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English Text follows

Méow nAekTpovikou raxudpoutiou

Mpog dAoug Toug Kardyoug Adeiag KukAopopiag kai ToTrKoUc QVTITTPOCWITOUG

Ofpa: YmoxpewTikég NAEKTPOVIKEG utroBoAéc péow CESP — CESP compulsory
submissions

HAekTpovikn Ymroypaen

Z1a TAdicIa TNG TTPOOTABEING Twv POPUOKEUTIKWY YTNPESIWY yia avaBaduion Twv
UTTNPECIWV Kal TN PEAAOVTIKA TTAAPN wn@iotroinon Toug, of PapUOKEUTIKES YTnpeoieg
UIOBETOUV TNV NAEKTPOVIKY UTTOYPQ®r) TTOU TTICTOTTOIEITAI HECW dlamoTeupévwy TTapoxEwv
EUMOTOOUVNG. ZTO eVOIGUETO OTAdIO YyivovTal OTTODEKTEC aimnoelg (eAF) Tou @épouv
OOPWHEVES UTTOYpaQEG. Q¢ ek ToUTOU, N TAPAAANAR  UTTORBOAR EVIUTING TTPWTOTUTT
UTTOYEYPOMMEVNG aiTNONG KOl KAAUTITIKAG £TOTOARS (TTEpav TS NAEKTPOVIKAG UTTOBOAIG) yia
véeg aimoelg €kdoong Gdeiag KUKAOQOPIOG, QITAOEIS avavéwang adeiag kKukAogopiag Kai
QITAOEIG TpoTTOTTOINONG Adelag KukAogopiag Sev Ba eival TTAEov atrapaitnT.

MoAn Karda@eong

To ZupBoUAio Papudkwv amo@doioe OTwWS UTTORBOAEC OTOIXEIWY Kal dedopévwy  yia
PAPUAKEUTIKA TTPOIOVTA YivOvTal  UTTOXPEWTIKA WECW TNG TAaT@dpuag CESP 1600 yia
diadikaoieg apoIBaiag avayvuwpiong Kol OTTOKEVTPWHEVNS diadikaagiag (MRP/DCP) éco kai
via apiyws ebvikég diadikacies. To ZupBoluAio Dapudkwy amopdoios OTTWG  TTaPEXEI
HeTaRaTIKr TEPIGSO péxp TRV 1/1/2020, nuepopnvia TTARPOUS £QapuUOyrC TNG UTTOXPEWTIKAC
utToBoAng wéow CESP.

O1 utroxpewTIkEG UTTORBOAEG péow CESP  agopouv 6Aoug Toug TUTTOUG KaTaBEoEWV Eite
agpopouv eBVIkéG £ite apopouv MRP/DCP diadikaoieg 6TTwg:

e ApxIKr aitnon ékdoong véag adelag KuKAogopiag (DCP/MRP/National)
e Tpotrotroirjan tutrou IA/IB/Il (MRP/National)

e EmékTaon adeiag kukhogopiag (Line Extension) (DCP/MRP/National)
o Avaviéwon (MPR/National)
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e Tvwaortoroiroeig/Evnuepwoeig (National notification/Art.61(3))
e ASMF (apyikn katdBeon i Tpotrotroinon ASMF)

e Amavrioeic (Responses)

e KA

H utroBoAn oToixeiwv péow CESP Ba amoteAsi Tn povadikf 086 KATABEONC OAWY TWV
TUTTWYV KaTaBéoewyv TPOoIdvTwy adeciodotnuévwy pécw MRP/DCP kai £Bvikig diadikaciag.. O
apiBuog CESP Ba mpétel rdvTa va ava@épeTal OTNV OUVOBEUTIKT ETTIGTOAR Trou BpiokeTal
EVTOG TNG akoAouBiag (sequence).

YmoBoAég ASMF eival ammodekTég péow CESP.Inueiwvetal 611 n emoToAf £€oucioddTnang
(Letter of Access —Annex 5.10) Ba mpémel va avagépetal otov ‘E@opo ZupBouhiou
DPapuaKwWY.

M'vwoTotoincelg yia amdoupon airfoewy  adelag KUkAogopiag 1 amdoupon adeiag
KUKAogopiag TPETel va UTTORAAAOVTOI TTPWTOTUTIA UTTOYEYPOUKEVEG OF EVIUTIN HOP®PH KAl
oppayida. Téroleg uTToPoAsg péow CESP dev yivovrar amodekTég kal 8¢ 8a agiohoyouvTal.

