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TnA. : 22608607
dag: 22608639
Email: emavrokordatou@phs.moh.gov.cy

English Text Follows

Méow nAekTpovikoU TaxudpouEiou

Mpog: Katoxoug Adeiwv KukAogopiag kal ToTrikoug AvTITTPOOWTTOUG Kal GAAOUG
EMTTAEKOEVOUG QPOPEIG

Oépa: EykUkAlog avagopikd pe Tn diadikaocia Administrative zero Days MRP
(initial wave)- Aladikacia Apoifaiag Avayvwpiong pndév nuepwv (apxikd
KUHQ)

To ZupBouNio Papudkwy yio OKOTTOUG AVTIMETWTTIONG TwV TTPORANHATWY EAAEIYPNG
KPIOIHWV QOPPOKEUTIKWY TTPOIOGVTWY TTou TTBavév va dnuioupynBouv Adyw Tng
atroxwpnong Tou Hvwpévou BaoilAgiou atmd 1n EupwTraikr) ‘Evwon aAAd kal yia Tnv
QVTIMETWTTION  TTPORBANUATWY  JIABECIYOTATAG  QAPUAKEUTIKWY  TTPOIOVTWY  TTOU
KpivovTtal atrapaitnTa yia Tnv Kutrpiakr ayopd (Kupiwg dnuoaiog TOPEAS) Kal Ta OTToia
dev £xouv Adela KUKAO®opiag oTnv KUTTPo 1 yIa Ta OTTOoI AVTIMETWTTICOVTAI OUOKOAIEG
oTnNV TTPOMNBEIa TOUG, TTPOXWPENOCE GTNV dNPOCIOTTOINCN KN EEAVTANTIKWY KATAAOYWV
ME Ta @dppaka autd. O1 katdAoyol autoi €ival dlabéoipyol otV 1I0TO0EAIda Twv
PappakeuTIKWV YTTNPECIWY, aTOV akOAouBo oUVOETO:
https://www.moh.gov.cy/moh/phs/phs.nsf/dmlannouncements_en/dmlannouncement
s_en?0OpenDocument

Q¢ PETPO AVTIMETWTTIONS TWV TTPORANUATWY d108£0IudTNTAG Kal yia dIEUKOAUvVON TNG
EYYPOAPAG TTPOIOGVTWYV TA OTTOIa KpivovTal aTrapaitnTa yia T ayopd tng KuTtrpou, 1o
2ZUMBoUAIO DapudKwy evNUEPWVEI OAOUG TOUG EUTTAEKOPEVOUG QOpPEIC OTI N KUTTpog
Ba uloBetioel ammAotroinuévn diadikaoia apoIfaiag avayvwpiong Pndév NUEPWV
(apxik6 kupa)- Administrative zero Days MRP (initial wave).

H diadikacia Ba eival d10ikNTIKAG @UOEWG Kal Ba oAokAnpwveTal (KAgivel) OTO KPATOG
MEAOG avagopdg pe Tnv évapén Tng Oladikaciag (UEpa pndév) UETA TNV UTTOBOAN
EMKUPpWUEVNG aiTnong. YtrevBupiZetal 611 n KUTrpog £xe1 dn uioBetrioel Tnv Zero Days
rMRP diadikaoia yia TTpoidévTa Ta oTroia gival AdN eyyeypapuéva pEow d1adikaoiag



https://www.moh.gov.cy/moh/phs/phs.nsf/dmlannouncements_en/dmlannouncements_en?OpenDocument
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auoiBaiag avayvwpiong o€ AANa KpdTn HEAN. ZXETIKA evnuépwaon gival dIaBéaiun oTnv
10T00€AiIda TWV PAPPAKEUTIKWY YTTNPETIWV GTOV TTI0 TTAVW OUVOETHO.

H diadikacia Administrative zero Days MRP (initial wave) 1Tou uloBeteital Twpa,
MTTOPEI va XPNOIYOTIOINBEI YIO QAPPOKEUTIKA TTPOIOVTA TA OTToia dIBETOUV AUIYWG
€Bviky ddela KukAogopiag o€ KpATog PEAOG TNG Eupwtraikig 'Evwong kal yia Tnv
eyypaoen Toug o dANo KpAToG HEAOG (TT.X. KUTTpOG) TTpéTrel va akoAouBnBei diadikaaia
auoiBaiag avayvwpiong. H diadikacia Ba kataAfyel oe Adeia KUKAOQOPIag Tou
TIPOIOVTOG KAl oTnv KUOTTpo  Xwpig va onuioupyeital 101aiTEpog  dIOIKNTIKOG N
ETTIOTNUOVIKOG @OPTOG YIA TOV AITNTH KAl TO KPATOG HEAOG ava@opdg (RMS) kaBwg dev
Ba atraiteital emKaipoTroiNuévn £€kBeon agloAdynong atrdé To RMS 1] avtatrokpion Tou
aItnNTA o€ BEuara agloAdynong Tou @akéAou atrd pépoug TG Kutrpou. ETmTpdobeTta n
dladikaoia dev Ba TTpokaAei aAAayEG aTov KUKAO (WG Tou TTpoidvTog (T1.X. PSUR).

