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REPUBLIC OF CYPRUS PHARMACEUTICAL SERVICES
MINISTRY OF HEALTH 1475 AEYKQZIA
Ap. Pox. 5.21.02.1, 5.13.02 04/10/2023

Ap. Tni.: 22608629

Ap. Dak: 22608649

Hlektpovixé tayvdpopeio :ipericleous@phs.moh.gov.cy
English Text Follows

Méow nicxtpovikot Ttayvdpousion

ITpog 6hovg Tovg KATOYOVG AdELDY KLKLOPOPING KOl EIGHYOYELS QUPUUKEVTIKOVY TPOTGVTMV

Alhayt} Tov Tpénov KaTdBeong ToV anapaitnTev etoyeiov (MIF, CoA, Official Control
Authority Batch Release Certificate) yio tnv anehev8épmon)/ Tomobétnen oty kuapaki
aYOpa QUPRAKEVTIKAV TPOi6vTOV pe facn To avBpdmvo aipa 1} To TAdopa aipatog Ko
TV GVOGOLOYIKAV QUAPRUKEVTIKOV TPOTOVTOV.

Le ovvéyeln oyetikng eykvkhiov tov Zvpfovkiov Dapudkov npepopnviog 14/09/2004
avOQOpIKG HE TNV avaykolotnto LroPoAng TV amotodpevev otoygiov [to emionpo
TGTONOMTIKO anehevBipwong tng naptidug tov mpoidvtog (Official Control Authority Batch
Release Certificate) pali pe to évrumo pe tig TAnpogopieg g maptidag mov o kukhopopricet
omv ayopd (Marketing Information Form) xafdg kat to certificate of Analysis CoA] mpw
amd v TomobEtnon oty ayopd g Kumplakig Anpokpatig @uppakevtikdy mpoidvimy e
paon to avBpdmvo aipa 1| TAACUA GILATOS KOL TOV AVOSOROYIKMY PUPHAKEVTIKOV TPOTGVTImY
Paocer twv dpbpwv 49 kot 50 tov epi Pappakov AvBpdnvng Xpfong Népov 70(T) tov 2001,
N dwdikacia VIoPolng TV OTULTOVUEVOV GTOYEIOV S10QopomoLEiTaL (G akoroLOnG:

Ot kdroyor adewdv wvkhogopiog 1 /kar ot ewsaywyels twv mpoidviav Ou mpémer mpw
omowdnmote maptide, mpoidviog tomoBetnfel o KLmplaKR ayopd vo VIOPAAROVV
NASKTPOVIKG GTNV MO KATO NAEKTPOVIKY Sievbuvon

OCABRsubmissionsophs.moh.gov.cy

TO. O KATO AMATOVHEVH GTOYEI

®  KOTGAAANAO MGTOMOMTIKG EAEYYOV-AVAAVGTIG GO EMIGNMUO TIGTOTOMUEVO EPYAGTAPLO
néoa oy Evponaikh ‘Evaen (OMCL)-Certificate of Analysis <CoA

e  gmionpo MGTOMOMTIKG aneAevbipmong g maptidag tov npoidvog (Official Control
Authority Batch Release Certificate)

®  £VIVTIO HE TIC TANPOPOpieg g TapTidag mov Ba kuikhopoproel ot oyopd, (Marketing
Information Form) , vadyw k. Midpyov Evoyyehidn , Tni: 22608697 .



Ao v 1" NogpBpiov 2023 6o yivoviar amodekté povo AEKTPOVIKES KaTaAEGELS 6TO o
TAve NAEKTPOVIKG Toudpopeio Ot kdtoxor adeidv kukhogopiog B/ Kai ol elcayoyseic Tov
TpOIGVTOV Ba TPETEL VA anOGTERAOUY GAaL TA AMOATOVUEVE EYYPOQU g VO i NAEKTPOVIKH
katdfeon 610 mo mdve email Kxat av to ZvpPovito Pappdkav dev eiper évotaon evidg 7
NHEPOAOYIKDV THEPDY OO TNV NUEPOUNVIL TNG NAEKTPOVIKHG KatdBeong, o kdToyog ddelag
kukhogopiag 1/ ka gicaymyéag Ba propel va tomoBethoel v maptida Tov Tpoidviog oty
Kvunpiaxn ayopd. Ov ®opuokevticés Yanpeoies o anoctélhovv niektpoviky andvinon y
NV amodoyn N OYL TV EYYPAPOV.