Mo diadikacieg MRP/DCP, o1 eBvikég peTagpdoeig (eBvikry @don MRP/DCP) mpémel va
utrodAAovTal oToug evdedelypEvoug Aoyapiagpols NAEKTPOVIKOU TaxudpopEio OUNGWVa PE
TNV OXETIKN eYKUKAIO 26/1/2012. ZuyKekpipéva,

mrp-dcpnew@phs.moh.gov.cy: MNa kaTaBioeig apyIKWy €BVIKWV WPETAPPATEWY AITNOEWV
ékdoong ddeiag kukhopopiag péow MRP/DCP kai rMRP.

mrp-depvar@phs.moh.gov.cy: a kataBECeig apXIKWV EBVIKWV HETAPPACEWY QITAOEWY
avavewang Kal TpotroTroinong adeiag kukhogopias péow MRP/DCP.

Ma g MRP tpotrotroifoeig Tutrou IA kai TUtrou IB Trou etrnpeddouv MXM/POX/Emoriuavon,
oI €BVikég peTappdoelg Tpémel va umoBdAdovtal padi pe v aitnon ota “working
documents” ( oe popery word yia ta MXM, ®OX, emorfpavon kar pdf yia Ti¢ PAKETEG
EOWTEPIKNG KOl €§WTEPIKAG Ouokeuaoieg). Amd Tnv  1/1/2020, n KataBeon £BvIKwv
HETAQPACTEWY TTAPAAANAQ pE TNV KATABESN Twv OXETIKWV QITHOEWV TpoTroTroinone orta
working documents gival UTTOXPEWTIKF. O1 EBVIKEG PETAPPATEIG TIPETTEI Va TrEPIAGHRAEVOUVY Ta
KEiUEVA OAWYV TWV TTPONYOUPEVWY EYKEKPINEVWY TPOTTOTTOINCEWY oTo RMS avegaptnTa av
€xouv ndn eykpiBei atnv Ktrpo A éx1. MNa Tig TpotroTroirfoeig Tutrou |1, o eBvikéc HETAPPAOEIG
TPETEl va uTToBANBOUV evTdg 7 NUEPOAOYIAKWV NUEPWY aTrd TN AREN Tne diadikaciac aTov
€I0IKO  Aoyaplaopd  NAEKTPOVIKOU  TaXUSPOUEIOU TTOU  QVOMEPETAl  TTAPATIAVW (mrp-
dcpvar@phs.moh.gov.cy).

MapakaAeioBe va onueEILOETE OTI yIa TIG TPOTTOTTOINCEIG TUTTOU |B, o1 EBVIKEG HETAQPATEIC
TOU ETIKAIPOTTOIOUVTAl CUMPWVG HE TIG QTTQITACEIS TTOU EYEIPOVTIAlI OTO TAQICIO TOU
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“Notification with Grounds" Tpémer va umopAnBolv oTnv TPOTTOTTOINMEVN  evnuépwaon,
avdAoya pe TNV TEPITITWOT.

nueiwveTal oOm, TEpav amd v kardBeon péow CESP, dev Ba amaimolvial TAEov
EMTTPOCOETEG KATABEDEIG, TWV ATTAVTACEWY KOl CUNTTANPWHATIKWY TTANPOPOPIWV KATA
™ didpkeia g diadikaciag MRP/DCP yia véeg aimiosic ékdoonc, via QVAVEWOEIC Kal
TpoTroTroInoels  (GuptepiAapBavopévou  consolidated update  after validation), oTo0
NAEKTPOVIKG  Taxudpopeio mrp-dcp@phs.moh.gov.cy, Tou avapéperal OTNV  €YKUKAIO
nuepopnviag 26/1/12. To ev Adyw NAEKTPOVIKO TaXUSPOUEIO KaTapyeital.

Emmpdobeteg karabéoeis péow dAwv odwv émwg CD/DVD, yia umoBoAéc Tic OTroiEg
araiteital karaBean péow CESP, dev emtpémovTal kai Sev Ba yivovtal atrodekTéG. QOTOOO,
o€ mePITTWOoN TPoBArfuatog pe Tnv uoBoAl CESP, o ZupBouUAio Papudkwy duvarar va
EMTPEYEI TNV UTTOROAN TWV eyypdpwy oe CD/DVD ) uéow GAANG odou.