H diadikacia TTou Ba akoAouBeital ival n €¢AG:

1) O aitntAg evnuepwvel TO ZUPPBOUAIO Dappdkwy OTI  evOIAQEPETAl VA
TIPOXWPNOEI OTNV EYYPOPr] OUYKEKPIMEVOU TTPOIOGVTOG OKOAOUBWVTAS Tn
dladikaoia Administrative zero Days MRP (initial wave) cuuTTAnpwvovTag 10
oXeTikO €viutto «Evrutro mpdBeong yia Administrative zero Days MRP (initial
wave)» (PY167). To éviumo eivar Ol0Bé0IuO0  OTNV  1I0TOOEAIdD  TwV
PappakeuTIKWV YTTNPECIWV OTO OKOAOUBO OUVOETHO:
https://www.moh.gov.cy/Moh/phs/phs.nsf/All/8957COF4F7D97915C22573080
037673070penDocument

Madi pe 1o €vIUTTO O AITNTAG TTPETTEI VA TTPOCKOUICEI TO EYKEKPIYEVA OTOIXEIA
Tou TrpoidvTog (MXI, ®OX, emoAuavan) HETaQPACTPEVa aTnVv AANVIKN r/Kal
ayyAIK) YAwooa (OTToU Ta EYKEKPIPEVA OTO KPATOG HEAOG ava@Opdg dev gival
oTnv €AANVIKN 1 ayyAIK yAwooa).

2) To ZupPBouAio agou a&loAoyrael TNV KPICIOTATA TOU TTPOIGVTOC yia Tnv KUTrpo
TN Oedouévn OTIYHN TNG EKOAAWONG EVOIOPEPOVTOG, Ba EVNUEPWVEI TOV AITNTH
KATd TTO00 UTTOPEI va XpnoInoTToInBEi N ev Adyw d10dIKACIa Y1 TO CUYKEKPIKMEVO
TTPOIOV 1] yIa TUXOV eVvOTAOEIG 1] oXOAIA.

3) O aitnTAG WETA Tn BETIKA avTattokpion Tou ZuuBouliou Papudkwy, KATABETE
aitnon yia Administrative zero Days MRP (initial wave), ye evoia@epOUEVO
Kpdtog péAog (CMS) tnv Kutrpo. lMNa tnv katdBeon TG aitnong 1oxuouyv ol
€Ovikég amaitioelig NG Kumpou OTTwG  yia OAeg TIC aithoelig  (TT.X.
UTTOYEYPAPMEVN KOAUTTITIKA ETTIOTOAR Kal aitnon KATT). Madi pe tnv aitnon o
aItNTAG KataBEéTel Tov TAAPN @QAKEAO TOU TIPOIOGVTOG OTTWG auTdG Eival
d108éo1uog TN dedouévn OTIyU Madi e OAEC TIG ETTAKOAOUBEG EYKEKPIMEVES
TPOTTOTTOINCEIG TTOU £XOUV KOTATEDEI KAl EYKPIBEI 0TO KPATOG PEAOG avagpopdag
(RMS) kaBwg Kal OUYKEVTPWTIKA AT TWV TPOTTOTIOINCEWV QUTWYV KOl

2



https://www.moh.gov.cy/Moh/phs/phs.nsf/All/8957C0F4F7D97915C225730800376730?OpenDocument
https://www.moh.gov.cy/Moh/phs/phs.nsf/All/8957C0F4F7D97915C225730800376730?OpenDocument

\ |

WA

AA™ 44
A N4

~~\

KYMNPIAKH AHMOKPATIA ®APMAKEYTIKEZ YMHPEZIEZ

YMNMOYPIEIO YTEIAZ

4)

5)

6)

