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Méow nAskTpovikoU rayudpousiou

(English Text Followes)
lMpog 6Aoug Toug Armnréc kar Karoyoug Adeiag KukAogopiag

Ofpa: Xpovodiaypdupara yia Tnv ékdoonlavavéwon Gdeiag kukAogopiag
PUPUAKEUTIKWY TTPOoidVTwWY péow eBvikRAg Siadikaoiog

AvVOQOPIKG WE TO TIO TTAvw OEPa Kal OF QUVEXEID TTPONYOUMEVNC E£YKUKAIOU Tou
ZupBouAiou ®appdkwy yia 1o idio Béua (nuepounviag 17/9/2007), oag TTANPOPOPK
611 T0 ZUupBoUAIo ae guvedpia Tou 31/10/2018 aTTOPACIOE TA TTIO KATW:

e To ZupBouhio emonpuaiver 6T of aiTnTEG Kal kaToXO!I GdeIag Kukhogopiag (KAK)
Oev  Tnpolv Ta Xpovodlapydupara  ava@opikd pE TNV KatdBson
CUMTTANPWUATIKWY OTOIXEIWV Yia TIG QITATEIG £kD00NG Kal avavéwong adeitv
KukAogopiag péow tng eBvikng diadikaciag. YmevBupiletal 6T YETA TNV TTPWTN
agloAéynon aimoswy ékdoang/avavéwang adeIv KUKAOPOpIag WECW €OVIKNC
Siadikaciag, o airntig/KAK ogeiler dTrwg avramokpiBei oe OAa Ta epwTApaTa
Tou TEBNKav Kard v TpwTn agioAdynon, e pia ouvoAiki amdvrnon n omoia
TTPETTEl VA KaTaTiOeTal EVTIOC 3 PMNVWV. Ze eEAIPETIKEG TTEPITITWOEIC OTTOU Sev
eival eQIKTA n avratrékpion eviog 3 unvwv, o arntig/KAK éxel Sikaiwpa va
¢nToEl ypatTig arméd to ZupBouAio Papudkwy TapdTacn yia Tepiodo PEXP!
3 priveg aimoAoywvrag TARPWG To aiTNUA Toug. Qg £k ToUTOU o1 aItnTEC Kal KAK
utrevBupifovrar émwg utroBdAAouv aitiaeig pdvo 6Tav diaBitouv Ta TARPEN
OTOIXEIO TTOU OTOIXEIOBETOUV TIG QUTHOEIG.

o Emmpdobeta 10 ZupPolUAio amo@doioe 6TTwWG OE TEPITTTWON ATTOOTOANC
OedTEPNG EMOTOAAG Yia UTTOROAN EMITTPOCBETWY OTOIXEIWV PETE TNV TTPWITN
agloAdynan Twv OCUUTTANPWHATIKWY OTOIXEiWwV Trou €xouv KatareBei, ol
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aitnTég/KAK Ba €xouv Xpovikd TrEpIBWPIO EVOG PNVOG YIA VA avTaTToKpIBoUy
utroBdAAovTag Ta TTARPN OTOIXEIQ TTOU TOUuG £xouv ZnThOsi.

o YmevBupietan Om o TepimTwon Tou dev TNENBOUV Ta MO TrEVW
Xpovodiaypdupara, or aitioelg Ba TrapaméuTrovTal oTo ZupBouhio Pappdkwy

yia amoppiyn.

® ZNUEIOVETAl OTI TA MO TAVW XPOvodIaypauUATA I0XUOUYV Kal YIa OAES TIC
aitioelg  €kdoong kai avavéwong adeiwv  KUKAOQOpIag pEow  EBVIKAC
dladIkaoiag Tou eKKPEUOUV.

o AITOEIG £kBOONG Kal avavéwong adeIdV KUKAOQOPIAG TToU EKKPEUOUV GTO
Tapov aTddio kal yia Tig oTroieg o1 anTé/KAK Gev €xouv avTatrokpiBei evrog
Twv kaBopiopévwy xpovodlaypapudtwy, 1o XupBoUAio amo@doios 61w
TapaXwpPnoel  eMTPO0BETO  Xpoviké TEPIBWPIO €VOE MNVOSE ammd TNV
nUEpounvia Tng Tapoucag eykukAiou divovrag Tnv eukaipia oToug airnTéc/KAK
va avTatmokpiBolv OTIG UTTOXPEWOEIG Toug. AITAOEIS £kdoong Kal avavewang
adeiv KukAopopiag yia Tig otroieg dev Ba UTTAPEE! aVTATTOKPIoN EVTOS 1 PNVOC
amé TNV nuepounvia TG Tapoloag eykukAiou, Ba TrapameupBolv oTO
2UHBoUNIO Dapudkwy yia atroéppIyn.

Ap. Aoung Mavayn

AieuBuvTric PapPUAKEUTIKWV YITNPECIWV
YTroupyeio Yyeiag

‘Epopog ZupBouAiou dapudkwy
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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), | 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 MAHs are
reminded that applications should only be submitted when all the required
documentation is available.
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e Additionally, 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 ltis 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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