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English Text Follows

Méow nAekroovikoy rayudpouciol

Mpoc:

Karbyoug Adciag KukAopopiag

Kardyoug Eidikwv Adeiov KukAopopiag
Karoxoug Adeiv MapdAAnAng Eioaywynic
TotrikoUg AVTITTPOCWTTOUS

Ofua: YIroBoAf yWwoToToINCEwy S1aKivNong (POpUOKEUTIKWY
TPOIOVTWY avBpwTrivng Xpriong
O1 DapuakeuTiKEG YTNPECIEG UTFEVBUPIZOUV TOUG QVWTEPW QOPEIC OTI, CULPWVT
pe Tig BlaTdgelg Tou Trepl dapudkwy AvBpuwrivig Xpriong (EAeyxog Mowdtnrag,
MpopnBeiag kai Tiuwvy Népou, (010 €8Ag «o NOUOG»), UTTOXPEOUTAl OTTWC
UTTOBAAOLY YVWOTOTIONOEIG BIGKIVINONG QOPHOKEUTIKIV TTPoidVTWY avBpiTmivig
xpnong.

E1dikSrepa emmionpaivovTal T €€R¢:

. 20Pgwva e 7o apBpo 14 (2) {0) Tou Nopou, k&be Katoxog Adsiag Kurkiopopiag
EXEl UTTOXPEWOT VO YVWITOTOIEl 0TO ZUpBoUAlo Papudkwy TV nuepounvia g
TPAYHATIKAG  KUKAO@OPIAG TOU QOPUAKEUTIKOU TrpOIGVTCS OTNV  ayopd TG
Anyokpariag AapBdvovrag utrdipn Tig SIAQOPES EYKEKPILEVEC HOPPEC TOU.

. 2ZUpgwva pe 10 8pBpo 14 (2) (¢) Tou Népou, ké&be Kdroxos Adciag KukAogopiag
EXEN UTTOXPEWON VA YVWOTOTOIEl 0TO ZuuBodAio Papudkiwy KEBe Tuxov SiakoTrh
NS KUKAOQOPIAg TOU GUPUaKEUTIKOG TTPOTOVTOG Oy ayopd TG Anpokpariac, eire
TPOOWPIVA €iTe 0pIoTIKY, TOUAGyioTOV 800 {2) prves wTpiv atid 11 SlaKoTr TNn¢
KUKAOQOPIAG TOU PAPUOKEUTIKOU TTPOIGVTOC, £XTOC £QY OUVTPEXOUV EEQIPETIKEC
TEPIOTACEIG, oUuQwva pe Tig dIBTALEIS Tou dpBpou 123 Trapdypago¢ 2 ¢
Odnyiag 2001/83/EK. Znuaisveral 011 oURQwva [e To ddpio (5) Tow idlou dpdpou,
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o Kdroxog tng Adziag KukAogopiag eival utretuvoc yia TNV KUkAoQopia Tou
PAPHAKEUTIKOU TTPOIOVTOG OTNV ayopd Kal 0 SIoPIoUOE TOTTIKOU QVTITTPOCWITTOU DV
arraAAdooel tov KAK atrd Tig uTroXpeliosic Tou Suvape! Tou TTApOVTOS Nouou.

. Ta Tuxov rapdaBaon Twv diardgewv Tou dpBpou 14, o N6poc, OuvapEl Tou dpBpou
97, TpoBAEmel yia TNV emBoAr SI0IKNTIKOU TTPOCTIHOU QT 1O >upfBouAhio
Papudxkwy.

. YrevBuyicete 611, amd v 01/07/2022, n utroBoAr yvwaoTotrooswy diakiviiong
(Véa, TTpoowpivr} 1} OpIOTIKY GIGKOTT) PUPUAKEUTIKWV TTPOIOVTWV avBpPWITIVIG
XPNong YIVETal QTTOKAEIOTIKG MEOW TNG VEQC NAEKTPOVIKAG €QUPUOYAC TwV
DAPUAKEUTIKWV YTTNPECIOV PECW TOU CUVSECLIOU:
hitps.//www.phs.moh.gov.cv/pmm-ext/login.xhtmi

. ZNPEILVETAI OTI N UTTOBOAL YVWOTOTIOINGNHS SlaKivong TTou agopd O€ TTPOCWPIVY
dlakoT KuKAopopiag Ba aflohoyeital pdvo oTIC TIEPITTTWOEIG TTOU AVAUEVETAI VO
eTnpedoer TV Kutrpioks ayopd vyia xpoviké didoTnua HEYQAUTEPO TWV 4
eBdouGdwy.

