong tunou 1B. Inuewwvetal Ot N mo nmavw dladikacia nmpoabnikng/svnuépwaong evog
RMP odeilel va akohouBeitat kat pe ta EBvikd Eykekplpéva Mpotovra (NAPs). ErumAéov yia to NAPs, ot KAK
TIPEMEL TAUTOXPOVA HE TNV Tpomomnoinon va umofdlouv kat évo avtiypado tou RMP otn Movada
QapuakoenayplTVNONG.

Métpa EAayxltotonoinong touv Kivévvou (RMM)
Otav éva GpapUoKeEUTIKO POidV UTIOKELTOL ot emumpocBeta Métpa EAaylotomoinong tou Kwduvou (RMM),

TO TTANPEG TIPOTELVOUEVO TIOKETO WETPWV (T.X. EKTIALOEUTIKO UALKO) Tipemel va umoPfaAletal otn Movada
QapUAKOETAYPUTIVNONG KAL TIPETEL VoL AAUBAVETOL N EYKPLON TWV LETPWY TPV KUKAOGDOPHOEL TO UALKO oTnV
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KOmpo. Autd LoyUel yla OAa ta GapUOKEUTIKA Tpolovia kal oxt povo ta EBvika Eykekpuuéva. Emiong,
ONUELWVETOL OTL OV TO TIPOIOV €XeL TIHoAoynBel (A elval oto otadlo tng THoAdynong) otnv Kumpo, ta
TIPOTELVOUEVA HETPA TIPEMEL va UTtoBAAAovTaL Eykalpa yia afloAdynon Kol £ykplon aveéaptnta amno To av To
Tipoiov kukAodopel otnv ayopd r OxL Ko oveEAPTNTA Otd TO AV TIPOKELTAL VO KUKAOPOPHOEL 0TOV LELWTIKO
Topéa ) oto SnUdcLo TopEa.

Jupdwva pe to ZupBolAlo Dapudkwy, Ta tpotewvopeva RMM anatteital omwg unofariovral pall pe eva
avtiypado tou teleutaiou eykekpluévou RMP. Itnv mepimtwon Twv MPpoloviwv KeVIpKAg Sladwkaoiag
(CAPs), apolBaiag avayvwpiong (MRPs) kat anmokevipwpevng Stadikaoiag (DCPs), To dn eykekpiluévo RMP
6ev Ba emavagloloyeital aAld Ba xpnotponoleital wg HEPog TG afloAdynong Twv RMM.

Ta mpotewvopeva RMM mou urtoBaAAovtal mpEMeL va epAapBAavouy Kot 'eEAAXLoTO:

e Mo cuvoSeUTIKN EMLOTOAN 1oV va cuvoiilel Tnv mpotaon Kal va avodépel tnv €kdoon tou RMP 1y /
Kal tnv anddaon tg EE mou xpnowuomnotnke yla thv mpostolpacia twv RMM

e ‘Eva mAnpeg avtiypado tou mio npdodatou sykekplpévou RMP (pall pe 6Aa ta Mapaptipato)

e Ta nAeKkTpOVIKA apXeld Twv UAKKWV (ONUELWVETAL OTL TO OTMTIKOOKOUOTIKO UALKO TIPETEL va
oUVOSEVETAL AMO AEMTOUEPN EKTUTIWON TOU KELUEVOU)

e Avtiypada (hard-copies) twv UAKWV (TT.X. LOKETEG TWV KOPTWV acBevouc), av ival epLktod

e Edv n mpotaon meplhapPavel pia otooeAida, va cupnepAapPavetal éva oxESLo TOu LOTOTOMOU
(site-map) kat user login yla tnv LotoceAiba Tov mpoteivetal yla thv KUmpo

e Eav kamolo pétpo adopd pia mepimAokn cuokeun (.. OTUAG QUTO-XOPHYNONG), VO TIOPEXETAL Eva
Selypa (demo) tng cuokeung

e Eav ta UAKA elval petadpdosl UALKWY TIoU £Xouv eykplBel oe aMeg xwpeg tng EE, va
ouunep\apfavovral Ta apykd UAKA avadopdg.