ZNUEIVETal OTI N eyKUKAIog auTr Bev epapudlovial oty TEPITITWON TWV TTPOIOVTWY
adelodotnuévwv péow Kevipikig dladikaoiag, eBIKAS Gdeiag KUKAOQOpiag f TapdAAnAng
EICAYWYNC.

Mopon katafeong

YmevBupiZetar i oUu@wva pe TNV eykUKAIO nuepopnviac 7/1/19 amé 1" louAiou 2019 o
karaBéoeig dAwv Twv TOTTWY, TOOO YIa TIG auIYWS £BVIKEG dladikaciec 600 Kal yia TIg
MRP/DCP &iadikaoieg, amaiteital va gival og eCTD pop@r. InUeitdveTar 6T MOvOo KaTaBéoeig
ATTAVTAOEWY O PUBUIOTIKEG BPaaTNEIOTNTEG TToU £XOUV ABNH KaTaTeBEl Péow AMIYWG EBVIKAG
dladikaciag uropolv va utrofdAAovtal oTny idia HOPPr WE TNV ApXIKA KataBeon dedouévou
OTI Bev £xel Yivel OKOUN PETATPOTTT) TOU @akéAou ot eCTD popen.

EmmpooBeta o mio KdTw kaBapd eBVIKEG KATABECEIC yia TTPOIGVT adeiodoTnuéva pEow
MRP/DCP ptropoUv va utroBdaAAovTal ektdg Tou eCTD o0 Trapdv oTddio.

e Meragopd Kardxou Adeiag KukAogopiag (KAK)
e AAAayr} TOTTIKOU QVTITTPOGWITTOU
e AAAayr oxediou pakETag

Qot600 OAeg ol MO TAVW UTTOBOAEG TTPETTEl va UTTORAAAOVTAI NAEKTPOVIKG péow CESP
OTTWG OAEG O1 UTTOAOITTEG KATABETEIC. ZNUEIDVETAI OTI O UTTOBOAEG OXETIKA PE TO TTIO TTAVW
TTOU apopouV aulyws eBvIKA TpoidvTa Tpémel va utroRdAAovTal eviog Tou eCTD kal HECoW
CESP.

MOAN ka1 pop@n KaraBeong ATTaVTHOEWY
AlgukpiviCeTan 6T OTN TTEPITTTWON TWV ATTAVTACEWY (responses) 1IoXUouV Ta akoAouda:
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A. Apiywg gBvikég Siadikaoieg
Amravrioeic (Responses)
KardBeon oe eCTD popyn yéow CESP

B. MRP/DCP &iadikagoisg

ATravToeig KaTd 1 didpkela emKUpwonc (during validation):

KaraBeon péow nAektpovikoU taxudpopeiou 1o Aoyapiacud NAEKTPOVIKOU Taxudpopeiou
TOU appodiou Aeitoupyol Twv DOPUOKEUTIKWY YTINPECIWY Kal KaTdBean avaBewpnuévng
eCTD akoAouBiag (eCTD sequence) Kard 1o TEAOC TNG TTEpPIdDOU EMIKUPWONG.

TEhog epiddou emikUpwaong (end of validation phase)
KartdBeon evnuepwpévng akohouBiag o eCTD péow CESP

Atravtioeig eviog Tne Siadikaagiac
KaraBeon akoAouBiog og eCTD péow CESP

Atraviroeig eBvikng @dong (national phase)

KardBeon  peta@pdoswv  Kelpévwyv — PEOW  NAEKTPOVIKOU Tayudpopueiou aTta
TpoKaBopITpEVOUG AoyaplaopoUg NAEKTpoVIKoU Taxudpopeiou (BAETTE GXETIKH avagopd o
TAVW)

MAnpwyn TrapafoéAou

To amodeIkTIKO TTANpWHNAS KABE TUTTOU aithong Ba Tpémel va BpiokeTal EVTOG TNG akoAouBiag
(sequence) Tou kartatiBetal péow CESP (61mou epappédetar). H TAnpwpn Twy OXETIKWV
Tapafoiwy yia OAeg TIG aITAOEIG Ba TTPETTEl VA YIVETAI UTTOXPEWTIKA MEow Tng JCC amd
1/1/2020 yia disukGAuvon kal eTITAXUVON Twv dIadIKaoiwy.