Hopakudeiote onwg npoPaivete oty dykonpn katdbeon Tov anapaimiov otoyeiov (Snhady
tovAdylotov 7 pépeg vopitepd amd v emBuunt  muepopnvia  aneievdipwong
moptidog/tomobémong g omv ayopd g Kimpov) dote va  Swoearifetar 611 ot
Qappoxevtikeég Yanpesieg Oa £xovv ot S1dBeom tovg 0 amopaitTo xpovikd teplddpo yio
NV eEETOOT TV NAEKTPOVIKADV GG KATADESE®V.

Inpebveton 0T Tuxov artipate. mov oe 8o voPdAilovion niekTpovikd petd tnv 11 Nogufpiov
2023 e ba yivovtar amodektd. Mo onoiesdnnote dievkpvicels napaxeid omoteivests 6T
K. Eypiivn Tepucdéong (ipericleous@phs.moh.gov.cy , +35722608629)
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Ayukic Mavpokopddtov

I'a Egopo Zupfoviiov dappdkov
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REPUBLIC OF CYPRUS PHARMACEUTICAL SERVICES
MINISTRY OF HEALTH 1475 AEYKQSIA
File No. 5.21.02.1, 5.13.02 04/10/2023
Tel: 22608610

Fax: 22608649

Email: ipericleous@nhs.moh.cov

Via electronic mail

To Marketing Authorisation Holders and importers of medicinal products

Change in the submission procedure for the documentation (MIF, CoA, and Official
Control Authority Batch Release Certificate) for the batch release/ entry on the Cyprus
market of pharmaceutical products based on human blood or plasma and immunological
pharmaceutical products.

Following the relevant Drugs Council circular of 14/09/2004 regarding the submission of the
required documentation [Official Control Authority Batch Release Certificate, Marketing
Information Form and Certificate of Analysis] concerning the batch release/entry on the market
of the Republic of Cyprus of medicinal products based on human blood or plasma and
immunological medicinal products based on articles 49 and 50 of the Human Medicines Law
70(D) of 2001, the submission procedure is changing as follows:

All' Marketing authorization holders and/or product importers, before any batch of the
concerned product is released/enters the Cyprus market should submit electronically to the
below email address

OCABRsubmissionsophs. moh.sov.ev

the following documentation

e The Certificate of Analysis —CoA

e The Official Control Authority Batch Release Certificate

e The Marketing Information Form for Cyprus (c/o Mr. Giorgos Evaggelides
tel:22608697)



As of 1* of November 2023, only electronic submissions to the above email address will be
accepted. Marketing authorization holders and/or product importers should submit all the
above documents via a single electronic submission to the above email address and if the
Drugs Council does not raise an objection within 7 calendar days from the date of the electronic
submission then marketing authorization holder and/or importer will be able to release the
concerned batch of the product on the Cyprus market. The Pharmaceutical Services will reply
to the email with regards to the acceptance or refusion of the documents.

Please submit the necessary documents well in advance (at least 7 calendar days) before the
date of the required batch release /placement on the Cyprus market, in order to ensure that the
Pharmaceutical Services will have at their disposal the necessary time for the evaluation of the
submitted documents.

Please note that as of 1*! of November 2023 any submissions not made electronically to the
dedicated, will not be considered valid.

For any additional information/clarifications, you can contact Mrs. Irene Pericleous
(ipericleous@phs.moh.gov.cy , Tel: 22608629)
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“Emilia Mavrokordatou

For Registrar Drugs Council