YNUELWVETOL OTL TO TEALKA UALKA:
e TIPENEL VA glval otnv eAAnvikn yYAwooa. Av SikaloAoyeital Stadopetikd Ba nipemnel va 50Bel ykplon
o eV TIPEMEL VA TIEPLEXOUV XAPAKTNPLOTIKA Sladnuiong kat mpowbnaong
e Sev mpEmnel va mepAaUBAVOUV TIG TIHEC TWV GOPUAKEUTIKWY TIPOLOVTWV.

TéNog, onuelwvetal otL ol DapuakeuTikéG Yrinpeoleg ev umoypeolvtal va gykpivouv RMM onwe autd
£xouv tpororolnBel r/kat eykplOei og dA\a kpatn péAn tng E.E.. Q¢ ek toutou, mopakaleioBe va urtofdAete
TO TIPOTELWVOUEVA UETPA TOPGAANAQ pe TG Katabéosl cog oe AaMa Kpdtn MEAN TIPOKEWEVOU va
anogeuxBolV TUXOV KaBUOTEPNOELG.

Mo omnotadnnote Sleukpivion mopakaleioBe OMwe emikowwveite pe tn Movada Qapuakoemaypunvnong
Twv QopUOKEUTIKWY YTINPECLWV.
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Re: Local requirements regarding the submission of Risk Management Plans (RMP) and Risk Minimisation
Measures (RMM)

The Drugs Council wishes to inform MAHSs of the local requirements regarding the submission of RMPs and
RMMs to the Pharmaceutical Services.

Risk Management Plans (RMPs)

MAHs are reminded that from the 21° of July 2012 onwards, all legal types of applications for Marketing
Authorisation, including generic products, should include an RMP, except for Homeopathic Products
registered via the simplified registration procedure and Traditional Herbal Medicinal Products with a
traditional use registration. For products previously approved without an RMP and for applications
submitted before the 21st July 2012, there is no obligation to submit a RMP unless there are concerns about
the risks affecting the risk-benefit balance of an authorised medicinal product.

In order to add a new RMP to the dossier of a medicinal product, a type Il variation application is required.
To submit an updated version of an RMP, a type IB application is required. Please note that the above
procedure for submitting a new/updated RMP must be followed for National Approved Products (NAPs) as
well. Additionally, in the case of NAPs, MAHs are required to submit, in parallel to the variation application,
a copy of the RMP to the pharmacovigilance department of the Pharmaceutical Services.

Risk Minimisation Measures (RMMs)

In cases where a medicinal product is subject to additional Risk Minimisation Measures (RMM), the
complete proposed package of risk minimisation measures (e.g. educational material) must be submitted to
the pharmacovigilance department and must be approved prior to the distribution of the material in Cyprus.
This applies to all products, not only National Approved Products. Additionally, please note that if the
product is included in the Drugs Price List (or if a drug pricing application has been submitted) in Cyprus, the
proposed RMMs must be promptly submitted for evaluation and approved regardless of whether the
product is currently being marketed or not and regardless of whether the product is intended for the public
or private sector.

In accordance with the decision of the Drugs Council, the most currently approved RMP for the product must
be submitted with the proposed RMM submission. In the case of CAPs, MRPs and DCPs, the approved RMP
will not be re-evaluated/assessed but will be used during the assessment of the proposed RMM.

The proposed RMM submission must included the following as a minimum:

e A cover letter that summarises the proposal and states the RMP version and/or the EC decision used
for the preparation of the RMM

e A complete copy of the currently approved RMP (with all annexes)

e Electronic files of the RMMs (please note that audiovisual material must be accompanied by a
printout of the transcript)

e Hard-copies of the materials (e.g. patient card sample), if possible

e If the proposal includes a website, a site-map of the site must be included along with working user
logins for the proposed Cyprus website

e If the measures concern a complex device (e.g. self-injector pen), a demo of the device must be
supplied

e If the materials are translations of already approved materials from other EU member states, the
original material used as reference materials must be supplied.
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Additionally, the final material:
e Must be in Greek, unless justified, in which case prior approval must be obtained
e Must not contain any promotiona! or advertising components
e Must not state the price of the product

Finally, MAHs must note that the Pharmaceutical Services are under no obligation to approve RMMs that
have been modified and/or approved in other EU member states. As such, you are requested to submit the
proposed RMMs in parallel with your submissions in other member states to avoid any unnecessary delays.

Please do not hesitate to contact the pharmacovigilance department of the Pharmaceutical Services should
you require any clarification.

e

loannis Kkolos
Registrar of the Drugs Council
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