LuptrApwon oToixeiwv Katd Tnv utroBoAr; CESP

ZNUEILVETAl OTI yIa TNV OTTOTEAECHOTIKN aEIoAGYNON Twv OTOIXEiWY TTou KarariBevral, ol
KAatoxol adelwv KUKAogopiag o@peilouv OTTWE GUUTTANPWYOUY TANPWG Kal opBd GAeg Tig
TANpoQopiEG TTOU aTraIToUVTal KATG TNV dnpioupyia g utroBoiric CESP. H Karaxwpnon
OAwv Twv opBWY TTANPOPOPILV aTTaITEITal WOTE va yivetTal  autéuar avTIoTOIXION NG
KataBeong OT0 OWOTO TPOIGV OTN BAon BedOUEVWY Twy PAPUAKEUTIKIV YTNpeciwv Kal
Kataxwpenon Twv oToIxeiwv yia afloAdynon oTic opBég PUBHICTIKEG OpacTNPIATNTES
(regulatory activities). Ta oToixeia TTOU avagépovtal O KATW OTOTEAOUV arapaitnTn
TpoUTobean Katd Tnv utroBoAn Tou CESP:

e H avagopd Tou/twv apiBuol/iv ddsiag/adeiwv Kukhogopiag ato Tedio “Products”,
TapdAAnAa pe v ovopagia Tou/Twv TTPoidvTog/wy (6Trou epapuéleTar)
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e 2710 medio "Procedure Number” va avagépovral o apiBuéc Sladikaciag Tou agopd n

OUYKEKPIMEVN PUBUIOTIKA SpaoTnpidTTa Kal OXl O YEVIKOS apIBUOC diadikaciag Tou
mpoiovTog (yia MRP/DCP mpoidvra). Aivetar Tapadeiyua:
KardBeon rtpomomoinong timou IB  adeiodotnuévwy  Tpoidviwv  uéow DCP
OAokAnpwuévog  apiBuég  pubuioTikig Spactnpidtntag oTto Tedio  “Procedure
Number”: 1E/H/3455/001-002/1B/003 «ai &x1 |E/H/3455/IB/003 1 IE/H/3455/001-
002/DC

e 210 Tmedio “Comments” va avagépovrial  o/oi  apiBuog/oi  TTpwToKOGAAOU
aiong/aImoewy 1 nuepounvia kardBeong NG apxikng aitnong oe TEPITITWON TToU
dev eival B1aBEaINOg 0 apPIBUOS TTPWTOKOAAOU (UTTOXPEWTIKO VIO EBVIKG TPoIoVTa)

e o diadikaoieg work sharing (WS) Ba TpéTel va avagépovTal o YEVIKOG aplOpdS TG
WS Giadikagiag (m.x. DE/H/xxxx/WS/011) ato Tedio “Procedure Number® kai ol
apiBuoi MRP diadikaciag TWV OUYKEKPIPEVWV TPOIOVTWY (T.X.
DE/H/0102/001/WS/072, DE/H/0125/001/WS/025) o1o Tedio “Comments”

e 2g TEPITTWON £TTAvVOKATABEONG (re-submission) Trpémel va yivera avagopd oTov
apiBué tou apxikou CESP 1o otroio Ba avrikataoTabei oo Tedio “Comments”

e Zg TepiTTwon Tou n akolouBia dev agopd TNV KUmpo auté Ba TPETEl va
avagépetal oto edio “Comments”

e 210 medio “Regulatory Activity Type” tpémer va emAéyetar o opBo6g TUTTOC
PUBIOTIKAG BpaCTNEIOTNTAG O OTTOIOG APOPd T CUYKEKPIMEVN KataBeon kai el
va eival oTmwaodnToTe cuuTTAnpwpévo kal To Tedio “Sub Activity Detail”. Aiveton
Tapadelyua:

Apxikr) katdBean aitnong Tpotrotroinonc Tutrou |l
“Regulatory Activity Type”: Variation Type Il

“Sub Activity Detail”: Initial

KardBeon amavifoswy aitnong Tpotromoinong tutrou i
“Regulatory Activity Type™: Variation Type Il

“Sub Activity Detail”: Answer to Questions

Emonuaivetal 011 yia k&8s puBuIOTIKA BpacTnpIdTRTA (regulatory activity) amaireita
KaraBeon gexwpiotou CESP.

