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Méow nAekrpovikou taxudpoueiou (e-mail)

ANAKOINQZEH

Mpog: Kardxoug Adeiov Kukhogopiag (KAK) PapuakeuTikwv MpoidovTwy,
Katoxoug Eidikwv  Adeidv  KukAogopiag Kar  TomkoUg
AVTITTPOCWITOUG,
Kardxoug Adeiwv MapdAAning Eicaywyrg, Kardxouc Adeiwv
Xovdpikng MwAnong, Karéxoug ABeiiv Mapackeurs PapuakeuTIKmY
MpoidvTwyv

Koivotroinon: YTroupyeio Mewpyiag
Opyavioué Aogdiiong Yyeiag

©EMA: EQAPMOIH NPOTYIMQON ISO A TH TAYTONOIHEH TON
QAPMAKEYTIKQN MPOIONTON — IDMP

To ZupPolhio Papudkwy emBUPET va uTTevBupioE! OF 0Aoug Toug evBIaPEPSUEVOUS POPEiC
TV omaiton yia v €Qapupoyr] Twv TmpotiTwy 1SO yia TNV Tautotroinon Twy
PapUaKeUTIKWY TrPoidvTwy (IDMP). To SPOR amoteAsi éva utrd eCEMIEN épyo To otToio
EUTTAEKEI TN QappakoBlounxavia, Tig eBVIKEC apxéc Kal Tov EMA. Q¢ mpwto BrAua KaAgioTe,
TO CUVTOUOTEPO, YIO TNV OMOAR £papuoyd Tou SPOR, OTwg TpoReite OTIG KATAANAEC
EVEPYEIES YIO TNV €yypaer/ ETTIKAIpOTToiNGn Twv OTOIXEiWV TTOU aQopoUv OTOV Opyavigpo
oag otV utmnpecia diaxeipiong opyavwoeswy (Organisations Management Services OMS).

Nepaitépw evnuépwon yia o SPOR

H epappoyn mporimwy 1SO yia tnv KwAIKOTToiNGoN Kai ouveTrakdAouln TauToTTOINON
PapHOKEUTIKWY TTpoiovTwy (ldentification of Medicinal Products - IDMP) atroteAei amaithon
n omoia emBAAAeTal améd Tov ExTeAEOTIKO Kavoviouo (EE) ApiB. 520/2012 oxemkd pe 1n
dievépyeia Twv dPACTNPIOTHTWY PapuakoeTTayputvnong (dpbpa 25 kai 26). H gpappoyn
Twy TpoTuTTwy ISO IDMP amookotei oty atAotroinon Twv JIadikaciwy avraAiayrg
TANPOPOPNONG YIA PAPHAKEUTIKG TTPOIOVTA QVANECS OF EMTTAEKOMEVOUG QOpEIG Kal oTnV
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evioxuon NG SIGAEITOUPYIKOTNTAS TWV CUGTNMATWY OTO EUPWITAIKG PAPHOKOPPUOUIOTIKO
dikTuo Kal og SiEBvEC etTiredo.

Bdoel Twv avwTtépw Kal UG TNV £TToTTTEIa Tou EupwaikoU Opyaviopou Papudkwy (EMA),
UAoTrolgiTal OTABIOKG N KWBIKOTTOINGN TWY TTANPOPOPIWY, TTOU APOPOUV OTIC KQVOVIOTIKEG
PUBUICEIS TWV QUPUAKEUTIKWV TTPOIOVTWY, PE TNV EQAPMOYH TwV TTROTUTTWY ISO IDMP, o¢
TE00EPIG BaoIKoUg TOMEIG BEDOPEVWV WG AKOAOUBWC:

* OQuugieg (Substances): atnv doknon auth 8a Bondrcel o EMA pe To project EU-SRS
—-IDMP compliant substance management (mpdkeital yia éva project mou Ba
OlegaxBei amd opdda eUTTEIPOYVWNOVWY, N oTroia Ba UEAETAOEI OAEC TIG OPACTIKEC
ougTiEg Kal £EKDOXA TO OTTOIA €VAI KATAXWPNMEVA OTIC BACEIC SESOUEVWV TWV ABEIDV
KUKAOQOPIAg QapUAKEUTIKWY TTPOoIOVTWY, Ba agaipécel Ta BITTAG -Ba KAVE KaBapiopo
Oedopevwy (cleansing) -kai Ba dnuioupyrioel éva TIPOTUTTO KaTdAoyo ouoiwyv
Baoiopévo orta IDMP standards o omoiog 8a xpnoigomoinBei amé TIG APXES
®apuakopplBuiong  otnv  ggappoyr] Tou SPOR, petd  amo TNV OXETIKA
XapToypapnaon.