1475 NAEYKQZIA

empBePaiwon NG £ykpIong Toug. H Katabeon ETTIKAIPOTTOINUEVOU PAKEAOU TOU
TTPOIOGVTOG aTTd PEPOUG TOU AITNTH, AV AuTOG €ival dIaBETIPOG, Ba emmITayXUvel TN
dladikaoia agloAdynong. O aItnTAg oTn KAAUTITIKI) TOU ETTIOTOAN 1 JE EEXWPIOTH)
BeBaiwon, tpétrel va Beaiwvel EekaBapa OTI 0 PAKEAOG TOU TTPOIOVTOG TTOU
EXel KataTebei, €ival TTAVOPOIOTUTIOC PE TO PAKEAO TOU TTPOIOVTOG TTOU €ival
EVKEKPIPEVOGS O0TO KPATOG HEAOG avagopds (RMS).

2UVIOTATAI OTTWG O PAKEAOG TOU TTPOIOVTOG KaTaTiBeTal o€ popery eCTD, é1rou
auTd €ival EQIKTO, dedouEvou OTI cupwva pe To EU Esubmission Roadmap,
OAeg o1 aItioelg (€kdoong, avaveéwong Kal TPOTTOTTOINCNG) TTPOIOVTIWY UECW
auoiBaiag avayvwpiong uttopaAlovtal o popery eCTD. O aitnTég
TTapOTPUVOVTAl OTTWG UTTORAAAOUV evnUEPWUEVO Sequence WE TIG TPEXOUTEG
TTANPOQOPIEC TOU @QaKEAOU av autd cival OIABECIPNO. Ze €CAIPETIKEG Kal
QUITIOANOYNMEVEG  TTEPITITWOEIC TO ZUMPOUANIO Dapudkwyv Ba  eEetdlel TO
EVOEXOUEVO VA KAVEl ATTOOEKTEG QITACEIG PE QPAKEAO O€ AANEG POPQES (TT.X
NeeS). QoT1600 €TTOKOAOUBEG TPOTTOTTOINCEIG TTPETTEI VA UTTORBAAAOVTal O€
Mopon eCTD.

YrevBupicetal 011 oTa TTAdiola Tng diadikaciog Administrative zero Days MRP
(initial wave), o1 ®apuakeuTikéG YTnpeoieg €xouv oTtn di1dbBeor Toug 14
epydaoiyeg MEPES Yia TNV €mMKUpwon Tng aitnong (validation). Metd Ttnv
ETMKUPWON TNG aitnong ato Tnv Kutrpo, n Kutrpog evnuepwvel To RMS 611 dev
uTTdpXouV OoTToIadATTOTE OXOAIO ATTO PEPOUG TNG (Bev Ba kaTtaTeBouv axOAIa TN
Mépa 50) kai n diadikaoia ptTopei va kKAgioel dueaa atrd To RMS 1n pépa pndév
(early closure). To RMS trpowBei atnv KUTTpo TIG EYKEKPIUEVES TTANPOPOPIES
yla 10 TTpoidv (MXI1, ®OX, emonuavon) otnv ayyAik yYAwooa.

2Tn OuvExEla, akoAouBei n eBVIKA @Aon OTTOU 0 aITNTHG OPEIAElI OTTWG KATOBETE!
TIG EAANVIKEG PETAPPACEIC TWV EYKEKPILMEVWYV TTANPOPOPIWY YIA TO TTPOIOV:
MepiAnwn XapakTtnpioTikwy Mpoidvtog (MXI1), ®UANo Odnyiwv Xpriong (POX)
kair Emonuavon (labelling), KaBuwg Kal JOKETES TNG EEWTEPIKNG KAl GTOIXEIWOOUG
ouoKeuaoiag — oTnv  evoedEIyUEVN nAektpoviky  d1euBuvon (mrp-
dcpnew@phs.moh.gov.cy). Emonuaiveral 61 Ta €yypaga Twv MNXM, ®OX kai
EMOoNPavon TPETTEl va KataTiBevral o pop®ry word. YTrevlupiletal OTI ol
KaTaB£oelg peTappaoewy BewpolvTal £YKUPES HOVO EQOOOV AUTEG KaTaTEBOUV
oTO €vOEedeIyUEVO Aoyaplaopud nAekTpovikoU Taxudpopueciou. KaraBéoelg o€
GANeG  nAekTpovikEG OleuBuvoelg Oev  Bewpouvtal EyKUpeG Kal dev  Ba
agloAoyouvral.
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7) Znueiwvetal 0TI oI Adeleg KUKAo@opiag TTou ekdidovtal péow TnG dladikaoiag
Administrative zero Days MRP (initial wave) éxouv Trevrast) 10xXU Kai
UTTOKEIVTAI O€ TOUAAXIOTO dia avavéwaon aveEapTHTWGS €AV OTO KPATOG UEANOG
AVOQOPAG TO PAPPOKEUTIKO TTPOIOV EXEI ADEIO KUKAOQYOPIAG PE ETT’ adPIOTO 1I0XU.
2€ TETOIEG TTEPITITWOEIG O KATOXOG AdEI0G KUKAOQOPIOG PTTOPEI va UTTORBAAAEI
dloiknTik avavéwon (shortened renewal). H aitnon avavéwong uTTopEi va
KataTteOei  OTTOIOBATIOTE XPOVIKA OTIyu META Tnv ékdoon Tng adelag
KukAo@popiag otnv KUTTpo Kal TO apyoTEPO 9 PNAVEG TTPIV TV NUEPOPNViIa ANENG
TNG. ZNUEILVETAI OTI N €V AOyw dladikaacia dev €TTNPEAEl TOV KUKAO (WG Tou
TTPOIOVTOG.