YToBoAEG xwpig Tov apiBud adeiag kukhogopiag yia adsiodotnuéva TpPOoIGVTA | XWpIg TIg
amapaiTNTEG TTANPOPOPIEG TOU TTPOIGVTOE OTIWE avaPEPOVTAl Mo TAvVW Ba Bewpouvtal pn
EyKupeg Kal O Ba agioAoyouvral.
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YmevBupicetal emiong 6T GTNV KAAUTITIKY €TTIGTOAR TTou UTTORAAAETal pécw CESP n/kai oe
EVTUTIN poper| (OTTWG aTraITEiTal) TTPETTEl ATTAPQAITNTA VA QVaPEPETAI O apiBuog Tou CESP kai
NG avtiaToixng akoAouBiag (sequence).

MARpWG CUNTTANPWHEVES AITAOEIG

YmevBupietar oe O6Aoug Tou Karéxoug Adeiag Kukhogopiag 6T GAec ol QITACEIS TTOU
uroBalovtal  TrpéTrel va eival opOd  kai  TTARPWC OUUTTANPWHEVEG.  ZUYKEKPIUEVA
UTTEVOUICETOI OTI yIa QUITAOEIS avVaVEWONG Kal TPOTTOTToiNGNG adeiag KukAogopiag, oTtnv
aiTNon TPETTEI TTAVTOTE VA avagépeTal o apiBudg Gdeiag kukAopopiag Tou TTPOIOVTOS TNV
Kdmpo kai n ovopaaia tou mpoiévtog amyv Kutrpo. Mo mpoidvia MRP/DCP yia Ta omoia dev
EXel ekBOBEI AdeIa KUKAOQOPIOG TO OXETIKO TTEDIO VA TTAPAEVE] KEVO N va cupTTAnpwveTal n
@paon utrd afloAdynan.

Emmpoobera, umevBupiletar 6T To apyxeio “cc-form.pdf’ Ba Tpémer va TIEPIEXEI TNV
nAektpovikA aitnon (eAF) utroyeypappévn kal kAeidopévn ot OAeg TIG TTEPITTTWOEIC.
Kartabéoeig aimoewv tmou dev eival ot pop@ri eAF ( TT.X. Capwuéveg QITAOEI§ O Yop®r| pdf)
0ev Ba yivovral amodektég. Ma Tig artoeig Tou agopolv Tnv Kutrpo Ba mpétrel divetan n
owaoTH ovopacia oTo apxeio TNg aitNoNg kai TG KOAUTITIKAG ETTIGTOANC (cy- 1 common-
).EmOoTAveTal n TpoooxA oTnv ek TTAPASPOUNS XPRON TWwvV apxIKWwy el- Trou agpopouv TNV
EAAGOa kar wg ek ToUTOU SeV avayvwpifovTal we AITACEIC TTOU apopolV NV KuTrpo kai Sev
Bewpolvral £YKUpPEC.

MNa TmepioodTepeg  TANpogopieg TapakaAw amoteivesTe oty k. Natdoa KoZa
(nkiza@phs.moh.gov.cy, +357 22 608 698) kai omv k. ABnvd KoutooBévTn
(akoutsoventi@phs.moh.gov.cy, +357 22 608 659 )

Ap Aoung Navayn

AieuBuvTrig PapuakeuTIKWV YTINPECIWY
Y1roupyeio Yyeiag

‘E@opog ZupBouAiou Papudkwy
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REPUBLIC OF CYPRUS PHARMAVEUTICAL SERVICES
MINISRTY OF HEALTH 1475 NICOSIA

File No PhS.: 05.21.02.01 & 5.13.2.2 26 November 2019
Tel: 22608698
Fax:: 22608639

Via Electronic Email

To: Marketing Authorizations Holders and Local Representatives

Subject: CESP mandatory submissions

E-signuture

In an effort for a future electronic only workflow, the Pharmaceutical Services adapt
digital signatures provided by qualified trust service provider. As interim step,
Pharmaceutical Services accept scanned signature within eAF. Therefore, originally
signed application form and cover letter in hard copy is not mandatory to be provided
with each submission (in addition to the CESP submission). This is applicable only for
new marketing authorisation, renewal and variation applications.

