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ENGLISH TEXT FOLLOWS

Méow nAskToovikou Tayudpaousiou

Mpog:

Karéyoug Adeiag KukAogpopiog

Katoxoug Eidikwv Adeiwv KukAogopiag
Katoxoug Adeiwv MNapdAAnAng Eicaywyrg
ToTrikoUg AVTITTPOCWITTOUG

Ofpa: YmrofoAn yvwoTtoTrojoswy Siakivong Kai gToIXEiwv TTWANCEWY
PAPUAKEUTIKWV TIPOIOVTIWY

O dappakeuTiKEG YTTNPETiEC UTTEVOURI(OUV TOUG aVWTEPW POPEIG OTI, CUNPWVA HE TIG
diardéeic Tou epi Papudkwy AvBpwrivng Xpriongs (EAeyxog Moidtntag, MNpopnesciag kai
Tipwy) Nopou, (oto €€ic «o NoOpogy), umroxpeolvior O6TTWSG  KATABETOUV  TIG
YVWOTOTIOINCEIC DIAKIVIONG KOt TO GTOIXEIQ TIWAACEWY TWV QAPHAKEUTIKWV TTPOIOVTWY.

EiDIK6TEPQ, ETICNPaivovTal Ta £EAG:

1. To dpBpo 14(2)(B) Tou Nouou Tpovoel 611, ol Kdroxoi Adeiag Kukhogopiag (KAK)
yvwaTtomololv 610 ZUpBoUAID  dapudkwy TV nUEpopnvia TG  TTPAYHATIKAG
KUKAOQOPIOC TOU (QAPUOKEUTIKOU TTPOIGvTog oTnv  ayopd Tng Anpokpariag

AapBdvovTag uTTdwn TG SIAQOPES EYKEKPILEVEG HOPYES TOU.

2. To dpBpo 14(2)(e) Tou Ndpou kabuwg kar or diardéelg Thg KA 152/2023 trpovooly
o6TTw¢ ol KAK utroxpeoUvTal va yvwaToTrolotv aTo ZupBoUAio Papudkwy Tov 0yKo
TWV TTWANCEWY TWV QAPPAKEUTIKWY TTRPOTOVTIWYV KABe Tpeig (3) prves. H utrofolr twv
AVWTEPW OTOIXEIWV aTTOTEAET aTTapaiTnTh TTPOUTTEBe0n yia Thv aglioAdynon aItnudTwy
yla emavegétaan TIPAG KAl yiad  OKOTroUug avaBswpnong Tou  TIHOKATOAGyou

PAPHAKEUTIKWV TTPOTGVTWY.

3. To dpbpo 14(2)(¢) rpovoei 61 ol KAK yvwaToTroiolv 610 ZUPBoUAI0 Dapudkwy KABe
TUXOV DIOKOTIH TNG KUKAOQOPIAS Tou @ApUOKEUTIKOU TTPoidvIog OTnv dyopd Tng
Anpokpariag, €ite Tpogwpivr €iTe OPIGTIKY, TOUAdXIOTOV dUO (2) UNVES TTPIV aTTo T
BIOKOTI) TNG KUKAOQOPIAG TOU QAPHOKEUTIKOU TTPOIGVTOG, EKTOG AV GUVTPEXOUV
eEQIPETIKEG TTEPIOTACEIS, CUHPWVA P TIG Dlatdgeig Tou dpBpou 123(2) tng Odnyiag

2001/83/EK.
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4. Tia Tuxov Tapapdoglg Tou dpBpou 14 Tou Népou, mpovoeitar i TiBoAr SIoIKNTIKOU
TTpoaTipou amd 10 XupBoUAio Papudkwy Buvdpel Tou dpbpou 97.

5. Amd v 01/07/2023, n umroBoAl yvwoTtotroifjoswy diakivnong (véa, Tpoowpivi 1
OpPICTIKA DIAKOTTA) QAPUAKEUTIKWY TTPOIGVTWY YIVETA! ATTOKAEIOTIKA PEGW TNC VEOS
NAEKTPOVIKAG  EQAPUOYH TNV OTroio  UTTopeiTe  va  Ppeite  gTo  cUVOEoHOo
hitps:///www.phs.moh.gov.cv/pmim-ext/

O1 PapuakeuTIKEG YTTNPETIES EXOVTAG WE ATTWTEPS OKOTIO TN dlaQUAagn Tng dnudoag
uyeiag, avauévouv Tny UtrelBuvn avTaTmokpion Kai GUVEPYACia GAWV TwV POPEWV TTPOG
IO @AMOoN TNG ATOTEAECHATIKAS TTPOCRACNS TWY A0BEVWIV GE PAPUAKEUTIKG TTROIOVTA.
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PHARMACEUTICAL

REPUBLIC OF CYPRUS SERVICES
MINISTRY OF HEALTH 1475 LEFKOSIA
Ref.: Ph.S.05.13.02.02, 14 July 2023

Ph.5.05.21.02.01

Tel.: +357- 22-608-625
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Via email

To:

Marketing Authorization Holders
Exceptional Marketing Authorization Holders
Parallel Import Licenses Holders

Local Representatives

Subiect: Submission of notifications pertaining to the distribution and sales data

of medicinal products

The Pharmaceutical Services remind the above operators of their obligation to submit the
distribution notifications and sales data 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 Lawy).

Especially, the following are noted:

1.

Article 14(2)(d) of the Law, provides that Marketing Authorization Holders (MAHs) shall
notify the Drugs Council of the date of the actual placing on the market of the Republic
of the medicinal product taking into account its various approved forms.

Article 14(2)(e) of the Law, as well as the provisions of P.1.152/2023, provide that
MAHs are obligated to notify the Drugs Council of the sales volume of medicinal
products every three (3) months. The submission of the above data constitutes an
essential prerequisite for the evaluation of applications for re-examination of the price
and for the purposes of the revision of the medicinal products price list.

Article 14(2)(g) provides that MAHs shall notify the Drugs Council for every disruption
of supply of the medicinal product on the market of the Republic either temporary or
permanent, at least two (2) months prior to the disruption, except in exceptional
circumstances, in accordance with article 123(2) of Directive 2001/83/EC.

For any violations of article 14 of the Law, the Drugs Council may impose an
administrative fine in accordance to article 97.

As of 01/07/2023, the submission of distribution notifications (new placement,
temporary or permanent disruption) shall be exclusively performed via the new

dapuakeuTikEG YTTnpeoieg Ymoupyeio Yyelag 1475 Asukwaia
TnA: 22-608-607 $a¢: 22-608-649 lorogeAida: hitp:// www.moh.gov.cy/phs



electronic application which can be found at the link
https://www.phs.moh.gov.cv/pmm-ext/

The Pharmaceutical Services, having the ultimate goal of safeguarding public health,
anticipate the cooperation and positive response from all of the parties involved in order
to-ensure the continuous effective access to medicinal products for patients.

“Dr-ElenaPanayiotopoulot
Director Pharmaceutical Services and
Registrar Drugs Council
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