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ENGLISH TEXT FOLLOWS

Méow nAexkrpovikou rayudpoueiou

lMpog dAoug Toug Kartdyoug Adeitv Kukhogpopiac
KAl TOTNKOUG QVTITTPOGWITOUC

Oépa: YmoXpewTikA UroBoAr ITAOEWV PECTW TNC NAEKTPOVIKAG TTAATQOPUAC
CESP (Common European Submission Portal)

AvaQopikd pe TO IO TAvw Bépa Kal Ot OUVEXEIQ TNG EYKUKAIOU Pa¢ pe Bépa
‘HAekTpovikr katdBeon aitocwv kai GAAWY eyypapwy’, nuepounviag 8 OkTwpRpiou
2020, o1 PappaKeUTIKEG YTINPETIEG EVNHEPWIVOUV TOUG Kardxoug Adeiwv KukAopopiag
Yia TIG ETMIKEIPEVEG QAAQYEG OXETIKA ME TOV TPOTTO UTTOBOARG Twv akGAouBwv
O1adIKagIV:

e [lvwaToTmooeig yia amooUpoei adeiiv kukAopopiac,

['VWOTOTTOINCEIS Yia aTTOoUPOEIS AITACEWY £kB00NC ABEIDY KU kAogopiag,

e AITNOEIS yia €kdoON KAl avavéwon €IBIKWY adeiwv KUkAo@opiac Bdoel Twv
olaTagewv ToUu dpBpou 13A Twv TEPi Papudkwy AvBpwTrivng Xprong
(EAeyxog MoiétnTag, MpopriBeiag kai Tipwv) Nopwy, OTTWG ETTIONG KAl OXETIKES
YVWOTOTTOINOEIG,

e AIMOoEIg yia €KDOCT Kal avavéwaon adeItV TAPAAANANG eiIocaywyRc, Bdoer Twyv
SlaTGEEWY TWV GpBpwy 21-25 Twv o Trdvw Népwy, OTTWG £TTiONG KA
OXETIKEG YVWOTOTTOINTEIC,

o AITAOEIS yIa £kBoon Kal avavéwon IBIKAC ATTAOTIOINUEVNG KATAXWPENONCS YIA
OHOIOTIABNTIKA PAPHAKEUTIKG TIPOTOVTA, BATE! TWV BIATdEEWY Twv dpBpwv 16-
20 Twv o Tavw Nopwv, 6Trwg etriong kal OXETIKEG YVWOTOTIOINTEIC,
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e AITAOEIC KATAXWPIONG TTGpGﬁOOIGKI”].(; XPAONS YIO QAPUAKEUTIKG TTPOIOVTa
QUTIKAG TTPoEAeuang, Pacel Twv dlatdfewv Tou dpbpou 20 Twv TMO TTAVW
NOpwV, OTTWG ETTIONG KAl OXETIKES YVWOTOTTOINCEIG.

TaC EVAHEPUWVOULE TTWG N UTTOBOAR HGAWV TWV AITACEWY KAl UTTOGTNPIKTIKWY OTOIXEIWV
yia Tig o Tavw diadikacieg Oa yiveral amTOKAEIOTIKG PECW TNG NAEKTPOVIKAG
mAaTeopuag Tou CESP (Common European Submission Portal) pe duean epapuoyn
aMd utoxpewTikg 1oxu amd v A0 lavouapiou 2022.  ZnuEIWVETAl TTWG N
diagopoTroinon Tou TPOTToU UTTOBOARG TWV TTIO TIAVW EYYPAPWY, BEV eTTNPEGLE! TN
HOPQFA Kal TO OTOIXEi TIOU amaiTouvTal, OTW¢ €miong OoUTE TA EKAOTOTE
xpovodiaypdppara UTroBoArg. 2Ty TEPITITWON OTTOU aTTaITEITaI N KATABEDN PUOIKWV
delypdrwy (Tr.X. aitnon yia €ékdoon £1dIKfC Gdelag kukAogopiag, aitnan yia €ékdoon
Gdelac TapAdAANANG EI0ayWyng) Kata T @don TNG agioAdynong, ToTe Ba TPETEN Va
UTTOBGAAETA N KOAUTITIKI ETTIOTOAR HEGW CESP ka1 TauTtdxpova va TTpookopifovTal n
KaAUTITIKI] ETTIOTOAR] Kal Ta QUOIKG deiypara o Movada MapaAafig katomiv
ouvewonong. H kardBeon amaviioewy (responses) ToOU OXeTiCovTal ME TIG
Trpoava@epopeveg diadikaaieg TPETTEl £TTIONG VO YIVETAI JEOW CESP. Autd 1oyUel Kal
yia TpEXOUOEG diadikaaieg TTou BpiokovTal utrd agloAdynan.

