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Méow nAgkroovikou Taxudpouciou

Enalish Text Follows

Mpog:

Kardyoug Adeiwv KukAogopiag

Kardxoug Eidikwv Adeiwv KukAogpopiag

Karéxoug Adeiwv MapdAAnAng Eicaywyng

Tormikoug AvtiTrpocwttoug Katdxwyv Adeiag KukAogopiag

Ofua: YroBoAn vvwoTomoIingswy diaKivnong @apUaKEUTIKWY TTROIOVTWY
avBpwITivng Xpiong uEow NAEKTPOVIKAC EQAPUOVAC

210 TAQioIa TNG avaBdBuIong TwV TTAPEXOPEVWV UTINPECIWV TWY PAPUAKEUTIKWV
Ymnpeoiwv Tou Ymoupyeiou Yyeiag, €xw odnyieg va oag evnuEPWOoW yia TN
onuioupyia vEag NAEKTPOVIKAG EQAPUOYAG YiO TNV UTTOROAN YVWOTOTIOI|OEWY
dlOKIVNONG QUPUOKEUTIKWY TTPOoiOVTWY avBpwmivng xpriong. Méow g véag
NAEKTPOVIKNG EQAPUOYG UTTooTNPICeTal N UTTOBOAN YVWOTOTTOIOEWY ATT6 TOUC
Katoxoug Adeiag KukAogopiag 1 Toug TomikoUg AVTITTIPOCWITOUS TOUS yia VEQ,
TPOCWEIVH 1 OPICTIKA dIAKOTTT) dIAKIVNONG QUPUAKEUTIKWVY TTPOIOVTWV.

ZUpewva pe 10 Apbpo 14 (2) (8) Tou Trepi Pappdkwv AvBpwivng XpRcng
(Eheyxog Moidtnrag, MpopnBeiag kai Tigwv) Noépiou, kaBe Kdtoxog Adeiac
KukAogopiag £xel umoxpéwon va yvwoTotrolel oTo ZupBouAio Gapudkwy TRV
nUEPOMNVIA TNG TTPAYMATIKNAG KUKAOQOPIag TOU QUPUAKEUTIKOU TTPOIGVTOC OTnV
ayopa tnNg Anpokpartiag AauBavovrag utroyn TIG DIGPOPEG EYKEKPILEVES LOPPEC
Tou. EmimAéov, oUp@wva Ye 1o dpBpo 14 (2) () Tou Tepi Papudkwy AvBpwITIvig
Xprong (EAeyxog MoiotnTag, MpopnBeiag kai Tipwv) Nopou, kdBe Kdaroxog Adsiag
KukAo@opiag €xel UTTOXpEwaON VO YVWOTOTTOIEl OTO ZUMBOUAI0 dapudkwy KEOe
TUXOV DIAKOTIN TNG KUKAOPOPIAg Tou QAPUAKEUTIKOU TTPoidVTOg OtV ayopd tng
AnuokparTiag, €iTe TTPOCWPIVA EITE OPIOTIKA, TOUAGXIOTOV 80O (2) MAVEC TTPIV aTTd
N OIOKOTIN TNG KUKAOPOPIAG TOU PAPHOKEUTIKOU TTPOIOVTOG, EKTOC EAV CUVTPEXOUV
EGAIPETIKEG TTEPIOTATEIG, CUNPWVA PE TIG DIATAEEIS TOU dpBpou 123 TTapdypagog 2
g Odnyiag 2001/83/EK.
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H epapuoyn Ba civar mpooBdoiun péow TG 10TO0EAIBAG Twv PAPUAKEUTIKGV
YTINPETIWV, OTIG NAEKTPOVIKEG UTTNPEDTEG, OE 110N €£0UTIOBOTNUEVOUC ATTO TOUC
Karoxoug Adeiag Kukhopopiag XprioTEG yia TNV UTTOBOAR GTOIXEIWY TTWAROTEWY.

