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Ap. pak.: 5.21.2.1

TnA.. +357 22608680

Fax: + 357 22608639

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

Méow nAskrpovikou raxudpousiou

Mpog: Katéxoug Adeitv Kukhogopiag kal ToTrikoug AVTITTPOCWITOUG

Ofpa: KardBeon pakeTwyv (mock-ups) oToIXEIIBOUC Kal EEWTEPIKAC
guokevaoiag oTa wAaicia aitioewy yia ékdoon / avavéwon / Tpotromroingn
adsiwv KukAoopiag

Exw odnyieg va avagepbwy oTo o Tdvw Béua, kal va 000G EVNUEPWOW TTWGE TO
2upBoUAio ®appdkwy £Beae UTTS egéTacn To TPORANUA TTou TTAPATNPEITAI GXETIKA UE
TNV TTPOOKOUION PAKETWVY aTrd KATTOlEG £TQIPEIEC OoTa TTAGioIa ékdoong, avavéwong
f/kal TpoTroTroinong adeiwv kukhogopiag. Emionuaiverar 4T N KaraBeon UakeTwV
iVl UTTOXPEWTIKA, OUPQWVA ME TIC TTPOVOIEC TOU dpBpou 38(1)(a) Twv Trepi
Papudkwy AvBpwivig Xpriang (EAsyxog Moidtnrac, Mpopuneeiag kai Tiuwv) Nopwy,
OTTWG EKAGTOTE TPOTTOTTOIOUVTAI, KOl ATTOTEAOUV £Va Q1T TA OTOIXEia TOU PaKEéAOU TTOU
¢nreital TpwrioTwg yia TR dlao@dAion Tou KaAUTEPOU eAEYXOU TG ayopdg Kai
KQT'ETTEKTAON TNG TrpoaTaaciag Tng Snuéaoiag uyeiac.

To ZupBoUAio ®apudkwy, AapBavovrag utroyn TuxdV duokoAieg TTou TTaparnpouvTal
Of OxéOn We TNV TPOOKOUION WOAKETWV, KAl Yia ATOQUYH TUXOV TTpoBANuaTwy
kaBuotépnong omv  ékdoon/avavéwaon/tpotroToinon  adsikv KukAogopiag,
amogAacioe OTTwg epappocTolv amé 1/1/2024 o akdAoubec TTPAKTIKEG:

1. Ta g airioeig éxdoong adeiwv KUkAogopiag, o aitwyv Ba €xel T duvarétnTa va
MNV uTToBAAAel pakéTeg kal N Gdela KukAo@opiag Ba PTTopei va ekdoBei Xwpig
TNV KATABEON WAKETWY, VOOUEVOU BT Ba TTPOCKOUIOTEI OXETIKA BePaiwaon 6T
dev portiBeTal, oTO TAPSV OTABI0, VA TOTTOBETAGE! TO TTPOIGY aTnVv ayopd Kail
Ba deopeleTal va TTPOOKOMIOE! HAKETEC TTPIV TNV KUKAOQOpia Tou TTpoidvToc.
2TIG TTEPITITWOEIS auTéG e Ba avaypdeTal kKapia EYKEKPIUEVN OUCKEUATia aTnY
adeia KUKAOQOpIaG Tou TTPOIOVTOG. Ze WETOAYEVEOTEPO OTASIO, Ka TpIV TNV
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KUKAogopia kdrmolou peyéBoug ouokeuaoiag oty ayopd, Ba uTToBAAAETal
OXETIKA yvwaTotroinon péow eBvikrg diadikaaiag [Art. 61(3)] yia EYKpIoN TNG
HaKETag kal akoAoUBwg Ba utroRdAAETal aitnon yia kaBopioud NG TIUrC Tou
TTPOIGVTOG.

2. Na 11g avavewaoeig Kal TIG TPOTTOTIOIRCEIC adeItvV KukAogopiag, atraireital n
KQTGBeon WAKETWV Yia OAEG TIC OUCKEUAGTiES TTou gival TiHoAoynuéveg. TNa TiC
N TIHoAoynuéveS Guokeuaoieg, o KAatoxog Adeiag KukAogopiag (KAK) ptropei
va amaMayei amd TNV UTOXPEWON  TTPOOKOMIONS  TWV HOKETWY,
Tpookouifovrag oxetikr BePaiwon 6T Ta  ouykekpipéva MEYEDN Oev
KUKAOQOPOUV OTnV ayopd kail SBEGPEUCT OTI O GXETIKEC MakETEG Ba katateBouv
TPV TNV TOTTOBETNCN TOUG OTNV ayopd pe UTTOROAR YVWOTOTOINONG HEOoW
£6vikrg diadikaaiag [Art. 61(3)].