To ZupPBoUAio Papudkwy Ba atmmodéxetal TN Xprion Tng diadikaciag auTAg yia
TTpoidévTa Ta oTroia BewpoulvTal Kpiolya Tn dedouévn OTIYUA TOu aITuartog. H
KUtrpog 0e @Epel évoTacn OTn CUMMPETOXN Kol GAAWV KPATWV HEAWV WG
evolapepoOueva Kpdrtn PéEAN (CMS) otn diadikaoia dedouévou OTI Ta KPATN WEAN
autd atrodéxovtal va akoAoubrjoouv Tnv idla Odladikacia. Aedoupévng TNnG
atroxwpnong Tou Hv. BaolAgiou atté Tnv EupwTraikr ‘Evwon, To Hv. BaaoiAgio dev
MTTOPEI va XpNOIUOTTOINOEI WG KPATOG HEAOG AVAPOPAG.

lMNa oT1rolecdNTToTE  JIEUKPIVACEIS 1 TTEPAITEPW  TTANPOYPOPIES, TTAPAKAAW
armroteiveote  otnv K. 'EgIAu Maupokopddtou  (ThA.  + 35722608618,
emavrokordatou@phs.moh.gov.cy ) kai otnv K. Natdoa Kuola (tnA. +357
22608698, nkiza@phs.moh.gov.cy ).

Ap Aoung Mavayn

AleubuvTig OapPaKEUTIKWY YTTNPECIWY
YTroupyeio Yyeiag

‘E@opog ZuuBouAiou Gapudkwyv

(Signed copy available upon request)
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Tel.: 22608618
dag: 22608639
Email: emavrokordatou@phs.moh.gov.cy

English Text

Via Email

To: All Marketing Authorisation Holders and Local Representatives and other
stakeholders

Subject: Circular on Administrative zero Days MRP procedure (initial wave)

The Drugs Council in an effort to alleviate the availability issues for critical
pharmaceutical products which may be experienced because of the withdrawal of the
United Kingdom form the European Union and in an effort to deal with availability
issues for pharmaceutical products considered necessary for the Cypriot market
(mainly public sector) which are not registered in Cyprus or for which problems are
experienced for their procurement, has published non exhaustive lists of such
pharmaceutical products. These lists are available on Pharmaceutical Services
website and can be accessed via the following link:
https://www.moh.gov.cy/moh/phs/phs.nsf/dmlannouncements_en/dmlannouncement
s_en?0OpenDocument

As a measure to alleviate availability issues and in order to facilitate the registration
of products considered critical for Cyprus, the Drugs Council wishes to inform all
stakeholders that Cyprus has decided to introduce the Administrative Zero Days MRP
procedure (initial wave).

