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KYMNPIAKH AHMOKPATIA OAPMAKEYTIKEZ YNHPEZIEX
YMNOYPIEIO YTEIAZ 1475 AEYKQZIA
Ap. Daxk.: d.Y 21.6.21 2 lavouapiou 2015
Ap. TnA: +357 22608679
Ap. Qag: +357 22608649

Email: ncooper@phs.moh.gov.cy
Mpog: ‘O\oug toug Katdyoug Adetag Kukhodopiog (KAK) Qappakeutikwy Npoidvtwy /
TomikoU¢ AVTUTPOGWIIOUC

To: all Marketing Authorisation Holders

Ynoyn: YnetBuvou Qapuakoenayplnvnong
¢/o Qualified Person for Pharmacovigilance

Ayannte Kupie / Kupia,
(English text follows)

Ofpa: ArtotioeLg yo to Tormukd Ewdikeupévo Atopo yio Qappokoenaypunvnon (Local QPPV) / YrieuBuvo
Atopo yio Qappakoenaypunvnon (Local RPPV) - YtevOUpLon Kot SLEUKPLVIOELC

2€ CUVEXELD TNG EYKUKALOU Twv QappaKEUTIKWY YIINPECSLWV nuepounviag 1 ZemtepPpiouv 2008, to ZupfouAlo
Qapuakwy evnuepwvel Toug KAK yLao TG TOTILKEG QTIOLTAOELG OXETIKA E TO TOTIKA ElSlkeupévo ATOpO yla
QDappakoenaypunvnon (QPPV) kat to Tomika YrnieuBuvo Atopo yla Qappakosmnaypumnvnon (RPPV).

YrievBupifovtat ot KAK yia TV uroxpéwon* 8Loptopol evog tomikd QPPV/RPPV yia tnv Kumtplakn ayopd eav
o EU/EEA QPPV &ev Stapével kat dev Spaotnplonoleitat otnv Kumplakn Anpokpartia.

JUpdwva pe to TupBolAlo Dapudkwy, o tormkd QPPV/RPPV, o omoiog Ba Stapével otnv Kumpo, mpénet va
elval emayyeApotiag uyeiag, PLoAdyoc 1 XNUWKOG KATAAANAO eKMALSEUUEVOC OTn APUAKOETAYPUTVNON.
Mp€mnel, emiong, va KATEXEL ATTALOTA TNV EAANVIKA YAWOOX TIPOKELEVOU VA EKTEAECEL ATTOTEAECUOTLKA TLG
SpaotnplotnTteg TNG dpapuakoemaypunvnong mou £xouv avatebei oe avtov / avtiv and to EU/EEA QPPV
tou KAK.

‘Oool KAK 8gv €xouv akoun opiloel éva KATAAANAO TOTIKA UTIEULBUVO ATOHO yla Th dappaKoenaypunvnon, Ba
TPEMEL VA TO TPAEOUV AUECA KOl VO EVNUEPWOOUV TO ZUMUBOUAL0 DapUdkwy wG TPOC TA OTolKela Tou
TMPOCWTIIOU aUTOU XPNOLULOTOLWVTOC TO OUVNUUEVO €Eviumo Kowomoinong. Ot KAK mou 8ev €xouv
KoworolnoeL 0to ZUPBOUAL0 DAPUOKWY T ATIOLTOUEVO OTOLXELA TOU VUV TOTILKOU UTIEVBUVOU QTOUOU yLa
v  dapuakoemayplTvnon TPEMEL €MionNg vo evnuepwoouv To JUpPBoUAlo Qopudkwv pE T
ETILKOLPOTIOLNEVA OTOLYELQ XPNOLUOTIOLWVTAG ETIIONC TO CUVNUUEVO EVTUTIO.

Oa mpeénel vo onpuelwOel ot dnuootol umdAAnAoL | datopa to omoia ev pmopouv va sival Stabgatpot
ouvexwg dev eival edIlKTO va oplotolv w¢ Torkol QPPV/RPPV. Elval OpwG EMITPEMTO yla TOV TOMLKA
QPPV/RPPV va Sloplotel oav tomikd QPPV/RPPV os mépav tou evog KAK.

Mo omnotadnmnote Sleukpivion mapakoAeiobe OMwe emikowwveite pe tn Movada QoppakoemaypuTvnong
Twv QAPUAKEUTIKWY YTINPECLWV.

' To &pBpo 57 tou vopou tou 2001 Goppdkwy AvBpwruvne Xprong (EAeyxog Mowdtntac, Mpoprdetac kat Tuudv) (70 (1) / 2001) kat to
GpBpo 104 tng 0dnyiag 2001/83 / EK tou Eupwraikot KowvoBouAiou kat tou ZupBouliou, tng 6ng NoguBpiou 2001, mepl kowvotikol
KWELKOG yLa T pAppaka ou poopiloviat ylo avBpwrivn xprion, Omwg TpOTomnoLnOnkKe.

Dapuakeutikéc Ynpeoieg, Ymoupyeio Yyeiag 1475 Aeukwoia
TnA.: 22608607 Fax.: 22608649 IarooeAida: http://www.moh.gov.cy/phs



Re: Requirements for local QPPV/RPPV — Reminder and Clarification

Further to the Circular of September 1 2008 concerning the QPPV and local contact persons, the Drugs
Council wishes to remind Marketing Authorisation Holders of the requirement2 to nominate a local
Qualified/Responsible Person for Pharmacovigilance for the Cyprus market, should the EU QPPV not reside
and operate in the Republic of Cyprus.