2e mepimtwon Tou Karoxog Adeiag KukAogopiog emBupei Tov  opioué
OlAQOPETIKOU TTPOCWTTOU, TTAPAKAAW OTTWG PECW TWV NAEKTPOVIKWV UTTNPECIWY,
akoAoubrioete T oxetikr dladikaacia eyypa@ng vEou XPRaTn EMOUVATITOVTAC THV
aTrapaitnTn £§oUc1086TNGCT 0TO OTAdIO UTTOROAIG TWV BIKAIOACYNTIKWV.

H epappoyr] 6a evepyotroinbei otig 15/04/2022 kai péxpt Tig 02/05/2022 6a
AeiToupyei o mAOTIKR BAon, avapévovtag T 8IKH 0ag avaTpo@odoTnon yia oXOAIa
Kal DIEUKPIVIOEIG.

H mrpéoBaon eivai eQIKTR y€ow TOU CUVBETHOU:
hitps://www.phs.moh.qov.cy/web/guest/home

O1 ®apuakeuTiKEG YTINPETiEG €XOVTAG WG ATTWTEPO OTOXO Tn dla@uUAa&n Tng
ONuUOCIag UYEIag avapévouv TNV UTTEUBUVN QVTATTOKPION Kl CUVEPYASIa Twv
EUTTAEKOPEVWV TTPOG BIACPANICN TNG ATTOTEAECUATIKAG TTPOTRAONC TWV QOBEVWY
NG AnuokparTiag o€ apUaKEUTIKA TTPOIGVTA. H TTAnpo@dpnon ou Ba cuAAéyeTar
Ba ival d1aBeoiun oT0 KOIVO VIO OKOTTOUG EVNPEPWONG TNG ETTAPKEING PAPUAKWY
oTnv ayopd.
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Ma Av. AieuBuvTpia PapuakeuTIKWVY YTTNPECIWV
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KYTMNPIAKH AHMOKPATIA OAPMAKEYTIKEZ YMHPEZIEEL
YNOYPTEIO YTEIAZ 1475 AEYKQZIA

File No: 5.13.2.2 15 April 2022
Tel.No : 22 608 690

Fax No: 22 608 649

Email: vioutas@phs.moh.gov.cy

Via Electronic mail

To:
Marketing Authorisation Holders

Special License Holders
Parallel Import License Holders

Local Representatives of Marketing Authorisation Holders

Subiect: Submission of notifications for the distribution of medicinal products
for human use through an electronic application

As part of the upgrade of the services provided by the Pharmaceutical Services of the
Ministry of Health, | am instructed to inform you of the creation of a new electronic
application for the submission of notifications for the distribution of medicinal products
for human use. The new electronic application supports the submission of notifications
by the Marketing Authorisation Holders or their Local Representatives of new,
temporary or permanent distribution disruptions of medicinal products.

According to article 14(2)(d) of the Medicinal Products for Human Use (Quiaiity, Supply
and Price Control), 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 taking into account its various approved pharmaceutical forms. In
addition, in accordance with article 14(2)(g) of the Medicinal Products for Human Use
(Quality, Supply and Price Control), each Marketing Authorisation Holder is obligated
to notify the Drugs Council of any distribution disruption of the medicinal product in the
market of the Republic, either temporary or permanent, at least two (2) months before
the distribution disruption of the medicinal product takes place except in exceptional
circumstances, in accordance with Article 123 (2) of Directive 2001/83/EC.

The application will be accessible through the Pharmaceutical Services website, online
services, to users already authorized by the Marketing Authorisation Holders to submit
sales data.
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In case the Marketing Authorisation Holder wishes to appoint a different person, you
are requested to follow the relevant registration procedure of a new user by attaching
the necessary authorization at the documentation submission stage.

The application will go live on the 15/04/2022 and until the 2/05/2022 will operate on
a pilot basis, while we expect your feedback for comments and clarifications.

Access is possible through the following link:

hitps:/Awww.phs.moh.gov.cv/web/guest/home

The Pharmaceutical Services, having as an ultimate aim of safeguarding public health,
expect the responsible response and cooperation of all stakeholders in ensuring the
effective access of patients in the Republic to medicinal products. The information
collected will be made available to the public for the purpose of informing the adequacy
of medicinal products of the market.
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V. Loutas \/ LA

For Ac. Director of thevPharmaceuticaI Services
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