The procedure is of administrative nature and will close in the RMS on Day 0, following
the submission of a valid application. You are reminded that Cyprus has already
introduced the Zero Days rMRP procedure for products already registered via the
Mutual Recognition Procedure in other member states (repeat use procedure).
Relevant information on the Zero Days rMRP procedure can be found on the link
provided above.
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The Administrative zero Days MRP Procedure (initial wave) which is now introduced,
can be used for pharmaceutical products authorised in other member states via purely
national procedure and which need to follow a mutual recognition procedure in order
to be registered in another EU member state (e.g. Cyprus). The procedure leads to a
marketing authorisation of the product in Cyprus without creating significant
administrative or scientific burden for the applicant or the Reference Member State
(RMS), as no updating of the Assessment Report by the RMS is required or response
of the applicant to a new assessment of the product’s dossier. Additionally, the
procedure does not cause any changes to the lifecycle of the product (e.g. PSUR)

The procedure to be followed is described below:

1)

2)

3)

The applicant informs the Drugs Council of its intention to register a specified
pharmaceutical product following the Administrative zero Days MRP procedure
(initial wave) by submitting the relevant form (PhS 167) “Letter of intent for
Administrative zero Days Procedure (initial wave)”. The form can be found on
Pharmaceutical Services website using the following link:
https://www.moh.gov.cy/Moh/phs/phs.nsf/All/8957COF4F7D97915C22573080
037673070penDocument

Along with the letter of intent, the applicant should submit the approved product
information (SPC, PL, labelling) translated to Greek or English (where the
approved product information at the RMS is not in the Greek or English
language).

The Drugs Council assesses the critically of the product for Cyprus at the time
of the submission of the letter of intent and informs the applicant if he can follow
the Administrative zero Days MRP procedure (initial wave) or of any objections
or comments.

Following the positive response by the Drugs Council, the applicant submits an
application for an Administrative zero Days MPR procedure (initial wave), with
Cyprus as a Concerned Member State (CMS). Regarding the submission of
the application, all national requirements for all applications are in force (e.g.
submission of originally signed cover letter and application form etc). Along with
the application form, the applicant submits the full product dossier as available
at the time and all subsequent approved in the RMS variations, with a list of
these variations and confirmation of their approval. The submission of a
consolidated dossier of the product on behalf of the applicant, if available, will
speed up the assessment process. The applicant, either in the cover letter or
via a separate declaration, should clearly declare that the dossier submitted is
identical to the product dossier approved by the RMS.
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It is strongly recommended that the product dossier is submitted in eCTD
format where possible, as according to EU Esubmission Roadmap all
applications (issue, renewal and variations) via the mutual recognition
procedure are submitted in eCTD format. Applicants are urged to submit a
consolidated sequence of the current dossier if available. In exceptional
justified cases, the Drugs Council may examine the possibility of accepting
applications with a dossier in other formats (e.g. NeeS). However, all
subsequent variations should be submitted in eCTD format.

It is noted that within the Administrative zero Days MRP procedure (initial
wave), Pharmaceutical Services have 14 working days for validation of an
application. Following the conclusion of the validation of the application by
Cyprus, the RMS is informed that there will be no further comments on behalf
of Cyprus during the procedure (no Day 50 comments will be submitted) and
that the procedure can be concluded immediately on Day Zero (early closure).
The RMS should then forward to Cyprus the approved product information
(SPC, PL, labelling) in English.

Then, the national phase (30 days) follows, where the applicant should submit
Greek translations of the approved product information (SPC, PL, labelling)
along with outer and inner packaging mock ups in the specified mailbox (mrp-
dcpnew@phs.moh.gov.cy). Please note that SPC, PL and labelling should be
submitted in word format. Submissions are considered valid only if they are
made to the appropriate dedicated mailbox. Submissions to other mailboxes
will not be considered valid and will not be assessed.

Please note that marketing authorisations issued via the Administrative zero
Days MRP procedure (initial wave) are valid for 5 years and are subjected to
at least one renewal irrespective of the fact that the marketing authorisation of
the product in the RMS has indefinite validity. In such cases, the marketing
authorisation holder may submit an administrative renewal (shortened
renewal). The renewal application may be submitted at any time following the
issue of the marketing authorisation in Cyprus and at the latest 9 months before
its expiry. This procedure does not affect the lifecycle of the product.
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The Drugs council will accept the use of this procedure for products considered
critical at the time of the submission of the letter of intent. Cyprus does not object
to the participation of other member states as CMS in the procedure, as long as
the other member states accept to follow the shortened timetable (zero Days).
Considering the withdrawal of the United Kingdom from the European Union, the
UK cannot be used as RMS in Administrative zero Days MRP procedure (initial
wave).

For any clarifications or further information, please contact Ms Emilia
Mavrokordatou (tel.: + 35722608618, emavrokordatou@phs.moh.gov.cy ) or Ms
Natasa Kiza (tel: +357 22608698, nkiza@phs.moh.gov.cy ).

Dr Louis Panayi

Director Pharmaceutical Services
Ministry of Health

Registrar Drugs Council

(Signed copy available upon request)
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