* [poiovra (Products): ©a wpémel va yivouv o QTTAITOUMEVEG  EVEPYEIEG
XapToypAenong Kal eyKardotaong/ evapuoviong Twv  OeBOpEVWY, aTrd TOUG
Opyaviopoug PappakoppUBuiong Tou kdBe K.M., Ta oTroia oTnv cuvéxeia Ba TTPETTEI
va uioBeToouY Kal va akoAouBoUv ol ETaIpEiEG OTNY UTTOROAR Twv QITAOEWY TOUG.

e Opyaviouoi (Organisations): ¢ auté Tov Topéa KAAOUVTAI O IBIWTIKO] opyaviouoi
(KAK, kdroxol adeiag xovdpIKrg TTWANONG, TTAPACKEUACTEC, TOTTIKOI aVTITTPOGWTTOI,
K. a) OTTwg TPoBoUv OTIg KATAAANAES EVEPYEIEG YIA EVAPUOVION TwV dedopEvwy Toug
oUpQwva Pe TNV Kwdikotroinan Tou SPOR.

o Aedopéva Avagopdc/Opiguoi (Referentials): 8a wpétrel va yivouv ol ATTAITOUHEVES
EVEPYEIEG XOPTOYPAPNONG KOl EYKATACTAONG/ EVAPHAVIONS TwV dedopévwy atd Toug
Opyavicuoug PappakoppUBuIong Tou KaBe K.M.

To ev Adyw epyo (kwdIKoTToinong Twv TTANPoPopIwY) ovoudatnke SPOR, armé Ta APXIKA TWV
MO TTAVW AEEEWV.

O EMA SiaxeipiCetan Tig UTIMPECIEG EYKATAOTAONG KQl EQOPHOYAC TwV dedopévwy Tou SPOR
otV €8¢ nAekTpovikr dilBuvan: https://spor.ema.europa.eu/sporwi/

Mepaitépw OXETIKA TTANpo@opnon eival B1IaBéciun otnv IoTooeAida Tou EMA aT1ov akoAouBo
ouvdeopo:

http://www.ema.europa.eu/emalindex.jsp?curl=pages/requlation/general/general content 00
0645.jsp&mid=WC0b01ac058078fbe2

To mpdypapua SPOR  tuyxdvel oTadlokAg XPHonS  Kai EQapuoyns oce  apiBud
PAPUAKOPPUBHIOTIKWY  Biadikaciwv 6Twg ot PapuakoeTTaypUTVnon, otV KardBeon
aIToewv (regulatory submissions), o1ig KAvikég Aokipég, aTnv emBewpnon Twv Kavovwy
Opbri¢ MNapaokeuaoTikAg MpakTikAg (GMP) k.4.

ATTwTeEPOG OTOXOG Eival N OAOKANPWHEVN EQApPUOY Tou Ot dAa Ta TTANPOPOPIKA CuaTAPATA
™G YYeEiag, WoTe va emMTeUXBei TUTTOTTOINGN KAl EVAPUOVION Twv BeDOMEVWY METOEU TWV
OIaPOPWY PAPHAKOPPUBHICTIKWY ApXWY, BEATIWGN TNG TTOIOTNTAC KAl TNG EYKUPOTNTAS TWV
Oedopévwy, avgnon NG amodoTIKGTNTAS KAl amAoTroingn  Twv  SIaBIKACIY
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Pappakoppubuiong, epoéoov Ta dedopéva Ba utroBdMAovTal povo pia @opd kai Sev Ba
XpeladeTal va emavalmoBAnBouv yia dAAeg diadikaaoieg fj agioAoyntég (supply regulatory data
once only).

O1 EBvikéEG DappakoppuBuIoTIKEG APXEG KOl O BAGIKOI EUTTAEKOHEVO! QPOPEIS (PapHOKEUTIKEG
Etaipeieg, Kdroxor Adeiv  Kukhogopiag, Mapackeuaotég, Kdtoxor ABei0g XovSpikAc
TWANONG  QAPUAKWY, TAPOXO0I  TTANPOPOPIOKWY  CUCTNUATWY  KATT)  o@eilouv  va
EVNUEPWVOVTI KAl va e@appélouv oTadiokd To SPOR, pe BAon 1o Xpovodidypauuo
EQOPMOYNG TToU £Xel BEael 0 EMA.

Mo 10 OKOTO QUTO KaAeioBe OTwg petaBeite otn  AladIKTUAK MuAn Ttou SPOR:
https://spor.ema.europa.eu/sporwi/ Kall OUYKEKPIMEVT ot dlaouvdean:
https://spor.ema.europa.eu/omswi/#/viewDocuments, 6TToU aveupiokovTal OXETIKEG eVIKEC
kal Texvikeég Odnyieg Epappoyrg, Xpovodiaypduparta uAotroinong kai yxeipidia XPHong Tou
SPOR.