. Avakovwveral 1 TPOIOTIONGN  TNG  UQIOTAMEVIC TTAQTQOPUAC  HOTE Ol
KOTATEBEIYEVES YVWOTOTTOIOEIG TTPOCWPIVIIC JIOKOTIHC dtaxivnong
PAPLIOKEUTIKWY TTPOTOVTWY va gival ep@avig og GAOUC TOUC Karoxoug Adciag
KukAo@opiag fj TOTNKOUG QVTITTPOCWITTOUC TTOU £X0UV ggouatodotnuévn rpdoBaon.

Tovidetal n onuaocia Tou €xel N €yKaipn evnUEPWOT TN TTAATQOPUAG aTd TIG
(PUPHAKEUTIKEG ETQIPEIES KAl TOUG ETTAYYEAUATIOC UyEiaC.

O1 ®appakeuTikés YTIIpECieq £XOVTAG WE ATTWTIEPO OTOXO ™ dlapUAagn ¢
ONuoOOIag uyeiag avauévouv TV uTedBuvn avTaToKpIon Kol guvepyaaoia Twv
EUTTAEKOPEVWV TTPOG DIACOPANION TNG ATTOTEAEGHATIKAC TpdoBacns Twv actevisy
NG ANPOKPATIOG O QAUPUAKEUTIKE TTPOIOVTA.

l \
Ap."'E.'ﬂt’tvéyzl‘a:;"m’nr‘éé/\oﬁ" et
AiguBUvTpIa PapPAKEUTIKWY YTTNPECIOV K
‘E@opog ZuuBouiiou Papudkwy
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Via Electronic maii

To:

Marketing Authorisation Holders
Special License Holders
Parallel Import License Holders
Local Representatives

Subject: Submission of notifications for the distribution of medicinal
products for human use

The Pharmaceutical Services reminds the above listed stakeholders of their
obligation to submit notifications concerning distribution / marketing cessation
(temporary or permanent) of medicinal products in accordance to the provisions of
the Medicinal Products for Human Use {Control of Quality, Supply and Prices) Law,
(hereinafter referred to as «the Law»).

In particular, the following is noted:

. According to article 14{2)(d) of the Law, each Marketing Authorisation Holder is
obligated to notify the Drugs Council of the date of the actual launch of the
medicinal product in the market of the Republic of Cyprus taking into account its
various approved pharmaceutical forms.

. According to article 14{2){g) of the Law, each Marketing Authorisation Holder is
obligated to notify the Drugs Council of any supply disruption of the medicinal
product in the market of the Republic, either temporary or permanent, at least two
(2) months before the supply disruption of the medicinal product takes place except
in exceptional circumstances, in accordance with Article 123 (2) of Directive
2001/83/EC.

. For any violation of the provisions of article 14, the Law, pursuant to article 97,
provides for an imposition of an administrative fine by the Drugs Council.
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4. As of 1/07/2022, the submission of notifications of distribution (new, temporary or
permanent cessation) of medicinal products is made exclusively through the new
electronic application using the following link:
https://www.phs.moh.gov.cy/pmm-ext/login. xhiml

5. ltis noted that the submission of notifications for marketing/distribution cessations
regarding a temporary cessation will only be evaluated in cases where it is
anticipated to affect the Cypriot market for a period of time exceeding 4 weeks.

6. It is being announced that the existing platform will be modified so that the
submitted market cessation notifications will be visible to all MAHs or local
representatives who have authorized access.

The importance of prompt notification and updating of the platform by
pharmaceutical companies and healthcare professionals is stressed.

The Pharmaceutical Services, with the aim of safeguarding public health, expect
the responsibie response and cooperation from all stakeholders in ensuring the
effective access of patients in the Republic of Cyprus to medicinal products.
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Director of the Pharmaceutical Services
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