The Drugs Council requires this local QPPV/RPPV, who will reside in Cyprus, to be a qualified healthcare
professional or a biologist or chemist and to have been adequately trained in pharmacovigilance.
Additionally, they must be fluent in written and spoken Greek, in order to effectively perform the
pharmacovigilance activities delegated to him/her by the EU QPPV of the MAH.

Any MAHs who have not yet nominated a suitable person, must do so immediately and will notify the Drugs
Council as to the particulars of the nominated person using the attached notification form. Other MAHs who
may not have notified the change of their local QPPV/RPPV must also notify the Drugs Council of the
updated details using the attached form.

It must be noted that a person currently employed in the public service, or a person who is unable to be
available continuously, may not be nominated as local QPPV/RPPV. It is possible, however, for a local
QPPV/RPPV to be appointed as local QPPV/RPPV for more than one MAH.

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

\

A
o’

loahnis Kkolos
Registrar of the Drugs Council

2 prticle 57 of The Medicines for Human Use (Control of Quality, Supply and Prices) Act of 2001 (70 (1) / 2001) and
Article 104 of the Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the
Community code relating to medicinal products for human use, as amended.
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KOINOMOIHZH TQN STOIXEIQN A TO TOMNIKA EIAIKEYMENO ATOMO A DAPMAKOENATPYMNNHIH
(LocAL QPPV) / TonikA YREYGYNO ATOMO riA OAPMAKOENATPYNNHsH (LOCAL RPPV)

OVOLATENWVUHO TOU
unoyndiov (enwvupo,
ovopa):

Ztowyeia Emkowvwviog

AtevBuvon >:

24wpoTnAédwvo:

TnAédwvo Mpadeiou:

AplBuodg Fax:

HAektpovikn AtevBuvon (E-
mai)l*:

STOLYELA AVATTANPWTH:

‘Ovopa Tou avanmAnpwtr, o
TEPIMTWON OV 0
npoavadepOUEVOC
urtoPndloc dev eivat
SlaBéotpoc:

ZTOLXELA ETLKOLVWVLOGC:

Aiota eAéyxou / Tuvnuuéva gyypadoa:

Bloypadikd onpeiwpa

ATOSEIKTIKA OTOLXELOL ETAPKOUC EKTIALSEUONC Kot epmetpiag otn Dappakosnaypunvnon’

Tou TorukoV QPPV/RPPV kot tou EU/EEA QPPV

Alota pe Ta tpoiovra yla ta omoia Ba eivat urtevBuvoc o torikd QPPV/RPPV
Amodeiktikd otolyeio / SAwon enapkols yvwong tng EAANVIKAG YAWooog

AN

L]
[]
[] nNepiAnyn EuBuvwy 6mwg meptypddetat otn cupdwvia appakoenaypunvnong / SUUBAcn HeTasy
[]
[]
[]

Eyw, o umoypadwyv, SnAwvw OTL TA TMAPATIAVW OTOLXELD KoL CUVNUPEVO £yypada eival akplfr Kal cwotd &€ 6owv
yvwpilw. Oa eipat Slabéolpog/n ouvexwg yla va Tapaldfw Kol va amaviiow Ot €pWTNOEL;, ovadopeS Kal
omnotadnmote aAAa Sedopéva ou oxetilovral Pe TV achAAeld TwV GAPUAKWY artd To EUPU KOO, TOUG EMAYYEALATIEG
vyelog kat Tig €Bvikéc apx£c. Avadaupdavw tnv umoxpéwaon va Slatnpiow éva xoptodpuddklo ekmaideuong otnv
dapuakoenaypunvnon to omolo Ba eival dabéowo ot QapUakeUTIKEG YINpeoieg Tou Ymoupyeiou Yyelog yia

e€€taon, OMwC Kal otav pou IntnBel.

Yroypadn:

‘Ovopa (ohoypadwc):

*H SetBuvon mpénet va elvat eveog Tne Anpokpatiac the KUmpou

* Fevikéc nAekTpovikéc leuBuvoelc email (ry. info@ MAH.com ) 8ev Ba yivovat SeKTéc
> AUTO Ba TTpETEL vat elva avaAoya He TLC avateOeloeC appodLETNTES

Huepopnvia:

Dapuakeutikéc Ynpeoieg, Ymoupyeio Yyeiag 1475 Aeukwoia
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NOTIFICATION OF THE PARTICULARS FOR THE LOCAL QUALIFIED / RESPONSIBLE PERSON FOR

PHARMACOVIGILANCE

Name of the nominee
(SURNAME, First name):

Contact Details

Address®:

24 hour Telephone Number:

Office Telephone Number:

Fax Number:

Email address’:

Back-up Arrangements:

Name of Contact (deputy)
should the above nominee
not be available:

Contact Details:

Checklist of Enclosed/Attached Documents:

Curriculum vitae

Evidence of adequate Training and Experience in Pharmacovigilance®

local QPPV/RPPV and the EU/EEA QPPV

List of Products for which the Local QPPV/RPPV is responsible

[
[]
[ ] Summary of Responsibilities as outlined in the Pharmacovigilance Agreement/Contract between the
[]
[]

Evidence/declaration of adequate knowledge of Modern Greek

[]

Other

I, the undersigned, declare that the above information and supporting documents are accurate and correct to the best
of my knowledge. | will be continuously available to receive and respond to queries, reports and any other safety
related data from the general public, health care professionals and the National Authorities. | undertake to maintain a
pharmacovigilance training portfolio that will be made available to the Pharmaceutical Services of the Ministry of

Health for review as and when requested.

Signature:

Date:

Print name:

® The address must be within the Republic of Cyprus
’ General enquiry mailboxes (e.g. info@MAH.com) will not be accepted
® This should be analogous to the delegated responsibilities
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