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English Text follows

Méow nAskTpovikoU taxyudpouEiou

[Mpog 6Aoug Toug Katdxoug Adeiag KukAogopiag Kai TOTTIKOUS avTITTPOCWITTOUC

©fua: e - Submission Roadmap kai kardBeon oToIXEiWY O HOPPT
eCTD

To ZupBouhio Papudkwv €MOUNPEI va OQG EVNUEPWOE! yIa TA TTO KATW
AVaQOPIKA UE TIS NAEKTPOVIKEG KATABETEIG aToIXEiwY OE poper eCTD:

210x0¢ TOoU e-submission Roadmap eival va kaBiepwoel éva oTaBepd, ouveTh
KQl QTTOTEAEOUQTIKO TPOTTO NAEKTPOVIKAG UTTOBOANG Twv OToIXEIWY TTou
oxetifovtal pe TIG pUBUIOTIKESG DIAdIKATIES TWV QAPUAKEUTIKWY TTPOIOVTWV.

H evnuépwon agopd otnv nAektpovikl katdBean oe poperi eCTD Twv
OTOIXEiWV TroU OXeTifovTal PE TIG GOEIEG KUKAOQOPIAG TWV PAPHAKEUTIKWV
mpoidviwv atnv Kimpo eite autég yivovrar péow diadikaciag auoipaiag
avayvwplong kar amokevipwpévng diadikaciag (MRP/ DCP) eite péow €0vikrg
diadikaaciag.

HAekTpoviki karaBeon og popern eCTD yia Siadikaciec MRP/ DCP

ZUMQwva pe To EU eSubmission Roadmap v.2.1, n popery eCTD éxer yivel
UTTOXPEWTIKN Yyia OAeg Tig karaBeéoeic MRP amd tnv 1" lavouapiou 2018.
AigukpiviCetal omi n eCTD pop@r] epapudleTal kal akoAoubeital yia OAeC TIC
KOTABEDEIG akOUa Kal yia TIG TPEXOUOEG PUBUIOTIKEG DPACTNPIOTNTEC TTOU
eVOEXETal va PNV gixav apxika utrofAnBei o poper eCTD. AuTto onuaivel 6T o
KQTABLOEIG IO TIG TPEXOUOEG PUBUICTIKEG DPacTNPIOTNTEG (TT.X. KATABECEIC
QTAVTATEWV f ETITPOCBETA OTOIXEIA YIA TPOTTOTTOINTEIS, AVAVEWGOEIS 1 VEEC
adeieg KukAogopiag) Ba petrel va uttoBdAhovral o€ pop@ry eCTD éoTtw Kai eGv
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QuTO CUVETTAYETAI TN HETATPOTIT TNG HOPPG TOU PAKEAOU OTO EVOIGUETO pIag
puBuICTIKAC SpaoTnEIOTNTAG. AuTd 10XUEN YIa GAOUG TOUG TUTTOUG KATGBeong
(6TTWC VEEC QITAOEIG, TPOTTOTTOINTEIG, avavewoelg, ASMFs KTA).

Qot600, T0 ZupBoUAMio PopUdKWY OTTOPACICE OTTWG Ol KATaBeoelg yia
diodikaoie¢ péow MRP/DCP Ba yivovral aTrodeKTEG OTTWE QUTEG KATATIBEVTAI
Kol yivovTal atrodekTéG amod 10 KpdTog péAog avapopds (RMS).

O1 koBapd €BVIKEG KATOBECEIS yia PUBUICTIKEG BpaACTNPIOTNTEG TTPOIOVTWY
adeiodotnuévwy péow MRP/DCP (6mwg petagopd KAK, alhayry tomikoU
avTirpoowTtou KTA.) Oa ouvexioouv va utroBAaAlovtal CUHQWVA HE TIG
kaTeUBUVTAPIES 0dnyieg TG CMDh - Best Practice Guide on the use of eCTD in
the MRP/DCP.

HAekTpovikr katdBson oe poper; eCTD yia véeg aitiioeig ékdoang adeiag
kukAo@opiag péow gdviknig diadikagiag (new MAA)

TUpewva pe 1o EU eSubmission Roadmap v.2.1, n popen eCTD €xel yivel
UTTOXPEWTIKN YIa TIC VEEG AITHOEIG €KDOONG GOEIRG KUKAOPOPIAG HECW EBVIKAG
diadikaciag amd v 1" louAiou 2018.