Portal

Following Drugs Council Decision, electronic submissions, through CESP portal, for
applications and other documents for Mutual Recognition Procedures/Decentralized
Procedures (MRP/DCP) and National Procedures concerning medicinal products for
human use become mandatory. A transition period is provided until 1/1/2020 for the
implementation of the mandatory submission through CESP.

Submissions though CESP are mandatory for all types of submissions either though
national or through MRP/DCP:

e New Marketing Authorisation Application (DCP/MRP/National)
e Variation Type IA /IB/Il (MRP/National)

e Line Extension of a MA (DCP/MRP/National)

¢ Renewal (MPR/National)

» Notifications (National notification/Art.61(3))

e ASMF (Initial submission or variation of ASMF)

e Responses

e etc

CESP portal must be used as the only channel for submissions of all types of
submissions for medicinal products authorised via MRP/DCP and National
Procedure..Please note that CESP number should always be mentioned on the cover

letter included in the sequence.
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REPUBLIC OF CYPRUS PHARMAVEUTICAL SERVICES
MINISRTY OF HEALTH 1475 NICOSIA

ASFM submissions, though CESP, are acceptable. Letter of Access (annex 5.10) should
authorize the Registrar Drugs Council.

Notifications of withdrawal of the application for the issue of marketing authorization of a
medicinal product or notifications of withdrawal of the marketing authorization must be
provided in hard copy with a wet signature and stamp. Such submissions via CESP are
not acceptable and will not be assessed.

National translations for MRP/DCP procedures (national phase MRP/DCP) must be
submitted to the dedicated email accounts in accordance with the relevant circular dated
26/1/2012. Specifically,

mrp-depnew@phs.moh.gov.cy : For submissions of initial national translations for new
MRP/DCP application procedures

mrp-dcpvar@phs.moh.gov.cy : For submissions of initial national translations for
MRP/DCP renewal and variation procedures

For MRP Type IA and Type IB variations concerning SPC/PIL/LAB, the national
translations have to be submitted together with the application and included in the
working documents (word format for SPC, PL and labeling, pdf for internal and external
package mock ups). As of 1/1/2020 the submission of national translations with the
application within the working documents is compulsory. The national translations should
include also all previously approved by the RMS variations even if they have not yet been
approved in Cyprus. For Type Il variations national translations have to be submitted
within 7 calendar days after the end of the procedure at the dedicated email account
referred above (mrp-dcpvar@phs.moh.gov.cy).

Please note that for Type IB variations, national translations updated in accordance with
requests for amendment raised in the “Notification with Grounds” have to be submitted in
the amended notification as applicable.

It should be noted that, in addition to the CESP submissions, further submissions of
responses and supplementary information during MRP/DCP procedures for new
applications, variations and renewals (including consolidated update after validation), to
the dedicated email account mrp-dep@phs.moh.gov.cy referred in circular dated 26/1/12
will no longer be required. This mailbox will no longer be active.

Additional submissions via other channels such as CD/DVDs, for submissions requiring
CESP submission, are not allowed and will not be accepted. However, in cases of
experiences of problems with CESP submission, the Drugs Council may accept CD /
DVD submissions or other way of submission.

It should be noted that this circular does not apply for medicinal products authorized via
centralized procedure, exceptional marketing authorizations or parallel importations.

Submission Format

Pharmaceutical Services, Ministry of Health 1475 Nicosia
Tel: 22608603 Fax: 22608639 Web: http:.//www.moh.gov.cy/phs




REPUBLIC OF CYPRUS PHARMAVEUTICAL SERVICES
MINISRTY OF HEALTH 1475 NICOSIA

According to the circular, dated 7/1/19, the eCTD format for all types of submissions
either though MRP/DCP or national procedures is mandatory since 1 July 2019. Only
ongoing regulatory activities for national procedures can be submitted in the same format
as the format of the initial submission as long as dossier format has not yet been
changed to eCTD.

In addition, purely national submissions of MRP/DCP for the following specified
regulatory activities could also be handled outside the eCTD at this stage:

e MAH Transfer;

e Change of local representative;

e Change of mock-up design;

However, all of the above submissions must be provided electronically via CESP as
required for all other submissions. For purely national products, the above regulatory
activities must be submitted through CESP within the eCTD.

