KYMNMPIAKH AHMOKPATIA QAPMAKEYTIKEZ YNHPEZIEZ
YMNOYPrEIO YTEIAZ 1475 AEYKQZIA

7 AekeuBpiou 2023
Ap. ®ax. : 05.21.02.01, 05.13.02
TnA.: 00357 22608615

dat: 00357 22608639
E-mail: zkanther@phs.moh.gov.cy

English Text follows
Méow nAekrpovikoU tayxudpougiou
Mpog: Karoxoug Adeiag KukAopopiag kai TotTikoug AvTITTpOGWTTOUS

Oépa: Auiywg eBvikég Siadikagieg yia rpoidvra adsioboTnuéva péow MRP/DCP
Siadikagiog

Karémiv ammégaong tou ZupBouhiou ®appdkwy, amd 11 lavouapiou 2024, ol o KETW APIYWC
eBvIkEG puBUIOTIKEG BIaBIKATIEG (TPOTTOTTOINCEIG/YVWOTOTTOIRTEIS) TTOU AQOpolV OE TTPOIOVTa
eyyeypappéva péow MRP/DCP Ba trpétrel va utroBaAAovTal UTToxpewTIKd, EVTOC Tou eCTD,
pHEow CESP:

e AAAayn Karéyou Adeiag Kukhopopiag,

e AMN\ayr] TOTTIKOU QVTITTPOCWITOU,
e AMAayr Tou oxediacpou Tng pakérag (Change of mock-up design),

o EBvikég yvwaorotrofoelg yia agaipeon/mpocBrikn peyéBoug cuokeuaciag, Gtav n
guokeuaoia eival fdn €ykekpIuEvn kai guptreplAapBdAveTal oTo KOIvG (common)
SmPC/PL,

e EBvikég yvwoTotroinoeig yia agaipeon/mpoadrikn évBeigng ato eBviké SmPC/PL, Adyw
oimAwparog  eupeaitexviag, 6mou auti n évdeign eival (SN  eykekpipévn  Kal
guptrepidauBaveral oto kolvé (common) SmPC/PL.

H arrooToAr Ba yiveral pévo atnv Kdmrpo (country specific submission) é1rwg TEPIYPAPETQ
otnv Trapdypago 4.6 tou CMDh Best Practice Guide on the use of eCTD in the MRP/DCP. T¢
avTiBeTn TepiTTTwon, o1 uTroBoAég Ba BewpolvTal dkupeg kal dev Ba AauBdvovtal utrdyn.

AiiAia Maupokopddrtou

NpoioTtduevn AledBuvong Mpo-eykpITIKWV Aladikagiwv
MNa E@opo ZuuBouiiou Papudkwy

Qapuakeutikég Ynnpeoieg, Yroupyeio Yyeioc, 1475 Asukwaoia
TnA.: 00357 22608607 Qat.: 00357 22608649 IotooeAiba: http.//www.moh.qov.cy/ohs




\ i
¥, v
N [
) i
N B
P

REPUBLIC OF CYPRUS PHARMACEUTICAL SERVICES
MINISTRY OF HEALTH 1475 Nicosia

7 December 2023

File No.: 05.21.02.01, 05.13.02
Tel : 00357 22608615

Fax: 00357 22608639

E-mail: zkanther@phs.moh.gov.cy

Via electronic mail

To: Marketing Authorisation Holders and Local Representatives

Subject: Purely National regulatory activities for products authorized via MRP/DCP
procedure.

Following Drugs Council Decision, as of 1 of January 2024, the following purely national
regulatory activities (variations/notifications) for products authorized via MRP/DCP should be
submitted in eCTD format through CESP.
e MAH transfer;
e Change of local representative;
e Change of mock-up design;
e National notifications to remove/add a pack size in a national SmPC/PL in a CMS,
when the pack size is already approved and included in the common SmPC/PL in the
MRP;
e National notifications to remove/include an indication in the national SmPC/PL, due to
patent usage in a CMS, where this indication is already approved and included in the
common SmPC/PL in the MRP.

This country specific submission should be submitted only in Cyprus as described in
paragraph 4.6 of the CMDh Best Practice Guide on the use of eCTD in_the MRP/DCP.

Otherwise, such submissions will be considered as invalid and will not be taken into account.
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E‘Fnilia Mavrokordatou
Head of Pre-Authorisation Directorate
For Registrar Drugs Council

Pharmaceutical Services, Ministry of Health, 1475 Nicosia
Tel.: 00357 22608607 Fax.: 00357 22608649 Website: http://) www.moh.qgov.cy/phs