KaroTmiv amogacng Tou ZupBouliou ®appdkwy, nuepopnviag 19/12/2018, ato
17 louAiou 2019, o1 KAK aTraiteital va koTaBéTouv OAa T GTOIXEID TWV VEWY
aItjoswy péow eBvikrg diadikaoiag oe eCTD popon.

HAexTpovik kard@son ot popery eCTD yia mig KataBéoeig SAwv Twv
TUTTWYV péow £8vikig Siadikaoiag

Katomiv amégaons Tou ZupBouliou ®appdkwy, nuepounviag 19/12/2018, atmo
11 louAiou 2019, n katdBeon og eCTD pop@r Ba gival UTTOXPEWTIKA Yid GAES TIG
KATABEOEIC OAWY TWV TUTTWY PUBUICTIKWY dpacTnpioTrTwy £8VIKNG dladikaciag
(6TTWC TPOTTOTTOIATEIG, avavewaoelg, ASMFSs, evnuEPWOEIS KTA).

TuoTtAveral 1diaitepa otoug Katdyxoug Adeiwov Kukhogopiag (KAK) o6TTwg
kaTaBEéTOUV TO BACIKG OTOIXEIQ TTOIOTNTAG TOU PakéAou ( baseline submission -
module 3) oe eCTD pop@r KaTd TN PETATPOTIT) TNG HOPPNS TOU GaKEAOU.

TNUEIVETAN OTI TO OTOIXEIQ yia TIG TPEXOUOEG PUBUICTIKEG dpacTnPIOTNTES Bat
PTTOpPOUV va UTTORAGAAOVTaI 0TV idIa HopP@n PE TNV APXIKI) KATABEDN.

H aAhayr] Tou pakéhou o eCTD popr| yia Tig BVIKEG Dladikaaieg YTTopei va
yiveTan oTNV dpXn HIag vEag puBpIoTIKAG dpaoTtnpidTnTag.
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Orav §ekiviioel véa puBpIoTIKN €BVIKY SpacTnpIdTRTA Ba TTPETEl va utroBANnBEi
oe poppny eCTD. OAeg ol kataBéoeig Tou akoAouBolv yia autd 1O QAKeAO
PAPHAKEUTIKOU TTPOIGVTOG  TTPETTEl va uTToB&AAovTal o eCTD popery. Autd
IoXU€l aKOPQ YIO TIG PETAYEVECTEPES KATABETEIG TWV TPEXOUCWY PUBUICTIKWV
S1081KATIY TTOU APOPOUV TOV iBI0 PAKEAO PAPHAKEUTIKOU TpoidvTOoC.

Emmp6obereg yevikég mTAnpogopieg o1 omoieg 1oxlouv yia OAeg TIG
Karaféoeig

Merd v amégacn Tou ZupBouliou Papudkwy, oTic 19/12/2018, ol KaTtaBEoeig
O€ £VTUTIN pop@r (paper submission) katapyoUvtal amé 17 louAiou 2019,

O1 KAK Trpotpétrovtal 61rwg utroRBAAAOUV Ta NAEKTPOVIKG CToIXENq, OTTWG autd
ataitodvral, péow TnG TAaTQoppuac CESP.

Kard tnv petagopd Tou QakEAOU €VOC QOPUAKEUTIKOU mpoidviog og eCTD
Hoper) ouviotatal éviova Omwg of KAK utroBdhouv Ta Bagikd oTOoIXEI
ToI0TNTAG TOU @akéhou (baseline -module 3). Snueiovetral 611 amorteAsi
amokAeioTIKA euBuvn Twv KAK 6Trwg n katdbeon baseline wepihapBdvel Hovo
TIG EYKEKPIMEVEG TTANPOPOPIES VIO TO PAPPOKEUTIKO TTPOIOV.

O1 emmp60BeTeg €BVIKEG amaitrioeig TG KOTmpou (6TTwg Tr.X. KaraBeon Twv
TTPWTOTUTTWY UTTOYEYPAUUEVWY AITAOEWY, KAAUTITIKA ETTIOTOAR KATT) OXETIKA WE
TIG KATABEOEIG yIa VEEG QUTHOEIG, TPOTTOTIOIRCEIC KAl QVAVEWOEIS OTa TTAdioIa
MRP/DCP ka1 eBvikwv diadikaciwy oguvexilouv va 10xUouv OTTWG TTapariBevrai
otnv 1gToogAida 1ng CMDh.