Ma TV opaAf WETERacn atn véa TAAT@OpUa KATABEONG KOl TTPOG DIEUKOAUVON TWwV
Katoywv Adeiov KukAogopiag kata n Bidipkela TNG PETARATIKAG TEPIODOU, aTd TWPA
éwc kal Ty 1/1/2022 61ou Ba eival uTroXPEWTIKT UTTOROAN aifoewy péow CESP, o
UTTOROAEG TTOU APOPOUV OTIG TTO TTAVW diadikaaiec Ba uTToRAAAOVTAI GTNV NAEKTPOVIKN
&ie0Buvon submissionscy@phs.moh.gov.cy. OTroleodfTrote UTTOROAEG YivovTal
HEOW GAAWYV 0BWV (GAAES NAEKTPOVIKEG DIEVBUVOEIG I EVTUTI gyypaea) dev Ba yivovrai
aTTOOEKTEG.

OBnyieg yia Tov TPOTTO UTTOROANG EYYPAPWY uéow CESP kai eyypagnig ato oUoTnUa
uTropeite va Bpeite edw: http://cesp.hma.eu/Home

EVOEIKTIKG ava@EéPETAl TTWG YIA TNV UTTOBOAN HECW CESP amaiteitan éva QUPTTIECUEVO
apxeio (.zip file) Tou TEPIEXEI TA £YYPAPA TNG diadikaaiag kai To “delivery file” To oroio
BNMIOUPYEITAI QUTOUATA KATG TN oupTAfpwon Twv Tediwv Tou CESP.  Znueiveral
6T yia kGBe pubpioTIKY diadikaaia amraireitan kardBeon Eexwpiatol CESP.

H owoTr diadikaagia yia T ¢OpTWAON HIAg uTroBOARG eival:

A. AnpioupyRoTE £vav JOVadIKO QAKEAD UTTOBOARG OTOV QTTOPAKPUCHEVO DIAKOMIOTH.
B. AvTlypayTe TO apXEio .zip 0TO pAaKeAo UTTOBOAAC. (TTEPINEVETE PEXPI VO HETAPEPDEI
TARPwWG - 100%)

I. Avriypdayre To “delivery file” oTo gdkeAo UTTOBOANRG.
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Kara tn dnuioupyia Tou CESP “delivery file”, emmpoaBeta ammé 1o UTTOXPEWTIKG TTEdia
TToU amairouvTal amd 1o oUoTNUA, Ta o KATW Tredia Tng TUANG Ba mrpérrel va
OUMPTTANpWVOVTal OTTWG KABoPIZETal TTaPAKGTW:

e Procedure number: Me kepaAaia ypdupara Kal AQTIVIKOUC XAPAKTAPEC va
CUPTTANPWVOVTAl Of TTIO KATW OCUVTOUOYPAPIEC avdAoya ME TOV TOTTO TNG
aitnong:

SPL: Eidiki Adela KukAo@opiag
o PIM: MapdAAnAn Eicaywyn
o HMP: OpolotradnTika eI

o HBP: ®utikd ®I1

e}

@]

