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KYMPIAKH AHMOKPATIA ®APMAKEYTIKEZ YNHPEZIEX
YMNOYPTEIO YFEIAZ 1475 AEYKQZIA

Ap. dak.: 05.21.02.01 & 5.13.2.2 15/2/2018
TnA. : 22608618

®at: 22608639

Email: emavrokordatou@phs.moh.gov.cy

English Text Follows

Méow nAekrpovikou Taxudpouciou

Mpog: Katoxoug Adeitwv Kukhogopiag kal TomkoUg AVTITTPOTWITOUC

Oépa: EykUkAlog avagopikd pe Tn diadikacia zero Days rMRP- Aladikaoia
ApoiBaiag Avayvwpiong undév nuepwy

Z€ OUVEXEID TNG EYKUKAIOU nuepounviag 11 AuyouaTtou 2011, OXETIKA WE TNV EYYPAPH
QAPHAKEUTIKWY TTpoidvTwy péow Tng diadikaoiag zero Days rMRP, 1o ZupBoUAio
Pappdkwy uTTEVBULIGE! Toug aItnTEG 6T yia va akohouBrioouy Tn dladikacia zero Days
rMRP Tpemrel apxikd va evnuepwvouy 1o ZupBoUuAio Papudkwy yia Tnv TpdBean Toug
va KaraBégouv aitnan yia £ékdoon adelag Kukhopopiag Eow Tng ev Adyw Siadikagiac.

Mo ekdnAwan mpdBeong yia katdBean aitnong péow Tng diadikaoiag zero Days rIMRP
EQEENG TTPETTEl VA UTTORAAAETAl TTANPWG CUPTTANPWUEVO TO ETTICUVNUUEVO EVTUTTO
ekdNAwoNG evdlapépovTog (P.Y. 164). InueldveTal 6T To EVTUTIO €XEl avapTnBei oTnv
[fopfelez A \[elo} TWV PApPAKEUTIKWV YTrnpeoiwyv
(https://www.moh.gov.cy/MOH/phs/phs.nsf/All/8957 COF4F7D97915C225730800376
73070penDocument ).

YmrevBupiletal 611 epdoov 1o ZupPoUAio dev Qépel EvaTaon yia KATGBeon ThS aithong
HEow TG Sladikaciag zero Days rMRP, evnuepwvel OXETIKA Tov QiTnT O OTToiog
KOAEITal va eTTIKOIVWVAOEI e TO KpdTog PEAOC avaeopds (RMS) kai va karaBéoel
aitnon pe povo evdiagepduevo kpdrog péhog (CMS) v Kompo. Znueldverar 611 A
KUtrpog dev @eEpel EvoTaon T GUUHETOXH AAAWY EVOIOPEPOUEVWV KPATWV HEAWV OTN
Oiadikacia  dedopevou  OTI emMBUMOUY  vO  aKOAOUBAROOUV TO  GUVTOPEUUEVO
Xpovodidypapua tng diadikaoiag (UNOEv PEPEG).

AlgukpiviCeTal 0TI 0 AITNTAG OPEIAEl OTTWG PE TNV UTTOBOAR TNS AiThONG KataBéoel Tov
TAAPN QAKEAO TOU TTPOIGVTOG TOV OTroio €XEl OTn BIGBeTN Tou TN SedOUEVN XPOVIKA
onyun. O aimntig o@eidel emiong OTwg Katabéoel kal OAEG TIG €TTaKOAOUBEC
TPOTTOTTOINCEIG TTOU £X0UV KATATEDE! KAl £yKPIBEi 0TO KPATOG PEAOG avagopds (RMS)
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YMNOYPTEIO YTEIAX