Ma mepeTaipw TANPo@opieg, aKOAOUBEIOTE TOUC TTIO KATW OUVOECTOUG:

http://esubmission.ema.europa.eu

http://www.hma.eu/277 .htmi

H Tmapouoa eykikAiog éxer avaptnBei  emiong atnv 10T00eAida  TWvV
DAPUAKEUTIKWY YTTNPEeTIWV (www.moh.gov.cy/phs ).
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REPUBLIC OF CYPRUS PHARMACEUTICAL SERVICES
MINISTRY OF HEALTH 1475 Nicosia

File No PhS.: 05.21.02.01 & 5.13.2.2 07/01/2019
Tel: 22608698

Fax:: 22608639

Email: nkiza@phs.moh.gov.cy

Via Electronic Email

To: Marketing Authorizations Holders and Local Representatives

Subject: e - Submission Roadmap & eCTD submissions

The Drugs Council wishes to inform you of the following regarding electronic
submissions in eCTD format:

E-Submission Roadmap aims at establishing consistent and efficient electronic
submission processes for medicinal products for human use across the regulatory
activities.

This information concerns the use of eCTD format in electronic submissions to the
Drugs Council for all the procedures in Cyprus, either through MRP / DCP or through
a national procedure.

Electronic submission in eCTD format for MRP/DCP

According to the EU eSubmission Roadmap v2.1, eCTD format has been mandatory
for all MRP submissions since 1 January 2018. It is clarified that the mandatory use of
eCTD in MRP/DCP is also applicable to ongoing regulatory activities even if the activity
started in non-eCTD format. This means that submissions related to ongoing activities
(e.g. responses or follow up submissions for variations, renewals or new Marketing
Authorisation Application) should be submitted in eCTD format, even if this means a
format shift of the dossier at that time. This applies to all submission types (e.g. new
MAA, variations, renewals, ASMFs).

However, the Drugs Council has decided that submissions through MRP/DCP will be
accepted in the format submitted and accepted by the RMS.
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Purely national submissions for the specified regulatory activities of MRP/DCP
medicinal products (e.g. MAH transfer, change of local representative) will continue to
be submitted in accordance with CMDh guidelines Best Practice Guide on the use of
eCTD in the MRP/DCP.

Electronic submissions in eCTD format for new Marketing Authorisation
Applications through National Procedure (new MAA)

According to the EU eSubmission Roadmap v2.1, eCTD format is mandatory for new
MAA submissions since 1 January 2018.

Following the Drugs Council’'s decision on 19/12/2018, for national procedures, eCTD
format will be mandatory for new MAA submissions from 1 July 2019.

Electronic submissions in eCTD format for all submissions through National
Procedures (NP)

Following the Drugs Council’s decision on 19/12/2018, the eCTD format will be
mandatory for all submissions (e.g. variations, renewals, ASMFs, notifications) in the
National Procedures as of 1 July 2019.

A baseline submission (module 3) is highly recommended at the time of changing to
eCTD format form different format.

Ongoing regulatory activities for national procedures can be submitted in the same
format as the format of the initial submission.

It is noted that changing the dossier format to eCTD for national procedures could be
done at the start of a new regulatory activity.

When a new regulatory activity is started for national procedures, this should be
submitted in eCTD format and all following submissions for that product dossier should
then always be submitted in eCTD format. This would also apply to subsequent
submissions for any ongoing procedures concerning the same product dossier.

Additional general information that applies to all submissions for all procedures

Following the Drugs Council's decision, paper submissions are abolished as of 1 July
2019.

Marketing Authorisation Holders (MAHSs) are encouraged to submit electronic data, as
required, through CESP.

At the time of changing to eCTD format, MAHs are highly recommended to submit a
baseline (module 3) of the dossier. Please note that it is the responsibility of the MAHs
to include only the approved information within the baseline submission.
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Additional national requirements for Cyprus (e.g. submission of original signed
application form, cover letters, etc.) regarding submissions for New, Variation and
Renewal applications within MRP / DCP and National Procedures continue to apply
as available on CMDh website.

For further information, please follow the below links:

http://esubmission.ema.europa.eu

http://www.hma.eu/277.html

This circular has also been uploaded on the Pharmaceutical Services website
(www.moh.gov.cy/phs )

Dr Louis Panagi

Director of Pharmaceutical Services
Ministry of Health

Registrar Drugs Council
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