Responses submission portal and format
In case of responses the following rules are clarified:

A. Purely national procedures

Responses
Submission in eCTD format via CESP

B. MRP / DCP procedures

During validation:

Email responses by replying to the responsible person for validation. Revised eCTD
sequence must be submitted at the end of the validation phase.

End of validation phase
Updated sequence submission in eCTD format via CESP

Responses during procedure
Sequence submission in eCTD format via CESP

National phase responses
National translations should be provided at the dedicated email accounts (see mailboxes

mentioned above)

Payment of Fees

The proof of payment for each application type should be included within the seguence
submission through CESP (where applicable). Payment must be made through JCC only
as of 1/1/2020 in order to facilitate and expedite procedures.

Pharmaceutical Services, Ministry of Health 1475 Nicosia
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Data to be filled in CESP submission

Marketing authorization holders must fully and correctly complete all the information
required during the CESP submission, for effective evaluation of submitted data. The
below information is required in order to automatically link the appropriate medicinal
product with the Pharmaceutical Services database and correlate the submitted data with
the appropriate regulatory activity. Compulsory requirements for CESP submission:

e The marketing authorisation number(s) should be completed in the “Products”
field, along with the name of the product (s) (where applicable);

e In the "Procedure Number" field, indicate the full procedure number of this
specific regulatory activity and not the general procedure number of the product
(for MRP/DCP products). An example is given below:

Submission of type IB DCP variation
Full procedure number in “Procedure Number” field: IE/H/3455/001-002/1B/003
and not IE/H/3455/IB/003 or IE/H/3455/001-002/DC

¢ Inthe "Comments” field, fill in the application(s) protocol number(s) or the date of
submission of the initial application if the protocol number is not available
(mandatory for national products);

e For work sharing (WS) procedures, the WS procedure number (e.g.
DE/H/xxxx/W8/011) should be stated in the “Procedure Number” field and the
MRP variation number for each specialty included in the WS (e.g.
DE/H/0102/001/WS/072, DE/H/0125/001/WS/025) in the “Comments” field:

e In case of re-submission, the initial CESP number, which will be replaced, should
be mentioned in the “Comments” field;

e In case of a sequence submission which does not concern Cyprus, this should be
mentioned in the “"Comments” field;

e Appropriate regulatory activity type for each submission and phase of this
submission should be selected on the “Regulatory Activity Type” and “Sub
Activity Detalil” fields respectively.

An example is given:

Initial submission of Type |l Variation

" Regulatory Activity Type ": Variation Type II
" Sub Activity Detail ": Initial

Submission of Type Il Variation Responses

" Regulatory Activity Type ": Variation Type I
" Sub Activity Detail ": Answer to Questions

Please note that a new separate CESP submission is required for each regulatory
activity.
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When there is no marketing authorization number stated for licensed medicinal products
or essential information for the medicinal product as mentioned above is missing, the
submissions will be considered invalid and will not be assessed.

Applicants/MAHs are reminded that the cover letter, submitted either though CESP
and/or hard copy (as required), must indicate CESP number and related sequence(s).

Fully completed applications

Applicants/MAHs are reminded that all submitted applications must be properly and fully
completed. In particular, the marketing authorization number and the name of the
medicinal product in Cyprus must always be indicated on applications of renewal and
variations of a marketing authorization. For MRP / DCP products for which marketing
authorization has not been issued, the relevant field should remain blank or completed as
under assessment.

Furthermore, signed and locked electronic applications form (eAF) should be included in
the file "cc-form.pdf” in all cases. Submission of applications which are not in eAF format
(e.g. scanned forms in pdf format) will not be accepted. For applications concerning
Cyprus, the file names of the application and cover letter should be named correctly (cy-
or common-). Attention is drawn to the accidental use of the country specific suffix el-
This suffix concern Greece and consequently applications marked as el- are not
recognized as submissions concerning Cyprus and are not considered valid.

For more information, please contact Mrs. Natasa Kiza (email: nkiza@phs.moh.gov.cy,
tel.  +357 22 608 698) and Mrs. Athina Koutsoventis (email:
akoutsoventi@phs.moh.gov.cy, tel: +357 22 608 659)

=t

Dr Louis Panagi

Director of Pharmaceutical Services
Ministry of Health

Registrar Drugs Council

Pharmaceutical Services, Ministry of Health 1475 Nicosia
Tel: 22608603 Fax: 22608639 Web: http.//www.moh.gov.cy/phs



