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Méow nAskrpovikoU raxudpouciou

(English Text Followes)
lNpog 6Aoug Toug ArmnTéc kar Karéyouc Adeiac KukAogopiag

Oépa: Xpovodiaypdppara yia Tnv ékdoonlavavéwon Gdeiag KukAogopiag
PAPUAKEUTIKWV TTIPOIGVTWYV péow £BVIKAC Siadikaciag

Avagopikd pe 10 MO TAvw BEua Kal Of OUVEXEIQ TTPONYOUHEVNG EYKUKAIOU Tou
ZupBoudiou Papudkwy yia To idio Béua (nuepopnviag 17/9/2007), oag TANPoOYopw
61 1o ZupBoUAio oe cuvedpia Tou 31/10/2018 amopdcIos Ta o KETW:

e To ZupBouAio emionuaivel 61 o1 aIrnTéG Kal KATOXO! adelag kukAogpopiag (KAK)
dev  mpolv Ta  Xpovodlapydupara  avagopikd ME TNV  KkardBeon
CUUTTANPWHATIKWY CTOIXEIWY YIa TIG QIToEIS £ko0nC Kal avavéwong adeiwv
KukAogopiag péow Tng eBvikng Siadikaagiag. YrevBupiletal 6T HETG TNV TPWTN
agloAdynon amoewy ékdoang/avavéwang adeitv KukAo@opiag péow eBvikrc
Siadikaaoiag, o airnTrig/KAK o@eilel 6TTwe avtaTmokpiBei os 6Aa Ta EPWTNATa
TroU TEBNKav Kard Tnv TpwTn afioAdynaon, e pia ouvoAIKi amdvinon n omoia
TPETTEI va KaTaTiBeTal EVTOC 3 pPnvlv. Z¢ ESQIPETIKEG TIEPITTTWIOEIC 6TTOU SEv
gival EQIKTA n avTaToKpIon EVI6C 3 UNVAY, o aimnTi¢/KAK éxel Sikaiwpa va
¢nTroel ypamTwg atrd 1o ZupBoUiio PapudKkwy TapdTacn yia mepiodo péxpl
3 priveg aimoAoywvrag TARpwS To aftnud Toug. Q¢ ek ToUToU Ol aiTnTég Kal KAK
utrevBupiovral 6TTwg uTToBAAAOUY QITACEIC POVO BTav BIBETOUV Ta TARPN
OTOIXEIQ TTOU OTOIXEIOBETOUV TIC QITHTEIC.

e EmmpdoBera 1o ZupBoUAio amogdoios 6TWC o€ TEPITITWON ATOOTOARC
dedtepng emMOTOMS yia UTTOBOAA ETITTPOGBETWY OTOIXEIWY HETG TNV TPWTN
agloAdynon Twv CUMPTTANPWHATIKWY OTOIXEIWY TTOU €XOUV karateBei, ol
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aimnTég/KAK Ba £xouv xpovikd TrepiBipio evOE unvég yia va avTaTToKpIBoUv
utroBdAAovTag Ta TTArPN oToixeia TTou Toug éxouv ZnTnosi.

e YmevBupiletan 6m o mepimmwon mTou &ev TEnBolv Ta Mo Tdvw
Xpovodiaypapuara, o afioeig Ba Tapaméutrovral oTo ZupBoUAio Papudkwy

yia amréppiyn.

o 2ZnNUEIWVETAl OTI Ta TMIO TAVW XPovodiaypdupara IoXUouV Kal yia OAeg TIg
QITAOEIG  €kBoONG Kkal avavéwong adeiiv  KUKAOQOPIaE péow €BVIKNG
O1adikaoiag Tou EKKPEOUV.

e Aitioeig £kdoong kal avavéwong adeiv KukAopopiac Trou EKKPEPOUV OTO
Trapdv arddio kal yia Tig oTroieg o1 aITNTéG/KAK dev €xouv avTATTOKPIBET EVTOC
Twv KaBopiopévwy xpovodiaypauudrwy, 1o ZupBoUAio amoQAcIoE OTTWG
Tapaxwpnioel emmPOoBETO  XpovIKO TIEPIBWPIO EVOE pNVEE AT v
NHEPOUNVia TG TTapoUoag eykukAiou divovTag TV EuKalpia GToug aitnTég/KAK
Va avTaTmokpiBouv OTIG UTTOXPEWOEIG Toug. AITHOEIS £KBooNS Kal avavéwong
adeiwv Kukhogopiag yia Tig omoieg dev Ba utTrdpéel QVTATTOKPION EVTOG 1 PNvéC
amwd TNV nuepounvia TG TapoUcac eykukhiou, Ba Tapamed@Bolv oTo
2upBoUAio Papudkwy yia amdppiyn.

Ap. Aolng Mavayn

AiguBuvTric PappakeuTIKWV YTNPECIWV
YTtroupyeio Yyeiag

‘Egopog ZupBouhiou Papudkwy
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Via Email

To all Applicants and Marketing Authorisation Holders

Subject: Timelines for applications for new marketing authorisations and
renewals for pharmaceutical products via the national procedure

In relation to the above mentioned subject and in addition to the previous Drugs
Council circular on the same issue (dated 17/9/2007), 1 would like to inform you that
the Drugs Council during its meeting on 31/10/2018 has decided the following:

e The Drugs Council has noted that Applicants and Marketing Authorisation
Holders (MAH) do not comply with the timelines for the submission of additional
documents (responses) for applications for new marketing authorisations and
for renewal applications via the national procedure. You are reminded that
following the initial assessment of the applications for a marketing authorisation
and applications for renewal of marketing authorisation via the national
procedure, applicants and MAHs should submit all responses via one
submission within 3 months. In exceptional circumstances where the
submission of all responses within 3 months is not possible, the applicant/MAH
may request in writing an extension by the Drugs Council for a maximum of 3
months, providing all required justification. Therefore, applicants and MAHSs are
reminded that applications should only be submitted when all the required
documentation is available.
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e Additionaily, the Drugs Council has decided that in case of a second deficiency
letter following the first assessment of responses, applicants and MAHs have a
timeline of one month to submit all the requested documents.

e Applicants/MAHs are reminded that in case the above timelines are not
followed, the applications will be forwarded to the Drugs Council for rejection.

e [t is noted that the above timelines are also applicable for applications of new
marketing authorisation and renewal applications via national procedure which
are currently pending.

e The Drugs Council has decided to provide an extension period of 1 month from
the date of this circular for national applications for new marketing
authorisations and renewals which are currently pending and applicants/MAHs
have not responded within the predefined timelines. Applications for which
applicants/MAHS will not respond within one month from the date of this
circular, will be forwarded to the Drugs Council for rejection.

Dr Louis Panagi

Director of Pharmaceutical Services
Ministry of Health

Registrar Drugs Council
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