3. Ze €CaIPETIKEG TTEPITTWIOEIS, OTTOU TIHOAoynuéva HeYEBN OCUOKEUQOILV Oev
KUKAOQopoUV TTAéov OTnV ayopd, ¢ Ba amairouvTal MAKETEG, vooupévou 611 Ba
TTPOCKOUIOTEl OXETIKA BeBaiwon pe v omoia o KAK 8a emiBeBaitivel 611 To
OUYKEKPIPEVO péyeBog guakeuaaiag dev Kukhogopei aTNV ayopd Kai eMITAEOV
OTI 8ev uTIdpxel améBepa otV ayopd. Tautdypova, o KAK 6a TpoBaivel os
uToBoAr] aitnong avdakAnong TIPAC PAPHAKEUTIKOU TPOIGVTOS aTrd  Tov
TipokaraAoyo mpog Tnv Emirpoti EAéyxou Tiptv Papudkwy.

Emonuaiveral, 6 to mpéBAnua autd Ba apBAuvBei onuavtika kai pe TN OXETIKA
amégaon Tou ZupBouliou PapuGKwWY OXETIKG pE v Tepiodo  e€avtAnang
QTOBEPATWY QAPPAKEUTIKWV TTPOIGVTWY PETE aTTéd TpoTroToinon 1 Afgn Tng Gdeiag
KUKAo@opiag Toug (BAéTre OXETIKA €yKUKAIO TOU 2upBouliou dapudkwy, nuep.
7/12/2023).

Emonyaivetal Twg o1 avwrépw TpakTikéc Oa IoXUouV yia TrpoidvTa Tou eival
EYYEYPOUPEVA  péow  €Bvikig  dladikagiac diadikaciag  apoiBaiag
QavayvwpIoNG/aTTokevTpwiévng diadikaaiac.

l'a oTroIeodr{TToTE DIEUKPIVIOEIC PTTOPEITE VA aTTOTABETE otnv ka MapAev ABpaapidou
(mavramidou@phs.moh.gov.cy, TnA. 22-608680).

-

AiliAia Maupokopddrou
Mpoiotdpevn AielBuvong MpoeykpiTiktv AIASIKAGIGV
MNa ‘E@opo ZupBouliou Dappdkwy
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7 December 2023

File No.: 5.21.2.1

Tel.: +357 22608680

Fax: +357 22608639

Email: mavraamidou@phs.moh.qov.cy

Via email

To: Marketing Authorization Holders and Local Representatives

Re: Submission of mock-ups for the outer and immediate packaging of a
pharmaceutical product, during the initial Marketing
Authorization/Renewal/Variation procedures

Concerning the above-mentioned subject, | would like to inform you that the Drugs
Council has examined a recurring issue with regards to the submission of mock-ups
from several companies, during the issue, renewal and/or variation of a Marketing
Authorization. Please be informed that the submission of mock-ups is mandatory, as
stated in article 38(1)(a) of the Medicinal Products for Human Use (Control of Quality,
Supplies and Prices) Law. The mock-ups for the outer and immediate packaging of
medicinal products are an essential part of the dossier and are required primarily to
ensure optimal control of the market and consequently to ensure the protection of
public health.

Furthermore, as of 1/1/2024, the Drugs Council has decided on the following practices
when submitting mock-ups, in order to avoid any delays or problems that may arise
during the issue/renewal/variation of a Marketing Authorization:

1) For Initial Marketing Authorisaton Applications, the applicant has the option not to
submit any mock-ups; in such a case, the Marketing Authorisation (MA) will be
issued without the submission any mockups, with the prerequisite that the
applicant, a) provides a relevant statement declaring that there is no intention, for
the time being, to place the medicinal product on the market, and b) a commitment
to provide mock-ups before the launch of the medicinal product on the market. In
this case, no approved packages will be stated on the MA. If the MAH, at some
point in the future, wishes to place any pack sizes on the market, a national
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submission of a Notification Article 61(3) concerning the submission of mock-ups
of the specific pack size(s) must be submitted and approved. Following approval,
an application for price for the pharmaceutical product can be submitted.

For renewal and variation procedures of MA, the submission of mockups is
mandatory for all pack sizes that are priced. For pack sizes that do not have a
price, the MAH may be exempted from the requirement of submitting mockups, by
providing a relevant declaration letter, declaring that the specific pack sizes have
not been circulated on the market, and a commitment that the specific mockups
will be submitted before their placement on the market, through the submission of
a National Notification Article 61(3).

In exceptional cases, where priced pack sizes are no longer marketed, no mockups
will be required, provided that the MAH will provide a relevant declaration,
confirming that the specific pack size(s) are no longer marketed and there is no
stock available on the market. At the same time, the MAH must also submit a
delisting application to the Pharmaceutical Pricing Committee for the said
pharmaceutical product, so that the product can be removed from the
pharmaceutical products price list.

Please also note, that this issue will be significantly alleviated as a consequence of
the decision of the Drugs Council, regarding the timeframe granted for stock
exhaustion of pharmaceutical products (please refer to the relevant circular of the
Drugs Council, dated 7/12/2023).

It should also be stressed that the above procedure is only applied for products
registered via National procedure, or Mutual Recognition/Decentralized procedures.

Please feel free to contact Mrs Marlen Avraamidou should you need any additional
clarification (e-mail: mavraamidou@phs.moh.gov.cy, tel.:22608680).

7

K

Emilia Mavrokordatou

Head of Pre-Authorisation Directorate

For Registrar Drugs Council
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