WMA: I'vwaTotoinon yia aréoupon Adelag KukAogopiag
WAMA: Tvwototroinon yia améoupon aitnong yia €kdoon Adeiag
KukAogopiag

Tr.X. € TEPITITWON KATaBeong aitnon yia ékdoon 1y avaveéwarn, fj yvwaoToToinan
eIdIKAG adeiag kukhopopiag n cuvropoypagia «SPL» HE AaTIVIKG ke@aAaia
ypGupara Ba TPETEl va avaypd@eTal OTo TTedio «procedure number»

e Comments: Na avaypdgerai n nuepounvia apXIKNG KATABeong kal o apiBuoe
CESP ¢ apxikig kardBeong. Ta aToixeia autd Ba TpéTe va avaypagovral
Kal otn TEPITTWon emavakardbeong (re-submission), gmonuaivovrag o6
TPOKEITAI YIA ETTAVAKATABEDT).

e Regulatory activity type: Na cupmAnpuverai avakoya pe 1O TUTTO TNC
dIadIKACIAG Ia ATTO TIG TTIO KATW ETTIAOYEC:
o Initial Marketing Authorization Application
o Renewal
o National Notification
o Withdrawal during assessment or withdrawal of a marketing autorisation

e Procedure type: National

e Sub Activity Detail: Na cupmAnpdveral avdAoya pe 1o €idog Tng diadikaaiac
MIO aTTO TIG TTI0 KATW ETMAOYEC:
o Initial
o HO004 - Answer to Question during Procedure including Day 0, Day 30,
Day 60, Day 90, Day 120, Day 210
o Answer to Questions during Validation
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e Submission type: Other submission type

e Products: Ovopa ®appakeutikoU Mpoidvrog Kal apIBuog adeiag Kukhogopiag,
OTToU EQAPUOLETal.

TNUEIWVETAI OTI 01 UTTOROAEG XWpig TNV 0p6r CUUTTARPWON TWV ATTaPAITNTWY TEdIWY
oto CESP delivery file, guptrepiAauBavopevwy Twv TTANPOPOPIWY TTOU AVAPEPOVTAI
TAPATTAVW, EVBEXETAI VA ODNYFOOUV OE AKUPES KaTaBEoeIC Kal KaBuoTépnon aTnV
a€loAGynon Twv QITHOEWV.

Ma omolcodimoTe  OIEUKpIVioels i/kal  TTPOOBETES TANPOPOPIEG TTOPEITE VO
atreuBuveeite oTnv K. Zriva Kaveep (zkanther@phs.moh.gov.cy , TnA. +357 22608615)
A otnv K. Natdoa Kuda (nkiza@phs.moh.gov.cy, TnA. +357 22608698)

SN

Ap. EAeva MavayiwtotToUAou

Av. AicuBovTpIa PAPUOKEUTIKWV YTINPECIWV
Ymroupyeio Yyeiag, Kutrpog

‘Eopo¢ ZupRouliou Papuakwv
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KYNPIAKH AHMOKPATIA OAPMAKEYTIKEZ YNHPEZIEE

1475 AEYKQZIA

YNOYPTEIO YFEIAZ

5 November 2021

File No.: #.Y.05.13.2.2

Tel.:

+357 22608615

Fax: +357 22608639
E-mail: zkanther@phs.moh.gov.cy

Via electronic email

To Marketing Authorizations and Local Representatives

Subject: CESP (Common European Submission Portal) compulsory

submissions

With regard to the above-mentioned subject and following our circular, dated 8
October 2020, ‘Electronic Submission of Applications and Other Documents’,
Pharmaceutical Services informs you about the changes affecting the submission
channel of the below procedure types:

Notification of withdrawal of the MA of a medicinal product,

Notification of withdrawal of the application for the issue of MA of a medicinal
product,

Applications for issue and renewal of exceptional marketing authorisations
(special licenses) according to Article 126a of Directive 2001/83/EC and
relevant notifications,

Applications for issue and renewal of parallel imports licenses according to the
provisions of the current legislation / regulations and relevant notifications,
Applications for issue and renewal homeopathic medicinal products via
simplified registration procedure according to the Article 14 of Directive
2001/83/EC and relevant notifications,
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e Applications for herbal medicinal products via simplified registration procedures
(‘traditional-use registration’) according to the Article 16a of Directive
2001/83/EC and relevant notifications.

