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REPUBLIC OF CYPRUS PHARMACEUTICAL SERVICES
MINISTRY OF HEALTH 1475 Nicosia

From: Zena Kanther <zkanther@phs.moh.gov.cy>
Sent: Wednesday, 1 December 2021 2:15 pm
Subject: CESP COMPULSORY SUBMISSIONS - 1 JANUARY 2022

ENGLISH TEXT FOLLOWS

>€ OUVEXEID TNG EYKUKAIoU nuepopnviag 5 Noguppiou 2021 pe BEua « YTTOXPEWTIKN
UTTOROAN aITAoEWV PEOW TNG NAEKTPOVIKNG TTAGTPOpUag CESP» Kal AOyw TEXVIKAG
OuokoAiag TTou TTapaTnenénke otn cupTTAfpwon Tou Trediou «Procedure numbery,
dleukpIviCovTal TTapakdTw Ta Priparta dnuioupyiag Tou CESP «delivery filex.

KaTtd tn dnuioupyia Tou CESP «delivery filey, emmpdoBeTa atmd Ta UTTOXPEWTIKG TTESIO
TTOU atTaITouvVTal atrd 1o oUCTNMPA, Ta TNO KATW TTedia TNG TTUANG o€ K&Be Briua Ba
TIPETTEl VO GUPTTANPWYVOVTAI OTTWG KaBopileTal TTapakaTw:

BApa 1:

e Regulatory activity type: Na ocuptmAnpwvetal av@Aoya pe Tov TUTTO TNG
d1adIKaTiag pIa aTrod TIG TTO KATW ETTIAOYEG:

o Initial Marketing Authorization Application

o Renewal

o National Notification

o Withdrawal during assessment or withdrawal of a marketing

authorisation

e Sub Activity: Na cuptrAnpwvetal avaloya pe 1o €idog Tng diadikaoiag pia atro
TIG TTI0 KATW ETTIAOYEG:
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

o Comments: Otav mpoKeITal yia ommavifoeig/emTpdoBeTa, Ba TTpémel va
avaypa@eTal N NUEPONVIO apxIKAG KATABEONG TNG CUYKEKPIUEVNG PUBUICTIKAG
dpaoTnpidTNTag Kai 0 aplBudég CESP  1ng apxIkng Katdbeong Tng
OpacTNPIOTNTAG QUTAG. Ta oToIxEia autd Ba TTPETTEI va avaypAa@ovTal Kal OTnY
TTEPITITWON ETTAVAKATABEONG (re-submission), emonuaivovTag OTI TTPOKEITAl VIO
ETTAVAKOTABEDN.

..

1) Amdvinon oto CESP <apiBudé¢ CESP> pe nuepounvia katabeong:
HH/MM/YYYY.

2) Emavakarddeon. MapakaAw OTmwg avTikataothoete 10 CESP <apiBudg
CESP> pe nuepounvia katdBsong: HH/MM/YYYY.
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REPUBLIC OF CYPRUS PHARMACEUTICAL SERVICES
MINISTRY OF HEALTH 1475 Nicosia
Bhpa 2:

e Procedure type: National

e Submission type: Other submission type

Bhua 4:

Products:

e MAA number:
Me kepalaia ypdupara Koi AATIVIKOUG XOPOKTAPES O TTPETTEI UTTOXPEWTIKA VO
avaypd@ovTal ol TTI0 KATW CUVTOUOYPa®PieG avaloya e Tov TUTTO TNG aiTnong Kal
EMTTPOOBETA aTTd TOV aPIOUS AdEIOG KUKAOPOPIOG. Z€ TTEPITITWON TTOU &€&V UTTAPXEI
apIBUOG Gdelag KUKAOPOpPIag TOTE ATTAITOUVTAI HAVO O AKOAOUBEG GUVTOUOYPAPIEG
avaAoya pe Tov TUTTO ThG KaTdBeong.