Ap. Aoung Mavayn

AiguBuvTig PapUaKeUTIKWY YTTNPECIWY
Ytroupyeio Yyeiag

‘E@opog ZupBouliou Papudkwy
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REPUBLIC OF CYPRUS PHARMACEUTICAL SERVICES
MINISTRY OF HEALTH 1475 NICOSIA
File No: 5.13.2.2 1/8/2018

Tel No: 00357 22 608607
Fax: 00357 22 608639
E-mail: phscentral@phs.moh.gov.cy

By electronic mail

To: Marketing Authorisation Holders (MAH), Exceptional Marketing Authorisation
Holders and Local Representatives, Parallel Import Licensers, Wholesale
License Holders, Manufacturers

Cc: Ministry of Agriculture
Health Insurance Organisation

SUBJECT: IMPLEMENTATION OF 1ISO STANDARDS FOR THE IDENTIFICATION OF
MEDICINAL PRODUCTS — IDMP

The Drugs Council wishes to remind all stakeholders of the requirements to implement the
ISO IDMP standards for the identification of medicinal products. SPOR is an ongoing project
involving both the pharmaceutical industry, national bodies and the EMA. As an initial step
and in order to ensure the smooth implementation of SPOR, you are requested to proceed
as soon as possible to the registration / update of your organization's data in Organisations
Management Services (OMS).

Further information on SPOR

The implementation of ISO standards for the identification and description of medicinal
products (IDMP) is a requirement mandated by the Commission Implementing Regulation
(EU) No 520/2012 on the performance of pharmacovigilance activities (Articles 25 and 26).
The implementation of ISO IDMPs standards aims to simplify the exchange of information on
medicinal products between stakeholders and to enhance the interoperability of systems in
the European medicines regulatory network and internationally.

On the basis of the above and under the supervision of the European Medicines Agency
(EMA), the coding of information relating to the regulation of medicinal products is
progressively implemented by applying the ISO IDMP standards in four domains of master
data as follows:

* Substances: EU-SRS-IDMP compliant substance management project undertaken by the
EMA - A project undertaken by an expert group to study all the active substances and
excipients registered in the marketing authorization databases of medicinal products and to
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proceed to data cleansing in order to create a standard substance list based on IDMP
standards to be used by the Medicines Regulatory Authorities in the SPOR application after
relevant mapping.

* Products: The Medicines Regulatory Authorities of all MS must proceed to the necessary
mapping and installation / harmonization of data, which all organisations must subsequently
adopt and follow when submitting their applications.

* Organizations: In this domain, all private organizations (MAHs, wholesalers,
manufacturers, local representatives, etc.) are requested to take appropriate actions to
harmonize their data according to the SPOR codification.

* Referentials: The Medicines Regulatory Authorities of all MS must proceed to the
necessary mapping and installation / harmonization of data.

This Project (coding of information) was named SPOR, from the initials of the above
domains.

The EMA provides the SPOR data management services at the following link:
https://spor.ema.europa.eu/sporwi/

Further relevant information is available on the EMA website at the following link:
http://www.ema.europa.eu/emalindex.jsp?curl=pages/requlation/general/general content 00
0645.ijsp&mid=\"WC0b01ac058078fbe?2

The SPOR program is progressively used and implemented within the regulatory processes
for medicines eg: Pharmacovigilance, Regulatory Submissions, Clinical Trials, Good
Manufacturing Practices (GMP) Inspections, etc.

The ultimate goal is the integration in all IT health systems in order to improve the quality
and validity of the data, increase the efficiency of the regulatory processes and simplify the
regulatory data management practices as data will need to be submitted only once and will
be re-used across different procedures and regulators.

The National Competent Authorities and stakeholders (Pharmaceutical Companies,
Marketing Authorisation Holders, Manufacturers, Wholesale License Holders, IT System
Providers, etc.) are required to be informed and gradually implement the SPOR services,
according to EMA’s implementation timetable.

Relevant General and Technical Implementation Guidelines, Implementation Timetables and
SPOR Manuals are available through the SPOR Portal: https://spor.ema.europa.eu/sporwi/
and specifically at the link: https://spor.ema.europa.eu/omswi/#/viewDocuments.

LA

Dr Louis Panayi

Director Pharmaceutical Services
Ministry of Health

Registrar of the Drugs Council

Pharmaceutical Services Ministry of Health 1475 Nicosia
Tel.: 22608607 Fax.. 22608649 Webpage: hitp.//www.moh.gov.cy/phs 5