Please be informed that submissions of applications and all supportive documents for
the above-mentioned procedures must be made only via CESP (Common European
Submission Portal), effective immediately but mandatory as of 01 January 2022 It
is noted that this change does not affect submission format and documents required
or respective timelines for the submissions. In the case where actual samples are
required during the assessment (e.g. application for the issue of exceptional marketing
authorisation, application for the issue of a parallel import license), then the cover letter
must be submitted via CESP and at the same time the cover letter accompanied with
the actual samples should be submitted at the Validation Unit after consultation.
Submission of responses concerning the above-mentioned procedure types should
also be submitted via CESP. This is also the case for pending procedures which are
currently under assessment.

For a smooth transition to the new submission channel and for your convenience,
during the transitional period from now to 1/1/2022 when CESP submissions become
mandatory, all documents for the above-mentioned procedures should be submitted
electronically at submissionscy@phs.moh.gov.cy. Submissions via other channels
(other mailboxes or hard copies) will not be considered valid.

Please refer to the CESP website on http://cesp.hma.eu/Home for more information
and registration with the system.

It is noted that one CESP Delivery per application is requested and one .zip file per
delivery containing the full documentation required. Furthermore, one regulatory
activity should be submitted in one single CESP delivery.

The correct process for uploading a submission is:
A. Create a unique submission folder on the remote server.
B. Copy the .zip file into the submission folder. (wait until 100% transferred)

C. Copy your delivery file into the submission folder.

While creating the CESP delivery file, in addition to the mandatory fields required by
the system, the following fields of the portal must be completed as specified below:
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* Procedure number: The following initials should always be used, using
capital letters and Latin characters depending on the type of application as
follows:

SPL: Exceptional marketing authorisations

PIM: Parallel imports

HMP: Homeopathic medicinal products

HBP: Herbal medicinal products

WMA: Notifications of withdrawal of the MA of a medicinal product

WAMA: Notification of withdrawal of the application for the issue of MA of

a medicinal product

O O 0O 0 0 o

e.g. in case of submission for issue or renewal or notification for exceptional
marketing authorization the initials capital letter and Latin characters «SPL»
should be completed in field «procedure number».

e Comments: The date and CESP number of the initial submission should be
completed. These details should also be filled in the case of re-submission,
indicating that this submission is a re-submission.

e Regulatory activity type: Complete one of the following options according to
the type of the procedure:
o Initial Marketing Authorization Application
o Renewal
o National Notification
o Withdrawal during assessment or withdrawal of a marketing

authorisation
e Procedure type: National

e Sub Activity Detail: Complete one of the following options according to the
type of the procedure:
o Initial
o HO04 - Answer to Question during Procedure including Day 0, Day 30,
Day 60, Day 90, Day 120, Day 210
o Answer to Questions during Validation

e Submission type: Other submission type
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o Products: Name of pharmaceutical product and Marketing Authorization
number, where applicable.

Please note that not completing the CESP delivery file correctly with the required
information including the specifications mentioned above, may result in invalid
submissions and delays in the assessment of the applications.

Should you require any clarifications and/or more information please contact Mrs Zena
Kanther (zkanther@phs.moh.gov.cy tel. +3357 22608615) or Mrs Natasa Kiza
(nkiza@phs.moh.gov.cy, tel. +357 22608698)

— —

Dr. Helena Panayiotopoulou

Acting Director of the Pharmaceutical Services
Ministry of Health, Cyprus

Registrar Drugs Council
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