KOBWG KOl TUYKEVTPWTIKI AiOTO TWwV TPOTTOTTOINCEWY auTwy. YTtrevBupiletar 6T o
aItnNTAg o@eilel 6TTwG KataBeoel padi ge Tnv aitnon Tou €MOTOAR ME TNV OTToia v
BeBaiwvel 611 0 PAKEAOG TTOU UTTOBAAAETAI Eival TTAVOUOIOTUTTOC UE EKEIVOV TTOU EXEI
non eykpiBei ato kparog pEAog avagopdg (RMS). Or aitntég Trapotpuvovtal OTTwg
uTTOBAAOUV EVNUEPWHEVO sequence WE TIG TPEXOUTESG TTANPOPORIEG TOU QakéAou av
autd eival dlaBéoipo. Emmpoobera, 10 ZupfolAio Papudkwy ouvioTd OTTWE O
@AKeAog TOU TIPOIGVTOG KaTtatiBeral oe popery eCTD, o6mou autd eival EQIKTO,
dedopévou O oupgwva pe To EU Esubmission Roadmap v.2.0 dAeg o1 aitAoelg
(ekdoong, avaveéwaong Kal TPOTTOTToiNaNG) TTPOIGVTWY PECW apoIBaiag avayvwpiong
amdé 1/1/2018 utmroBdAhovral oe popery eCTD. Ze €eCQIpETIKEG TTEPITITWOEIS TO
ZupBouAlo Papudkwy Ba eEeTAlel TO eVOEXOUEVO VO KAVEI QTTOBEKTEG QUTAOEIS WE
(@Akeho o€ AdAAeg popEg (T1.X NeeS). Qotdo0 eTaKOAOUBEG TPOTTOTTOINOEIG TTRPETTE
va uttofdAAovTal o€ poper eCTD.

YmevBupidetar 6T ota TAaiola Tng diadikaciag zero Days rMRP, o1 ®apuakeuTikég
Y1rnpeoieg €Xouv aTn SIABeon Toug 14 EpYACIPEG HEPEG YIA TNV ETTIKUPWON TS AiIThONG
(validation) kai perd 1o TéAog Tng diadikaciag (end of procedure) akoAouBei n €OVIKN
@Aagn Omou o AItNTAG OQEiAEl OTTWG KATOBEDEl TIG EAANVIKEG WETAQPPAOEIS TWV
EYKEKPIUEVWV TTANPOQOPIWV Yia TO TTpoidv: lMepiAnyn XapaktnpioTikwv Mpoiovrog
(SPC), ®UAo Odnyiwv Xpriong (PIL) kar Emionpavon (labelling), kabwe kal YakéTeg
™G ESWTEPIKNAG KAl OTOIXEIWAOUG OUOKEUAOiag OTnv evOEDEIYHEV NAEKTPOVIKN
dievBuvon (mrp-dcpnew@phs.moh.gov.cy). Emonpaiverar émn ta SPC, PIL «kai
labelling trp€TTel va karariBevral og popen word.

Znuelwvetal o1 ol adeieg KukAopopiag TTou exkdidovral péow Tng diadikaciag zero
Days rMRP £xouv Treviaetrj 10XU Kal UTTOKEIVTAI OE TOUAGXIOTO pia avavéwan
QVECOPTATWG €AV OTO KpdTtog pEAOG avagopdg kaify ota dAAa kpdrn WéEAR TO
(PAPUOKEUTIKO TTPOIOV €XEl AdEI0 KUKAOQOPIOG ME €T AOGPIOTO I10XU. Z& TETOIEC
TEPITITWOEIG O KATOXOG 4del0g KukAogopiag pTmopei va utTofdAAer SioiknTIKA
avavéwon (shorten renewal). H aitnon avavewong pTropei va karateBei otroiadnimoTe
XPOVIKA OTIyun YETd Tnv £kdoon Tng ddeiag kukhogopiag atnv KUTrpo Kal Tpiv tnv
nuepounvia ANgng Tng. Znuelwvetal Oti n ev Adyw diadikacia dev eTTnpedlel Tov KUKAO
CwNG TOU TTPOIOGVTOG.

MNa otrolecdnToTe SIEUKPIVAOEIG i} TTEPQITEPW TTANPOPOPIES, TTAPAKAAL) ATTOTEIVEDTE
atnv K. Mapiva [epeidn ( TnA. + 357 22608681, mieridi@phs.moh.gov.cy ).

E. Maupokopddrou
Epopog ZupBouliou Papudkwy
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KYNPIAKH AHMOKPATIA ®APMAKEYTIKEE YMHPESIES
YMNOYPTEIO YFEIAS 1475 AEYKQZIA
File No.: 05.21.02.01 & 5.13.2.2 15/2/2018

Tel. : 22608618
dat: 22608639
Email: emavrokordatou@phs.moh.gov.cy

English Text

Via Email

To: All Marketing Authorisation Holders and Local Representatives

Subject: Circular on zero Days rMRP procedure

In continuation of the circular dated 11 August 2011 concerning the registration of
pharmaceutical products through the zero Days rMRP procedure, The Drugs Council
reminds the applicants that in order to follow the zero Days rMRP procedure, initially
they should inform the Drugs Council of their intention to submit an application via this
procedure.