o SPL: Ei1dikr Adgia KUKAogopiag
PIM: Mapd&AAnAn Eicaywyn
HMP: OpoiomradnTika Prl
HBP: ®utikd Il
WMA: I'vwoToTtroinon yia atroocupon Adeiag Kukhogopiag
WAMA: IN'vwaoToTroinon yia atréoupon aitnong yia ékdoon Adelag
KukAogopiag

O O O O O

..
1) Ze epiTTwOoN KaTdBeong aitnong yia ékdoon €18IKAG AdEI0G KUKAOPOpPIag, N
ouvTouoypagia «SPL» pe AaTIviKd Ke@aAaia ypdupaTa 0a TTPETTEI va avaypa@eTal
oT1o TTedio «MAA number».

2) 2Tn TEPITITWON KATABEONG YIa avavEéwaon i YvwoToTToinon €18IKAG AdeIag
KUKAOQOpIag n cuvtopoypa@ia pe AaTIviKa Ke@aAaioa ypaupaTa 6a TpéTmel va
akoAouBeital atrd Tov apIBusd Adelag KUKAOPOPIag « SPL: XXXXXX», OTTOU XXXXXX O
apIBuog Gdelag KUKAOPOpPIaG.

e Product name: Ovopa ®apuakeuTikou Mpoidvtog, AUvaun Kai
PapuUaKOTEXVIKH HOPP).

ENGLISH TEXT

Following the circular dated 5 November 2021 subject "CESP compulsory
submissions” and due to technical difficulties observed in completing the field
"Procedure number" clarifications about the steps of creating the CESP "delivery
file" are given below.
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REPUBLIC OF CYPRUS PHARMACEUTICAL SERVICES
MINISTRY OF HEALTH 1475 Nicosia

When creating the CESP "delivery file", in addition to the mandatory fields required
by the system at each step, the following fields of the portal must be completed as
specified below:

Step 1.

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

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

o Comments: For responses/additional: the date and CESP number of the
initial submission of this regulatory activity should be completed. These
details should also be filled in the case of re-submission, indicating that it is a
re-submission.

e.g

1) Responses to CESP <CESP number> with date of submission: DD / MM /
YYYY.

2) Re-submission. Please replace CESP <CESP number> with date of
submission DD/ MM / YYYY.

Step 2:
e Procedure type: National
e Submission type: Other submission type

Step 4:

Product(s):
¢ MAA number:
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REPUBLIC OF CYPRUS
MINISTRY OF HEALTH

PHARMACEUTICAL SERVICES
1475 Nicosia

In addition to the Marketing Authorization number, the following initials should always
be used, using capital letters and Latin characters depending on the type of
application. In case there is no marketing authorization number then only the
following initials must be completed depending on the type of application.

0 SPL: Exceptional marketing authorisations

o PIM: Parallel Imports

0 HMP: Homeopathic medicinal product

o HBP: Herbal medicinal product

o0 WMA: Notification for withdrawal of the MA of a medicinal product

o0 WAMA: Natification for withdrawal of the application for the issue of MA of a

medicinal product

e.g.

1) In case of a submission for issue an exceptional marketing authorization the
initials "SPL" using capital and Latin characters must be completed in field "MAA
number"”.

2) In case of a renewal or notification of exceptional marketing authorization initials
using capital and Latin characters must be followed by the registration number
"SPL: xxxxxx", where xxxxxx is the registration number.

e Product name: Name of Pharmaceutical Product, Strength and
Pharmaceutical Form.

Kind regards,

Znva Kavdep
Qapuakomolog

Touéac QapuakoppuBuLons

Zena Kanther
Pharmacist

Drug Regulatory Sector
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TnA.: +357 22 608615
TnAeow.: +357 22 608639

E-mail:  zkanther@phs.moh.gov.cy

Tel: +357 22 608615
Fax: +357 22 608639

E-mail: zkanther@phs.moh.gov.cy
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