From now on, in order to inform the Drugs Council for their intention to submit an
application via the zero Days rMRP procedure, applicants have to submit the attached
form (Ph.S. 164) fully completed. Please note that the form has been uploaded and is
available from Pharmaceutical Services website:
(https://www.moh.gov.cy/MOH/phs/phs.nsf/All/8957 COF4F7D97915C225730800376
73070penDocument ).

Applicants are reminded that if the Drugs Council does not have any objections to the
submission of the application via the zero Days rMRP procedure they will be informed
accordingly and they should then contact the Reference Member State (RMS) and
submit an application with Cyprus as the only Concerned Member State (CMS). It is
noted that Cyprus does not have any objection if other member states wish to
participate as concerned member states in the procedure as long as they accept to
follow the shortened timetable (zero Days).

It is clarified that the applicant has to submit the application with the full dossier for the
product available at the time. The applicant has to also submit all subsequently
submitted and approved variations in the RMS along with a collective list of these
variations. Applicants are also reminded that they have to submit a letter declaring
that the dossier submitted to Cyprus is identical to the dossier submitted and approved
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by the RMS. Applicants are advised to submit an updated dossier if available.
Additionally, the Drugs Council strongly recommends that the dossier is submitted in
eCTD format as according to the EU Esubmission Roadmap v.2.0 all applications
(issue, renewal, variations) via the MRP procedures as of 1/1/2018 must be submitted
in eCTD format. In exceptional circumstances the Drugs Council may consider
accepting applications with dossiers in other formats (e.g. NeeS). However, any
subsequent variations must be submitted in eCTD format.

It is noted that within the zero Days rMRP procedure, Pharmaceutical Services have
14 working days for validation of the application and upon closure of the procedure
(end of procedure) the national phase (30 days) follows, where the applicant must
submit the Greek translations of the approved product information: Summary of
Product Characteristics (SPC), Patient Information Leaflet (PIL) and labelling along
with the inner and outer packaging mock-ups in the specified mailbox (mrp-
dcpnew@phs.moh.gov.cy). Please note that SPC, PIL kai labelling must be submitted
in word format.

Please note that the marketing authorisations issued via the zero Days rMRP
procedure are valid for 5 years and are subjected to one renewal irrespective of the
fact that the product in the RMS and/or in other CMSs may have a marketing
authorisation with unlimited validity. In such case, the marketing authorisation holder
may submit an administrative renewal (shorten renewal). The renewal application may
be submitted any time after the marketing authorisation in Cyprus has been issued
and before its expiry date. This procedure does not affect the lifecycle of the product.

For any clarifications or further information, please contact Ms Marina leridi (tel: + 357
22608681, mieridi@phs.moh.gov.cy ).

E. Mavrokordatou
Registrar Drugs Council
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REPUBLIC OF CYPRUS PHARMACEUTICAL SERVICES

MINISTRY OF HEALTH 1475 AEYKQZIA
Drugs Council Date: dd/mm/yyy
Pharmaceutical Services
1475 Nicosia
Cyprus

Letter of Intent for a Repeat Mutual Recognition Procedure (rMRP): Zero days rMRP

We, [Applicant name], intend to submit a zero days repeat-use procedure for [Name of the
Product] with Cyprus as a/ the only (choose as appropriate) CMS. [Name of the Product] is
authorized via MRP/DCP [choose as appropriate] with [Name of the Country] as RMS.

Name of the medicinal product

Proposed name of the medicinal product in in Cyprus

Dosage Form

Strength

Active Ingredient

MRP / DC procedure number

Other CMS in the zero Days procedure (if applicable)

Approved common SmPC attached:

We kindly ask the Drugs Council to confirm the receipt of this documentation and its
agreement in following the Zero Days rMRP procedure for the above mentioned product.

Signature of the applicant

(Form Ph. S. 164)

Pharmaceutical Services Ministry of Health 1475 Nicosia
Tel.: 22608607 Fax.: 22608649 Webpage: http://iwww.moh.qgov.cy/ohs



